MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
31.10.2019 Ne 2205
Kuis

IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo mikapceki 3acobu»,
nyHKTiB 5, 7, 9, 10 Ilopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/pKeHOro 1octaHoBol Kabinery MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsiaky mepykaBHOI peecTparii
(mepepeectpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX AeprkaBHY peecTpailito
(epepeecTpaiiito)», ab3aily TpuauAToro miAnyHKTy 10 myHKTY 4 IlomokeHHS Mpo
MiHicTepcTBO 0XOpPOHHU 370pOB’S] YKpaiHU, 3aTBepKeHOro IMocTaHoBo KabiHery
Minictpie Ykpainu Big 25 Gepe3nss 2015 poky Ne 267, Ha mifcTaBi pe3yJbTaTiB
eKCTIePTU3M  PEECTpALlifHMX  MarepiasiB  JiKapcbkuxX  3acobiB  (MeJUYHHMX
iMyHObiosioriyHMX TpernapariB) Ta KOHTPOJIIO SIKOCTi THX, 1110 TO/laHi Ha [lep>KaBHY
peectpauitlo  (mepepeecTpaliio), NpoBeJeHUMX [Jlep)kaBHUM  MiANPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIB 1110710 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKoro 3acoby
(MeguuHOrOo iMyHOOiO/OTiUYHOrO TIperapary), peKoMeHAallil Horo [o aep»kKaBHOI
peecTpaliii (TepepeecTpaliii) Ta BHECEHHsI 3MiH [0 peeCcTpalliiHKUX MaTepiasniB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TIpermapaTH) 3rifgHO 3
riepestikoM (gomaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoMm (JOoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imMyHOOiosoriuHi
TriperiapaTH) 3TiJJHO 3 MepeslikoM (JoAaToK 3).



KoHTpO/b 32 BUKOHAHHSIM 1[OT'0 HaKa3y 3a/Iuiliaio 3a co0oto.

Ilepmmu 3acTynHuK MiHicTpa A. CEMHUBOJIOC



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

Jopartok 1

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

31.10.2019 Ne 2205

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUK BionyckKy aHHsl peecmpayiliHo2o
3acoby yrnakoska) a nocsi0o4YeHHs1
1. BOPHA MOPOLLIOK MAT YkpaiHa MAT YkpaiHa peecTpauisi Ha 5 pokis - He UA/17709/01/01
KNCNOTA KpucTanivyHmi "Ximthapm3as "Ximdhapmsasop niosnsieae
(cybeTaHuin) y of "YepsoHa "UepBoHa 3ipka"
noABiiHNX 3ipka"
nonieTnNeHoBux
naketax gns
dhapmaneBTN4HOTO
3aCTOCyBaHHSA
2. BOPHA NOPOLLIOK NAT Ykpaina NAT YkpaiHa PeecTtpauist Ha 5 pokis 6e3 nionsiecae UA/17710/01/01
KNCNOTA KpuctaniyHmii, no 10 r "Ximchapmszas "Ximcpapmsasoz MepiognyHicTb NogaHHsA perynsipHo peyenma
y cawe, Ne 10 y nauui of "YepsoHa "UepBoHa 3ipka" OHOB/IOBAHOrO 3BIiTY 3 6e3neku BiANOBILHO
3ipka” 0o Mopsaaky 34iACHeHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi rocTuii
Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HaYeHMn y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
3. BPUMOHIAWNHY | nopotuok (cybcTaHuis) TOB Ykpaina CAUMEQ NABC IHAis peecTpauis Ha 5 pokis - He UA/17711/01/01
TAPTPAT y NoABIAHUX "®APMEKC NIMITEL, nionsizae
nonieTuneHoBmX reyn
naketax gns
dhapmaLeBTN4HOTO
3aCTOCyBaHHSA
4, E3ETIM Tabnetkn no 10 mr, no NMPO®APMA ManbTa Apamveg ®apma Monbwa peecTpauist Ha 5 pokis 3a He UA/17724/01/01
7 Tabnetok y 6nictepi, IHTEepHeLUHN C.A. MepioAnYHICTb NOJAHHA PerynsapHo peyenmom niossieae
no 4 6nictepn y TpehguHr OHOB/IOBAHOrO 3BiTY 3 6e3neKku BiANOBILHO
KapTOHHI KOpoOL;ji NimiTen 00 MNopsaky 34iCHEHHs
chapmakoHarnsgy, 3aTBepmxeHoro




Ne Hassa dopma sunycky 3asasHuKk Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka hopma, 3asiBHUKa BUPOGHUK BiOnycKy aHHs peecmpayjiliHo2o
3acoby YrnakoskKa) a nocsi04YeHHs1
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi rocTuii
Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HaYeHMMK y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
5. EY®PAS3IA Kpanni o4Hi, po34nH nNo BANA HimeuumnH Bunyck HimeuumnH peecTpauis Ha 5 pokis 6e3 nionsicae UA/17714/01/01
0,5 Mn B NNacTMkoBux | XalnbMmiTtenb a Hepo3acoBaHo a peyenma
KOHTelHepax Ne 5, 6X T npoayku;i,
Ne 10, Ne 30 BTOPUHHA
yrnakoBska Ta
[03BiN Ha
BMMYCK Cepii:
BANA
Xainnbmitrens
m6X,
HimeuunHa
MepBuHHE
nakyBaHHs:
Xononak
PepnakyHrcTexH
ik TM6X,
HimeuyuunHa,;
30/IEYM pO3unH ANns iHdysii, 5 AHaHTa Benvka €ponaiic IHais PeecTtpauis Ha 5 pokis 3a He UA/17715/01/01
mr/100 mn, y Megpikeap /T4, BpuTtaHis Xentkeap [lBT. MepiognyHicTb NOAAHHA perynspHo peyenmom nions2ae
KOHTeliHepax no nra. OHOB/OBAHOrO 3BiTY 3 6Ge3neKkn BiANOBILHO
100 mn Ne 1 0o Mopsaaky 34iACHeHHS
hapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B MiHicTepcTBi tocTuLi
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3rigHO 3i CTpoKamu,
3a3HavYeHMU y NepiofnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
IMINDEHEM/ NOPOLLIOK A/19 PO34YMHY MpuBaTHe YKpaiHa PakTa ITanisa peecTpaList Ha 5 pokis - He UA/17716/01/01




Ne Hassa dopma sunycky 3asasHuKk Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka hopma, 3asiBHUKa BUPOGHUK BiOnycKy aHHs peecmpayjiliHo2o
3acoby YrnakoskKa) a nocsi04YeHHs1
LUMNACTATUH Ons iHgysili 500 akuioHepHe dapmacboTudi MepioAnYHICTb NOAAHHA PErynsapHo nionsieae
Mmr/500 wr, in bulk: no TOBapuCTBO C.n.A. OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
190 chnakoHiB y «Jlekxim- 0o Mopsagky 34iACHeHHS
KopoobLi XapkiB» hapmakoHarnsagy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHW 340pPOB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepCTBi rocTULil
Yxpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu
Bifg 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3HavYeHMU Y NepiofnMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku
8. IMINEHEM/ NOPOLLIOK A/151 PO3YUHY MpuBaTHe Ykpaina MpuBatHe YkpaiHa peecTpauis Ha 5 pokis 3a He UA/17717/01/01
UMNACTATUH Ons iHgysili, 500 akuioHepHe akuioHepHe MepiognyHICTb NOAAHHSA PErynsapHo peyenmom nionsicae
Mr/500 Mr y donakoHi, TOBapuCTBO TOBapUCTBO OHOB/OBAHOrO 3BiTY 3 6Ge3neKkn BiANOBILHO
no 1 a6o 10 a6o 50 «J1ekxim- «J1ekxim- 0o Mopsaaky 34iACHeHHS
h1akoHIB y nauLli XapkiB» Xapkis», hapmakoHarnagy, 3aTBepaxeHoro
Ykpaina Haka3om MiHicTepcTBa OXOPOHW 340pP0B’s
(BMpPOGHMLTBO 3 Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
npoaykuii in bulk 3apeecTpoBaHuii B MiHicTepcTBi rocTULil
ipmu- Ykpainu 19 rpyaHa 2016 poky 3a Ne
BMPOGHUKa 1649/29779 (y pepakuii Hakasy
dakTa MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu
dapmacboTuyi Bifg 26 BepecHs 2016 poky Ne 996),
C.n.A., Itanis) CTaHOBUWTbL: 3rigHO 3i CTpoKamu,
3a3Ha4YeHMU y NepioMYHOCTI NoAaHHSA
9. NINOIKA TabneTkn, BKPUTI MpAT YkpaiHa MpAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17024/02/01
NNiBKOBOKO "®GapmaueBTu "®apmaueBTUyH MepioAnYHICTb NOJAHHA PerynsapHo peyenmom niossieae
060/10HKO10, Mo 300 YyHa hipma a thipma OHOB/IOBAHOrO 3BiTY 3 6e3neKku BiANOBILHO
mr, no 10 TabneTok y "OapHnua" "OapHuua™ 00 MNopsaky 34iCHEHHs
KOHTYPHIli YapyHKOBIA hapmakoHarnsgy, 3arsepXeHoro
ynakosLi, no 3 Haka3om MiHicTepcTBa OXOPOHU 340pPOB’S
KOHTYPHi YapyHKOBI Ykpainu Big 27 rpygHsa 2006 poky Ne 898,
yNakoBKM B nauLii 3apeecTpoBaHuii B MiHicTepCTBI rocTULii
Ykpaiuu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3HavYeHMU Y NepiofnNYHOCTI NoAaHHA
perynsipHux 3BiTiB 3 6e3neku
10. NINOIKA TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17024/02/02
N1iBKOBOKO "GapmaueBTu "®apmaueBTUyH MepioANYHICTb NOAAHHSA PErynspHo peyenmom niossieae




Ne Hassa dopma sunycky 3asasHuKk Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka hopma, 3asiBHUKa BUPOGHUK BiOnycKy aHHs peecmpayjiliHo2o
3acoby YrnakoskKa) a nocsi04YeHHs1
060/10HKO10, N0 600 Mr YHa hipma a thipma OHOB/IOBAHOIO 3BIiTY 3 6e3neku BiANOBILHO
no 10 TabneTtok y "fapHuus” "fapHnus” 0o Mopsaaky 34iiCHeHHS
KOHTYPHIli YapyHKOBIi hapmakoHarnsgy, 3aTBepXeHoro
ynakosLi, no 3 Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
KOHTYPHi YapyHKOBI Ykpainm Big 27 rpygHsa 2006 poky Ne 898,
yNakoBKM B nauLyi 3apeecTpoBaHuii B MiHicTepCTBi rocTuii
Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HaYeHMMn y NepiognyHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku
11. MEPOMEHEM NOPOLLIOK A5 PO3UUHY MpuBaTtHe YkpaiHa dakTa ITanisa peecTpauis Ha 5 pokis - He UA/17670/01/02
05 iH ekyin 1000 Mry akuioHepHe PapmacboTudi MepioAnYHICTb NOJAHHA PerynsapHo niossieae
cnakoHi; in bulk: no TOBapUCTBO C.n.A. OHOB/IOBAHOrO 3BIiTY 3 6e3neku BiANOBILHO
190 chnakoHiB y "Nlekxim- 0o Mopsaaky 34icHeHHS
Kopoo6Li Xapkis" hapmakoHarnagy, 3atBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepCTBi rocTuii
Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHMK y NepiognyHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku
12. MEPOMNEHEM NOPOLLIOK A/151 PO3UYUHY MpuBaTHe YkpaiHa dakTa ITanis peecTpauist Ha 5 pokis - He UA/17670/01/01
005 iH ekyin no 500 mr akuioHepHe dapmacboTudi MepioAnYHICTb NOJAHHA PerynsapHo niossieae
y thnakoHi; in bulk: no TOBapUCTBO C.n.A. OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
190 dhnakoHiB y "Jlekxim- 00 MNopsaky 34iCHEHHs
Kopoo6Li Xapkis" thapmakoHarnsagy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU 340pPOB’S
Ykpainu Big 27 rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepCTBI rocTULii
Ykpaiuu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3HaYeHMMM y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
13. ®APUHIOCEN | NboAsHWKM NMPecoBaHi, CaH IHAjs KK Tepanis AT PymyHis peecTpaLisi Ha pokiB 6e3 niosisicae UA/17721/01/01
T 31 CMAKOM no 10 mr Ne 20 (10x2) PapmacbTHK MepioANYHICTb NOAAHHSA PErynspHo peyenma




Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka hopma, 3asiBHUKa BUPOGHUK BiOnycKy aHHs peecmpayjiliHo2o
3acoby ynakoska) a nocsi04YeHHs1
M'ATU y 6nictepax an lHpacTpis OHOB/IOBAHOIO 3BIiTY 3 6e3neku BiANOBILHO
Nimiteq 0o Mopsaaky 34iiCHeHHS

chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 3[0pPOB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepCTBi rocTuii
Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHMn y NepiognyHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku

HavyanbHuK Bigainy 3 nutaHb papmaleBTUYHOI
AisnbHOCTI [lenapTaMeHTy peasiisauii NONITUK

T.M. NAacKOBCbKUA




NEPENIK

Jopatok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu
31.10.2019 Ne 2205

NMEPEPEECTPOBAHUX NMIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOINYHNX MNMPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

6nicTepi; no 3 abo 6
6nictepiB y
KapTOHHI KopoobLi

Ta BTOPVHHE
nakyBaHHS,
KOHTPO/Ib Ta
BUMYCK Cepii:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTpO/b cepii
(thiznyHi Ta XimiyHi
meToam
KOHTPO/I0):
KPKA, a.4., Hoso
mecTo, C/10BeHis

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perysisipHO OHOBJ/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B Mic/ispeecTpaviiiHmii
nepiog, abo sk pe3ynbTart OUiHKM 3BTy 3
JocnipxeHb, NpoBeAeHVX BiANOBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHY Y3rof)XeHO 3 KOMNETEHTHUM
YMOBHOBaXEHVM opraHoM) 3MiHW BHECEHI A0
IHCTPYKLUT ANA MeAMYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby y po3ginu:
"MpoTunokasaHHs", "B3aeMogis 3 iHLIMMK
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemMogiin", "OcobMBOCTI 3acTOCyBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpygao”, "34artHicTe BnvMBaTu
Ha LWBWAKICTb peakuii Npu kepyBaHHi
aBTOTpaHCNOPTOM abo iHLWMK
MexaHiamamu”, "Mo6ivHi peakuii" BignosigHO
[0 OHOB/EHOI IHGhOopMaLLii 3 6e3nekun gito4oi
PeyoBUHN.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/THOBAHOrO 3BITYy 3 6e3Mekn BigNoBiAHO
[0 MNopsaky 3aiicHeHHst hapMakoHarnsay,

3aTBEpPKEHOro Haka3om MiHicTepcTBa

Ne Hassa dopma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoskKa) nocsi0YeHHs1
1. AMIOKOPAVH Tabnetkn no 200 wr, KPKA, a.4., CnoseHis BMPOBOHULITBO «in CnoBeHis MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/10291/01/01
® no 10 TabneTtok y HoBo mecTo bulk», nepBuHHe 3MiHu | TMRY - 3MiHK WoA0 peyenmom nidnsieae




B amnyni; no 5
ammnys y KOHTYpPHIiA
YapyHKOBIl

6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.

3MiHa y KOpPOTKili XapakTepucTuui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta

Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3nekneobmexeHnii
TEepMiH
2. AMOKCUK/AB | Tabnetku, BKpUTI CaHpo3 CnoBeHis Nek CnoBeHis MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/7064/01/02
® 2X NNiBKOBOIO PapmacbioTika $papmaueBTUYHA peyenmom niosisieae
060/10HKOI0, MO0 875 n3 a.a. KOMnaHisa 4. a. MepioAnyHICTb NOA4AHHS PErynspHo
mr/125 mr no 7 (BupobHuuTtso 3a OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNOBIAHO
TabneTok y 6nictepi, MOBHUM LMIK/TOM; [0 Mopsagky 3aiicHeHHA dhapmakoHarnsagy,
no 2 6nictepu y Bunyck cepii) 3aTBepXeHoro Hakasom MiHicTepcTea
KapTOHHI/ KopoobLi OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
3. AMOKCUK/AB | Tabnetku, BKpUTI CaHpo3 CnoBeHisi Nex CnoBeHis MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/7064/01/01
® 2X NNiBKOBOIO dapmacbioTika $PapmaueBTUYHA peuyenmom niosnsieae
06010HKOt0, N0 500 n3 a.a. KomnaHia 4. 4. MepiognyHiCTb NOAAHHA perynsipHo
mr/125 mr no 7 (Bnpo6HuuTBO 32 OHOB/OBAHOrO 3BITY 3 6e3MNeKn BigNOBILHO
TabneTok y 6nictepi, MOBHUM LMIK/TOM; [0 Mopsagky 3aiicHeHHA dhapmakoHarnsagy,
no 2 6nictepu y Bunyck cepii) 3aTBepXeHoro Hakasom MiHicTepcTea
KapTOHHI KOpooLyi OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpainn 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pepakui
Haka3y MiHicTepcTBa OXOPOHU 3[0POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
4, AHANbIH PO34MH A1 iH ek TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/14166/01/01
500 mr/mn, no 2 mn Papm" 3MiHu | TUNY - 3MiHK Woa0 peuyenmom niosnsieae




10

Ymosu

Pexknamys

Homep

n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Bionycky

AHHA

peecmpayiliHo2o

nocsi0YeHHs1

ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

IHCTPYKLi ANS MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perysispHo OHOB/IHOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3neky 3acTocyBaHHA
nikapcbKoro 3acoby B nic/ispeecTpayiinHni
nepiog, abo Ak pe3ynbTaTt OUiHKM 3BIiTY 3
nocnigpkeHb, NpoBeAeHnX BigNoBigHO A0
nnaHy negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHN BHECEHO
00 [HCTPYKUi 418 MeAUYHOro 3aCToCyBaHHS
nikapcbKoro 3acoby Ao
po3ainis:"MNpoTunokasaHHs", "B3aemogis 3
HLIMMKW NikapcbkrMmn 3acobamm abo iHLwi
BMAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar”,
«3paTHiCTb BN/IMBATU Ha LIBMAKICTb peakuil
npv KepyBaHHi aBTOTPaHCNOPTOM abo
HLWMMK MexaHi3mamu», "Crnocio
3acTocyBaHHs Ta Ao3u","TobiuHi peakwii”
BiANOBIAHO 4O OHOBEHOT iHGhopMaLii 3
6e3nekn 3acTocyBaHHs Ajil040i PeHOBUHM.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNOBIAHO
[0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,

3aTBEPMXEHOr0 Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A

Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynspHux 3eiTiB 3 6e3nekun

3a

He

UA/0987/02/01

AYTMEHTUH™
(8D)

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO0, 875
mr/125 wr, no 7
Tabnetok y 6nictepi;
no 1 6nictepy B
nakeTi; No 2 nakeTta

Y KapTOHHili

nakcoCmiTKn
AinH EkcnopT
NimiTen

Benuvka
BpuTaHis

CMIiTKnsliH Bivem
dapmacbloTuKaic,
Benuka BpuTaHis;

"nakco Bennkom
MpoaakLLH,
PpaHuis

Benvka
BpuTtaHisa/
PpaHuis

MepepeecTpavis Ha HEOOMEXEHNA TEPMIH.
3MiHM Wopao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUIii AN MeANYHOro
3aCTOCYBaHHS! y 3B’SI3KY i3 HOBUMMW AaHMU 3
AKOCTI, AOKNIHIYHUMU, KTIHIYHUMUN JaHUMN Ta

[aHUMK 3 dhapmakoHarnsay - 3miHu

peyerimom

nionsieae
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

ynakoBLii

BHECEHO A0 iHCTPYKLiT 415 MeanyHOro
3aCTOCYBaHHS NikapCbkoro 3acoby y po3ginm
"®apmMakonoriyHi BNacTuBOCTI" (YTOUHEHHS
iHbopmawii), "MokasaHHA" (YTOYHEHHS
iHcbopmawii), "B3aemogis 3 iHwWumun
nikapcbk1MK 3acobamu Ta iHLWi BUuam
B3aemogiit", "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaat” (yTo4UHeHHs
iHdhopmaLii), "Cnoci6 3acTocyBaHHs Ta
[03n" (YTOUYHEeHHs iHdhopmadi),
"MepepnosyBaHHsa", "No6iyHI peakuii”
BiANOBIAHO 0 MaTepianiB peecTpaviliHoro
[10CbE.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
[0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,

3aTBEPMXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A

Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

ALETUCANIL,
WNOBA
KUCNOTA-
JLAPHULA

Tabnetkn no 500 wr,
no 10 Tabnetok y
KOHTYPHUX
YapyHKOBMX
ynakoBkax; no 10
Tabnetok y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauLii

MpAT
"®apmaueBTn
yHa hipma
"fapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

nepepeecTpauisi Ha HEOBMEXEHW TEPMIH
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XxapakTepucTuui
NiKapCbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perysispHoO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3neky 3acToCyBaHHSA
nikapcbKoro 3acoby B nmicspeecTpayiiHni
nepiog, abo sk pe3ynbTaTt OLiHKM 3BIiTY 3
JocnigpkeHb, NpoBeAeHnX BigNoBIAHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHY y3rofpKeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHW BHECEHI
00 IHCTPYKLT A/19 MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu: “rNokasaHHa"

6e3
peyenma

nidnsieae

UA/2992/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsi0YeHHs1

(iHchopmalisa wopno 6e3nekun), "Baaemogis 3
IHLWIMMKM NikapCbKMKM 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobamBOCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflysaHHs rpygaro”, "MNepeposysaHHs",
"Mo6iyHi peakuii" BiAMNOBIAHO 4O OHOBMEHOI
iHcbopmawii 3 6e3nekun Aityoi pevoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn BiANOBILHO
[0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,

3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3nekn

BPECEK

NOPOLLOK A/1A
PO34nNHYy A5 iH'eKUIA
nolr; 1a6o 10
oNakoHIB 3
NOPOLLKOM Yy
KapTOHHIi kopo6uyj;
1 a6o 20 hnakoHis 3
NOPOLLKOM Y
KapTOHHIA Kopoo6Li

dPapmaueBTuy
Ha KoMMaHis
"BOKATE
CA"

Ipeuis

AHdapm  Xennac

C.A

Ipeuis

MepepeecTpalis Ha 5 pokiB
3 06r'pyHTOBaHVX NPUYMH, NOB'A3aHNX 3
hapmakoHar1sa40M.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNOBIAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsagy,
3aTBepKEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiognMYHOCTI NoJaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/8907/01/01

BPECEK

NOPOLLIOK A/1A
PO34UHY A5 iH'EKUNA
no2r;1a6o 20
onakoHIB 3
MOPOLLKOM Y
KapTOHHIlA Kopo6L;
1 a60 20 dhnakoHiB 3
MOPOLLKOM Y

dapmaueBTny
Ha KOMMaHis
"BOKATE
C.A"

Ipeuis

AHdhapm  Xennac

CA

Ipeuist

MepepeecTpauis Ha 5 pokiB
3 06r'pyHTOBaHVX NPUYMH, NOB'A3aHNX 3
thapmakoHar1s40M.
MepiognyHiCTb NOAAHHSA PEryNspHO

OHOBJTHOBAHOrO 3BiTYy 3 6e3Mekun BiANoBiAHO
[0 Mopsaaky 3ailicHeHHA dhapmakoHarnsgy,

3aTBEPXEHOro Haka3om MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu Big 27 rpyaHs

3a
peyenmom

He
nionsieae

UA/8907/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

KapTOHHIA KOpooLi

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

YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

BEPOLLMIPOH

Kancynu no 50 mr,
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHIA ynakosL,i

BAT "TefeoH
PixTep"

YropLmHa

BAT "l'epeoH
PixTep"

YropimHa

MepepeecTpallis Ha HEOBMEXeHU TEPMIH.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOBJ/THOBAHOrO 3BITY 3 6e3Mekun BigNoBiAHO
[0 Mopsagky 3ailicHeHHA dhapmakoHarnsgy,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpaiuu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/2775/01/01

10.

BEPOLUMNIPOH

Kancynun no 100 mr,
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHIiA ynakoBL,i

BAT "TeaeoH
Pixtep"

YropLmHa

BAT "TeneoH
PixTep"

YropLmHa

MepepeecTpallis Ha HeO6MEXeHU TEPMIH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJTHOBAHOrO 3BiTYy 3 6€3Mekun BiANoBiAHO
o Mopsaaky 3ailicHeHHa dhapmakoHarnsgy,

3aTBepKEHOro Haka3om MiHicTepcTea
OXOPOHW 3[10POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

YKkpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpoKamu,
3a3HavYeHUMN y NepiognMUHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3MeKu.

3a
peyenmom

He
nionsieae

UA/2775/01/02

11.

TNIKNAQA

Tabnetkn 3
MoandikoBaHUM
BMBINIbHEHHSM MO
30 mr no 15

KPKA, a.4.,
HoBso mecTo

CnoseHis

BiANoOBigabHUIA 3a
BMPOGHMLTBO "in
bulk", nepBuHHe

Ta BTOPVHHE

CnoBeHis

MepepeecTpalist Ha HeOOMEXeHN TepMiH
3MiHM WoAo 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi

Tabnetok y 6nictepi, nakyBaHHs, MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
no 2, no 4 a6o 6 KOHTpO/Ib Ta 3aCcTOCyBaHHSA
6nictepiB y BUNYCK cepil: reHepuyHuX/ribpnaHnx/6ionodibHNX

3a
peyenmom

He
nionsieae

UA/10406/01/01
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
KapTOHHI Kopo6Lj, KPKA, a.4., Hoso nikapcbKnx 3acobiB Nicns BHECEHHS Tiel
no 10 TabneTtok y mecTo, CnoBeHis caMoi 3MiHM Ha peddepeHTHUIA npenapaTt
6nicTepi; no 3,6 abo (3MiHa He nNoTpebye HafaHHS XOAHMX HOBUX
9 6nicTepis BiANoBigabHUIA 3a [04aTKOBUX [aHuX) - 3MiHW BHECEHO [0
KapTOHHI KopoobLi KOHTPO/b cepii IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHSA
(piznyHi Ta XimiuHi nikapcbkoro 3acoby Ao po3ginis
MeToam "MokasaHHA" (YTOUHEHHS (DOPMYSIOBAHHS),
KOHTPO/I0): "MpoTunokasaHHs", "B3aemogis 3 iHLLIMMU
KPKA, a.4., HoBo nikapcbk1MK 3acobamu Ta iHWi B1uam
MecTo, CrnoBeHis; B3aemogiit", "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
HNA30X rogyBaHHS rpyaar”, "3aatHicTe BNvBaTtm
(HauioHanbHi Ha LWBUAKICTb peakLil npu kepyBaHHi
nabopartopis 3a aBTOTPaAHCNOPTOM abo iHLWMK
34paB'e, OKOJIE iH MexaHismamu", "Crnocib 3acTocyBaHHS Ta
XpaHo), CnoseHis nosun”, "Oitn" (yToYHEHHS1 (DOPMY/THOBaHHS),
"Mepeno3yBaHHs", "Mo6GiYHI peakyjii™
BiANOBIAHO A0 iHopMaL,ii pechepeHTHOro
nikapcbkoro 3acoby (A4IABETOH® MR,
TabneTkn 3 MOANIKOBAHUM BUBINIbHEHHSAM).
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekn BigNoBIAHO
[0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,
3aTBEPMXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
12. AEKBANIHIFO NOPOLLOK MAT "dapmak” Ykpaina Ne6ca IcnaHis nepepeecTpaisi Ha HEOBOMEeXEeHNI TepPMiH - He UA/10787/01/01
xnoeupg, (cybcTaHuis) B niosisieae
MiLLIKaX
nonieTnIeHoBmX
NoABINHMX Ans
BMpPO6GHMLTBA
HecTepuIbHUX
Nikapcbknx popm
13. AOLUET KOHLleHTpaT Ans M-IHBECT Kinp BeHyc Pewmegic | IHgis MepepeecTpaduis Ha 5 pokis 3a He UA/0670/01/01
pO34nHy Ans NIMITEZ Nimiten 3 06I'PYHTOBAHWX NPUYNH, NOB'A3AHNX 3 peyernmom niossi2ae

iHdysilA, 40 mr/mn,

dhapmakoHarnanom.
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
no 0,5 mn MepioAnYHICTb NOAAHHS PErynspHo
npenapary y OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
chnakoHi i no 1,5 mn [0 MNopsAaky 3aiicHeHHs hapMakoHarsgy,
PO34MHHYMKA (PO3YNH 3aTBEPMXEHOro Haka3oM MiHicTepcTBa
eTtaHony 13 %) y OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
chnakoHi, 2006 poky Ne 898, 3apeecTpoBaHuii B
ynakoBaHux y MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
KapTOHHY KOpPOOKY; 2016 poky 3a Ne 1649/29779 (y pegakuii
no 2 mn npenapary Haka3y MiHicTepcTBa OXOPOHU 30POB’A
y thnakoHi i no 6 mn Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
PO3UYMHHMKA (PO3UNH CTaHOBWTb: 3ri4HO 3i CTpOKamu,
eTaHony 13 %) y 3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
doNaKoHi, perynsipHux 3BiTiB 3 6e3neku.
yrnakoBaHuX y
KapTOHHY KOPOOKY;
no 3 mn npenapary
y thnakoHi i no 9 mn
PO34MHHYMKA (PO34NH
eTaHony 13 %)y
doNaKoHi,
ynakoBaHux y
KapTOHHY KOPO6Ky
14. NOKENb NOpPOLUOK AN BPOC NTA4, Ipeuis BPOC NTA, Ipeuis MepepeecTpauis Ha 5 pokiB 3a He UA/0388/01/01
PO34UHY A5 iH'EKLLIA 3 06r'pyHTOBaHVX NPUYKH, NOB'A3aHNX 3 peyenmom niossieae
no 750 mry hapMakoHarnsaoM.
thnakoHi, no 1 MepiognyHiCTb NOAAHHSA PerynspHo
donakoHy y OHOBJ/THOBAHOrO 3BITYy 3 6€3Mekun BiANoBiAHO
KapTOHHIA KopooLi [0 MNopsaky 3aiicHeHHs1 hapMakoHarnsgy,
3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HayeHUMKM y NepioANYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.
15. KAMIAEHT- refb o151 poToBo| ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 6e3 niosnsieae UA/3310/01/01
340POB'A MOPOXHUHK, Mo 10 1 06MexeHo 06MexeHot peyenma
a60 20 ry Ty6i; no 1 BignoBigasIbHi BiANOBIAA/IbHICTIO MepioAnYHICTb MOA4AHHS PErYNSPHO
Ty6i y KapTOHHiIl CTHo "papmMaueBTNYHa OHOBJTHOBAHOrO 3BiTYy 3 6e3Mekun BiANoBiAHO
KopooLi "papmavreBTu KOMnaHis [0 Mopsaaky 3ailicHeHHA dhapmakoHarnsgy,
YHa KOMMaHis "3popos'a” 3aTBEpKEeHOro Hakasom MiHicTepcTBa

"3n0pos'a”

OXOPOHW 340P0B’A YKpaiHu Big 27 rpyaHs
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
16. KBAMATE/NI® TabneTku, BKpUTI BAT "legeoH YropwuHa BAT "T'efeoH YropwmHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/2937/02/01
NNiBKOBOIO PixTep" PixTep" peuenmom nionsieae
o060n0Hkot0, No 20 MepiognyHiCTb NOAAHHSA PerynspHo
Mr no 14 TabneTok y OHOBJ/IHOBAHOTO 3BITY 3 6e3Mneku BiANOBIAHO
6nictepi; no 2 [0 MNopsaky 3aiicHeHHs1 hapMakoHarnsgy,
6nictepu B 3aTBEpAXEHOro Hakasom MiHicTepcTea
KapTOHHIA ynakoBL,i OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HayeHUMKM y NepioANYHOCTI NoAAHHS
perynspHux 3BiTiB 3 6e3nekn
17. KBAMATE/NI® TabneTku, BKpUTI BAT "l'egeoH YropwuHa BAT "T'efieoH YropwmHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH 3a He UA/2937/02/02
NAiBKOBOO Pixtep" PixTep" peyenmom nionsizae
0060/10HKOHD, MO 40 MepioAnyHICTb MOA4AHHS PErYNSPHO
Mr no 14 TabneTok y OHOB/IIOBAHOTO 3BITY 3 6e3neku BiANOBIAHO
6nicTepi; no 1 o Mopsaaky 3ailicHeHHa dhapmakoHarnsgy,
6nictepy B 3aTBEpKEeHOro Hakasom MiHicTepcTBa
KapTOHHIA ynakoBLi OXOPOHW 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YKkpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpoKamu,
3a3HavYeHUMN y NepiognMUHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3nekn
18. KBAMATE/NI® niocpinisat ana BAT "l'egeoH YropwuHa BAT "'efeoH YropwmHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/2937/01/01
po3unHy ans Pixtep" PixTep" peyenmom nionsi2ae
iH ekuiii no 20 wr, 5 MepiognyHiCTb NOAAHHA PEryNspHO
hnakoHiB 3 OHOBJIHOBAHOrO 3BITY 3 6e3Mekun BiANOBiAHO

nioghinizatom pasom
3 5 amnynamm no 5
MJ1 PO3YMHHUKA

[0 Mopsaaky 3aiicHeHHA dhapmakoHarnsgy,
3aTBEPAKEHOro Hakas3om MiHicTepcTea
OXOPOHW 3/10POB’A YKpaiHu Bifg 27 rpyaHs
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
(0,9 % po3uunHy 2006 poky Ne 898, 3apeecTpoBaHuii B
HaTpilo xnopuay) B MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
KapTOHHI ynakoBsL,i 2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3Ha4YeHUMN y NepiognMYHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neKu.
19. KNEKCAH® 300 | po3uvH Ans iH'ekuiii TOB "CaHodhi- YkpaiHa ®AMAP XENC IcnaHis/ MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/10143/01/01
no 10 000 aHTK-Xa ABeHTIC KEAP CEPBICI3 HimeuuunHa peuenmom nionsieae
MO/mn, Nel (no 1 Ykpaina" MAOPUA, C.AY., MepiognyHiCTb NOAAHHSA PerynspHo
6araTogo30BOMy IcnaHisa OHOBJ/THOBAHOrO 3BITY 3 6e3Mekun BigNoBiAHO
hnakoHy no 3 mn B [0 Mopsagky 3ailicHeHHA dhapmakoHarnsgy,
KapTOHHI/ KopoobLii) CaHodi-ABeHTIC 3aTBEpAXEHOro Hakasom MiHicTepcTea
Hoiunang MvoéX, OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
HimeuuunHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.
20. KNOBECKIH Ma3sb 0,05 % no 25 ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/13134/02/01
y Ty6i; no 1 1y6i y 06MmeXeHo BUPOOHMLTBA, 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom nionsieae
KOpo6L,i 3 KapTOHY BignoBigasIbHi KOHTPO/b SIKOCTI, thapmakoHarisgy. 3MiH1 y KOpoTkil
CTHo BUNYCK cepil: XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
"papmavreBTu ToBapucTso 3 MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
YHa KOMNaHis 06MeXeHoto 3acTocyBaHHsA
"3p0pos'a” BiANOBIAA/ILHICTIO reHepuyYHUX/ribpnaHnx/6ionodibHNx
"®apmMaleBTnYHa NiKapcbKyx 3ac006iB NicNs BHECEHHSN Tiel
KOMNaHis caMoi 3MiHM Ha pedoepeHTHUIA npenapat
"340pos'a”, (3MiHa He NoTpebye HafaHHS XOAHMX HOBUX
YkpaiHa [04aTKOBUX AaHWX) - MiHW BHECEHO 0
IHCTPYKLUIT ANA MeANYHOro 3aCTOCYBaHHS
BCi cTagii nikapcbKoro 3acoby Ao po3ainy
BMPOGHULITBA, "MokasaHHsA", a TakoX A0 po3ginis
BUNYCK cepil: "MpoTnnokasaHHa", "OcobanBOCTI
ToBapucTso 3 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
06MexeHot fosu", "AiTn" (peparysaHHs TEKCTY),
BiANOBIAA/IbHICTIO "Mo6iyHI peaku,ii" BigNoBigHO A0 iHhopmavii
"®apmaLieBTUYHa pethepeHTHOro NikapCbKoro 3acoby
KOMMaHis (AEPMOBEWT™, masb 0,05 %).
"3popos'sa"”, MepioAnYHICTb MOA4AHHS PErYNSPHO
YkpaiHa OHOB/OBAHOIO 3BiTY 3 6GE3NEKN BiANOBIAHO




18

Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,
KOHTPO/b SKOCTI: 3aTBEpKEHOro Haka3om MiHicTepcTBa
ToBapucTso 3 OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
06MeXeHo 2006 poky Ne 898, 3apeecTpoBaHuii B
BiANOBIAA/LHICTIO MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
"®APMEKC 2016 poky 3a Ne 1649/29779 (y pepakuii
reyn., Haka3y MiHicTepcTBa OXOPOHW 34,0P0B’s
YkpaiHa YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3Ha4YeHUMN y NepiognMYHOCTI NofaHHs
perynsipHmx 3BiTiB 3 6e3neKu.
21. KOAE®PEMON cuporn, no 100 mn ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina MepepeecTpauisi Ha HEOOMEXEHWUIA TEPMIH. 3a He UA/12779/01/01
H ab6o no 200 mny 06MeXeHo 06MmexXeHo 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta peuenmom nionsieae
thnakoHi; no 1 BiANOBIAa/bHI BiANOBIAA/LHICTIO hapmakoHarnsagy. 3miHa y KopoTkili
dhnakoHy i3 MipHOK CTHo "XapkiBcbke XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
Noxkoto abo "XapkiBcbke hapmaLeBTuyHe MapKyBaHHS Ta IHCTPYKLii ANna MeguyHoro
CTakaH4MKoM y thapmaveBTUy nigNpPMEMCTBO 3acToCyBaHHSA Ha MigcTasi perynspHo
KOpOOGLIi 3 KAPTOHY He "3p0poB'a OHOBJ/IIOBAHOIO 3BiTY 3 6e3nekn NikapCbkoro
nignpueMcTBo Hapoay" 3acoby, abo gocnigxeHb 3 6e3neku
"300poB's 3acTOoCyBaHHS NikapcbKoro 3acoby B
Hapoay" nicnspeecTpauiiinii nepiog, abo sk

pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOB&XEHWM OpraHom) - 3MiHN BHECEHO
[0 IHCTPYKUIT 418 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis:
"MpoTonoka3aHHs", "B3aemogis 3 iHLIMMK
nikapcbk1UMK 3acobamu Ta iHLWi BUuam
B3aemogiit", "Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” (yTouHeHHs), "Croci6
3acTocyBaHHA Ta go3un”, "ditn" (06MeXeHHs
AWTAYOro BiKy: 6YyN0 - He NpUsHayaTy 4iTam
BIKOM [0 2 poOKiB, CTas10 - He Npu3HavaTn
AiTaM BiKOM [0 12 pokiB; He 3aCTOCOBYBaTn
AiTAM Bikom Big 12 fo 18 pokis 3i
CKOMMPOMETOBAaHOI AUXa/IbHOI (OYHKLIED
yepes pusnK Po3BUTKY CEPINO3HUX i
He6e3neyHnx AN XUTTA NOBIYHMX peakuiif),
"MepenosyBaHHs", "Mo6iyHI peakuii”
BiANOBIAHO 4O OHOBNEHOT iHGhopMaLi 3
6e3nekun Ajtounx peyoBuH.
MepiognYHICTb NOAAHHS PerynsipHo
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
[0 MNopsAgky 3aiicHeHHs hapmakoHarnsgy,
3aTBEpPAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neKu.
22. KOMBICMA3M Tabnetku; no 10 OpraHocuH IHais EBepTopxeH IHais MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. Ne10; Ne20 - Ne 10, Ne UA/3088/01/01
® TabneTtok y 6nictepi Naiidp Nalidy CaeHcms 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta 6e3 20 -
3 ¢ponbru CaeHcu3 MBT. Nimiten hapmakoHarnsgy. 3miHa y KopoTkili peyenma; nignsrae;
IOMIHIEBOT Ta nra. XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi Ne100 - 3a Ne 100 —
nAiBKMN MapKyBaHHs Ta IHCTPYKUii AN MegnyuHOro peyenmom He
NosiXI0PBIHINOBOI; 3acToCyBaHHSA Ha niacrasi perynsipHo nignsarae
no 1 a6o 10 OHOBJIOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
6nicTepis B 3acoby, abo AocnigKeHb 3 6e3nekn

KapTOHHI navv;
no 10 TabneTok B
antoMiHiEBOMY
6nicTepi; no 1
6nictepy B
KapTOHHIi nayyj; no
10 KapTOHHMX NAYoK
Y FYPTOBIli KAPTOHHiIl
nadui; no 10
TabneTok B
IOMIHIEBOMY
6nictepi; no 1
6nictepy B
KapTOHHIA nayuj; no
10 TabneTok B
aIOMIHIEBOMY
6nictepi; no 2
6nictepu B
KapTOHHI/ nayvj; no
10 TabneTok B
antoMiHiEBOMY
6nicTepi; no 10
6nictepis B
KapTOHHIM nayu,i

3acToCcyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMnoBiAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHWM OpraHoM) - 3MiHW BHECEHO
00 [HCTPYKUiT N8 MeaUYHOro 3acTocyBaHHsA
NiKkapcbKoro 3acoby A0 po3gainis
"MpoTunokasaHHA", "B3aemogis 3 iHWMu
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobamBOCTi 3acTOCyBaHHS",
"MepenosyBaHHs", "Mo6iyHI peakuii”
BiANOBIAHO 4O OHOBNEHOT iHGhopMaLi 3
6e3nekun fjtoyoi pevyoBUHUN NMiKapCbKOro
3acoby.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsagy,
3aTBepKEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

23.

KOMBICNA3M
®

Tabnetku in bulk: no
1200 Tabnetok y
naketax y naukax 3
KapToHy

OpraHocuH
Naidp
CaeHcus BT.
nra.

IHgis

EBepTogxeH
Naiigp CaeHcus
NimiTen

IHais

MepepeecTpauis Ha HEOOMEXEHU TEPMIH.
MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBILHO
0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,
3aTBepKeHoro Hakasom MiHicTepcTsa
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
Ykpainu Big 26 BepecHa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

Neo 10, Ne
20 -
nignsrae;
Ne 100 —
He
nignsrae

UA/3089/01/01

24,

KPEA3M
10000

Kancynu Teepai,
KMLUKOBOPO3YUHHI,
no 10 kancyny
6nictepi, no 2
6nictepn y nauui i3
KapTOHy

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo Joc/igKeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY 3 AOCAILKEHD,
npoBeAeHnX BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnigxeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&)XXEHVNM OpraHom) - 3MiHU BHECEHO
00 IHCTPYKUiT N8 MeANYHOro 3aCTOCYBaHHSA
NikapcbKoro 3acoby Ao po3ainis: "B3aemogis
3 iHWMMU JliKapCbKMMK 3acobamm Ta iHLLi
BMAM B3aemogiii", "OcobnmsocTi
3acTocyBaHHA" BifgnoBigHO 4O OHOB/IEHOT
iHchopMmaLii 3 6e3nekn 3acTocyBaHHS Aitouol
peyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJTHOBAHOrO 3BiTYy 3 6e3Mekun BiANoBiAHO
[0 Mopsaaky 3ailicHeHHA dhapmakoHarnsgy,
3aTBepKEHOro Haka3om MiHicTepcTea
OXOPOHW 340P0B’A YKpaiHu Big 27 rpyaHs

6e3
peyenma

nionsieae

UA/2822/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

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

YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekn

25.

KPEA3M
20000

Kancynu Teepaij,
KNLUKOBOPO34UHHI,
no 10 kancyny
6nicTepi, no 2
6nictepy y naui i3
KapToHy

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YKpaiHa

MepepeecTpalisi Ha HeOOMEXeHN TePMIH
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarniagy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS Ha MmiacTasi perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3neku
3acTOoCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOB&XEHWM OpraHom) - 3MiHN BHECEHO
[0 [HCTPYKUT N8 MegUYHOro 3acTocyBaHHsA
nNikapcbkoro 3acoby A0 po3ainis: "B3aemopis
3 iHWMMK flikapCbKMMK 3acob6amm Ta iHLwi
BMAM B3aemogiin”, "Oco6mBocCTi
3acTocyBaHHA" Bi4NOBIAHO O OHOB/EHOT
iHhopmawii 3 6e3nekn 3acTocyBaHHSA AitoHoil
PeyoBUHM.

MepiognyHiCTb NOAAHHSA PerynsipHo
OHOBJ/THOBAHOrO 3BITYy 3 6€3Mekun BigNoBiAHO
[0 Mopsagky 3ailicHeHHa dhapmakoHarnsgy,

3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpainuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUWTb: 3rifHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekn

6e3
peyenma

nionsieae

UA/2822/01/02

26.

KCAMIONI®

resib no 15 r,30 r,60

JIEO ®apma

[aHis

JIEO dapma A/C

[aHis

MepepeecTpallis Ha HEOBMEXEHUIA TEPMIH.

3a

He

UA/13535/01/01
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KapTOHHI Kopoo6Li

MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS Y 3B’A3KY i3 HOBYMMW AaHVMU 3
SIKOCTi, AOK/TIHIYHMMM, KMiHIYHMMKW AaHUMK Ta
AaHumn 3 papmakoHarnagy T - 3MiHn
BHECEHO A0 IHCTPYKUii A8 MeanyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby Ao
po3zinis "®apmakonoriyHi BacTuBocTi”,
"MokaszaHHs" (Byno: Micuese nikyBaHHS
ricopiasy BO/IOCUCTOI YACTUHW FO/10BU.
Crasio: MicLeBe nikyBaHHA ncopiasy
BO/IOCUCTOT YaCTUHW FOM1I0BM Y [JOPOCNX.),
"MpoTunnokasaHHsa", "Cnocib 3acTocyBaHHS
Ta 031" (BHECEHI YTOUHEHHS), "B3aemogis 3
IHLIMMK NiKapCbKMKM 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” (6esneka
3acTocyBaHHs), "MNepeno3yBaHHA", "IM06IYHI
peaxuii”, "OiTn" (pegarysaHHs), "3aaTHicTb
BMAMBATV Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCMoOpTOM abo iHWMMK
MexaHismamu" BifnoBigHoO A0 maTtepianis
peecTpaLinHoro 4ocbe.
3MiHM Wopo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. 3miHa y npaBoBoMy
cTaryci Nnikapcbkoro 3acoby (YCi iHLLi 3MiHK
NpaBoBOro CTaTycy) - 3MiHU BHECEHO A0
IHCTPYKLUIT AN1A MeANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby go posgainy "Kateropis
Bignycky" (Byno: bes peuenta. Ctano: 3a
peLenTtom.).

MepiognyHiCTb NOAAHHSA PerynspHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3Mekun BigNoBiAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,

3aTBEpKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs

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

YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),

CTaHOBWTb: 3riAHO 3i CTPOKaMW,

Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
r'y conakoHi; no 1 AlC 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta peuenmom niosnsieae
hnakoHy y hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
3a3HayeHUMM y NepioANYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
27. KCE®OKAM® TabneTku, BKpUTI Takena ABCTpiA Takepa 'm6X, HimeuuunHa nepepeecTpawis Ha HeobMeXxeHuii TepMiH 3a He UA/10245/01/01
nNiBKOBOIO ABcTpist TM6X micue peuenmom nionsieae
060/10HKOI0, NO 4 Mr; BMPOGHMLTBA MepiognyHiCTb NOAAHHSA PerynsipHo
no 10 Tabnetok y OpaHieHbypr OHOBJ/THOBAHOrO 3BITYy 3 6€3Mekun BiANoBiAHO
6nictepi; no 1 [0 MNopsaky 3aiicHeHHs1 hapMakoHarnsgy,
6nictepy B 3aTBEpAXEHOro Hakasom MiHicTepcTea
KapTOHHIA KopoobLi OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HayeHUMK y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.
28. KCE®OKAM® TabneTku, BKpUTI Takena ABCTpis Takepa 'M6X, HimeuunHa nepepeecTpawis Ha HeobMeXeHuii TepMiH 3a He UA/10245/01/02
NAiBKOBOO AscTpia F'mM6X Mmicue peyenmom nionsizae
060/10HKOH0, MO 8 Mr; BUPOGHMLTBA MepioAnYHICTb MOA4AHHS PErYNSAPHO
no 10 Tabnetok y OpaHieHbypr OHOBJTHOBAHOrO 3BiTYy 3 6€3Mekun BiANoBiAHO
6nicTepi; no 1 [0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,
6nictepy B 3aTBEpKEeHOro Hakasom MiHicTepcTBa
KapTOHHilA KopooLi OXOPOHW 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YKkpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiognMUHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3 6e3neKu.
29. NEKONTUH® TabneTku, BKpUTI CaHpo3 CnoBeHis Nex CnoBeHist MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/10246/01/01
060/10HKOI0, MO dapmacboTika dbapmaueBTUYHA 3MiHM Woao 6e3nekun/edhekTMBHOCTI Ta peuyenmom nionsieae
40 wr, no 25 n3 a.n. KoMMaHia 4.4., hapmakoHarnsgy. 3miHa y KopoTkili
Tabnetok y 6nictepi; CnoBeHis XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi

no 2 6nictepu B
KapTOHHI/ KopoobLi

(BupobHuymso in
bulk, nakysaHHs,
BUIYCK cepil;
lNaKysaHHs1)

MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
NpoBeAEeHUX BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpkerb (PIP) (3miHy




Bupo6Huk
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Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o

n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

BUPOGHUKa

Y3roa>xeHo 3 KOMNETEHTHUM

nocsi0YeHHs1

Nek

CnoBeHis

YNOBHOB&XEHWM OpraHoM) - 3MiHN BHECEHO

[0 iHCTPYKUiT y po3ainu "OcobnunBocTi
3acTocyBaHHA" Woao 6e3nekn
3aCTOCYBaHHSA AOMNOMIKHUX PEYOBUH, a
Takox y po3ginu “lrpoTmnokasaHHs",
"B3aemogis 3 IHWMMKN NiKapCbKUmu
3acobamu Ta iHWi BUAY B3aemogii"
BiANOBIAHO 40 OHOBMEHOT iHhopMaLi 3
6e3neku Aitoyoi pevoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
80 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.

3a
peyenmom

He
nidnsieae

UA/10246/01/02

30.

NEKONTUH®

TabneTtkn, BKPUTI
060/10HKOI0, MO 80
mr, no 10 TabneTok
y 6nicTepi; no 5
6nictepiB y
KapTOHHIA Kopoo6Li

CaHpo3s
dapmachbloTika
n3 a.a.

CnoBeHis

PapmaueBTMyHa
KoMnaHisa 4.4.,
CnoBeHis
(BupobHuymso in
bulk, nakysaHHs,
BUYCK cepil;
lNaKysaHHs1)

3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKUiT AN MegNYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKkn NiKapCbKoro
3acoby, abo Aoc/igKeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMNoBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHsb (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XEHWM OpraHoM) - 3MiHU BHECEHO
[0 IHCTPYKLT y po3ainu "OcobamBocCTi
3acTocyBaHHA" LWOA0 6e3neku
3aCTOCyBaHHSA JOMOMDKHMX PEYOBUH, a
Takox y po3ainum "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMK fiKkapCbKumu

3acob6amMu Ta iHWi BUAy B3aEMogiin"




25

n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

BiANOBIAHO 4O OHOBAEHOT iHGhopMaLii 3
6e3nekun 4ito4oi pevoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekn BigNoBIAHO
[0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,

3aTBEPXEHOr0 Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A

Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

31.

NEPKAMEH®
AN® 10/10

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 14
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIA KopooLi

MeHapiHi
IHTepHeLLoHan
OnepeiiwoHc
JNokcembypr
C.A.

Jtokcemby
pr,

Pekopgaari

IHaycTpia Kimika e

dapmayeyTrka
C.n.A.

ITanis

MepepeecTpauis Ha HEOOMEXEHU TEPMIH.
3MiHM Wopao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'AA3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KTIHIYHUMUN JaHUMN Ta
LaHumn 3 dpapmakoHarnsagy - 3miHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS fikapcbKoro 3acoby Ao
po3zinis "®apmakooriyHi BNacTuBocCTi”,
"MpoTnnokasaHHa", "B3aemogis 3 iHWMun
nikapcbknMn 3acobamu Ta iHLWi BUuam
B3aemogiin", "OcobamMBOCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb Bnveatu
Ha WBNAKICTb peakLii npu kepyBaHHi
aBTOTpaHCnopTom abo poboTi 3 iHWKMK
MexaHismamn”, "Cnocib 3acTocyBaHHA Ta
nosun”, "Oitn" (yToYHEeHHs1 hOpMy/TIHOBaHHS),
"MepeposysaHHsa", "T06GIYHI peakujii™
BiANOBIAHO [0 MaTepianiB peecTpaviliHoro
[0CbE.

MepiognyHiCTb NOAAHHSA PerynsipHo
OHOBJ/THOBAHOrO 3BITY 3 6€3Mekun BigNoBiAHO
[0 MNopsaky 3aiicHeHHs1 hapMakoHarnsgy,

3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340p0B’A YKpaiHu Big 27 rpyaHs

3a
peyerimom

He
nionsieae

UA/13568/01/01
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
32. NEPKAMEH® TabneTku, BKpUTI MeHapiHi TMokcemby Pekoppari ITanis MepepeecTpauisi Ha HEOOMEXEHWUIA TEPMIH. 3a He UA/13569/01/01
AN® 10/20 NiBKOBOO IHTepHeLLoHan pr, IHpycTpia Kivika e 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta peuenmom nionsieae
o6onoHkoto, no 14 OnepewoHc dapmaveyTrka hapmakoHarnsagy. 3mMiHu y KopoTkili
Tabnetok y 6nictepi; NMokcembypr C.n.A. XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI

no 2 6nictepu B
KapTOHHI/ KopoobLi

MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOIo
3aCTOCYBaHHS Y 3B’A3KY i3 HOBYMMW AaHVMU 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHUMKU JaHUMK Ta

naHumn 3 dhapmakoHarnsgy - 3miHu
BHECEHO A0 IHCTPYKLi 415 MeauyHOro
3acTocyBaHHS fNikapcbkoro 3acoby Ao
po3zinis "®apmakonoriyHi BnacTusocTi”,

"MpoTunokasaHHs", "B3aemogis 3 iHLLMMU

nikapcbk1UMK 3acobamu Ta iHLWi BUuam

B3aemogiit", "Oco6MBOCTI 3acTOCyBaHHS",

"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpygaro”, "34artHicTe BnvBaTu
Ha LWBUAKICTb peakLil npu kepyBaHHi
aBTOTPaHCMOPTOM ab0 po6oTi 3 IHWKMK

MexaHismamu", "Crnoci6 3acTocyBaHHS Ta
nosun”, "Oitn" (yToYHEeHHs1 (hOpPMY/THOBaHHS),

"Mepeno3yBaHHs", "Mo6i4HI peakujii™

BiANOBIAHO [0 MaTepianiB peecTpaviliHoro

[OCbE.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBILHO
0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,

3aTBeppKeHoro Hakasom MiHictepcTsa
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpainu Big 26 BepecHa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoOKamu,
3a3Ha4YeHMMN y NepiogMYHOCTI NogaHHSs
perynsipHmx 3BiTiB 3 6e3neku.
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

33.

MEPOMNEHEM

NOPOLLOK (CyMiLLl
CTEPUNIbHUX
cy6CTaHLii)
meponeHemy
TpurigpaTy i HaTpito
KapboHaTty
6e3BogHOro0 y
6igoHax
QTIOMIHIEBUX ANs
BMpO6GHULTBA
CTePUNbHUX
NiKapcbknx doopm

MAT
"Kuismegnpen
apar”

YkpaiHa

LeHbWwkeHb
XanbiHb
dapmacboTuKa
Ko., T4

Kutaii

nepepeecTpaisi Ha HeobMeXeHuit TepMiH

He
nidnsieae

UA/14365/01/01

34.

METAMI3ON
HATPIIO

NOPOLLIOK
(cybeTaHuis) y
nakeTtax 3
nonietTuneny ans
hapMaLeBTUYHOIO
3acTocyBaHHsA

T30B
"BIOHIKA
EBPOIMA"

CnoBeHis

YxaHb Y50
dapmacboTikan
Ko., ita,.

Kutaii

MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH.

He
nidnsieae

UA/14447/01/01

35.

MET®OPMIH-
TEBA

Tabnetku no 500 mr
no 15 tabneTtok y
6nicTepi; no 2
6nictepu y Kopobui

TeBa
dapmaueBTika
n lHpacTpi3
nra.

I3painb

TOB TeBa
OnepeiiH3
MonaHg

MonbLya

MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH.
3MiHu | TMRY - 3MiHK WoA0

6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.

3MiHa y KopoTKili XapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
HCTPYKLT ANS MeAMYHOro 3acTOCyBaHHA Ha
nigcTasi peryaspHo OHOB/IIOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acTocyBaHHA
nikapcbKkoro 3acoby B nicnapeecTpavyjinHuii
nepiog, abo sk pe3ynbTar OLiHKM 3BITYy 3
JocnigpkeHb, NpoBefeHnX BiAnoBigHO A0
nnady negiatpuyHux gocnimpkeHs (PIP)
(3MiHY y3ro[pKEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHVNM OpraHom) - 3MiHU BHECEHO
[0 IHCTPYKLUIT ANnA MeANYHOro 3acToCyBaHHs
NiKapCcbKoro 3acoby y po3ginu:
"MpoTunokasaHHA", "B3aemogis 3 iHWMu
nikapcbk1uMn 3acobamu Ta iHLWi BUam
B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHOCTi abo
rogysaHHs rpyaaro”, "MobivHi peaxuii”
BiANOBIAHO 4O OHOBMEHOT iHGhopMaLii 3
6e3nekun fjloyoi pevOBUHU.

MepiognyHiCTb NOAAHHSA PEryNspHO
OHOB/OBAHOIO 3BiTY 3 6GE3NEKN BiANOBIAHO

3a
peyenmom

He
nidnsieae

UA/7769/01/01
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n/n

JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o

36.

