MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
26.04.2018 Ne 799
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIB 5, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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4. BimMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiasiB Ta Jlep>kaBHOTO DeECTPYy JIiKAapChKUX 3aco0iB YKpaiHu
MKapChbKHUX 3aCO0iB 3TiIHO 3 TIeperikoM (701aToK 4).

5. KOHTpO/1b 32 BUKOHaHHSAM LIbOT'O HaKa3y IOK/IaCTy Ha 3acTyrnmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
26.04.2018 Ne 799

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX NPEMNAPATIB), SKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs peecmpayjitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs1
1. | BEHK/NIKCTO TabneTkn, BKPUTI E66BI LLIseliapis E668Bi Aiipneng HN Ipnangis/ peecTpauis Ha 5 pokis 3a He UA/16667/01/02
nniBkoBok 060/10HKOM, 50 | BiodhapmachkloTik B.B., IpnaHgis HimeuyunHa MepiognyHICTb NOgaHHSA peyenmom niossieae
Mmr Ne 7 (no 1 Tabnetuiy an3 M6X (BUPOBHMLTBO perynsipHo OHOB/IKOBAHOrO 3BITY 3
6nicTepi, no 7 6nictepis B nikapcbKoro 3acoby, 6e3nekun BigNoBIAHO J0 MNMopsaaky
KapTOHHI Kopo6Lii) TEeCTyBaHHs); 3[jicHeHHs1 hapmakoHariaay,
E66Bi [loiiuneHs, 3aTBEPKEHOro Haka3oM
v6X i Ko. KT, MiHicTepcTBa OXOPOHY 340POB’S
HimeyunHa Ykpainu Big 27 rpyaHsa 2006 poky
(BUPOGHMLTBO, Ne 898, 3apeecTpoBaHuii B
nakyBaHHA Ta MiHicTepcTBi tocTuii Ykpainn 19
TecTyBaHHsA rpyaHa 2016 poky 3a Ne
NPOMIXXHOro 1649/29779 (y peakuii Hakasy
ekcTpypaty MiHicTepcTBa OXOPOHU 340POB’A
BEHETOK/1aKcy; YKkpaiHu Big 26 BepecHs 2016
nepBuHHe Ta poky Ne 996), cTaHOBUTb: 3riAHO
BTOPWHHE 3i CTpokamu, 3a3Ha4eHMn y
nakyBaHHS, BUNYCK nepioAnYHOCTI NoAaHHsA
cepii rotToBoro perynspHux 3siTiB 3 6e3neku.
nikapcbKoro 3acoby)
2. | BEHKNIKCTO TabneTku, BKpUTI E66Bi LLiBefiuapis E668i AiipneHg, HN IpnaHgis/ peecTpayist Ha 5 pokis 3a He UA/16667/01/03
NNiBKOBOIO 060/TI0HKOIO, BiochapmacboTik B.B., IpnaHgis HimeuunHa MepiognyHiCTb NOAAHHSA peyenmom nionsieae
100 mr Ne 7 (mo 1 an3 M6X (BUPOGHMLTBO perynsipHo OHOB/IKOBAHOIO 3BITY 3
Tabnetyi y 6nictepi, no 7 nikapcbKoro 3acooby, 6e3neku BiANOBIAHO A0 MNopsaaky
6nicTepiB B KAPTOHHIl TeCTyBaHHS); 3pjlicHeHHs chapmakoHarnaay,
Kopo6ui), Ne 14 (no 2 E66Bi [ljonuneHs, 3aTBEPAKEHOr0 Haka3oMm
TabneTtkn y 6nictepi, no 7 v6X i Ko. KT, MiHicTepcTBa OXOPOHU 3[10POB’A
6nicTepiB B KAPTOHHIl HimeuyunHa Ykpaiuu Big 27 rpyaHa 2006 poky
Kopo6ui), Ne 112 (no 4 (BMPOGHMLTBO, Ne 898, 3apeecTpoBaHuii B
TabneTtkn y 6nictepi, no 7 nakyBaHHs Ta MiHicTepcTsi tocTuLil Ykpainm 19
6nicTepiB B KAPTOHHIl TecTyBaHHsA rpyaHa 2016 poky 3a Ne
KOpo6Li, MO 4 KAPTOHHI NPOMIXXHOro 1649/29779 (y peaakuii Hakasy
KOpOG6KKM y rpynosiii ekcTpygary MiHicTepcTBa OXOPOHM 3[0POB’A
ynakoBLii) BEHETOK/1akKcy; YkpaiHu Big 26 BepecHs 2016