MYTA®/IOP

Kancynum

HimeuunH

[0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,
3aTBEpKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN y NepiognMYHOCTI NofaHHs
perynsipHmx 3BiTiB 3 6e3neKu.

nocsi0YeHHs1

racTpopesnCTeHTHi
TBepai; no 10
Kancyn y 6nictepi;
no 2 6nictepu y
KapTOHHI/ KopoobLi

Appgetichapm
M6X

a

Apgeiicbapm Mv6X

HimeuunHa

MepepeecTpaList Ha HeOBMEXEHN TEPMIH.
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOTO
3aCTOCYBaHHS Y 3B’A3KY i3 HOBYMMW AaHVMU 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHUMKU JaHUMK Ta
naHumn 3 dhapmakoHarnsgy - 3miHu
BHECEHO A0 IHCTPYKUii A8 MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3zinis "®apmakoTepaneBTUyHa rpyna”
(peparyBaHHs TekcTy), "®apmakonoriyHi
BnacTmBocTi", "Crocib 3acTocyBaHHs Ta
[031" (BHECEHI YTOUHEHHS LWOoA0 6e3neku
3acTocyBaHHs), "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”
(aofaBaHHs iHhopmalii Wwoao BiACYTHOCTI
BMAMBY Ha hepTUbHICTL), "MobGiuHI peakwi”
BiANOBIAHO [0 MaTepianiB peecTpaviliHoro
[OCbE.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBILHO
0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,

3aTBeppKeHoro Hakasom MiHictepcTsa
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big 26 BepecHa 2016 poky Ne 996),

CTaHOBWTb: 3riAHO 3i CTpoOKamu,

3a3Ha4YeHMMN y NepiogMYHOCTI NogaHHSs

perynsipHmx 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/10280/01/01
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
37. HANBY®IHY NOpOLLOK TOB YkpaiHa CaHodpi Ximi PpaHuin nepepeecTpaisi Ha HeobMeXeHuit TepMiH - He UA/14464/01/01
FIAPOXNOPUA | (cybecTaHuis) y "®APMEKC nionsizae
nonieTnIeHoBUxX reymn"
nakeTtax gns
hapMaLeBTUYHOIO
3acToCyBaHHSA
38. HEBIAO PO3YMH ANA iH EKLRA, Baviep Al HimeuunH Baviep Al Himeuunna MepepeecTpaLllisi Ha HEOBMEXEHNIA TEPMIH. 3a He UA/2629/01/01
250 mr/mn no 4 mny a 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peuyenmom nidnsieae
donakoHi; no 1 hapmakoHarnsgy. 3miHa y KopoTkili
donakoHy B XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
KapTOHHIM nayu,i MapKyBaHHS Ta IHCTPYKUii AN MegNYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKkn NiKapCbKoro
3acoby, abo Aoc/igKeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaduiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMNoBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHWM OpraHoM) - 3MiHU BHECEHO
[10 IHCTPYKUIT ANA MEAUYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3gin "OcobmBocCTi
3acTocyBaHHA" BifNoOBiAHO [0 OHOB/IEHOT
iHchopMmaLii 3 6e3nekn fONOMDKHOT
pPEeYOBUHM.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsagy,
3aTBEPXEHOr0 Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
39. HEWPOMIONH PO34MH NS iH'EKLIN, AT Narteis [l03Bin Ha BMNycK Narsisi/ MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/2083/01/01
® 5mr/mnno 1 mn B "OnaiiHcpapm” cepi: Bonrapis 3MinHu 1l TUnNYy - 3MiHK Woa0 peuyenmom niosnsieae
amnyni, no 10 AT "OnaiiHcbapm", 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
amnyn B KOHTYpHIi Narteis 3MiHM Y KOPOTKIll XapakTepucTuui

YapyHKOBIl

nikapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
ynakosLi, no 1 Bnpo6HuLTBO IHCTPYKLUT ANA MeANYHOro 3aCTOCYBaHHSA y
KOHTYPHIl Hepo3chacoBaHoi 3B'AA3KY i3 HOBVMM AaHUMU 3 SKOCTI,
YapyHKOBIli ynakoBLj npoaykuii, LOKTIHIYHUMK, KNIHIYHUMK JaHUMK Ta
B mauj nepBuHHA Ta AaHuMu 3 chapmakoHarnagy - 3miHu
BTOPUHHA BHECEHO A0 IHCTPYKUii 418 MeguyHoro
ynakoBka: 3acTocyBaHHS Nikapcbkoro 3acoby Ao
AT "Codpapma”, po3ainis "®apmakonoriyHi BnacTusocTi”
Bonrapis (yTouHeHHs iHchopmaui), "MpoTrnokasaHHsA",
"Mo6iuHi peakwyji”, "HecymicHicTb" BignoBigHO
[0 OHOBJEHOI IHGhopMaLLii 3a3Ha4YeHoi B
marepianax peecTpawiiHoro gocke
nikapcbKoro 3acooby.
MepiognyHiCTb NOAAHHA PerynspHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3Mekun BigNoBiAHO
[0 Mopsagky 3aiicHeHHa dhapmakoHarnsgy,
3aTBEpKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMK y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
40. HEWPOMIOVIH PO34YUH A1 iH'EKLLN, AT Nartsis [l03Bin Ha BUNyck Narsis/ MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/2083/01/02
® 15 mr/Mmnno 1 mns "OnaiiHcpapm” cepi: Bonrapis 3MiHu Il TMnYy - 3MiHK Woa0 peuenmom nionsieae
amnyni, no 10 AT "Onaiincpapm”, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
ammny/s B KOHTYPHil Nartsis 3MiHU Y KOPOTKili XapakTepucTuui
YapyHKoBIl nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
ynakosui, no 1 Brpo6HMLUTBO IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHA Y
KOHTYPHIl Hepo3dhacoBaHO| 3B'A3KY i3 HOBUMM JAaHUMW 3 AKOCTI,
YapyHKOBIli ynakoBLj nNpoAyKLUiT, OOKNIHIYHUMUN, KNIHIYHUMY faHMK Ta
B nauvj nepBuHHa Ta AaHvMu 3 hapmakoHarnsgy - 3MiHu
BTOPUHHA BHECEHO A0 IHCTPYKUii AN MegnuyHoro
ynakoBka: 3acTocyBaHHS fnikapcbkoro 3acoby Ao
AT "Codpapma”, po3ginis "®apmakonoriyHi BiractnsocTi”
Bonrapis (yTouHeHHs iHdhopmadii), "MpoTmnokasaHHA",

"Mo6iyHI peakuii”, "HecymicHICTb" BignoBigHO
[0 OHOB/EHOT iHdhopMaLii 3a3Ha4YeHoi B
marepianax peecTpauiiiHoro 4ocbe
niKapcbKoro 3acooby.

MepioANYHICTb NOAAHHA PerynsipHo
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n/n

Hassa
JNliKapcbKo20

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

3acoby

OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
[0 MNopsAgky 3aiicHeHHs hapmakoHarnsgy,
3aTBEpPAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

41.

HIKOTUHOBA
KUCNOTA-
OAPHMLA

PO3YUH A1 iH'EKLLNA,
10 mr/mn; no 1 mn B
amnyni; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIN
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yMakoBKM B mauLi

MpAT
"papmaueBTu
YyHa thipma
"fapHuus"

Ykpaina

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

MepepeecTpauisi Ha HEOOMEXEHMNIA TEPMIH
3MiHY | TUny - 3MiHK WoAo
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT AN MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perysisipHO OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B nic/speecTpaviiitmii
nepiog, abo sk pe3ynbTaTt OLiHKM 3BIiTY 3
JocnigkeHb, NpoBeAeHnX BifnosigHO A0
nnady negiatpuyHux gocnimpkers (PIP)
(3MiHY Y3rof)XeHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiH1 BHECEHO
00 [HCTPYKUiT N8 MeaUYHOro 3acTocyBaHHsA
niKkapcbKoro 3acoby Ao
po3giny"Oco6mBoCTi 3acTocyBaHHA"
BiANOBIAHO 40 OHOBNEHOT iHGhopMaLi 3
6e3nekn 3acTocyBaHHs JOMNOMIXKHOT
PeyoBUHN.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOBJ/THOBAHOrO 3BITYy 3 6€3Mekun BiANoBiAHO
[0 Mopsagky 3ailicHeHHA dhapmakoHarnsgy,

3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpainuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i cTpoKamu,

3a
peyenmom

He
nidnsieae

UA/3224/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

3a3Ha4YeHMMU Y NepiogMYHOCTI NOAAaHHS
perynspHux 3BiTiB 3 6e3nekn

42.

HI®YPOKCA3N
a

CyCneHs3is opasibHa,
200 wmr/5 mn; no 90
mn 'y 6aHui abo
donakoHi; no 1
dhnakoHy abo 6aHLi
B nauuj pasom 3
MipHOK JTOXKOIO

TOB
"TepHodhapm"

YkpaiHa

TOB
"TepHodhapm"

YKpaiHa

MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH.
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS Ha MiacTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NikapCbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3acTOCyBaHHS MikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkeHb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOB&XEHWM OpraHoM) - 3MiHN BHECEHO
[0 IHCTPYKUIT 418 MEANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3giny
"Oco6MBOCTI 3aCTOCYBaHHA" LW0A0

iHchopMmaii 3 6e3nekn JOMOMIKHNX PEUOBUH.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,

3aTBeppKeHoro Hakasom MiHictepcTsa
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpainu Big 26 BepecHa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoOKamu,
3a3Ha4YeHMMN y NepiogMyYHOCTI NoAaHHSs
perynsipHmx 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/10558/01/01

HI®YPOKCA3M
il

CycneHsis opasibHa,
200 wmr/5 mn; in bulk:
no 90 mMn y donakoHi;
no 28 chnakoHiB
pasom 3
BiAMNOBIAHOWO
KINIbKICTIO MipHUX
JIOXKOK Y TpynoBiii
Kopo6ui

TOB
"TepHodhapm"

YkpaiHa

TOB
"TepHodhapm"

Ykpaina

MepepeecTpaLis Ha HEOGMEXEHWIA TEPMIH..

MepiognyHicTb NoAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekun Bi4NoBiAHO
0o MNopsiaky 34ifcHeHHs hapmakoHarisgy,

3aTBEepXEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi rOCTULLT YKpaiHu 19 rpyaHs

He
nidnsieae

UA/14858/01/01
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6nicTepi; no 1 abo 2
6nictepu y kopobui 3
KapToHy

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MegNYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKkn NiKapCbKoro
3acoby, abo Aoc/igKeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaduiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMNoBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHWM OpraHoM) - 3MiHU BHECEHO
[0 IHCTPYKLIi y po3ainu "B3aemogis 3
IHLWIMMKM NikapcbKMKM 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb Bnvsatu
Ha WBNAKICTb peakLii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
mMexaHismamu", "MepenosysBaHHsa", "MobGiyHi
peaxuii” BignoBigHO 40 OHOBNEHOT
iHcbopMmawii 3 6e3nekun Ajloyoi pevoBUHN.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBILHO
0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,

3aTBeppKeHoro Hakasom MiHictepcTsa
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpainu Big 26 BepecHa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoOKamu,
3a3Ha4YeHMMN y NepiogMYHOCTI NogaHHSs
perynsipHmx 3BiTiB 3 6e3neku.

Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
44, HOPMACOH® Tabnetku no 7,5 wr, TOB YkpaiHa TOB Ykpaina MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/10559/01/01
no 10 TabneTtok y "AcTpachapm” "Actpacapm” 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peuyenmom nidnsieae
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
45, OKCUTOUMH PO3YUH A1 iH'EKLLNA, TOB "3 YkpaiHa TOB "3 Ykpaina MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1888/01/01
5MO/mn; no1lmne "BIOPAPMA" "BIOPAPMA" 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom nidnsieae

amnyni; no 5 amnyn
y 6nictepi; no 1 abo
2 6nictepun y nayyj 3
KapTOHY

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku NiKapCbKoro
3acoby, abo JocnigkeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKW 3BITy 3 AOC/IKEHD,
NpoBeAEeHUX BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpraHom) - 3MiHW BHECEHO
00 [HCTPYKUT 418 MeAUYHOro 3acToCyBaHHs
nikapcbKoro 3acoby go posginy "lMNokasaHHA"
(YTOYHEHHS1), a TakoX A0 po3ginis
"papMakosioriyHi BNactuBOCTi" (YTOUHEHHS),
"Oco61mBoCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta go3n", "MobiuHi peakw,ii”
BiANOBIAHO 4O OHOBEHOT iHGhopMaLii 3
6e3nekn 3acTocyBaHHs Ajil040i PeHOBUHM.
3MiHM BHECEHO [0 KOPOTKOT XapakTepucTuku
niKapcbkoro 3acoby A0 po3ainy
"TepaneBTWYHI NOKa3aHHA"(YTOUHEHHS), a
Takox Ao posinis "[o3u Ta cnocio
3acTocyBaHHs", "Ocob/1BI 3aCTEpPEXEHHS
Ta 3anobikHi 3axoun Npy 3aCTOCYBaHHI",
"Mob6iuHi peakuyii”, "®apmakonorivHi
BNacTVBOCTI. PapmakoTepanesT1yHa rpyna.
Kog ATX" (yTOYHEHHS) BifNOBIAHO 40
OHOB/IEHOT iHdhopMaLlii 3 6e3neku
3aCTOCYBaHHSA Ail0HOI PEHOBUHM.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn BiANOBILHO
[0 MNopsAgky 3aiicHeHHs hapmakoHarnsgy,

3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YKpainu Bif 26 BepecHsi 2016 poky Ne 996),
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsi0YeHHs1

CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

46.

NMEMO3AP

Tabnetku
racTpope3nCTeHTHI
no 20 mr, no 7
TabneTtok y 6nictepi,
no 2 6nictepu y
KapoHHili kopobu,
no 30 TabneTok y
dhonakoHi, no 1

donakoHy y
KapTOHHIA KopooLi

CaH
dapmMacbloTHK
an lHgacTpis
NimiTen

IHais

CaH

dapmacbloTUKan
IHpacTpi3 flimiteq,

IHais

MepepeecTpauisi Ha HEOOMEXEHMNIA TEPMIH
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKUii AN MegnyHOro
3acToCyBaHHsA
reHepuyYHNX/ribpraHNX/6ionodibHNX
niKapcbknx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHN Ha pedhepeHTHWI npenapat
(3miHa He noTpebye HafaHHSA XXOLHMUX HOBUX
[04AaTKOBUX AaHKX) - 3MiHM BHECEHI A0
IHCTPYKLiT Yy po3ainu "®dapmakooriyHi
BnactTmBocTi", "MokasaHHA" (YTOUHEHHS),
"B3aemogis 3 iHWMMK fiKkapCbKMmu
3aco6amu Ta iHLWi BUaW B3aemMogiin”,
"Oco61m1BOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpygaro”, "34artHicTe BnvBaTu
Ha LWBUAKICTb peakLil npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
MexaHismamu", "Crnoci6 3acTocyBaHHS Ta
nosun”, "Oitn" (yTOYHEHHS),
"Mepeno3yBaHHsa", "Mo6GiYHI peakujii™
BignoBiAHO A0 iHdhopMaLii pedepeHTHOro
nikapcbkoro 3acoby (HEKCIYM, Tabnetku,
BKPUTi NNiBKOBOK 060/10HKO0, No 20 Mr, No
40 mr).

MepiognyHiCTb NOAAHHSA PerynsipHo
OHOBJ/THOBAHOrO 3BITYy 3 6€3Mekun BigNoBiAHO
[0 Mopsagky 3ailicHeHHa dhapmakoHarnsgy,

3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUWTb: 3rifHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

3a
peyenmom

He
nidnsieae

UA/13925/01/01

47.

NMEMO3AP

TabneTku

CaH

IHAis

CaH

IHAjs

MepepeecTpaLlis Ha HeOBMEXEHWIA TEPMIH

3a

He

UA/13925/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

racTpopesnCTeHTHi
no 40 mr, no 7
Tabnetok y 6nictepi,
no 2 6nictepu y
KapoHHii kopobu,
no 30 Tabnetok y
donakoHi, no 1
donakoHy y
KapTOHHI/ Kopoo6Li

dapmacboThK
an lHgacTpis
NimiTen

PapmacboTuKan
IHpacTpi3 Nimiteq,

3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA
reHepuyYHuX/ribpnaHnx/6ionodibHNx
nikapcbknx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHUIA npenapar
(3MiHa He nNoTpebye HafaHHS XOAHMX HOBUX
[04aTKOBUX flaHuX) - 3MiHU BHECEHI A0
IHCTPYKLii y po3ainu "dapmakonoriyHi
BnacTmBocTi", "MNoka3aHHsA" (YTOYHEHHS),
"B3aemogis 3 IHWMMKN NiKapCbKUmu
3acob6amu Ta iHLWi BUAY B3aEMOgI",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb Bnvsatm
Ha LWUBWAKICTb peakLii Npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
MexaHismamn”, "Cnocib 3acTocyBaHHA Ta
posn”, "Oitn" (yTO4UHeHHS),
"MepeposyBaHHa", "T06GIYHI peakuii™
BIANOBIAHO A0 iHopMmaL,ii pechepeHTHOro
nikapcbkoro 3acoby (HEKCIYM, Tabnetku,
BKPUTI NNiBKOBOI 060/10HKOIO, MO 20 Mr, o
40 wmr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
[0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,

3aTBEPMXEHOr0 Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A

Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neKku.

peyenmom

nionsieae

48.

NMEPCEH®

TabneTkn, BKPUTI
o60noHkoto, no 10
TabneTtok y 6nictepi;
no 4 6nictepu y
KapPTOHHI KOpooLyi

AnBoreH
MansTta
OnepeiileHc
(POY) Nt

ManbTa

Nex
dPapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis
(BupobHUymso in

CnoBeHis

MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH.

MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
Ao Mopsagky 3fiicHEHHA dhapmakoHarnsagy,

6e3
peyenma

nidnsieae

UA/9536/01/01
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
bulk, nakysaHHsl, 3aTBepxeHoro Hakasom MiHicTepcTea
BUMYCK cepil; OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
rnakysaHHs, 2006 poky Ne 898, 3apeecTpoBaHuii B
BUITYCK cepii) MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
49. MIPAHTEN CycneHsis opasibHa, MepaHa MonbLa MepaHa ®apma Monbuwa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 6e3 nionsi2ae UA/9225/01/01
NMONMb®APMA 250 mr/5 mn no 15 Papma AKLjioHepHe 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta peuyenma
MYy ¢pnakoHi, no 1 AKLjiOHepHe ToBapucTBO hapmakoHarnsgy. 3miHa y KopoTkili
h1aKkoHy i Mipkoto 3 ToBapucTBo XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi

nogiskamu B
KapTOHHIA KopooLi

MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3NeKn NiKapcbkoro
3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOBa)XXEHVNM OpraHoMm) - 3MiHU BHECEHO
00 IHCTPYKLT A/19 MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ginis
"Oco6nmBOCTI 3acToCcyBaHHA", "30aTHICTb
BMAMBATV Ha LWBMAKICTb peakuii npun
KepyBaHHI aBTOTPaHCNOPTOM ab0 iHWMMY
MexaHismamu", "Mo6ivHi peakuii" BignosigHO
[0 OHOB/IEHOI iHGpOpMaLLii 3 6e3nekn gitoyoi
PEeYOoBMHM Ta JOMNOMDKHUX PEHOBUH.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOBJ/THOBAHOrO 3BITYy 3 6€3Mekun BiANoBiAHO
[0 Mopsagky 3ailicHeHHA dhapmakoHarnsgy,

3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpainuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i cTpoKamu,
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

3a3Ha4YeHMMU Y NepiogMYHOCTI NOAAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.

50.

nMc-
XONECTUPAMI
H PEIFYNAP 3l
CMAKOM
AME/IbCNHA

MOPOLLIOK A/151
Opa/IbHOT CycneHsil,
4r/9r,no9r
NMOPOLLKY B MakeTi,
no 30 nakeTiB y
KapTOHHI/ KopoobLi

dapmacaiiHc
IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

MepepeecTpalist Ha HeoOOMeXeHW TepMIH
3MiHK LWoao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHS Ha MiacTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NikapCbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3acTOCyBaHHS MikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkeHb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOB&XEHWM OpraHoM) - 3MiHN BHECEHO
[0 IHCTPYKUIT 418 MEANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3giny
"Oco6MBOCTI 3aCTOCYBaHHA" LW0A0
iHchopMmaii 3 6e3nekn JOMOMIKHNX PEUOBUH.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,

3aTBeppKeHoro Hakasom MiHictepcTsa
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpainu Big 26 BepecHa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoOKamu,
3a3Ha4YeHMMN y NepiogMyYHOCTI NoAaHHSs
perynsipHux 3BiTiB 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/9786/01/01

51.

NMPEAHI3ONOH

PO34MH ANA H'EKLN,
30 mr/mn, no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy B nauui 3
KapToHy

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

Ykpaina

nepepeecTpauis Ha HeobMeXeHuit TepMiH

3MiHK | TUNy - 3MiHK WoA0

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

3MiHa y KOpOTKili XapakTepucTuui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLi 4N1s MeAUYHOro 3acTOCYBaHHS Ha
nigcTaBi perysisipHO OHOBJ/TOBAHOTO 3BITY 3

6e3nekun nikapcbkoro 3acoby, abo

3a
peyenmom

He
nidnsieae

UA/1889/01/01




Kpaina

Bupo6Huk
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Kpaina

PeecmpayjitliHa npoyedypa

Bionycky

Ymosu

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

n/n

JNliKapcbKo20

Hassa

3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

3asiBHUKa

BUPOGHUKa

focnifxeHb 3 6e3NeKkn 3aCTOCYBaHHs
nNikapcbKoro 3acoby B nic/speecTpayiiHni

BMPOGHULITBO 3a

ManbTa/

nepiog, abo Ak pe3ynbTaTt OUiHKM 3BTy 3
nocnigpkeHb, NpoBeAeHnX BigNoBigHO A0
nnaHy negiatpnyHux gocnimpkers (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHU BHECEHO
00 [HCTPYKUT 418 MeAUYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ginis:
"MpoTnnokasaHHa", "B3aemogis 3 iHWMK
nikapcbknMmn 3acobamu Ta iHWi B1uam
B3aemogiin", "OcobamMBOCTi 3acToCcyBaHHS",
"Oitn", "MNepeno3sysaHHs", "Mo6IYHI peakwi”
BIANOBIAHO [0 OHOBMEHOT iIHhopmaLi 3
6e3nekn 3aCToCyBaHHS [il040T PEYOBUHN.

MepiognyHiCTb NOAAHHA PerynspHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3Mekun BigNoBiAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,
3aTBEpKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3TiAHO 3i CTpOKamu,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekn
MepepeecTpalisi Ha HEOBMEXEHNA TEPMIH.
3MiHu | TMRY - 3MiHK WoA0

3a
peyenmom

He
nionsieae

UA/10153/01/02

52.

PAMIMEQL

TabneTkn no 5 mr no
10 TabneTok y
6nictepi; no 3
6nictepu y

KapTOHHIA KopooLi

Mepokemi
nTa

Kinp

NMOBHWUM LMK/IOM:
AkTasic 1T,
MasibTa

BMPOGHMLTBO
Hepo3dacoBaHOro
NpOAYKTY,
KOHTPO/b SIKOCTI,
[103BiN Ha BUMNYCK
cepi:
Megokemi 1T
(UeHTpanbHuii
3aBsog), Kinp

NnepByHHE Ta

Kinp

6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay.
3MiHU Y KOPOTKili XapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS
reHepuyYHUX/ribpuaHnx/6ionodibHNX
nikapcbknx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHK Ha pedhepeHTHUIA npenapar
(3miHa He noTpebye HaflaHHS XOAHWUX HOBUX
[04aTKOBMX AaHWX) 3MiHW BHECEeHI A0
IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby B po3Ainu:
"papmakosoriyHi BnactusocTi", "lMoka3aHHS"
(peparyBaHHs TekcTy), "lMpoTmnokasaHHs",

"B3aemMogis 3 iHWMMW NiKapCbKUMMN
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

BTOPUHHE
nakyBaHHS:
Megokemi NTA
(3aBopg AZ), Kinp

3acobamu Ta iHLWWIi BUAM B3aemMogiin”,
"Oco6MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpyaato”, "Cnocié 3actocyBaHHs
Ta gosun", "Mob6iuHi peakuyii" BiANOBIAHO A0
iHhopMauii LLoA0 MeANYHOro 3aCTOCYBaHHS
pedyepeHTHOro ikapcbKoro 3acoby
(TPUTALIE®, Tabnetkn 5 mr, 10 mr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
[0 MNopsAaky 3aiicHeHHs hapMakoHarsgy,

3aTBEPMXEHOr0 Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A

Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

53.

PAMIMEQ

Tabnetkn no 10 mr
no 10 TabneTok y
6nictepi; no 3
6nictepn y
KapTOHHIA KopoobLi

Megokemi
nTa

Kinp

BMPOGHULITBO 3a
MOBHVM LMK/IOM:
AkTasic 1T,
MauibTa

BUPOGHMLTBO
Hepo3dacosaHoro
NpPOAYKTY,
KOHTPONb SIKOCTI,
[03BiN Ha BUMYCK
cepii:
Megokemi NTA
(LeHTpanbHuii
3aBsog), Kinp

nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Megokemi 1T
(3aBog AZ), Kinp

Manbta/
Kinp

MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy.
3MiHU Y KOPOTKili XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHS
reHepuyHuX/ribpugHnx/6ionodibHmNx
nNikapcbkyx 3acobiB Nicns BHECEHH: Tiel
camoi 3MiHM Ha pechepeHTHWIA npenapat
(3miHa He NoTpebye HagaHHS XXOLHMX HOBUX
[0AaTKOBMX AaHWX) 3MiHW BHECeHi [0
IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby B po3Ainu:
"apmMakonoriyHi BnactmsocTi, "lMokasaHHA"
(peparyBaHHs TekcTy), "lMpoTmunokasaHHA",
"B3aemogis 3 iHWMMK fiKkapCbKMmu
3acob6amu Ta iHLWi BUaW B3aemMogiin”,
"Oco6nmBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaao”, "Cnocib 3actocyBaHHs
Ta nosun", "Mo6iyHI peakui™ BigNOBIAHO A0
iHhopMaLii LoA0 MeaNYHOro 3aCToCyBaHHs

3a
peyerimom

He
nionsieae

UA/10153/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

pedyepeHTHOro /ikapcbkoro 3acoby
(TPUTALIE®, Tabnetkn 5 mr, 10 wmr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekn BigNoBIAHO
[0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,

3aTBEPXEHOr0 Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A

Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

54.

PAMIMEQ

Tabnetku no 2,5 mr
no 10 Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHIA Kopoo6Li

Megokemi
nTa

Kinp

BMPOGHULITBO 3a
MOBHVM LMK/IOM:
AkTasic 1T,
MauibTa

BUPOGHMLTBO
Hepo3dacoBaHoro
NpPOAYKTY,
KOHTPO/b SIKOCTI,
[03BiN Ha BUMYCK
cepii:
Megokemi NTA
(LeHTpanbHuii
3aBsog), Kinp

nepBuHHE Ta
BTOPWHHE
nakyBaHHS:
Megokemi 1T
(3aBog AZ), Kinp

Manbta/
Kinp

MepepeecTpavis Ha HEOOMEXEHNA TEPMIH.
3MiHu | TUNY - 3MiHK Woa0

6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy.

3MiHU Y KOPOTKili XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHS
reHepuyHuX/ribpugHnx/6ionodibHmNx
nNikapcbkyx 3acobiB Micns BHECEHH: Tiel
camoi 3MiHM Ha pechepeHTHWIA npenapat
(3miHa He NoTpebye HagaHHS XXOLHMX HOBUX
[0[4aTKOBUX AaHWX) 3MiHW BHeCeHi [0
IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby B po3Ainu:
"apmMakonoriyHi BnactmsocTi”, "lMokasaHHSA"
(peparyBaHHs TekcTy), "lMpoTmnokasaHHA",
"B3aemogis 3 iHWMMK fiKkapCbKMmu
3acob6amu Ta iHLWi BUaW B3aemMogiin”,
"Oco6nmBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta no3un", "Mo6iyHI peakui™ BigNOBIAHO A0
iHpopMaLiT WoA0 MeANMYHOro 3aCTOCYBaHHS
pethepeHTHOro NikapCbKoro 3acoby
(TPUTALIE®, Tabnetkn 5 mr, 10 mr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
o MNopsaaky 3aiicHeHHs hapmakoHarnsgy,

3a
peyerimom

He
nionsieae

UA/10153/01/01
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n/n

JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o

55.

PAMIMEQ

3aTBepKeHoro Hakasom MiHictepcTsa

OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B

MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A

Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),

CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

nocsi0YeHHs1

KOMBI

Tabnetkn, 5 mr/25
mr no 10 TabneTtok y
6nictepi; no 3
6nictepn y Kopobui

Megokemi
nTa

Kinp

BMPOGHULITBO 3a
MOBHVM LMK/IOM:
AkTasic 1T,
MauibTa

BUPOGHMLTBO
Hepo3dhacoBaHoro
NpPOAYKTY,
KOHTPONb SIKOCTI,
[03BiN Ha BUMYCK
cepii:
Megokemi NTA
(LeHTpanbHuii
3aBsog), Kinp

nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Megokemi 1T
(3aBog AZ), Kinp

Manbta/
Kinp

MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH.
3MiHu | TUNYy - 3MiHK Woa0

6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy.

3MiHa y KOpOTKili XapakTepucTuui
NiKapCbKoro 3acoby, TEKCTi MapKyBaHHA Ta
HCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perysispHo OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nmicspeecTpayiiHni
nepiog, abo sk pe3ynbTaTt OLiHKM 3BIiTY 3
nocnigpkeHb, NpoBeAeHnX BigNoBigHO A0
nnaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHY y3rofpKeHO 3 KOMMETEHTHUM
YNOBHOB&XKEHUM OpraHoM) 3MiHV BHeCeHi A0
IHCTPYKLiT AN191 MEAUYHOro 3aCTOCYyBaHHSA y
po3ginu: "®apmakonoriyHi BnacTueocTi",
"MpoTnnokasaHHa", "B3aemogis 3 iHWMun
nikapcbknMn 3acobamu Ta iHLWi BUuam
B3aemogii", "OcobmBoCTi 3acTocyBaHHA" (Y
T. 4. "3acTocyBaHHS y nepiog, BaritHOCTi abo
rogysaHHs rpyaar'), "Cnocié 3actocyBaHHs
Ta gosun", "MepenosyBaHHs", "Mo6ivHi
peakuii" 3rigHO 3 AaHnUMK LWoa0 6e3neku
Lir040T PEYOBUHN.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsagy,

3aTBepKEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs

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

2016 poky 3a Ne 1649/29779 (y pegakuii

3a
peyerimom

He
nionsieae

UA/10154/01/02
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMKM y NepioaNYHOCTI NOAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.
56. PAMIMEQ Tabnetkn, 2,5 Megokemi Kinp BMPOGHULITBO 3a ManbTta/ MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/10154/01/01
KOMBI mr/12,5 mr no 10 nTa NMOBHWUM LMK/IOM: Kinp 3MiHu | TMRY - 3MiHK Woa0 peuenmom nionsieae
Tabnetok y 6nictepi; AxTtasic NTA, 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay.
no 3 6nictepu y ManbTa 3MiHa y KOpOTKili XxapakTepucTuui
Kopobui nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
BMPOGHMLTBO IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHSA Ha
Hepo3hacoBaHOro nigcTasi perysisipHo OHOBJ/TOBAHOTO 3BITY 3
NpOAYKTY, 6e3nekun nikapcbkoro 3acoby, abo
KOHTPO/b AKOCTI, pocnigpkeHb 3 6e3nekn 3acTocyBaHHsA
[03BiN Ha BUMNYyCK nikapcbKoro 3acoby B Mic/iApeecTpaviiiHmii
cepi: nepiog, abo sk pe3ynbTar OLHKM 3BIiTY 3
Megokemi 1T JocnigxeHb, NpoBeAeHVX BiANOBIAHO A0
(UeHTpanbHuii nnady negiatpuyHux gocnipkeHs (PIP)
3aBsog), Kinp (3MiHY Y3ro)XeHO 3 KOMNETEHTHUM
YNOBHOBaXeHVM opraHoM) 3MiHV BHECEHI A0
nepBuHHe Ta IHCTPYKUT A9 MEANYHOro 3acTOCYBaHHSA y
BTOPVIHHE po3ainu: "dapmakonoriyHi BnacTMeocTi",
nakyBaHHs: "MpoTunokasaHHs", "B3aemogis 3 iHLLMMU
Mepokemi T/, nikapcbk1UMK 3acobamu Ta iHLWi BUuam
(3aBopg AZ), Kinp B3aemogii", "Ocob/mMBOCTi 3acTocyBaHHA" (Y
T. u. "3acTocyBaHHS y nepiog, BariTHOCTi abo
roflyBaHHs rpyaar"), “Cnocié 3actocyBaHHs
Ta posun", "MepenosyBaHHA", "M06IYHI
peakuii” 3rigHo 3 AaHNUMK LWoA0 6e3nekn
Lir040T PeYOBUHN.
MepiognyHiCTb NOAAHHSA PerynsipHo
OHOBJ/THOBAHOrO 3BITYy 3 6€3Mekun BigNoBiAHO
[0 Mopsagky 3ailicHeHHa dhapmakoHarnsgy,
3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAAaHHS
perynsipHmx 3BiTiB 3 6e3MeKu.
57. CA/IbMETEPO NOPOLLIOK Yemo l6epika, IcnaHis IHAyCTpiane ITanis nepepeecTpalLlisi Ha He0B6MeXeHMi - He UA/14183/01/01




44

Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
ny (cybeTaHuis) y C.A. Kimika, c.p.n. niosnsieae
KCUHA®OAT CKNAHNX
KOHTeliHepax ans
BUpOBGHULTBA
CTEepUbHUX Ta
HecTepuIbHNX
niKapcbknx oopm
58. CAHOPVH cnpeli HazaNbHUA, KcaHTic Kinp TeBa Yex Yecbka MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH 6e3 nidnsieae UA/2455/04/02
po3uyuH 0,5 mr/mn no Papma IHoacTpi3 c.p.o. Pecny6nika 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta peuyenma
10 mn y cdhnakoHi, no NimiTen hapmakoHarnsgy. 3mMiHu y KopoTkili
1 cbnakoHy pasom 3 XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
annikatopom ans MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
NOPOXHWHM HOCA B 3aCTOCYBaHHSA Y 3B'AA3KY i3 HOBUMUW AaHUMK 3
Kopoobui AKOCTI, AOKNIHIYHUMU, KTIHIYHUMUN JaHUMN Ta
LaHumn 3 dpapmakoHarnsagy - 3miHu
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3acTOoCyBaHHS fikapcbkoro 3acoby Ao
po3ainis: «PapmakosorivHi
BNacTUBOCTI»,"MpoTunokasaHHa","Ocob11Bo
CTi 3acTocyBaHHSA", «3A4aTHICTb BN/IMBATU HA
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
mMexaHisMamu»,"TobiuHi peakuii” BignoBigHO
[,0 OHOBNEHOI iHhopMaLlii, 3a3Ha4YeHoIl B
mMarepianax peecTpauiiiHoro AocbE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOro Hakas3om MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big 26 BepecHa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiogMyYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
59. CAHOPVH Kpanni Ha3asbHi, KcaHTic Kinp TeBa Yex Yecbka MepepeecTpavis Ha HEOGMEXEHUIA TEPMIH. 6e3 nionsieae UA/2455/01/01
emy/bCis, 1 mr/mn dapma IHgacTpi3 ¢.p.o. Pecny6nika 3MiHun Il TMNy - 3MiHK Woa0 peyenma
no 10 mn y donakoHi; Nimiteq 6e3nekn/echeKTUBHOCTI Ta hapmMakoHarnsgy.

no 1 dpnakoHy
pa3omM i3 KPULLIKOIO-
KpanenbHULE B

3MiHM y KOpOTKili XapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
iHCTPYKLIi ANS MEeANYHOT0 3aCTOCYBaHHS Y
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Ymosu

Pexknamys

Homep

n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Bionycky

AHHA

peecmpayiliHo2o

nocsi0YeHHs1

Kopobui

3B'A3KY i3 HOBUMM AaHUMW 3 AKOCTI,
LOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta
AaHvMu 3 hapmMakoHarnsay - 3MiHu
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3acTOCyBaHHS MikapcbKoro 3acoby Ao
po3gainis: «®apmakonoriyHi
BNacTUBOCTI», "MpoTunokasaHHA","Oco611Bo
CTi 3acTocyBaHHSA", «3A4aTHICTb BN/IMBATU HA
LUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
mMexaHismamu»,"TobiuHi peakuii” BignoBigHO
[0 OHOBJIEHOI iHChopMaLi, 3a3Ha4YeHOi B
mMarepianax peecTpauiiiHoro AOoCbE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
[0 MNopsAgky 3aiicHeHHs hapmakoHarnsgy,

3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
PEerynsipHmx 3BiTiB 3 6e3neKu.

6e3

nionsieae

UA/2455/03/01

60.

CAHOPVH

Kpanni Ha3asbHi,
po34uH, 1 mr/mn no
10 mn y dnakoHi, no
1 chnakoHy pasom i3
KPULLIKOHO-
KpanenbHULE B
Kopobui

KcaHTic
Papma
Nimiteq

Kinp

Tesa Yex
IHAacTpi3 c.p.o.

Yecbka
Pecny6nika

MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH.
3MmiHu |l TUny - 3MiHn WoAao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeANYHOTO 3aCTOCYBaHHA Y
3B'A3KY i3 HOBMMU AAaHUMMU 3 AKOCTI,
LOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta
AaHumu 3 papmakoHarnsagy (3mMiHn BHeceHo
00 [HCTPYKUiT N8 MeaUYHOro 3acTocyBaHHsA
nikapcbKoro 3acoby [0 po3ginis:

"apMakonoriyHi B1acTnsocTi”,
"MpoTunokasaHHa", "OcobanBOCTI
3acTocyBaHHs", "34aTHICTb BNMBaTh Ha
LIBUAKICTb peakuii npy kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
mMexaHismamu”, "Cnocib 3acTocyBaHHA Ta

no3un","Mo6ivHi peakuii” BignNoBigHO A0

peyenma
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

OHOBJEHOT iH(hopMmaLii 3 6e3neku, Lo
3a3HaveHa B Matepiasiax peectpauiiHoro
[OCbE).

MepiognyHiCTb NOAAHHSA PerynspHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3Mekn BigNoBiAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,

3aTBEpPKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs

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

YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3TiAHO 3i CTpOKamu,
3a3HayYeHUMK y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

61.

CIHMETOH

TabneTku, BKpUTI
060/10HKOI0, N0 500
mr, no 10 TabneTok
y 6nicTepi; no 1 abo
no 3, a6o no 10
6nicTepis y nayui 3
KapTOHy

OpraHocuH
Naiidp
CaeHcus lMBT.
nro.

IHAisA

EBepTogxeH
Naiicp CaeHcus
Nimiteq

IHAjA

nepepeecTpavjis Ha HeobMeXeHuii TepMiH
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHSA Ha
nigcTasi perysisipHo OHOBJ/TOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLHKM 3BIiTYy 3
JocnigxeHb, NpoBeAeHVX BiANOBIAHO A0
nnady negiatpuyHux gocnipkers (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM
YMOBHOB&XEHVNM OpPraHoM) - 3MiHW BHECEHO
[0 IHCTPYKUIT 418 MEeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3gainis:
"dapmakosiorivyHi BnactusocTi”, "lMokasaHHsA"
(yTo4HeHHs), "MpoTunokasaHHs",
"B3aemogis 3 IHWMMKN NiKapCbKUMun
3aco6amu Ta iHLWi BUAY B3aEMOgI",
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” (yTouHeHHs), "Cnoci6
3aCTOCyBaHHA Ta [031" (YTOUHEHHS),
"MepeposysaHHsa", "T06GIYHI peakuii™
BIANOBIAHO [0 OHOBMEHOT iHhopmaLii 3
6e3nekun Ail4oi peyoBUH NiKapCbKOro

3a
peyenmom

He
nionsieae

UA/10667/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

3acoby.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOBJTHOBAHOrO 3BITYy 3 6e3Mekn BigNoBiAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,

3aTBEpPKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs

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

YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3TiAHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekn

62.

CIHMETOH

TabneTku, BKpUTI
060/10HKOI0, MO 750
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
no 3, a6o no 10
6nicTepis y nayui 3
KapTOHy

OpraHocuH
Naiidp
CaeHcus lMBT.
nro.

IHAisA

EBepTogxeH
Naiicp CaeHcus
Nimiteq

IHAjA

nepepeecTpavjisi Ha HeobMeXeHuii TepMiH
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay.
3MiHa y KOpOTKili XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHSA Ha
nigcTasi perysisipHo OHOBJ/TOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLHKM 3BIiTY 3
JocnigxeHb, NpoBeAeHNX BiANOBIAHO A0
nnady negiatpuyHux gocnipkeHs (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM
YMOBHOB&XEHVNM OpPraHoM) - 3MiHW BHECEHO
[0 IHCTPYKUIT 418 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis:
"apmMakosiorivyHi BnactusocTi", "lMokasaHHsA
(yTo4HeHHs), "MNpoTunokasaHHs",
"B3aemogis 3 IHWMMKN NiKapCbKUMun
3aco6amu Ta iHLWi BUAY B3aEMOgI",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” (yTouHeHHs), "Cnoci6
3aCTOCyBaHHA Ta [031" (YTOUHEHHS),
"MepeposysaHHsa", "T06GIYHI peakujii™
BIANOBIAHO [0 OHOBMEHOT iIHopmaLi 3
6e3nekun Aiyoi peyoBUH NiKapCbKOro
3acoby
MepiognyHiCTb NOAAHHSA PerynspHo

OHOB/OBAHOrO 3BiTY 3 6GE3NeKN BiANOBIAHO

3a
peyenmom

He
nionsieae

UA/10667/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

[0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,
3aTBEpKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN y NepiognMYHOCTI NofaHHs
perynspHux 3BiTiB 3 6e3nekn

63.

CIHMETOH

TabneTku, BKpUTI
060/10HKOH0, No 500
mr, in bulk: no 1000
TabneTok y naketax
i3 honbrn
TIOMIHIEBOT

OpraHocuH
Naiidp
CaeHcus lMBT.
nro.

IHAisA

EBepTogxeH
Naiigp CaeHcus
Nimiteq

IHAjA

nepepeecTpaujis Ha HeobMeXeHuii TepMiH
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNOBIAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsagy,
3aTBepKEHOro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiognMYHOCTI NoJaHHs
perynspHux 3BiTiB 3 6e3nekun

He
nionsieae

UA/10668/01/01

64.

CIHMETOH

TabneTkn, BKPUTI
060/10HKOI0, Mo 750
mr; in bulk: no 1000
TabneTok y nakertax
i3 ponbrn
IOMiHIEBOT

OpraHocuH
Naidp
CaeHcm3 IMBT.
nra.

IHgis

EBepTogxeH
Naiicp CaeHcus
Nimiten

IHgis

nepepeecTpaisi Ha HEOOMEeXeHN TepMiH
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekun BigNoBiAHO
0o MNopsiaky 34ificHeHHs hapmakoHarisgy,
3aTBEPMAXEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTL: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekn

He
nionsieae

UA/10668/01/02

65.

CUBA3OH

Tabnetkn no 5 wmr;
no 10 Tabnetok y
6nictepi; no 2
6nictepn y kopobui 3
KapTOHY

ToBapucTso 3
0bMexeHoto
BignoBigasbHi
cTHO
«XapkiBCcbke
hapmaueBTmy

Ykpaina

ToBapucTso 3
0bMeXeHo
BiANOBIAA/ILHICTIO
«XapKiBCbke
hapmaueBTyHe
nignpueMcTBo

Ykpaina

nepepeecTpawis Ha HeobMeXeHuli TepMiH
3MiHM oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeANYHOro
3aCTOCYBaHHS Ha MiAcTaBi perynspHo

3a
peyerimom

He
nionsieae

UA/3052/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma surnycKy
(nikapcbka gpopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

He
niANPMEMCTBO
«3[0poB’Aa
Hapoay»

«300pOB’a
Hapoay»

OHOBJIIOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo JocnigkeHb 3 6e3nekn
3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk

pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHD,

NpoBeAEeHUX BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpraHom) - 3MiHW BHECEHO
00 [HCTPYKUT N8 MegUYHOro 3acTocyBaHHsA
NiKkapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "B3aeMogist 3 iHLLIMMKY
nikapcbkumu 3acobamu Ta iHLWi BUAK

B3aemogiin", "OcobamBOCTi 3acTOCyBaHHS",

"34aTHICTb BNAMBATY Ha LUBWAKICTb peakLil

npv KepyBaHHi aBTOTPaHCNOPTOM abo
iHWYMKU MexaHi3mamn'”, "TMo6ivHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHhopMaLi 3
6e3nekun Ajlo4voi pevyoBrHN NikapCbKoro
3acoby

MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mekn BigNoBIAHO
[0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,

3aTBEPMXEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A

Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

66.

TPUDTA3IUNH-
OAPHMLA

PO34NH A5 iH'EKLIN,
2wmr/mnno1wmns
amnyni; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

MpAT
"®apmaueBTn
yHa hipma
"fapHuus”

Ykpaina

MpAT

"®apmaueBTnyHa
ipma "JapHuus”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH.
3MiHM Wopao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUii AN MeANYHOro
3aCTOCYBaHHS Ha MigcTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3NeKn NiKapcbKoro
3acoby, abo gocnimxkeHb 3 6e3nekn
3aCTOCyBaHHs NikapCbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTar OLiHKM 3BITY 3 AOC/IMKEHD,

3a
peyerimom

He
nionsieae

UA/3001/01/01
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Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxkernb (PIP) (3mMiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHV BHECEHO A0 iHCTPYKLIT 4151 MEANYHOTO
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "Oco6/MBOCTI 3aCTOCYBaHHA",
"Mo6iyHi peakuii" BiANOBIAHO A0 OHOBAEHOI
iHchopmawuii 3 6e3nekn Aitoyoi pevyoBuHU Ta
[OOMOMIXXHWUX PEYOBUH.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
80 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
67. OTANINCYNb® | nopoLIok T30B CnoBeHis [PKI.EMOPEI IHais MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH - He UA/14476/01/01
ATIA30N KpucTaniyHmi "BIOHIKA NABOPATOPI3 nionsizae
(cybcTaHuis) y EBPOIMA"
noABiliHMX nakeTax 3
nonieTuneny ans
chapmaL,eBTU4YHOro
3acTocyBaHHs
68. ®YNBECTPAH NMOPOLLOK Yewmo l6epika, Icnanis IHaycTpianie ITanis nepepeecTpaisi Ha HEOOMEeXeHN TepMiH - He UA/14133/01/01
T (cybcTaHuis) y C.A. Kimika, c.p.n. niosnsieae
noABiHMX
nonieTnIeHoBuUx
nakeTtax gns
BMPOGHULITBA
CTepu/IbHUX Ta
HecTepuIbHNX
Nikapcbknx gopm
69. XNOPrEKCua po3unH 0,5 mr/mnno | ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 6e3 nionsizae UA/10769/01/01
NH-340POB'A 50 mn y donakoHax 06MeXeHo BUPOGHMLTBA, 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peuenma
nonimepHux, no BiANOBIAa/IbHI KOHTPO/b AKOCTI, thapmakoHarnsgy. 3MiHa y KopoTkili
100 mn y chnakoHax cTHo BWMNYCK Cepil: XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
nosiMepHUX "PapmaueBTun ToBapucTso 3 MapKyBaHHA Ta IHCTPYKLii ANns Megn4Horo
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Ne Hassa dopma surnycKy 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
YyHa KoMMaHis 06MeXeHo 3acTOoCyBaHHSA Ha niacTasi perynsipHo
"3popos'sa” BiANOBIAA/ILHICTIO OHOBJIHOBAHOrO 3BiTY 3 6e3neKn NiKapcbkoro
"®apmavueBTUYHa 3acoby, abo gocrimkeHb 3 6esnekn
KOMNaHis 3acTOCyBaHHSA Nikapcbkoro 3acoby B
"3popos'sa", nicnsipeecTpaviiinnii nepiog, abo sk
YkpaiHa pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHnX BiAMNOBIAHO A0 NnaHy
BCi cTagii negiatpuyHux gocnigxkernb (PIP) (3mMiHy
BUPOGHMLITBA, Y3rO[KEHO 3 KOMMNETEHTHUM

KOHTPO/b SIKOCTI:
ToBapucTso 3
06MeXeHoto
BiANOBIAANLHICTIO
"XapkiBCcbke
hapmaueBTUyHe
nignpueMcTBO
"3p0poB’A
Hapoay",
YkpaiHa

YNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHO
00 [HCTPYKUi 418 MeAUYHOro 3aCToCyBaHHS
nikapcbKoro 3acoby [0 po3ginis:
"Oco61m1BOCTI 3aCTOCYyBaHHA",
"Mepeno3yBaHHs", "Mo6GiYHI peakuii™
BiANOBIAHO [0 OHOBMEHOT iHhopMaLi 3
6e3nekn 3acTocyBaHHS i040i PEYOBUHM.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
[0 MNopsAgky 3aiicHeHHs hapmakoHarnsgy,

3aTBEpPAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

HavyanbHuK Bigainy 3 nutaHb papmaleBTUYHOI
AiAnbHOCTI [lenapTaMeHTy peanisauii NONiTUK

T.M. NIACKOBCbKUA




MEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
31.10.2019 Ne 2205

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLIOAO AKUX BY/IN BHECEHI 3MIHU 10
PEECTPAUIMHNX MATEPIANIB, AKI BHOCATbLCA A0 AEP>XXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHN

cepii); CaHgos
Inak CaHaii Be

KOHTaKTHOT 0CO6U YNOBHOBaXEHOT 0CO6U 3asBHYIKA,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsagy B YKpaiHi.

Tikapet A.C., MponoHoBaHa pepakuis: Opnos B'auecnas Biktoposuy. 3miHa
TypeyumnHa KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0CO6U
(B1pPOGHNLTBO 3asBHVIKa, BiANOBIAaNbHOI 3a 34iICHEHHS dhapmakoHariagy B

Hepo3sglacoBa YKpaiHi. 3miHa mMicusa 34iliCHeHHS1 OCHOBHOI fisi/IbHOCTI 3

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n | sikapcbkoe BionycKy peecmpayiliHo2o
0 3acoby nocsio4YeHHs1
1. ABEJIOKC® | Tabnetku, BKpUTI Baiiep AT Himeuunna Baiiep Al Himeuunna BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu | Tuny - 3a UA/4071/01/01
060510HKOt0, Mo 400 wmr, 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta ddapmakoHarnsgy. peyenmom
no 5 tabneTok y BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo cucTemy
6nicTepi; no 1 6nictepy thapmakoHarnagy (BBefeHHs y3araslbHeHUX AaHux npo
B KApPTOHHI kopo6Li cuctemy dapmakoHarnsgy, 3MiHa yrnoBHOBaXEHOI 0cobu,
BiANOBIAANbLHOI 3a 34iicCHEHHA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 thapmakoHarnagy 3asBHuKa 415 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c0o6U, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnsgy (BKovatoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-ghaiina cucteMu dpapmakoHarnsagy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifNoBiganibHOI 3a
thapmakoHarnag. NponoHoBaHa peakuis: Jastin Daniels.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0COBU 3aABHUKA,
BiANOBIga/IbHOI 3a hapMakoHariaa. 3MiHa Micus 34iCHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsagy. 3miHa
MicLIe3HaxX0MKEHHS MacTep-chainna
2. A3UNTPO TabneTku, BKPUTI CaHpo3 CnoBeHis C.K. CaHpo3 PymyHis/ BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/11332/01/01
CAHAO3® NAiBKOBOK 060/I0HKOHO, dapmacboTi Cc.P.N, HimeuunHa/ 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peuyenmom
no 250 mr, no 6 Kans a.4. PymyHis TypeyunHa BBegeHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
Tabnetok y 6nictepi, no (BUPOGHULTBO hapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHuX npo
1 6nictepy B Kopobui 3a MOBHUM cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobu,
LyKIoM ); BiANOBIAANLHOI 3a 34iliCHEHHA (hapMakoHarnsay; KOHTakTHOT
Cantotac 0co6m 3 thapmakoHarnagy 3asBHVKa 415 34iIRCHEHHSA
dapma N'v6X, hapmakoHarnsgy B YKpaiHi, KO BOHa BifMiHHA Bif,
HimeuunHa YMOBHOB&aXeHOT 0cobu, BiANoBiAaNbHOI 3a 34iCHEHHS
(nepBuHHa Ta hapmakoHarnagy (Bk/iovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
BTOPVHHA pO3MilLEeHHI MacTep-ghaiina cuctemu papmakoHarnagy) -
yMakoBKa, 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIKA, BigNoBigabHOT 3a
KOHTPO/b thapmakoHarnsag. MNponoHoBaHa pepaxuis: David J Lewis, B.Sc
cepii, fo3BIN (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0CO6U
Ha BMMYCK 3asBHMKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag. 3miHa
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(KOHTPO/1b

3as1BHMKA, BignoBiga/ibHOI 3a chapMakoHarnsg. 3miHa Micus

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
HOI NMpoAyKuii) thapmakoHarnagy. 3MiHa MicLe3HaxomkeHHs1 MacTep-caiina
cucTeMun dpapmakoHarnsgy Ta oro Homepy
3. A3NTPO TabneTku, BKpUTI CaHpos3 CnoseHis C.K. CaHpo3 PymyHis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny - 3a UA/11332/01/02
CAHAO03® N1iBKOBOK 060/I0HKOLO, dapmacbioTi C.p.N, HimeuunHa/ 3MiHM LWoAo 6e3nekn/edeKTUBHOCTI Ta dpapmakoHarnsgy. peyenmom
no 500 mr, no 3 a6o 6 Kans3 g.4. PymyHis TypeyuunHa BBegeHHs abo 3MiHM A0 y3ara/lbHeHUX AaHWX NPo cucTeMy
TabneTok y 6nictepi, no (B1pOGHMLTBO thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHux npo
1 6nictepy B kopobu,i 3a NOBHUM cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
LMKIIOM ); BiANOBIAANbLHOI 3a 34iiCHEHHSA (hapMakoHarnsay; KOHTakTHOT
Cantotac 0ocobu 3 hapmakoHarnsay 3asBHVKa AN 34iCHEHHSA
dapma N'M6X, hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BigMiHHA Bif,
HimeuunHa YMOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 38 3AiINCHEHHS
(nepBuHHa Ta thapmakoHarnsgy (BKovatoum KOHTaKTHiI AaHi) Ta/abo 3MiHn y
BTOPUHHA pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
ynakoBKa, 3MiHa YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BifNoBigabHOI 3a
KOHTPOb thapmakoHarnag. MNponoHoBaHa pegakuis: David J Lewis, B.Sc
cepii, fo3BiN (Hons), Ph. D. 3MiHa KOHTaKTHUX AaH/X YNOBHOBAXEHOI 0cO6U
Ha BUMycK 3asBHVKa, BiANOBIAa/IbHOT 3a hapmakoHarnsg. 3miHa
cepii); CaHgos KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0COOU 3asiBHYKA,
Inak CaHaii Be BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnsgy B YkpaiHi.
Tikapet A.C., MponoHoBaHa pepakuis: Opnos B’syecnas BikTopoBuy. 3mMiHa
TypeyunHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI 0CO6U
(BUpOGHMLTBO 3asBHVKa, BiANOBIAANbLHOI 3a 34iiCHEHHS dhapmakoHarnisay B
Hepo3gacoBa YkpaiHi. 3MiHa MicLs 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
HOI NpoAyKu,ii) thapmakoHarnagy. 3MiHa MicLe3HaxomkeHHs macTep-haiina
cucteMu dpapmakoHarnsgy Ta noro Homepy
4. AJIMATE/Nb | cycneHsis opanbHa no TOB «TeBa Ykpaina BankaHdapma Bonrapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianiB: 3MiHa 3asBHMKa 6e3 UA/0879/01/01
®A 170 mn y chnakoHi; no 1 YkpaiHa» -TposiH AT (BNnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
h1aKoHy Y KapTOHHIlA Big, 23.07.2015 Ne 460)
naJui pasom 3
[103yBasIbHOIO JTIOXKKOIO;
no 10 mn y nakeTuky; no
10 a6o 20 nakeTukiB y
KapTOHHIW nayui
5. ANOMYPWH | tabnetku no 100 mr, no CaHpo3 CnoBeHis Nek CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianiB:3miHu | Tuny - 3a UA/9524/01/01
on 10 Tabnetok y 6nicTepi; dapmachHoTi thapmaveBTuy PymyHis/ 3MiHM LWoA0 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy. peuyenmom
CAHAO3® no 5 6nictepis y Kan3 g.4. Ha KoMMaHisi HimeuuunHa/ BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHKX NPO cUcTeMy
KapTOHHilA Kopoo6Li n0.4., CnoseHis IHais hapmakoHarnsgy (BBefieHHs y3arasibHeHUX JaHuX Npo
(nepBuHHe i cuctemy hapmakoHarnsagy, 3MmiHa ynoBHOBaxeHoi ocobu,
BTOPVHHE BiANOBIAA/IbHOT 3@ 34iCHEHHS (hapMakoHarnsaay; KOHTakTHOT
nakyBaHHs, 0cobm 3 thapmakoHarnagy 3asBHVKa 415 34iINCHEHHA
[03BiN Ha hapmakoHarnsagy B YKpaiHi, Ko BOHa BifMiHHA Bif,
BMNYyCK cepii YMOBHOBaXXEHOT 0COOM, BifNoBifabHOI 3a 34iACHEHHS
(anbTEepHaTUB hapmakoHarnsgy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
Ha AinbHUUA)); po3MilLeHHI MacTep-haiina cuctemu chapmakoHarnsgy) -
C.K. CaHgos 3MiHa YNOBHOBaXXEHOT 0CO6M 3as1BHYMKA, BifnoBigaibHOI 3a
C.P.N, hapmakoHarnsag. MNponoHoBaHa pepaxuis: David J Lewis, B.Sc
PymyHis (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnX YNOBHOBAaXEHOI 0CO6U
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

cepii
(anbTepHaTUB
Ha AinbHUUA));
Cantotac
dapma M'M6X,
HimeuunHa
(BUpOGHNLTBO
3a NOBHUM
LMKIOM);
CaHpo3
MpaiiBeT
Nimitea, IHaisa
(BUpOGHMLTBO
in bulk
(anbTepHaTuB
Ha AinbHUUSA))

3[jACHEHHSI OCHOBHOT AiSiNIbHOCTI 3 chapmakoHarnagy. 3MiHa
MiCLLe3HaXOMKEHHSI MacTep-hainina

ANOMYPVH
on
CAHA03®

Tabnetku no 300 mr, no
10 Tabnetok y 6nicTepi;
no 5 6nictepiB y
KapTOHHIA KOpooLi

CaHpo3
dapmacbioTi
Kans3 g.4.

CnoBseHis

INex
hapmaueBTny
Ha KoMnaHis
0.4a., CnoseHia
(nepBuHHe i
BTOPVHHE
nakyBaHHs,
[L03BiN Ha
BMMYCK cepii
(anbTepHaTuB
Ha AinbHUUS));
C.K. CaHpo3
C.p.N.,
PymyHis
(koHTpOsb
cepil
(anbTepHaTuB
Ha OinbHUUS));
Canotac
dapma NvbX,
Himeuunna
(BUPOGHULTBO
3a NOBHUM
LUKIOM);
CaHpo3
MpaiiseT
Nimiteq, IHAjsa
(BUPOGHULTBO
in bulk
(anbTepHaTVB
Ha AiNbHULSA))

CnoseHis/
PymyHis/
HimeuuunHa/
IHais

BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis:3miHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeeHHS y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAANLHOI 3a 34iliCHEHHA (hapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHUKa ANst 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0c0obu, BiANoBiAaNbHOI 3a 34iCHEHHS
hapmMakoHarnagy (Bk/iovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIKKA, BigNoBigabHOT 3a
thapmakoHarnsag. NponoHoBaHa pefaxuis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0CO6U
3asBHUKa, BiANOBIAaILHOI 3a hapmakoHarnsag,. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 chapmakoHarnagy. 3MiHa
MiCLie3HaxXoMKeHHs macTep-hainna

3a
peyenmom

UA/9524/01/02

ANOTEHAN

TabneTkn no 5 mr/5 mr

3AT

YropLymHa

3AT

YropLumHa

BHECEHHS 3MiH 10 peecTpaLjiiHMX maTepiauis:3miHu | Tuny -

3a

UA/11609/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
H no 7 TabneTtok y dapmaneBT dapmaneBTmy noAaHHs OHOBJIEHOTO cepTudikarTa BifgnoBigHOCTI peyenmom
6nicTepi; no 4 abo 8 WYHWIA 3aBOf, HWi1 3aBOf, €poneiickkili hapmakonei Ne R1-CEP 2007-185-Rev 01 gns
6nicTepiB y KAPTOHHIi EFIC EFIC aitoyoi peyosrH Amlodipine besilate Synthetic route B Big,
ynakosLii; no 10 BXe 3aTBEpPAKEHOro BUPOOHMKA; 3MiHN | TUny - NoAaHHs
TabneTok y 6nictepi; no OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeichkili
3 abo 9 6nicTepiB y hapmakonei Ne R1-CEP 2007-185-Rev 02 ans gito4oi
KapTOHHI ynakoBsL,i peuoBuHn Amlodipine besilate Synthetic route B Big Bxe
3aTBEPAKEHOr0 BUPOBGHMKA; 3MiHW | TUMY - NnogaHHA
OHOB/IEHOrO cepTudikaTa BignoBi4HOCTI EBpoNeiichkil
chapmakonei Ne R1-CEP 2009-044-Rev 01 ans gitoyoi
peyoBuHu Bisoprolol fumarate Big BXe 3aTBepAXeHOro
BMPOGHMKA
8. ANOTEHAWN | Tabnetkn no 10 mr/10 mr 3AT YropumHa 3AT YropumHa BHECEHHS 3MiH [0 peecTpayjiiiHuX maTepiasis:3miHu | Tuny - 3a UA/11609/01/02
H no 7 TabneTok y dapmauesT $apmaueBTNY nofaHHs OHOBJ/IEHOro cepTuddikarta BiANOBILHOCTI peuenmom
6nicTepi; no 4 abo 8 WNYHWIA 3aBO[, HWi1 3aBOf, €poneiicbkili thapmakonei Ne R1-CEP 2007-185-Rev 01 ans
6nicTepiB y KAPTOHHIl EFIC EFIC aitoyoi peyosrH Amlodipine besilate Synthetic route B Big,
ynakosLi; no 10 BXe 3aTBEepAKeHOro BUPO6GHMKA; 3MiHM | TUNy - NoAaHHs
TabneTok y 6nictepi; no OHOBJ/IEHOTO cepTudikaTta BifgnoBigHOCTI €Bponenchkil
3 abo 9 6nicTepiB y chapmakonei Ne R1-CEP 2007-185-Rev 02 ans gitouoi
KapTOHHIA ynakoBLi peyosunHn Amlodipine besilate Synthetic route B Big Bxe
3aTBEPKEHOro BUPOGHYMKA; 3MiHW | TUMy - NOAaHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeichbkili
thapmakonei Ne R1-CEP 2009-044-Rev 01 ans gjto4oi
peyoBuHmM Bisoprolol fumarate Big BXe 3aTBEpAXEHOrO
BMPOGHMKA
9. ANOTEHAWN | Tabnetkn no 10 mr/5 wr, 3AT YropwuHa 3AT YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/11609/01/04
H no 7 TabneTok y dapmavueBT PapmaueBTny nofaHHs OHOB/IEHOrO cepTuddikarta BigNoBILHOCTI peyenmowm
6nicTepi; no 4 abo 8 WYHWIA 3aBOf, HWi 3aBOf, €poneiicbkili hbapmakonei Ne R1-CEP 2007-185-Rev 01 gns
6nicTepiB y KAPTOHHIl ErcC ErC aitoyoi pevosuHn Amlodipine besilate Synthetic route B Big
ynakosLi; no 10 BXE 3aTBEP)KEHOro BUPOOHWMKaA; 3MiHU | TUMY - NogaHHA
TabneTok y 6nictepi; no OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkili
3 abo 9 bnictepiB y hapmakonei Ne R1-CEP 2007-185-Rev 02 ans gito4oi
KapTOHHI ynakosLi peyosuHm Amlodipine besilate Synthetic route B Big Bxe
3aTBEPAKEHOr0 BUPOBHMKA; 3MiHW | TNy - NnoAaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2009-044-Rev 01 ans gitouoi
peyosuHu Bisoprolol fumarate Bif BXe 3aTBepAXeHOoro
BUPOGHMKa
10. ANOTEHAWN | Tabnetkn no 5 mr/10 wmr, 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiasiB:3miHn | Tuny - 3a UA/11609/01/03
H no 7 TabneTok y dapmaueBT dapmaveBTuy nofaHHA OHOB/IEHOTro cepTudikaTa BignoBiAHOCTI peyenmom
6nicTepi; no 4 abo 8 WYHWI 3aBOS, HWiA 3aBOf, €Bponeiicbkiii hapmakonei Ne R1-CEP 2009-044-Rev 01 )
6nicTepiB Yy KAPTOHHIN ErC ErcC Ons gitouoi pevoBrHK Bisoprolol fumarate Big Bxe

ynakosLi; no 10
Tabnetok y 6nictepi; no
3 abo 9 6nicTepiB y
KapTOHHIA ynakoBLi

3aTBEPKEHOr0 BUPOOHUKA; 3MiHM | TUNY - NoAaHHSA
OHOB/IEHOro cepTudikaTa BignoBi4HOCTI EBpoNechkil
thapmakonei Ne R1-CEP 2007-185-Rev 01 ) ans gijtouoi
peyosunHn Amlodipine besilate Synthetic route B Big Bxe

3aTBEPAKEHOTO BUPOGHMKA; 3MiHW | TUNY - NnoAaHHA
OHOB/IEHOTO cepTudliKaTa BifgnoBigHOCTi EBpONERChKiii
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
chapmakonei Ne R1-CEP 2007-185-Rev 02 ans gitouoi
peyosunHn Amlodipine besilate Synthetic route B Big Bxe
3aTBEPKEHOr0 BUPOGHMKA
11. ANOTEHAWN | Tabnetkv no 5 mr/5 mr 3AT YropumHa 3AT YropumHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis:3miHu | Tuny - 3a UA/11609/01/01
H no 7 TabneTok y dapmaneBT dapmaveBTuy 3aMiHa Axepena ofepXaHHs AOMOMiIXHOT pe4yoBVHN abo peyernmom
6nicTepi; no 4 a6o 8 WNYHWIA 3aBO[, HWi1 3aBOf, peakTuBy, LLIO CTAHOBUTb PU3NK nNepedadi 36yaHukis ME -
6nicTepiB y KAPTOHHIl EFIC EFIC 3aMiHa MarHis cteapara TBapMHHOIO MOXOMKEHHS Ha MarHis
ynakosLi; no 10 cTeapar pPOC/IMHHOMO NOXOJKEHHS 3 METOI NOBHOIO
TabneTok y 6nictepi; no BMK/TIOYEHHS pU3KMKY nepegadi 36yaHuvkis NE
3 abo 9 6nicTepiB y
KapTOHHI ynakoBsLi
12. ANOTEHAWN | Tabnetkn no 10 mr/10 mr 3AT YropwmHa 3AT YropLmHa BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis:3miHn | Tuny - 3a UA/11609/01/02
H no 7 TabneTok y dapmaueBT dapmaueBTuy 3aMiHa mxepena ofepXaHHs AOMOMiIXHOT pe4yoBUHM abo peyenmom
6nictepi; no 4 a6o 8 WYHWIA 3aBO, HWi1 3aBOf, peakTuBy, L0 CTAHOBUTbL PU3MK nepeadi 36yaHukis ME -
6nicTepiB y KAPTOHHIN ErcC ErcC 3aMiHa MarHis cteaparta TBapMHHOIO MOXOMKEHHS Ha MarHis
ynakosLii; no 10 cTeapar pOC/IMHHOIO NOXOMKEHHS 3 METOI MOBHOIO
Tabnetok y 6nictepi; no BUK/IIOYEHHS pU3NKY nepegadi 36yaHukis ME
3 abo 9 6nictepiB y
KapPTOHHII ynakoBUi
13. ANNbAAYPAS3 | KOHUeHTparT Ans LbxeHzalim Higepnangm MapkyBaHHs Benvka BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/8093/01/01
NM® PO34MHy AN iHysild, tOpon B.B. Ta BTOPVHHE BpwviTaHis/ AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuyenmom
100 O4/mn; Ne 1: no nakyBaHHs, HimeuuunHa/ 3asBHMKa (BNacHvKa peecTpauiiHoro NocBig4eHHs) - 3mMiHa
5 mn 'y cpnakoHi; no 1 KOHTPOb CWA afpecy 3asBHVKa. 3MiHW BHECEHO B IHCTPYKLiitO AN
(pNakoHy Y KapTOHHIN akocTi 13 (3a MeAMYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby wo40
KOpoo6Li BUK/IOYEHHAM MiCLIe3HaxXOopKeHHs 3asiBHVKA (BUTyYEHHS P.
TecTy Ha «MicLe3HaxomKeHHs 3asBHVKa») BBeeHHs1 3MiH NpoTsrom 6-
CTepUsbHICTb), TV MiCALB NiCNs 3aTBEPAKEHHS
BMNYCK cepil:
IPKEH3ANM
NIMITEA,
Benuvka
BputaHis
KiHuese
HanoBHEHHS
chnakoHiB
(nepBuHHE
nakyBaHHs),
npoBefeHHs
TECTy Ha
CTEepPUNbHICTb:
BetTtep
dapma-
depTiryHr
m6X eHg
Ko.KT,

HimeuunHa
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

KiHueBe
HanoBHEHHS
dnakoHiB
(nepBuHHE
nakyBaHHs),
npoBefeHHs
TecTy Ha
CTepPU/IbHICTb:
[xy6ineHT
XonnictepCri
ep INC, CWWA

14.

AMILUNTPO
H®

NOPOLLIOK A1SA
OpasIbHOr0 PO34MHY MO
23rycawe;no23ry
calue; no 10 cawwe B
naJi 3 KapToHy

ToBapucteo
3
[04aTKOBOO
BiANoOBiAa/Ib
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[0aTKOBOO
BiANOBIAA/bHI
CTHO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpayjiiiHuX maTepiasis:3miHu | Tuny -
YTOYHEHHS1 (DOPMY/IIOBaHHS HOPMYBaHHS TecTy "OAHOPIAHICTb
[1030BaHNX OAVHULb", BHECEHHS 3MiH Y METOAMKY BU3HAYEHHS

napaueTtamony, oeHinedpuHy rigpoxnopuay, heHipamivy

Manearty Ta YyTOYHEHHS] B METOAMKY BU3HAYEHHS ackopG6iHOBOI

kmcnoTtu B Tectax "OAHOPIAHICTb A0O30BaHWX O4MHULB" Ta
"KinbkicHe B13HaYeHHS" y MeToAax KOHTPOJIHO SKOCTI
nikapcbKoro 3acoby. B TecTi «CynpoBigHi LOMILLKW»

NPONOHYETLCA 3MiHA METOAUKM BUKOHAHHS Ta YTOUHEHHS

hopMy toBaHHS HOPMYBaHHS 6e3 3MiHW KpuTepiiB
NPUAHSATHOCTI; CYNyTHSI 3MiHa: 3MiHW BUNPOOYBaHb abo

O0ONyCTUMMX MEX, BCTAHOB/IEHUX Y crneuudikalisx, nig vac

BVMPOGHMLTBA rOTOBOTO J1iKAPCbKOr0 3ac00y - BHECEHHS 3MiH Y
MeTOAMKY BU3HAYEHHS napaleTtamony, deHinedpuHy
rigpoxnopugy, heHipamiHy maneaTy Ta yTOYHEHHS B METOAVKY
BM3HA4YEeHHS ackopbiHOBOI kKncnoTtu B TecTi "KinbkicHe
BM3HAYEHHA" B NPOMIDXHOMY NpoaykTi "Hepo3dacoBaHuii
rOMOreHi30BaHMii NOPOLLOK"; 3MiHW | Tuny - 3amiHa TecTy "

OpHOopIAHICTb [030BaHNX OAMHMLL" HA TecT «OHOPIHICTb

BMICTy» B MPOMiXXHOMY NpoAaykTi "Hepo3dacoBaHuii
rOMOreHi30BaHuii NOPOLLIOK " Ta 3MiHa Ha3BW TecTy
"OfHopigHicTb Mmack" Ha "CepefHsa Maca BMICTy calwle" B
NPOMIXXHOMY NPOAYKTi “MOpPOoLLIOK B npoLeci hacyBaHHA"; 3MiHN
| TUNy - NPONOHOBAHO 3MiHM Y MeToAax BUNPOByBaHHSA
rOTOBOrO /1iKapCbKOro 3acoby 3amiHa NepioguYHOCTI
BUNpobyBaHb ANa T. OAHOPIAHICTb [030BaHNX OANHULb,
Mikpob6ionoriyHa unctoTa 3 "f4718 KOXHOT N ATOI cepii” Ha
"KOXHY pecaTy cepito”. 3rigHo 3 HacTtaHoBoO 3 sikoCTi 42-3.2:
2004 «Jlikapcbki 3acobu. CneumadikaLii: KOHTPOIbHI
BMNPOOGYBaHHA Ta KpUTEpIii NPUAHATHOCTI»: AeskKi
BMNPOGYBaHHA B rOTOBOrO /liKAPCbKOro 3acoby MOXyTb 6yTH
BigHeCeHi 10 NepiognyHUX i YyacToTa NPOBEAEHHS Takux
BMNPOOBYBaHb y GiNbLUil Mipi 3aNeXuTb Bif 4OTPUMAaHHS
BMPO6HMKOM npaBun GMP. Y 3B a3Ky 3i 36i/1bLUEHHAM
BMPOGHMYOro BUMyCKy npenapaTy AMILMTPOH®, NOPOLLIOK A/1A
OpasIbHOro po34nHyno23 r y caile, NPONOHOBAHO 3MiHA

6e3
peyenma

UA/13911/01/01
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

nepiognyYHoCTi AN TecTiB T. «O4HOPIAHICTb A030BaHNX
OAMHULb», «MiKpOo6ionoriyHa YNCToTa» y MeTofax KOHTPOSIO
roTOBOrO NikapCbKOro 3acoby

15.

AMILUNTPO
H® ®OPTE

NOPOLLIOK ANSA
OpasIbHOrO PO34MHY MO
23rycawe;no23ry
calue; no 10 cawwe B
naJi 3 KapToHy

ToBapucteo
3
[04aTKOBOO
BiANoBiAaIb
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapuncTBO 3
[0,aTKOBOIO
BiANOBIAA/bHI
CTHO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis:3miHu | Tuny -
YTOYHEHHS1 (DOPMY/IIOBAHHS HOPMYBaHHS TecTy "OAHOPIAHICTb
[030BaHNX OMHUL", BHECEHHS 3MiH Y METOAMKY BU3HAYEHHS

napaueTtamony, oeHinedpuHy rigpoxnopuay, heHipamiHy
Manearty Ta YyTOYHEHHS] B METOAMKY BU3HAYEHHS ackopGiHOBOI
kmcnoTtu B Tectax "OAHOPIAHICTb A0O30BaHNX O4MHULL" Ta
"KinbkicHe BM3HaYeHHS" y MeToAax KOHTPOJIHO SKOCTI
nikapcbKoro 3acoby. B TecTi «CynpoBigHi LOMILLKN»
MPONOHYETHLCHA 3MiHA METOAUKN BUKOHAHHSA Ta YTOYHEHHS
hopMy/toBaHHS HOPMYBaHHS 6e3 3MiHW KpuTepiiB
NPUAHSATHOCTI; CYNyTHSI 3MiHa: 3MiHW BUNPOOYBaHb abo
O0ONyCTUMUX MEX, BCTAHOB/IEHUX Y cneuudikalisx, nig vac
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby (iHLLi 3MiHK) -
BHECEHHS 3MiH Y METOAVKY BU3HAYEHHS NapaleTamorny,
dheHinedpuHy rigpoxnopuay, eHipamiHy maneaty Ta

YTOYHEHHS B METOAVKY BU3HAYEHHS ackop6iHOBOI KNCOTU B

TecTi "KinbKicHe BU3Ha4YeHHS" B NPOMIXXHOMY MPOAYKTI
"HeposdacoBaHuii roMoreHisoBaHuii NOPOLLOK"; 3MiHW | Tuny -
3amiHa TecTy " OfHOpIAHICTb A030BaHNX OAVHNLL" HA TeCT
«OHOPIAHICTb BMICTY» B MPOMDXHOMY MPOAYKTI
"Hepo3sdacoBaHuii roMmoreHisoBaHuii NOPOLLIOK " Ta 3MiHa

Ha3Bu TecTy "OfHopigHicTb MacK" Ha "CepefHs Maca BMiCTy

cawle" B NPOMiXHOMY NpoaykTi “MopoLLoK B npoLeci
hacyBaHHS"; 3MiHM | TUMY - NPOMOHOBAHO 3MiHM Y MeToAax
BMNPO6YBaHHSA roTOBOro /iKapcbKoro 3acoby 3amiHa
nepioguyHocTi BUNpobysaHb 415 T. OAHOPIAHICTb A030BaHMX
oanHNLb, MikpobionoriyHa ynctoTa 3 "4 KOXHOI n'aToi cepii”
Ha "KOXHy JecsTy cepito”. 3rigHo 3 HacTaHOBOMO 3 AKOCTi 42-
3.2: 2004 «Jlikapcbki 3acobu. CrneundikaL,ii: KOHTPOIbHI
BMNPOOGYBaHHA Ta KpUTEpIii NPUAHATHOCTI»: AeskKi
BMNpobyBaHHA B /13 MOXyTb 6yTK BigHECEHI 40 NePioANYHMX
i yacToTa NPoBefEHHS TakMX BUNPOOYBaHb Yy GinblLuUili Mipi
3a/1eXNTb Bif, AOTPUMaHHA BUPOOHMKOM npasun GMP. Y
3B A13KY 3i 36i/IbLLUEHHAM BUPOOHNYOro BUMYyCKy npenapaTy
AMIUMTPOH® dopTe, NOPOLLOK A1 OPasIbHOTO PO3UYNHYNO23 I
y calue, NpornoHOBaHO 3MiHa NepiogNYHOCTI A1 TECTIB T.
«OAHOPIAHICTb A030BaHMX OAUHULLY», «Mikpob6ionoriyHa
4yMCTOTa» Y MeToAax KOHTPO/IK0 rOTOBOrO NiKapcbkoro 3acoby

6e3
peyenma

UA/13912/01/01

16.

AMOKCUKN
AB®

NMOPOLLOK A/19 OpaU1bHOT
cycneHsii (250 mr/62,5
MrB5mn); no25r
MOPOLLKY Y dprakoHi (ans
100 mn cycnensii); no 1
donakoHy pasom 3

CaHpo3
PapmacboTi
Kans a.4.

CnoBeHis

Nex
dapmaueBTny
Ha KoMnaHis A.

a.

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny -
3MiHM LWoao 6e3nekn/edieKTUBHOCTI Ta dpapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX fJaHuX Npo cucTemy
thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHux npo
cuctemy hapmakoHarniagy, 3miHa ynoBHOBaXKeEHOT 0cobu,
BiANOBIAANbLHOI 32 3iicCHEHHSA (hapMakoHarnsay; KOHTakTHol

3a
peyerimom

UA/7064/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
MOPLUHEBOHO MINETKO B 0cobu 3 hapMakoHarnsgy 3asBHVKa AN 34iINCHEHHS
KapTOHHilA KOopooLi thapMakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0C06W, BiNOBIAALHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYMKA, BigNoBigabHOI 3a
thapmakoHarnag. MNponoHoBaHa pegakuyis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0Co6u
3asBHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa micus
3[jACHEHHS1 OCHOBHOT Aii/IbHOCTI 3 chapmakoHarnagy. 3MiHa
MiCLLe3HaXOMKEHHSI MacTep-haina
17. AMOKCUWK/T | nopowok Ans opasibHOT CaHpo3 CnoBeHis Nek CnoBeHis BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasis:3miHn | Tuny - 3a UA/7064/02/02
AB® cycneHsii (125 mr/31,25 dapmacbloTi dapmaneBTny 3MiHM LWoAo 6e3nekn/edeKTUBHOCTI Ta dpapmakoHarnsgy. peyenmom
mr B 5 mn) no 25 r (100 Kans3 g.4. Ha KoMnaHus BBegeHHs abo 3MiHM A0 y3ara/lbHeHUX AaHWX NPo cucTeMy
MJ1) NOPOLLIKY Y (h/IaKOHI; n0.4a., CnoseHia hapmakoHarnsigy (BBeAeHHs y3arasibHEHUX faHuX Npo
no 1 dpakoHy pa3om 3 (BUpPOGHMLTBO cuctemy dhapmakoHarnsgy, 3aMiHa yrnoBHOBaXeHOi 0cobu,
NOPLLHEBOIO NINETKO B 3a NOBHUM BiJNOBIAANbHOI 3@ 3AjiCHEHHS hapmakoHarnaay; KOHTaKTHOI
KapTOHHI/ KopoobLi uuknom); Jlek 0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHSA
dapmaneBTmy hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BigMiHHA Bif,
Ha KoMnaHis [. YMOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 3a 34iICHEHHS
4., CnoseHis thapmakoHarnsgy (BKovatoum KOHTaKTHiI AaHi) Ta/abo 3MiHn y
(Bunyck cepii) pO3MilLEeHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BifNoBigabHOI 3a
hapmakoHarnsg. NponoHoBaHa pegaxuis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOI 0cO6U
3asBHVIKa, BigNoBigasibHOI 3a thapMakoHarnsag. 3miHa Micus
3[iICHEHHS OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKEHHS macTep-hainna
18. AMOKCUWKI | nopoLuoK Ans opasibHOI CaHpo3 CnoBeHis Nek CnoBeHist BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:3miHu | Tuny - 3a UA/15213/01/01
AB® 2S cycneHsii (400 mr/57 mr dapmacbHoTi PapmaueBTny 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
B 5mn)no 8,751 (35 Kans g.4. Ha KoMnaHis BBefeHHs1 ab0 3MiHU [0 y3arasibHEHUX AaHKX MPO cucTemy

M1 ) abo no 17,5 (70
MJ1) MOPOLLKY Y NS,
no 1 naAwui pasom 3
[103YH04OI0 MINeTKo B
KapTOHHI/ KopoobLi

n0.4., CnoseHia
(Bunyck cepii);
Nex
®PapmaueBTny
Ha KoMMaHis
A0.40., CnoBeHis
(BMPOGHMLTBO
3a NOBHUM
LMKIIOM)

thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHuX Npo
cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHUKa A1st 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c0obU, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnagy (Bk/Iovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLeHHI MacTep-haiina cucteMun hapmakoHarisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asiBHIKA, BigNoBiganbHOT 3a
thapmakoHarnsag. NponoHoBaHa pegaxuis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOI 0CO6U
3asBHVKa, BifNoBigasibHOI 3a hapmakoHarnsag. 3miHa Micus
3[iACHEHHs1 OCHOBHOI AisiNIbHOCTI 3 chapmakoHarnagy. 3MiHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
MiCLie3HaxXoMKeHHsT macTep-haina
19. AMOKCUWKN | Tabnetku, Wwo CaHpo3 CnoBeHis Nek CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/3011/04/01
AB® avcneprytotbcs, 875 dapmacbioTi PapmaueBTNy 3MiHM LWOA0 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
KBIKTAB Mr/125 mr no 2 TabneTkn Kani3 a.4. Ha KoMMaHisi BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
y 6nicTepi; no 5 abo 7 0.4., CnoseHia hapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHuX npo
6nicTepiB y KAPTOHHIN (B1pOGHMLTBO cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
Kopobui 3a NOBHUM BiANOBIAANLHOI 3a 34iliCHEHHA (hapMakoHarnsay; KOHTakTHOT
Lukiom); Jlek 0ocobu 3 hapMakoHarnsay 3asBHUKa ANsi 34iCHEHHS
PapmaueBTNy hapmakoHarnsgy B YKpaiHi, SKWo BOHa BigMiHHA Bif,
Ha KoMnaHisi YMOBHOB&aXeHOT 0cobu, BiANoBiAaNbHOI 3a 34iCHEHHS
0.4a., CnoseHia hapmakoHarnagy (Bk/itovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
(o3Bin Ha po3MiLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
BUMYCK cepii) 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKA, BigNoBigabHOT 3a
thapmakoHarnsag. NponoHoBaHa pepaxuis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOT 0CO6M YNOBHOBaXEHOT 0CO6U 3asBHYIKA,
BIANOBIAA/ILHOI 3@ 34iiCHEHHA hapmakoHarnsagy B YKpaiHi.
MponoHoBaHa pepakuis: Opros B’auecnas BiktopoBuy. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0CO6U
3a8BHVIKa, BigNOBIAaNbHOI 3a 34iICHEHHS dhapmakoHariagy B
YkpaiHi. 3MiHa MicuA 34iiCHEHHA OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxomKeHHs1 MacTep-haiina
cucTemn chapmakoHarnsgy Ta lioro Homepy
20. AHIIPAM Tabnetkv no 2,5 mr, no AypobiHao IHais Aypo6iHao IHais BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny - 3a UA/11995/01/01
10 TabneTok y 6nictepi; dapwma /114 dapma AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
no 3 6nictepu y navu,i 3 Nimiteq - FOHIT MicLsi MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa
KapTOHy 111, 1A roTOBOrO NiKAPCbKOro 3acoby, BKIYaoUM AifIbHNL BUNYCKY
cepii abo MicLe NpoBeAEHHS KOHTPOJIO SKOCTI. (4iSNbHICTb, 3a
Aypo6iHao AKy BiANOBiAa€e BMPOGHMK/IMNOPTEpP, BK/OYAKYM BUMYCK Cepiii)
dapwma J1Tg, - YTOUHEHHS agpecu MicLsA NPOBaKEHHS AisNIbHOCTI
dopmynenwH BUpo6HMKa (AypobiHao ®apma JlimiTes - FOHIT IIl) rotoBOro
FOHIT XV, IHgis nikapcbKoro 3acoby. npuBeAeHHs Yy BiANOBIAHICTb A0 BUCHOBKY

040 NiATBEPIKEHHS Bif4NOBIAHOCTI BUPOOHMLTBA NiKAPCLKNX
3acob6iB BuMoram HBIN, BugaHoro [epxnikciyx60t0 YkpaiHu
(BBeaeHHs 3MiH MPOTAroM 6-Tu MicsLiB Nicns 3aTBEPAKEHHS);
3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
3MiHV Yy BUpOo6HMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHULI BUPOBHMLTBA 4718 YacTHM abo BCbOro BUPOOGHNYOro
npoLecy roToBOro fikapcbKoro 3acoby (AinbHULUSA, Ha SKil
npoBoAATbLCA Byb-AKi BUPOOHMYI CTajii, 3a BUHATKOM BUMYCKY
cepili, KOHTPOO AKOCTi, NEPBUHHONO Ta BTOPUHHOTO
nakyBaHHs, 4151 HeCTepu/IbHUX Nikapcbknx 3aco6iB) BeefeHHs
3MiH NPOTArOM 6-TW MICALIB NICMA 3aTBEPAKEHHS;
CynyTHS 3miHa
- 3MiHM 3 IKOCTi. FOTOBWIA NiKAPCbKUIA 3aci6. 3MiHN Y
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI Ai/TbHNL
BMPOGHMLITBA A1 YACTMHM ab0 BCbOro BUPOGHMYOrO npoLiecy
roTOBOrO NiKapCbKOro 3acoby (4isbHULS 418 BTOPUHHOIO
nakyBaHHs) - 3MiHU 3 SKOCTi. FOTOBWIA NiKapCbkuii 3aci6. 3MiHK
Yy BUPOGHMLTBI. 3aMiHa ab0 BBeAEHHS A0AATKOBOI AiNMbHULL
BMPOBGHULTBA AN15 YACTUHU abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO JliKkapcbKoro 3acoby (4iNbHULA 4515 NEPBUHHOIO
nakyBaHHs) - BBe,eHHS 00AaTKOBOI AiNbHUL BUPOBHULITBA
AypobiHgo ®apma /1tg, PopmyneiilwH FOHIT XV, [HAis; 3MiHK |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkmii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHK, L0 CTOCYHThLCA
BMNYCKY Cepii Ta KOHTPOI0 SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHA BUPOOHMKa, LLO Bignosigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bknovatoun
KOHTPONb/BUNPOGYBaHHSA cepii - foAaBaHHSA BUPOGHMKA -
Aypo6ingo ®apma /1tg, dopmyneiiwH FOHIT XV, IHgis.
BBefeHHS 3MiH NPOTAroM 6-TW MiICALIB NiCNA 3aTBEPAXKEHHS;
3MiHW | TUny - 3MiHK 3 akocTi. CepTuddikart BignoBigHOCTI/ME-
cepTudikaT BigNoBigHOCTI EBpONENCHKIN
thapmakonei/mMoHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTtudbikaTa BiANOBIAHOCTI ab0 BUNYyYEHHA cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans A®l; ons
BUXIAHOIO MaTepiany/peareHTy/NpoMiKHOro NpoAayKTy, Lo
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - HoBuiA cepTudikat Bif, HOBOrO BUPOGHUKA
(3amiHa abo [oNoBHEHHS) - nogaHHs Hoeoro CEP (R1-
CEP2003-026-Rev 02) gns A®l Ramipril Big HoBOro
BMpo6HUKa (fonoBHeHHs) ZHEJIANG HUAHAI
PHARMACEUTICAL CO.,LTD., China. BBeaeHHs 3MiH
NpoTSArom 6-Tv MicsILiB Micnsi 3aTBEPAKEHHS

21.

AHIPAM

Tabnetku no 5 mr; no 10
TabneTok y 6nictepi; no
3 6nictepn y navyj 3
KapToHy

Aypo6iHa0
Papma JITg

IHais

Aypob6iHa0
Papma
Nimiteq - FOHIT
I, IHAis

Aypo6iHao
®apwma /114,
dopmynenwH
HOHIT XV, IHAis

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLil NMPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
rOTOBOIO JIiKAPCbKOro 3aco0by, BKIHOUYaOUN AifbHUL BUMYCKY
cepii abo micue NpoBefeHHs KOHTPOJIO AKOCTI. (fisNbHICTb, 3a
AKy BiANOBIAa€ BMPOGHMK/IMNOPTEpP, BK/IOYAKUM BUMYCK Cepiid)
- YTOUHEHHS aZpecy Micus NPOBaPKEHHS AiS/IbHOCTI
BMpo6HMKa (AypobiHao ®apma Jlimites - FOHIT Ill) rotoBoro
nikapcbKoro 3acoby. NpuBeAeHHs Yy BiANOBIAHICTb A0 BUCHOBKY
LoA0 NiATBEPIKEHHS BifNOBIAHOCTI BUPOOHMLTBA NiKapChKnX
3aco6is Bumoram HBIM, BugaHoro Jepxnikciyx6ot0 Ykpainu
(BBeageHHsA 3MiH MPOTAroM 6-TW MicsLiB NicNs 3aTBEPAXKEHHS);
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkunii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS [0A4ATKOBOI
AiNbHULI BUPOBHNLTBA 4719 YacTVHN abo BCbOro BUPOBHUYOro
npoLecy rotToBOro fikapcbKoro 3acoby (AinbHWLS, Ha sikili
npoBoAATbCA 6yab-sKi BUPOOHMYI cTagii, 38 BUHATKOM BUMYCKY

3a
peyenmom

UA/11995/01/02
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

Cepiil, KOHTPO/IHO AKOCTI, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTePUIbHUX JiKapCbkMX 3ac06iB) BBeeHHSA
3MiH NPOTArOM 6-TW MIiCALIB NiCNA 3aTBEPMAKEHHS;
CynyTHS 3MiHa
- 3MiHu 3 siKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHULTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHUL
BMPOGHMLITBA A1 HACTMHM ab0 BCbOro BUPOBGHMYOro npoLiecy
roTOBOrO Nikapcbkoro 3acoby (A4iNbHULA 415 BTOPUHHOTO
nakyBaHHs) - 3MiHUN 3 SIKOCTi. FTOTOBUIA NikapcbKuii 3aci6. 3MiHM
y BUPOBGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI AibHULL
BMPOGHMLITBA A1 YACTMHM ab0 BCbOro BUPOGHMYOrO npoLiecy
roTOBOro MiKapCbKOro 3acoby (4iNbHUUA A5 NePBUHHOMO
nakyBaHHs) - BBEAEHHS AOAATKOBOI Ai/IbHNL BUPOGHMLUTBA
Aypo6iHgo ®apma J1tg, dPopmyneiiwH FOHIT XV, [HAis; 3MiHu |
TMNYy - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHSA BUPOOHMKA, LLO BignoBigae 3a
BBE3€HHs Ta/abo BMMNycK cepii) - Bknoyaroun
KOHTPONb/BUNPOBYBAHHSA cepil - oAaBaHHSA BUPOOHMKA -
Aypobingo ®apma Jita, PopmyneiiH KOHIT XV, IHgis.
BBefeHHs 3MiH NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHuM | TUNY - 3MiHK 3 AkocTi. CepTudikat BignosigHOCTI/IE-
cepTucpikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa BignNoBIgHOCTI abo BUNy4eHHs cepTudiikara
BiZiNOBIAHOCTI E€Bponelichkilt hapmakonei: ana Adl; ons
BMXigHOro Martepiany/peareHTy/npomikHOro NpPoAyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMIKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEiChKili
thapmakonei) - HoBuii cepTudikar Bif, HOBOTO BUPOOHUKA
(3amiHa abo AONOBHEHHS) - NnogaHHA HoBoro CEP (R1-
CEP2003-026-Rev 02) gns A®| Ramipril Big HoBOro
BMPO6HMKa (gonoBHeHHs) ZHEJIANG HUAHAI
PHARMACEUTICAL CO.,LTD., China. BBegeHHs 3MiH
NpoTArom 6-Tn MicALIB NicNa 3aTBEPAKEHHS

22,

AHIPAM

Tabnetku no 10 mr; no
10 TabneTok y 6nictepi;
no 3 6nictepun y navu,i 3
KapTOHY

Aypo6iHao
®apma J/ITg,

IHgis

Aypo6iHao
Papma
Nimiten - FOHIT
I, IHais

Aypo6iHao
®apwma /114,
dopmynenwH
FOHIT XV, IHgis

IHais

BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHu | Tuny -
AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLi NMPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IKOYaloumn AiflbHULL BUMYCKY
cepii abo MicLe NpoBeAEeHHS KOHTPOJIO AKOCTI. (4iSNbHICTb, 3a
AKy BiANOBiAA€E BMPOGHMK/IMNOPTEpP, BK/OYAKYM BUMYCK Cepilf)
- YTOYHEHHS afpecu MicuUs NPOBaKEHHS AiSNbHOCTI
BUpo6HUKa (AypobiHao ®apma JlimiTes - FOHIT IIl) roToBOro
nikapcbKoro 3acoby. npuBeAeHHs Y BIANOBIAHICTb A0 BUCHOBKY
040 NiATBEPIKEHHS BifNOBIAHOCTI BUPOOHMLTBA NiKAPCHKNX
3acob6iB BuMoram HBI, BugaHoro [epxikciyx60t0 YkpaiHu
(BBeAeHHSA 3MiH MPOTAroM 6-TW MicsLiB Nicns 3aTBEPAKEHHS);

3a
peyenmom

UA/11995/01/03
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
3MiHM Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS [10AATKOBOI
AiNbHULI BUPOBHMLTBA 4719 YacTHM abo BCbOro BUPOOGHNYOro
npoLecy roToBOro fikapcbkoro 3acoby (AinbHWLUA, Ha SKil
NpoBOAATLCA 6YAb-5Ki BUPOOHMYI CTagil, 38 BUHATKOM BUMYCKY
cepiii, KOHTPO/HO AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, /181 HECTEPUTbHUX NiKapCbKnx 3acobiB) BeeaeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/A 3aTBEPAXEHHS;
CynyTHs 3miHa
- 3MiHu 3 sKoCTi. [OoTOBMIA NikapCbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3amiHa abo BBeAeHHS 40A4ATKOBOI AiNbHULL
BMPOGHULTBA AN15 YACTUHU abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOrO JliKapCbKOro 3acoby (ZiNbHULSA 4719 BTOPUHHOIO
nakyBaHHs1) - 3MiHU 3 AKOCTi. FOTOBUIA NiKapcbKuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI Ai/TbHUL
BMPOGHMLITBA A1 HACTMHM ab0 BCbOro BUPOBGHMYOTrO npoLiecy
roToBOro NikapcbKoro 3acoby (4iIbHUUA 4715 NePBUHHOMO
nakyBaHHs) - BBE,EHHA AOAATKOBOI [i/lbHNL BUPOBGHMLTBA
Aypo6ingo ®apma J1tg, dopmyneiiwH FOHIT XV, [HAis; 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkWii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3aMiHa abo AofaBaHHA BUPO6OHUKa, LLO BignoBigae 3a
BBE3€EHHA Ta/abo Bunyck cepii) - Bknovatoun
KOHTPO/b/BMNPOGYBaHHSA cepii - foAaBaHHSA BUPOGHMKA -
Aypo6iHgo ®apma /1tg, ®opmyneiiH FOHIT XV, IHgjs.
BBefieHHs 3MiH NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHM | Tuny - 3miHK 3 sikocTi. CepTudikart BignoBigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTtudikaTa BiANOBIAHOCTI abo BUy4YeHHs cepTudikara
BiANoBiAHOCTI EBponeiickkili hapmakonei: ans A®l; ons
BMXiAHOro Matepiany/peareHTy/npomMikHOro NPoAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEiChKilt
chapmakonei) - HoBuii cepTudpikaT Bif, HOBOro BUPOGHMKaA
(3amiHa abo fONOBHEHHS) - nogaHHs Hoeoro CEP (R1-
CEP2003-026-Rev 02) ons A®l Ramipril Big HoBOro
BMPO6HUMKa (AonoBHeHHs) ZHEJIANG HUAHAI
PHARMACEUTICAL CO.,LTD., China. BBeaeHHs1 3MmiH
NPOTArom 6-Tv MiCAILiB NicNs 3aTBEPAKEHHS

23.

AHLPOKYP
®AENO

PO34nH oniliHWi Ans
iH'ekuin, 300 Mr/3 mn; no
3 mn B amnyni; no 3
amny/nin B KapTOHHIi
naui

Baiiep Al

HimeyunHa

Baiiep Al

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny -
3MiHM WoAo 6e3nekn/edyeKTUBHOCTI Ta dpapmakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHNX faHuX Npo cucTemy
thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnx npo
cuctemy hapmakoHarniagy, 3miHa yrnoBHOBaXKeHOT ocobu,
BiANOBIAANbLHOI 3a 34iicCHEHHSA (hapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHVKa ANs 34iCHEHHSA

3a
peyenmom

UA/4848/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXEHOT 0cOo6U, BiANOBIAaNLHOI 3a 34iNCHEHHS
hapmakoHarnsgy (BKovatoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa YNoBHOBaXXeHOT 0CObM 3asiBHUKA, BiANOBiAaNbHOI 3a
thapmakoHarnag. NponoHoBaHa peakuis: Justin Daniels.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6OU 3aABHUKA,
BiANOBIga/IbHOI 3a hapMakoHarsaa. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsagy. 3miHa
MicLIe3HaxX0MKEHHS MacTep-chainna
24, AHTUMITP TabneTku, BKPUTI ToBapucTBO Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/3947/01/01
EH- NAiBKOBOK 060/IOHKOHO, 3 BUPOGHMLTBA, AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
340POB'A no obmexeHo KOHTPO/Tb 3asBHMKa (BNacHvKa peecTpauiiHoro nocBig4eHHs) -
100 wmr, no 1 TabneTujy Bignosigasib SIKOCTI, BUNYCK YTOUYHEHHA Ha3BMW Ta agpecu 3asaBHuka (BBefeHHs 3MiH
6nicTepi; no 1 a6o 3 HiCTIO cepii: NPOTAroM 6-TW MICALIB MiCNSA 3aTBEPMAKEHHS); 3MiHM | TNy -
6nicTepy B KAPTOHHIN “®apmaueBT ToBapucTBo 3 AZMiHiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu
Kopobui; no 3 TabneTku nyHa 06MEXEHO MicLs NPOBaMKEHHS AisNbHOCTI BUPOBGHMKa/imnopTepa
y 6nicTepi; no 1 KOMMaHis BiANOBIAA/bHI rOTOBOrO /iKapCbKOro 3acoby, BK/IOUaoUmn AifIbHULL BUNYCKY
6nicTepy B KapTOHHIl "3nopos'a” CTHO cepii abo micue NpoBefeHHSI KOHTPOJIO SKOCTI. (AisNbHICTb, 3a
Kopobui "®PapmaueBTu SIKy BiANOBiAa€e BMPOGHMK/IMNOPTEpP, BK/IOUAKOUM BUMYCK Cepild)
YyHa KoMnaHis - YTOUHEHHS Ha3BW Ta agpecy BUpo6Huka M13, 6e3 3miHun
"3popos'a”, Micus BUpo6HULTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB
YkpaiHa nicnsa 3aTBepMXeHHS); 3MiHN | TUNy - AAMIHICTPATUBHI 3MiHN.
3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus NPOBaMKEHHSA
BCi cTagii [iSNbHOCTI BUpOOHMKa/iMnopTepa roToBOro Nikapcbkoro
BUPOGHMLTBA, 3aco0by, BKIYauun AinbHNUL BUNYCKy cepii abo micue
KOHTPOb NPOBeLEHHS KOHTPOJIO SKOCTI. (fisANbHICTb, 3a Ky BiAnoBigae
AKOCTI: BMPOGHMK/IMNOpTEp, He BK/IOYaloun BUMYCK cepili) -
ToBapucTBo 3 YTOYHEHHS HAa3BU Ta agpecu BUpOo6HUKa 13, 6e3 3MiHM MicLa
obmexeHoro BMPOGHULITBA; 3MiHM | TUNY - 3MiHK 3 AKOCTI. [0TOBWMIA
BiANOBIAA/bHI nikapcbknii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI
CTIO 3aci6. 3miHa po3Mmipy ynakoBKU rOTOBOrO JliKapCbKOro 3acoby
"®APMEKC (BUyYEHHS YNaKkoBKM NEBHOTO PO3MIpY) - BUyYEHHS
reyn-, yNakoBKM NikapcbKoro 3acoby Ans Ao3yBaHHs 50 mr ta 100 mr
YkpaiHa Ne6 (6x1) 3 maTepianiB peecTpauiiiHoro focke, 3 BiANOBIAHUMY
3MiHamMu J0 po3giny “YnakoBka'(BBegeHHS 3MiH NpOTArom 6-tu
MicALiB Mic/1a 3aTBepAKEHHS)
25. AHTUMITP TabneTku, BKPUTI ToBapuncTBO Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/3947/01/02
EH- NAiBKOBOK 060/I0HKOHO, 3 BUPOOHMLTBA, AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
340POB'A no 06MexeHo KOHTPO/b 3asBHMKa (BNacHvKa peecTpauiiHoro nocBigYeHHs) -
50 mr, no 1 Tabnetui y BignoBigasb SIKOCTI, BUNYCK YTOUYHEHHA Ha3BMW Ta agpecu 3asaBHuka (BBeeHHs 3MiH
6nicTepi; no 1 abo 3 HiCTI0 cepii: NPOTAroM 6-TW MICALIB MiCNSA 3aTBEPMAKEHHS); 3MiHM | TNy -
6nicTepy B KApPTOHHIl “®GapmaueBT ToBapucTBO 3 AZMiHIiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo aapecu
Kopobui; no 3 TabneTku nyHa 06MEXEHO MicLs NPOBaMKEHHS AisNbHOCTI BUPOGHMKa/imnopTepa
y 6nicTepi; no 1 KOMMaHis BiANOBIAA/bHI rOTOBOrO /iKapCbKOro 3acoby, BK/IOYaoumn AiflbHULL BUMYCKY
6nicTepy B KapTOHHiIl "3p0pos'a” CTIo cepii abo micue NpoBeAeHHSI KOHTPOJIKO AKOCTI. (4iANbHICTb, 3a
Kopobui "®apmaueBTu sIKy BiANOBigae BMPOGHMK/IMNOPTEpP, BK/IOUAKOUM BUMYCK Cepiif)

YHa KOMMaHis

- YTOYHEHHS Ha3BM Ta agpecu BUpPOo6HuKka /13, 6e3 3miHn
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
"3popos's”, Micus BUpo6HMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB
YkpaiHa nicnsa 3aTBepXeHHs); 3MiHW | TUNy - AAMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHA Ta/abo aapecu MicLsi NPOBaKEHHS
BCi cTagil LiSTbHOCTI BUPO6HMKa/iMnopTepa roToBoro Jlikapcbkoro
BUPOGHMLTBA, 3aco0by, BK/IYaruun AinbHNL BUNYyCcKy cepii abo micue
KOHTPO/b NPOBefeHHS KOHTPOJIO SKOCTI. (fiANbHICTb, 3a Ky BifnoBsigae
AKOCTI: BMPOGHMK/IMNOPTEp, HEe BK/IOYaK4M BUMYCK Cepili) -
ToBapucTBo 3 YTOYHEHHS Ha3BU Ta agpecu BUPo6HuKa 13, 6e3 3MiHM Micusa
obmexeHoro BUMPOGHMLTBA; 3MiHM | TNy - 3MiHK 3 AKOCTi. FoTOoBUIA
BiANOBIAA/bHI nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHNI
cTIo 3aci6. 3miHa po3Mmipy ynakoBKU rOTOBOrO /iKapCbKOro 3acoby
"®APMEKC (BUNYYEHHS YNaKoBKM NEBHOTO PO3MIpY) - BUyYEHHS
reyn-, yMakoBKM NikapcbKoro 3acoby Ans Ao3yBaHHsa 50 mr ta 100 mr
YkpaiHa Ne6 (6x1) 3 maTepianiB peecTpauiiiHoro focke, 3 BiANOBIAHUMY
3MiHamMu Jo po3giny “Ynakoska'(BBeAeHHSA 3MiH NPOTAroM 6-Tu
MicALB Mic/1A 3aTBepAKEHHS)
26. ACKOPBIH TabneTtku 3i cMakom AT Ykpaina AT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 6e3 UA/1528/01/01
KA®-KB nosyHuui no 25 mr no 10 | "KNIBCbKMN "KNIBCbKWI AZMIHICTPATMBHI 3MiHU. 3MiHA Ha3BY NiKaPCLKOro 3acoby. peyenma
TabneTok B eTUKeTLUi n BITAMIHHUA BBefeHHs 3MiH NPOTArom 6-Tu MiCALIB MiC1s 3aTBEPMKEHHS.
BITAMIHHU 3ABOL"
" 3ABOA"
27. ACKOPBIH TabneTku 3i cMakom AT Ykpaina AT Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny - 6e3 UA/1529/01/01
KA®-KB nvMoHa no 25 mr no 10 "KUIBCbKW "KNIBCbKWN AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapCbKoro 3acoby. peuyenma
TabneTok B eTukeTL, % BITAMIHHUIA BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS.
BITAMIHH/ 3ABOL"
" 3ABOA"
28. ACKOPBIH TabneTkn 3i CMakom AT YkpaiHa AT Ykpaina BHECEHHS 3MiH [0 peecTpaujiiiHnX MaTepianis: 3MiHu | Tuny - 6e3 UA/1527/01/01
KA®-KB M'ATK no 25 mr no 10 "KUIBCbKN "KNIBCbKWN AfMiHIiCTpaTMBHI 3MiHN. 3MiHa Ha3BW NikapcbKoro 3acoby. peyenma
TabneTok B eTukeTL, % BITAMIHHMIA BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS.
BITAMIHHW 3ABOA"
" 3ABOA"
29. ACKOPBIH TabneTtkn 3i CMakom AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepianis: 3MiHu | Tuny - 6e3 UA/4571/01/01
KA®-KB anenbcuHa no 25 mr no "KUIBCbKW "KNIBCbKWI AZMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BU NikapcbKoro 3acoby. peyenma
10 TabneToK B eTUKeTL, " BITAMIHHW BBefeHHS 3MiH NPOTAroM 6-Tu MiICALIB NiCNA 3aTBEPAXKEHHS.
BITAMIHH/ 3ABOA"
1 3ABOA"
30. AUL® Tabnetku Wwmnydyi no 600 CaHpo3 CnoBeHis Canotac HimeuuunHa BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis:3miHu | Tuny - 6e3 UA/6568/01/01
NOHIr mr; no 10 TabneTok y dapmacbioTi dapma N'v6X, 3MiHM LWOA0 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peyenma
Ty6i; no 1 Ty6i B Kans3 g.4. HimeyuunHa; BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
KapTOHHIA KOpooLi Xepmec hapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHuX npo
ApuHalimitten cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobu,
b FM6X, BiANOBIAANLHOI 3a 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
HimeuunHa 0ocobu 3 hapMakoHarnsay 3asBHUKa aNsi 34iCHEHHS

hapmakoHarnsagy B YKpaiHi, SKWo BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0c0obu, BiANoBiAaNbHOI 3a 34iCHEHHS
hapmakoHarnagy (Bk/iovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifgnoBigasbHOI 3a
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Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
thapmakoHarnag: MNponoHoBaHa pegakuyis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0co6u
3asBHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa micus
3[jiACHEHHSI OCHOBHOT Aii/IbHOCTI 3 chapmakoHarnagy. 3MiHa
MiCLLe3HaX0MKEHHSI MacTep-hainna
31. ALL® TabneTtky wunyyi no 600 CaHpo3 CnoBeHis Cantotac HimeyunHa BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasis:3miHn | Tuny - 6e3 UA/15591/01/01
NOHr mr no 1 tabnetyjiy dapmacbloTi dapma N'v6X, 3MiHM WoAo 6e3nekn/edyeKTUBHOCTI Ta dpapmakoHarnsgy. peyenma
NTMMOH calue; no 6, 10 a6o 20 Kans3 g.n. HimeuunHa BBefeHHs abo 3MiHM A0 y3ara/lbHeHUX JaHWX NPO cucTeMy
calle y KapTOHHIl (Bunyck cepii); thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnx npo
Kopobui Xepmec cuctemy dhapmakoHarnsgy, 3aMiHa yrnoBHOBaXeHOi 0cobu,
ApuHaiimitTTen BiANOBIAANbLHOI 3a 34iicCHEHHSA (hapMakoHarnsay; KOHTakTHOT
b 'M6X, 0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
HimeuunHa hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BigMiHHA Bif,
(BUPOGHULTBO YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 38 34iINCHEHHS
in bulk, thapmakoHarnsgy (Bkovatoum KOHTaKTHi gaHi) Ta/abo 3MiHn y
nakyBaHHs, pO3MilLEeHHI MacTep-ghaiina cucteMu hapmakoHarnsagy) -
TeCTyBaHHs) 3MiHa YNOBHOBaXXEHOT 0CO6U 3as1BHKKA, BifNoBifabHOI 3a
hapmakoHarnsg. MNponoHoBaHa pegaxuis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaH/X YNOBHOBaXEHOI 0cO6U
3asBHVIKa, BigNoBigasibHOI 3a thapMakoHarnsag. 3miHa Micus
3[ifICHEHHS OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLIe3HaxX0MKEHHS MacTep-chaina
32. BENOFEHT | kpem no 151 a6o 301 B Benyno, Xopsartis Benyno, nikun Xopsartis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/10920/01/01
Ty6i; no 1 Ty6i B nikn Ta Ta KocMeTuKa nogaHHa oHosneHoro ceptudiikaty CEP (R1-CEP 1998-155- peyenmom
KapTOHHI navwi KOCMETUKa, 0.4 Rev 08) Bif yxe 3aTBepAKeHOro BupobHuka ans Adl
o.a. reHTamiuuHy cynbat; 3miHu | Tuny - 3MiHa BUPOGHKKa
BWXiAHOro/MPOMiXXHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOBHMYOMY npoueci Adl, abo 3miHa
BMPOGHMKa (BK/IKOYAKOUM, e HEOOXiAHO, MicLe NPOBeAEHHS
KOHTponto sikocTi) APl - noaasaHHA AinbHuLi - BioCentrum Sp.
2.0.0., MNonbLa, Ae NPoBOAUTLCA KOHTPO/Ib AKOCTI APl Ha
ricTamin
33. BENNOFEHT | masbno 15ra6o 30ry Benyno, Xopearis Benyno, nikun Xopgaris BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasiB:3miHn | Tuny - 3a UA/10920/02/01
Ty6i; no 1 Ty6i B nikn Ta Ta KocMeTuKa nofaHHsa oHosrieHoro ceptudpikaty CEP (R1-CEP 1998-155- peuyenmom
KapTOHHIA navui KOCMeTHKa, a.o. Rev 08) Bif y)xe 3aTBepKeHoro BupobHuka ans Adl
o.a. reHTamiumHy cynbat; 3mMiHu | Tuny - 3MiHa BUPOGHMKa
BVXiZIHOrO/NPOMIXHOr0 NPOAYKTYy/peareHTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoueci APl abo 3miHa
BMPOGHMKa (BK/IOYAKOYM, Ae HEOOXiAHO, MiCLe NPOBEAEHHS
KOHTPO/IH0 SIKOCTi) AD| - BBE,E€HHSA HOBOI AiNbHULI, fe
3[iicCHI0ETbCA MikpOHi3aLis A®| reHTamilyHy cynbdoar -
®APMIKPOH CEPBIC 'MBX(PHARMYCRON SERVICE
GMBH), HimeuuunHa; goaasaHHs AinbHuLi - BioCentrum Sp.
2.0.0., MNonblua, Ae NPoBOANTLCA KOHTPOSb AKOCTI A®I Ha
rictamid
34. BETA®EPO | nopowiok Baiiep Al HimeuuunHa Baiiep AT, HimeyuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/15287/01/01
H® niodpinisoBaHunii ans HimeyunHa 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay. peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
NPUroTyBaHHS PO3YNHY (BTOPUHHA BeegeHHs1 abo 3MiHM [0 y3arasibHeHNX JaHnX Npo cucTemy
Ans iH'ekuiin no 0,3 mr ynakoBka, dhapmakoHarnsgy (BBefeHHS y3arasibHEHNX AaHWX Npo
(9,6 mnH MO) 1 donakoH [03BiN Ha cuctemy chapmakoHarnsgy, 3MiHa yrnoBHOBaXeHoi ocobu,
3 MOPOLUKOM Y KOMM/IEKTI BWMYCK cepil); BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnsay; KOHTakTHOT
3 po3unHHKKoMm (0,54 % BepiHrep 0ocobu 3 hapMakoHarnsay 3asBHUKa ANst 34iCHEHHS
PO34MH HaTPItO X10pray) IHrenbxaiim hapmakoHarnsgy B YKpaiHi, SKWo BOHa BifgMiHHA Bif,
no 1,2 mny nonepeaHbo dapma 'v6X i YMOBHOB&XeHOT 0cobu, BiANoBiAaNbHOI 3a 34iICHEHHS
3arnoBHEeHX Wnpuuax Ta Ko. KT, hapmakoHarnsgy (BKouatoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
Hacafkoto (agantepom) HimeuunHa po3MiLLeHHI MacTep-haiina cuctemu chapmakoHarnsgy) -
3 FOJIKOI0, 2 CMMPTOBUMMN (HeposdhacoBa 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHMKa, BigNoBigabHOT 3a
cepBeTkamy B ynakoBLii HWI1 NPOAYKT, thapmakoHarnag. NponoHoBaHa peakuis: Justin Daniels.
3 KapToHy; no 15 nepBuHHa 3MiHa KOHTaKTHUX AaHunX YNOBHOBAXEHOI 0COOU 3asBHMKA,
YMakoBOK B KAPTOHHIi yrnakoBka) BiANOBIAa/IbHOI 3a hapMakoHariag. 3MiHa Micus 34iCHEHHS
KopooLi OCHOBHOI AisNbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MicLie3HaxopKeHHsi MacTep-aiina
35. BICENTON TabneTkn no AT "Apaveq Monbuwa Mab'AHiLbKniA Monbwa BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHu | Tuny - 3a UA/3027/01/01
® 100 mr/20 mr; no 20 dapma” hapmaLeBTny 3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat peuenmom
TabneTok y 6nictepi; no HWi1 3aBOf, BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.
1 6nicTepy B KAPTOHHIi Monbcha A.T. MogaHHA HOBOro abo OHOBMIEHOrO cepTudiikaTa BigNOBIAHOCTI

Kopo6ui, no 1000
TabneTok y MetTasieBOMy
KOHTeliHepi

abo BUyYeHHs cepTudikaTa BiANOBIAHOCTI EBPONECHKIlt
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI API; 4151 LONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €BPONENCHKIN
hapmakonei) - OHoOBMeHUIA cepTudikat Bif yxe
3aTBEPXEHOr0 BUPOGHUKA - NOAAaHHS OHOBIEHOTO
cepTucpikaTy BignosigHoCTI €BponelicbKoi hapmakonei Ne R1-
CEP 1999-194-Rev 02 Big 3aTBEpAXEHOr0 BUpPO6HUMKa AdDI
Tpumetonpum INVENTAA CHEMICALS LTD, INDIA
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHY | Tuny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbkWii 3aci6.-
BWIYYEHHS 3i cneuundikauii Ta MeToAiB koHTposto 13
nokasHukiB «laeHTudikauis. MeTunnaparigpokcubeHsoary,
MponinnaparigpokcubeHsoaTy» Ta «KinbkicHe BU3HAYEHHS.
MeTunrigpokcubeHsoarty, NponinnaparigpokcmbeH3oaTy» .
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHuM Il TMny - 3MiHW 3 AKOCTIi. FOTOBUIA Nikapcbkuii 3aci6.
Onuc Ta ckiag,. 3miHa y cknagi (4ONOMiIXHUX peqyoBMHaXx)
rOTOBOrO /1iKapCbKOro 3acoby (iHLi OMOMKHI Pe4yoBUHM) -
AKiCHI 260 KifTbKiCHI 3MiHW 040 OAHIET ab0 AEKITbKOX
[OMOMIXKHUX PEYOBWH, SKi MOXYTb 3HAYHO BN/IMHYTW Ha
6e3neky, AKicTb ab0 ehekTUBHICTb FOTOBOrO NiKapCbKoro
3acoby - 3miHa y ckiagi 13, a came: BUyYEHHS AOMOMIKHUX
peyoBMH MeTUINaparigpokcnbeHsoary,
nponinnaparigpokcmbeH3oaty Ta NPonisieHr/1ikoN. BeeaeHHs
3MiH MPOTAroM 6-TW MicALiB NicNs 3aTBEPAKEHHS; 3MiHN
BHeceHi y po3in "Cknag" (BUny4eHHs AONOMDKHUX PEYOBUH) B
IHCTPYKLi10 418 MeAMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby
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36.

Ta fK HacnigokK - y po3gin "OcobnmBocTi 3acTocyBaHHS"
BBefeHHs1 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS

37.

BICENTON
®

Tabnetkv no 400 mr/80
mr; no 20 TabneTok y
6nictepi; no 1 6nictepy
B KapTOHHIi Kopo6Li, no
14 TabneTok B 6ricTepi,
no 1 6nictepy B
KapTOHHI Kopo6Li, no
1000 Tabnetok y
MeTaneBoMy KOHTelHepi

AT "Apawvep
Papma”

Monblwa

Mab'aHiubkuii
thapmaveBTUY
HKi 3aBOf,
Monbpa A.T.

Monbwa

BHECEHHS 3MiH 0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BiANOBIgHOCTI EBponelickkili hapmakonei/MoHorpadii.
MopgaHHA HoBOro abo oHoBNEHOro cepTudiikaTa BigNOBIAHOCTI
abo BunyyeHHs cepTtudpikaTta BiANOBIAHOCTI EBPONEChKIl
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BVKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 LONOMIKHOT
peyoBUHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIl
hapmakonei) - OHoBreHUiA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAaHHS OHOB/IEHOTO
cepTudpikaTy BignoBigHocTi EBponelicbkoi hapmakonei Ne R1-
CEP 1999-194-Rev 02 Big, 3aTBEpAXEHOr0 BUPO6HMKA ADI
TpumeTonpum INVENTAA CHEMICALS LTD, INDIA
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.-
BWyYEHHS 3i cneyudikauii Ta MeToaiB KoHTposo M3
NnoKasHWKiB «laeHTudikauis. MetTunnaparigpokcméeHsoary,
MponinnaparigpokcnéeHsoaTy» Ta «KiflbkicHe BU3HAYEHHS.
MeTtunrigpokcnbensoaty, MponinnaparigpokcubeHsoaTy .
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS;
3MiHuM Il TMny - 3MiHW 3 AKOCTIi. FOTOBUIA NiKapcbkuii 3acio.
Onuc Ta cknag. 3miHa y cknagi (A0NOMiKHUX pevOBMHAX)
roTOBOrO NiKapcbKoro 3acoby (iHLLi AONOMIXHI PeYOBUHM) -
FAKicHi ab0 KifIbKiCHI 3MiHW LLOA0 OAHIET ab0 AeKiNbKOX
[OMOMKHUX PEYOBWH, AKi MOXYTb 3HAYHO BM/IMHYTW Ha
6es3neky, AkicTb ab0 eheKTUBHICTb FOTOBOIO NiKapCbKoro
3acoby - 3miHa y cknagi 13, a came: BUIYYEHHS 4OMOMiIXKHUX
peyoBMH MeTUINaparigpokcnbeHsoary,
nponinnaparigpokcmbeH3oaty Ta NponisieHr1ikoN. BeeaeHHs
3MiH NPOTArom 6-Tn MiCALIB NiCNs 3aTBEPMKEHHS; 3MiHN
BHeceHi y po3gin "Cknag" (BUny4YeHHs JOMOMDKHUX PEYOBMH) B
IHCTPYKLi0 4N MeQUYHOro 3acToCyBaHHS NiKapcbKoro 3acoby
Ta K HacniaokK - y po3gin "OcobmMBOCTi 3aCTOCYBaHHS"
BBefeHHs 3MiH NPOTAroM 6-TW MicsLIB Nic/a 3aTBEPAKEHHS

3a
peyerimom

UA/3027/01/02

BICENTON
®

Tabnetkn no 100 mr/20
mr; in bulk: no 5 kr
Tabnetok y
nonieTuieHoBoMy
MiLLIKY, BMiLLLlEeHOMY Y
noslieTUNeHoBUIA
KOHTeliHep

AT "Apavep,
dapma”

MonbLa

Ma6'sHiLbKuii
hapmaueBTny
HWIA 3aBOf,
Monbpa A.T.

MonbLy,

BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny -
3MmiHu 3 sKocTi. CepTudpikaT BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI E€Bponeiickkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa BifnoBIgHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI EBPONECHKI
thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMKHOI0 NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKil
hapmakonei) - OHOBEHWIA cepTudikart Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO

UA/3028/01/01




69

n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

cepTudpikaTy BignoBigHOCTI €Bponelicbkoi hapmakonei Ne R1-
CEP 1999-194-Rev 02 Big, 3aTBepmakeHoro BupobHuka Adl
TpumeTonpum INVENTAA CHEMICALS LTD, INDIA
BBefeHHs 3MiH NPoTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHY | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkMii 3aci6.-
BUNYYEHHS 3i cneyudikauii Ta MeToAis KoHTponto M3
nokasHUKiB «laeHTudikauis. MeTunnaparigpokcubeHsoary,
MponinnaparigpokcnbeHsoaTy» Ta «KinbkicHe BU3HAYEHHS.
MeTunrigpokcnbeHsoarty, NponinnaparigpokcmbeH3oaTy» .
BBefeHHs 3MiH NPoTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHu Il TMny - 3MiHW 3 AKOCTIi. FOTOBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (A0NOMKHUX pevOBUHAX)
rOTOBOrO J1ikapCbkoro 3acoby (iHLi JOMOMDKHI pe4yoBUHM) -
SAKiCHI ab0 KifIbKICHI 3MiHW LWoA0 OAHIET ab0 AEKiNTbKOX
[OMOMiXXKHUX PEYOBWH, SKi MOXYTb 3HAYHO BN/IMHYTW Ha
6e3neky, AKiCTb ab0 e(PeKTVBHICTb FOTOBOTO /iKApPCbKOro
3acoby - 3miHa y cknagi 13, a came: BUNYYEHHS JONOMiIXHUX
peyoBUH MeTuAnaparigpokcnbeHsoaty,
nponinnaparigpokcmbeHsoary Ta nponineHriikonto BeegeHHs
3MiH NPOTArom 6-Tu MiCALIB Nicna 3aTBepKeHHs; BBeeHHs
3MiH NPOTAroM 6-TW MicsLiB Nicns 3aTBepAKeHHS

38.