NnepByUHHE Ta

poky Ne 996), cTaHOBUTb: 3riAHO
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Ne Hassa dopma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioyeHHs
BTOPUHHE 3i CTpOKaMu, 3a3Ha4eHuMmn y
nakyBaHHs, BUNYCK nepioAnNYHOCTi NoAaHHA
cepii roToBoro perynspHux 3BiTiB 3 6e3neku.
nikapcbKkoro 3acoby)
3. | BEHK/IKCTO TabneTkn, BKPUTI E66Bi Leliuapis E66Bi Alipneng HN Ipnangis/ peecTpauis Ha 5 pokis 3a He UA/16667/01/01
NNiBKOBOI 060/10HKO0, 10 | BiocdhapmackoTik B.B., IpnaHgis HimeuyunHa MepiognyHICTb NOAAHHS peyenmom nidnsieae
Mr Ne 14 (no 2 Tabnetkn y an3 'm6X (BMPOGHMLTBO perynspHo OHOBJ/IKOBAHOIO 3BITY 3
6nictepi, no 7 6nictepis B nikapcbKoro 3acoby, 6e3neku BigNosiaHO Ao MNopsaaky
KapTOHHI Kopo6Lii) TeCTyBaHHS); 3[jiCHEeHHs hapmakoHariaay,
E66Bi [loiuneHy 3aTBEPXEHOr0 Haka3oMm
m6X i Ko. KI, MiHicTepcTBa OXOPOHM 300POB’S
HimeuunHa Ykpaiuu Big, 27 rpyaHs 2006 poky
(BUpOGHMLTBO, Ne 898, 3apeecTpoBaHuii B
nakyBaHHs Ta MiHicTepcTsi tocTuLil Ykpainm 19
TeCTyBaHHA rpyaHsa 2016 poky 3a Ne
NPOMIXXHOro 1649/29779 (y penakuii Hakasy
ekcTpygary MiHicTepcTBa OXOPOHM 37,0POB’A
BEHETOK/1aKcy; YKkpaiHu Big 26 BepecHsl 2016
nepBuHHE Ta poky Ne 996), cTaHOBUTb: 3riAHO
BTOPWHHE 3i CTpOKaMu, 3a3Ha4eHUMmn y
nakyBaHHs, BUMYCK nepiogMYHOCTI NOAAaHHSA
cepii rotoBoro perynsipHux 3BiTiB 3 6e3neku.
nikapcbKoro 3acoby)
4. | EHANAOPUNI Tabnetkn 10 mr/25 mr TOB "TeBa Ykpaina AT YropwmHa peecTpauist Ha 5 pokis 3a He UA/16668/01/01
FIAPOXTOPOTIA | Ne20 (10x2), Ne30 (10x3), YkpaiHa" dapmayleBTNYHNI MepiognyHiCTb NOgaHHA peyenmom niossieae
31nA4-TEBA Ne50 (10x5), Ne60 (10x6), 3aBog TEBA perynspHo OHOB/IHOBAHOrO 3BITY 3
Ne 100 (10x10) y 6e3neku BigNoBiAHO Ao MNopaaky
6nicTepax 3[jiCHEeHHs1 hapmMakoHariaay,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHW 34,0POB’st
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpaitm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 34,0POB’s1
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3Ha4eHnMmn y
nepioguYHOCTI NoAaHHsA
perynspHux 3siTiB 3 6e3neku.
5. | ETUAMETUANTIA KpucTaniyHuin NopoLIokK MpAT YkpaiHa TOB "dapmxim" YkpaiHa peecTpauis Ha 5 pokis - He UA/16669/01/01
POKCUNIPUANH | (cybecTaHuis) y nakeTax "papmMaueBTUYH niosnsieae
Y CYKUUHAT nonieTMNeHoBux Ans a cthipma
hapmaLeBTUYHOIO "fapHuua”
3acToCcyBaHHsA
6. | KANEUATABIH nopoLuUok (cybcTaHuis) ans Ekcenna Mm6X HimeuunHa Ekcenna 'm6X eng, HimeuunHa peecTpauisf Ha 5 pokis - He UA/16670/01/01
dhapMaLeBTUYHOIO eHa Ko. Kl Ko. KI nidnsieae
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Ne Hassa dopma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioyeHHs
3aCTOCyBaHHA Yy
nonieTUIeHOBUX NakeTax
7. | NA®EPOH- Cyno3uTopii pekTasbHi no TOB "HaykoBo- YkpaiHa TOB "HaykoBo- YkpaiHa peecTpauisf Ha 5 pokis 3a He UA/13825/02/02
DPAPMBIOTEK® 500 tuc. MO, no 5 BMPOGHMYA BMPOGHMYa MepiognyHICTb NOgaHHSA peyenmom niossieae
CYNno3uTOopIiB B KOHTYPHIlA KOMnNaHis KOMnaHis perynsipHoO OHOB/IKOBAHOrO 3BITY 3
YapyHKOBIli ynakoBLj, Mo 2 "IHTepcapmbioT "IHTepchapmbioTek" 6e3neku BignNoBiAHO J0 Mopsaaky
KOHTYPHIi YapyHKOBI ex" 3[jicCHeHHs1 hapmakoHariaay,
yNakoBKN B KAPTOHHIl 3aTBEPKEHOIO HakasoM
Kopoo6Li MiHicTepcTBa 0XOpPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peaxkuii Hakasy
MiHicTepcTBa OXOpPOHU 34,0POB’A
YKkpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpokamu, 3a3Ha4eHMn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku
8. | IA®EPOH- Cyno3nTOpIi peKTasibHi No TOB "HaykoBo- Ykpaina TOB "HaykoBo- YkpaiHa peecTpauist Ha 5 pokis 3a He UA/13825/02/03
DPAPMBIOTEK® 1 mnH MO, no 5 BMPOGHMYA BMPOGHMYaA MepiognyHiCTb NOgaHHA peyenmom niossieae
Cyno3nTopiiB B KOHTYPHIi KoMnaHis KOMnNaHis perynsipHo OHOB/IHOBAHOIO 3BiTY 3
YapyHKOBIli ynakoBL,i, no 2 "IHTepdrapmbioT "IHTepchapmbioTek” 6e3neku BigNoBiAHO Ao MNopaaky
KOHTYPHi YapyHKOBI ex" 3[jicCHeHHs1 hapmakoHariaay,
YNaKoBKN B KAPTOHHIl 3aTBEPKEHOr0 Haka3om
Kopoo6ui MiHicTepcTBa OXOPOHW 34,0POB’s1
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 34,0POB’s1
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3Ha4eHnMmn y
nepioguYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku
9. | NA®EPOH- Cyno3uTopii pekTasbHi No TOB "HaykoBo- YkpaiHa TOB "HaykoBo- YkpaiHa peecTpauist Ha 5 pokis 3a He UA/13825/02/04
DPAPMBIOTEK® 3 M/H MO, no 5 BMpo6GHUYa BUpO6GHMYa MepiognyHiCTb NOfaHHSA peyenmom niosnsieae
Cyno3nTopiiB B KOHTYPHIi KOMnaHis KOMNaHis perynspHo OHOB/IHOBAHOTO 3BiTY 3
YapyHKOBIli ynakoBuj, Mo 2 | "IHTepdhapmbioT "IHTepchapmbioTek” 6e3neku BigNoBIAHO A0 MNopsaaky
KOHTYPHI YapyHKOBI ex"

YNaKoBKN B KAPTOHHIl
Kopoo6Li

3[jfiCHEHHST hapMakoHariaay,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU 34,0POB’A
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainm 19
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n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3assHuUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs1

Howmep
peecmpayiliHo2o
nocsioYeHHs

rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

10.