BICENTON
®

Tabnetkn no 400 mr/80
mr; in bulk: no 5 kr
Tabnetok y
nonieTuieHoBoMy
MiLLKY, BMiLLLEHOMY Y
noslieTUIEHOBUN
KOHTeliHep

AT "Apaves
Papma”

Monba

Mab'AHiLbKINiA
hapmaueBTny
HWIA 3aBOf,
Monbcha A.T.

Monbwa

BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasiB: 3MiHu | Tuny -
3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/lI E-cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBMEHOrO cepTudiikaTa BiANOBIAHOCTI
abo BUyYeHHs cepTudikaTa BiANOBIAHOCTI EBPONECHKIl
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIN
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTucpikaTy BignosigHoOCTI €BponelicbKoi thapmakonei Ne R1-
CEP 1999-194-Rev 02 Big, 3aTBEpAXEHOr0 BUpPo6HUMKa AdDI
Tpumetonpum INVENTAA CHEMICALS LTD, INDIA
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHY | Tuny - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbkWii 3aci6.-
BWIYYEHHS 3i cneuundikauii Ta MeToAiB koHTposto 13
nokasHukiB «laeHTudikauis. MeTunnaparigpokcnbeHsoary,
MponinnaparigpokcubeHsoaTy» Ta «KinbkicHe BU3HAYEHHS.
MeTunrigpokcubeHsoarty, NponinnaparigpokcmbeH3oaty» .
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHu Il TMny - 3MiHW 3 AKOCTIi. FOTOBUIA Nikapcbkuii 3aci6.
Onuc Ta ckiag,. 3miHa y cknagi (4ONOMiIXHUX peqyoBMHaXx)
rOTOBOrO /1iKapCbKoro 3acoby (iHLi OMOMKHI pe4yoBUHM) -
AKiCHI 260 KifTbKiCHI 3MiHW 040 OAHIET ab0 AEKITbKOX
[OMOMIXKHUX PEYOBVH, SKi MOXYTb 3HAYHO BN/IMHYTW Ha
6e3neky, AKicTb ab0 edheKTUBHICTb FOTOBOIO NiKapCbKOro

UA/3028/01/02
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3acoby - 3miHa y ckiagi 13, a came: BUyYEHHS AOMOMIKHUX
peyoBMH MeTUINaparigpokcnbeHsoary,
nponinnaparigpokcnbeHsoary Ta NponisieHrikoNo BeegeHHs
3MiH NPOTAroM 6-TW MiCALiB Nicns 3aTBepKeHHs; BBeAeHHS
3MiH NPOTArom 6-Tu MiCALIB NicAa 3aTBepPIKEHHS

39.

BICOMPON
on
AYPOBIHA
(0]

TabneTkn, BKPUTI
NNiBKOBOK 060/1I0HKOI0
no

2,5 vr; no 14 TabneTok y
6nicTepi; no 2 6rictepu
B KapTOHHI KopobLi

AypobiHao
®apma /114

IHgis

Aypo6iHgo
Papma
Nimitep - FOHIT
I, IHgis

Aypob6iHa0
®apma /14,
dopmynenwH
HOHIT XV, IHais

IHais

BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny -
3MiHM 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3amiHa abo BBeAeHHA A0AATKOBOI AiNbHULL
BMPOBGHULTBA AN151 YACTUHU abo BCbOro BUPOGHMYOro npoLecy
rOTOBOrO JliKapCcbKoro 3acoby (AiNbHULSA, Ha SKili NPOBOASATLCSA
6yAb-sKi BAPOGHMUI CTagii, 3a BUHATKOM BUMYCKY CEpii,
KOHTPOJO SIKOCTi, NEPBNHHOTO Ta BTOPUHHOTO NakyBaHHS, AN15
HecTepwWIbHUX Jlikapcbkux 3aco6iB) BBefeHHS 3MiH MPOTSArom
6-Tu MicAUIB NicNsA 3aTBEPKEHHS.

CynyTHSA 3MiHa - 3MiHM 3 AKOCTIi. FOTOBWIA NiKapCbkuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3amiHa abo BBeAEeHHS 40AATKOBOI
OiNbHUL BUPOBHMLTBA A/191 YaCTUHN a60 BCbOro BUPOGHUYOTO
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHuuA ans
BTOPUHHOTIO NakyBaHHs) - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
[04AaTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHNYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(ainbHWUA AN NEPBUHHOTO NakyBaHHA) BBEAEHHA 40AaTKOBOI
AinbHWU BUpobHMLTBa AypobiHao ®apma J1ta, PopmyneiwH

HOHIT XV, IHAis.
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPO/IO
AKOCTi rOTOBOr0 NikapCcbKoro 3acoby (3amiHa abo foAaBaHHS
BMPOOHUKa, LLLO BiANOBIJAE 3a BBE3EHHS Ta/abo BUMycK cepii) -
Bkntoyaroun KOHTPO/b/BUNPOBYBaHHSA cepii - foAaBaHHSA
BMPO6HUKa - Aypo6iHao ®apma /1Ta, dopmyneiiwH FOHIT XV,
IHAis. BBEAEHHS 3MiH NpOTAroM 6-Tn MicsALIB nicns
3aTBEPMKEHHS. 3MiHKM | TNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHUKa/iMnopTepa roToBOro /likapcbkoro 3acooy,
BK/IOYAI0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKUM BUMYCK CEPIll) YTOUHEHHS
afpecy Micusi NPOBaKEHHS AisiNIbHOCTi BUPOGHMKA
(Aypob6iHao ®apma flimiTeq - FOHIT Ill) roToBOro nikapcbkoro
3acoby. NpMBeAeHHs Y BIAMNOBIAHICTb 40 BUCHOBKY LLOA0
niATBEPKEHHS BiANOBIAHOCTI BUPOOGHMLTBA NiKAPChKNX
3aco6iB Bumoram HBIM, BuaaHoro [epxnikcnyxo60t YkpaiHu.
BBefeHHs 3MiH NPOTAroM 6-TW MicALIB NiC/1A 3aTBEPAKEHHS

3a
peyerimom

UA/16250/01/01

40.

BICOMPON
on
AYPOBIHA
o

TabneTkn, BKPUTI
NNiBKOBOK 060/TI0HKOI0
no 5 mr; no 14 tabneTtok
y 6aicTepi; no 2

Aypo6iHao
®apma /114

IHgis

Aypo6iHao
Papma
Nimitep - FOHIT
I, IHgjs

IHais

BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu | Tuny -
3MiHu 3 siKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHU y
BUPOGHMUTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI AiNbHULL
BMPOGHULTBA 4715 YACTMHU abo BCbOro BUPOGHMYOro npolecy

3a
peyerimom

UA/16250/01/02
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0 3acoby

6nicTepy B KAPTOHHIN
KopooLi

Aypob6iHa0
®apma /14,
dopmynenwH
HOHIT XV, IHAis

rOTOBOrO JliKapCbKoro 3acoby (AiNbHULSA, Ha SKili NPOBOASATHLCS

6yAb-AKi BAPOGHMUI CTagii, 3a BUHATKOM BUMYCKY CEpii,
KOHTPOJIO SKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A1
HecTepWIbHUX Jlikapcbkux 3aco6iB) BBefeHHs 3MiH MPOTSArom
6-Tn MicAUIB NicNsA 3aTBEPKEHHS.

CynyTHA 3MiHa - 3MiHU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
3MiHM y BUPOGHMLTBI. 3amiHa abo BBeAEeHHS 40AATKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTVHN abo BCbOro BUPOBGHUYOro
npoLecy rotToBoro Nikapcbkoro 3acoby (AinbHuUA ans
BTOPUHHOIO NakyBaHHs) - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOBGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(ainbHWUA AN NEPBUHHONO NakyBaHHA) BBeAEHHA 40AaTKOBOI
AOinbHWL BUpo6HULTBA AypobiHao ®apma J1Ta, PopmMyneiiH

KOHIT XV, IHAis.
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPOIO
AKOCTi rOTOBOr0 NikapCbKOro 3acoby (3amiHa abo foAaBaHHS
BMPOGHUKa, LLIO BiANOBiAaE 3a BBE3EHHS Ta/abo BUMyck cepil) -
Bkntoyaroun KOHTPOb/BUNPOBYBaHHSA cepii - foAaBaHHSA
BMPO6HUKa - AypobiHao ®apma /1Ta, dopmyneiiwH FOHIT XV,
IHAis. BBEAEHHS 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPMKEHHSA. 3MiHKM | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IOYAI0UM AiNbHUL BUMYCKY cepii abo micle npoBefeHHs
KOHTPOJIO SIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
BMPOGHUK/iIMNOPTEP, BK/IOYAKUM BUMYCK CEPIll) YTOUYHEHHS
azpecy Micus NPoBaKEHHS AisiNIbHOCTI BUPOGHMKA
(Aypob6iHao ®apma flimiteq - FOHIT Ill) roToBOro nikapcbkoro
3aco0by. npMBeAeHHs Y BIAMNOBIAHICTb 40 BUCHOBKY LLOA0
niATBEPKEHHSA BiANOBIAHOCTI BUPOOGHULTBA NiKAPCHKNX
3aco6is Bumoram HBIM, BuaaHoro [epxnikcnyx60to YkpaiHu.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS

UA/16250/01/03

41.

BICOMPON
on
AYPOBIHA
(0]

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOI0
no 10 mr; no 14
TabneTok y 6nictepi; no
2 6nicTepu B KAPTOHHIi
Kopobui

AypobiHao
®apma /114

IHgis

Aypo6iHao

Papma
Nimitep - FOHIT
I, IHgis

Aypob6iHa0
®apma /14,
dopmynenwH
HOHIT XV, IHAis

IHais

BHECEHHS 3MiH 0 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3amiHa abo BBeAEeHHA 40AATKOBOI AiNbHULL
BMPOBGHULTBA 47151 YACTUHU abo BCbOro BUPOGHMYOro npoLecy
rOTOBOrO JliKapCbKoro 3acoby (AiNbHULSA, Ha SKili NPOBOASATLCSA
6yAb-sKi BAPOGHMUI CTagii, 3a BUHATKOM BUMYCKY CEpii,
KOHTPOJH0 SIKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A1
HecTepwWIbHUX Jlikapcbkux 3aco6iB) BBefeHHS 3MiH MPOTSArom
6-Tn MicAUIB NicNsA 3aTBEPKEHHS.

CynyTHSA 3MiHa - 3MiHM 3 AKOCTIi. [OTOBWIA NiKapcbkuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI
OiNbHUL BUPOBHULTBA A/191 YaCTUHM a60 BCbOro BUPOBHUYOrO

npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHuua ans

3a
peyerimom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
BTOPUHHOIO NakyBaHHs) - 3MiHW 3 AKOCTI. [OTOBWIA NikapcbKuii
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOBGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AinbHWUA AN NEPBUHHONO NakyBaHHA) BBeAEHHA 40AaTKOBOI
OinbHWL BUpo6HULTBA AypobiHao ®apma J1Ta, PopmMyneiH
KOHIT XV, IHAis.
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPO/IO
AKOCTi rOTOBOr0 NikapCbKOro 3acoby (3amiHa abo foAaBaHHS
BMPOGHUKA, LU0 BiANOBiAaE 3a BBE3EHHS Ta/abo BuMyck cepil) -
Bkntoyaroun KOHTPOb/BUNPOBYBaHHSA cepil - foAaBaHHSA
BMPO6HUKa - Aypo6iHao ®apma /114, dopmyneiiwH FOHIT XV,
IHAis. BBeAEHHS 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPMKEHHSA. 3MiHKM | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MiCLsA NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IOYAI0UM AiNbHUL BUMYCKY cepii abo micle npoBefeHHs
KOHTPOJIO SIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
BMPOGHUK/iIMNOPTEP, BK/IOYAKUM BUMYCK CEPIll) YTOUYHEHHS
azpecy Micus NPoBaKEHHS AisiNIbHOCTI BUPOGHMKA
(Aypob6iHao ®apma flimiteq - FOHIT Ill) roToBOro nikapcbkoro
3aco0by. npMBeAeHHs Y BIAMNOBIAHICTb 40 BUCHOBKY LLOA0
niATBEPKEHHSA BiANOBIAHOCTI BUPOOGHULTBA NiKAPCHKNX
3aco6is Bumoram HBIM, BuaaHoro [epxnikcnyx60to YkpaiHu.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS
42, BNoripP-3 po3unH opasibHuiA, 0,5 Benyno, Xopsartis BMPOGHMK Ipeuis/ BHECEHHS 3MiH 0 peecTpavliiniHux MaTepiasnis: 3MiHu | Tuny - 6e3 UA/15359/02/01
mr/mn no 60 mn aéo 120 nikn Ta roToBOro XopBartis 3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN y peyenma
My dprakoHi; no 1 KOCMEeTUKa, nikapcbKoro BUPOGHMUTBI. 3amiHa abo BBeAeHHA A0AATKOBOI AiNbHULL
onakoHy pasom 3 o.a. 3acoby, BMPOBGHULTBA A/151 YACTUHU abo BCbOro BUPOGHMYOro npoLecy
MipHOIO NTOXEUKOH (Ha nepBUHHE, rOTOBOrO JliKapCbKOro 3acoby (ZiNbHULSA 4719 BTOPUHHOIO
2,5 Mn ab6o 5 mn) B BTOPWHHE nakyBaHHs) - BBEA,eHHS A0AAaTKOBOT AiNbHULL BUPOBGHULITBA
KapTOHHIM nauui nakyBaHHs: 0151 BTOPUHHOIO NakyBaHHS rOTOBOrO NikapCbKoro 3acooy -
OAMAP Benyno, nikn Ta KocmeTuka 4.4., Byn. faxiua 5, 48000
A.B.E., 'peuia KonpusHuus, XopBsaTis
BignoBigabHM
1 32 BTOPUHHE
nakyBaHHs,
BUMYCK Cepii:
Benyno, niku
Ta KocMeTuKa,
A.4., XopsarTisi
43. BPUHEKC Kpanni O4Hi, cycneHsis, CEHTICC IHAiA CeHricc IHAis BHECEHHS 3MiH A0 peecTpaviiiHux MmaTepianis:3Minu |l Tuny - 3a UA/17178/01/01
1 %, no 5 mn a6o no 10 PAPMA dapma lMBT. 3MiHa napameTpiB creumdikaliii Ta/abo fomyCTUMUX MeX peyenmom
My pnakoHi 3 MpaiiBeT nra. roTOBOro NikapcbKoro 3acoby - 3miHa A0 cneundikaii Ha
NPOo6KOK-KpaneabHUL e Niviteq MOMEHT BUMYCKY, & caMe: 3BYXXEHHS AOMYCTUMUX MeX 3a
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
Ta KpuLwKoto; Ne 1y NoKa3HUKOM «B’s3kicTb». BBEAEHHS 3MiH 3 HACTYMHOIO
KopooLi BMPOBHUYOTO LMKY/HACTYNHOro BUNYCKy. BBeaeHHSA 3MiH
npoTArom 6 micsiB nicns 3aTBepkeHHs; 3MiHn | Tuny - 3MiHa
y MeTofax BunpobyBaHHA rOTOBOrO /likapCbKOro 3acoby -
3MiHM 4O METOZIB KOHTPOJII0 FOTOBOrO NiKapCbKoro 3acoby, a
came: BBEAiEHHSA [j0 METOAMKN NMPOBEAEHHSA aHasi3y po3ynHYy
nnaye6o 3 METOI HiBE/IIOBAHHS Or0 BM/IMBY Ha PO3paxyHoK
[OOMILLOK 3@ NOKa3HNKOM «10. CynyTHi JOMILLIKN (MeTOZ,
BEPX). B) Bunpo6yBaHHsi — 2». KpuTepii NpUiHATHOCTI He
3MiHnncs
44, BPUPO3A Kpanni o4Hi, po3unH no 2 | AT "Agamep, Monbwa BUPOBHMLTBO HimeuunHa/ | BHeCeHHs 3MiH 0 peecTpaLliliHix MaTepianis: 3MiHa 3asiBHUKa 3a UA/17427/01/01
Mr/mMA no 5 M po3ynHy Papma” "in bulk Nutsa/ (BnacHvka peecTpauiiHoro noceig4yeHHs) (3rigHo Hakasy MO3 peyenmom
y d1akoHi 3 solution", MonbLa Bif 23.07.2015 Ne 460)
nonieTnneHy HU3bKoT nakyBaHHs Ta
LLi/TBHOCTI 3 KOHTPOb
KpanesnbHuLeto Ta 6inoto cepii:
KPYILLIEYKOHO dapma
nonieTuaeHy BUCOKOI LWTynbH Mm6X,
WwinbHocTi; no 1 a6o 3 HimeuunHa
NakoHU - KpanesibHULL
B KaQpPTOHHI kopooLyi BVMPOGHMLTBO
"in bulk
solution”,
nakyBaHHs Ta
KOHTPO/b
cepit:
OAB
CaHTOoHiKa,
NutBa
BMPOGHMK
BignoBigaibHU
11 3a BMNyCK
cepii:
TOB
"Apaves’,
MonbLa
45. BPOHXO- Kancynu TBepai no 7 mr CaHpo3 CnoBeHis Nek CnoseHis/ BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis:3miHn | Tuny - 6e3 UA/14314/01/01
MYHAN® no 10 kancyn y 6nictepi; | ®apmacbtoTi PapmaueBTNY LLiBeiiuapis 3MiHM Woao 6e3nekn/edieKTUBHOCTI Ta dpapmakoHarnsgy. peyenma
no 1 a6o 3 6nictepu B Kan3 g.4. Ha KoMnaHis A. BBegeHHs abo 3MiHM A0 y3arasibHEHUX AaHWX NPO cUcTeMy
KapTOHHI/ KopoobLi 4., CnoseHis thapmakoHarnagy (BBeAeHHS y3arasibHeHUX AaHnx npo
(nepBuHHE Ta cuctemy hapmakoHarniagy, 3miHa ynoBHOBaXKEHOT 0cobu,
BTOPVHHE BiiNOBIAANbHOI 3@ 3AjiCHEHHS hapmakoHarnaay; KOHTaKTHOI
nakyBaHHs, 0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHSA
KOHTPO/b chapmMakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
cepii, BUNycK YNOBHOBaXKEHOT 0CO6M, BiANOBIAaNbHOI 32 34iCHEHHS
cepii); OM hapmakoHarnsgy (Bka4aym KOHTaKTHI AaHi) Ta/abo 3MiHn y
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

dapma CA,
LLiBefiuapis
(B1pPOGHMLTBO
in bulk,
KOHTpO/b
cepii)

pO3MilLEeHHI MacTep-ghaiina cucteMu dpapmakoHarnsagy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3asBHWKA, BifNoBigabHOI 3a
hapmakoHarnsg. NponoHoBaHa pegakuis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBiAa/IbHOT 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0COOY 3asBHMKA,
BIANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsgy B YkpaiHi.
MponoHoBaHa pepakuisa: Opnos B’ayecnas BiktoposBuy. 3mMiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI 0CO6U
3aABHVKa, BiANOBIAaNbHOI 3a 34iICHEHHS dhapmakoHarnisgy B
YkpaiHi. 3MiHa MicLA 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxoMKeHHA MacTep-aiina
cucteMmn hapmakoHarisgy

46.

BYCMIPOH
CAH03 ®

Tabnetk no 5 mr no 10
TabneTok y 6nictepi; no
2 6nicTepu B KAPTOHHIi
Kopobui; no 20 TabneTok
y 6nicTepi; no 1
6nicTepy B KapTOHHIl
Kopobui

CaHpo3
dapmacbioTi
Kans3 4.4.

CnoBseHis

Castotac
dapma M'm6X

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeeHHS y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAANLHOI 3a 34iliCHEHHA (hapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHUKa ANst 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa BigMiHHA Bif,
YMOBHOB&aXeHOT 0cobu, BiANoBiAaNbHOI 3a 34iCHEHHS
hapmMakoHarnagy (Bk/iovatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIKA, BigNoBigabHOT 3a
thapmakoHarnsag. MNponoHoBaHa pegaxuis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOI 0CO6U
3a8BHMKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT 0CO6U 3asBHYIKA,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsagy B YKpaiHi.
MponoHoBaHa pepakuis: Opros B'auecnas BiktopoBuy. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0CO6U
3asBHVIKa, BiANOBIAaNbHOI 3a 34jiICHEHHS dhapmakoHariagy B
YkpaiHi. 3MiHa MicuA 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxomKeHHs1 MacTep-haiina
cucTemu chapmakoHarnsgy Ta lioro Homepy

3a
peyenmom

UA/9598/01/01

47.

BYCNIPOH
CAHAO3 ®

Tabnetku no 10 mr no 10
Tabnetok y 6nictepi; no
2 6nictepy B KAPTOHHIi
Kopoobui

CaHpo3
dapmacbloTi
Kans3 g.4.

CnoBseHis

CantwoTtac
dapma M'mM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
dhapmakoHarnsgy (BBefeHHs y3araslbHEHNX AaHnX Npo
cuctemy dhapMakoHarnagy, 3miHa ynoBHoBakeHoT ocobu,
BiANOBIAANbHOI 3a 34ilicCHEHHSA thapmakoHarns4y; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asaBHVKa 415 34INCHEHHSA
hapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bk/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-ghaiiia cucteMu dpapmakoHarnsgy) -

3a
peyenmom

UA/9598/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKa, BigNoBigabHOT 3a
hapmakoHarnsag. MNponoHoBaHa pepaxuis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX [aHnX YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOM 3asiBHMKA,
BiNOBIAANLHOI 3a 3AjiCHeHHs hapmakoHarnagy B YKpaiHi.
MponoHoBaHa pepakuis: Opnos B'auecnas Biktoposuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0CO6U
3as1BHUKA, BiANoOBifa/IbHOI 3a 3AiicCHEHHA hapMakoHarnagy B
YkpaiHi. 3MiHa MicuA 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxomKeHHs1 MacTep-haiina
cucteMu hapmakoHarnsgy Ta oro Homepy
48. BAJICAP- TabneTku, BKpUTI Aypo6iHao IHAjs Aypo6iHao IHAis BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasis: 3MiHu | Tuny - 3a UA/16657/01/01
AM NNiBKOBOK 060/I0HKOHO, dapwma /114 dapma AfMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
no 5 mr/160 mr no 10 Nimitea- FOHIT MiCLi NMPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
TabneTok y 6nictepi; no Vil rOTOBOrO JiKapCbKOro 3acoby, BK/IKYaloumn AiflbHULL BUMYCKY
3 6nicTepU B KAPTOHHIl cepii abo MicLe NpoBeAEHHS KOHTPOJIO AKOCTI. (4iANbHICTb, 3a
nauuj AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAKOYM BUMYCK Cepiii)
- YTOUYHEHHS1 agpecy BMpobHuka 13, 6e3 3MiHn MicuA
BUPOGHULTBA. BBEAEHHS 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.
49. BAJICAP- TabneTku, BKpUTI Aypob6iHao IHais Aypo6iHao IHais BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny - 3a UA/16657/01/02
AM NAiBKOBOK 060/IOHKOHO, dapwma /114 dapma AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
no 10 mr/160 mr no 10 Nimitea- FOHIT MiCLil NMPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
TabneTok y 6nictepi; no \i roTOBOrO JiKapCbKOro 3acoby, BK/IKYaoumn AiflbHULL BUMYCKY
3 6nicTepy B KAPTOHHIl cepii abo micLe NpoBeAEHHS KOHTPOJIO SKOCTI. (HiSNbHICTb, 3a
nauuj AKy BiANOBiAae BMPOGHMK/IMNOPTEpP, BK/OYAYM BUMYCK Cepiii)
- YTOUYHEHHS1 agpecy BMpobHuka 13, 6e3 3MiHN MicuA
BUPO6GHULUTBA. BBEAEHHS 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBEPIKEHHS.
50. BAJICAP-H | Tabnetku, BKpUTI AypobiHao IHais Aypo6iHao IHais BHECEHHS 3MiH 0 peecTpaviiiHux MaTepiasiB: 3MiHu | Tuny - 3a UA/14977/01/01
NNiBKOBOK 060/IOHKOHO, ®apma /114, Papma AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peyenmom
160 mr/25 mr no 7 Nimiteq - FOHIT MicLsi MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa
TabneTtok y 6nictepi; no Vil roTOBOrO JiKapCbKOro 3acoby, BK/IUYaoumn AiflbHULL BUMYCKY
4 6nicTepu B KapTOHHIi cepii abo micLe NpoBefeHHs KOHTPOIO AKOCTI. (fiANbHICTb, 3a
Kopobu,i SIKY BignoBigae BMpo6HUK/iMNopTep, BK/IOYaOUM BUMYCK Cepiif)
- YTOYHEHHS Ha3BU Ta agpecy BUpPo6HuKa 13, 6e3 3MiHK
Micusl BUPO6HULITBA (BBEAEHHS 3MiH NPOTArOM 6-TU MicALiB
nicnsa 3aTBEPAKEHHS)
51. BAJICAP-H | Tabnetku, BKpUTI Aypob6iHa0 IHais Aypo6iHao IHais BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny - 3a UA/14977/01/02
NAiBKOBOK 060/I0HKOHO, dapma /114 dapma AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
80 mr/12,5 mr no 7 Nimiten - FOHIT MiCLil MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
TabneTok y 6nictepi; no \i rOTOBOrO J1iKapCbKOro 3acoby, BK/IUaoumn AiflbHULL BUMYCKY

4 6nicTepu B KapTOHHIi
Kopobui

cepii abo micue NpoBefeHHs KOHTPOIO AKOCTI. (fiANbHICTb, 3a
AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAKYM BUMYCK Cepiii)
- YTOYHEHHS Ha3BU Ta agpecy BUpPo6HUKa 13, 6e3 3MiHK
Micusi BUpo6HULTBA (BBEAEHHS 3MiH NPOTArOM 6-TW MicALiB
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
nicna 3aTBEPAKEHHS)
52. BEHTABIC PO34UH A5 iHraNALi, Baiiep Al HimeuuunHa Bepnivep, IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/9199/01/01
10 mkr/mA, no 2 mn B C.A. 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
amnyni; no 30 amnyn y BBegeHHs1 abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
KapTOHHI navui dhapmakoHarnsgy (BBeeHHS y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAANLHOI 3a 34iliCHEHHA (hapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHUKa ANsi 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BigMiHHA Bif,
YMOBHOB&aXeHOT 0cobu, BiANoBiAaNbHOI 3a 34iCHEHHS
hapmakoHarnagy (Bk/iovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKA, BigNoBigabHOT 3a
thapmakoHarnag. NponoHoBaHa peakuis: Justin Daniels.
3MiHa KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHariag. 3MiHa Micus 34iCHEHHS
OCHOBHOI AiaNbHOCTI 3 hapmakoHarnsgy. 3MmiHa
MiCLie3HaxXoMKEHHS MacTep-gainna
53. BIBPAMILUW | Tabnetku, wo MNMOAN3EP CLWA dPapeBa ®paHuin BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/5464/01/01
H® A ancneprytotsesa no 100 IHK. Ambya3s 3MiHM A0 [HCTPYKLIT 4N MegnyYHOro 3acTocyBaHHs NikapcbKoro peyenmom
Mr no 10 TabneTok y 3acoby Ao po3ginis "OcobnBOCTi 3acTocyBaHHS", "IM06IYHI
6nicTepi; no 1 6nictepy peaxuii”. BBeeHHSA 3MiH NPOTArom 6-Tu MicAuiB nicns
B KApPTOHHIlA ynakoBLj 3aTBEPAKEHHS
54, BIHOPE/b KOHUEeHTpaT ans EBEBE ABCTpIst EBEBE ABcTpisi/ BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasiB:3miHn | Tuny - 3a UA/4020/01/01
BIH po34uHy Ans iHdysil, 10 dapma Papma HimeyunHa 3MiHM WoAao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy. peuyenmom
"EBEBE" mr/mn; no 1 mn (10 mr) lec.m.6.X. Fec.m.6.X. BBegeHHs abo 3MiHM A0 y3arasibHEHUX AaHWX NPO cUcTeMy
a6o 5 mn (50 mr) y Hdor.KI Hdor. KT, hapmakoHarnsigy (BBeeHHs y3araJibHEHUX faHuX Npo
dhnakoHi, no 1 dpnakoHy ABCTpis cuctemy chapmakoHarnsgy, aMiHa yrnoBHOBaXeH0i 0cobu,
B KapPTOHHIlA KOpOGL (NOBHWI LyKN BiNOBIAANbHOI 3@ 3AjiCHEHHS hapmakoHarnaay; KOHTaKTHOI
BMPOGHMLTBA); 0Cco6u 3 hapmakoHarnsgy 3asBHVKa 415 34iCHEHHS
Na6op N+C thapmMakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
Arl, YNOBHOBaXXEHOI 0C06U, BiNOBIAALHOT 3a 34iICHEHHS
HimeuunHa hapMakoHarnisgy (BK/IoYatoun KOHTaKTHI AaHi) Ta/abo 3MiHW y
(TecTyBaHHs); pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
Mnn 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHYKa, BifNoBiAaIbHOT 3a
Mikpo6ionoriw hapmakoHarnsg. MNponoHoBaHa pegakuisi: David J Lewis, B.Sc
ec (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6U
Mptochnadop 3a8BHMKa, BiANOBiAaNbLHOI 3a thapmakoHarnsag,. 3miHa
'mM6X, ABCTpis KOHTaKTHOT 0COGM YNOBHOBaXXEHOT 0COOU 3asIBHYMKA,
(TecTyBaHHs) BiANOBIAA/ILHOI 3a 34iiCHEHHA papmakoHarnsgy B YkpaiHi.
MponoHoBaHa pepakuis: Opnos B'suecnas BiktopoBuy. 3mMiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6M YNMOBHOBaXKEHOT 0CO6U
3asBHYKa, BiANOBIAaNbLHOI 3a 34iiCHEHHS chapmakoHarnsay B
YkpaliHi. 3MiHa MicLs 34iiCHEHHS OCHOBHOT AiANIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxomkeHHs1 MacTep-thana
cucteMu dpapmakoHarnsgy Ta mnoro Homepy
55. BOKAPA® Kpanni opasibHi no 20 Pixapa ABcTpist Pixapg ABcTpist BHECEHHS 3MiH 10 peecTpaLiiiHnX MmaTepianis:3MiHu | Tuny - 6e3 UA/6410/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
mn, abo no 50 mn, abo BitTHep Al BitTHep Al 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMOBIAHICTb peyenma
no 100 mn y dpiakoHi- [0 moHorpadpii A®Y abo €sponelicbkoi hapmakonei, abo
KpanesnbHuui; no 1 iHLOI HauioHanbHOT thapmakonel aepxasun E€C - npuBefeHHs
h1aKkoHy Y KapTOHHIl cneundikauii Ha A®| Phytolacca y BignoBigHicTb f0 BUMOT
ynakoBLiji GHP 2013 (3MiHU 3a NOKa3HUKOM «laeHTudpikauis» Ta
BWIY4EHO NOKA3HMK «CMak»)
56. FA3IBA® KOHLeHTpaT Ans ®.XodpcpmaH | LBeliuapis Poww HimeuunHa/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis:3miHu | Tuny - 3a UA/14232/01/01
pO34uHy ANs iHy3ili no H-J19 PoLwu [OiarHocTuke LLiBeiiuapis 3MiHM BUNPO6YBaHb ab0 AONYCTUMUX MEX, BCTAHOBEHMUX Y peuenmom
1000 wmr/40 mn, no 40 nrtg v6X, crneungikalisx, nig yac BUPOGHULTBA FOTOBOTO JiKapCbKOro
My chrakoHi, no 1 HimeuunHa 3ac06y - 3MiHM MeXi TeCTyBaHHS PiBHS AKOCTI NpUAHATTA(AQL)
(h/1aKOHY Y KapTOHHilA (BUPOGHULTBO AN KPUTUYHUX AedDEKTIB TBEPAMX YAaCTOK. 3anponoHoBaHMiA
Kopoobui Hepo3schacosa nepernsg snposagxysaTvme Hosuii AQL, cneuuddivHnii ans
HOT MpoAyKL,i, 4yacToK, Ha AOAATOK A0 iCHyloUKX 06MexeHb AQL. BHeceHHs
nepBuHHE pejakuiiHux 3miH fo po3ginis 2.3., 3.2.P.3.3,, 3.2.P.3.4;;
nakyBaHHs, 3MiHM | TUNY - 3MiHK B npoueci BUpobHuuTBa A®| - He3HauHi
BMNPO6YBaHHSA 3MiHM B npoueci BupobHuutea A®l, Lo BKIKOYaOTb BigNoBigHY
KOHTPO/IO iHhopmaLito 1010 HOBOro po6o4oro 6aHky KiTuH (MAK-
akocTi); ®. CD20-rH-165/180afu) Ta inoro 36epiraHHs; 3MiHKn | Tuny - 3miHa
XothdpmaHH- BMPOGHMKA BUXIAHOrO/NPOMIDXKHOTO NMPOAYKTYy/peareHTy, Wwo
Na Pow NiTa, BMKOPUCTOBYIOTbCA Y BUpOoGHMYOMY npoueci A®I, a6o 3MiHa
LLisefuapis BMPOGHMKa (BK/IKOYaOUM, e HeobXifHO, MicLie NPOBeAEeHHS
(Bunyck cepii); KOHTposto skocTi) APl - nogasaHHsA Pow [iarHocTuke MvbX,
®. MeHubepr, HiMmeuurHa, AK anbTepHaTUBHOT AiNbHALL
XothdhmaHH- BiANOBiAaNbHOI 3a 36epiraHHsa po604oro 6aHKy KIiTUH, ANns
Ns Pouw NiTa, NoAasIbLIOro BUPO6HMLTBA cybcTaHuii G2; 3MiHK | TURy - 3miHa
LLiBeiiuapis y MeTofax BUNpobyBaHHA roTOBOrO JliKapCbKOro 3acoby -
(BTOPUHHE 3MiHa npoueaypu BUNpobyBaHHA rOTOBOrO NPOAYKTY A1
nakyBaHHS) BBEJEHHSA B BHYTPILLHIO aHauTITUYHY NpoLesypy MOX/IMBOCTI
BMKOPWCTaHHS diarpamu pilleHb, ke 6yae 3actocoByBaTucs y
BMNAAKY CMOCTEPEXEHHS BUANMMX YaCTWMHOK Nif, yac
BMNpPOGYBaHHA Ha TEPMIH NPUAATHOCTI FOTOBOrO NiKapCbKOro
3acoby. 3anponoHoBaHa npoueaypa BUNpobyBaHHA Ha BUAUMI
yacTku Bignosigae Ph.Eur/USP; 3minu |l Tuny - 3miHa nepiogy
NMOBTOPHMX BUMPOGyBaHb/nepiody 36epiraHHA abo ymoB
36epiraHHs A®I - 36ibLUEHHSA TePMiHY 36epiraHHa akTUBHOI
peyoBuHM 06iHYTY3yMaby 3 48 micsAuiB fo 60 micAuis; 3miHu I
TUNY - BBEAEHHS 3MiH Y BUPOGHNUMI NpoLLeC roTOBOro
NiKapcbKoro 3acoby y 3B’A3Ky 3 AoAaBaHHAM fiHii ans
HanoBHeHHs 1. pegakuivini 3mMiHn go posginis 3.2.P.2.3,
3.2.P.3.5, 3.2.P.5.6, 3.2.P.A.1; 3miHu Il Tvny - 3amiHa abo
BBeEHHSA A0AaTKOBOI AiNIbHUL BUPOGHMLITBA A1 YACTUHU
a60 BCbOro BUPOBGHMYOro MpoLecy rotToBOro Nikapcbkoro
3acoby - BBeAeHHA AinbHuui Pow [JiarHocTuke M'v6X,
MaHHxalim, HimeuunHa sik 4o4aTKoBOI MiHii 415 HANOBHEHHS 1.
BBefeHHs 3MiH NpoTarom 6 micALiB Nicns 3aTBEpAYKEHHS
57. FANNbBYC® | Tabnetku no 50 mr; no 7 Hosapric LLiBeiuapis Bupo6HMLTBO LLieiiuapisi/ BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny - 3a UA/11241/01/01
Tabnetok y 6nictepi; no Papma Al 3a NOBHUM IcnaHis AAMiHICTpaT1BHI 3MiHW. BUiyyYeHHs1 BUPOOHWYOT AiNbHULL peuyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
1 6nicTepy B KapTHHIA LMKIOM: (Brtovatoum ginbHuui ans A®|, npoMixxHOro NpoaykTy abo
Kopo6Li; no 14 TabneTok HosapTic roTOBOro Nikapcbkoro 3acoby, AiNbHULi 418 NPOBEAEHHS
y 6nicTepi; no 2 a6o 4 ®dapma LUTeiiH nakyBaHHs1, BAPOOHWKa, BifiNOBIAAIbHOMO 3a BUMYCK Cepild,
6nicTepy B KAPTOHHIN Al, MicLie NpoBeAEeHHS KOHTPO/IHO cepii) abo nocTavanbHyKa
KopooLi LLiBefiuapis BMXIZHOro MaTepiany, peareHTy abo AOMNOMDKHOI pe4OBUHU
(AKLLO 3a3HAYEHO Y AOCHE) - BUNYYEHHA BUPOOHNYNX AiNbHULL
Brpo6HMLTBO 'N3 Onnnak Mpyn AT, LBseiiuapisi; KoHadapma Al
3a NOBHUM (HeTsibopeHwTpacce 23 [, 4133 MpatTentH, LLBeliuapis);
LIMKIOM: IBepc-/li AT, LLIBeiiLapisi, fie NPOBOANTLCS MEPBUHHE Ta
Hosapric BTOPWHHE NakKyBaHHSA
PapMacbTUK
a C.A., Icnanis
MepBuHHE Ta
BTOPVHHE
nakyBaHHS:
KoHadhapma
AT,
LLiBeiuapis;
KoHTposb
AKocTi (3a
BUHATKOM
Tecty
MiKpo6iosoriuH
a yucroTa):
dapmaHaniTnk
aCA,
LLiBefiuapis
58. FANNbBYCM | TabneTku, BKPUTI HoBaprTic LLiBefuapis HoBaprTic Cinranyp/ BHECEHHS 3MiH [0 peecTpayjiiiHuX maTepiasis:3miHu | Tuny - 3a UA/12339/01/01
ET® NNiBKOBOK 060/I0HKOHO, dapmva Al CiHranyp HimeuuunHa/ 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peuenmom
no 50 mr/500 mr, no 10 PapmacboTuK LLiseiuapis BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHVX MPO CucTemy
TabneTok y 6nictepi; no an thapmakoHarnagy (BBeAeHHS y3arasibHeHUX AaHnX npo
3 abo 6 6nicTepiB y MaHydekTypiH cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBaxXeHoi ocobu,
KOpOO6Lii 3 KApTOHY r Nre. n1a4., BiANOBIAANbHOI 3a 34iiCHEHHSA thapmakoHarnsAy; KOHTakTHOT
Cinranyp 0cobu 3 hapMakoHarnsay 3asBHVKa AN 34iCHEHHSA
(BUPOBHMLTBO, hapmMakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
KOHTPOb yMOBHOB&XeHOT 0cO6M, BiANOBIAaNbHOI 3a 34iNCHEHHS
AKOCTI); hapmakoHarnsgy (Bkovatoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
Hosapric pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
Papma 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHYKa, BigNoBigaIbHOT 3a
MpopakwwH thapmakoHarnsag. MNponoHoBaHa pegakuis: David J Lewis, B.Sc
v6X, (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI 0Co6u
HimeuunHa 3asBHVKa, BigNoBiAa/IbHOT 3a dhapmakoHarnsag. 3miHa
(BMPOGHNLTBO KOHTaKTHUX JaHVX KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6U
3a NOBHUM 3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsaz B Ykpaii

LMKIIOM);
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
HoBaprTic
dapwma LTeitH
Al
LLiBefiuapis
(BUPOGHULTBO
3a NOBHUM
LMK/IOM)

59. FANNIbBYCM | Tabnetku, BKpUTI HosapTic LLiBeiiuapis Hosapric Cinranyp/ BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/12339/01/02
ET® NAiBKOBOK 060/I0HKOHO, Papma Al CiHranyp HimeuuunHa/ 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. peyenmowm
no 50 mr/850 mr, no 10 dapMacbTUK LLiBefiuapis BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy

Tabnetok y 6nictepi; no an hapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux npo
3 abo 6 6nicTepiB y MaHydekTypiH cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobu,
KOpOO6Lii 3 KapTOHY r Mre. N14., BiANOBIAANLHOI 3a 34iliCHEHHA hapMakoHarnsay; KOHTakTHOT
CiHranyp 0ocobu 3 hapMakoHarnsay 3asBHUKa ANsi 34iCHEHHS
(BpoO6HMLTBO, hapmakoHarnsagy B YKpaiHi, SKWo BOHa BigMiHHA Bif,
KOHTPO/Tb YMOBHOB&aXeHOT 0cobu, BiANoBiAaNbHOI 3a 34iACHEHHS
AKOCTI); hapmMakoHarnagy (Bk/iovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
HoBapTic po3MileHHI MacTep-haiina cucteMmn hapmakoHarisgy) -
dapma 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHKKA, BigNoBiganbHOT 3a
MpopakwH thapmakoHarnsag. NponoHoBaHa pefaxuis: David J Lewis, B.Sc
v6X, (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0CO6U
HimeuunHa 3asBHMKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag. 3miHa
(BMPOGHULTBO KOHTaKTHUX JaHMX KOHTaKTHOT 0CO6U YNOBHOBAXXEHOT 0CO6U
3a MOBHUM 3asBHVKa, BigNoBiAaNbHOI 3a hapmakoHarnsag, B YkpaiHi
LUKIOM);
Hosapric
dapwma LTeiH
Al
LLiBeiiuapis
(B1pOGHNLTBO
3a NOBHUM
LIMK/IOM)

60. FANNbBYCM | Tabnetku, BKpUTI HosaprTic LLiBeiuapis HosaprTic Cinranyp/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny - 3a UA/12339/01/03
ET® N1iBKOBOK 060/1I0HKOLO, dapma Al CiHranyp HimeuuunHa/ 3MiHM LWoao 6e3nekn/edieKTUBHOCTI Ta dpapmakoHarnsgy. peyenmom
no 50 mr/1000 wmr, no 10 PapMacboTUK LLiBeiiuapis BBeneHHs abo 3MiHM A0 y3arasibHEHUX AaHWX NPO cUcTeMy

TabneTtok y 6nictepi; no an hapmakoHarnsigy (BBeAeHHs y3araJibHEHUX faHWX Npo
3 abo 6 6nicTepiB y MaHydekTypiH cuctemy chapmakoHarnsgy, 3aMiHa ynoBHOBaXeH0i 0cobu,
Kopo6Li 3 KapTOHY r Nre. Nn14., BiANOBiAANbLHOI 32 34iicCHEHHSA (hapMakoHarnsay; KOHTakTHOT
Cinranyp 0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHSA
(BMpOGHMLTBO, chapmMakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
KOHTPOb YNOBHOBaXKEHOT 0CO6M, BiANOBIAaNbHOI 32 34iCHEHHS
AKOCTI); thapmakoHarnsgy (Bkuatoum KOHTaKTHI gaHi) Ta/abo 3MiHn y
Hosapric pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
dapma 3MiHa YNOBHOB&XEHOT 0CO6U 3as1BHMKa, BigNoBigaibHOI 3a
MpopakwwH thapmakoHarnag. MNponoHoBaHa pegakuis: David J Lewis, B.Sc
rM6X, (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHWX YNOBHOBAaXEHOI 0CO6U
HimeuunHa 3asBHVKa, BiANOBIAaIbHOT 3a dhapmakoHarnsg. 3miHa
(B1pOBHMLTBO KOHTaKTHUX AaHWX KOHTaKTHOI 0C061 YNOBHOBAXEHOI 0CO6U
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3a NOBHUM 3asBHMKa, BiANOBiAaNbHOI 3a hapmakoHarnsag, B YkpaiHi
LMKIIOM);
HosaprTic
dapwma LTeitH
Al
LBeliuapis
(BUpOGHNLTBO
3a NOBHUM
LMKIOM)
61. rNILEPUH PO34YMH pPEKTasTbHUIA, KaceH Icnanis KaceH Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:3miHu | Tuny - 6e3 UA/10469/01/01
(0]:]] 6,14 mn/7,5 mn, no 7,5 Pekoppari, Pekoppari, BWU/TYYEHHS BUPOOHWYOT AiNbHULL (BK/IHOYaOUN AiNbHUL ANns peuyenma
MIKPOK/I3 | mn B annikatopi, no 4 C.J. C.J. Adl, NpomibKHOTro NPoAYKTY abo roTOBOrO JIiKapCbKOro 3acoby,
MU 4n{ ansikatopu y Kopobui 3 AiNbHUUI A58 NpoBeAeHHS NakyBaHHS, BUPOOHNKa,
AoprPocnn KapToHy BiANOBIAA/ILHOrO 3a BUNYCK CEPIii, MicLie NPOBEAEHHS
X KOHTPOIO cepii) abo nocTavasibHMKa BUXIQHOTO Matepiasny,
AAKONAKC peareHTy abo AOMOMIKHOT PEYOBWHY - BUTyYEHHS BUPOOHUKIB
Aitoyoi pevosuHu rnigepuHy KLK Emmerich GmbH,
HimeuunHa ta The Dow Chemical Company, CLUA
62. FPAHOUWUT | niodpinizat gns posuvny TOB Ykpaina [aynt ®apma PpaHuia/ BHECEHHS 3MiH 0 peecTpaviiiHux MaTepiasis:3MiHu Il Tuny - 3a UA/5627/01/01
® 34 Ans iH'ekuiii no 33,6 MH "CaHocpi- NiBpoH, AnoHia 3MiHM [0 [HCTPYKUIi AN MeguyHOro 3acTocyBaHHS Nikapcbkoro |  peuyernmom
MO (263 mkr); Ne 5: no 5 ABEHTIC dpaHuis 3acoby Ao po3ginie "OcobmMBOCTI 3acTocyBaHHS", "MoGIYHI
donakoHiB 3i ckia Tvna | YkpaiHa" (BUpOGHMLTBO peaxuii”. BBejeHHS 3MiH NPOTArom 6-Tu MicAuiB nicns
¢ niogpinisatom, PO3YMHHMKA, 3aTBEPKEHHS
YKYnopeHux npobkamu nepBuHHe
ryMOBVMW GYTUTOBUMM nakyBaHHs,
Ta 06XaTnX KoBnaykamm KOHTPO/b
aTOMIHIEBUMW B SIKOCTI);
KOMNAeKTi 3 5 amnysamu CaHodi
no 1 mn3sicknatuny | 3 BiHTpon
PO34YMHHMKOM (BOAa ANs IHpacTpia,
iH'EKL) B KAPTOHHIN ®paHLis
KopobLi 3 MapKyBaHHAM (BTOpUHHE
YKpaiHCbKOH MOBOO nakyBaHHs,
KOHTPO/b
AKOCTI Ta

BUMYCK Cepiii
niodpinizaty Ta
PO3YMHHVKA);
Lyrai ®apma
MaHydekTypun
Hr Ko. Nita,
AnoHis
(BUpOGHMLTBO
niocpinisaty,
nepBuHHe
nakyBaHHs,
KOHTpO/b
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
SIKOCTI)
63. FPUMNOCT | kpanni Ha3asibHi, pO34nH CTALA HimeuuunHa CTALA HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 6e3 UA/3090/02/02
AL0® PUHO 0,05 %, no 10 mny ApuHaimiTT ApuHalimitten 3MiHW A0 IHCTPYKLi AN15 MeANYHOro 3aCTOCYBaHHS Yy PO34in peyenma
0,05%, chnakoHi; no 1 donakoHy enb Al b Al "MpoTunokasaHHs", "OcobnmBei 3axoan 6e3nekn” BiANOBIAHO
HA3A/bHI B KapTOHHI Kopo6Lyi [0 OHOBJIEHOI iH(hopMaLT 3 6e3Mekun 4it4oi pevyoBUHN.
KPAN/MI BBefieHHs1 3MiH NPOTArom 6-T MicALIB MiC/1A 3aTBEPKEHHS
64. FPUNNOCT | cnpeii Ha3a/IbHUIA, CTALA HimeuunHa CTALA HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 6e3 UA/3090/01/01
AL0® PUHO po3uuH 0,1 % no 10 mn ApuHaimiTT ApuHaiimitTTen 3MiHW A0 IHCTPYKLT 418 MeANYHOro 3aCTOCYBaHHSA Yy po3aisin peyenma
0,1%, y hnakoHi 3 enb Al b Al "MpoTunoka3aHHs", "Ocobnmei 3axoan 6e3nekn” BiANOBIAHO
HA3A/IbHU | aBTOMaTU4YHUM [10 OHOBJIEHOT iHhopMaLlii 3 6e3Mnekn AjloyoT PeHOBUHU.
1 CNPEN ny/ibBepn3aTopom Ta BBeneHHs 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS
Ha3a/lbHUM
HakOHEeYHVKOM; no 1
(h/1aKOHY B KapTOHHii
Kopobui
65. FPUMNOCT | kpanni Ha3asibHi, pO34nH CTALOA HimeuuunHa CTALOA HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianiB:3miHu | Tuny - 6e3 UA/3090/02/01
AL0® PUHO 0,1% no 10 mny ApuHaimiTT ApuHaiimitTTen 3MiHW A0 IHCTPYKLT A8 MeANYHOro 3aCTOCYBaHHSA Yy po3aisn peyenma
0,1%, donakoHi; no 1 donakoHy enb Al b Al "MpoTunokasanHa", "Ocob6mBi 3axoamn 6e3nekn” BiANOBIAHO
HA3A/bHI B KapTOHHIi Kopobui [10 OHOBJIEHOT iHhopMaLlii 3 6e3Mnekun AjloyoT PeHOBUHU.
KPAN/I BBefieHHs1 3MiH NPOTArom 6-T MicALIB MiC/1A 3aTBEPLKEHHS
66. FYTTANAK kpanni, 7,5 mr/mn no 15 TOB YkpaiHa IcTiTyTO AIE ITania BHECEHHS 3MiH 0 peecTpaLifiHuX MaTepiasliB: YTOUHEHHSA 6e3 UA/0832/01/01
C® mn a6o 30 mny "CaHodi- Anxeni C.p.n. cTatycy peknaMmyBaHHA B Hakasi MO3 YkpaiHu peuyenma
MIKOCY/b thnakoHi; no 1 donakoHy ABeHTIC Ne 1438 Big 24.06.2019 B npoLieci nepepeecTpadii. Pegakuis
DPAT Y KApTOHHI Kopobui YkpaiHa" B Hakasi: He mignsrac. 3anponoHoBaHa pefakuisi: nignsrae.
67. OENbTIBA TabneTku, BKPUTI P-®dapm HimeuuunHa AHpiepcoHBpe Benvka BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis:3miHu Il Tuny - 3a UA/17212/01/01
NAiBKOBOK 0H60/TI0HKOI0 [xepmaHi KOH (FOKein) BpvitaHis/ 3MiHM [0 IHCTPYKUiT 4158 MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro peyenmom
no 50 mr; 48 TabneTok B m6X Nimiteq, AnoHis/ 3acoby A0 po3ainis "B3aemMogis 3 iHLIMMUY NiKapCbKUMKn
ynakoBLi: no 8 TabneTok Benuka HimeuuunHa 3aco6amMu Ta iHWi B1uAW B3aemogiii" Ta "Ocob6nBoCTi
y 6nicTepi; no 6 BpuTaHis 3acTocyBaHHA"
6nicTepiB y KAPTOHHIl (MepBuHHe
Kopobui nakyBaHHs,
BTOPUHHE
nakyBaHHs);
Ouyka
dapmacbloTika
n Ko., Nitg.,
AnoHis
(BupobHuuteo
roToBOro
nikapcbKkoro
3acoby,
KOHTPO/b
AKocTi); P-
Papm
[hxepmati
M6X,
HimeuunHa

(Bunyck cepii)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
68. AEHTOKIH Tabnetkn no 150 AnbneH HimeuunHa [Loitue HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiiB: 3MiHa 3asBHUKA 6e3 UA/5193/01/01
a Tabn1eToK y hnakoHi; no Papma Xomeonari- (BnacHvKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuyenma
1 dhnakoHy B KapPTOHHIl M6X YHioH OXY- Bif 23.07.2015 Ne 460): 3MiHu | TURY - 3MiHK LWOA0
Kopobui ApuHarimitTen 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
b 'M6X & Ko. 3MiHW [0 y3ara/lbHeHUX JaHuX Npo cucTeMy chapmakoHariagy
Kl (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0cobw,
BiANOBIAANbLHOI 3a 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 thapmakoHarnagy 3asBHuKa A1 34iCHEHHSA
hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXEHOT 0c0o6U, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnsgy (BKovatoum KOHTaKTHI AaHi) Ta/abo 3MiHNn y
pO3MilLEeHHI MacTep-ghaiina cuctemun hapmakoHarnsagy) ivova
pefakuis: YNnoBHOBaXeHa 0coba 3asBHVKa, BifnosiganbHa 3a
thapmakoHarnag — Dr. Anja Hofner/ [ip. AHa lTodHep.
KoHTakTHa ocoba 3asiBHUKa, BignoBigasibHa 3a
thapmakoHarnag — BoiiteHko AHTOH MeopriioBuy.
MponoHoBaHa pefakLis: YNoBHOBaXXeHa 0coba 3asiBHUKA,
BiANOBigasbHa 3a hapmakoHariag — BoiTeHko AHTOH
[eopriioBuY. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobu,
BifNoBigabHOT 3a hapmakoHarnag. 3miHa MicLs 34jiCHEHHS
OCHOBHOI AisiIbHOCTI 3 dhapmakoHarnsagy. 3miHa
MicLie3HaxoAKeHHs1 MacTep-haiina.
69. MKA3 TabneTku, BKpUTI Baiep Al Himeuunna Baiep AT, Himeuunna BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny - 3a UA/5468/01/01
060/10HKOI0, N0 28 HimeuunHa 3MmiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarisay. peyenmom
Tabnetok (24 Tabnetku (BUPOGHULTBO BBefeHHs abo 3MiHM A0 y3ara/lbHeHUX JaHWX NPO cucTeMy
CBIT/10-pOXEBOro + 4 Hepo3ghacoBa hapmakoHarnsigy (BBeeHHs y3arasibHEHUX faHWX Npo
Tabnetkn (nnaue6o) HOT MpoAyKL,i cuctemy dhapmakoHarnsgy, 3aMiHa yrnoBHOBaXeHOi 0cobu,
6inoro konbopy) y Ta BiANOBIAANbLHOI 3a 34iicCHEHHSA (hapMakoHarnsay; KOHTakTHOT
6nicTepi 3 camokeikoro npoBefeHHs 0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iICHEHHSA
CTpiukoto; no 1 6nictepy KOHTPO/0 hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BigMiHHA Bif,
Y KapTOHHIi nayui AKOCTI Ansa YMNOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iNCHEHHS
"nnaye6o"); thapmakoHarnsgy (Bkovatoum KOHTaKTHi gaHi) Ta/abo 3MiHn y
Baiiep AT, pO3MilLEeHHI MacTep-ghaiina cucteMu hapmakoHarnsagy) -
HimeuunHa 3MiHa YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BifNoBigabHOI 3a
(nepBuHHE Ta hapmakoHarnag. NponoHoBaHa pegakuis: Jastin Daniels
BTOPVHHE 3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0COBU 3aABHUKA,
nakyBaHHs, BiANOBIga/IbHOI 3a hapMakoHariaa. 3MiHa Micus 34ilCHEHHS
KOHTPOb OCHOBHOI fisiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
AKOCTI, BUMYCK MiCLie3HaxXoMKEHHS macTep-hainna
cepii gns
aKTUBHOI
Tabnetku;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
BUNYyCK cepii

ans
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
"nnaue6o");
Baiiep
Baiimap Tm6X
i Ko. KT,
HimeuunHa
(Bci cTagji
BMPOGHMLTBA
ONs akTUBHOT
TabneTkn Ta
"nnauye6o")
70. AVKNO®E PO34UH A5 iH'EKLLA MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/5713/01/01
HAK 2,5% no 3 mn B amnyni; "Nly6Hndhap "Ny6Hnchapm” 3MiHn 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
HATPIO no 5 amnyn y 6nictepi; M" 3miHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
no 1, 2 a6o 20 6nicTepis roTOBOrO Nikapcbkoro 3acoby (36i/bLEeHHS TEPMIHY
y nayyi 3 KapToHy; no 3 NpPUAATHOCTI FOTOBOrO NiKapcbKoro 3acoby) - [as Toprosoi
M B amnyrii; no 5 abo yNakoBKM (NiATBEPAKXYETHCSA AAHNMMN PeasIbHOro Yacy) -
10 amnyn y nauuyi 3 36i/IbLUEHHSI TEPMIHY NPUAATHOCTI NiKaPCLKOro 3acoby.
KapTOHY 3 KAPTOHHUMU 3aTBepAKeHo: 2 poku. 3anponoHoBaHo: 3 pokn (BeeaeHHs
neperopoakamu 3MiH NPOTAroM 6-TW MicALIB Nic/1s 3aTBEPAKEHHS)
71. AVNKNO®E pO34uH ANs iH'ekuUid 2,5 NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:3miHu | Tuny - 3a UA/5713/01/01
HAK % no 3 mn B amnyni; no "Nly6Hndhap "Ny6Hnchapm” 3MiHM WoA0 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnsgy - peyenmom
HATPIIO 5 amnyn y 6nictepi; no m" BUYYEHHA a/IbTEPHATUBHOIO TEKCTY MapKyBaHHA
1, 2 a6o 20 6nicTepiB y (iHavBigyanbHOI eTukeTkn (CTikepa) 3 TEKCTY MapKyBaHHS
nauuj 3 KapToHy; no 5 NepBUHHOT YNakoBKM NiKapCbKOro 3acoby. BeeaeHHS 3MiH
a6o 10 amnyn y navu,j 3 NpoTArom 3-x MicAUiB Nicnsa 3aTBepKeHHSA
KapToHy 3
neperopogxkamu
72. ann XiTt kpem no 15ra6ono 67r | MeHTonary AHrnia MeHTonaTym Benvka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasnis:3MiHu Il Tuny - 6e3 UA/1453/01/01
y Ty6i; no 1 Ty6iy M KomnaHi Komnai BpuTtaHis 3MiHa BUPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy, peyenma
KapTOHHI KOpooLyi NimiTeq Nimiteq LLIO BUKOPUCTOBYHOTbCS Y BUPOGHMYOMY npoueci A®I, abo
3MiHa BUpPO6HUKa (BK/THOYatoum, ie HeobXxigHo, micue
NPOBefEHHSI KOHTPOIO AKOCTI) APl — BBEieHHA [0AAaTKOBOro
aNbTePHATMBHOIO BUPOBGHMKA Ait040i peyoBUHMN Ol
TepneHoBoi Duellberg Konzentra GmbH & Co KG, HimeuunHa
73. AIOKOP TabneTku, BKpUTI TOBAPUCT YkpaiHa TOB "d®apma YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu | Tuny - 3a UA/8318/01/01
160 N1iBKOBOK 060JI0HKOLO, BO 3 Crapt” BBEJEHHS HOBOrO BMPO6HMKa APl BasicapTaHy 3 NoAaHHAM peyenmom
no 160 mr/12,5 mr; no 10 | OBMEXXEH HoBoro Ceptudpikata RO-CEP 2012-338 Rev 02;
Tabnetok B 6nicTepi; no (0]}0) 3anponoHoBaHo: XKel3aH Xyaxali ®apmackiotukan Ko., 1114,
1,n03,n04abono9 BIANOBIOA Kutaii Cekong ®apma Ko., /Ita, Kutaii disi'c Jlabopatopic
6nicTepiB y nayui 3 NBHICTIO Nimiten, IHAisA
KapTOHY "ACIHO
YKPAIHA"
74. [IOKOP 80 TabneTku, BKPUTI TOBAPUCT Ykpaina TOB "dapma Ykpaina BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/8318/01/02
NiBKOBOK 060/I0HKOLO, BO 3 Crapt” BBEEHHS HOBOrO BMPO6HMKa AP| BasicapTaHy 3 NOAaHHAM peyenmom
no 80 mr/12,5 mr; no 10 OBMEXXEH HoBoro Ceptudcpikata RO-CEP 2012-338 Rev 02;
Tabnetok B 6nicTepi; no OKo 3anponoHoBaHo: XKeli3siH Xyaxaii dapmacbktotukan Ko., fita,
1,n03,n04a6ono9 BIAMOBIOA Kutain Cekong ®apma Ko., itg, Kutai [isi'c Jlabopatopic
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
6nicTepiB y nayuj 3 NBbHICTHO Nimiteq, IHaisa
KapToHY "ACIHO
YKPAIHA"
75. AICTPENTA | cyno3uTtopii pekTasnbHi "BIOMEA- Monbwa "BIOMEA- MonbLa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis:3miHu | Tuny - 3a UA/5275/01/01
3A® 15000 MO+1250 MO; no NHOBNIH" NOBNIH" 3MiHa y napameTpax crneumdikaiii Ta/abo fonycTUMUX MEX, peuenmom
6 cynosuTopiie y ButsypHsa ButBypHSA BM3HaYeHUX y cneundikauisx Ha Adl, abo
6nicTepi; no 1 6nictepy Cyposil, i CypoBiy, i BUXIiAHWA/NPOMDKHUIA NPOAYKT/peareHT, WO BYKOPVCTOBYOTHCS
B KapTOHHI Kopobui LLleniioHek L eniioHek y npotieci BUpo6HMLUTBa AD| - 3MiHW KPUTEPITB NPUAHATHOCTI
Cnynka Cnynka 3a NOKa3HMKOM «BMICT 6isika», BBEAEHO NOCU/IaHHS Ha
Akuniina AKkuniiHa 3arasibHi cTarTi EP Ana Bu3HaueHHs nokasHukie «pH», «BmicT
6inka» Ta BUIy4YeHO NyHKT WoA0 noctavasnibHuka A®l; 3minm I
MMy - 3MiHa y napameTpax cneuudikauin Ta/abo gonyctummx
MeX, BU3HaueHux y crneumdikayisx Ha Adl, abo
BUXIiAHWIA/NPOMIDXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS
y npoueci Bupo6HuuTBa A®| - 3mMiHa nokasHuka
«CTepu/bHiCTb» Ha NOKas3HUK «Mikpob6iosioriyHa YncToTa»
76. AOPMIKIHA | TabneTku, no 150 AnbneH HimeuuunHa [Loitue HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianiB: 3MiHa 3asBHMKa 6e3 UA/4951/01/01
TabneTok y pnakoHi; no dapma Xomeonari- (BnacHvKa peecTpadiiHoro noceigyeHHs)(3rigHo Hakasy MO3 peyenma
1 donakoHy y KapTOHHIl 6X YHioH OXY- Bifg 23.07.2015 Ne 460); 3MiHuM | TUNY - 3MiHK WOA0
Kopobui ApuHaiimitTTen 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
b 'M6X & Ko. 3MiHM [0 y3arasibHEHUX AaHWX NMpPo cuctemy dpapmakoHarnsgy
Kr. (BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAANbHOI 3a 34ilicCHEHHSA thapmakoHarnsAy; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asaBHVKa 415 34INCHEHHSA
hapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bk/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-chaiina cuctemm hapmakoHarnsgy).
[itoua pepaxuis:
YnoBHOBaxeHa 0coba 3asiBHVKa, BifnoBigasibHa 3a
hapmakoHarnag — Dr. Anja Hofner/ p. AHsa FodpHep.
KoHTakTHa ocoba 3asBHUKa, BignoBigasibHa 3a
thapmakoHarnag — BoiiteHko AHTOH lMeoprilioBuy.
MponoHoBaHa peaakuis: YnoBHoBaxeHa ocoba 3asBHUKA,
BiAnoBiganbHa 3a hapmakoHariag — BoTeHko AHTOH
leopriioBuy. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0Co6y,
BiANoOBiga/IbHOI 3a hapMakoHariag. 3MiHa Micus 34iliCHEHHS
OCHOBHOI AisiIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLIe3HaxX0MKEHHs1 MacTep-ghaina.
77. E3OMEP Tabnetku MEPPEPI ITanisa BAJT®PAPMA ITanisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3mMiHu | Tuny - 3a UA/16273/01/01
racTpope3nCTEeHTHI No SAPMAYEY IHTEPHELLW noJaHHa HOBOro cepTuddikarta BiANoBiAHOCTI €BpoONencoKin peuyenmom
40 mr no 7 TabneTok y TIHI CPN HAN C.IM.A., thapmakonei Ne RO-CEP 2014-077-Rev 01 ans gjto4oi
6nicTepi; no 2 abo no 4 ITanisa peyoBuHM Bif, HoBOro BMpo6HUka CIPLA LIMITED B
6icTepy y KapTOHHiN (MpuroTyBaHHs [ONOBHEHHS 40 3aTBEepMAKEHOro BUpo6Huka Adl PCAS,
KopooLi npoaykTy in PpaHuia (CEP 2015-043)
bulk); Namn

CaH
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
Mpocnepo
C.n.A, Itanisa
(Bunyck cepii,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs)
78. EHTEPON kancynu no 250 wmr, no BIOKOJEKC ®paHuis BIOKOJEKC ®paHuis BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis:3miHu | Tuny - 6e3 UA/6295/02/01
250 10 a6o no 20, abo no nogaHHsa Hoeoro ME-cepTudpikaty BiANoBigHOCTI €Bponeichkili peuyenma
30, abo no 50 kancyn y thapmakonei 4na AONOMDKHOI PEHOBUHW Y 3B'A3KY 3i 3MiHOO
NASALWLI CKASAHIA; no 1 BUrOTOB/IEHHA TBEPAVX XeNaTUHOBYKX Kancyrs, a came: TBepai
NAAWLI CKNSHINA Y Kancynu, BUpO6eHi 3i CBUHAYOrO XenaTuHy, 3amiHeHi Ha
KapTOHHI KopobLi; no 5 TBEpPAi kancynu, BUPO6eHi i3 xenaTuHy BesIMKoi poraToi
kancyn y 6nictepi; no 2 Xy[,06u; 3anponoHOBaHO: XenaTuH BUPOGeHN 3 BENINKOT
abo no 4, abo no 6 poraToi Xxypobu: FE-cepTudikat BignosiaHOCTI €Bponeiichkii
6nicTepiB y KAPTOHHIN thapmakonei R1-CEP 2000-029-Rev 05, R1-CEP 2010-043-
Kopo6Li; no 6 kancyny Rev 00, R1-CEP 2000-045-Rev 03, R1-CEP 2001-424-Rev
6nictepi; no 5 6nictepis 03, R1-CEP 2001-211-Rev 01, R1-CEP 2000-344-Rev 02, R1-
Y KapTOHHIi kopobu,i CEP 2004-247-Rev 00, R1-CEP 2004-320-Rev 00, R1-CEP
2005-217-Rev 00.
79. EPBITYKC pO34uH ANs iHQYysil, 5 Mepk KlraA HimeuuunHa BepiHrep HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepianis:3MiHu |l Tuny - 3a UA/13055/01/01
mr/mn, no 20 mn abo IHrenbxanm ITanis 3MiHWN Y KOPOTKili XapakTepmncTumL,i SlikapCcbKoro 3acoby, TEKCTI peyenmom
100 mn y dpnakoHi, no 1 dapma 'v6X i MapKyBaHHS Ta IHCTPYKLUIT 4719 MeAWYHOro 3aCTOCYBaHHSA Y
(h/1aKOHY B KapTOHHii Ko. KT, 3B'A3KY i3 HOBUMU A@HUMW 3 AKOCTI, AOKAIHIYHUMU, KNIHIYHUMUW
Kopoobui HimeuunHa OaHyMu Ta JaHumu 3 dpapmakoHarnsgy; CynyTHs 3miHa: 3MiHu
(BUpOGHMLTBO Loao 6e3nekn/edeKTBHOCTI Ta (hapmakoHarnagy. BHeceHHs
roToBOro ab6o 3miHa(1) Ao 3060B's13aHb Ta YMOB BUadi peecTpauiiHoro
nikapcbKoro noceigyeHHs, BKNoYarouy MaaH ynpasniHHSA pu3nkamm
3acoby, (3acTocyBaHHA 3MiH(1), SKi(a) BUMaratoTb(€) nogasibLIoro
nepBuHHe 06r'pyHTYBaHHS HOBVMMW AOAATKOBUM JaHUMU, LLO MA0Thb
nakyBaHHs, HajasaTncs KOMNETEHTHUM OPraHoM, OCKi/IbK/ BUMAraeTbCs
KOHTPO/b CyTTEBA OL{iHKA KOMNETEHTHUM OPraHoM); 3MiHN [0 IHCTPYKLT
AKOCTI); Mepk 0151 MeMUYHOro 3acToCyBaHHSA NikapcbKoro 3acoby A0 po3zainis
KlraA, "Oco6mBocTi 3acTocyBaHHS", "MNo6ivHi peakuii". BBeaeHHs
HimeuuunHa 3MiH NPOTArom 6-Tu MiCALIB NicNa 3aTBePIKEHHS
(BMPOGHMLTBO
roToBOro
nikapcbKoro
3acoby,
nepBrHHE Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHs,
KOHTPO/b
AKOCTI Ta

BVNYCK Cepiit);
Mepk CepoHo
C.n.A,, ltanis
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
(koHTpOsb
SKOCTI)
80. ECNA- Tabnetkv no 5 mr, no 25 Ecnapma Himeuunna Ninpgodhapm Himeuunna BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny - 3a UA/12191/01/01
KAPB® TabneTtok y 6nictepi, no M6X rM6X 3MiHM LWoAo 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy; peyenmom
2 abo no 4 6nictepn y 3MiHW [0 IHCTPYKLUiT 4719 MeAMYHOro 3aCTOCYBaHHS /iKapCbKoro
KapTOHHI KOpooLi 3acoby y po3ainm "OcobamMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHS rpyaa”
BiANOBIAHO 4,0 OHOB/IEHOT iH(popMaLLii 3 6e3neku aitoyol
PEYOBUHM; 3MiHW | TUMY - 3MiHW A0 IHCTPYKLIT 418 MeauyHoro
3acToCyBaHHS NiKapcbKoro 3acoby y po3aim
"MpoTmnokasaHHA", "OcobamMBOCTi 3acTocyBaHHA", "Mo6iIYHi
peakujii" BiANOBIAHO 4O OHOBMEHOT iHhopMaL,i 3 6e3neku
Ait040T pEYOBVHN
81. ECNA- Tabnetku no 10 mr, no Ecnapma HimeuunHa Ninpodpapm HimeyuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHix maTepianis:3miHu | Tuny - 3a UA/12191/01/02
KAPB® 25 TabneTtok y bnictepi, 6X 6X 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsay; peyenmom
no 2 a6o no 4 6nictepu 3MiHW [0 IHCTPYKLUiT 4719 MeAMNYHOro 3aCTOCYBaHHS /iKapCbKoro
Y KapTOHHiit kopobu,i 3acoby y po3ginu "OcobamBoCTi 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHS rpyaa"”
BiANOBIAHO [0 OHOB/IEHOI iHChopMaLii 3 6e3neku gjtoyoi
PEUYOBUHU; 3MiHM | TUNY - 3MiHW A0 IHCTPYKLIT 4158 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby y po3aim
"MpoTrnokasaHHsA", "OcobmBoCTi 3acTocyBaHHs", “IN06iYHi
peaxuii" BignoBiAHO 4O OHOBNEHOT iHChopMaLi 3 6e3nekn
Lir040i pevyoBUHN
82. 3IATEH™ TabneTku, BKPUTI BiiB Benuka "nakco Benvka BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianiB:3miHu | Tuny - 3a UA/4163/02/01
060/10HKOI0, N0 300 Mr Xenckep tOK BputaHis OnepeliwHc BpuTtaHis/ 3MiHa po3Mipy ynakoBKM roTOBOrO JliKapCbKoro 3acoby - peuyenmom
no 10 TabneTtok y NimiTeq tOK NimiTep, Monbwa BUAYyYeHHS ynakoBky in bulk Ne2160 (10x6x36) y 6aicTepax 3
6nicTepi; no 6 6nicTepis Benuka BiAMNOBIAHUMU 3MiHAMU B P. «YNaKkoBKa»
Y KapTOHHii1 kopobu,i BpuTaHis;
nakcoCmiTKn
AVH
PapmMacbloTuK
an3 C.A.,
MonbLia
83. 3oyni TabneTku, BKpUTI LWepiHr- LBeliuapis Nensapm PpaHuis/ BHECEHHS 3MiH O peecTpaLiiiHix maTepianis:3miHu Il Tuny - 3a UA/14120/01/01
N1iBKOBOK 060JI0HKOLO, Mnay Nins CAC, HigepnaHan | 3miHW A0 iHCTPYKLIT 418 MEANYHOro 3aCTOCYBaHHS NiKapCbKoro |  peyernmom
2,5 mr/1,5 mr no 28 CeHTtpan Ict PpaHuin 3acoby Ao po3ainy "OcobnnBOCTi 3aCTOCyBaHHS".
Tabnetok y 6nictepi (24 Al (B1pOGHNLTBO BBefeHHs 3MiH NpoTArom 3-x MICALIB MiCNA 3aTBEPKEHHS
(axkTvBHI) TabneTkn Hepo3dacosa
6inoro konbopy Ta 4 HOI NPOAYKLUiT,
(nnaue6o) TabneTkun nepBrHHa Ta
XXOBTOrO KOMbopy); no 1 BTOPVHHA
6nicTepy B KapTOHHiIl ynakoBKa,
KopobLi pa3om 3 KOHTPOb
KaUIeHAapeM HaK1enkow SIKOCTi Ta
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3 OHAMMW TUXHA

TecTyBaHHs
CTabinbHOCTI);
Mepk Wapn i
Joym B.B.,
Higepnanaun
(Bunyck cepii);
H.B. OpraHoH,
Higepnanaun
(koHTpOsb
AKOCTI Ta
TecTyBaHHs
cTabisbHOCTI)

84.

IBYNMPOM

AN pITEN
DOPTE

CyCneH3is opasibHa no
200 mr/5 mn no 30 mn,
100 mn, 150 mn a6o 200
My chrakoHi; no 1
oNakoHy B KOMM/IEKTI 3i
LUNPULLOM-403aTOPOM MO
5 M7 B KQpPTOHHIi
Kopobui

KOHina6, /N

CLWA

Biona6 C.J1.,
Icnanis
(anbTepHaTuB
Ha AinbHUUA
ans
NpoBeeHHs
MiKpo6iosoriuH
0ro KOHTPO/o
(cybporosip 3
BMPOBHUKOM
dapmanigep,
C.A)); TOB
toC
dapwmas,
Monbwa
(Bunyck cepii
roToBOro
npoAYKTY);
Pamap
HigepneHg,
B.B.,
HigepnaHngm
(BUPOBHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b
AKOCTI, BUMYCK
cepii roToBoOro
I'IDO.EWK_TY);
Gapmanigep,
C.A., IcnaHis
(koHTpOnb
AkocTi ( 3a
BUHATKOM
MiKpo6iosioriyH

IcnaHis/
Monbwa/
Higepnangm

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MaTepiasliB:BUNpaBeHHs
TEXHIYHOT MOMWSIKU B po3aini «Cknaa» MeTofiB KOHTPOSIO
AKOCTI NlikapcbKoro 3acoby, fka 6yna gonyLeHa npu
peecTpaLii roTOBOro NikapcbKoro 3acoby

6e3
peyenma

UA/15878/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
oro
KOHTPONI0),
BUMNYCK cepii
roToBOro
npoayKTy);
dPapmacbeppa
MaHydekuypiH
, C.J1., IcnaHis
(BpO6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b
AAKOCTI, BUNYCK
cepii roToBoro
npoAykTy)
85. 130-MIK® KOHUeHTpaT ans TOB HB® Ykpaina MAT Ykpaina BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/3186/02/02
po3unHy ANs iHdysil, 1 "MIKPOXIM" "®apmak”, BWJ/TyYEHHST NOKa3HMKa «AHOMasTbHa TOKCUYHICTb» 3i peyenmom
mr/mn, no 10 mn B YkpaiHa; TOB CreumdpikaLii roToBOro nikapcbkoro 3acoty
amnyni; no 5 amnyny HB®
6nicTepi; no 2 6nictepn "MIKPOXIM",
y nauui 3 kapToHy; no 10 YkpaiHa
M/ B amnyni; no 5 (BignoBigansH
amnyn y kaceTi; no 2 W1 3a BUNYCK
KaceTu y nauuj 3 cepii)
KapToHyY
86. IBOHIA3UA | Tabnetkn no 100 mr, no My6niuHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3a UA/3624/01/01
10 TabneTok y 6nicTepi; akuioHepHe akuioHepHe 3MmiHu 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
no 5 6nictepis y nayuj TOBapuUCTBO TOBapuCTBO KOHTeliHep/3aKynopoBasibHKi 3aci6. 3MiHa po3mipy ynakoBKu
"HaykoBo- "HaykoBo- rOTOBOrO /iKapCbkoro 3acoby (BUTy4YeHHS yNakoBK/ NeBHOro
BMPOGHUYUIA BMPOGHNYNIA po3mipy)
LeHTp LEeHTp BW/TyYEHHS ynakoBku no 1000 TabneTok y KOHTeliHepax 3
"Bopuiariscb "BopLuariBcbk BiANOBIAHUMY 3MiHaMK 40 po3Ainy «YnakoBka». BeegeHHs
KWin Ximiko- A XimiKo- 3MiH NPOTArom 3-X MICALIB NiC/1A 3aTBEPLXKEHHS.
thapmauesT hapmaveBTny
NYHWiA HWiA 3aBoa”
3aBofa”
87. IBOHIA3UA, | Tabnetkn no 200 mr, No My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | TURY - 3a UA/3624/01/02
10 TabneTok y 6nicTepi; akuioHepHe akuioHepHe 3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3acib. Cuctema peuyenmom
no 5 6nictepiB y naui TOBapuCTBO TOBapuCTBO KOHTeliHep/3aKkynopoBasibHKii 3aci6. 3MiHa po3mipy ynakoBKu
"HaykoBo- "HaykoBo- rOTOBOrO /iKapCbKoro 3acoby (BUy4YeHHs1 yNakoBK/ NeBHOro
BMPOGHNYMI BUPOGHNYUMI po3mipy)
LeHTp LEeHTp BW/TyYeHHS ynakoBku no 1000 Tabs1eTok y KoHTeliHepax 3
"Bopuiariscb "Bopuuariscbk BiANOBIAHUMY 3MiHaMVK A0 po3Ainy «Ynakoska». BeegeHHs
Knii XiMiko- WA XiMiKO- 3MiH NPOTArom 3-X MICALIB NiC/1A 3aTBEPAKEHHS.
hapmauesT hapmaueBTuy
NYHWIA HWi1 3aBoa"

3asog”
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
88. IMYHO- cupon no 100 mny MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasiB:3miHu | Tuny - 6e3 UA/2179/01/01
TOH® 6aHui; no 1 6aHLi y "Tanuudpap "Tanuucpapm” 3MiHM B NpoLeci BUPo6HMLTBA AD| - BHECEHHS 3MiH A0 peuyenma
nadui; no 100 mn a6o m" po3giny 3.2.S.2. Npouec Bupo6HuuTBa APl Eneytepokoka
200 mn y chnakoHi; no 1 EKCTPaKT PifK1iA, 30KpeMa: BUKNAAEHHS TEKCTY KOPOTKOro
dhnakoHy y nauuj onuncy TEXHO/ONYHOTO NpoLecy Ta TEXHOOTMYHOI cXemMu
BUpoGHMLTBa AD| B HOBIli pefakuii
89. IMYHO- cupon in bulk: mo 100 mn MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis:3miHu | Tuny - - UA/9511/01/01
TOH® y 6aHuji; no 48 6aHOK y "Tanuudpap "Tanuucpapm” 3MiHM B npoueci BUpobHULTBa AP| - BHECEHHS 3MIH [0
KOpOG6i KapTOHHOMY; MO M" po3giny 3.2.S.2. Npouec BnpobHuuTea A®| Eneytepokoka
200 mn y dpnakoHi; no 30 ©KCTPaKT piKkvii, 30Kkpema: BUKTafeHHS TEKCTY KOPOTKOro
hnakoHiB y KOpoo6i Onncy TeXHO/ONMYHOro NpoLecy Ta TEXHOOrYHOT CXemu
KapTOHHOMY BMpobHuUTBa API B HOBIN peaakuii
90. IH-ANITEP Tabnetku no 2 mr/0,625 TOB HB® Ykpaina TOBAPUCTB Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/17135/01/01
Mr no 10 TabneTok y "MIKPOXIM" 03 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay. peuenmom
6nicTepi, no 3 6rictepu OBMEXEHO 3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro 3acoby, TeKCTi
y nauuii 3 KapToHy O MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3acTOCyBaHHA Ha
BIANOBIAAN nigcTasi peryssipHoO OHOBJ/IHOBAHOrO 3BITY 3 6e3nekn
bHICTHO niKapcbKoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
HAYKOBO- nikapcbKoro 3acoby B Mic/iApeecTpaviiiHvii nepioa, abo sk
BVPOBHUNYA pesynbTaT OLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHMX BIANOBIAHO
PIPMA [0 nnany negiatpuuHunx gocnimxkers (PIP) (3MiHy y3rofxeHo 3
"MIKPOXIM", KOMMNETEHTHUM YNOBHOBa&XXEHVUM OpraHoM) - npeacras/ieHi
YkpaiHa 3MiHM B iHhopmaLii 3 6e3nekn o0 BHECEHHS 3MiH Ta
(topnaunuHa [AOMNOBHEHb Y PO34iNi IHCTPYKUiT ANS MeguyHoro
agpeca Ta 3acTocyBaHHs : «[Mo6ivHi peakuii», Ha nigcTasi iHdopmaLii
na6opartopis npeacTaBneHoi Ha oQiLliiiHoMy caliTi EBponeiicbKoro
pi3nko- MEeAMYHOrO areHTCTBa, HagaHil Woao Nikapcbkoro 3acoby IH-
XiMiYHOTO Anitep, Tabnetku no 2 mr/0,625 mr, no 10 TabneTok y
aHanisy Ta 6nicTepi; no 3 6nicTepun y nadui 3 KapToHy. BBegeHHS 3MiH
KOHTPO/0 NpoTArom 6-Tn MiCALIB MiCNs 3aTBEPMKEHHS
BMPOGHMLTBA;
36epiraHHs
roToBoIl
npoaykuii,
mMaTepianis;
BMPOBHMYA
OinbHUUA (BCi
cTagji
BVMPOGHNYOTO
npouecy);
na6opartopis
6ionoriyHoro
aHanisy)
91. IH-ANITEP Tabnetkv no 4 mr/1,25 TOB HB® Ykpaina TOBAPUCTB Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3mMiHu | Tuny - 3a UA/17135/01/02
Mmr no 10 TabneTok y "MIKPOXIM" 03 3MiHM Wopao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy. peuyenmom
6nicTepi, no 3 6rictepu OBMEXEHO 3MiHa y KOpOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
y nayi 3 KapToHy o MapKyBaHHA Ta IHCTPYKLIT 4719 MEANYHOrO 3aCTOCYBaHHA Ha
BIAMNOBIAAN nigcTasi perysisipHO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
bHICTHO nikapcbKoro 3acoby, abo gocnimxkeHb 3 6e3neky 3acToCyBaHHS
HAYKOBO- nikapcbKoro 3acoby B Mic/iApeecTpaviiiHiii nepioa, abo sk
BVPOBHUNYA pe3ynbTart OLiHKV 3BITy 3 AOC/iKEHb, NPOBEAEHNX BiAMNOBIAHO
PIPMA [0 nnany negiatpuuHnx gocnimkers (PIP) (3MiHy y3romxeHo 3
"MIKPOXIM", KOMNETEHTHUM YNOBHOBa&XXEHUM OpraHoM) - npeacTaB/eHi
Ykpaina 3MiHM B iHchopMmaii 3 6e3neku LLoA0 BHECEHHS 3MiH Ta
(topyguuHa [OMOBHEHDb Y pO34ini IHCTPYKUiT AN MegUYHOro
agpeca Ta 3acTocyBaHHsA : «[o6ivHi peakLii», Ha nigcTasi iHdopmaLii
nab6opartopis npeacTaBneHoi Ha oQoiliiHoMy caliTi EBponeiicbkoro
chiznko- MeJMYHOro areHTCTBa, HaAaHii LWoao sikapcbkoro 3acoby IH-
XiMiYHOTO Anitep, Tabnetkn no 4 mr/1.25 mr, no 10 TabneTok y 6nicTepi;
aHanisy Ta no 3 6nictepu y nayuj 3 KapToHy. BBefieHHs1 3MiH NpoTArom 6-
KOHTPO/0 TN MIiCALB NicNs 3aTBEPAKEHHS
BUPOGHULTBA;
36epiraHHs
roToBo(
npoaykuii,
mMaTepianis;
BMPOBHMYA
OinbHUUS (BCi
cragii
BVMPOGHMYOTO
npouecy);
naboparopis
6iosoriyHoro
aHasnisy)

92. IH-ANITEP Tabnetku no 8 mr/2,5 mr TOB HB® YkpaiHa TOBAPUCTB YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasis:3miHn | Tuny - 3a UA/17135/01/03
no 10 Tabnetok y "MIKPOXIM" 03 3MiHM WoAo 6e3nekn/edieKTUBHOCTI Ta dpapmakoHarnsgy. peyenmom
6nictepi, no 3 6nictepu OBMEXEHO 3MiHa y KOpOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
y nauui 3 KapToHy O MapKyBaHHS Ta iIHCTPYKLT AN MeAMYHOro 3aCTOCyBaHHA Ha

BIAMOBIAAN nigcTaBi perynspHoO OHOBJ/IOBAHOrO 3BITY 3 6e3neku
bHICTIO nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
HAYKOBO- NiKapcbKoro 3acoby B nicrispeecTpayiinuii nepiog, abo sk
BVPOBHNYA pe3ynbTaT OLiHKV 3BITy 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIgHO
PIPMA 00 nnany negiatpuyHux gocnimxkeHs (PIP) (3MiHy y3romkeHo 3
"MIKPOXIM", KOMNETEHTHUM YNOBHOBaXXEHUM OpraHoM) - NpeacTaB/eHi
YkpaiHa 3MiHM B iHchopMalii 3 6e3neku LLoA0 BHECEHHS 3MiH Ta
(topugnyHa [OMOBHEHb Y PO3/iNi IHCTPYKUiT 415 MegnyHoro
agpeca Ta 3acTocyBaHHs : «[Mo6iuHi peakuii», Ha niacTasi iHopmawi
nabopartopis npeacTaBneHoi Ha oqiliiiHoMy caliTi EBponeicbkoro
hisnko- MEJMYHOro areHTCTBa, HaAaHii o0 sikapcbkoro 3acoby IH-
XiMiYHOTO AniTtep, TabneTtkn no 8 mr/2,5 mr, no 10 TabneTtok y 6nictepi;
aHanisy Ta no 3 6nictepu y nayuj 3 KapToHy. BBeieHHs 3MiH NpoTArom 6-
KOHTPO/IO TW MiCALB Nicna 3aTBepAKEHHSA
BMPOGHMLTBA,;
36epiraHHsA
roToBof|

NpoAyKLii,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
mMarepianis;
BMPOGHMYA
AinbHUUA (BC
cTagji
BVMPOGHNYOTO
npouecy);
nabopartopis
6iosoriyHoro
aHanisy)
93. INATOH® TabneTku, BKpUTI 3AT YropumHa 3AT YropumHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:3miHu | Tuny - 3a UA/3965/01/01
060/10HKO10, M0 250 wMr, dapmavnesT dPapmaueBTny 3aMiHa Jkepena ogepxaHHs AONOMDKHOT peyoBrHU abo peyenmom
no 10 TabneTok y WNYHWIA 3aBO[, HWi1 3aBOf, peakTuBy, LLIO CTAHOBUTb PU3NK nNepedadi 36yaHukis ME -
6nicTepi; no 2 6rictepu EFIC EFIC 3aMiHa MarHis cteapara TBapMHHOIO MOXOMKEHHS Ha MarHis
Y KapTOHHIiA ynakoBL,i cTeapar pPOC/IMHHOMO NOXOJKEHHS 3 METOI NOBHOIO
BMK/TIOYEHHS pU3KMKY nepegadi 36yaHuvkis NE
94, IPUHOBICT | KoHueHTpaT ons MicTtpan AHINIA Xaynt ®apma HimeyunHa BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny - 3a UA/17306/01/01
A pO34uHy Ans iHgysil, 20 Kenitan Bonbpatcxa ALMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
mr/mn, no 5 mn(100 mr) MeHemxmeH y3eH M'm6X 3asBHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs) - 3mMiHa
a6o no 15 mn(300 wmr), T NimiTepq, afpecy 3asiBHMKa (B/laCHUKa PeEECTpaLiiiHOro NocBigyYeHHs)
a6o no 25 mn (500 mr)
KOHLeHTpaTy Y dh/1aKoHi;
no 1 doiakoHy B nauuj
95. IPYME/L Tabnetku no 5 mr no 30 Benyno, Xopsartis Benyno, nikun Xopsartis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3mMiHu | Tuny - 3a UA/10140/01/01
TabneTtok y 6nictepi, no nikn Ta Ta KocMeTuKa, 3MiHW [0 IHCTPYKLIiT A/19 Me4MYHOr0 3aCTOCYBaHHS JliKapCbKoro peuyenmom
1 6nicTepy B KapTOHHIi KOCMeTUKa, a.n. 3acoby y po3ginu: «PapmakosioriyHi BNacTMBoCTi»,
nauuj a.a. «[MpoTnnokasaHHa». «B3aemogis 3 iHWMMK NiKapCbKumu
3acob6amm Ta iHWi BUAW B3aEMOgjii», «OcobanBoCTi
3aCTOCYBaHHSA» 3riAHO 3 AaHUMW o0 Ge3nekn Aitoyoi
peyoBuHU
96. IPYME], Tabnetku no 10 mr no 30 Benyno, Xopsartis Benyno, nikun Xopsartis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasiB:3miHu | Tuny - 3a UA/10140/01/02
TabneTok y 6nictepi, no nikn Ta Ta KocMeTuKa, 3MiHW [0 IHCTPYKLUiT 4719 MeAMYHOro 3aCTOCYBaHHS /iKapCbKoro peuenmom
1 6nicTepy B KapTOHHIiA KOCMeTHKa, a.a. 3acoby y po3ainu: «dapmakonoriyHi BNacTnBoCTi»,
nauui o.a. «[MpoTunokasaHHa». «B3aemogis 3 iHWMMK flikapCbKuMm
3acob6amu Ta iHLWi BUAW B3aEMOA,ii», «OcobnmBoCTi
3aCTOCyBaHHA» 3rifAHO 3 AaHNMK Wo0 6e3neku Ajryoi
peyoBuHN
97. IPYME/, Tabnetku no 20 mr no 30 Benyno, Xopsaris Benyno, niku Xopsaris BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/10140/01/03
TabneTok y 6nictepi, no nikn Ta Ta KocMeTuKa, 3MiHV A0 IHCTPYKLUii 415 MeAUYHOr0 3aCTOCYBaHHS /likapCbKoro peyenmom
1 6nicTepy B KAPTOHHIi KOCMETUKa, a.a. 3aco6y y po3ginu: «dapMakosoriyHi B/1laCTUBOCTI»,
nauui o.a. «[poTrnokasaHHa». «B3aemogisi 3 iHWNMY NiKapCbKUMU

3acobamu Ta iHWi BUAW B3aemogili», «OcobmnBoCTi
3aCTOCYBaHHS» 3ifHO 3 AaHVMK WoAo 6e3neky Aitoyoi
peyoBUHU
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
98. KAPOOMAH | TabneTku, BKpUTI CaHoBesnb TypeuunHa CaHoBenb TypeuunHa BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasis: 3MiHu | Tuny - 3a UA/14714/01/01
- NNiBKOBOK 060/I0HKOHO, Insy CaHai lnsy CaHai Be AZMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peuenmom
CAHOBEN no 80 mr; no 14 Be Tupxapet MicLs NMPOBaMKEHHS AisNbHOCTI BUPOGHMKa/imnopTepa
b TabneTok y 6nictepi; no Tupxapet A.LL. rOTOBOrO J1iKapCbKOro 3acoby, BK/IKYaoUMN AifIbHULL BUMYCKY
2 abo 7 6nictepiB y A.LL. cepii abo MicLe NpoBeAEHHSI KOHTPOJIKO AKOCTI. (AiANbHICTb, 3a
KOpOO6Lii 3 KapTOHY AKy BignoBifae BUPOOHMK/IMNOPTEP, BK/IKOHAIOUM BUNYCK CEPiil)
- 3miHa agpecm BupobHuka 113 CaHosenb Inay CaHai Be
TupxapeT A.L., TypeyuunHa, 6e3 3mMiHV MicLS BUPOBHULITBA.
99. KAPOOMAH | TabneTku, BKpUTI CaHoBenb TypeuunHa CaHoBenb TypeuunHa BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHu | Tuny - 3a UA/14714/01/02
- NNiBKOBOK 060/I0HKOHO, Insy CaHai lnsy CaHai Be AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
CAHOBEN 160 mr; no 14 TabneTok Be Tupxapet MicLs MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa
b y 6nicTepi; no 2 abo 7 Tupxapet A.LL. rOTOBOrO J1iKapCbKOro 3acoby, BK/IKOYaloumn AiflbHULL BUMYCKY
6nictepis y Kopobui 3 A.LL. cepii abo MicLe NpoBeAEeHHS KOHTPOJIO AKOCTI. (4iANbHICTb, 3a
KapToHy AKy BiANOBiAA€E BMPOGHMK/IMNOPTEpP, BK/OYAKYM BUMYCK Cepilf)
- 3miHa agpecu BupobHuka 113 CaHoBenb Inay CaHai Be
TumxapeT A.L., TypeyuunHa, 6€3 3mMiHV MicLii BUPOOHULITBA.
100. | KAPAOOMAH | Tabnetku, BKpUTI CaHoBenb TypeyunHa CaHoBesb TypeuunHa BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny - 3a UA/14714/01/03
- NAiBKOBOK 060/I0HKOHO, Insy CaHai lnsy CaHai Be ALMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
CAHOBEN no 320 wmr; no 14 Be Tupxapet MicLst MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa
b TabneTok y 6nictepi; no TumxapeT A.LL. roTOBOrO NiKapPCbKOro 3acoby, BKIYaoUM AifIbHNLi BUNYCKY
2 6nictepun y Kopobu,i 3 A.LL. cepii abo MicLie NpoBeAEHHS KOHTPOJIO SAKOCTI. (4iSNbHICTb, 3a
KapToHy AKy BiANOBiAa€e BMPOGHMK/IMNOPTEpP, BK/OYAKYM BUMYCK Cepiii)
- 3MiHa agpecu BupobHuka 113 CaHoBenb Inay CaHai Be
TupxapeT A.L., TypeyuunHa, 6€3 3mMiHV MicLit BUPOOHULITBA.
101. | KIBEKCA™ TabneTkn, BKPUTI BiiB Benuka "nakco Icnanis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianisB:3miHu | Tuny - 3a UA/11130/01/01
N1iBKOBOK 060/I0HKOIO, Xenckep tOK BputaHis Bennkom C.A., Benvka 3MiHa po3Mipy ynakoBKW roTOBOrO JliKapCbKoro 3acoby - peuyenmom
no 600 mr/300 mr no 10 NimiTeq Icnanis BpwviTaHis/ BUAYyYeHHs ynakoBky in bulk Ne600 (10x60) 3 BignoBigHMMM
TabneTok y 6nictepi; no (BUPOGHWMK MonbLa 3MiHaMu B p. «YNakoBKa»
3 6nicTepu B KOpobLi 3 ans

KapToHy; no 10
Tabnetok y 6nictepi no
3 6nictepu B kopobu, 3
KapTOHY, Mo 3 KOPobkM B
KOHTEHEPHiIli ynakoBLi
TMny "MynbTunak”

nakyBaHHs Ta
BUNYCKY cepii);
nakco
OnepeLwHc
tOK Nimitep,
Benuka
BpuTaHis
(BUPOGHWMK
Hepo3gacoBa
HOI NpoAyKUiT);
nakcoCmiTKn
ANH
dapmMacboTuK
an3 C.A.,
MonbLa
(BMPOGHHMK
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
Hepo3dacosa
HOI NpoAayKuiT)
102. | KNEKCAH® | po3uuH gns iH'ekuiin, 10 TOB Ykpaina CAHO®I ®paHuis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny - 3a UA/7181/01/01
000 aHTK-Xa MO/1 mn, "CaHodi- BIHTPOIN 3MiHV BHECEHO Y TEKCT MapKyBaHHSI NePBUHHOT Ta BTOPUHHOI peyenmom
Ne 2: no 0,8 mny ABEHTIC IHOACTPIA yNaKoBOK NiKapcbkoro 3acoby. BBegeHHs1 3MiH NpoTAroM 6-Tn
LUNPUL-A03i i3 3aXMCHO Ykpaina" MICALIB MICNA 3aTBEPKEHHSA
CUCTEMOIO FOJIKK, No 2
Lwnpuy-ao3n y énicrepi,
no 1 6nictepy B
KapPTOHHI KOpooLyi
103. | KNIBAC 10 TabneTku, BKPUTI TOBAPUCT Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepianis:3MiHu |l Tuny - 3a UA/12971/01/01
NAiBKOBOK 060/I0HKOHO, BO 3 Crapt" BBEJEHHS 404aTKOBOro BUpo6bHuka Ad| posyBactaTuHy peyenmom
no 10 mr; no 10 OBMEXXEH KanbLjto, 3 HagaHHAM MacTep-daiina Ha A®l (ASMF
Tabnetok y 6nictepi; no (e]}0} CTD/OP/RC/EP/001 Issued Date: 05.03.2016), o Bxe
1 a6o 3 6nictepu B BIAMNOBIOA 3aTBEPIAXEHNX BUPOOHNKIB
KapTOHHI navwi NbHICTHO
"ACIHO
YKPAIHA"
104. | KNIBAC 20 TabneTku, BKpUTI TOBAPUCT Ykpaina TOB "dapma Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasnis:3MiHu Il Tuny - 3a UA/12971/01/02
NNiBKOBOK 060/IOHKOHO, BO 3 Crapt" BBEJEHHS A04aTKOBOro BUpobHuka Ad®Il posysBactaTuHy peyenmom
no 20 mr; no 10 OBMEXEH KasibLiito, 3 HagaHHAM macTep-daiina Ha APl (ASMF
TabneTtok y 6nictepi; no (0]}0} CTD/OP/RC/EP/001 Issued Date: 05.03.2016), o BXe
1 a6o 3 6nicTepu B BIAMOBIOA 3aTBEPKEHNX BUPOOHNIKIB
KapTOHHIM nauuj NBbHICTHO
"ACIHO
YKPAIHA"
105. | KOMBIrPU MOPOLLIOK AN OpraHocuH IHAjs EBepTomXeH IHAis BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTepiauiB:3miHu | Tuny - 6e3 UA/11503/01/01
n XoT 0OpanbHOro Po3ynHy 3 Naiigp Naiidp 3MiHM Y TEKCT MapKyBaHHS YNakoBKW NikapCbKoro 3acoby Lwon0 peyenma
cin® NIMMOHHUM CMaKoM Mo 5 CaeHcus CaeHcus 3a3HavYeHHs MiKHapoAHMX NO3HaYeHb OANHULb BUMIPIOBAHHS).
I NOPOLLKY B calle; no Met. N74. Nimiteq BBefeHHs1 3MiH NPOTArom 6-T MiCALIB MIiC/1A 3aTBEPLKEHHS
10 calle B KapTOHHiA
Kopoobui
106. | KOMBIrPU MOPOLLIOK ANs OpraHocuH IHAjs EBepTomXeH IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:3miHu | Tuny - 6e3 UA/11504/01/01
n XoT 0panibHOro pPo3ynHy 3 Naiigp Naiidp 3MiHM Y TEKCT MapKyBaHHS YNakoBKW NikapCbKoro 3acoby Lwono peyenma
cin® Ma/IMHOBMM CMaKoM Mo CaeHcus CaeHcus 3a3HauYeHHs MiXXHapoAHMX NO3HaYeHb OAMHULb BUMIPIOBAHHS).
5 I MopoLLKy B calle; no Mer. N14. Nimiteq, IHAjsa BBefeHHs1 3MiH NPOTArom 6-Tv MiCALIB MIiC/1A 3aTBEPLKEHHS
10 calle B KapTOHHiA
Kopobui
107. | KOMBICIMA | Tabnetku, BKpUTI OpraHocuH IHais EBepTomxeH IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 6e3 UA/15710/01/01
3M® NAiBKOBOK 060/IOHKOHO, Naiigp Naiigp 3MiHa y MeToAax BUNpobyBaHHS roTOBOroO MikapCbKoro 3acoby peuyenma
FACTPOKO | no 10 tabnetoky CaeHcu3 CaeHcus T."KifibkicHe BM3HaueHHs, CMETUKOH" 3MiHN po60o4oro
M®OPT 6nicTepi; no 1 abo 2 Met. 114. Nimitep CTaHapTHOro 3paska nosiauMeTUICUIoKCaHy, 3 iHdhopmavieo

6nictepy y nauyuj 3
KapToHy

LLL0A0 Kacy peakTuBiB, sKi BAKOPUCTOBYHOTLCS Mif yac
aHanisy, Ta 3 yTOYHEHHSIM NPUroTyBaHHA CTaHAAPTHOro Ta
BMNPOOYBAHOro po34mHiIB; T. "OfHOPIAHICTL A030BaHNX
oavHULL CUMETUKOH" 3MiHM PO60YOro CTaHAAPTHOrO 3paska
noniguMeTUACUAOKCaHy, 3 iHpopMaLieto LWOoAo Knacy
peakTuBIB, SKi BUKOPUCTOBYHOTbLCA Mif Yac aHanisy, 1a 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
YTOYHEHHAM MPUrOTYBaHHA CTaHAAPTHOro Ta BMNpoOyBaHOro
PO34mHIB; 3MiHKM Il TMNY - 3MiHa NapamMeTpiB cneyudikalii
Ta/abo [onNyCTUMUX MEX roTOBOrO /iKapCbKoro 3acoby T.
"KinbkicHe B13HauyeHHsi. CUMETMKOH" Ha OCHOBI iCTOPUYHNX
OaHuX, 3 ypaxyBaHHSAM A0MYCTUMUX MEX BMICTY Aito4oi
peyoBuHM 3a MoHorpadieto USP Simethicone Tablets Ta 'y
3B A3KY 3 MOMW/IKOBMM 3a3HaYEHHAM MeX NMpu peecTpavi
roToBOro slikapcbkoro 3acoby, a came Bigbdynocs
pisHouNTaHHA B po3ginax 3.2.P.2 dhapmaueBTuyHa po3poobka,
3.2.P.5.4 aHani3 cepii Ta 3.2.P.5.1 cneundikauis
108. | KOMBICIMA | TabneTku, BKpUTI OpraHocuH IHAis EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - - UA/15711/01/01
3M® NAiBKOBOK 060/IOHKOHO, Naindp Naiidp 3MiHa y MeToAax BUNPOoByBaHHS rOTOBOrO NiKapCbKoro 3acoby
FACTPOKO | in bulk: no 5000 CaeHcus CaeHcus T. "KisibkicHe BU3Ha4eHHs1, CUMETUKOH" 3MiHM pobo4yoro
M®OPT TabneTokK y noAaBiliHMX Met. 14. Nimitepn CTaHAapTHOro 3paska noniauMeTUICUIoKCaHy, 3 iHdhopmaLieo
nosieTUIEHOBMX LLLOA0 Kacy peakTuBiB, sSIKi BUKOPUCTOBYHOTLCSA Nig, yac
nakeTax aHanidy, Ta 3 yTOYHEHHAM NPUroTyBaHHS CTaHAAPTHOrO Ta
BMNPO6YBAHOr0 PO34KHIB; T. "O4HOPIAHICTbL A030BaHUX
oAVHNLL CUMETUKOH" 3MiHM PO60YOro CTaHAapTHOro 3paska
noniguMeTUICUNoKcaHy, 3 iHhopmMaLlieto LWoao knacy
peakTuBiB, SKi BUKOPUCTOBYIOTLCA Nif, Yac aHanisy, 1a 3
YTOYHEHHSIM MPUrOTYBaHHSA CTaHAAPTHOrO Ta BUNpo6ysaHoro
PO34uHiB; 3MiHKM Il TMNy - 3MiHa NapameTpiB cneyudikawii
Ta/abo fonyCTUMUX MEX FOTOBOrO NiKapCbKoro 3acoby T.
"KinbkicHe B13HaueHHs. CUMETMKOH" Ha OCHOBI iICTOPUYHNX
AaHuX, 3 ypaxyBaHHSAM A0MYCTUMMX MEX BMICTY Aito4oi
peyoBuHM 3a MoHorpadieto USP Simethicone Tablets Ta 'y
3B A3KY 3 MOMW/IKOBMM 3a3HAYEHHAM MeX Npu peectpavii
roToBOro siikapcbkoro 3acoby, a came Bigbynocs
pisHoOuMTaHHSA B po3ginax 3.2.P.2 dhapmaveBTnyHa po3pobka,
3.2.P.5.4 anani3 cepii Ta 3.2.P.5.1 cneundikauis
109. | KOHTPO/O | Tabnetku Takena HimeuunHa AnBaHc HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/0106/01/02
K® racTpope3nCTeHTHI No 6X $apma NvbX, nofaHHsA OHOBJ/IEHOro cepTuddikarta BiANOBILHOCTI peuenmom
20 mr; no 14 TabneTtok y HimeuunHa €poneiicbkili hapmakonei Ne R1-CEP 2008-289-Rev 01 ans
6nicTepi; no 1 6nictepy (HaHeceHHs Ail040T peYOBVHY Bif BXe 3aTBEPIKEHOI0 BUPOGHUKA
B KapTOHHIi Kopobuyi NOKpUTTSA Ha HETERO DRUGS LIMITED; 3MiHu | TUny - nogaHHs
agpa OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponenchkili
TabneTok); thapmakonei Ne R1-CEP 2008-289-Rev 00 ans gjto4oi
Takepa M'M6X, peyoBUHM Bif BXe 3aTBepKeHOro Bupo6bHrka HETERO
micue DRUGS LIMITED (nponyuieHa Bepcia CEP RO-CEP 2008-
BMPOGHMLITBA 289-Rev 02, ockinbkn He BUKopucToByBauioch A®I nig yac
OpaHieHbypr, BMPOGHULITBA FOTOBOTrO NiKapCbKoro 3acoby); 3miHu | Tuny -
HimeuunHa noAaHHsA OHOB/IEHOTrO cepTudikarTa BifgnoBigHOCTI
(BUpOGHMLTBO €poneiicbkili hbapmakonei Ne R1-CEP 2008-289-Rev 02 gns
3a NOBHUM [iloY0T peyoBUHU Bif, BXe 3aTBEpPAKEHOro BUPoOHMKa
LMKIOM) HETERO DRUGS LIMITED; 3minu | Tvny - nogaHHs

OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTi EBponenchkiit
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
chapmakonei Ne R1-CEP 2008-065-Rev 01 ans gitouoi
PEYOBUHM Bif, BXE 3aTBEPMKEHOT0 BUPOGHMKA, SIK HACifoK
3MiHa Ha3Bu BnacHuka CEP Ta BUPOGHUYNX AINAHOK;
3anponoHoBaHo: PMC ISOCHEM), 3miHn B MeTofax
KOHTOPO/II0 NikapCbKoro 3acoby B p. «Cknafa» - 3a3HaveHo
HaliMeHyBaHHS BUPOOHWNYMUX AiNSHOK, Ta BUTYYEHO Ha3BM
BnacHvikis CEP
110. | KCAMION® | renb; no 151, 30 r abo NNIEO dapma [JaHis NEO dapma [JaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 6e3 UA/13535/01/01
60 ry donakoHi; no 1 AIC AIC AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenma
h1aKkoHy Y KapTOHHIl MiCLil NMPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
Kopobui rOTOBOIO JIiKAPCbKOro 3aco0by, BKIHOUYaOUN AiNbHUL BUMYCKY
cepii abo micue NpoBefeHHs KOHTPOJIO AKOCTI. (fisNbHICTb, 3a
AKy BiANOBIAA€ BMPOGHMK/IMNOPTEpP, BK/IOYAKUM BUMYCK Cepiid)
- 3MiHa Ha3Bu Ta agpecu BupobHuka M3, 6e3 3miHu Micus
BMPOGHMLTBA (BBEAEHHSA 3MiH NPOTArOM 6-TW MicAUiB nicns
3aTBEPAKEHHS)
111. | KCAMION® | renbno 151,301,601y NIEO dapma [JaHis NEO ®apma [OaHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/13535/01/01
chnakoHi; no 1 dpnakoHy AIC AIC noAaHHs OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI peyenmom
Y KapTOHHIi1 kopobu,i €poneiicbkili hbapmakonei Ne R1-CEP 2000-223-Rev 03 gns
LYol pevyoBUHY Bif, BXXE 3aTBEpAXEeHOro BUPo6HuKa Sicor
S.R.L; 3miHu | Tvny - nogaHHsA OHOBNEHOrO cepTudikata
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2000-
223-Rev 04 ons [itoyoi pevyoBUHY Bif BXe 3aTBEPLKEHOIO
BMPOGHMKA, SIK Hacnigok 3miHa BnacHuka CEP;
3anpornoHoBaHo: TEVA PHARMACEUTICAL INDUSTRIES
LTD
112. | NAH30MNTO | kancynn KPKA, a.4., CnoBeHis Bunpo6HuK, CnoBeHis BHECEHHS 3MiH [0 peecTpaujiiiHnX MaTepianis: 3MiHu | Tuny - 3a UA/8874/01/01
n KMLLKOBOPO34YMHHI TBEpAi | HoBoO MecTo BignoBigasIbHU 3MiHu 3 siKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHU y peuyenmom
no 30 mr; no 7 kancyny n3a BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, LLIO CTOCYIOTLCA
6nicTepi; no 2 6nictepn BUPOBHMLUTBO BMNYCKY Cepii Ta KOHTPO/I0 SIKOCTi FOTOBOrO NiKapCbKoro
B KapTOHHIi Kopo6ui “in bulk”, 3acoby (3amiHa abo AofaBaHHA AiflbHUL, Ha Kl
nepsuHHe Ta 3[iAICHIOETLCA KOHTPO/L/BUNPOGYBaHHA cepii). flofaBaHHA
BTOPVHHE BMpo6HMKa HN30X (HauioHasbHi nabopaTopisi 3a 34paB’e,
nakyBaHHs, OKOJIE iH XpaHo), CNoBeHis WO BiANOBiAaE 3a KOHTPO/Ib cepil,
KOHTpONb Ta a came hi3nyHi Ta XimiuHi MmeTogu. 3MiHu | TUny - 3MiHK 3
BMNYyCK cepii SIKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI.
KPKA, a.4., 3MiHa iMnopTepa/amiHu, Lo CTOCYHTbLCA BUMYCKY cepii Ta
HoBo mecTo, KOHTPO/IO SIKOCTi rOTOBOrO Nlikapcbkoro 3acoby (3amiHa abo
CnoBeHis [0JaBaHHA AiNbHUL, Ha 5K 34ICHIOETHLCSA
KOHTpO/b/BUNpPo6YBaHHS cepil). JlogaBaHHsA BUpo6HMKa KPKA,
Bupo6HuK, n0.4., HoBo mecTo, MNoexoBa yniya 5, 8501 HoBo mecTo,
BignoBiga/IbHM CnoBeHis, WO BiANOBIAA€E 3a KOHTPO/Ib cepii, a came hi3nyHi
11 3a KOHTPO/Tb Ta XiMiYHi MeToam, Ta 3a3HavyeHHs PYHKLUIT 3aTBEPKEHOIO
cepii (i3nyHi Bupo6Huka KPKA, a.4., Hoso mecTo, LLimap’elwka LecTa 6,
Ta XiMiyHi 8501 HoBo mMecTo, C/I0BEHIs BiANOBiAa/IbHUIA 32 BUPOGHNLITBO

meToam

“in bulk”, nepBrHHE Ta BTOPMHHE NaKyBaHHS, KOHTPO/b Ta
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

KOHTPO/IH0)
KPKA, a.4.,
HoBo mecTo,
CnoBeHis

HN30X
(HaujoHanbHi
na6oparopis

3a 34pas’e,

OKOSIE iH

XpaHo),

CnoseHis

BMNyckK cepii. 3MiHn | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo aApecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKA (BK/KOYAOYM, 38 HEOOXIAHOCTI, MicLie NpoBeAEHHS
KOHTPO/II0 AIKOCTI), a60 BnacHuka macTep-ghaiina Ha A®l, abo

nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
3aCTOCOBYHOTLCA Y BUPOOGHULITBI API (AKLLO 3a3HAYEHO Y A0CbE
Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y 3aTBepaKeHoMy
Aocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEHOBMHY (SIKLLIO
3a3HayeHo y Aocbe) 3MiHa agpecu BUpo6HuKiB ADI
NaHconpasony Mylan Laboratories Limited (Unit-7), India Ta
Smilax Laboratories Limited, India, y matepianax
peecTpauiiHoro focke, 6€3 3MiHV MicList BUPOOHMLITBA.

113.

NEBITPA

TabneTkn, BKPUTI
060/10HKO0, N0 5 Mr; Mo
1 tabneTtui y 6nictepi;
no 1 6nictepy B
KapTOHHI navw,i

Baiiep Al

HimeyunHa

Baiiep Al

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny -
3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta dpapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHWX faHuX Npo cucTemy
thapmakoHarnagy (BBeAeHHs y3araslbHeHUX AaHnx npo
cuctemy hapmakoHarniagy, 3miHa yrnoBHOBaKeHOT ocobu,
BiANOBIAANbLHOI 3a 34iicCHEHHSA (hapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iICHEHHSA
hapmakoHarnsgy B YKpaiHi, SKLW0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iNCHEHHS
hapMakoHarnagy (BK/IYaoUmM KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
pO3MilLEeHHI MacTep-ghaiina cucteMu hapmakoHarnsagy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BifNoBigabHOI 3a
thapmakoHarnag. NponoHoBaHa peaakuis: Justin Daniels.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0COBU 3aABHUKA,
BiANOBIga/IbHOI 3a hapMakoHariaa. 3MiHa Micus 34ilCHEHHS
OCHOBHOI fisiIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLIe3HaxX0MKEHHS1 MacTep-chainna

3a
peyerimom

UA/0226/01/01

114.

NEBITPA

TabneTku, BKPUTI
060/10HKO0, M0 20 Mr No
1 a6o no 4 TabneTkn 'y
6nictepi; no 1 6nictepy
B KapTOHHIi nayu,i

Baiiep Al

HimeyunHa

Baiiep Al

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHs1 ab0 3MiHU [0 y3arasibHEHUX AaHVX MPO cUcTeMy
thapmakoHarnaay (BBeAeHHS y3arasibHeHUX AaHNX Npo
cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapMaKkoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHUKa a1st 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c0obU, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnagy (Bk/Iovatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLeHHI MacTep-haiina cucteMun hapmakoHarisgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asiBHIKA, BigNoBiganbHOT 3a
thapmakoHarnsag. NponoHoBaHa peakuis: Justin Daniels.
3MiHa KOHTaKTHUX faHMUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHariag. 3MiHa Micus 34iCHEHHS
OCHOBHOI AiaNbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKEHHs macTep-dhainna

3a
peyenmom

UA/0226/01/03
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115.

NEBILUUNTA
M 250

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no

250 wr, no 10 TabneTok
y 6nicTepi; no 3 abo 6
6nicTepiB y KAPTOHHIi
nauui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepiasiB: 3MiHa 3asBHMKa
(BnacHvKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bif 23.07.2015 Ne 460) - 3miHa 3as1BHMKa rOTOBOrO NiKapCbKOro
3acoby y 3B 53Ky 3 Nepejayeto npasa B/IacHOCTI Ta
MapKeTWHIOBMM piLLEHHSM KOMMaHil Aito4oro Ta HOBOro
3aaBHYKiB (TepMiH BBEAEHHSA 3MiH - NPOTAroM 6 micauis nicns
3aTBEPMKEHHS); 3MiHU | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo aApecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHUKa/iMnopTepa roToBOro likapcbkoro 3acoby,
BK/IOYAI0UM OiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/I0 AKOCTI. (4iSNbHICTb, 3a AKy BiAnosigae
BMPOGHMK/iIMMIOPTEp, BKIOYAKOUMN BUMYCK Cepil) - 3MiHa
HanvcaHHa agpecu Micus MPOBapKEHHS AiSNbHOCTI
BMpPOOHUKA roTOBOrO JliKapcbkoro 3acoby, komnaHii TOB
«®apma CTtapT», 6e3 3MiHM (DaKTUYHOro MiCLA NPOBaKEHHS
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilieHHAM KWiBCbKOi MicbKOT
paau Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepelimeHyBaHHsi 6ynbBapiB, ByMLb, HAIMEHYBaHHS N/oLY Ta
NPUCBOEHHS iMEH ckBepam B MicTi Knesi (TepmiH BBEAEHHS
3MiH: MPOTAroM 6 MicALIB NiCNA 3aTBEPAXEHHS); 3MiHW | TNy -
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHW) - OHOBJ/IEHHS 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS
BTOPVHHOI ynakoBku J13. TepMiH BBEAEHHS 3MiH: NPOTAroM 6
MiCALIB MiCNA 3aTBEPLYKEHHS; 3MiHM | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araibHeHNX AaHnX Npo cuctemy hapmakoHarisgy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cUCTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
BiANOBIAANbLHOI 3a 34iicCHEHHA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 thapmakoHarnagy 3asBHuKa 415 34iCHEHHSA
hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c0o6U, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnsgy (BKovatoum KOHTaKTHI gaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-ghaiina cucteMu dpapmakoHarnsagy) -
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXEHOT 0cobu,
BifNoBigabHOT 3a hapmakoHarnag. 3miHa MicLs 34iiCHEHHS
OCHOBHOI AisiIbHOCTI 3 hapmakoHarnsagy. 3miHa
MiCLLe3HaX0MKEHHSI MacTep-ghainna

3a
peyenmom

UA/11396/01/01

116.

NEBIUNTA
M 250

TabneTku, BKPUTI
NNiBKOBOK 060/I0HKOHO,
no 250 wr, in bulk: no 6
Kr TabneTok y
noslieTUNeHoBMX
naketax

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiHux maTepiasi: 3MiHa 3asiBHUKa
(BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460) - 3miHa 3asiBHMKa roTOBOr0 NikapCbKoro
3acoby y 3B'A3Ky 3 nepejayeto npasa BNacHOCTI Ta
MapKeTVMHrOBUM piLLIEHHAM KOMMaHii Ailo4oro Ta HOBOro
3asBHVKIB (TepMiH BBEAEHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPMKEHHS); 3MiHU | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOOGHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IO4AK0UM AiNbHULI BUMYCKY cepii abo micule npoBefeHHs

UA/11397/01/01
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KOHTPOJIO SIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
BMPOGHUK/IMNOpPTEp, BK/IOYAKUM BUMYCK Cepiii) - 3MiHa
HanvcaHHa afpecun mMicus NpoBaKeHHs AiSNbHOCTI
BMPOGHMKA rOTOBOrO NikapCbkoro 3acoby, komnaHii TOB
«®apma CTapT», 6€3 3MiHM (DaKTUYHOrO MICLSA NPOBAaXXEHHS
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilleHHAM KWiBCbKOI MiCbKOT
pagu Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepelimeHyBaHHsi 6ynbBapis, ByMLb, HaliMEHYyBaHHS N/oL Ta
NPUCBOEHHS iIMeEH ckBepam B MicTi Kuesi (TepmiH BBEAEHHSA
3MiH: NPOTArom 6 MicsLiB NiCNs 3aTBEPAKEHHS); 3MiHK | Tuny -
3MiHu Wopao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi
3MiHW) - OHOB/IEHHS 3aTBEPAYKEHOIO TEKCTY MapKyBaHHS
BTOPUHHOI ynakoBku J13. TepMiH BBEAEHHS 3MiH: NPOTArom 6
MicsILiB Micns 3aTBepKEHHST; 3MiHW | Tuny - 3MiHM LWoA0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo
3MiHW [0 y3arasibHeHVX AaHnX Npo cuctemy hapmMakoHarisgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BiANOBIAANbHOI 3@ 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHuKa ANst 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa BifMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BiANoBiAaNbHOI 3a 34iICHEHHS
hapmakoHarnsgy (Bkouatoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MiLLeHHI MacTep-haiina cuctemun chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHnX YNOBHOBaXXEHOT 0cobu,
BiANOBIga/IbHOI 3a hapMakoHaraa. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnsagy. 3miHa
MicLIe3HaxX0MKEHHS MacTep-chainna

117.