NA®EPOH-
DPAPMBIOTEK®

Cyno3nTOpIi peKTasibHi No
250 tnc. MO, no 5
CYNo3uTOpIiB B KOHTYPHIlA
YapyHKOBIli ynakoBLj, Mo 2
KOHTYPHIi YapyHKOBI
yNakoBKN B KAPTOHHIl
Kopoo6Li

TOB "HaykoBo-
BMPOGHMYA
KOMnNaHis
"IHTepcapmbioT
ex"

Ykpaina

TOB "HaykoBo-
BMPOGHMYaA
KOMnaHis

"IHTepchapmbioTek"

Ykpaina

peecTpauist Ha 5 pokis
MepiognyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOIO 3BITY 3
6e3neku BigNoBIAHO J0 MNopsaaky
3[jicCHeHHs1 hapmakoHariaay,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU 34,0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOpOHU 340POB’A
YKkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpokamu, 3a3Ha4yeHMn y
nepioguYHOCTI NoAAaHHSA
perynsipHux 3BiTiB 3 6e3neku

3a
peyermom

He
nionsieae

UA/13825/02/01

11.

YNCENAH

niocpinizaTt ANs posumHy
ONs iH ey, no 40 mry
onakoHi Nel

YOPAIJ
MEAULINH
INIAY CAH. BE
TIDK. A.LL.

TypeyunHa

Medhap lnau CaH.
A.LL.

TypeuunHa

peecTpauist Ha 5 pokis
MepiognyHiCTb NOgaHHA
perynsipHo OHOB/IHOBAHOIO 3BiTY 3
6e3neku BigNoBiAHO Ao MNopaaky
3[jicCHeHHs1 hapmMakoHariaay,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHW 34,0POB’s1
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpaitm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 34,0POB’st
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpoKamu, 3a3Ha4eHMn y
nepioguYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/16671/01/01

12.

DAPMANIMOH

po3uunH ans iHdysiii, 30
Mmr/mn, no 20 mn y
hnakoHi; no 5 donakoHis y
nauuj

ToBapucTBo 3
06MeXeHot
BiANOBIga/bHICT
10 thipma

YkpaiHa

ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
ipma

YkpaiHa

peecTpauis Ha 5 pokis

MepiognyHiCTb NOfaHHSA
perynsipHO OHOB/IOBAHOTO 3BITY 3
6e3neku BignosiaHo Ao MNopsaaky

3a
peyenmom

He
nionsiecae

UA/16672/01/01
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Ne Hassa dopma surnycky 3assHuUK Kpaina Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioyeHHs
"Hosodhapm- "HoBodhapm- 3[jiCHEeHHsT hapmakoHariaay,
BiocnHTes" BiocnHTes" 3aTBEPXEHOro HaKkasom
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHU 34,0POB’A
Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku
13. | LE®TPUAKCOH KpucTaniyHuin NopoLloK MpAT YkpaiHa BiANoBiAaIbHNIA 3a Kopes peecTpauis Ha 5 pokis - He UA/16673/01/01
Y HATPIEBA (cybcTaHuis) y naketax "papmMaueBTUYH BUNYCK cepil: niossieae
Cinb TPULLIAPOBUX a hipma Xaii Tek ®apm Ko.,
CTEPU/BbHA nonieTuneHoBmx abo y "fNapHuua" n1a., Kopes;
KOHTelHepax atoMiHIEBMX BMPOGHMLITBO,

Ans hapmaleBTUYHOro
3aCTOCYBaHHs

KOHTPO/b AKOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
KioHr6o
dapmac'totukan Ko.,
T/, Kopes

HavyanbHuK YnpaBniHHA dpapmMmaueBTUYHOI
OIANBHOCTI Ta AKOCTiI (papmavueBTUYHOT NPOAYKLiT

T.M. IAacKOBCbKUA




MEPENIK

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

26.04.2018 Ne 799

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HUK KpaiHna PeecmpayitiHa npoyedypa Ymosu Pexknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy HHS peecmpayiliHo2o
3acoby ynakosKa) nocsioYyeHHs
1. AHANbOUM Cyno3unTopii pekTasbHi no MAT YkpaiHa MAT "MoHdapm" YkpaiHa MepepeecTpauis Ha 3a He nidnsizae UA/8459/01/01
100 mr/10 mr, no 5 "MoHdpapm" HeoOMEeXeHW TepMiH. 3MiHu | peuenmom

Cyno3unTopiiB y CTpuni; No
2 cTpunu B navy, 3
KapToHy

TMny - 3MiHKU WoA40
6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuyi
niKapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHSA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekmn nikapcbkoro 3acoby,
abo JocnigKeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapcbKoro
3acoby B nicspeecTpayjinHnii
nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IAXKEHD,
npoBefeHnX BigNoBIAHO 40
nnaaxy negjiatpuuHnx
pocnimpkeHb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT
ON51 MeANYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby fo
po3ainis "MNpoTunokasaHHsA",
"Oco6nuBi 3axogmn 6e3nekn”,
"Mepepo3yBaHHs" Ta "Mo6iYHI
peaxuii” BignosigHo A0
OHOB/IEHOT iHhopMaLii 3
6e3nekn 3acToCyBaHHs
LiH0UnX PevyoBUH.