NEBIUUTA
M 500

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 500 mr, no 10
Tabnetok y 6nictepi; no
3 abo 6 6nicTepiB y
KapTOHHIi navw,i

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB: 3MiHa 3asBHMKa
(BnacHvka peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460) - 3miHa 3as1BHMKa rOTOBOTO NiKapCbKOro
3acoby y 3B°A3Ky 3 Nnepefayelo Nnpaea BNACHOCTI Ta
MapKeTUHrOBUM PiLLIEHHAM KOMMaHii Ailo4oro Ta HOBOro
3asBHUKIB (TepMiH BBEAEHHS 3MiH - NPOTArom 6 micsAuiB nicns
3aTBEPMKEHHSR); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHKX. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IIOYA0UN AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
KOHTPOJIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpPTEp, BK/IOYAOUM BUMYCK Cepii) - 3MiHa
HanncaHHa agpecu MicLa NPoBaMKeHHS AiANbHOCTI
BMpPOBHMKA rOTOBOTO JlikapCbkoro 3acoby, komnaHii TOB
«®apma CTtapT», 6€3 3MiHM (DaKTUYHOrO MICLA NPOBaKEHHS
[iSTbHOCTI BHOCUTBLCS Y 3B’A3KY 3 PileHHAM KMIBCbKOI MiCbKOT
pagu Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepeliMeHyBaHHs 6ynbBapiB, BY/I1Lb, HAMEHYBaHHS N/10LL, Ta
NPUCBOEHHS IMeH ckBepam B MicTi Kuesi (TepMiH BBeAEHHS
3MiH: NpoTArom 6 MicsLiB NicNs 3aTBEPAKEHHS); 3MiHM | Tuny -

3a
peyenmom

UA/11396/01/02
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3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - OHOBJ/IEHHS 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHSA
BTOPUHHOT ynakoBku J13. TepMiH BBEAEHHS 3MiH: NPOTArom 6
MICALIB MiCNSA 3aTBEPLKEHHS; 3MiHM | TUny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsaay. BeegeHHs abo
3MiHU [0 y3ara/ibHeHNX AaHuX Npo cuctemy hapMakoHarisaLy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0cobw,
BiZiNOBIAANbHOI 3@ 3AjiCHEHHS hapmakoHarnaay; KOHTaKTHOI
0cobu 3 hapMakoHarnsay 3asBHVKa AN 34iICHEHHS
thapMakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0C06U, BiNOBIAALHOT 3a 34iICHEHHS
hapmakoHarnsgy (Bkovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHnX YNoBHOBaXKEHOT 0cobu,
BiANOBIAa/IbHOI 3a hapMakoHariag. 3MiHa Micus 34iCHEHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxopKeHHsi MacTep-aiina

118.

NEBILUUTA
M 500

TabneTkn, BKpUTI
NNiBKOBOK 060/IOHKOHO,
no 500 wr, in bulk: no 6
Kr TabneTok y
nonieTMneHoBux
nakeTax

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianiB: 3MiHa 3asBHMKa
(BnacHuKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bif 23.07.2015 Ne 460) - 3miHa 3asiBHMKa rOTOBOTO NiKapCbKoro
3acoby y 3B 53Ky 3 Nepejayeto npasa B/IacHOCTi Ta
MapKeTWHIOBMM PiLLEHHSIM KOMMaHil [ito4oro Ta HOBOro
3aaBHYKiB (TepmiH BBEAEHHSA 3MiH - TPOTAroM 6 micauis nicns
3aTBEPMKEHHS); 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy MicLs NPOBAKEHHS AiSSIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro likapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/I0 AKOCTI. (4iSNbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNIOPTEP, BK/IOYAKOYM BUMYCK CEpil) - 3MiHa
HanvcaHHsa agpecu Micus MPOBaKeHHS AiSNbHOCTI
BMpPOBHUKA roTOBOrO Jlikapcbkoro 3acoby, komnaHii TOB
«®apma CTtapT», 6€3 3MiHM (DaKTUYHOrO MICLA NPOBaKEHHS
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilleHHAM KWiBCbKOI MicbKOT
paau Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepeimeHyBaHHs 6ynbBapis, BY/I1LIb, HAIMEHYBaHHS N/I0LL, Ta
NPUCBOEHHS iMeH ckBepam B MicTi Knesi (TepmiH BBEAEHHS
3MiH: MPOTArOM 6 MiICALIB NiCNA 3aTBEPAXEHHS); 3MiHK | TNy -
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - OHOBJ/IEHHS 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS
BTOPVHHOI ynakoBku J13. TepMiH BBEAEHHS 3MiH: NPOTAroM 6
MICALIB MiCNA 3aTBEPLKEHHS; 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/ibHeHNX AaHuX Npo cuctemy hapmMakoHarismgy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANbLHOI 3a 34iicCHEHHSA (hapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHVKa ANs 34iCHEHHSA

UA/11397/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXEHOT 0cOo6U, BiANOBIAaNLHOI 3a 34iNCHEHHS
hapmakoHarnsgy (BKovatoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) -
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXEHOT 0cobu,
BifNoBigabHOT 3a hapmakoHarnag. 3miHa MicLs 34iiCHEHHS
OCHOBHOI AisiIbHOCTI 3 dhapmakoHarnsagy. 3miHa
MiCLLe3HaX0MKEHHSI MacTep-haiina
119. | NIAOKAIH pO34nH AN1 iH'ekuii, 20 MpuBaTHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3a UA/12713/01/01
Mr/M1, no 2 MA B akujioHepHe akujioHepHe 3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikat peyenmom
amnyni; no 10 amnyn y TOBapuCTBO TOBapuCTBO BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadpii. 3mMiHu,
KapTOHHI/ nauui 3 "Jlekxim- "Jlekxim- noB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIAMOBIAHICTb A0
neperopogkamu; no 2 Xapkis" Xapkis" MoHorpadii 4PY abo EBponeiicbkoi chapmakonei, abo iHwoT
M/ B amnyni; no 5 HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
amnyn B 04HOGIYHOMY cneumgikauisx, nos'a3aHa 3i 3amiHamy B AdY, abo
6nicTepi; no 2 6rictepu €Bponeiicbkiin hapmakonel, abo iHLWiA HaLioHaNbHIl
y nauyui 3 kKapToHy thapmakonei fgepxasu €C) CynyTHS 3MiHa - AAMIHICTpaTUBHI
3MiHW. 3miHa Ha3Bn A®| abo AONOMIKHOT peHOBMHY - 3MiHN 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii. 3mMiHu,
MoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiANOBIAHICTb [0
MoHorpadii 4PY abo EBponeiicbkoi chapmakonei, abo iHwoT
HauioHasbHOT hapmakonel gepxasun €C (iHLWi 3MiHW)
npuBefeHHs cneundikauii Ta aHaniTMYHnX metoamk Ad|
NipokaiHy rigpoxnopug MoHorigpaT A0 BUMOr MoHorpadii EP 3
Bi4NOBIAHOI 3MiHOI Ha3BU ADI. 3MiHU BHECEHI Y po3ain
"Cknag" B IHCTPYKLiO 419 MELMYHOrO 3aCTOCYBaHHS
nNikapcbKoro 3acoby Ta sk HacnifgokK - BiAnoBigHA 3MiHA Y TEeKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby. BBefeHHsA 3MiH
NpoTArom 3-xX MiCALIB MiC/1A 3aTBEPKEHHS.
120. | NIBUHONP Tabnetku no 10 wmr, no KPKA- Xopsaris BignoBigasibHU CnoBeHis BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHu | Tuny - 3a UA/11615/01/02
N KPKA 14 TabneTok y 6nictepi; PAPMA 11 3a KOHTPO/b 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y peuenmom
no 1 a6o 2, a6o 4 4.0.0. Ta BUMYCK BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHUL
6nicTepn y KapTOHHIl cepil: BMPOGHMLITBA A1 YaCTWHM ab0 BCbOro BUPOGHMYOTrO npoLiecy
Kopobui; no 10 Tabnetok KPKA, a.4., rOTOBOrO JliKapcbKOro 3acoby (AiNbHULSA, Ha kil NpoBOASTLCS
y 6nicTepi; no 2 a6o 3, HoBo mecTo, 6yAb-AKi BUPO6HUUI CTagji, 3a BUHATKOM BUNYCKY Cepii,
abo 6 6nicTepiB y CnoBeHis KOHTPOJIO SIKOCTi, NEPBMHHOIO Ta BTOPUHHOTO NakyBaHHSA, 415
KapTOHHIA KopooLi HeCTepW/IbHUX NiKapCbknx 3ac06iB). CynyTHA 3MiHa - 3MiHM 3
BiANOBIAA/IbHA AKOCTI. [0TOBWIA NikapcbKnii 3aci6. 3MiHN Y BUPOOHULITBI.
I 3a 3amiHa abo BBeAEeHHSA [0AATKOBOI AiNbHNLj BUPOGHULTBA 415
BUPOGHMLTBO 4yacTHK abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
"in bulk", nikapcbKoro 3acoby (4inbHWULA A1 BTOPUHHOTO NakyBaHHS) -
NepBUHHY Ta 3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BTOPUHHY BUPOGHMUTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AiNbHULL
yrnaxkoBKy BMPOGHMLITBA A1 YACTUHU abo BCbOrO BUPOOGHMYOrO MpoLecy
KOHTPO/b roTOBOrO /iKapCbKOro 3acoby (AinbHULA 415 NEPBUHHOIO
cepil: nakyBaHHs) - 3amiHa AiNbHYLi BUPO6HMLTBA FOTOBOrO

KPKA, a.4a.,

NiKapcbKoro 3acoby ans Ao3yBaHb 10 mr 1a 20 Mr. BBeAeHHsi
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Hoso mecTo,
CnoBeHis

3MiH NPOTAroM 6-TW MicALiB nicns 3aTBepAKeHHS. 3MiHu | Tuny
- 3MiHu 3 siKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHU y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTrO NiKapCbKOro
3acoby (3amiHa abo AofaBaHHA AiflbHUL, Ha Kl
3[iiCHIOETLCA KOHTPO/L/BMNPOBYBaHHA cepii) - 3amiHa
BMPOGHMKA, L0 BiANOBIAAE 3a KOHTPOosb cepii 3 KPKA-OAPMA
n.0.0., B. Xonesua 20/E, 10450 fActpebapcko, XopBsarTisi Ha
KPKA, a.4., HoBo mecto, HoBOoMelLKa LecTa 22, 8310
LLleHTepHe, CroBeHia Ta foAaBaHHSA BUPOGHNYOT QOYHKLi
KoHTponto cepii KPKA, a.4., HoBo mecTo, LLmap’elika LecTa 6,
8501 Hoso mecTo, CnoseHis gnsa gosysaHb 10 mr ta 20 mr.
3aTBepmkeHo: BignosiganbHWin 3a Bunyck cepii: KPKA, g.4.,
HoBo mecTo, CnoBeHis LWmap’ewka Lecta 6, 8501 HoBo
mecTo, CnoBeHis . BBeieHHS 3MiH NpOTArom 6-Tu MicALiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - AAMIHICTPaTUBHI 3MiHN.
BunyyeHHs1 BUPOOHWYOT AinbHULI (BKIKOYAOUN AiNbHUL ANS
A®I, npomiXXHOro NPoAyKTy abo roToBoro fikapcbKoro 3acooby,
AiNbHULUI A58 NpoBeAEeHHS NakyBaHHS, BUPOOHNKa,
BiANOBI4A/ILHOrO 3a BUNYCK CEPiii, MiCLie NPOBEAEHHS
KOHTPONIO cepii) abo noctayanbHWKa BUXIAHOTO matepiasny,
peareHTy abo AONOMIXHOT PEUOBMHY (SKLLO 3a3HAYeHO y
[OCbE) -

BUTYYEHHS BUPOOHUYOI AiNbHWLI BiANOBIA&NbHOT 3a BUMYCK
cepii KPKA-®APMA p.0.0., XopBartia ans gosysaHb 10 Mr Ta
20 wr.

BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCiA 3aTBEPAKEHHS.

121.

nisMHonpP
NN KPKA

Tabnetku no 20 mr, no
14 Tabnetok y 6nictepi;
no 1 a6o 2, a6o 4
6nicTepn y KapTOHHIl
Kopobui; no 10 TabneTok
y 6nicTepi; no 2 a6o 3,
abo 6 6nictepiB y
KapTOHHIA KOpooLi

KPKA-
PAPMA
4.0.0.

XopBartis

BignoBigabHM
11 3a KOHTPO/1b
Ta BUMYyCK
cepii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis

BiANOBIAa/IbHA
3a
BUPOGHMLTBO
"in bulk",
NepBUHHY Ta
BTOPUHHY
ynakoBKy
KOHTpPO/Ib
cepil:
KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoBeHis

BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AATKOBOI Ai/TbHNL
BMPOGHMLITBA A1 YaCTUHM ab0 BCbOro BUPOBGHMYOTro npoLiecy
rOTOBOrO JliKapCcbKOro 3acoby (AiNbHULSA, Ha sKili NPOBOASATLCS
6yAb-AKi BUPO6HUUI CTagji, 3a BUHATKOM BUNYCKY Cepii,
KOHTPO/IO AKOCTi, NEPBMHHOTO Ta BTOPUHHOIO NakyBaHHS, A1
HeCTepW/IbHUX NiKapCbKnx 3aco6iB). CynyTHA 3MiHa - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKnii 3aci6. 3MiHN Y BUPOOHULITBI.
3amiHa abo BBeAeHHS [0AATKOBOI Ai/IbHNLj BUPOGHMLTBA A/15
4yacTnHK abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (4inbHWULA A1 BTOPUHHOTO NakyBaHHS) -
3MiHu 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3amiHa abo BBeAEeHHA 40AATKOBOI AiNbHULL
BMPOBGHULTBA 47151 YACTUHU abo BCbOro BUPOGHMYOro npoLecy
roTOBOrO JliKapcbKoro 3acoby (AiNbHULSA A58 NEPBUHHOIO
nakyBaHHs) - 3amiHa [iNbHULI BUPO6HMLTBA FOTOBOrO
nikapcbKoro 3acoby ans fo3yBaHb 10 mr 1a 20 Mr. BBeaeHHst
3MiH NPOTAroM 6-TW MicALiB nicns 3aTBepAXeHHS. 3MiHu | Tuny
- 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHU y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTbCA

3a
peyenmom

UA/11615/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTrO NiKapCbKOro
3acoby (3amiHa abo AofaBaHHA AiflbHUL, Ha Kl
3AiiCHIOETLCA KOHTPO/L/BMNPOBYBaHHA cepii) - 3amiHa
BMPOGHMKA, L0 BiANOBIAAE 3a KOHTPOsb cepii 3 KPKA-©OAPMA
n.0.0., B. Xonesua 20/E, 10450 fActpebapcko, XopBsarTisi Ha
KPKA, a.4., HoBo mecto, HoBOoMelLKa LecTa 22, 8310
LLleHTepHe, CroBeHia Ta foAaBaHHSA BUPOGHNYOT QOYHKLi
KoHTponto cepii KPKA, a.4., HoBo mecTo, LLmap’elika LecTa 6,
8501 Hoso mecTo, CnoseHis gnsa gosysaHb 10 mr ta 20 mr.
3aTBepmkeHo: BignosiganbHWin 3a Bunyck cepii: KPKA, g.4.,
HoBo mecTo, CnoBeHis LWmap’ewka Lecta 6, 8501 Hoso
mecTo, CnoBeHis . BBeleHHs 3MiH NpOTArom 6-Tu MicALiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - AAMIHICTPaTUBHI 3MiHN.
BunyyeHHs1 BUPOOGHWYOT AinbHULI (BKIKOYAOUN AiNbHUL ANS
A®I, npomiXXHOro NPoAyKTy abo roToBoro fikapcbKoro 3acooby,
AiNbHULUI A58 NpoBeAeHHS NakyBaHHS, BUPOOHNKa,
BiANOBI4A/ILHOIO 3a BUNYCK CEPiii, MicLie NPOBeAEHHS
KOHTPOIO cepii) abo noctayanbHWKa BUXIAHOTO Matepiasny,
peareHTy abo A0NOMiIXHOT PEUOBMHY (SKLLO 3a3HAYeHO Y
[OCbE) -
BUTyYEHHS BUPOOHUYOI AiNbHULI BiANOBIA&NbHOT 3a BUMYCK
cepii KPKA-®APMA p.0.0., XopBartia ans gosysaHb 10 Mr Ta
20 wr.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCiA 3aTBEPAKEHHS.
122. | NIHKOUWH po34nH ANna iH'ekuiid, 300 Mdpaiizep CLWA Mdpaiizep Benebris BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3a UA/10038/01/01
Mr/MA Mo 2 MmNy IHK. MeHtochekuyp AfMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
thnakoHi; no 1 dpnakoHy nHr Benbris MiCLi NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
B KapTOHHI Kopo6ui HB rOTOBOrO JiKapCbKOro 3acoby, BK/IKOYaoumn AiflbHULL BUMYCKY
cepii abo MicLe NpoBeAEHHS KOHTPOJIO AKOCTI. (4iANbHICTb, 3a
AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAKOUM BUMYCK Cepilf)
3MiHa agpecu BMpobHuka MNdpaiizep MeHodekyypuHr Benbris
HB, 6e3 3MiHV Micus BUPOOHULTBA
BBefeHHS 3MiH NpoTArom 6-x MiCALIB MiC/1A 3aTBEPKEHHS
123. | NiCAAIN TabneTku, BKpUTI O-p Peppi'c IHAjsA O-p Peppi'c IHAjA BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasiB:BUNpaB/ieHHs 3a UA/17485/01/01
NAiBKOBOK 060/IOHKOHO, Na6opaTtopi Nab6opaTtopic TEXHIYHOI NOMW/IKWN Y TEKCTi MeTofax KOHTPOSIO SKOCTi B peuenmom
no 250 wmr, no 10 c g nrp, po3gini "laeHTudpikauis. B. TutaHy giokeng"
TabneTtok y 6nictepi, no
6 6nicTepiB y KApPTOHHIi
Kopobui
124. | niCAA4IN TabneTku, BKpUTI O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [j0 peecTpaLjiiiHuX MaTepiasiB:BUNpaB/ieHHs 3a UA/17485/01/02
NNiBKOBOK 060/IOHKOHO, Na6opaTtopi Nab6opaTtopic TEXHIYHOI NOMW/IKN Y TEKCTi MeTofax KOHTPOSO SKOCTi B peuenmom
no 500 mr, no 10 c g NTp, po3gini "lgeHTudpikauis. B. TutaHy giokemg"
TabneTtok y 6nictepi, no
6 6nicTepiB y KAPTOHHIl
Kopobui
125. | NiCA4IN TabneTku, BKpUTI O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHuX MaTepiasiB:BUNpaB/ieHHs 3a UA/17485/01/03
NAiBKOBOK 060/I0HKOHO, Na6opaTtopi Nab6opaTtopic TEXHIYHOT NOMW/IKMN Y TEKCTi MeTofax KOHTPOSIO SKOCTi B peuenmom
no 750 mr, no 10 c/lig Nt po3aini "laeHTudpikauis. B. TutaHy giokcma"
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
TabneTok y 6nictepi, no
6 6nicTepiB y KapTOHHIi
Kopoobui
126. | NiCAAIN TabneTku, BKpUTI [O-p Peppj'c IHgis O-p Pegpi'c IHais BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasliB:BUNpaBieHHs 3a UA/17485/01/04
NNiBKOBOK 060/I0HKOHO, Na6opaTtopi Nab6opaTtopic TEeXHIYHOT NOMWJIKWN Y TEKCTi MeTofax KOHTPOSIO AKOCTi B peuenmom
no 1000 wr, no 10 c g nrp, po3gini "laeHTudpikauin. B. TutaHy giokeng'
TabneTtok y 6nictepi, no
6 6nicTepiB y KapTOHHIi
Kopobui
127. | nonIPEN TabneTku, BKpUTI TOB "TeBa Ykpaina AkTasic 1T/, ManbTa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasiB:BUNpaB/eHHs 3a UA/11636/01/01
NAiBKOBOK 060/IOHKOHO, YkpaiHa" TEXHIYHOT NOMW/IKN Y METOAax KOHTPOJIH0 SAKOCTI, B pO34iNi peuenmom
no 75 mr no 10 Tabnetok «Cknag» Ta, K HacnifoK Pi3HOUNTAHHS 3 HLUNMK
y 6nicTepi; no 3 abo 9 3aTBEpMKEHUMN JOKyMEHTaMK (peecTpaviliie NoCBigYEHHS,
6nicTepiB y KAPTOHHIl IHCTPYKUiA AN MEAUYHOIO 3aCTOCYBaHHS)
Kopobui; no 7 TabneTok
y 6nicTepi; no 4
6nicTepy B KAPTOHHIi
Kopobui
128. | NOPATAAWN | Ta6bnetku no 0,01 r no MpuBaTHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasnis:3MiHu Il Tuny - 6e3 UA/4033/01/01
H 10 Tabnetok y 6nicTepi, akujioHepHe akujoHepHe 3MiHa NepiogUYHOro KOHTPOSIHO 3a NOKa3HUKOM peyenma —
no 1 a6o 2 6nictepn B TOBapuCTBO TOBapuCTBO «MikpobiofioriyHa YncToTa» 3 NOCepiNHOro Ha BUOGIPKOBUIA Ne 10, Ne
naJui 3 KapToHy; no 10 "J1ekxim- "J1ekxim- (nepLuy Ta KoXHy m'sTy cepii) 20; ons
TabneTtok y 6nictepi, no Xapkis" Xapkis" cmauyjioHapis
50 a6o 100 6nicTepis B — Ne 500, Ne
nayui 3 KapToHy 1000
129. | NOPATAAWN | TabneTtkm no 0,01 rin MNpvBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepianis:3miHu |l Tuny - 6e3 UA/4058/01/01
H bulk: no 5000 TabneTok akujioHepHe akujioHepHe 3MiHa NepiogUYHOr0 KOHTPOSIIO 3a NOKa3HUKOM peyenma —
Y KOHTelHepax TOBapWCTBO TOBapUCTBO «MikpobionoriyHa 4ncToTa» 3 NocepiliHoro Ha BMGIpKOBWIiA Ne 10, Ne
na1acTMacoBux 3 "Nlekxim- "Nlekxim- (nepLuy Ta KOXHY m'aTy cepii) 20; ons
KPULLIKOKO 3 KOHTPO/IEM Xapkis" Xapkis" cmayioHapis
NnepLuoro po3KpuTTA — Ne 500, Ne
1000
130. | IOCAPTAH | Tabnetku, BKpUTI "KcaHTic Kinp AxtaBic AT IcnaHgis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:3miHu | Tuny - 3a UA/16041/01/01
nntoc NNiBKOBOK 060/I0HKOHO, Papma 3MiHW BLO iHCTPYKLIT 4151 MEAVYHOIO 3aCTOCYBaHHSA peyernmom
100 mr/12,5 mr no 10 NimiTen" niKkapcbKoro 3acoby y po3ginun: "®apmakosioriyHi BnacTmBocTi',
TabneTok y 6nictepi; no "Oco6nmBocTi 3acTocyBaHHA", "MobiuHI peakuii” BignosigHO [0
3 abo 10 6nictepiB y OHOBNEHOT iHthopMaLii 3 6e3neku Ailo4oi peYoBUHU
KapTOHHIM nayu,i rigpoxnopoTiasug. BeegeHHs 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepAKeHHs
131. | MEBCIH kancynu no 200 mr, no OpraHocuH IHAis EBepromxeH IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasiB: yTOUHEHHS 3a UA/8968/01/01
PETAPA® 10 kancyn y 6nictepi; no Naidp Naiidp npoueaypu B Hakasi peyenmom
3 6nictepu y navyj 3 CaeHcus CaeHcus Ne 1942 Big 13.09.2019 B npoueci BHECEHHS 3MiH -
KapToHy Met. N14. Nimiteq 3a3HavyeHHs TepMiHy BBEAEHHS 3MiH - 3MiHN BHECEHI B TEKCT
MapKyBaHHS! yNakoBKW JlikapcbKoro 3acoby LU0A0 3a3HavyeHHs
MDKHapPOAHUX NO3HAYeHb OAMHULL BUMIpIOBaHHS. BBefeHH:A
3MiH NPOTArom 6-X MicsiLiB nicnA 3aTBepAKEHHS.
132. | MEBCIH Kkancynu no 200 wmr in OpraHocuH IHgis EBepTomkeH IHais BHECEHHS 3MiH 40 peecTpaLiiHux MmaTepiasiiB: YTOUHEHHSs - UA/8969/01/01
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

PETAPA®

bulk: no 1000 kancyn y
nakerax

Naid
CaeHcus
Met. /IT4.

Naid
CaeHcus
Nimiten

npoueaypu B Hakasi
Ne 1942 Big 13.09.2019 B npoueci BHECEHHS 3MiH -
3a3HayYeHHs TepMiHy BBEAEHHS 3MiH - 3MiHN BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ NikapCbKOro 3acoby LL0A0 3a3HavYeHHs
MDKHapOAHUX NO3HaYeHb OAMHULL BUMIpOBaHHS. BBefeHHA
3MiH NpoTArom 6-x MicsiLiB NicNsA 3aTBePAKEHHSA.

133.

MEAOLMM
PVH

TabneTkn, BKpUTI
NNiBKOBOK 060/IOHKOHO,
no

500 wr; no 10 TabneTok
y 6nicTepi; no 1
6nicTepy B KapTOHHIl
Kopobui

Mepokemi
nTa

Kinp

Mepokemi
NTA (3aBog
AZ)

Kinp

BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHu | Tuny -
3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 41 MeANYHOro 3acTOCyBaHHA Ha
nigcTasi peryssipHO OHOBJ/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHvi nepiod, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnany negiatpuuHnx gocnimxkers (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHoM) - 3MiHW BHECEHi [0
IHCTPYKLii ANA MeQUYHOro 3aCTOoCyBaHHA NiKapcbKoro 3acoby y
po3ain "OcobanBOCTi 3aCTOCyBaHHA" 3rigHO 3 AAHUMMN LW0A0
6e3neku gjtoyoi pevoBnHN (BBeageHHs 3MiH MpoTArom 3-x
MiCALB Nicna 3aTBepMKEHHS); 3MiHU | Tuny - 3MiHW WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTumLi Nikapcbkoro 3acoby, TEKCTi MapkyBaHHS Ta
IHCTPYKUIT AN MeQUYHOro 3aCToCyBaHHA Ha niacTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3Mekn Nikapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3aCTOCyBaHHS NikapcbKoro
3acoby B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaT
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMOBIAHO A0 NAaHy
negjatpnyHux gocnigpkeHs (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OPraHoM) - 3MiHW BHECEHi [0
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS JliKapCbKOro 3acoby y
po3gain "MokasaHHs", Ta po3ginu: "OcobnmsocTi
3acTocyBaHHsA", "Cnocib 3acTocyBaHHS Ta f03u", "MobiuHi
peakuii" 3rigHo 3 AaHVMK Woa0 6e3nekn 4ityoi pevyoBUHN
(BBefEHHS 3MiH NPOTSArom 3-X MicsALiB Nic/1a 3aTBepAXeHHs)

3a
peyenmom

UA/6922/01/01

134.

METAMI3O
N HATPIIO

nopoLUoK (cybcTaHuis) y
nakeTax 3 noaieTuneHy
ans hapmauesTUyHoOro
3acTocyBaHHs

T30B
"BIOHIKA
EBPOIA"

CnoBeHis

YxaHb ¥Ya0
dapmacbloTika
n Ko., Nitg.

Kutaii

BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHsA Ta/abo agpecu
3asBHMKa (BNacHvKa peecTpauiiHoro NocBig4yeHHs) - 3mMiHa
apecu 3asBHUKa

UA/14447/01/01

135.

METAMI3O
N HATPIIO

KpucTanivyHniA NOPOLLOK
(cy6eTaHuis) B
ofVHapHuX abo
NoABINHNX
NnoslieTUNEHOBUX MiLLKax
Ansa hapmaleBTUYHOIO
3acTocyBaHHs

TOB "TK
"ABpopa”

YkpaiHa

Xebeli LI3ixeH
(Tpym)
dapmacbloTika
n Ko., Nita.

Kutaii

BHECEHHS 3MiH A0 peecTpaviiHnx matepiasis: 3miHu | Tuny -
3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBIEHOTO cepTudikaTa BignoBigHOCTI
abo BunyyeHHs cepTtudikaTa BiANOBIAHOCTI EBPONECHKIl
thapmakoneli: ana A®l; gns BuxigHoro
martepiany/peareHTy/NPOMKHOIO NPOAYKTY, WO
BMKOPVCTOBYOTLCS Y BUPOOHULTBI ADI; 415 LONOMIKHOT
peyoBUHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKilt
cthapmakonei) - OHOBNEHUI cepTUdIiKaT Big yxe

UA/14802/01/01
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3aTBEPKEHOro BUPO6HUKA - [ofaHHA OHOB/IEHOTO
cepTudpikaTy BignoBigHocTi EBponelicbkoi hapmakonei Ne R1-
CEP 2005-143-Rev 01 Big, BXe 3aTBEpAXEHOr0 BUPOGHMKA
A®| meTamizony HaTpito BUpo6Huka Hebei Jiheng (Group)
Pharmaceutical Co., Ltd., Kutali (3aTBEpaxeHuii cepTudpikart
BignoBigHocTi €Bponelicbkoi hapmakonei Ne R1-CEP 2005-
143-Rev 00). 3miHM B 3a3Ha4Y€HHI aapecu BUPOGHNKa,
BUJTyYEHO NOKa3HWK «Baxki MeTanu», MeToauky Ans
nokasHuka «3asIMLLKOBI KiflbKOCTI OpraHiYHUX PO3UYNHHUKIB
npviBefieHo BiAnNoBigHO Ao fgogatky o CEP, BHeCeHO 3MiHn y
po3ain Ynakoska 1a MapKyBaHHs

136.

METUNEPI
OBPEBIH

PO34MH A8 iH'exuin, 0,2
Mr/M o 1 mn B amnysii;
no 5 amnyn y 6nictepi;
no 10 6nictepis y
KapTOHHI ynakoBsL,i

«Xemodhapm
» AL

Pecny6nika
Cepbis

«Xemodhapm»
Al

Pecny6nika
Cepbis

BHECEHHS 3MiH 0 peecTpavliiniHux MmaTepiasis: 3MiHu | Tuny -
AZMiHiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHVKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa
Ha3BW KpaiHu 3asBHUKA; 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus NPoBamKeHHS
[isiNbHOCTI BUpOOHUKa/iMnopTepa roToBoro /ikapcbkoro
3ac00y, BKIOYauM AinbHULi BUNYCKY cepii abo micue
NPOBeLEHHS KOHTPOJIIO SKOCTI. (ZisNIbHICTb, 32 Ky BifgnoBigae
BMPOGHUK/iIMNOPTEP, BK/IOYAKOUM BUMYCK Cepili) - 3MiHa Ha3Bu
KpaiHv BupobHuka:(Cepbis), Pecny6nika Cepbist, 6e3 3MiHN
Micus BUpo6HULTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepPKEHHS)

3a
peyerimom

UA/9077/01/01

137.

ME®EHAMI
HKA®

TabneTkn, BKPUTI
060/10HKOI0, MO

500 mr no 10 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakosui; no 1 a6o no 2
KOHTYPHI YapyHKOBI
ynakoBKU y navui

MpAT
"®apmauesT
nyHa chipma

"fapHuus”

Ykpaina

MpAT
"®apmauesTn
YyHa chipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepianis: 3MiHu | Tuny -
3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
NPVAATHOCTI FOTOBOTO NiKapCbKoro 3acoby) - [ns Toprosoi
ynakoBku (MiaTBEPAKYETLCS AaHUMM peasibHOro Yacy) -
36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3aco0y Ha OCHOBI NO3WUTUBHMX Pe3y/bTaTiB JOBrOCTPOKOBUX
nocnimpkeHb CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepKeHo:
TEPMIH MPUOATHOCTI 2 pokn 3anponoHosaHo: TEPMIH
NMPNOATHOCTI 3 pokv (BBeAeHHsI 3MiH NPOTAroM 6-Tu
MicALIB Nic/a 3aTBePAKEHHS)

6e3
peyenma

UA/14487/01/01

138.

MIPEHA

BHYTPIiLUHbOMAaTKOBA
cucrtema 3
neBOHOprecTpesiom, 52
Mr (20 MKr/24 roguHun);
BHYTpiLLHbOMAaTKOBa
cuctema Ta npucTpii
[ONs BBEAEHHSA
(3anasiHuii B okpemMuii
6nicTep), 3anakoBaHi B
CTEepPW/IbHWIA, 3anastHuiA
MiLLeyoK, Lo
noMmiLLaeTbCs B
KapTOHHY nayky

Baliep Oy

diHnAHAIa

Baiiep Oy

diHnAHAIA

BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasiB:3miHn | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
thapmakoHarnagy (BBeAeHHS y3arasibHeHUX AaHnx npo
cuctemy chapmakoHarnsgy, aMiHa yrnoBHOBaXeH0i ocobu,
BiNOBIAANbHOI 3@ 3AjiCHEHHS hapmakoHarnaay; KOHTaKTHOI
0Cco6u 3 hapmakoHarnsgy 3asBHVKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0C06U, BifNOBIAALHOT 3a 34iICHEHHS
hapMakoHarnisgy (BK/IoYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNoBigabHOI 3a
thapmakoHarsg. NponoHoBaHa pefakuist: Jastin Daniels.

3a
peyenmom

UA/8614/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0COBU 3aABHUKA,
BiANOBiga/IbHOI 3a hapMakoHaraa. 3MiHa Micus 34iCHEHHS
OCHOBHOI fisiIbHOCTI 3 (hapmakoHarnsagy. 3miHa
MiCLie3HaxXoMKeHHs macTep-hainna
139. | MOA/IN 10 | TabneTku, BKPUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/17077/01/01
NiBKOBOK 060/I0HKOIO, dapmacbioTi dapmacbloTika noAaHHA HOBOTO cepTudpikaTa BiAnoBigHOCTI €Bponencobkii peyenmom
no 10 mr Ne 30 (10x3) y kanc Jitg, nc nTg chapmakonei Ne R1-CEP 2011-156-Rev 02 ans gitouoi
6nictepax peyoBuHM Atorvastatin calcium trihydrate Big HoBOro
BMpo6Huka Cadila Healthcare Limited, IHAjs
140. | MOANIN 20 | TabneTku, BKpUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/17077/01/02
NAiBKOBOK 060/IOHKOHO, dapmacbloTi PapmacbloTika noAaHHs HOBOTO cepTudpikaTa BiAnoBigHOCTI €EBponeichkili peuenmom
no 20 mr Ne 30 (10x3) y Kauic Itg, nc ity thapmakonei Ne R1-CEP 2011-156-Rev 02 ans gitouoi
6nicTepax peyoBuHM Atorvastatin calcium trihydrate Big HoBoro
BMpo6HuKa Cadila Healthcare Limited, IHAis
141. | MOA/IN 40 | TabneTkn, BKPUTI ToppeHT IHgis ToppeHT IHgis BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasiB:3miHn | Tuny - 3a UA/17077/01/03
NiBKOBOK 060/1I0HKOHO, PapmacboTi PapmacbloTika noAaHHa HOBOTo cepTudpikaTa BiAnoBigHOCTI €EBponenchkiii peuyenmom
no 40 mr Ne 30 (10x3) y Kanc JItg nc itg hapmakonei Ne R1-CEP 2011-156-Rev 02 ans gitouoi
6nictepax pevoBuHM Atorvastatin calcium trihydrate Big HoBoro
BMpo6HMKa Cadila Healthcare Limited, IHais
142. | MOANIN 80 | TabneTtku, BKpUTI ToppeHT IHAis ToppeHT IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu | Tuny - 3a UA/17077/01/04
N/1iBKOBOK 060JI0HKOLO, dapmacbioTi dapmacbloTika noAaHHA HOBOTO cepTudpikaTa BiAnoBigHOCTI €EBponenchkii peyenmom
no 80 mr Ne 30 (10x3) y Kanc NTg, nc ntg thapmakonei Ne R1-CEP 2011-156-Rev 02 ans gito4oi
6nictepax peyoBuHmM Atorvastatin calcium trihydrate Big HoBOro
BMpo6HMKa Cadila Healthcare Limited, IHais
143. | MOP®IHY Tabnetku no 0,005 r no ToBapucTBO Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/12735/01/01
CYNb®AT 10 Tabnetok y 6nicTepi; 3 [0[aTKOBOO 3MiHV A0 IHCTPYKLii 415 MeAUYHOr0o 3aCTOCYBaHHS MiKapCbkoro |  peyenmom
no 5 6nictepiB y nayui 3 | [04ATKOBO BiANOBIAA/bHI 3acoby y po3ginu: "dapmakonoriyHi BnactneocTi" (iHhopmauis
KapToHy Bignosigaib CTHO oo 6e3neku), "B3aemogis 3 iHWMMU NiKapCbKUMK 3acob6amm
HiCTIO "IHTEPXIM" Ta iHWi By B3aemogiii", "OcobnnBoCTi 3acTOCyBaHHS",
"IHTEPXIM" "3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs rpyaa”
(sonoBHeHo iHGopMaLieto 3 6e3neku), "Cnocié 3acTocyBaHHS
Ta gosun" (iHchopmauia wopo 6e3nekn), "MepenosyBaHHA",
"Mo6iyHi peakwyji" BigNOBiIAHO A0 OHOBMEHOI iHhopMaLii 3
6e3nekun Aityoi pevyoBuHU
144. | MOP®IHY Tabnetku no 0,010 r no ToBapucTeo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasis:3miHn | Tuny - 3a UA/12735/01/02
CYNb®AT 10 TabneTok y 6nicTepi; 3 [0[aTKOBOIO 3MiHW [0 IHCTPYKLUiT 4719 MeAMNYHOro 3aCTOCYBaHHS /iKapCbKoro peyenmom
no 1 a6o no 5 6nictepis [04aTKOBOKO BiAnoBiAabHI 3acoby y posginu: "®apmakonoriuHi BnactnsocTi” (iHhopmauis
y naJui 3 kapToHy; no 10 | Bignosigasib CTIo LoAo 6e3nekn), "B3aemogis 3 iHWMMK NikapcbkrMmu 3acobamm
TabneTok y 6nictepi; no HiCTIO "IHTEPXIM" Ta iHWi B B3aemogiii", "OcobnnBOCTi 3acToCyBaHHS",
14 6nicTepiB y rpynosii "IHTEPXIM" "3acTocyBaHHSA y nepiof BariTHOCTI abo rofyBaHHs rpyaat”
Tapi (AonoBHeHo iHGhopMaLiieto 3 6e3neku), "Cnocib 3acTocyBaHHS
Ta fo3un" (iHdopmauis wogo 6esneku), “MNepenosyBaHHs",
"Mo6iyHI peakuii" Bi4NOBIAHO [0 OHOB/IEHOI iHhopMmaLlii 3
6e3nekun Aito4oi pevoBUHN
145. | HIMECYNIA, | Tta6bnetku no 0,1, no 10 MpuBaTHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianiB:3miHu | Tuny - 3a UA/6540/01/01
Tabnetok y 6nictepi; no akujioHepHe akujoHepHe BHECEHHS 3MiH O MeTOoAy BUNPO6YBaHHA roTOBOrO peyenmom
1 a6o 3 6nictepn y TOBapUCTBO TOBapVCTBO NiKapcbKoro 3acoby 3a nokasHukamm "KisibkicHe BU3Ha4eHHs",
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

nauuj 3 KapToHy

"Jlekxim-
Xapkis"

"Jlekxim-
Xapkis"

won

"Po3unHeHHs", "CynpoBigHi AOMILLKK", 30KpeMa: BBEAEHHS
BUKOPWCTaHHA CTaHAapTHUX 3paskis, LLO BiANoBigaloTb
BMMOram npoBiAHuX hapmakonei Ta pobounx cTaHAapTHUX
3paskiB; 3MiHu |l TMny - BBEAEHHSA NEPIOANYHOCTI KOHTPO/TIO 3a
nokKasH1kom "MiKpobionoriyHa YMcToTa": KOHTPOTHETLCSA
nepLia Ta KoXHa n'ata HacTynHa cepis

146.

HIMECYNi4

Tabnetkm no 0,1, in
bulk: no 3000 TabneTtok
y KOHTelHepax

MNpvBaTHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis:3miHu | Tuny -
BHECEHHS 3MiH 40 MeToAy BUNPo6YyBaHHA rOTOBOrO
niKapcbKoro 3acoby 3a nokasHukamm "KinibkicHe BU3Ha4eHHs",
"Po3unHeHHs", "CynpoBigHi AOMILLKK", 30KpeMa: BBEAEHHS
BUKOPWCTaHHA CTaHAapTHUX 3paskis, LLO BiANoBigaloTh
BMMOram NpoBigHMX dhapmakoneli Ta poboyrx cCTaHAaPTHNUX
3paskiB; 3MiHu |l TMny - BBEAEHHSA NEPIOANYHOCTI KOHTPO/TIO 3a
nokasH1kom "MikpobionoriyHa YmcToTa": KOHTPOTHETLCSA
nepLua Ta KoXxHa n'ata HacTynHa cepis

UA/6541/01/01

147.

HIPEKAPA
® XL

TabneTku, BKpUTI
NAiBKOBOK 060/I0HKOHO,
no 60 mr no 10 Tabnetok
y 6nicTepi, no 3
6nicTepy B KAPTOHHIi
Kopobui

CaHpo3
dapmacboTi
Kans3 g.4.

CnoBseHig

Nek
®PapmaueBTny
Ha KoMMaHis
4.a.

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:3miHu | Tuny -
3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
BBefeHHs1 ab0o 3MiHN [0 y3araslbHEHUX AaHVX MPO cucTemy
hapmakoHarnagy (BBefeHHs y3arasibHeHnX AaHnx npo
cuctemy hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi ocobu,
BiANOBIAANbHOI 3a 34ilicCHEHHSA thapmakoHarns4y; KOHTakTHOT
0cobu 3 thapmakoHarnsagy 3asBHVKa 415 34INCHEHHSA
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bk/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
hapmakoHarnsag. MNponoHoBaHa pepaxuis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI 0CO6Yu
3asBHVKa, BigNoBiAa/IbHOT 3a dhapmakoHarnsag. 3miHa
KOHTaKTHOI 0CcO6M YNMOBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANOBIAA/ILHOI 3a 34ilicCHEHHSA papmakoHarnsgy B YkpaiHi.
MponoHoBaHa pegakuis: Opnos B'siuecnaB BiktopoBuy. 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6U
3asBHKa, BiANOBiAaNLHOI 3a 34iiCHEHHS chapmakoHarnaay B
YkpaiHi. 3MiHa MicuA 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxomKeHHs1 MacTep-haiina
cucteMu hapmakoHarnsgy Ta imoro Homepy

3a
peyenmom

UA/9486/01/01

148.

HIDEKAPL
® XL

TabneTkn, BKPUTI
NNiBKOBOK 0GO/OHKOM,
no 30 mr no 10 TabneTok
y 6nicTepi, no 3
6nicTepy B KApPTOHHIi
KopoobUi

CaHpo3
PapmacboTi
Kans g.4.

CnoBeHis

Nek
dapmaueBTny
Ha KoMnaHis
A-A.

CnoBeHis

BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasiB:3miHn | Tuny -
3MiHM WoAao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
dhapmakoHarnsgy (BBefleHHs y3araslbHeHVX AaHnX npo
cuctemy hapmakoHarniagy, 3miHa yrnoBHOBaXKEHOT 0cobu,
BifJNOBIAANbHOI 3@ 3iICHEHHS hapmakoHarnaay; KOHTaKTHOI

3a
peyenmom

UA/9486/01/02
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

0cobu 3 hapMakoHarnsgy 3asBHVKa AN 34iINCHEHHS
thapMakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0C06W, BiNOBIAALHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYMKA, BigNoBigabHOI 3a
thapmakoHarnag. MNponoHoBaHa pegakuyis: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0Co6u
3asBHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHOI 0cO6M YNMOBHOBaXXEHOT 0CO6YM 3asBHMKA,
BiANOBIAA/ILHOI 3a 34iicCHEHHA papmakoHarnsgy B YkpaiHi.
MponoHoBaHa pepakuis: Opnos B'suecnas BiktopoBuy. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6U
3asBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy B
YkpaliHi. 3MiHa Micus 34iiCHEHHS OCHOBHOT AiANIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLe3HaxomkeHHs1 MacTep-caiina
cucteMu dhapmakoHarnsgy Ta noro Homepy

149.

HOMIIPEH
BOCHA/NEK
®

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOLO,
no 10 Tabnetok y Ty6i;
no 1 Ty6i B KapTOHHIi
Kopobui

BocHanek
a.a.

BocHis i
epuerosuH
a

BocHanek g.4.

BocHis i
epueroBuH
a

BHECEHHS 3MiH 0 peecTpaLjiiHuX maTepiauis:3miHu | Tuny -
noaaHHs oHoBneHoro CepTuduikaty BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 2003-059-Rev 04 Big Bxe
3aTBEPAKEHOro BMpobHUka ana A®| nponideHa3oHy

3a
peyerimom

UA/2791/01/01

150.

HO-LUNA®
KOM®OPT

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 40 mr Ne 24: no 24
Tabnetku y 6nictepi; no
1 6nictepy B KOpobLi

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

XIHOIH 3aBog
®PapmaueBTny
HUX Ta
XiMiYHUX
MpoaykTis
MpaiisiT Ko.
nra.
MignpuemcTtBo
2
(nignpuemcTBo
Bepelueabxas

)

YropLmHa

BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLil NMPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO NiKAPCbKOro 3acoby, BKIYaoUM AiNIbHNL BUNYCKY
cepii abo micLe NpoBeAEHHS KOHTPOJIO SKOCTI. (4iSNbHICTb, 3a
AKy BiANOBiAae BMPOGHMK/IMNOPTEpP, BK/OYAKYM BUMYCK Cepiii)
- 3MiHa Ha3Bu BUpo6HuKa N3 Ho-LLUna® KomdiopT, 6€3 3MiHN
Micusi BUpOOHULTBA. 3MIHW BHECEHI B IHCTPYKLitO A5
Me[MYHOro 3aCTOCYBaHHS W00 HaliMeHyBaHHSA BUPOGHMKa,
SIK HACNifoK — BIAMNOBIAHI 3MiHU Y TEKCT MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby (BBefeHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepAXeHHs)

6e3
peyenma

UA/15328/01/01

151.

HYKNEKC

Kancynu no 250 mr; no
10 kancyn y 6nictepi; 2
abo 4 6nictepn y nauui 3
KapToHy

[JouipHe
nignpuemcTs
o "bioCen"
kopnopauii
«Bbaiecen
JlebopeTopis
Kopnopeiiw
e

YkpaiHa

TOB
"BAJTAPTIH
DAPMA"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. BUy4eHHs1 BUPOOHMYOT AiNTbHULL
(Brtovatoum ginbHuui aAns A®I, npoMixHOro NpoaykTy abo
roTOBOrO /iKapCbkoro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs1, BAPOOHWMKa, BiZNOBi4a/IbHOrO 3a BUMYCK Cepii,

MicLie NpoBeAEHHS KOHTPO/IIO cepil) abo nocTavasibHuKa

BUXiAHOro Marepiany, peareHTy abo A0NOMiIKHOT pEYOBUHN

(K0 3a3HAYEHO Y JOCbE) - BUTYYEHHS] BUPOOHMYOT AiNTbHULL

roToBOro slikapcbkoro 3acoby TOB "®apma CtapT”, YkpaiHa,

LU0 34i/iCHIOE NOBHWI BUPOBHWNYMIA LIMKN

6e3
peyenma

UA/5066/01/02

152.

ONTULIE®

rpaHynn a1 opasibHoi

ToBapuctso

YkpaiHa

BUMYCK Ta

Pecny6nika

BHECEHHS 3MiH A0 peecTpauiiHnx martepiasis: 3MiHu | Tuny -

UA/17473/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
cycneHsii, 100 mr/5 mn 3 aHanis cepii; MakepoHisi, 3MmiHu 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cnuctema
no 32 r rpaHyn gns 06MeXeHoI0 BUPOGHNLITBO KOMMLUHA KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBku
npurotysaHHsa 60 mn Bignosigaib Ta nakyBaHHS lOrocnascbk rOTOBOrO /iKapCbKOro 3acoby (iHLLi 3MiHW) YTOUYHEHHS
cycnexsii y pnakoHi 3 HiCcTI0 y NEPBUHHY a ynakoBku in bulk gns 13 Ontuued, rpaHynu ans opasbHoOT
6pyHaTHoro ckna; in "Arpocphapm” yNaKoBKY: Pecny6nika cycneHsii 100 mr/5 mn 3 BiANOBIAHMMM 3MiHAMKU A0 po3ainy
bulk: 13514 chnakoHiB Ankanoig ALl «YnaKkoBKa»
(no 20 dpnakoHiB 3 Ckon'e
eTUKETKOI B
TPaHCMOPTHUX
(KkapTOHHMX) KOpOOKax);
no 53 r rpaHyn gns
npurotysaHHsa 100 mn
cycnexsii y pnakoHi 3
6pyHaTHoro ckna; in
bulk: 8159 chnakoHis (no
20 chnakoHiB 3
eTUKETKOI B
TPaHCMOPTHUX
(kapTOHHMX) KOpOOKax);
MipHi NoXkun 22000 .
yrnakoBaHi OKpemo B
NNacTVKOBI NakeTu nNo
500 wr; 9 NNacTMKkoBmnx
nakeTiB B TPAHCMOPTHUX
(KapTOHHMX) KOopobKax
153. | ONTULE®D TabneTku, BKPUTI ToBapucTBO Ykpaina BUNYCK Ta Pecny6nika BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasnis: 3MiHu | TUNY - - UA/17473/02/01
NAiBKOBOK 060/I0HKOHO, 3 aHauni3 cepii; MakepfoHis, 3MiHM 3 iKoCTi. [0TOBMIA Nikapcekuii 3acib. Cuctema
no 400 mr, no 7 obmexeHo BVPOGHMLTBO KONULLHSA KOHTeliHep/3aKkynopoBasibHKi 3aci6. 3MiHa po3mipy ynakoBKu
Tabnetok y 6nictepi; in Bignosigaib Ta nakyBaHHs lOrocnascbk rOTOBOrO JIiKAPCbKOro 3aco0by (iHLWi 3MiHW) YTOYHEHHS
bulk: 7357 6nictepis (no HiCTIO y NepBUHHY a ynakoBku in bulk gnsa /13 Ontuued, TabneTkun, BKpUTI
10 6nicTepiB y "Arpocpapm" YMaKoBKy: Pecny6nika | nniBkoBot 060M10HKOO, MO 400 Mr 3 BiZNOBIAHNMM 3MiHAMUW [0
NPOMIiXHI nauLi 6e3 Ankanoig AL po3ainy «YnakoBKa»
MapKyBaHHs, no 30 Ckon'e
nayok B TPAHCMOPTHMX
(KapTOHHWX) KOpOOKax)
154. | OPFANYTP | po3suuH ans in'ekuin, 0,5 LepiHr- LLiBeiuapis Brpo6HMLTBO HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasnis: 3MiHu | Tuny - 3a UA/8192/01/01
AH® mr/mn; no 0,5 mny Mnay Hepo3ghacoBa | HigepnaHau AZMiHIiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo aapecu peyenmom
nonepeaHsL0 CeHTtpan lct HOI npoayKuii 3asiBHUKA (BNaCHMKa peecTpaLiiHoro noceigyeHHs) 3MiHa
HaroBHEHOMY LLNPULL; Al Ta nepBuHHa afipecu 3asBHUKa:
no 1 wnpuiy pasom 3 ynakoBka,
rO/IKOK 3 3aXMCHUM KOHTPO/b
KOBMAYKoM Yy BifKpUTOMY AKOCTI:
NNacTyKoBOMY /10TKY; MO BetTep-
5 NIOTKIB Y KapTOHHiA dapma
Kopobui depTuryHr
m6X i Ko. K,

HimeuunHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
KoHTpo/b
AKOCTI:
BetTep-
Papma
DepTUryHr
m6X i Ko. K,
Himeuunna
BTopuHHa
ynakoBka,
KOHTpO/b
SIKOCTI, [03BIN
Ha BMNyCcK
cepit:
H.B. OpraHoH,
HigepnaHgm
155. | OPJ/IOKCU TabneTku, BKPUTI TOB Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/8147/02/01
H® 200 060/10HKOI0, NO "CaHodi- Pecny6nika 3MmiHM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarisgy. peyenmom
200 mr Ne 10 (10x1): no ABeHTIC 3MiHa y KOpOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
10 Tabnetok y 6nicTepi; YkpaiHa" MapKyBaHHA Ta iHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHA Ha
no 1 6nictepy y nigcTaBi perynspHO OHOB/IIOBAHOrO 3BITY 3 6e3nekn
KapTOHHIA KOpooLi nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
NiKapcbKoro 3acoby B nicrispeecTpayiinuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIgHO
00 nnany negiatpuyHux gocnimxkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVMM YMOBHOBaXKEHM OpraHoM) 3MiHU BHECEHI A0
IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHS JlikapCbKoro 3acoby y
po3zin "OcobnmBOCTi 3aCTOCyBaHHA" 3rigHO 3 AaHUMK LWOoA0
6e3nekn 4ito4oi PEYOBUHN.
BBefeHHs1 3MiH NpoTArom 3-x MicsLiB NiCNSA 3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha NiAcTasi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sik pe3ynbTaT OLiHKM 3BiTYy 3
JocnigpkeHb, NpoBeAeHVX BIANOBIAHO A0 NaHy negiaTpuyHmnx
pocnigpkeHsb (PIP) (3MiHy y3rofpkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHV BHECEeHi A0 IHCTPYKLi Ans
MeLMYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby y po3ainu:
"Moka3aHHSA" (YTOYHEHHSs iHGhopMmaLi), "OcobmBocTi
3acTocyBaHHsA", "Cnocib 3acTocyBaHHS Ta 403U" (YTOUHEHHS
iHchopmawii), "MoGiuHi peakwii” 3rigHO 3 AaHVMMU LWOA0 6e3nekn
Ail040i PEYOBUHY.
BBefieHHA 3MiH NpoTArom 3-x MicsiLiB Nicns 3aTBEPKEHHS
156. | OPTAKBIK Kpanni oy4Hi, 5 mr/mn; no CaHTeH AT PiHnaHAIA Brpo6HuK PiHnaHAIA BHECEHHS 3MiH 10 peecTpaLiiiHMX MaTepiasis: 3MiHu | Tuny - 3a UA/11401/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
C® 0,3 MmNy TIO6GUK- BiANOBIAA/IbHU AZMiHiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenmom
KpanenbHuui; no 10 n3a MiCLil NPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa
TIOOMK-KpanenbHuLb y BVMPOGHNLTBO rOTOBOrO /iKapCbKOro 3acoby, BK/IUaoumn AifIbHULL BUNYCKY
naketi 3 honbru; no 1 in bulk, cepii abo micue NpoBefeHHsI KOHTPOJIIO SKOCTI. (4isNbHICTb, 3a
nakeTy B KapTOHHii nepBuHHe Ta AKy Bignosigae BUPO6HMK/IMNOPTEP, He BK/IOYatoUN BUMYCK
KopoobUi BTOPUHHE cepiit). 3MiHa Ha3BW BUPOBHMYOI AiNbHUL BiANOBIAANBHOT 32
nakyBaHHs, BUPOGHULITBO, NEPBUHHOI Ta BTOPUHHOT YNakoBKM1, KOHTPO/TIO
KOHTPO/b aKocTi CaHTeH AT, ®iHNaHAiA Ha Hekct®apma AT, ®iHNAHAIS,
AKOCTI: BHAC/MIAOK NpoJaxy BUPOOHWNYOT AiNbHULI. BUPOBHNK,
Hekctdapma BiANOBIAA/IbHUIA 32 BUMYCK Cepii 3a/MwaeTbes 6e3 3MiH.
AT, ®iHnaHais
Brpo6HuK,
BignoBigaibHU
11 3a BUNYyCK
cepii:
CaHTeH AT,
PiHNAHAIA
157. | OPTAKBIK Kpannai o4Hi, 5 mr/mn; no CaHTeH AT PiHNAHAiA CaHTeH AT PiHNAHAIA BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 3a UA/11401/01/01
C® 0,3 MmNy TIo6UK- 3MiHa Ha3Bw BMpo6HMKa APl nesodhnokcauuHy, 6e3 3miHn peyenmom
KpanesnbHuui; no 10 MicLs BUPO6HMLTBA
TIOGUK-KpanenbHuLb y
nakeTi 3 ponbru; no 1
nakeTy B KAPTOHHIi
Kopobui
158. | NAHAAQON cycneHsis opasibHa 120 nakcoCmit Benvka Papmaknep ®paHuis BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny - 6e3 UA/2562/02/01
® BEBI Mmr/5 mn; no 100 mny Knsinx BpuTaHis nojaHHsA OHOBJ/IEHOro cepTuddikaTy BiAMNoOBIAHOCTI peyenma
donakoHi; no 1 dpnakoHy KoHcbiomep €Bponeiicbkilt hapmakonei R1-CEP 1998-047-Rev 06 gnist
Ta MipHOMY MPUCTPOIO Y Xenckep Ai040T pevoBVHN NapaleTamon Bif, 3aTBEPAXEHOro
BUINAAI Wnpuua B (HOK) BMpo6HUka Granules India Limited y 38’A3Ky 3i 3MiHO agpecu
KapTOHHIA KopooLi TpelgiHr BUPOBHMKA; 3MiHM | TUNY - NOAaHHA OHOB/IEHOro cepTudikaty
Niwviten, BiANOBIAHOCTI E€Bponeiickkili hapmakonei R1-CEP 1998-047-
Rev 05 ansa gjtoyol peqyoBMHN NapauetTamon Bif
3aTBEPKEHOro BUPOGHYMKa Y 3B’A3KY 3i 3MiHO creuudikaLii
A®I; 3MiHM | TUMY - NOAAHHA OHOBEHOTO cepTudikaTty
BiANoBigHOCTI EBponeiickkili hapmakonei R1-CEP 1996-039-
Rev 04 ans fjto4vol peqyoBrHN NapauetTamon Big
3aTBEPAKEHOr0 BUPOOHMKA Y 3B'A3KY 3i 3MIHOK Ha3Bu Ta
afgpecy BUpobHMKa
159. | NEHTA/IIH | Tabnetkn no 10 TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHa 3asiBHUKA 3a UA/2617/01/01
-dC TabneTtok y 6nictepi; no "ACIHO Crapt" (BnacHvKa peecTpauiiHoro noceig4eHHs) (3rigHo Hakazy MO3 peuyenmom
1 6nicTepy B nauyj 3 YKPATHA", Big 23.07.2015 Ne460)

KapToHy; no 10
TabneTtok y 6rictepax

TepMmiH BBEAEHHSA 3MiH - NPOTAroM 6 micauis nicns
3aTBEPKEHHS. 3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHWN. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy MicL NPOBaPKEHHS AiS/IbHOCTI
BMPOGHUKa/iMnopTepa roToBoro slikapcbKkoro 3acoby,
BK/1KOYAKOUM AifIbHMLI BUMYCKY Cepii abo MicLie NpoBeAeHHs
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

KOHTPOJIO SIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
BMPOGHUK/iMNOpPTEp, BK/IOYAKUM BUMYCK Cepili)
3MiHa HanncaHHA agpecy MicLA NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKA rOTOBOrO NikapCbkoro 3acoby, komnaHii TOB
«®apma CTapT», 6€3 3MiHM (DaKTUYHOrO MICLSA NPOBAaXXEHHS
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilleHHAM KWiBCbKOI MiCbKOT
pagu Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepelimeHyBaHHsi 6ynbBapis, ByMLb, HaliMEHYyBaHHS N/oL Ta
NPUCBOEHHS iIMEH CkBEpam B MiCTi KMeBi.

TepmiH BBEAEHHSA 3MiH - MPOTAroM 6 micauis nicns
3aTBEepPMKEHHS. 3MiHM | TUNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHun)
OHOB/IEHHSA 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHA BTOPUHHOT
ynakoBku J13. TepMiH BBeEHHA 3MiH NPOTArom 6 micsuis nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araibHeHNX AaHnX Npo cuctemy hapmakoHarismgy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cUCTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw,
BiANOBIAANbLHOI 3a 34iicCHEHHA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 thapmakoHarnagy 3asBHuKa 415 34iCHEHHSA
hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c0o6U, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnsgy (BKovatoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
hapmakoHarnsg,. 3miHa micus 34jiiiCHeHHs1 OCHOBHOT
LOiSNIbHOCTI 3 chapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHS
macTep-gaina.

160.

NPAMINEK
cony
JUraPOX
noeungy
MOHOT 4P
AT

MOPOLLIOK (Cy6CTaHuis) y
NoABINHNX
nosieTnneHoBux
nakeTax gns
chapmaLeBTUYHOro
3acTocyBaHHs

AMiHO
Kewmikanc
nra.