MepiognyHIiCTb NoAaHHSA
perynsipHO OHOBJIOBAHOIO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

3BiTYy 3 6€3neku BiANoBiAHO A0
Mopsaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHn
19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHMN
3/10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

AHANbANM

Cyno3nTopii peKkTasibHi No
250 mr/20 mr, no 5
Cyno3uTopiiB y cTpuni; no
2 cTpunu B nauui 3
KapToHy

NAT
"MoHdapm"

YKpaiHa

MAT "MoHchapm"

YkpaiHa

MepepeecTpauis Ha
HeoBbMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTui
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acoby,
abo pocnigxeHs 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro
3acoby B Mic/iApeecTpaviiiHmii
nepiog, abo sk pesynbTar
OLLiHKV 3BITY 3 AOC/i)KEHD,
npoBeAeHVX BignoBigHo 40
nnaHy negjatpuuHnx
pocnipxeHb (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKL,i
AN MeANYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby o
po3ginis "lMpoTunokasaHHs",
"Oco6u1Bi 3axoamn 6e3nekn”,
"Mepepno3ysaHHsa" Ta "Mo6iuHi
peakuii" BigNoBigHO A0

3a
peyenmom

He nionsieae

UA/8459/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

OHOB/EHOT iHthopMaLi 3
6e3nekn 3acTocyBaHHsA
Lil0UMX PeYOBUH.

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANoBiAHO A0
Mopsaky 34iiCHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuLi YKpaiHn
19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHMN
3[10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

AMPOBE/Ib®

TabneTtku, BKPUTI
060/10HKO0, M0 300 Mr Ne
28 (14x2): no 14 Tabnetok
y 6nicTepi, no 2 6nictepu
B KQpPTOHHI kopooLi

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YKpaiHa

CAHO®I BIHTPOI
IHOBACTPIA

dpaHuis

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHK
Il Tuny - 3miHK woao
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTui
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMU JaHMU 3
SKOCTi, AOKTIHIYHMMM,
KNiHIYHAMW JaHMK Ta
JaHumMK 3 hapMakoHarnsagy -
3MiHN BHECEHO A0 IHCTPYKL,i
AN MeANYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby o
po3gainy "Mo6iuHi peakwii
"BiAnNoBiAHO 0O MaTepianis
peecTpauiiHoro Aoche.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOT0
3BiTYy 3 6e3neku BiANOBIAHO A0

3a
peyenmom

He
rnoodsisizae

UA/8136/02/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

Mopsaaky 34iiCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MinicTepcTBi tocTuLi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y penakuii
Hakasy MiHicTepcTBa OXOPOHMN
340pOB’A YKpaiu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.

AMNPOBE/Ib®

TabneTku, BKpUTI
060/10HKO10, Mo 150 Mr Ne
28 (14x2): no 14 Tabnetok
y 6nicTepi, o 2 6nictepu
B KapTOHHIi Kopo6Lyi

TOB "CaHodi-
ABEHTIC
Ykpaina"

YKpaiHa

CAHO®I BIHTPOIN
IHOACTPIA

PpaHuin

MepepeecTpauis Ha
HeoOMeXeHW TepMiH. 3MiHK
Il TNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuyi
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMU JaHMU 3
SAKOCTI, AOKTIHIYHUMM,
KAIHIYHUMW gaHnMmn Ta
JaHumMu 3 hapMakoHarnsagy -
3MiHV BHECEHO [0 IHCTPYKLUIT
A5 MeANYHOro 3acToCcyBaHHS
nikapcbKoro 3acoby go
po3ainy "Mo6ivHi peakuii
"BiANOBIAHO A0 MaTepianis
peecTpaLiiHoro A0CbeE.

MepiognyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BiANOBiAHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpainuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B

3a
peyenmom

He
rnoossicae

UA/8136/02/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MiHicTepcTBi tocTuLil YKpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y penaxuii
Hakasy MiHicTepcTBa 0XOpPOHU
340pOB’A YKpaiuu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3Ha4yeHuMn y
nepioguYHOCTI MoJaHHSA
perynspHux 3siTiB 3 6e3neku.

ACKO®EH-
EKCTPA

Tabnetkv no 10 TabneTok
y 6nicTepi; no 1 6nictepy
B nauui

MNAT
"Ny6Hnchapm”

YkpaiHa

MAT "ly6Huchbapm”

Ykpaina

MepepeecTpauis Ha
HeoOMeXeHW TepMiH. 3MiHu |
My - 3MiHK WoA0
6e3nekn/epeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro
3acoby B nic/speecTpaviiHmii
nepiog, abo sik pesynsTar
OL|iHKM 3BITY 3 AOC/iXEHb,
npoBeAeHVX BignoBigHO L0
nnaHy negiatpuyuHnx
pocnigpkeHb (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUT
AN MeAUYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby o
po3ginis "MpoTunokasaHHsA"
(yTouHeHHs), "B3aemogis 3
IHLUMMW NiKapCbKMK
3acob6amu Ta iHLWi Buan
B3aemogiji", "OcobmBocTi
3aCcToCyBaHHSA",
"3acTocyBaHHsA y nepioj
BariTHOCTi abo rofyBaHHsA
rpyAA0" (YTOUHEHHS),
"34aTHicTb BN/MBaTh Ha
LWBMAKICTb peakLiii npu
KepyBaHHi aBTOTPaHCNOpPTOM

6e3
peyenma

nionsieae

UA/7541/01/01




Hassa
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o

nocsBi0OYeHHs

BIKAPA®

TabneTku, BKpUTI

MPO®APMA

a60 IHWKMK MexaHi3mMamn',
"Mepeno3yBaHHA", "M0GIYHI
peakuii"BignoBigHo 40
OHOB/EHOT iHthopMaLi 3
6e3nekun Ajtounx peyoBuH.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iiCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MinicTepcTBi tocTuLi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMN
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.

NNiBKOBOK 060/10HKOID, MO
10 wr, no 15 TabneTok y
6nictepi; no 2 6nictepu B
KapTOHHIM nayi

IHTepHeLwHN
TpeanHr
Nimiteq,

MasibTa

Na6opaTtopioc
HopmoH C.A.

IcnaHis

MepepeecTpauis Ha
HEOOMEXEHWI TEPMIH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3nekun BiANOBIAHO A0

Mopsaaky 34iCHeHHS
hapmakoHarnagy,
3aTBEP)KEHOr0 HaKa3oMm

MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuLl YKpainu
19 rpyaHs 2016 poky 3a Ne

1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rigHO 3i

CTPOKaMu, 3a3Ha4eHnmMn y

3a
peyenmom

He nionsieae

UA/12927/01/02
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Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

BIKAPA®

nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.

TabneTku, BKpUTI
NiBKOBOK 060JI0HKOIO, MO
5 wr, no 15 TabneTok y
6nictepi; no 2 6nictepn B
KapTOHHIM nayi

MPO®APMA
IHTepHeLHN
TpeanHr
Nimiteq,

MasibTa

Na6opaTtopioc
HopmoH C.A.

IcnaHis

MepepeecTpauis Ha
HEOOMEXEHWI TEPMIH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3nekun BiANOBIAHO A0
Mopsaaky 34iiCHeHHS
hapmakoHarnagy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLT YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3HauyeHUMn y
nepiogNYHOCTI NoAaHHA
perynspHux 3BiTiB 3 6e3neku.

3a
peyenmom

He nionsieae

UA/12927/01/01

rAnonerPnaon
AEKAHOAT

PO34MH ANs iH'ekuin, 50
mr/mn, no 1 mn B amnyni;
no 5 amnyn y nnacTuKoBiii
hopMi y KaPTOHHIN
Kopoo6Li

BAT "TeneoH
PixTep"

YropuwmHa

BAT "TepeoH
PixTep"

YropwuHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH

MepioAnyHICTb NOAAHHS
perynsipHoO OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO [0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULIT YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i
CcTpoKamu, 3a3Ha4YeHUMn y

nepioANYHOCTI NOAAHHS

3a
peyenmom

He nionsizae

UA/7271/01/02




15

Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
perynspHux 3BiTiB 3 6e3neku.
9. FANONEPUAON Tabnetku no 5 mr, no 25 BAT "'eneoH YropwuHa BAT "leneoH YropmHa MepepeecTpauis Ha 3a He nionsizae UA/7271/02/02
POPTE Tabnetok y 6nictepi; no 2 PixTep" PixTep" HeoOMeXeHui TepMiH. 3miHn | | peyenmom

6nicTepn B KAPTOHHI
ynakoBLi

My - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsagy. 3miHa y

KOPOTKili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUiT Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro
3acoby B nicispeecTpaviiHmii
nepiog, abo sik pesynsTar
OL|iHKM 3BITY 3 AOC/iXEHb,
npoBeAeHVX BignoBigHO L0
nnaHy negiatpuyuHnx
pocnigkeHb (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUT
AN MeAUYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby o
po3ginis "Cnoci6
3acTocyBaHHs Ta fo3n"
(yTOYHeHHs iHdhopmauii),
"MpoTunokasaHHs", “MNo6ivHi
peaxuii”, "Mepepno3ysBaHHA",
"3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs
rpyaa” (yTOUHEeHHs
iHchbopmawii), "ditn"
(peparyBaHHs TEKCTY),
"Oco61MBOCTI 3aCTOCyBaHHA",
"3paTHiCTb BNAVBaTK Ha
LWIBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM
abo iHWMK MexaHismamn®”,

"B3aemMogis 3 iHWMK
nikapcbknmu 3acobamu abo

iHLWI BMAW B3aemogiin"

Bi4NOBIAHO A0 OHOB/EHOT
iHbopMmawii 3 6e3nekn aitoyoi

PEYOBUHMN.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANoBiAHO A0
Mopsaky 34iiCHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuLi YKpaiHn
19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHMW
3[10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

10.

FANONEPMNAON-
PIXTEP

Tabnetku no 1,5 wmr, no 25
TabneTtok y 6nictepi; no 2
6nicTepn B KAPTOHHIA
ynakoBLii

BAT "TepeoH
PixTep"

YropLimHa

BAT "TepeoH
Pixtep"

YropumHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTui
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acoby,
abo pocnigxeHb 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro
3acoby B Mic/iApeecTpavyiiiHmii
nepiog, abo sik pesynbTar
OLLiHKV 3BITY 3 AOC/i)KEHD,
npoBeAeHVX BignoBigHo 40
nnaHy negjatpuuHnux
pocnigxeHb (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKL,i
AN MeANYHOro 3acTOCYBaHHs
nikapcbKoro 3acoby o
posginis "Cnocib

3a
peyenmom

He nionsieae

UA/7271/02/01
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o

nocsBi0OYeHHs

11.

OVUMELPON

po3unH A8 iH'ekuii 1% no

3acTocyBaHHs Ta fo3n"
(yTOuYHeHHs iHdhopmauii),
"MpoTunokasaHHs”, "MNo6iyHi
peaxuii”, "Mepepno3ysaHHA",
"3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHS
rpyaa” (yTOYHEHHs
iHchopmawii), "OcobmnBocCTi
3acTocyBaHHs", "3aaTHicTb
BNAMBaTW Ha LWBUAKICTb
peakLjii npy KepyBaHHi
aBTOTpaHcnopToM abo
HLWMMKU MeXaHi3mamn®,
"B3aemogis 3 iHWuMn
nikapcbkMmn 3acobamu abo
iHWi BMAW B3aemopiin”
BiANOBIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3neku gjroyoi
pPEYOBUHM.

MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oM
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeeEcTpoBaHuii B
MiHicTepcTBi tocTuLil YKpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Hakasy MiHicTepcTBa 0XOPOHU
340pOB’A YKpaiuu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3Ha4yeHuMn y
nepioguYHOCTI MoJaHHSA
perynspHux 3BiTiB 3 6e3neku.

1 mn B amnyni, no 10
amnyn y kopobui 3
KapToHy; no 1 mn B
amny”ni, no 5 amnyny
6nicTepi, no 2 6nictepn y

KOpo6Lji 3 KApTOHY; No 1

ToBapucTBo 3
06MeXeHOI0
BiANOBIA&/IbHICT
10 "XapkiBCbke
thapmaueBTNyHe
nignpPUeEMCTBO

"3p0pos's

YkpaiHa

BCi cTagii
BMPOBHMLITBA,
KOHTPO/b SKOCTI,
BMMYCK Cepii:
ToBapucTBO 3
obmexeHoro
BiANOBIAA/IbHICTIO

Ykpaina

MepepeecTpauis Ha
HeobMeXeHWi TepMiH
3MiHu | TNy - 3MiHK Woao0
6e3nekn/epeKTBHOCTI Ta
dhapmakoHarnsgy. BeefeHHs
a60 3MiHM [0 y3arasibHeHuX

[@HUX Npo cucTeMy

3a
peyerimom

He nionsieae

UA/8514/01/01
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Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
M B amnyni, no 10 amnyn Hapoay" "XapkiBcbke thapmakoHarnagy (BBefeHHs
chapmaLeBTNYHe y3arasibHeHWX faHux npo

y 6nicTepi, no 1 6nictepy
y KOpo6Lji 3 KapTOHY

niagnpMeEMCTBO
"340p0oB'A Hapoay",
YKpaiHa,;

BCi cTagii
BMPOOHULITBA,
KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
obmexeHolo
BiANOBIAA/bHICTIO
"GapmaueBTuyHa
KoMMaHis
"3po0pos'a"”,
YkpaiHa

cuctemy dhapmakoHarnagy,
3MiHa YNOBHOBaXXEHOT 0cobH,
BiANOBIAA/IbHOI 32 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
chapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0Cc0o6H,
BigNoBiAa/IbHOI 3a 3AjACHEHHSI
dhapmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemm
hapmakoHarnsgy) -
YnoBHOBaxeHa 0co6a,
BiANoBiganbHa 3a 34iiCHEHHS
hapmakoHarnagy: dirova
pepakuis - MypasiioBa
OxkcaHa OnekcaHApiBHa.
lMponoHoBaHa pegakuis -
3umMunubka MapuHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHuX.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iiCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
340pOB’A YKpainuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MinicTepcTBi tocTuLi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHM
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHnMn y
nepiognYHOCTI NoAaHHsA

perynsipHux 3BiTiB 3 6e3neku.
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Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
12. | EPIOE3- TabneTtku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa MepepeecTpavis Ha 6e3 nionsieae UA/12919/01/01
AAPHULA 060/10HKO0, N0 5 Mrno 10 | "dapmaueBTnyH "®GapmaLeBTnyHa HeoBbMeXeHun TepMiH. 3MiHu | peyenma
Tab/1eToK y KOHTYPHii a thipma ipma "JapHnus” TMny - 3MiHN LWOA0
YapyHKOBIli ynakosLi; no 1 "OapHuus” 6e3nekn/edekTUBHOCTI Ta

KOHTYPHIli YapyHKOBIi
yMakoBLji B mayi

thapmakoHarnagy. 3mMiHn y
KOPOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/ribpuaHunx/éionos
iBHUX NiKapcbknx 3acobis
nicnsa BHeCEHHS Tiel camoi
3MiHW Ha ped)epeHTHN
npenapar (3mMiHa He noTpebye
HaflaHHA XOAHNX HOBUX
[04aTKOBUX AaHuX) - 3MiHK
BHECEHI [0 iHCTPYKUIiT y
po3ainu: "®apmakonoriyHi
BnactmsocTi”, "MokasaHHA"
(yTOuYHeHHs iHdhopmauii),
"lMpoTunokasaHHa",
"B3aemopis 3 iHWMMU
nikapcbknMmn 3acobamm Ta
iHWIi BUAW B3aemogiin”,
"Oco6MBOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHA Ta
fo3n”, "MepenosysaHHA",
"Mo6ivHI peakuii" BigNOBIgHO
A0 iHchopma,i woao
MeANYHOro 3acTOCYBaHHSA
pedyepeHTHOro /ikapcbkoro
3acoby (EPIYC®, Tabnetku,
BKPUTI NNiBKOBOIO 060/OHKOIO,
5 mr).

MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil YKpainu
19 rpyaHs 2016 poky 3a Ne
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Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHM
340pOB’A YkpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.
13. | ETUIMETWUNTIA, MOPOLLIOK KpUCTasTiYHWIA TOB "HIKO" YkpaiHa TOB "BIOH" Pociiicbka MepepeecTpavis Ha - He nidnsizae UA/12684/01/01
POKCUNIPUAWH | (cybeTaHuis) y nogBiiHnX depepauis HeobMeXeHWi TepMiH
Y CYKUNHAT nonieTMIeHoBMX nakeTax
AN BUpOOHMLTBA
CTepu/ibHUX Ta
HeCTepW/IbHUX NTiKapCbKnX
copm
14. | 30NEAPOHOBA MOPOLLIOK (Cy6CcTaHLis) y Yemo 16epika, Icnanis Manpimeg, C.A. ApreHTuHa MepepeecTpauis Ha - He nionsizae UA/13126/01/01
KNCNOTA NoABINHMX C.A. HEOOMEXeHWU TepPMIH
MOHOTIIAPAT noslieTUNEHOBUX NakeTax
AN BUpoBHMLTBA
CTepu/IbHUX Ta
HecTepuIbHNX NiKapCbKux
dopm
15. | KA nogua Kpanni O4Hi, po34nH 2 % TOB "YHIMEL CnoBaubka TOB "YHIMEL CnoBaubka MepepeecTpauis Ha 3a He nionsizcae UA/12808/01/01
no 10 MmN y KOHTeliHepi- PAPMA" Pecny6nika PAPMA" Pecny6nika HeoOMeXeHW TepMiH. 3MiHu | peuenmom