ManbTa

AMiHO
Kewmikasnc /114,

ManbTa

BHECEHHS 3MiH 0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
BiANOBIgHOCTI EBponelickkili hapmakonei/MoHorpadii.
MopgaHHA HoBOro abo oHoBEHOro cepTudiikaTa BigNOBIAHOCTI
abo BunyyeHHs cepTtudpikaTta BiANOBIAHOCTI EBPONEChKIl
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 LONOMIKHOT
peyoBUHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIlt
dhapmakonei) - Hosuii cepTudikar Bif BXe 3aTBEPAKEHOr0
BMPOGHUKa - mogaHHsA HoBoro CepTtudikaty R1-CEP 2011-
127-Rev 02 Bif, BXe 3aTBEPKEHOIO BUPOGHMKA AMIHO
Kewmikanc /itg., ManbTa 3 BignoBigHMuU 3MiHaMu: 3miHa
aapecy BMpPOo6HWKa; npuBedeHHa Crneumdikauii Ta MeTogais
BUNpo6yBaHHa A®I Mpaminekcony gurigpoxiopuay
MOHOriApaT BiAgnoBiAHO BMMOr MoHorpadii EP; 3mitm | Tuny -
AZMiHiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo aapecu
3asBHMKa (BNacHVKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa
afipecu 3asBHUKa

UA/13281/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
161. | NPEFABAN | kancynw no 75 wmr, no 7 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasis: 3MiHu | Tuny - 3a UA/16414/01/01
IH- Kancys y KOHTYpHIi "®PapmaueBT "PapmaueBTu 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peuenmom
OAPHUUA YapyHKoBIli ynakoBLi; No nyHa thipma YHa hipma 3MiHa y TepmiHax npuaatHocTi abo ymoBax 36epiraHHs
2 abo no 3, abo o 4, "AapHuus" "OapHuus" rOTOBOrO JliKapCbkoro 3acoby (36iNbLUEHHS TEPMIHY
a60 no 8 KOHTYPHUX NPWAATHOCTI FOTOBOTO NiKapcbKoro 3acoby) - [ns Toprosoi
YapyHKOBUX YNaKkoBOK Y ynakoBku (NiATBEPLKYETHCSA AAHNMUN pPeasibHOro Yacy) -
nauuj 36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO JliKapCbKOro
3acoby Ha OCHOBI NO3UTUBHMX Pe3y/bTaTiB AOBrOCTPOKOBUX
LocnigpkeHb CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepKeHo:
TepmiH npugatHocTi 1,5 poky 3anponoHoBaHo: TepMiH
npugatHocTi 2 poku (BBeAeHHSA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkeHHs)
162. | NPEFABAN | kancynu no 150 mr, no 7 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasis: 3MiHu | Tuny - 3a UA/16414/01/02
IH- Kancys y KOHTYpHIi "®apmaueBT "®PapmaueBTu 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peuenmom
AAPHUUA YapyHKOBIli ynakoBLii; no nyHa thipma YyHa dhipma 3MiHa y TepmiHax npuaatHocTi abo ymoBax 36epiraHHs
2 abo no 3, abo o 4, "AapHuus" "OapHnus"” rOTOBOrO JliKkapCbKoro 3acoby (36iNbLUEHHS TEPMIHY
a60 Mo 8 KOHTYPHUX NpUAATHOCTI FOTOBOrO NiKapCbKoro 3acoby) - [ns Toprosoi
YapyHKOBUX YNakoBOK Y ynakoBku (NiATBEPLKYETbCSA AAHNMMN PEasIbHOrO Yacy) -
nauuj 36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO JliKapChbKoro
3acoby Ha OCHOBI NO3UTUBHWX PE3Y/bTaTIB AOBrOCTPOKOBUX
LocnigpkeHb CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepaKeHo:
TepmiH npugaTHocTi 1,5 poky 3anponoHoBaHo: TepMiH
npuaatHocTi 2 poku (BBeAeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepakKeHHs)
163. | MPECAPTA | Tabnetku, BKpUTI Inka IHais Inka IHais BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny - 3a UA/14414/01/01
H® H-50 NAiBKOBOK 060/IOHKOHO, Nab6opaTtopi3 Nab6opaTtopi3 AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
no 50 mr/12,5 mr; no 14 Nimiteq Nimiteq MicLst MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa
TabneTok y 6nictepi; no rOTOBOrO J1iKapCbKOro 3acoby, BK/IKUYaumn AiflbHULL BUMYCKY
2 6nicTepn y KapTOHHii cepii abo MicLe NpoBeAEHHS KOHTPOJIO SKOCTI. (4iSNbHICTb, 3a
nauuj; no 10 TabneTtok y AKy BiANOBiAa€E BMPOGHMK/IMNOPTEpP, BK/OYAKYM BUMYCK Cepiii)
6nicTepi; no 3 6rictepu
Y KapTOHHIin nauui 3MiHa agpecu BUpo6HYKa Inka JlabopaTopis Nlimites, IHaisn, 6e3
3MiHW MicL BUPO6HMLITBA
164. | NPO3EPUH | po3uuH Ans iH'ekuiid, 0,5 TosapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:3MiHu | Tuny - 3a UA/8836/01/01
Mr/mn no 1 ma B amnyni; 3 06MEXEHO nofaHHs OHOBJ/IEHOTO cepTuddikarta BignoBigHOCTI peuyenmom
no 10 amnyn y KopobLi 3 | 0BMEXEHO BiANoBiAa/IbHI €Bponeiicbkii hapmakonei R1-CEP 2003-253-Rev 02 gns
KapToHy; No 1 Mn B BignoBigab CTIO A®I (Nnpo3epuHy), Bif, BXe 3aTBEPAXEHOro BUPOGHMKa Ta
amnyni; no 5 amnyn y HiCTIO "XapkiBcbke YTOYHEHHS Ha3BU BUPOGHYMKa (BiAMOBIAHO 4O OHOB/IEHOMO
6nicTepi; no 2 6nictepu "XapkiBcbke hapmaueBTny CEP)
Y KOpOO6Lj 3 KapTOHyY; Mo thapmaLeBT He
1 mn B amnyni; no 10 nyHe nignpremMcTeo
amnyn y 6nictepi; no 1 nignpuemMcTs "3p0poB's
6nictepy y kopobui 3 0 "300poB'A Hapoay",
KapTOHYy Hapoay" YkpaiHa (BCi
cragji
BMPOGHMLTBA,

KOHTPOJ1b
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
AKOCTI, BUMYCK
cepii);
ToBapucTBo 3
06MEXEHOI0
BiAnoBigabHI
CTIO
"®apmauesTu
YyHa KoMnaHis
"3popos'a”,
YkpaiHa (Bci
cTagji
BMPOGHMLTBA,
KOHTPO/b
SKOCTI)
165. | MPOKTO30 | cyno3uTtopii pekTasbHi, MpuBaTHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH 0 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/4286/01/01
n no 5 cynosuTopiiB y akujioHepHe akujioHepHe 3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikat peyenma
6nictepi; no 1 a6o no 2 TOBapuCTBO TOBapuCTBO BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii. 3mMiHu,
6nicTepy B nayw,i "Nekxim - "Nlekxim - MoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiAMNOBIAHICTb [0
Xapkis" Xapkis" MoHorpadii 4PY abo EBponeiicbkoi chapmakonei, abo iHwoT
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
cneumdikauisix, nos'asaHa 3i 3miHamu B dY, abo
€Bponeiicbkiin dhapmakonel, abo iHLWiA HaLioHaNbHIl
thapmakonei fgepxasu €C) CynyTHS 3MiHa - AAMIHICTpaTUBHI
3MiHW. 3miHa Ha3Bn A®| abo AONOMIKHOT peHOBMHY - 3MiHN 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii. 3mMiHu,
MoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiAMNOBIAHICTb [0
MoHorpadii 4PY abo EBponeiicbkoi chapmakonei, abo iHwoT
HauioHasbHOT hapmakonel gepxasun €C (iHLWi 3MiHW)
npuBefeHHs cneundikauii Ta aHaniTMuHnX metoamk Ad|
NipokaiHy rigpoxnopug MoHorigpaT A0 BUMOr MoHorpadii EP 3
Bi4NOBIAHOI 3MIHOI Ha3BU ADI. 3MiHU BHECEHI Y po3ain
"Cknag" B IHCTPYKLiO 419 MELMYHOrO 3aCTOCYBaHHS
nNikapcbKoro 3acoby Ta sk HacnifgokK - BiAnoBigHA 3MiHA Y TEeKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby. BBefeHHsA 3MiH
npoTArom 3-x MicsiLiB NicnsA 3aTBEPAKEHHS
166. | MPOKTO30 | cyno3uTopii peKkTasibHi, MpuBaTHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/13851/01/01
n in bulk: no 5 akuioHepHe akuioHepHe 3MmiHu 3 siKocTi. CepTudikat BignosigHocTi/l E-cepTudikat peuyenma
cynosunTopiiB y 6icTepi; TOBapuCTBO TOBapuCTBO BiANOBIAHOCTI E€Bponeiickbkili hapmakonei/moHorpadii. 3mMiHu,
no 200 6nicTepiB y "JIekxim - "Jlekxim - noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiAMNOBIAHICTb A0
ALLNKY Xapkis" Xapkis" MoHorpadii dY abo €Bponeiicbkoi chapmakonei, abo iHWoT

HauioHasbHOT hapmakonei gepxasun €C (3MiHa y
cneumdikauisix, noB'a3aHa 3i 3miHamu B 4dY, abo
€Bponeiicbkiil hapmakonel, abo iHLWi HaLioHaNbHIl
thapmakonei gepxasun €C) CynyTHs 3MiHa - AOMIHICTpaTUBHI
3MiHW. 3miHa Ha3BK A®| abo AONOMIKHOT pEHOBMHY - 3MiHN 3
akocTi. CepTudpikaT BignosigHocTi/IE-cepTudikaT
BiANOBIAHOCTI EBponeiichkili hapmakonei/moHorpadii. 3mMiHu,
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

MoB'A3aHi 3 HEOOXIAHICTIO MPVMBEAEHHS Y BiAMNOBIAHICTb [0
MoHorpadii 4PY abo €Bponeiicbkoi chapmakonei, abo iHwoT
HaLjioHasIbHOI thapmakonei aepxasun €C (iHLWi 3MiHN)
npuBefeHHs cneundikauii Ta aHaniTMYHNX metToamk Ad|
Nigokainy rigpoxnopug MmoHorigpaT 4o BUMor MmoHorpadii EP 3
Bi4MNOBIAHOI 3MiHOK Ha3BU ADI. 3MiHM BHECEHI Y po3ain
"Cknag" B iHCTPYKLO A5 MeANYHOro 3acTOCyBaHHS
niKkapcbKoro 3acoby Ta sk HacnigokK - BiANOBIAHA 3MiHA Y TEKCTI
MapKyBaHHS yNakoBKM NikapcbKoro 3acoby. BeefeHHs 3MiH
npoTsrom 3-x MicsiLiB Nicnsl 3aTBEPAKEHHS

167.

PANTEH
PETAP/,

TabneTku, BKPUTI
NiBKOBOK 060/I0HKOIO,
NPOJIOHroBaHoI Aji Mo
100 mr no 10 Tabnetok y
6nicTepi, no 2 6nictepn
B KAPTOHHIli ynakoBLj

"Xemodhapm

AL

Cepbis

"Xemodhapm"

AL

Cepbis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny -
nofaHHa Hosoro CEP Ne RO-CEP 2014-009-Rev 00 gnsa A®l
AvikiodheHaky HaTpito Big HOBOro BUPOGHWMKA A0 BXe
3aTBEPAKEHOI0 BUPOOHMKA

3a
peyenmom

UA/1785/01/01

168.

PUHITAN

Tabnetku no 20
TabneTtok y 6nictepi 3
MapKyBaHHSAM
YKpaiHCbKOH MOBOIO; N0
5 6nicTepiB y KapTOHHii
KopoobLi

AnbneH
dapma
m6eX

HimeyunHa

[Loitue
Xomeonari-
YHioH OXY-

ApuHaiimitTTen
b 'M6X & Ko.
Kr

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHa 3asiBHUKA
(BnacHvKa peecTpauiiHoro noceig4yeHHs) (3rigHo Hakasy MO3
Bif, 23.07.2015 Ne 460). 3MiHu | TNy - 3MiHN WoA0
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
3MiHM [0 y3arasibHEHUX AaHWX NMpPo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
hapmakoHarnsgy, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAANbHOI 3a 34ilicCHEHHSA thapmakoHarnsAy; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asaBHVKa 415 34INCHEHHSA
hapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bk/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cuctemun hapmakoHarnsgy) fAivova
pejakuis: YnoBHoBaxeHa ocoba 3asBHUKa, BignoBigasibHa 3a
thapmakoHarnag — Dr. Anja Hofner/ p. AHua FodoHep.
KoHTakTHa ocoba 3asBHUKa, BiAnoBigasibHa 3a
thapmakoHarnag — BoiiTeHko AHTOH lMeopriioBuy.
MponoHoBaHa peaakLis: YNoBHOBakeHa 0coba 3asBHUKA,
BiAnoBiganbHa 3a hapmakoHarnisg — BoiTeHko AHTOH
[eopriioBnY. 3MiHa KOHTaKTHWUX AaHUX YNOBHOBaXKEHOT 0CcobMu,
BiANOBIAa/IbHOT 32 hapmakoHarnsag.
3MiHa Micus 34iICHEHHA OCHOBHOI AisifIbHOCTI 3
dpapMakoHarnsay. 3miHa MicLe3HaxomKeHHs1 MacTep-chaina

6e3
peuyenma

UA/6841/01/01

169.

PI3BONTAH
®

Tabnetku no 10 mr; no 3
Tabnetku y 6nictepi; no
1, 2 abo 3 6nictepn y
KapTOHHI nayyi; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHil
nauui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiani: 3MiHa 3asiBHUKA
(BnacHuKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne460) fitoua pegakuis: TOB "dapma Ctapt”,
YkpaiHa MponoHosaHa pepakuis: TOB "ACIHO YKPAIHA",
YkpaiHa
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicsALiB nicas
3aTBEpPKEHHSA. 3MiHU | TUNY - AGMIHICTPATUBHI 3MiHWU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLA NPOBaMKEHHS AifNbHOCTI
BMPOGHUKa/iMNopTepa roToBOro JlikapcbKoro 3acooy,

3a
peyenmom

UA/15160/01/01
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BK/IOYA0UM OiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJIO0 AKOCTI. (4iSNbHICTb, 3a AKy BiAnosigae
BMPOGHMK/iMMOPTEP, BK/tOYAKOUN BUMYCK Cepild)
3MiHa HanncaHHA agpecy MicLs NPOBaKEHHS Ais/TbHOCTI
BMPOOHUKA roTOBOrO JliKapcbkoro 3acoby, komnaHii TOB
«®apma CTtapT», 6€3 3MiHM (DaKTUYHOro MiCLSA NPOBaKEHHS
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilleHHAM KWiBCbKOi MicbKOT
paau Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepelimeHyBaHHsi 6ynbBapiB, By/MLb, HAiMEHYBaHHS N/oLY Ta
NMPUCBOEHHS iIMEH CKBepaMm B MicTi KneBi.

TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHun)
OHOB/IEHHS 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHA BTOPUHHOT
ynakosku J13. TepmiH BBEAEHHSA 3MiH NPOTArom 6 micsuiB nicns
3aTBEPMAKEHHSA. 3MiHK | TUny - 3MiHW Woa0
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctemy
dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0cobw,
BiZiNOBIAANbHOI 3a 3AjICHEHHS hapmakoHarnaay; KOHTaKTHOI
0cobu 3 hapMakoHarnsgy 3asBHVKa AN 34iICHEHHS
thapMakoHarnagy B YKpaiHi, AKLO BOHa BigMiHHA Bif,
YNOBHOBaXKEHOI 0C06U, BifNOBIAALHOT 3a 3[iICHEHHS
thapmakoHarnsgy (Bkovatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHuX YyNOBHOBaXEHOI 0cobu, BiANOBiAaIbHOI 3a
thapmakoHarnsg,. 3miHa micus 34jiACHeHHS] OCHOBHOT
LisANbHOCTI 3 hapmakoHarnsagy. 3MiHa MicLe3HaxoMKeHHs
macTep-gaiina.

170.

PISBONTAH
®

Tabnetku no 10 mr; no 3
Tabnetku y 6nictepi; no
1, 2 abo 3 6nictepn y
KapTOHHI nayyi; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHIN
naui

TOB
"Papma
Crapt”

YkpaiHa

TOB "dapma
Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLii NPOBaKEHHA AiSNIbHOCTI BUPOOHUKA (BK/THOYatoun, 3a
HeobXiAHOCTI, MicLie NpoBeeHHSI KOHTPO/IO SKOCTI), abo
BNacHuKa macTep-gaiina Ha A®l, abo noctavyasnbHUKa
Adl/BnxigHoro matepiasy/peareHTy/NPOMIKHOIO NPOAYKTY, LLO
3aCTOCOBYHOTLCA Y BUPOOGHULITBI API (AKLLO 3a3HAYEHO Y A0CbE
Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BigNoBigHOCTI €Bponelichbkili thapmakonei y 3aTBepapKeHomy
Aocbe, abo BUPOOHMKA HOBOT AOMOMIDKHOT PEHOBMHY (SIKLLIO
3a3HayeHo y ocbe) - 3MiHa agpecu Micusa NPOBaKeHHs
LisiNbHOCTI BUpo6bHMKa APl pusatpunTtaHy 6eH3oatymy
NOSCH LABS PRIVATE LIMITED 6€e3 3miHu Micust
BUPOGHMLTBA

3a
peyenmom

UA/15160/01/01

171.

CANNO®AN
bK

Cyno3nTopii peKkTasbHi
no 1000 mr no 5
Cyno3uTopiiB y CTpUni;
no 2 a6o 6 cTpunis B

Ap. ®anbk
dapma
M6X

HimeyunHa

Bichop Al
LiBaitHigepnac
CyHr Megixemi

ETTiHreH,

LLIBeliyapisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny -
nogaHHa oHossieHoro CepTtudpikarty BifnosigHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 2008-046-Rev 01 Big Bxe
3aTBEepAKeHOro BMpo6Hnka Chemi S.P.A., ITania ans Adl

3a
peyerimom

UA/3745/03/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
KOpOO6Lii 3 KapTOHY LLiBefiuapis MecanasuHy (5-amiHocasliLnnoBoi KUCOTK); 3MiHK | TRy -
(BMPOGHWMK OHOBJ/IEHO cepTudikaT BignoBiAHOCTI EBponeiichkiii
[,030BaHoOI hapmakonei ans fioyoi pedosnHU MecanasuH, BUPO6HULITBA
chopmu, komnaHii CHEMI S.P.A, Italy, Ta BigNoBigHO yci MeToauku
nepBuHHe Ta npuBEAEHO Y BiAMNOBIAHICTL A0 Aitoyoi peaakuii €EBponeicbKoi
BTOPUHHE hapmakonei
nakyBaHHs,
KOHTpO/b
akocti); Ap.
danbk Papma
m6X,
HimeuunHa
(BignoBigansH
niA 3a BUNYCK
cepiit
KiHLLEeBOro
npoAaykTy Ta
anbTepHaTUBH
€ BTOPUHHE
nakyBaHHs)
172. | CIHMETOH | tabnetku, BKpUTI OpraHocuH IHAis EBepTopxeH IHAis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny - 3a UA/10667/01/01
060/10HKOt0, Mo 500 wmr, Naid Naiidp 3MiHM B TEKCT MapKyBaHHS YNakoBKW JlikapCbKoro 3acoby peyenmom
no 10 TabneTtok y CaeHcus CaeHcus 00 3a3HAaYEeHHA MiKHAPOAHMX NO3HaYeHb OAVHMLb
6nicTepi; no 1 abo no 3, Met. /114. Nimiten BMMIpIOBaHHA. BHECEHHS 3MiH f0 po3ainy “MapkyBaHHS"
abo no 10 6nictepiB y MeTOoZiB KOHTPOJIIO AKOCTI /liKapcbkoro 3acoby. BeefeHHs 3mMiH
nayli 3 KapToHy NpoTArom 3-X MicsiLiB Nicns 3aTBepKEHHS
173. | CIHMETOH | Tabnetku, BKpUTI OpraHocuH IHAiA EBepTopxeH IHAis BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis:3miHu | Tuny - 3a UA/10667/01/02
06010HKO0, M0 750 Mr, Naiicp Naicp 3MiHWN B TEKCT MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby peyenmom
no 10 TabneTtok y CaeHcus CaeHcus 00 3a3HAaYEHHA MiKHAPOAHMX NMO3HAYeHb OAVHMLb
6nicTepi; no 1 abo no 3, Met. 114. Nimiten BMMIiplOBaHHA. BHeCEeHHS 3MiH J0 po3ainy “MapkyBaHHS"
abo no 10 6nictepiB y MeTOZiB KOHTPOJIIO AKOCTI likapcbkoro 3acoby. BeefeHHs 3MiH
naJli 3 KapToHy NpoTArom 3-X MicsiLiB Nicns 3aTBEepKEHHS
174. | CIHMETOH | TabneTku, BKpUTI OpraHocuH IHgis EBepTopxeH IHgis BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasiB:3miHn | Tuny - 3a UA/10668/01/01
060/10HKO0, No 500 mr Naiicp Naicp 3MiHN B TEKCT MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby peyernmom
in bulk: no 1000 CaeHcus CaeHcus LLIOAO0 3a3HaYEHHA MDKHAPOAHWUX NO3HAaYeHb OAMNHULb
TabneTok y nakertax i3 Mer. 74. Nimiteq BMMIpIOBaHHs. BHeceHHs 3MiH 4o po3ainy “MapkyBaHHsA"
h0Nbrv antoMiHieBoi MeTOZiB KOHTPOJIIO SKOCTI Slikapcbkoro 3acoby. BeefeHHst 3MiH
npoTsArom 3-x MicsliB Nicns 3aTBepAKEHHS
175. | CIHMETOH | Tabnetku, BKpUTI OpraHocuH IHAjs EBepTomXeH IHAis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasiB:3miHu | Tuny - 3a UA/10668/01/02
060/10HKO0, N0 750 mr Naiicp Nalicp 3MiHN B TEKCT MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby peyenmom
in bulk: no 1000 CaeHcus CaeHcus LLIOAO 3a3HaYEHHA MDKHAPOAHUX NO3HaYeHb OAMNHULb
TabneTok y naketax i3 Met. N14. Nimiten BMMIipIOBaHHSA. BHECEHHS 3MiH J0 po3ainy “MapkyBaHHS"
honbrn antoMiHieBol MeTOZiB KOHTPOJItO SAKOCTI JliKapCbKoro 3acoby. BBeeHHA 3MiH
npoTArom 3-x MicsiliB Nicns 3aTBepAKEHHS
176. | COAEPM emynbCis HawwkipHa 0,1 [Jepmacapm HimeuunHa Mi6e Mm6X HimeuunHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis:3miHu | Tuny - 3a UA/10254/04/01
% no 20 mn, 50 mny Al ApuHaiimitTTen 3MiHW [0 IHCTPYKLUIT 4719 MeAMYHOro 3aCTOCYBaHHS /iKapCbKoro peyernmom
donakoHi; no 1 donakoHy b 3acoby y po3ginu: "OcobamBocCTi 3acTocyBaHHS", "MoBIYHI

B KQPTOHHIN nayui

peakuii” 3rigHo 3 AaHUMW LoA0 6e3nekn AikoHoi pEYOBUHM;
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3MiHM Il TURy - 3MiHW 80 IHCTPYKUIT A8 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu: "®apMakosorivHi
BnactmsocTi", "lMpoTunokasaHHs", "B3aemogis 3 iHWMMK
nikapcbkrMW 3acobamMu Ta iHWi B1Uan B3aeMogiii'",
"Oco6nmBOCTI 3acTocyBaHHA" (Y T. Y. "3acTocyBaHHs Y nepiog,
BariTHoCTi abo rogyBaHHsa rpyaat “, "3aaTHiCTb BNaMBaTh Ha
LWBMAKICTb peakuii Npn kepyBaHHiI aBTOTpaHCNOpTOM abo
iHWK1MK MexaHi3amamMu”), "Cnoci6 3acTocyBaHHsS Ta fo3un” (y T.
y. "OiTn": 3aTBEPMAXEHO - "Hemae KNiHIYHMX AaHnX LWoa0
3acToCyBaHHA npenapary AitaM, ToMy HebaxaHo
3acTOoCOBYyBaTK 10ro naiieHTam i€l BiKoBOI kaTeropii”;
3anponoHoBaHo - "He 3acTocoByBaTy Npenapar 4iTam BiKoM
8o 1 poky"), "MNepenosysaHHs", "INo6iyHi peakuii”; yTOUHEHO
hopMyntoBaHHA hapmakoTepaneBTUYHOI rpynu (BignoBigHO
00 knacudiikatopa ¢papm. rpyn BOO3)
177. | CONOAKn MOPOLLIOK (cybCTaHuis) y | ToBapucTso YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - - UA/14184/01/01
KOPIHb naketax noABinHMX i3 3 [0[1aTKOBOIO 3MiHuM 3 aKocTi. A®l. BUpo6HULTBO (iHLWi 3MiHW) BBELEHHS
NAiBKM NOMieTUNEHOBOI [0[aTKOBOKO BiANOBIAA/bHI [04aTKOBOT BUPOBGHWYOT AiNSHKA BUPOGHMLTBA CybCTaHLi
Ans BUpobHMLTBa BiANoOBiAa/Ib cTHo Conopakv KopeHsi
HecTepubHNX HiCTIO "IHTEPXIM"
nNikapcbknx hopm "IHTEPXIM"
178. | TAXOKOMB | nnactuHa, BkpuTa Takena ABCTpist BUPOBHMLTBO AscTpisi/ BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/8345/01/01
060/10HKOI0 AscTpis 3a MOBHUM Himeuunna 3MiHu 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cnuctema peyenmom
no 1 naacTuHi po3Mipom M6X LMKIOM: KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa nocTavanbHMKa
25cmx30cmy Takepa nakyBa/lbHUX MmaTtepiasiB abo KOMNNEKTYIOUUX (SIKLLLO
6nicTepi; no 1 6nictepy AscTpia F'M6X, 3a3HayeHo B AOCbE) (BUNYYEHHS MOCTAY&UTbHUKA) - BUyYEHHS
B NnakeTi; No 1 nakeTty B ABCTpiIs nocunaHHA Ha nocTavanbHuka(iB) doiakoHiB Ans iHdysin 250

KapTOHHI Kopo6Lyj;

no 1 nnacTuHi po3Mipom
48cmx48cmy
6nictepi; no 1 6nictepy
B NakeTi; N0 2 nakeTu B
KapTOHHI kopo6uyj;

no 1 nnacTuHi po3Mipom
95cmx48cmy
6nicTepi; no 1 6nictepy
B MakeTi; no 1 nakeTy B
KapTOHHI/ KopoobLi

cTepunisauis:
BEB®
CrtepwunisaLjioH
cepsic 'M6X,
ABCTpiIs

KOHTpPO/b
AKOCTI cepil
"CTepunbHICTb

Na6op N+C
Arl,
HimeuunHa

KOHTPO/b
AKocTi cepii
"CTepubHICTb

ABCTpiiCbke

M/ 3 BiANOBIAHUM OHOBJIEHHSIM crnevuudikaLii Ha nakyBabHWIA
matepian 8 649 241 (R) «®nakoH ans iHdysii, 250 mn,
6e36apBHe CK/10, TUN 2» AN Ailo40oi peYoBMHN — (DIGPUHOrEeH;
3MiHN | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CucTtema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
noctadasibH1Ka NakyBaslbHUX MaTepiasliB abo KOMMIEKTYIOUNX
(AKLWL0 3a3HaYeHO B A0CHLE) (BUNYYEHHS NOCTaYa/IbHUKA) -
BU/IyYEHHS MOCWU/IAaHHA Ha nocTavasibHUKa(iB) 06TUCKHOT
KPULLIKV 3 BiANOBIAHUM OHOBJ/IEHHAM crneuudikauii 8 909 768
(R) «AntomiHieBa/nnacTmacoBa 06TUCKHA KpULLIKA,
YyepBoOHa/CBITNO-cuHA» NG 32 Ansa gitovoi peyoBuHN —
ibpuHoreH. Takox A0AaTKOBI peAakLiliHi 3MiHN By BHECEHI
0o po3ginis 3.2.5.4 1a 3.2.S.6.; 3MiHuK | TUNY - 3MiHK 3 AKOCTI.
oToBUIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa nocTavanbHMKa
nakyBa/lbHUX mMmaTtepiasiB ab0 KOMNNEKTYIOUUX (SIKLLLO
3a3HaYeHo B A0CbE) (BUTYYEHHS NOCTaYa/IbHMKA) - 3MiHa
Ha3BM NocTayasibHUKa hakoHiB Ans iH'exuiii, 10 mn, 3 Forma
Vitrum, LLiseiiuapisi/yYropwmHa Ha Schott, YropwumHa, K.
TakoX NPONOHYETLCA BUAANWTY NOCUIAHHSA Ha
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
areHcTBO noctadyasibHUKIB, Ha3Ba AKX 3a/IMIAETLCA 6e3 3MiH (Iso-
OXOPOHU Gesellschaft fur Arzneiverpackung, HimeuunHa, Fa. Mueller-
340pOB'a Ta Joh. GmbH+Co. KG, HimeuunHa Ta Schott, YropwuHa, KdT) 3
NpoAOBO/bYOI po3gainy 3.2.S.6 (Tinbkn 415 4il04OT PEYOBUHN - TPOMOIH
6esnekn NOANHNY; 3MiHK | TUny - 3MiHK 3 AKOCTI. TOTOBWIA NikapcbKuii
(AGES) 'mbX 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y npoueci BUpobHMLTBA
IHCTUTYT roTOBOrO JIiKAPCbKOro 3acoby, BK/OUaUM MPOMIKHWIA
MeanYHoT NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHWULTBI FOTOBOrO
Mikpo6ionorii niKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci BUpobHMLTBA)
Ta ririeHun - HE3HaYHi 3MiHM Y BUPOGHMYOMY NpOLLeCi FTOTOBOrO
(IMED), niKkapcbKoro 3acoby — fofaBaHHA YaCTUHN TOTO X camoro
ABCTpist 06nagHaHHA (CTEPXEHb 3 HEPXAaBIOYOT cTani) nig vac npowecy

BVCYLLYBaHHS NOKPUTOI KoslareHoBOi nnacTuHu (etan 3); 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
[OMOMDKHUX PEYOBUH. 3aMiHa JKepena ofepxaHHs
[OMOMIXHOI Pe4OBMHM abo peakTuBY, L0 CTAHOBUTb PU3MNK
nepegadi 36yaHukis I'E (iHWi 3MiHW) - OHOB/IEHHA Neperiky
KpaiH NOXOMKEHHS 4718 NOCTaYaHHSA CYXOXW/b KOHS, Lo
BUKOPVCTOBYETLCA SIK CUPOBMHA NPY BUPOGHULITBI AOMOMIKHOT
PEYOBUHW KOMareHoBoI M1acTyHW; 3MiHKU | Tuny - 3MiHn 3
akocTi. A®l. CTtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpoGyBaHb/nepiogy 36epiraHHs abo yMoB 36epiraHHs Ad|
(3a BigcyTHOCTI y 3aTBEpAKEHOMY A0ChE cepTupikata
BiZiNOBIAHOCTI €BPONENCHKIN hapmakonei, Lo BK/IYaE nepiog,
MOBTOPHOrO BMNPOGYBaHHS) (Nepiog NOBTOPHOTO
BUNpobyBaHHs/Nepios 36epiraHHs) - 36ibLLIEeHHA abo
BBE/lEHHS nepioAy NOBTOPHOrO BUNPOGYBaHHs/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB JOCAIAKEHb Y peaslbHOMY
yaci - 36iNbLlIeHHSA TepMiHy 36epiraHHs Aito4ol peyoBUHU-
hibpuHoreH noanHK 3 48 micsauis Ao 60 micauis, npu
Temnepatypi +5°C(x3°C) Ha OCHOBI pe3ynbTaTiB AOC/iIKEHDb Y
peasibHOMY Yaci; 3MiHK | Tuny - 3MiHK 3 aKocTi. AdDI.
CrabinbHicTb. 3MiHa nepiofy NOBTOPHUX
BMNpoGyBaHb/nepiody 36epiraHHa abo yMoB 36epiraHHs Ad|
(3a BigcyTHOCTI y 3aTBEpAKEHOMY A0ChE cepTupikata
BiZJNOBIAHOCTI €BPONENCHKIN (hapMakonei, Lo BKIYaE nepiog,
MOBTOPHOrO BMNPOGYBaHHS) (Nepiog NOBTOPHOTO
BUNpobyBaHHs/nepios 36epiraHHs) - 36ibLLIEeHHA abo
BBE/IEHHS nepioay NOBTOPHOrO BUNPOGYBaHHs/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB JOCNIAKEHb Y peaslbHOMY
yaci - 36inbLUeHHs nepiofy NOBTOPHOro BUNPOGYBaHHA Ajito4oil
pPeyoBUHM - TPOMGIH N0AVHN 3 48 Micauis Ao 60 MicsAuiB Ha
OCHOBI pe3ynbTaTiB AOBFOCTPOKOBOrO AOCIMKEHHS, 63 3MiH
yMOB 36epiraHHs; 3miHu | Tuny - 3MiHn 3 AKocTi. A®l. KoHTposb
A®|. 3miHa y meTogax BunpobysaHHs AP| abo BKXigHOro
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPWUCTOBYETLCA Y Npoueci BUpobHMLUTBa AD| (He3HaYHI
3MiHM Y 3aTBEPAKEHNX METofax BUNPOOYBaHHSA) - HE3HAYHI
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n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs

3MiHM Yy MeTogi BUnpobyBaHHsA "Bru3HaueHHs L(+) apriHiHy 3a
[onomMoro MeTofa ioHHOT xpomatorpadii”(Determination of
L(+) arginine by means of ion chromatography) gns gitoyoi
peyvoBUHM - hiGPVHOreH NOANHU 471 TOro, Wob B1uganutu
BM3HaueHHs L(+) isoneiumHy (Determination of L(+)
isoleucine). HesHauHi 3MiH1 Yy MeTofi BUNpobyBaHHA By/in
BBeJEHi AN onTuMi3aLii meToay "BusHayeHHs L(+) apriHiHy": -
BurKoprCcTaHHA OaHi€l cenapauiiHoi KOMTOHKM 3 Npef-KOMIOHKOK
3aMicTb ABOX cenapauiiiHnx KonoHok; - OnTumisavis
LUBWAKOCTI NOTOKY; 3MiHM | Tuny - 3MiHM 3 sikocTi. [oToBWiA
nikapcbkuii 3aci6. (iHWi 3MiHK) - 3MiHW Y N1aHi NPUMILLEHHST
nosepxy(po3gin 3.2.A.1) gnsa Toro, wo6 BKAUMTK 610K ANs
MaLUVHW 415 TPETUHHOTO NaKyBaHHS, LLIO BUKOPUCTOBYETLCS
AN TPETVHHOT yNakoBKW NikapCbKoro 3acoby; 3MiHu | Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nnikapcbknid 3aci6. (iHWi 3MiHK) -
He3HauHi 3MiHM y po3gini 3.2.A.1 MoTyxHOCTi Ta 06n1agHaHHS;
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHM Y BUPO6HULTBI. 3MiHW BUNpoByBaHb abo J0MyCTUMUX
MeX, BCTAHOB/IEHMX Y crieumdpikayisx, nig yac BMpo6HMLTBa
roTOBOrO NiKapCcbKoro 3acoby (3BY>XXeHHS A0NYCTUMUX MeX) -
3BY)XEHHA MeX nokasHuka "MikpobionoriyHa yictoTa" (npu
BMMYCKY Ta HANPUKiHLi TepMiHy NpUAaTHOCTI) 4718 NPOMIKHOro
NpoAyKTY, BCTAHOB/IEHUX B cneuudikauii nig yac BUpo6HMLTBA
3 100 KYO/3pa3ok go 45 KYO/3pa3ok; 3miHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6. KOHTPONb AOMNOMIKHMX
peyoBuH. 3MiHa NapameTpiB cneuundikauili Ta/abo fonycTUMMX
MeX A/15 AONOMDKHOT PEYOBUHM (3BY)XXEHHS [ONYCTUMUX MEX) -
3BY)XEHHSA MeX MokasHvka "MikpobionoriyHa uictoTa" (npu
BMNYCKY Ta HanpuKiHLi TepMiHy NpuaaTHOCTI) 415 AONOMIXKHOT
PEYOBVHM KOMAreHoBi N1ACTUHW, BCTAHOB/IEHUX B
cneuudikayii nig yac Bupo6HuuTBa N3 3 1000 KYO/r go 450
KYOIr.; 3MiHn | TUny - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. CucTtema KoHTeliHep/3akynoptoBasibHUiA 3aci6. 3MiHa
noctadyasibH1Ka NakyBaslbHUX MaTepiaslis abo KOMMIEKTYHUNX
(AKLW0 3a3HaYeHO B A0CHLE) (BUYYEHHS NOCTavasibHUKa) -
BW/IYYEHHSI NOCUIaHHA 3 po3giny 3.2.S.6 Ha nocTavasibHUKa
6pomo6yTVI0BOI NPobkM Stelmi SA (815 [il0UNX PEYOBUH -
TPOMGIH /H0ANHM Ta (PiGPUHOrEeH NOAMHN); 3MiHK | TUny -
3MiHK 3 siKOCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3acib. 3MiHa nocTavanbHuKa
nakyBa/lbHUX marepiasiB a60 KOMMNNEKTYIOUUX (SIKLLLO
3a3HauyeHo B A0CbE) (BUYUYEHHS NOCTaYasIbHMKA) - BUSTYYEHHS
noctayasibHVKIB hnakoHiB AN iH'ekuii, 10 mn, Verrtubex SAS,
®paHuia Ta Fa. Lutz-Packaging 3 mogyns 3.2.S.6 (Tinbku gns
L0401 PEYOBUHM - TPOMOIH SIIOANHW); 3MiHU | TURy -
AZMIHICTPaTMBHI 3MiHN. Bry4yeHHSI BUPOGHMYOI finbHNL,
(BKOYatoumM AinbHUL ons APl NPOMiXXHOrO NPoAyKTY abo
rOTOBOrO J1iKapCbKOro 3acoby, AiNbHULI 415 NPOBEeAEHHS
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nakyBaHHs, BUpOGHYKa, BiNOBiAaNbHOIO 3a BUMYCK Cepiid,

MicLle NpoBefEeHHSA KOHTPO/IO cepil) abo noctavanbHMKa
BUXiAHOrO Matepiany, peareHTy abo A0NOMiIKHOT pEHOBUHN
(AKLLLO 3a3HAYEHO Y AOCHE) - BUyYeHHs byaisni HE9 sk
anbTepHAaTUBHOI AiNIbHNL 4719 NPOLEeCcy HanoOBHEHHS Ta
niodpinisauii gNs Ailo4oi peyoBrHU - (PiIBPUHOrEH MHANHY;
3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, LLL0 CTOCYHTHLCA
BMNYCKY Cepii Ta KOHTPOI0 SAKOCTi FOTOBOrO NikapCbKoro
3aco06y (iHWi 3MiHK) - BBEAEHHSA AOAATKOBOI AiNbHUL - JlTabop
NI+C AT, HimeuyuuHa, Ha SKiil 34iACHI0ETLCS KOHTPOSIb SIKOCTI
cepii: "CTepunbHICTL"; 3MiHU | TNy - 3MiHW 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCA BUMYCKY Cepii Ta KOHTPOII0
AKOCTI rOTOBOrO NiKapPCbKOro 3acoby (iHLWi 3MiHW) - BBEAEHHS
[04aTKOBOI [ibHUL - ABCTPIliCbke areHTCTBO OXOPOHU
3[10pOB's Ta NPOA0BONbYOI 6e3nekn (AGES) MM6X IHCTUTYT
MeanyHoT Mikpobionorii Ta ririeHn (IMEL), ABCTpisi, Ha SKiiA
3[iICHIOETLCA KOHTPOSIb SKOCTI cepil: "CTepubHIcTb"; 3MiHu I
My - 3MiHK 3 AkocTi. APl BupobHmuTBO. 3MiHM B npoLeci
BMPOGHMLTBA AD| (3MiHA CTOCYETHCS aKTUBHOI PEYOBUHM
6i0/10r4YHOr0/iIMyHO/OFYHOTO MOXOKEHHST 260 BUKOPUCTAHHS
XiMiYHMX AD| y BUPOBHULTBI NiKapCbKOro 3acoby
6i010ri4YHOro/iMyHOONYHOTO NOXOKEHHS, Sika MOXe MaTu
3HaAYHWIA BNIMB Ha SKICTb, 6e3Mneky Ta e(DeKTUBHICTb
nikapcbKoro 3acoby, i He CTOCYETbCA MPOTOKOY) - 3MiHW B
npoueci BupobHuytea APl: 3MiHa TEXHOMOMNYHOTO
pO3paxyHKOBOro NokasHWKa NUTOMOT akTUBHOCTI TPOMOIHY B
KiHLLeBOMY Hepo3hacoBaHOMY PO3UMHI. BunyyeHHs
anbTepHaTMBHOIO MeToAy AHasli3y 3ropTaHHs 3a YacoMm
koarynsuii Bexpidra (BCT) BignosigHo go Q-10-085.
PepakuiiiHa 3miHa y koZi MeToay KOHTPO/O "BU3Ha4YeHHS
MiKpo6HOro ynucna"; 3miHu |l Tuny - 3miHu 3 akocTi. AdI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpoGyBaHb/nepiogy 36epiraHHa abo yMoB 36epiraHHs AdI
(3a BigcyTHOCTI y 3aTBEpAKEHOMY A0ChE cepTucpikata
BiANOBIAHOCTI EBpoNeiichbkili hapmakonei, LWo BKIoYaE nepiog,
NOBTOPHOrO BUMpobyBaHHSA) (Nepios NOBTOPHOIo
BUNpobyBaHHsA/Nepios 36epiraHHs) - 36ibLUEHHA nepiogy
36epiraHHs aKTUBHOT PEYOBVHM 6i010rYHOro/iIMyHOMOrYHOrO
NMOXOKEHHA HA OCHOBI pe3y nbTaTiB AOCiIKEHb, BUKOHAHUX
He y BiNOBIAHOCTI 0 3aTBEPLKEHOr0 NPOTOKONY -
36ibLLEHHS TEepPMiHY NpUAaTHOCTI 36epiraHHs Ajto4oi
PEYOBUHY - TPOMOBIHY toanHK 3 36 MicALiB A0 48 MicAuiB npu
Temneparypi +2 - 8°C. PepaakuiiiHi 3miHW y po3gini 3.2.5.6 Ta
Mogyni 3.2.A.; 3miHu Il Trny - 3miHu 3 SKocTi. FoToBUIA

nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa abo BBEAEHHS

[04AaTKOBOI AiNbHULI BUPOBGHMLTBA A1 HACTUHM abo BCbOro
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BMPOBHNYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(@inbHUUSA, Ha SAKi NpoBOAATLCS ByAb-AKi BUPO6HUUI CTagjl, 3a
BUHATKOM BUMYCKY Cepili, NPOBEeAEHHS KOHTPO/IIO SKOCTi Ta
BTOPUHHOIO NakyBaHHSA, A71S NikapCbkux 3aco6iB
6i010riYHOro/iMyHO/0rYHOr0 MOXOAKEHHS ab0 JliKapCbKnX
hopM KOMMNIEKCHOrO (CKNaAHOro) BUPOGHMYOro npoLecy) -
BBEEHHS A0AaTKOBOI AinbHuli - BE® CTepunisauioHcepsic
M6X, HimeuumHa Ha sikili 34iicHIOETLCS cTepuisauis

179.

TEPA®/IO
EKCTPA 3I
CMAKOM
JNIMMOHA

MOPOLLIOK AN1s
OpasbHOro Po3unHy; 1
nakeT 3 nopoLukom; 10
nakeTiB 3 NOPOLLKOM Y
KapTOHHI Kopoo6Li

rCK
KoHcbtomep
Xerickep
C.A.

LLiseiuapis

OAMAP
OPJIEAH

®paHuis

BHECEHHS 3MiH 0 peecTpavliiniHux MmaTepiasnis: 3MiHu | Tuny -
AZMiHiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo aapecu
3asBHMKa (BNacHVKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa
Ha3BW Ta agpecy 3asBHVKa. BBegeHHs 3MiH MpoTsarom 6-Tu
MicALIB Micns 3aTBepKeHHs. 3MiHu | TUny - AgMiHICTpaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOYAKUN AiNbHNL BUMYCKY cepii abo
MicLie NpoBefEeHHS KOHTPO/IO AKOCTI. (4isNIbHICTb, 3a AKY
BiANOBIAa€e BUPOGHMK/IMNOPTEP, BKIOUAOUY BUMYCK CEPIiA) -
3MiHa agpecu Ta Ha3BW BUPOOHMKa, 6e3 3MiHM Micus
BMPOOHULTBA. 3MiHWM BHECEHO B IHCTPYKLiIO A1 MeANYHOro
3aCTOCYBaHHSA W00 HaiMEHYBaHHA Ta MiCLEE3HAXOMKEHHS
BMPOGHKKA, SIK HAC/IAOK — BiAMOBIAHI Y TEKCT MapKyBaHHs
ynakoBKM NikapCbKoro 3acoby. BBefeHHs1 3MiH NpoTsArom 6-tu
MiCSLiB NicNs 3aTBEPAKEHHS.

6e3
peyenma

UA/5797/01/01

180.

TIBOMAKC-
JAPHMLA

pO34uH AN11 iHgysili, 42
mr/mn; no 100 mny
chnakoHi; no 1 donakoHy
B nauuj; no 100 mny
donakoHax

MpAT
"®apmauesT
nyHa thipma

"OapHuus"

YkpaiHa

MpAT
"®apmaueBTun
YHa dhipma
"OapHuua”

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepMiHax NpuaaTtHoCTi abo ymoBax 36epiraHHst
rOTOBOrO JliKapCbKoro 3acoby (36iNbLUEHHS TEPMIHY
NpUAATHOCTI FOTOBOrO NiKapcbKoro 3acoby) - [ns Toprosoi
ynakoBku (NiATBEPAKYETbCSA AAHNMUN PeasibHOro Yacy) -
36iNbLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOTO JliKapCbKoro
3aco6y Ha OCHOBI NO3UTUBHMX Pe3y/bTaTiB AOBrOCTPOKOBUX
AocnigpKeHb cTabiNbHOCTI y peanbHOMY yaci:
3arBepmxkeHo: TEPMIH MPUAOATHOCTI 2 poku.
3anponoHosaHo: TEPMIH MPUOATHOCTI 3 poku. BBeaeHHsA
3MiH NPOTArom 6-TW MiCALIB NicNs 3aTBEPMAKEHHS.

3a
peyenmom

UA/13827/01/01

181.

TOH3WUMNPE
T®

Kpansni opasibHi No

30 mn abo 50 mny
donakoHi; no 1 donakoHy
B KapTOHHIi Kopo6ui

BioHopuka
CE

HimeuunHa

BioHopvka CE

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny -
3MiHu 3 sKkocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BigNOBIAHOCTI €Bponelickbkiii chapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTb [0
MoHorpadii Y abo €sponelicbkoi dhapmakonei, abo iHLoi
HauioHasbHOT hapmakonei gepxasu €C (3MmiHa y
cneumdikauisix, noB'sa3aHa 3i 3miHamu B 4®Y, abo
€Bponeiicbkiil hapmakonel, abo iHLWiA HaLioHaNbHIl
thapmakonei gepxasu €C) - npuBeAeHHs cneymdikawi
MaTpuyHOi HacTolikn Guaiacum go MoHorpadii HAB Ta
MOHorpadii «MaTpuyHi HaCTOWKV ANs TOMeonaTNYHNX
npenapariB»; 3MiHu | Tuny - AAMIHICTpaTUBHI 3MiHW. 3MiHa

6e3
peyenma

UA/1838/02/01
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0 3acoby nocsioYeHHs
HalilMeHyBaHHs Ta/abo agpecy MiCLsA NPOBaKEHHS AiS/IbHOCTI
BMpOGHUKa (BK/TOYaKOUK, 3a HEOOXIAHOCTI, MicLie NPpoBeAEeHHS
KOHTPO/II0 AKOCTi), abo BNacHuka mactep-paiina Ha A®l, abo

noctavanbHuka Adl/BuxigHoro
mMarepiany/peareHTy/npoOMKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI API (SKLLO 3a3HAYEHO Y A0ChE
Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoOMy
Aocbe, abo BUPOOHMKa HOBOT AONOMDKHOT PEHOBUHY (SKLLIO
3a3Ha4yeHo y [0CbE) - — 3MiHa aApecy BUPOGHMKa A/18 BCiX
MaTpu4HUX HacToliok (Capsicum annum D4, Guaiacum D4,
Phytolacca americana D1); 3miHu | Tuny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOGHUYOT AinbHULI (BKOYAOUN AiNbHUL
Ana A®l, npoMiXHOro NpoAykTy abo roToBOro NikapCbkoro
3acoby, AinbHULI A8 NPOBELEHHS NaKyBaHHSA, BUPOOHNKa,
BiANOBIAA/IbHOrO 3a BUMYCK CePiii, MiCLie NPOBeAEHHS
KOHTpO/O cepii) abo nocTavasibHMKa BUXIQHOTO Matepiany,
peareHTy abo fONOMIKHOI pEYOBUHY (SKLLO 3a3Ha4YeHO Y
[OCbE) - BUWTY4YeHHS1 BUPOOHMYOI AinbHuLi BioHopika CE
(Bionorica SE) ik nocTayasibHUK BUXifHOI pevoBuHM Guaiacum
drug Ta BUPOGHMKa MaTpUYHOT HacTolkn Guaiacum B pamkax
3asB/IeHOl NpoLeaypu BUNPaB/IEHO Ha3By BUPOOHWKA; 3MiHM |
TUny - 3MiHK 3 skocTi. A®Il. BUpobHMLTBO. 3MiHa BUPOOHMKA
BMXiHOrO/MPOMIXXHOro NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYHOTbCSA Y BUpOOHUYOMY npoueci A®l, abo 3miHa
BMPOOGHMKa (BKNtoYatoun, Ae HeobxifHo, MicLe NpoBeeHHN
KOHTpOnto skocTi) AP (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponelickkili hapmakonei y 3aTBepaKeHoMy
[ocbe)(3MiHM [0 3axX0fiB, NOB'A3aHMX 3 KOHTposiem Adl, abo
AofaBaHHA AiNbHULI, fe NPOBOANTLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - AoAaBaHHA AifbHULI, fe
NPOBOAMNTLCS KOHTPOJIb HAa MIKPOBGIOIOTiYHY YACTOTY A5 BCiX
MaTpuyHUX HacToliok (Capsicum annum D4, Guaiacum D4,
Phytolacca americana D1); 3miHu | Tuny - 3MiHu 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa

AKOCTi rOTOBOr0 NikapCbKOro 3acoby (3amiHa abo foAaBaHHS
LOiNbHUL, Ha AKil 34iACHIOETLCS KOHTPOL/BUMPOGYBaHHS
cepii) - BUNpobyBanbHa nabopatopia Labor L + S AG
BK/IIOYEHa Y AOCbE A1 KOHTPOJIO MiKPOGBIONOriYHOI UMCTOTH
N3. Ockinbkn MeToau, L0 3aCTOCOBYHOTHCA AAHOK
nabopartopieto, 6a3yoTbecs Ha EP MoHorpadii i BanigosaHi,

A®| abo BMXigHOro MaTepiany/npPOMiXXHOro

iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPOIO

nepeHeceHHs1 MeToAy He noTpi6He. [loTenep BUNpobyBasibHI
na6opartopii He 6ynu 3a3HayeHi y AOCbE; 3MiHM | TUNy - 3MiHK
3 aKkocTi. A®Il. KonTponb A®I. 3miHa y meTogax BUNpobyBaHHsA

NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI

BMPO6HMLTBA AP (iHLWI 3MiHM Y MeToAaxX BUNPOGYBaHHS
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0 3acoby nocsioYeHHs

(BKtOYaKOUM 3aMiHy abo [oNoBHeEHHS) Ad| abo
BUXiAHOro/NPOMIXHOrO NPOAYKTY) - BBEAEHHS
aNbTEPHATMBHOIO METOAY BU3HAYEHHS BAXKUX MeTaniB y
MaTpuYHin HacTolui Phytolacca americana. BignosigHo go EP
Po3gain 2.4.27 «Baxki MeTas/n y Nikapcbkili POC/NHHIN
CUPOBUHI Ta NiKapCbKUX POC/IMHHMX 3ac06ax» CNEeKTPOMETpIs 3
iHAYKTVBHO-3B'A3aHOt0 niasmoto (ICP-MS) moxe
BUKOPVCTOBYBATUCA [/151 BUSHAYEHHSI BEXKKUX METaNIB Y
POCANHHMX NiKapcbkmx 3acobax. Tomy metog (SOP 810100)
6yB po3p0bIeHNn KOHTPaKTHO Nnabopatopieto PhytoLab i
BK/OUEHUA fo pocke. According to the Ph. Eur. chapter 2.4.27
“Heavy metals in herbal drugs and herbal drug preparations”
inductively coupled plasma spectrometry (ICP-MS) may be
used for the determination of heavy metals in herbal drugs.
Therefore, a method (SOP 810100) was developed by the
contract laboratory PhytoLab and is included in the dossier;
3MiHM | Tuny - 3MiHK 3 skocTi. A®Il. CTabinbHICTb. 3MiHa
nepiofly NOBTOpHMX BUNpobyBaHb/nepiody 36epiraHHa abo
ymoB 36epiraHHs A®| (3a BigCyTHOCTI y 3aTBEPAKEHOMY AOCHE
cepTudpikaTa BignoBigHOCTI EBponeiickkili hapmakonei, Wwo
BK/IOYA€E nepiof, NOBTOPHOroO BUNPOGyBaHHS) (nepiog,
NOBTOPHOTrO BUNpobyBaHHs/Mepiof, 36epiraHHs) - 36i/bLUeHHS
ab0o BBeAEHHSA nepioay NOBTOPHOro BUNpobyBaHHA/nepioay
36epiraHHA Ha OCHOBI pe3y/bTaTiB JOCNiMKEHb Y peasibHOMY
yaci - 36ibLIeHHA nepiody 36epiraHHa MaTPUYHOT HACTOWKN
Guaiacum 3 36 g0 48 micsUiB Ha OCHOBI pe3y/nbTaTiB
AOCNigpKeHb cTabiNibHOCTI y peasibHOMY yaci; 3MiHu | Tuny -
3MiHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y MmeTogax
BMNpo6yBaHHA APl abo BMXiZAHOrO MaTepiany/npomMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPO6HULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHVX METOAaX
BMNPOBYBaAHHSA) — HE3HAUHI 3MiHW Y 3aTBepIKEHUX MeToAax
BUNPOGYBaHHA MaTPUYHOI HacToiikn Guaiacum 3a
nokasHukamu: - «Methanol and 2-Propanol» - BHeceHi
He3HauHi 3MiHW Y MeToAuMKy BUNpobyBaHHS 3riHO BUMOr
MoHorpadii EP 2.9.11, BifnoBiAHO OHOB/IEHO HOMEP MeToAY
(3arBepmkeHo: SOP 404430, issue 7 3anponoHoBaHo: SOP
404430, issue 8) - Aflatoxins — MeToAW A5 KOHTPO/IHO
ap/I0TOKCUHIB BY/IM OHOBNEHI Ta 3MIHEHO HOMEP KOHTPaKTHOH
nab6opartopieto PhytoLab, 3aTBepaxeHi Tpu metoan
BMNPO6YBaHHA ath/IOTOKCUHIB, 3aMiHEHI Ha EAVHUIA METOS,
BMNPOGYBaHHS; 3MiHW | TUNY - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbknii 3aci6. KOHTPOIb rOTOBOrO JliKapCbKoro 3acoby.
3miHa napameTpiB cneuudikaLiini Ta/abo foMyCTUMUX MeX
roTOBOro NiKapCbKOro 3acoby (BUyYEHHSI HE3HAYHOro
nokasHuka (Hanpuknag 3acTapisioro nokasHvka, Takoro sk
3anax Ta cmak, abo ifeHTudikauis 6apBHNKIB YN CMAKOBUX
[06aB0K)) - BUYYEHHS NokasHuka «Cmak» 3i cneumdikauii
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'N3 BignosigHo fo HacTtaHoBM Guideline on specifications: test
procedures and acceptance criteria for herbal substances,
herbal preparations and herbal medicinal products/traditional
herbal medicinal products EMA/CPMP/QWP/2820/00 Rev. 2;
[00aTKOBO BHECEHI pefakLiiiHi NpaBK1 CTOCOBHO NOKa3HUKa
«OB6’eM HaNOBHEHHS», OCKISIbKN 06’'€EM HANOBHEHHSA MISALLIOK
KOHTPO/ETLCA Mif Yyac BUpobHuyTBa 13, nnwe 3MiHeHui
Cnoci6 onucaHHA nokasHuka y cneumdikauii Ha BUNyck, a came
BBeAeHO nocunanHa «The filling volume (IPC) is in compliance
with the requirements according to the ordinance on finish
packaging». Sk Hacnigok 3miHVY BHeceHi B po3Ain "OCHOBHI
i3nKO-XiMiYHI BAACTUBOCTI" B iIHCTPYKLiO 4151 MEANYHOIO
3aCTOCYBaHHS NiKapcbKoro 3acoby; 3MiHu | Tuny - 3MiHu 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKi 3aci6. 3MiHa napameTpis
cneuudikauin Ta/abo foMyCTUMNX MeX NEPBUHHOT yNakoBKM
roTOBOrO NiKapCcbKoro 3acoby (A0NOBHEHHS cneuudikauit
HOBWM MOKA3HWKOM 3 BiANOBIgHMM METO40M BUNPOOYBaHHS) -
[OMOBHEHHSA cneumdikaLlii Ha KOBNAYKMN MOKa3HNKOM
«30BHILLHI BUrNAA», L0 AAE MOX/IMBICTb PO3PI3HATY TUNN
Pi3HUX FBUHTOBUX KOBMAYKIB, L0 BUKOPUCTOBYIOTbCA Bionorica
SE. HeogmiHHa igeHTMdikaLis MOX/IvMBa LUISXOM NOPIBHSAHHS
BHYTPILLHBLOrO BUMNSAY FBUHTOBOrO KOBMaka 3 OHOB/IEHUM
TEXHIYHUM KPECNEHHAM BifNOBIAHOrO TUMY rBUHTOBOIO
koBnayka. The new parameter “appearance” was introduced to
allow a discrimination of the different screw caps used by
Bionorica SE. An unambiguous identification is possible by
comparison of the inner view of the screw cap with the
updated technical drawing of the respective screw cap type.;
3MiHU | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMUX MEX NEPBUHHOT
yNaKkoBKU FOTOBOrO /iKapCbKOro 3acoby (BUyYEHHS
He3HayHOro nokasHuka (Hanpuknag, 3acTapifioro nokasHuka)) -
BUJTYYEHHS 3i cneumdikayii qpiakoHiB nokasHuka
«MikpobionoriyHa unctota»: Aerobic Bakteria < 102 Fungi
(Mold and Yeast) < 102 CknsiHa CMpOBVHA HarpiBaeTbcs A0
Temnepartypu naasfeHHs, POPMYETLCA Y KiHLEeBi hopMu Ta
OXOJTIOMKYETLCA Y KOHTPO/IbHUX YMOBaX. [1icns 0X0NogKeHHs
h1akoHW HeramHo ynakoByoTb honbroto. MakyBanbHa hosbra
3HIMaeTbCcA 6e3nocepeHbLO Nepes TMM, ik BCTaBUTU qo1akoHu
B HaMoBHIOBa/IbHUIA anapat. Yepes BUCOKy TeMnepatypy nig
Yyac BUpOOHMLTBA Ta NofasbLIOi 06pO6KM, TECTYBaHHS
MiKpOG6i0/I0rivyHOI YACTOTU He BUMaraetbes. 13
nepesipseTbca Ha MBY nig yac BUNpo6yBaHHA Ha BUMYCK;
3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneuudikaLiii Ta/abo A0NyCcTUMUX MeX NePBUHHOI
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YMakoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN) —
cneumdikauis Big Bionorica 3 igeHTudbikauiliHiM HOMepoM
1861901-ERV-VO01 ansa BepTukanbHOi kpanenbHuui ST 11

6yna BkoveHa Ao posainy 3.2.P.7.3. gogatkoso Ao

crneundikavii Big, Bupo6Huka Heinlein Plastik-Technik GmnH.
Cneuudpikalis Ta METOAM KOHTPOIO He 3MiHuAncs. JoaaTkoBo
HimeLbKa Bepcia cneumdikayii 6yna 3amiHeHa Ha aHriicbky
Bepcito; 3MiHu | TNy - 3MiHKU 3 SIKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. CtabinbHICTb. 3MiHa y TepMiHax npugaTtHocTi abo
ymoBax 36epiraHHsi rOTOBOrO /likapCbKoro 3acoby (iHLWi 3MiHW)
— OHOBJIEHHA 3BITIB 3i cTabinbHOCTI /13 BigNOBIAHO A0
3aTBEPLKEHOr0 NPOTOKO/Y CTabiNIbHOCTI, 6YB BKOUEHWIA 3BIT
3i ctabinbHocTi ansa bulk npogykuii; 3miHn | TMNy - 3MiHK 3
siKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs FOTOBOro
nikapcbKoro 3acoby (36i/bLIeHHs TepMiHY NpUAATHOCTI
roTOBOro fliKapcbKoro 3acoby) - [41s ToproBoi ynakoBku
(nigTBEPAKYETLCA AaHUMU peasibHOro Yacy) — 36i/bLUEeHHS
TepMiHy npuaartHocTi 13 3 36 micsAuiB fo 48 micauis 3a
pesynbTaTamu 4oCNifKeHb CTabisIbHOCTi B peasibHOMY Yaci;
3MiHY | TUNy - AOMIHICTPaTUBHI 3MiHW. BUnyyYeHHs BUPOGHNYOT

AinbHuUUi (BKIOYatoumn AinbHuui 4na A®l, npoMixHoro
npoAykTy abo rotToBoro NikapcbKoro 3acoby, AinbHUL ANns
NpoBefeHHA NaKyBaHHs, BUPOGHWKA, BiANoBifa/IbHOTO 3a

BMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPOJIO cepii) abo

nocravasibH1Ka BUXifHOro martepiasny, peareHty abo

[OMOMDKHOT PEYOBUHY (SIKLLIO 3a3HAYEHO Y 0CLE) —
BW/Ty4EHHSI BUPO6HUYOI AinbHULi BioHopika CE (Bionorica SE)
K NoCTa4asIbHUK POCAIMHHOI cupoBuHM Capsicum anuum L. Ta
BMPOGHMKa MaTPUUHOI HacTolikn Capsicum anuum. B pamkax
3asB/IeHOl Npoueaypu BUNPaB/IEHO Ha3By BUPOOHMKa
3aTBepaxeHo: «Deutsche Homoopathie-Unionx;
3anponoHosaHo: «Deutsche Homoopathie-Union DHU-
Arzneimittel GmbH & Co. KG»; 3MiHu | Tuny - AgMiHiCTpaTuBHiI
3MiHW. BunyyeHHsi BUPOOHMYOT AiNbHUL (BKNHOYAOUN AiNbHUL
ans A®l, npomiXHOro NpPoayKTy abo roToBoro MikapcbKoro
3acoby, AinbHULI 4118 NPOBEAEHHS NaKyBaHHS, BUPOGHNKa,

BiANOBI4A/ILHOrO 3a BUNYCK CEPiii, MiCLie NPOBEAEHHS

KOHTPOIO cepii) abo noctayanbHMKa BUXIAHOTO matepiasny,
peareHTy abo AONOMIXHOT PEUOBMHY (SKLLO 3a3HAYeHO y
[0CbE) — BUJIyYEHHS BUPOOHMYOT AinbHUL BioHopika CE

(Bionorica SE) sik noctavyasisHUK POC/IMHHOT PEYOBUHM

Phytolacca americana L. Ta BUpO6HMKa MaTPUYHOT HACTOWKN
Phytolacca americana. B pamkax 3aaBneHol npoueaypu
BMNPaBIEHO Ha3BY BUPOOHMKA; 3MiHM | TUMY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTodax BunpobyBaHHs A®| abo
BUXIAHOIO MaTepiany/NnpoMiKHOro NpoAyKTy/peareHTy, LWo
BVKOPUCTOBYETbLCS Y NpoLeci BUpobHuUTBa A®| (He3HauHi
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3MiHM Yy 3aTBEPMAKEHUX MEeToAax BUNPOOyBaHHS) — HE3HaYHI
3MiHW Y 3aTBepKeHNX MeTofax BUNPobyBaHHS MaTpuyHoOT
HacTolikm Phytolacca americana 3a nokasHukamu: - «Methanol
and 2-Propanol» - BHeCEHi He3HauHi 3MiHW Y MEeTOANKY
BMNPOGYBaHHSA 3riiHO BUMOr MoHorpadii EP 2.9.11,
BiAANOBIAHO OHOBIEHO HOMEP MeToZY; 3MiHW | TUNYy - 3MiHN 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax BUnpobyBaHHS
A®| abo BUXigHOro MaTepiasny/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX MeTofax
BMNPOBYBAHHSA) — HE3HAUHI 3MiHW Y 3aTBEPIKEHUX MeTohax
BUNPOOYBaHHA MaTpPUYHOi HacTolikn Capsicum annuum 3a
nokasHukamu: - «Methanol and 2-Propanol» - BHeceHi
He3HauHi 3MiHW Y MeTOAUKY BUNPOGYBaHHSA 3rigHO BUMOT
MoHorpadii EP 2.9.11, BignosigHO OHOB/IEHO HOMEP MeToAy
(3atBEppxeHo: SOP 404430, issue 7; 3miHu | Tvny - 3MiHu 3
AKOCTi. A®I. KoHTponb A®L. 3MiHa y meTogax BunpobyBaHHSA
A®| ab0 BMUXigHOrO MaTepiasy/npoMiXXHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMpo6HUUTBa API (iHLWi 3MiHM y MeToAax BUNPobyBaHHSA
(BKntOYarouM 3aMiHy abo [onoBHeHHS) APl abo
BVIXiZLHOro/MPOMIKHOr0 NPOAYKTY) — BBEAEHHS
anbTepHaTVBHOIO METOAY BU3HAYEHHS BAXKNX MeTaniB y
MaTpUYHIi HacTolili Guaiacum. BignosigHo o EP 2.4.27
«Baxki MeTanu y nikapcbkiii pOC/IMHHIA CMPOBUWHI Ta
NiKapCbKUX POCIMHHKX 3ac06ax» CNEKTPOMETPIs 3 iHAYKTUBHO
3B'A3aHo0 nnasmoio (ICP-MS) moxe BMKOpUCTOBYBATUCA AN1A
BU3HAYEHHSA BaXKKNX METasTiB Y POC/IMHHNX NTIKaPCbKMX
3acob6ax. Tomy metog (SOP 810100) 6yB po3pobsieHuii
KOHTPaKTHOW flabopatopieto PhytoLab i BkItoYeHUiA fo f0OCbE.
According to the Ph. Eur. chapter 2.4.27 “Heavy metals in
herbal drugs and herbal drug preparations” inductively coupled
plasma spectrometry (ICP-MS) may be used for the
determination of heavy metals in herbal drugs. Therefore, a
method (SOP 810100) was developed by the contract
laboratory PhytoLab and is included in the dossier; 3miHu |
Tuny - 3MiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BMXiZAHOrO MaTepiany/npomMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOG6HMLUTBA ADI (iHWi 3MiHM y MeToAax BUNPObyBaHHS
(BkNtOYaKOUM 3aMiHy abo LONOBHEHHSA) AD| abo
BMXIAHOrO/NPOMIXXHOr0 NPOAYKTY) - BBEAEHHS
a/IbTEPHATVBHOIO METOAY BU3HAYEHHS BEXKKUX METaniB y
MaTpuYHii HacToiili Capsicum annuum. BignoBigHo go EP
2.4.27 «Baxki MeTanu y Nikapcbkiii POCAWHHIV CMPOBUHI Ta
NiKapCbKNX POC/IMHHKX 3ac06ax» CNeKTPOMeTpis 3 iHAYKTUBHO-
3B'A3aH0I0 Nnasmoto (ICP-MS) Moxe BUKOpPUCTOBYBATUCA A5

BU3HAYEHHS BaXKKMX METasliB Y POC/IMHHMX JliKapCbKuX
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3acobax. Tomy metog (SOP 810100) 6yB po3pobieHwii
KOHTpaKTHOM nabopatopieto PhytoLab i BkioueHuiA fo fochbe.
According to the Ph. Eur. chapter 2.4.27 “Heavy metals in
herbal drugs and herbal drug preparations” inductively coupled
plasma spectrometry (ICP-MS) may be used for the
determination of heavy metals in herbal drugs. Therefore, a
method (SOP 810100) was developed by the contract
laboratory PhytoLab and is included in the dossier; 3miHu |
My - 3MiHK 3 AKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHKX BMNpobyBaHb/nepiogy 36epiraHHs abo ymoB
36epiraHHa A®I (3a BiICYTHOCTI y 3aTBEPKEHOMY [1OCLE
cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakonel, Lo
BK/IO4A€E Mepiof, MOBTOPHOroO BUNPoGyBaHHS) (nepiog,
NOBTOPHOro BMNpPobyBaHHA/Nepios, 36epiraHHs) - 36iMbLUEeHHS
ab0o BBeAEHHA nepiogy NOBTOPHOrO BUNPobyBaHHA/nepiogy
36epiraHHs Ha OCHOBI pe3y/bTaTiB AOCNiMKEHb Y peasibHOMY
yaci — 36iNbLUEHHSA Nepiogy 36epiraHHs MaTpUYHOI HACTOMKM
Capsicum annuum 3 36 A0 48 micsLiB Ha OCHOBI pe3ynbTaTiB
[OCnigpKeHb cTabiNbHOCTI y peasibHOMY Yaci; 3MmiHu | Tuny -
3MiHK 3 sKocTi. A®l. CTabinbHICTb. 3MiHa nepiofy NOBTOPHUX
BunpobyBaHb/nepiogy 36epiraHHs abo ymos 36epiraHHs Ad|
(3a BigCyTHOCTI y 3aTBEpAKEHOMY A0CbE cepTuddikaTa
BiANOBiAHOCTI EBponeiickbkili hapmakonei, Lo BKIOYaE nepiog,
NMOBTOPHOrO BUNPOGYBaHHS) (Nepiog, NOBTOPHOIO
BMNpo6yBaHHsA/nepios 36epiraHHs) - 36inbLUeHHs abo
BBE/leHHs nepiofly NOBTOPHOroO BUNpo6yBaHHsA/nepiogy
36epiraHHA Ha OCHOBI pe3y/bTaTiB JOCNiMKEHb Yy peasibHOMY
yaci — 36iNbLUEHHS Nepiogy 36epiraHHsA MaTpPUYHOI HACTOMKM
Phytolacca americana 3 36 g0 48 micsiLiB Ha OCHOBI
pe3ynbTaTiB AOC/iAKEeHb CTabiIbHOCTI Y peasibHOMY Yaci;
3MiHM | TUny - 3MiHK 3 aKocTi. FOTOBWIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa
napamMeTpis cneuudikaLiii Ta/abo fonyCcTUMUX MeX NePBUHHOT
yNakoBKN rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag, 3actapifioro NoKasHuka)) -
BW/yYeHHs napameTpy «operation performance»
«EkcnnyatauiiHi xapakTepucTuku» 3i cneuudikalii CKIsHnX
nnsiwok. baraTtopiyHuii fOCBIT po60TK 3 MalMHaMu Ans
HarnoBHEHHA MOKasas, WO (h/1aKOHN BUrOTOBAAOTLCH 63
AedpekTiB, Ta BignoBigaloTb po3mipam (h1akoHiB Lo
BCTaHOBNEHI y crnieundikavii; 3MiHX | Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptloBasibHKi 3aci6. 3mMiHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX NEPBUHHOT YNaKoBKM
roTOBOro NiKapCbKOro 3acoby (BUyYEHHSI HE3HAYHOro
nokasHuka (Harmpvknag 3acTapifioro nokasHuka)) - BUIy4YeHHs
napameTpy «OnNTUYHa eKkcrnepTn3a 3a A0NoMOrol ekpaHy»
(“Optical examination with screen occupation™) 3i cneyudikawii
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CKNISIHMX M/IAWOK; He BuMaraetbcsa Ph. Eur. moHorpadis 3.2.1
“CKNsHi KOHTeHepy AN (hapMaleBTUYHOTO BUKOPUCTaHHA";
3MiHM | TUNY - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/TE-
cepTudikaT BignoBigHOCTI EBPONECHKIi
thapmakonei/MoHorpadii. 3MiHuW, NOB'sA3aHi 3 HEOOXIAHICTO
npuBefeHHs y BIANOBIAHICTb A0 MoHorpadii 4PY abo
€Bponelicbkoi hapmakonei, abo iHWOoT HaLioHa/TbHOT
thapmakonei gepxasu EC (3miHa y cneumdikalisx, nos'a3aHa
3i 3MiHamu B 1®Y, abo €Bponelicbkiii hapmakonei, abo iHLuil
HaujioHanbHil hapmakonei gepxasn €C) - NpuBeaeHHs
cneyudikaLii MmaTpuyHoi HacToiiku Phytolacca americana fo
MoHorpadpii HAB Ta moHorpadii «MaTpuuHi HacTolikv ans
roMeonaTuyHux npenapariB»; 3MiHu | Tuny - 3MiHKN 3 SKOCTI.
CepTudpikat BignosigHocTi/IE-cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiZHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0 MOHOrpadil
Loy abo €sponelicbkoi hapmakonei, abo iHWOoT HalioHa/IbHOI
thapmakonei gepxasu EC (3miHa y cneumdikaLisx, nos'a3aHa
3i 3miHamu B 1PY, abo €Bponelicbkii hapmakonei, abo iHLWil
HaujioHanbHil dhapmakonei fgepxasun €C) - NpuBefeHHs
cneyudikalii MaTpuyHoi HacToiiku Capsicum annuum fo
MoHorpadii HAB Ta MmoHorpadii «MaTpuyHi HacToinkn ans
romMeonaTvyHuX npenaparis»; 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy (iHwi 3miHu) -
BHECEHHS 3MiH [0 TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOI YNnakoBoK [/13; 3MiHuK | TUNY - 3MiHU 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTucikaT BignoBigHOCTI
€Bponevicbkii hapmakonei/MmoHorpadii. 3miHW, NoB'A3aHi 3
HeOo6XifHICTIO NpUBEAEHHS Y Bi4NOBIAHICTL A0 MOHOrpadil
L®Y abo Esponelicbkoi hapmakonei, abo iHLWOI HalioHabHOI
thapmakonei gepxasu E€C (3miHa y cneyudikauisix, NoB'a3aHa
3i 3miHamu B 1dY, abo €Bponelickbkiit hapmakonei, abo iHLUil
HauioHasbHi thapmakonei fgepxasu €C) - npuBeAeHHS
cneuudikauii 3a NokasHMKoMm «MikpobiosioriyHa umcToTa» y
BigNoBigHICTb A0 BUMOr EP; 3MiHu | TNy - 3MiHW 3 AKOCTI.
[OTOBWIA NiKapCbKMiA 3aci6. 3MiHW Y BUPOBHULTBI. 3MiHN
BUNPOOYBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumaikauisx, nig yac BUPO6GHULTBA FOTOBOTO NiKapChbKOro
3aco6y (iHWi 3MiHK) - NpYBEeLEHHS NokasHuka «KanamyTHICTb»
(IPC 06 Turbidity) y BignosigHicTb g0 BUMOr MoHorpadii EP
2.2.1. Bu3HayeHHs1 NpPO30pOCTi | CTYNEHS kKanaMyTHOCTI piavH;
3MiHK | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSs
Ta/abo agpecy MicLsA NPOBaKEHHS Ais/IbHOCTI BUPOGHMKa
(BKTKOYAKOUM, 32 HEOOXIAHOCTI, MicLe NPOBEeAEHHS KOHTPOSIO
sIKOCTi), a60 BnacHuka macTep-thaiina Ha A®l, abo
noctavanibHuka Adl/BnxigHoro
MaTtepiany/peareHTy/NPoOMKHOro NPoAyKTy, L0
3aCTOCOBYIOTbCA Y BUPO6HULTBI API (SKLLO 3a3HAYEHO Y 10CbE
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

Ha nikapcbkuid 3acib) 3a BiAgCyTHOCTI cepTudikata
BiANOBIAHOCTI EBponelickkili hapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOOHMKA HOBOT A0NOMDKHOT PEYOBUHN (SKLLO
3a3HavYeHo y A0CbE) - 3MiHa Ha3BM KOHTPaKTHOI abopaTopil,
[le NpOBOANTLCA KOHTPO/b AN BCIX MaTPUYHKUX HACTOMOK
(Capsicum D4, Guaiacum D4, Phytolacca D1) Ta rotoBoro
nikapcbKoro 3acoby; 3miHu | Tuny - 3MiHn 3 akocTi. AL,
Brpo6HMLTBO. 3MiHa BUPOGHUKA BUXiAHOrO/MPOMIXKHOTO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y BUPOBHNYOMY
npoeci A®l, abo 3miHa BUpO6HUKa (BKIKOYaouu, ae
HeobXifHO, Micue NpoBefeHHS KOHTPOO AKOCTi) AdI (3a
BiiICYTHOCTI cepTudpikaTa BifAnoBigHOCTI EBponeiichkili
thapmakonei y 3aTBepXeHOMY JOCbE)(3MiHN 40 3aX0A4iB,
noB'sA3aHnX 3 KOHTponeM A®Il, abo AofaBaHHA AiNbHUL, Ae
NpPoBOANTLCSA KOHTPO/b/BUNPOBYBaHHA cepii) — 3MiHa Ha3Bu Ta
afjpecy KOHTpPaKTHOI naboparopii, e NPOBOANTLCSA KOHTPO/Tb
[Ns BCiX MaTpuyHmX HacToliok (Capsicum D4, Guaiacum D4,
Phytolacca D1); 3miHu | TUny - 3MiHK 3 siKoCTi. FoTOBUIA
nikapcbknii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi roTOBOro NikapCbKoro
3acoby (3miHa B ymoBax 36epiraHHsi roTOBOrO /ikapCbKOro
3ac06y abo nicnsi PO34YMHEHHS/BIAHOBMIEHHS) - 3MiHA YMOB
36epiraHHs roToBOro NikapcbKoro 3acoby

182.

TOMAMAKC
®

Kancynu no 25 mr; no 28
Kancyn y cpnakoHi; no 1
oNakoHy B KApTOHHI
naui

TOB
"[I>XOHCOH |
JXoHCoH
YkpaiHa"

YkpaiHa

AHcceH OpTo
NNC, CWA
(B1pPOGHNLTBO
Hepo3dacosa
Horo
npoAYKTY);
AHcceH-Cinar
C.n.A, ltanisa
(nepBuHHa Ta
BTOPVHHA
ynakoBka,
L03BiN Ha
BUMYCK cepii)

CLUA/ ITanis

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis:3miHu | Tuny -
nofaHHsa Hosoro ME-cepTudikaty signosigHocTi €E® R1-CEP
2010-043-Rev 00 gnsa Gelatin Big HOBOro BUPOGHUKA
ROUSSELOQOT; 3minu | Tvny - nogaHHs Hosoro [E-
ceptudikaTy BignosigHocTi €EP R1-CEP 2000-029-Rev 05 ans
Gelatin Big, HoBoro Bupo6Huka ROUSSELOT SAS, France;
3MiHM | TUMy - NogaHHsa HoBoro E-cepTudikaTty BigNOBIAHOCTI
€ R1-CEP 2000-045-Rev 03 ans Gelatin Big HoBoro
BMpo6HuKa PB Gelatins; 3minu | Tuny - BunyyeHHs Me-
cepTudikaty BignosigHocTi E® R1-CEP 2000-027-Rev 01 ans
Gelatin Bupo6Hrka ROUSSELOT SAS, France; 3miHu | Tuny -
BunyyeHHs E- cepTudikaty signosigHocti E® R1-CEP 2001-
332-Rev 01 pns Gelatin Bupo6Hvka ROUSSELOT
ARGENTINA SA. Argentina; 3miHu | Tuny - BunyyeHHs Me-
ceptudikaTy BignosigHocTi EP R1-CEP 2002-110-Rev 00 gns
Gelatin Bupo6Huka PB Gelatins; 3miHu | Tuny - BunyyeHHs ME-
ceptudikaTy BignosigHocTi €EP R1-CEP 2004-022-Rev 00 ans
Gelatin Bupo6Huka PB LEINER ARGENTINA S.A.; 3MiHu |
TMNy - 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
NpoBaPKeHHA AiSIbHOCTI BUPOOHMKa (BK/IoYaoun, 3a
HeobXiAHOCTI, MicLie NPOBEEHHS KOHTPO/IO SKOCTI), abo
BNacHuka macTep-ghaiina Ha A®l, abo noctavasibHUKa
Adl/BnxigHOro MaTepiany/peareHTy/NpoMiKHOrO NPOAYKTY, LLO
3aCTOCOBYKOTbCS Y BUPOOHULTBI ADI - 3MiHa Ha3BM Ta agpecu

3a
peyenmom

UA/4144/01/02
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BMPOBHUYOI AinbHULi ans AD| Tonipamart; 3miHu | Tuny -
nofaHHsa Hosoro ME-cepTudikaty signosigHocTi €E® R1-CEP
2001-424-Rev 03 gna Gelatin Big HoBoro Bupo6Hunka GELITA

Group; 3MiHn | TURY - BUy4YeHHs IE-ceptudikaty

BignosigHocTi E® R1-CEP 2003-172-Rev 00 ans Gelatin

BMpo6Huka GELITA Group

183.

TOMAMAKC
®

Kancynu rno 50 mr rno 28
Kancyn y cpnakoHi; no 1
(pNakoHy B KAPTOHHI
naui

TOB
"[I>XOHCOH |
JXoHCoH
YkpaiHa"

YkpaiHa

AHcceH OpTo
NNC, CWA
(B1pOGHNLTBO
Hepo3dacosa
Horo
npoAYKTY);
AHcceH-Cinar
C.n.A, ltanisa
(nepBuHHa Ta
BTOPVHHA
ynakoBka,
L03BiN Ha
BUMYCK cepii)

CLUA/ ITanis

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis:3miHu | Tuny -
nofaHHsa Hosoro ME-cepTudikaty signosigHocTi €E® R1-CEP
2010-043-Rev 00 gnsa Gelatin Big HOBOro BUPOGHUKA
ROUSSELOQOT; 3minu | Tvny - nogaHHs Hosoro [E-
cepTudikaTy BignosigHocTi €EP R1-CEP 2000-029-Rev 05 ans
Gelatin Big, HoBoro Bupo6Huka ROUSSELOT SAS, France;
3MiHM | TUMy - NogaHHsa HoBoro E-cepTudikaTty BigNOBIAHOCTI
€ R1-CEP 2000-045-Rev 03 ans Gelatin Big HoBoro
BMpo6HuKa PB Gelatins; 3minu | Tuny - BunyyeHHs Me-
cepTudikaty BignosigHocTi E® R1-CEP 2000-027-Rev 01 ans
Gelatin Bupo6Hvka ROUSSELOT SAS, France; 3miHu | Tuny -
BunyyeHHs E- cepTudikaty signosigHocti E® R1-CEP 2001-
332-Rev 01 pns Gelatin Bupo6Hnka ROUSSELOT
ARGENTINA SA. Argentina; 3miHu | Tuny - BunyyeHHs Me-
cepTudikaTy BignosigHocTi EP R1-CEP 2002-110-Rev 00 gns
Gelatin Bupo6Huka PB Gelatins; 3miHu | Tuny - BunyyeHHs NE-
ceptudikaTy BignosigHocTi €EP R1-CEP 2004-022-Rev 00 ans
Gelatin Bupo6Huka PB LEINER ARGENTINA S.A.; 3MiHu |
TMNy - 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
NpoBaPKeHHA AiSIbHOCTI BUPOOHMKa (BK/ItoYakoun, 3a
HeobXiAHOCTI, MicLie NPOBELEHHS KOHTPO/IO SKOCTI), abo
BNacHuka macTep-ghaiina Ha A®l, abo noctavasibHUKa
Adl/BnxigHOro MaTepiany/peareHTy/NpoMiKHOrO NPOAYKTY, LLO
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI - 3MiHa Ha3BM Ta agpecun
BMPOBHUYOI AinbHULi ans AD| Tonipamart; 3miHu | Tuny -
nofaHHsa Hosoro ME-cepTudikaty signosigHocTi €E® R1-CEP
2001-424-Rev 03 gna Gelatin Big HoBoro supo6Hunka GELITA
Group; 3MiHM | TURY - BUny4YeHHs E-cepTudikaty
BignosigHocTi €E® R1-CEP 2003-172-Rev 00 ans Gelatin
BMpo6Huka GELITA Group

3a
peyenmom

UA/4144/01/03

184.

TOMIPOMA
KC 100

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOHO,
no

100 wmr; no 10 TabneTok
y 6nicTepi; no 1 a6o 3
6nicTepy B naywj 3
KapToHY

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHa 3asiBHUKaA
(BnacHuKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460).. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicCsILiB MicNs 3aTBEPIYKEHHS
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMEHYBaHHS
Ta/abo agpecu MicLa NPOBaMKEHHS OisNIbHOCTI
BUPOGHMKa/iMnopTepa roToBOro NikapcbKoro 3acoby,
BK/IIOYA0UN AiNbHULI BUMYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/IIO SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHMK/iMNOpTEp, BK/OYAKYM BUMYCK cepill). 3miHa
HanncaHHs agpecu MicLa NPoBaMKEeHHS AiANbHOCTI
BMPOGHMKA rOTOBOTO JliKapCbkoro 3acoby, komnaHii TOB

3a
peyenmom

UA/9877/01/01




3asBHUK

KpaiHa

Bupo6HuK

KpaiHa
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PeecmpayjitiHa npoyedypa

Bionycky

Ymosu

peecmpayiliHo2o
nocsioYeHHs1

Homep

n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

«®apma CTtapT», 6€3 3MiHM (DaKTUYHOrO MICLA NPOBAKEHHS
[iSTbHOCTI BHOCUTBLCSA Y 3B’A3KY 3 PileHHAM KUIBCbKOT MiCbKOT

TOB

Ykpaina

TOB "®apma

pagu Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepelimeHyBaHHs 6ynbBapiB, BY/I1Lb, HAIMEHYBaHHS N0l Ta
NPUCBOEHHS IMEH ckBepam B MicTi KueBi.. TepMiH BBEAEHHS
3MiH - MPOTAroM 6 MiCALIB MiCA 3aTBEPMKEHHSA. 3MiHK | TNy -
3MmiHn Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarisay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHuX Npo cucTemy
chapmakoHarnsgy (BBEAEHHS y3araslbHEHNX AaHMX NPo
cuctemy hapmakoHarsifgy, 3miHa ynoBHOBaXKEHOT 0cobH,
BiANOBIAANbLHOI 3a 34iicCHEHHSA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 thapmakoHarnagy 3asBHuKa AN1s 34iCHEHHSA
hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c0o6U, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnsgy (BKovatoum KOHTaKTHI gaHi) Ta/abo 3MiHn y
po3MiLLeHHi MacTep-ghaiina cuctemn hapmakoHarnsgy).
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOI ocobu,
BifNoBigabHOT 3a hapmakoHarnag. 3miHa MicLs 34iiCHEHHS
OCHOBHOI AisiIbHOCTI 3 dhapmakoHarnsagy. 3miHa
MicLie3HaxoAKeHHs1 MacTep-haiina.
BHECEHHS 3MiH [0 peecTpaLliiHux maTepiasis: 3MiHa 3asBHMUKaA
(BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3

3a
peyerimom

UA/9878/01/01

185.

TOMIPOMA
KC 100

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOHO,
100 wmrin bulk: no 6 kry

naketax

"ACIHO
YKPAIHA"

Crapt”

Big 23.07.2015 Ne 460).. TepMiH BBeEHHS 3MiH - NPOTATOM 6
MICALIB MICNA 3aTBEPKEHHSA
3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NPOBaKEHHS AisNIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro likapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/I0 AKOCTI. (4iSNbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNIOPTEp, BK/KOYAKOYM BUMYCK cepill). 3miHa
HanvcaHHsa agpecu Micus MPOBaKeHHS AiSNbHOCTI
BMpPOBHUKA roTOBOrO Jlikapcbkoro 3acoby, komnaHii TOB
«®apma CTtapT», 6€3 3MiHM (DaKTUYHOrO MICLA NPOBaKEHHS
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilleHHAM KWiBCbKOI MicbKOT
paau Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepeimeHyBaHHs 6ynbBapis, BY/I1LIb, HAIMEHYBaHHS N/I0LL, Ta
NPUCBOEHHS iMEH ckBepaMm B MicTi KveBi.. TepMiH BBeAEHHS

3MiHM Wopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
dhapmakoHarnsgy (BBeeHHS y3araslbHEHUX AaHWX Npo

BiANOBIAANLHOI 3a 34iliCHEHHA thapMaKoHarns4y; KOHTaKTHO|
0cobu 3 hapMakoHarnsay 3asBHUKa ANsi 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa BigMiHHA Bif,
YMOBHOB&aXeHOT 0cobu, BiANoBiAaNbHOI 3a 34iCHEHHS

3MiH - NPOTArom 6 MicsLiB NicNsA 3aTBepMKeHHSA. 3MiHM | Tuny -

cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobu,

y

hapmMakoHarnagy (BK/1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu

pO3MilLeHHi MacTep-ghaiina cuctemm papmakoHarnsgy).




133

n/n

Hassa
JlikapcbKoe

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

0 3acoby

3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0CO6Y,
BiANOBiga/IbHOI 3a hapMakoHaraa. 3MiHa Micus 34iCHEHHS
OCHOBHOI fisiIbHOCTI 3 (hapmakoHarnsagy. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-thainna.

3a

UA/9877/01/02

186.

TOMIPOMA
KC 25

TabneTku, BKPUTI
MN/1iBKOBOK 060/10HKOIO
no 25 wr; no 10
Tabnetok y 6nictepi; no
1 a6o 3 6nictepu B
nauuj 3 KapToHy

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHa 3asiBHUKA
(BnacHvKa peecTpauiiiHoro noceig4yeHHs) (3rigHo Hakasy MO3
BiA 23.07.2015 Ne 460).. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicsILiB MicNs 3aTBepPoKEHHS
3MiHn | TURY - AgMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyu MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOOGHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acooy,
BK/IOYAI0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJI0 SIKOCTI. (AIANbHICTb, 3a Ky BignoBifae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM BUMYCK cepill). 3miHa
HanmcaHHa agpecun Micus NPOBaKeHHS AiSNbHOCTI
BMPOGHMKA rOTOBOrO NikapCcbKoro 3acoby, komnaHii TOB
«®apma CtapT», 6€3 3MiHM (PakTUHHOro MiCLA NPOBaMXEHHSA
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilleHHAM KWiBCbKOI MicbKOT
pagu Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepelimeHyBaHHsi 6ynbBapis, ByMLb, HaliMEHYBaHHS N/oLY Ta
NPUCBOEHHS iMEH ckBepam B MicTi Kvesi.. TepMiH BBeAEHHSA
3MiH - MPOTAroM 6 MicALUIB Mic/A 3aTBEpMKEHHS. 3MiHu | Tuny -
3MiHuM Wwoao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHVX MPO CucTemy
dhapmakoHarnsgy (BBefjeHHs y3araslbHEHNX AaHnX Npo
cuctemy hapMmakoHarniagy, 3miHa ynoBHoBaKeHoT ocobu,
BiANOBIAANbHOI 3a 34iiCHEHHSA thapmakoHarnsAy; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asBHVKa AN 34iCHEHHSA
hapmMakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cOo6M, BigNoOBIAaNbHOI 3a 3iCHEHHS
hapmakoHarnsgy (Bkovatoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLeHHi MacTep-chaiina cuctemm papmakoHarnsgy).
3MiHa KOHTaKTHUX AaHnX YNIOBHOBAaXEHOI 0Co6M,
BiANOBIAa/IbHOI 3a hapMakoHariag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AiaNbHOCTI 3 hapmakoHarnsgy. 3MmiHa
MiCLe3HaxoMKeHHsA MacTep-aiina.

peyenmom

3a

UA/9878/01/02

187.

TOMIPOMA
KC 25

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOHO,
no 25 mr in bulk: no 4 kr
y nakeTax

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHa 3asiBHUKaA
(BnacHuKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460).. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicCsILiB MicNs 3aTBEPIYKEHHS
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMEHYBaHHS
Ta/abo agpecu MicLa NPOBaMKEHHS OisNIbHOCTI
BUPOGHMKa/iMnopTepa roToBOro NikapcbKoro 3acoby,
BK/IIOYA0UN AiNbHULI BUMYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/IIO SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHMK/iMNOpTEp, BK/OYAKYM BUMYCK cepill). 3miHa
HanncaHHs agpecu MicLa NPoBaMKEeHHS AiANbHOCTI

BMPOGHMKA rOTOBOTO JliKapCbkoro 3acoby, komnaHii TOB

peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
«®apma CTtapT», 6€3 3MiHM (DaKTUYHOrO MICLA NPOBAKEHHS
[iSTbHOCTI BHOCUTBLCSA Y 3B’A3KY 3 PileHHAM KUIBCbKOT MiCbKOT
pagu Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepelimeHyBaHHs 6ynbBapiB, BY/I1Lb, HAIMEHYBaHHS N0l Ta
NPUCBOEHHS IMEH ckBepam B MicTi KueBi.. TepMiH BBEAEHHS
3MiH - MPOTAroM 6 MiCALIB MiCA 3aTBEPMKEHHSA. 3MiHK | TNy -
3MmiHn Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarisay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHux npo
cuctemy hapmakoHarsifgy, 3miHa ynoBHOBaXKEHOT 0cobH,
BiANOBIAANbLHOI 3a 34iicCHEHHSA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 thapmakoHarnagy 3asBHuKa AN1s 34iCHEHHSA
hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c0o6U, BiANOBIAaNbHOI 3a 34iCHEHHS
hapmakoHarnsgy (BKovatoum KOHTaKTHI gaHi) Ta/abo 3MiHn y
po3MiLLeHHi MacTep-ghaiina cuctemn hapmakoHarnsgy).
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOI ocobu,
BifNoBigabHOT 3a hapmakoHarnag. 3miHa MicLs 34iiCHEHHS
OCHOBHOI AisiIbHOCTI 3 dhapmakoHarnsagy. 3miHa
MicLie3HaxoAKeHHs1 MacTep-haiina.
188. | TOMNPA3 Tabnetkun AypobiHao IHAis Aypo6iHao IHAis BHECEHHS 3MiH 0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16735/01/01
racTpopesncTeHTHi, 40 dapma NlTg dapma AZMiHiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo aapecu peyenmom
Mr o 10 TabneTok y Nimitep - FOHIT MicLs NpOBaMKEHHS AisNbHOCTI BUPOBGHMKa/imnopTepa
6nictepi, no 3 6rictepn Wil rOTOBOTO JIiKAPCbKOro 3acoby, BKIKYAOUN AifIbHUL BUMYCKY
B KapTOHHI Kopo6ui cepii abo micue NpoBefeHHSI KOHTPOJIO SKOCTI. (ZisNbHICTb, 3a
AIKY BifnoBifae BMPOOHUK/iIMNOpTEpP, BK/IKOYAOUN BUMYCK
cepiii). 3miHa agpecy BUPO6HMYOI AinbHuLi N3 AypobiHao
dapma Nimiteq- FOHIT VI, IHgia , 6€3 3MiHKM Micud
BMpOOHULUTBA. BBEeHHA 3MiH NPOTArom 6-X MicALiB nicns
3aTBEPKEHHS.
189. | TOPAAIB pO34uH A1 iH'EKUIR, 5 TOB Ykpaina BeCb Ykpaina BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHu | Tuny - 3a UA/11604/02/01
Mr/mMn no 4 mny "®APMEKC BMPOGHNYNIA 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peuenmom
donakoHi; no 5 dpakoHis reyn" npouec M3, 3 3MiHa y TepMiHax NpugaTtHoCTi abo ymoBax 36epiraHHst
Y KOHTYpHIli YapyHKOBIli ypaxyBaHHAM rOTOBOrO JliKapCbKoro 3acoby (36iNbLUEHHS TEPMIHY
ynakosLi; no 1 BUNYCKY cepii: NpPUAATHOCTI FOTOBOrO NiKapcbKoro 3acoby) - [ns Toprosoi
KOHTYPHIli YapyHKOBI TOB yNakoBKK (NigTBEPAXKYETLCA AaHVMW PeasibHOro vacy)
yMaKoBLi Y KAPTOHHIi "®APMEKC 36i/bLUEHHS TEPMiIHY NPMAATHOCTI FOTOBOTO NiKApCbKOro
naJui; no 4 mn B amnyni; reyn-, 3acoby Ana TOpProBoi ynakoBky — thnakoHu (415 BUpobHUKa
no 5 amnyn y 6nictepi; YkpaiHa TOB "®APMEKC I'PYT1", YkpaiHa). 3aTBepaXeHo: 2 poKu.
no 1 6nictepy y 3anponoHoBaHo: 3 pokW. BBeEeHHS 3MiH NPOTAroM 6-Tn
KapTOHHI nayui; no 4 BeCb MiCALB NiCNsa 3aTBEPAXEHHS.
M B amnyni; no 5 BMPOGHNUNIA
amnyn y KapTOHHIl npouec M3,
nauui 3 neperoposkamu 3a BUHATKOM
BWMYCKy Cepil:
TOB
"®apmaueBTun

YHa KOMMaHis
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
"3popoB’s",
YkpaiHa
190. | TPAXKEHTA | Tabnetku, BKpUTi BepiHrep Himeuunna Bepinrep HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux MmaTepianis:3Minu |l Tuny - 3a UA/13236/01/01
® N1iBKOBOK 060/I0HKOLO, IHrenbxanm IHrenbxanm CLIA BHeCeHHs abo 3miHa(u) A0 3060B'A3aHb Ta YMOB BuAadi peyenmom
no 5 mr; no 10 tabneTtok IHTEepHELUHN dapma M'vbX i peecTpauiiiHoro NocBigYeHHs1, BKYaum MNnaH ynpas/iiHHA
y 6nicTepi; no 3 6X Ko. KT, pv3vkamu (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratTb(€)
6nicTepy B KAPTOHHIN HimeuunHa NoAasIbLIOro 06rpyHTYBaHHSA HOBVMU [OAATKOBUM AAaHUMMU,
KOpOoO6Li (BTOPYHHE LLI0 MaKTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKifTbK/
nakyBaHHs Ta BMMAaraeTbCs CyTTEBA OL|iHKA KOMNETEHTHNM OpraHomMm) - 3a
BUMYCK Cepii); pesynbTatamm ekcnepTu3n HafaHux Martepianis BCTaHOB/IEHO,
BecT-Bapa LU0 HaAiaHOo AeTasIbHWIA On1C CUCTEMU YNPaBiHHA pUusnkamn y
Konymb6yc IHk., BUINAAI NNaHy ynpasaiHHA pu3vKamu, L0 MICTUTb PUSUK
CLWA NPOMOPLifHI 3aX04n 3 MiHIMi3aL,ii pU3nKiB Ta 34iiCHEHHS
(BUPOBHMLTBO, hapmakoHarnagy. Pestome nnaHy ynpasniHHA pusnkamu
nepBrHHE Ta [0faeTben
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib
AKOCTI, BUMYCK
cepii)
191. | TPOKCEPY | kpucTasniyHuii MOPOLLOK MpAT Ykpaina CiuyaH Kcieni Kutai BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepianis: 3MiHu | Tuny - - UA/16492/01/01
TUH (cy6eTaHuis) y "apmaueBT dapmac'toTika 3MiHu 3 sKocTi. A®I. CTabinbHicTb. 3MiHa nepioly NOBTOPHMX
noaBiiHMX nyHa chipma n Ko., Nita. BMNpO6yBaHb/nepiony 36epiraHHsA abo ymoB 36epiraHHs AdI
nonieTnIeHoBMX "AapHuus" (3a BigCyTHOCTI y 3aTBEpAKEHOMY A0ChE cepTudiikata
nakeTtax gns BiANOBIAHOCTI EBponeiickbkili hapmakonei, LWo BK/oYaE nepiog,
hapMaLeBTUYHOIO NOBTOPHOro BUNPO6YBaHHS) (iHLWi 3MiHW) - 36i1bLLEHHS
3aCcTOCyBaHHA TEepPMiHy NMepPeKoHTPOI0 cybCTaHLii TpokcepyTuH dipmn
Sichuan Xieli Pharmaceutical Co., Ltd., Kutaii: 3aTBEpAXeHo:
TepMiH NEPEKOHTPOIO 2 POKK; 3anpornoHOBaHO: TepMiH
nepekoHTPosto 3 poku (BBeAeHHst 3MiH NPOTAromM 6-Tn MicsuiB
nicns 3aTBepOYKEHHS)
192. | YNbTPABI PO34MH ANA iH'eKLi Ta Baiiep Al Himeuunna Baiiep Al Himeuunna BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3mMiHu | Tuny - 3a UA/1986/01/01
CT 300 iHdpysiiA, 300 mr/ma no 3MiHM BHECEHO Y TEKCT MapKyBaHHSI NEPBMHHOI YNakoBKM peuyenmom
100 mn y dpnakoHi; no 1 nikapcbKoro 3acoby (BuaasieHHs iHhopmalii Woao HassBHOCTI
chnakoHy y KapTOHHil LUTPUX-KOAY)
nauui
193. | YNbTPABI PO34MH A1 iH'EKUi Ta Baiiep Al HimeuunHa Baiiep Al Himeuunna BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasiB:3miHu | Tuny - 3a UA/1987/01/01
CT 370 iHcpysiiA, 370 mr/mn no 3MiHV BHECEHO Y TEKCT MapKyBaHHS NepPBUHHOI yNakoBKW peuenmom
50 a6o 100 mny nikapcbKoro 3acoby (BuaasieHHs iHdopmaw,i Woao HassBHOCTI
chnakoHi; no 1 donakoHy LUTPUX-KOAY)
Y KapTOHHiIil nauui; no
500 mn y chnakoHi; no 8
(h/1aKOHIB y KapTOHHIi
nauui
194. | PABPA3MN NMOpoLUOK ANs [hxensaiim Higepnangm BTOPVHHA Benvka BHECEHHS 3MiH 0 peecTpavliinHux MaTepiasnis: 3MiHu | Tuny - 3a UA/10306/01/01
M® NPUroTyBaHHs tOpon B.B. yMakoBKa, BpuTtaHis/ AZMiHiCTpaTMBHI 3MiHN. 3MiHa HalimeHyBaHHs Ta/abo aapecu peyenmom
KoHueHTpaTy (5 mr/mn) [03BiN Ha Cnony4yeHi 3asBHMKa (BNacHVKa peecTpauiiHoro NocBigYeHHs1) - 3MiHa
0151 PO3YMHY ANs BUMYCK Cepii: LWratn afpecy 3asBHVKa. 3MiHW BHECEHO B IHCTPYKLit0 ANs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
iHcpysiiA; no 5 mr abo no [bxeH3aim Amepukun/ MeJMYHOro 3aCTOCYBaHHS NTiKapCbKOro 3acoby Lioao
35 Mry cpnakoHi; no 1 Nimites, IpnaHgis MicLle3HaxXoMKeHHS 3asBHMKa (BBeAeHHS 3MiH NpPOTArom 6-1u
chnakoHy B KapTOHHilA Benuka MicsLiB NiCNsA 3aTBEPAYKEHHS)
Kopobui BpuTtaHis
BVMPOGHMLTBO,
nepBuHHa
ynakoBka:
Xocnipa IHk.,
CronyyeHi
LWratn
Amepuku
BVMPOGHMLTBO
KiHL,eBOro
NpoAYyKTY
(fillAfinish),
KOHTpO/b
cepii,
nepBuHHA Ta
BTOPVHHA
ynakoBka,
[03BiN Ha
BUMNYCK cepii
(ansa 35 wmr):
[bxeH3aim
IpnaHg
Nimiteq,
IpnaHgis
195. | PAMOTUA KpUcTaniyHWii NOpOLLIOK ToBapucTBO YkpaiHa Hakoga IHAis BHECEHHS 3MiH 0 peecTpaLjiiiHuX MaTepiasliB: yTOUHEHHSA - UA/13181/01/01
NH abo kpuctanu 3 Kemikan3s peecTtpauiiiHoi npoueaypy B Hakasi MO3 YkpaiHu Ne 1772
(cy6eTaHuis) y obmexeHor Nimiten Big 12.08.2019 - 3miHn | TUNY - AAMIHICTPATVBHI 3MiHW. 3MiHa
NoABINHNX BiANoBiAaIb HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (B/lacHUKa
nosieTUIEeHoBMX HiCTIO peecTpauiiHOro NocBigYeHHs1) - 3MiHa agpecu. 3miHu | Tuny -
naketax gns "®apmauesT AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHH:A Ta/abo agpecu
hapmaLeBTUYHOro N4yHa MiCLii MPOBaPKEHHS AiSNIbHOCTI BUPOOHUKa (BK/THOYatoun, 3a
3aCcTOCYyBaHHA KOMNaHis Heo6XiAHOCTI, MicLe NPOBEeAEHHS KOHTPOJIIO AKOCTI), a6o
"3p0pos'a" BNacHuKa mactep-goaiina Ha A®l, abo noctavanbHUKa
Adl/BnxigHoro matepiasy/peareHTy/NPOMIXXHOIO NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y A0CbE
Ha nikapcbknii 3acib) 3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI EBponelickkili hapmakonei y 3aTBepaKeHoMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIKHOI pEHOBUHM (SKLLO
3a3HayYeHo y J0CbE) - 3MiHa agpecu BMpoGHuKa Hakoga
Kemikan3 Jlimiteq, IHAiNA, 6€3 3MiHM Micusi BUPOGHULTBA.
196. | ®TOKCAN Ma3b 04Ha 0,3% no 3ry TOB Ykpaina [p. F'epxapa HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB: TeXHIYHa 3a UA/8528/02/01
® Ty6i; no 1 Ty6i B "BAJIEAHT MaHH, XeM.- noMusIKa B TEKCTi MapKyBaHHS 00 HEBIPHOrO 3a3HaYeHHs peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
KapTOHHI/ KopoobLi ®APMACbH thapm. Pabpuk HOMepa peecTpav,iliHoro NocBigYeHHs
FOTIKAN3" rm6X
197. | ®NYIMYUW | rpaHynv onsi opasibHOro "3AMBOH ITanis 3amM60H LLiBeiiuapis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny - 6e3 UA/3083/02/02
n po3uumHy, 200 mr/lrno 1 C.NnA" CaiTuepnaHg nogaHHsa oHosneHoro CEP Ne R1-CEP 1996-070-Rev 08 gns peyenma
r (200 mr/1 1) rpaHyn y nrp. Ait0Y0T PEYOBVHN aLeTWILMCTEIH Bif, BXe 3aTBEPAKEHOr0
nakeTi; no 20 nakeTiB y BUPOGHMKa
KapTOHHIM nayu,i
198. | ®PNIYKOHAS3 | po3uuH ans iHdysii, 2 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasnis: 3MiHu | Tuny - 3a UA/14391/01/01
on- mr/mn; no 100 mny "PapmaueBT "bapmauesTu 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
OAPHULUA hnakoHax; no 100 mny nyHa chipma YyHa chipma 3MiHa y TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
chnakoHi; no 1 dpnakoHy "fapHuus” "fapHuus” rOTOBOrO /iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
B nauuii npuaaTHOCTI FOTOBOTO Jlikapcbkoro 3acoby) - [1a Toprosoi
ynakoBkun (NiATBEPLKYETLCA AAaHMMM peasibHOro Yacy)
36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO JliKapCbKOro
3aco0y Ha OCHOBI NO3WUTUBHMX Pe3y/bTaTiB JOBrOCTPOKOBUX
nocnimpkeHb cTabinbHOCTI y peasibHOMY Yaci:
3arseppxeHo: TEPMIH MPUOATHOCTI 2 poku
3anponoHosaHo: TEPMIH NMPUAOATHOCTI 3 pokn BBeaeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/A 3aTBEPAKEHHS.
199. | POCPHPOME | rpaHy/m o1si OpasibHOTO YOPNA4 Mpy3is YOPNL TypeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB:TexHIYHA 3a UA/16771/01/01
a po3umnHy no 3 ry cawe, MEAVUVH MEAVUNH NOMU/IKa B IHCTPYKUIT ANS MEAVYHOIO 3aCTOCYBaHHSA peyenmom
no 1 a6o 2 cawe B nTa INAY CAH. BE nikapcbKoro 3acoby y po3gini "3actocyBaHHA y nepiog,
KapPTOHHI KOpooLyi TIIK. A.LL. BariTHOCTi ab0 rogyBaHHs rpyaar”
200. | ®TANINCY MOPOLLIOK KpUCTasTiYHWIA T30B CnoBeHis IKI.EMOPEI IHais BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB: 3MiHu | Tuny - - UA/14476/01/01
Nb®ATIA3 (cy6eTaHuis) y "BIOHIKA NNABOPATOPI AAMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
on noABifiHMX NakeTax 3 EBPOIA" 3 3asBHMKa (BNacHvKa peecTpauiiHoro NocBig4eHHs) - 3MiHa
nonieTuneHy ans afpecu 3asBHUKa
hapMaLeBTUYHOIO
3acTOCyBaHHSA
201. | XONEKA/b | kpuctanu (cybecTaHuis) y AT Ykpaina depmeHTa IHais BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis:3miHu | Tuny - - UA/15399/01/01
UNDPEPON 6aHKax asTloMiHIEBUX "KNIBCbKN Biotex Nimiten noAaHHA OHOBMIEHOTO cepTudikaTy BignoBiAHOCTI
abo y cknsHUX amnynax, " €Bponeiicbkoi hapmakonei Ne R1-CEP 2007-292-Rev 01 Big,
abo y naketax BITAMIHHWN yXe 3aTBepKeHOoro BupobHuka A®| Xonekanbuudepony
nonieTuneHoBux Ans " 3ABOA" BMPOGHMLTBa Fermenta Biotech Limited, IHAjs. BHeceHO 3miHu
chapmaLeBTU4YHOro Yy HOPMYBaHHS Ta METOAMKY BU3HAUEHHS NMOKa3HUKa
3aCcTOCYyBaHHA «3aNnLLKoBa KiNbKICTb OpraHiYHMX PO3UYMHHUKIBY BigNoBIAHO
0o oHosneHoro CEP
202. | UEPE3M® | nopoLok ans [xeHzaiim HigepnaHau KOHTPO/b Benvka BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny - 3a UA/8659/01/02
400 O NPUroTyBaHHSA HOpon B.B. cepil, BputaHis/ AZMiHICTpaTMBHI 3MiHWU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
KOHUEeHTpaTy Ans nakyBaHHs, Ipnangis/ 3asBHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs) - 3miHa
pO34nHy A8 iHdy3ili no MapKyBaHHS, CWA ajpecy 3asBHMKa. 3MiHN BHECEHO B iHCTPYKLitO ANs
400 Of; 1 abo 5 MicLie3Haxomx MeAMYHOro 3aCTOCYBaHHSA NikapCcbKoro 3acoby Lwoa0
h/1aKoHIB 3 MOPOLLKOM Y eHHA MiCLLe3HaXOMKEHHS 3asBHMKA (BUYYEHHS p.
KapTOHHI KOpo6Li YMOBHOBaXeH «Micue3HaxopKeHHs 3asiBHVKa Ta/abo npefcTaBHMKa
oi ocobu, 3asBHVKa») (BBeeHHS 3MiH NPOTAroM 6-TW MicALiB nicas

BWMNYCK Cepil:

3aTBEPAKEHHS)
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

OKEH3ANM
NIMITEA,
Benuka
BpuTtaHis

Brpo6HuLTBO
KiHLLEeBOro
NpoAYyKTY
(fillAfinish),
KOHTPO/b

cepit,
nakyBaHHs,

MapKyBaHHS,

MicLe3Haxomx

€HHSA

YMNOBHOBaXeH
oi ocobw,

BUMNYCK Cepil:

[hxeH3aiim
IpnaHg
Nimviten,
IpnaHgjs

dopmynoBaHH
A npenapary:
JloHua
Bionogxikc,
IHK., CLLA

dopmynoBaHH
A npenapary:
[bxeH3aim
KopnopeiiLuH,
CLWA

203.

LEPE3VM®
400 O

MOPOLLIOK AN
NPUroTyBaHHs
KOHLLeHTpaTy Ans
pO3unHy AN11 iHdys3ili no
400 Of; 1 a6o 5
(N1aKoHIB 3 NOPOLLKOM Y
KapTOHHI KopoobLi

[bxeH3aim
tOpon b.B.

Higepnangn

KOHTPO/b
cepii,
nakyBaHHs1,
MapKyBaHHS,
MicLie3HaxomK
EHHS1
YMNOBHOBaXeH
oi ocobwm,
BMNYCK cepil:
IPKEH3ANM
NIMITEA,
Benuka
BpuTtaHis

Benvka
BpuTtaHis/
Ipnangis/

CLIA

BHECEHHS 3MiH 0 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
npuaaTHOCTI FOTOBOTO JIiKapCbKOro 3acoby) - 36inbLIeHHs
TepMiHy NpUAATHOCTI NikapCcbKoro 3acoby
6i0/10r4YHOr0/iIMyHOMOrYHOTO MOXOKEHHS HA OCHOBI
pe3ynbTaTiB fOC/IMKEHb CTaBINbHOCTI, MPOBEAEHNX
BiANOBIAHO 4,0 3aTBEPAKEHOr0 MPOTOKONY - 36i/IbLUEHHS
TepMiHy NpUAATHOCTI FOTOBOrO NiKapCbKOro 3acoby Ha OCHOBI
NO3UTUBHUX Pe3y/bTaTiB AOBrOCTPOKOBUX AOCNIAKEHD
CTabinbHOCTI y peaslbHOMY Yaci:
3aTBepAKeHo: 2 pokv 3anponoHoBaHoO: 3 poku 3MiHM BHECEHO

3a
peyerimom

UA/8659/01/02
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

Bupo6HMLTBO
KiHL,eBOro
NpoAYyKTY
(fillAfinish),
KOHTPO/b

cepii,
nakyBaHHs,

MapKyBaHHS,

MicLie3HaxomK

€HHS

YNOBHOBaXKEH
oi ocobw,

BUNYCK cepil:

LbxeH3aiim
IpnaHg
Nimites,
IpnaHgjs

dopmynoBaHH
A npenapary:
JloHua
Bionogxikc,
IHK., CLLUA

dopmynoBaHH
A npenapary:
[hxeH3aiim
KopnopefiH,
CLA

B IHCTPYKL,it0 A1 MELNYHOIO 3aCTOCYBaHHS NikapCbKoro
3acoby y p. "TepMiH npugaTHocTi". BBeAEHHS 3MiH NPOTAroMm
6-Tv MicAUIB NicnsA 3aTBepKeHHs. 3MiHK | Tuny - 3MiHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
TepMiHax NnpuaaTHoCTi abo ymoBax 36epiraHHs roTOBOro
NiKapcbKoro 3acoby (3miHa y 3aTBepKeHOMY NPOTOKONi
cTabinbHOCTI) 3MiHa y NpOTOKONi CTabiNIbHOCTI i3 HOBUM
TEPMIHOM NPUAATHOCTI 3 POKU.

204.

LE®OTAKC
M-
JAPHULIA

NOPOLLIOK A/191 PO3YNHY
ans iH'ekuiino 0,5, 1
chnakoH 3 NOPOLUKOM B
naJui; 5 dpnakoHis 3
MOPOLLKOM B KOHTYPHii
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIlA YapyHKOBIli
ynakoBLi B nauui; 1
chnakoH 3 NOPOLLKOM Yy
KOMNAekTi 3 1 amnynoto
po3unHHuKa (Boga ans
iH'ekujin-AapHnus) no 5
MJ1 B KOHTYpHIlA
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIli YapyHKOBIli
ynakosLi B nayui; 40
h/1aKOHIB 3 NOPOLLKOM B

MpAT
"®apmauesT
n4yHa thipma

"fapHuus"

YkpaiHa

MpAT
"®dapmavesTu
YyHa dhipma
"OapHuus”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis:3miHu | Tuny -
3MiHV A0 IHCTPYKLIT 418 MeANYHOro 3aCTOCyBaHHS NiKapCbKOro
3acoby Ao posginis: "Cnocib 3actocyBaHHsA Ta fo3mn”, “INo6iyHi

peakuii" 3rigHo 3 iHhopMaLieto LWoao 6e3neku Aio4ol
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv micsALiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/6338/01/01
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n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

Kopobui

205.

LE®OTAKC
M-
JAPHULIA

NOPOLLIOK A/191 PO3YNHY
ans iH'ekuiino 1,0r, 1
chnakoH 3 NOPOLLKOM B
naJui; 5 dpnakoHis 3
MOPOLLKOM B KOHTYPHiit
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIli YapyHKOBIli
ynakoBLi B nauui; 1
dhnakoH 3 NOPOLUKOM Y
KOMNAekTi 3 1 amnynoto
po3unHHuKa (Boga ans
iH'ekujin-AapHuus) no 10
MJ1 B KOHTYpHIlA
YapyHKOBIli ynakoBLii; no
1 KOHTYpHIli YapyHKOBIli
ynakosLi B nayui; 40
(h/1aKoHIB 3 NMOPOLLKOM B
Kopobui

MpAT
"®apmauesT
n4yHa thipma

"fapHuus"

YkpaiHa

MpAT
"dapmavesTu
YyHa dhipma
"OapHuus”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:3miHu | Tuny -
3MiHV A0 IHCTPYKLIT 418 MeANYHOro 3aCTOCyBaHHS NiKapCbKOro
3acoby Ao posginis: "Cnocib 3actocyBaHHsA Ta fo3mn”, “[No6iyHi

peakuii" 3rigHo 3 iHhopMaLieto LWoao 6e3nekn aito4ol
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv micsALiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/6338/01/02

206.

LE®TPUAK
COH-
JAPHULIA

NOPOLLIOK A/191 PO3UNHY
ans iH'ekuiidi, no 0,51y
donakoHi; 1 prnakoH i3
NOPOLLKOM Yy nauui; 5
(h/1aKoHIB 3 MOPOLLKOM Y
KOHTYPHili YapyHKOBIl
ynakosLi, no 1
YapyHKOBIli ynakoBLi y
nadui; 1 dpnakoH 3
NOPOLLKOM Y KOMMNJIEKTi 3
1 amnynot po3yMHHMKa
(Boga ans iH'ekuiii-
[apHuua) no5 mny
KOHTYPHIli YapyHKOBIi
ynakosui, no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi y nayui; no 40
0NaKoHiB y Kopobui

MpAT
"®apmauesT
M4yHa chipma

"fNapHuus"

YkpaiHa

MpAT
"®apmavesTu
YyHa chipma
"NapHnus"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:3miHu | Tuny -
3MiHV A0 IHCTPYKLiT 418 MeANYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao po3ginie: "Cnoci6 3actocyBaHHA Ta fo3un” , "TobiuHi

peakuii" 3rigHO 3 iHhopMaLlieto LWoao 6e3nekn Aito4oi
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPAKEHHSA

3a
peyenmom

UA/6340/01/01

207.

LEDTPUAK
COH-
JDAPH/LA

NOPOLLIOK A/191 PO3UNHY
ons iv'ekuin, no 1,0ry
dnakoHi; 1 pnakoH i3
NOPOLLKOM Yy nauui; 5
(pN1aKoHIB 3 MOPOLLKOM Y
KOHTYPHili YapyHKOBIi
ynakosui, no 1
YapyHKOBI yNakoBL,i y
naJui; 1 dpnakoH 3
NOPOLLKOM Y KOMNIEKTi 3
1 amnysi0l0 PO3YNHHUKA

MpAT
"®apmaueBT
M4yHa chipma

"AapHuus”

Ykpaina

MpAT
"®apmaueBTun
YyHa chipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3mMiHu | Tuny -
3MiHW 40 IHCTPYKLiT AN MeANYHOT0 3aCTOCYBaHHS /iKapCbKoro
3acoby Ao po3ginie: "Cnoci6 3acTocyBaHHA Ta fo3un” , "TobiuHi

peakui™ 3rifHo 3 iHchopmalLiieto Lwoao 6esnekun Airoyor
peyoBUHN. BBEAEHHS 3MiH MPOTArOM 6-TW MicALIB nic/s
3aTBEPMAKEHHS

3a
peyenmom

UA/6340/01/02




141

n/n

Hassa
JlikapcbKoe
0 3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

(Boga ons iH'ekuiii-
OapHuusa)no 10 mny
KOHTYPHIl1 YapyHKOBIlA
ynakosui, no 1
KOHTYPHili YapyHKOBIi
ynakosLi y nayui; no 40
oNakoHiB y Kopobui

208.

LUMHAPIKC
DOPTE

TabneTku, BKpUTI
060/10HKOI0, N0 600 Mr
no 15 tabnetok B
6nictepi; no 2 abo 6
6nicTepiB y KAPTOHHIN
yNaKoBLii

dapmaueyTi
we Pabpik
MoHTaBIT
6X

ABCTpist

dapmaueyTiw
e thabpik
MoHTaBIT
6X

ABCTpist

BHECEHHS 3MiH [J0 peecTpaLiiiHuX MaTepiasiB:BUNpaB/eHHs
TEXHIYHOT NOMUIIKN Y METOAaxX KOHTPOSO SKOCTI, Aka byna
JonyLeHa npy peecTpauii roToBoro Nikapcbkoro 3acoby npu
nepeknagi Ta nepeHeceHHi iHdopmaldiii 3 peectpauiiHoro
pocbe (p.3.2.P.5.2) no TekcTy MeToaukn «Po3nagaHHs»

6e3
peyenma

UA/14913/01/01

HavyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
AisnbHOCTI [lenapTamMeHTy peasiisauii NONITUK

T.M. IacKOBCbKUu
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