KpanesnbHuui; no 1
KOHTeliHepy-KpanebHUL|
Y KapTOHHIli kopobLi

MRy - 3MiHN LWOAO
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili xapakTepuctu,i
nNiKapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta iHCTpYKUiT Ans
MeAMYHOr0 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigKeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapcbkoro
3acoby B nicnspeecTpauiiiHnii
nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IAXEHD,
npoBefeHnx BigNoBIAHO 40
nnaaxy negiatpuuHnx
pocnigpkeHb (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
AN MeAUYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby go
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

po3ainiy "Mo6iyHi peakuji"
BiANOBIAHO A0 MaTepianis
peecTpauiiHoro Aockbe Ta
OHOB/EHOT iHthopMaLi 3
6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acooby.

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANoBiAHO A0
Mopsaky 34iiCHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuLi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

16.

KBEPTUH

TabneTtku xyBasbHi No 40
mr, no 10 TabneTok y
6nictepi; no 3 6nictepn B
nauui;

no 90 TabneTok y
KOHTeliHepax;

no 90 TabneTok y
KOHTelHepi; no 1
KOHTelHepy B nauui

My6niuHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHNUNIA

LEeHTp
"BopLyariBcbkuii
Ximiko-
thapmaueBTUYHU

1 3aBog”

YKpaiHa

My6niuHe
akujioHepHe
TOBapUCTBO

"HaykoBo-

BVMPOGHNYMNIA LEHTP
"BopLyariBcbkuii
XiMmiKo-
hapmaueBTUYHNI
3aBog”

YkpaiHa

MepepeecTpauis Ha
HEOOMEXEHW TEPMIH.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IOBAHOT0
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeECcTpoBaHuii B
MinicTepcTBi tocTuLi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y penakuii
Hakasy MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i

6e3
peuyenma

nionsieae

UA/0119/02/01
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Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
CTpoKamu, 3a3Ha4yeHnMn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
17. | KNIMAKCAH Tabnetku, no 20 TabneTok TOB "Martepia YkpaiHa BUPOBHMLTBO 3a Pociiicbka MepepeecTpauis Ha 6e3 nionseae UA/12815/01/01
FTOMEONATUYH y 6nicTepi; no 1 6nictepy Meguka- NOBHUM LMK/IOM: depepauis/ HeobMeXeHui TepMiH. 3MiHu | peyenma
nin Y KapTOHHIi1 kopobui YkpaiHa" TOB "HB® NutBa TMny - 3MiHK WoA0
"MATEPIA MEOVKA 6e3nekn/edpekTBHOCTI Ta
XOonguHre, thapmakoHarnsgy. 3miHa 'y
Pocilicbka KOPOTKili XapakTepucTui
bepepauis; nNiKapcbKoro 3acoby, TekcTi
nepBrHHa Ta MapKyBaHHS Ta iHCTPYKUiT Ans
BTOPVHHA YNaKoBKa, MeAMYHOro 3acCTOCYBaHHS Ha
BUNPOGYBaHHSA nigcTasi perynsipHo

KOHTPOJIH0 SKOCTI,
[,03BiN Ha BUNYCK
cepil:
3AT CaHToHiKa,
JlntBa

OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acoby,
abo pocnigxeHb 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro
3acoby B Mic/iApeecTpaviiiHmii
nepiog, abo sik pesynbTar
OLLiHKV 3BITY 3 AOC/i)KEHD,
npoBeAeHVX BignoBigHoO 40
nnaHy negjatpuuHnux
pocnigxeHnb (PIP) (iHwi 3MiHW)
- 3MiHW BHECEHO [0 iHCTPYKLUT
AN MeAUYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby o
po3ainis “MNpoTunokasaHHA",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs
rpyaar” (yTOUHeHHs) Ta
"Mo6iuHi peakwyji" BigNOBIgHO
[,0 OHOBNEHOI iHdhopMaui 3
6e3nekn 3acTocyBaHHs
Ail4nx Ta AONOMKHUX
PEYOoBYH.

MepiognyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BiANOBiAHO A0
Mopsaky 34iicHeHHS
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpainuu Big 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
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Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
MiHicTepcTBi tocTuLil YKpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y penaxuii
Hakasy MiHicTepcTBa 0XOPOHU
340pOB’A YKpaiuu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3Ha4yeHuMn y
nepioguYHOCTI MoJaHHSA
perynspHux 3siTiB 3 6e3neku.
18. | KOPBITUH® niodpinisat gns po3unHy My6niyHe YkpaiHa My6niyHe YkpaiHa MepepeecTpauis Ha 3a He nidnsieae UA/8914/01/01
ons ivekuin no 0,5r; no 5 akuioHepHe akuioHepHe HeoOMeXeHW TepMiH. 3MiHu | peyenmom
donakoHiB 3 niogpinizatom TOBapuCTBO TOBapuCTBO My - 3MiHK WoA0
y kaceTi; no 1 kaceTi y "HaykoBo- "HaykoBo- 6e3nekn/epeKTBHOCTI Ta
neHani 3 KapToHy BMPOGHUUNIA BVMPOGHNYNIA LEHTP thapmakoHarnagy. 3miHa y
LeHTp "BopLyariBcbkuii KOPOTKili XapakTepucTuLi
"BopLyariBcbkuii Ximiko- nNiKapcbKoro 3acoby, TeKCTi
XiMiKO- hapmaueBTUYHNI MapKyBaHHs Ta iHCTPYKUiT Ans
thapmaLeBTUYHN 3asog” MeAMYHOro 3acTOCYBaHHS Ha
1 3aBog” nigcrasi perynspHo

OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYyBaHHSA NiKapcbKoro
3acoby B nic/speecTpaviiHmii
nepiog, abo sik pesynsTar
OL|iHKM 3BITY 3 AOC/iXEHb,
npoBeAeHVX BignoBigHO L0
nnaHy negiatpuyuHnx
pocnigpkeHb (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHom) -
3MiHV BHeceHo A0 IHCTpyKu;i
AN MeAUYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby o
po3giny "MobiuHi peakwii”
Bi4NOBIAHO A0 OHOB/IEHOT
iHchopmawii 3 6e3nekun gjroyoi
PEYOBVHM NiKapCbKOro
3acoby.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOr0
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MiHicTepcTBa OXOPOHU
340pOB’A YKpainuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MinicTepcTBi tocTuLi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHM
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHnMn y
nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.

19.

NEBOUVH-H

pO34uH A8 iHdysild, no
500 mr/100 mn no 100 mn
a6o 150 mn y chnakoHi, no
1 chnakoHy B nauyu,i 3
KapToHy

TOB
"®APMACEN"

YKpaiHa

HeposdacoBaHuii
NPOAYKT, NEPBUHHA
ynakoBka, BTOPMHHA
ynaKkoBKa, KOHTPO/Ib:

BIOCEP C.A.
MAPEHTEPAN
CO/MIOLWHC
IHOACTPI, Mpeuis;
KoHTpO/ib, BUMYyCK
cepii:
TOB "HIKO",
Ykpaina

YkpaiHa

MepepeecTpauis Ha
HeoOMEeXeHW TepMiH. 3MiHu |
TMny - 3MiHKU WoA40
6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuyi
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeZJMYHOro 3aCTOCYBaHHS
reHepunyHuX/ribpuaHux/6ionog,
i6HUX Nikapcbkunx 3acobis
nicns BHeCeHHs Tiei camoi
3MiHW Ha pedhepeHTHWI
npenapar (3miHa He noTpebye
HafaHHS XOAHWUX HOBUX
[0[4aTKOBUX AaHuX) - SMiHK
BHECEHO A0 IHCTPYKLUIT Y
po3zin "MokasaHHA", a TakoX
y po3ginu: "®apmMakosiorivHi
B/1acTMBOCTI",
"MpoTunokasanHa", "OcobauBi
3axoan 6esnekn”, "Baaemogis
3 iHLWMMK NiKapCbKnMun
3acobamu Ta iHLWi BUan
B3aemogiit", "OcobmMBoCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHictb
BNAMBaTV Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTpaHcnopToM abo
iHWMW MexaHi3mamn”,

3a
peyenmom

He nionsieae

UA/12842/01/01
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Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
"Cnoci6 3acTocyBaHHA Ta

nosn", "Oitn" (YyTO4YHEeHHA
iHchbopmawi),
"MepeposyBaHHA", "MO6IYHI
peakuii" 3rigHo 3
iHchbopmavieto Wwoao
MeAMYHOro 3acTOCYBaHHS
pedyepEeHTHOr0 /likapcbKoro
3acoby Tavanic, solution for
infusion (He 3apeecTpoBaHuii
B YkpaiHi). 3minu | Tuny -
3MiHM Wwoao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. BeegeHhs
ab0 3MiHM [0 y3araslbHeHNX
[aHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX faHux npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXKEHOI 0cobwu,
BigNoBiAa/bHOI 32 3AiACHEHHS
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA 419 34iiCHEHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 32 3AiAiCHEHHS
hapmakoHarnsgy
(BKNOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-tharina cuctemm
hapmakoHarnsgy)

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJIIOBAHOTO
3BiTYy 3 6€3neku BiANoBiAHO A0
Mopsaky 34iiCHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuLi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii
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Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
Hakasy MiHicTepcTBa 0XOPOHU
340pOB’A YKpaiuu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3HauyeHuMn y
nepioguYHOCTI MoJaHHSA
perynspHux 3siTiB 3 6e3neku.
20. | MOMOPOUKA pO34nH AN11 iH'ekuili no 2,2 Bionoriwe HimeuunHa Bionoriwe HimeuunHa MepepeecTpauis Ha 3a He nidnsieae UA/8257/01/01
KOMMNO3UTYM M/ B amnyni; no 5 amnyny Xainbmitrens Xalinbmitrens HeoOMeXeHWn TepMiH. 3MiHu | peyenmom
KOHTYPHili YapyHKOBIi Xeenb Mv6X Xeenb Mvb6X My - 3MiHK WoA0

yMakoBLii; N0 1 KOHTYpHIi
YapyHKOBIll ynakoBLi B
KopobLi 3 KapToHy; no 2,2
M B amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
ynakoBLi; N0 20 KOHTYPHUX
YapyHKOBUX YMakoBOK Y
KOpOOGLii 3 KAPTOHY

6e3nekn/epeKTBHOCTI Ta
hapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX faHux npo
cuctemy dhapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnagy
3asBHUKa ANA 3AiAICHEHHA
thapmakoHarnsgy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnagy
(BK/IHOYAIOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemm
hapmakoHarnagy)

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iiCHeHHS
hapmakoHarnagy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuLl YKpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuji
Hakasy MiHicTepcTBa 0XOPOHU
340pOB’sA YKpaiHuu Bif 26
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Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.
21. | M'ATN rYCTUIA eKCTpaKT My6niyHe YkpaiHa My6nivyHe Ykpaina MepepeecTpauis Ha - He nidnsizae UA/13102/01/01
MNEPLEBOI (cybeTaHuisn) ans akuioHepHe akuioHepHe HEOOMEXEHWI TEPMIH.
KOMMJIEKC hapmaLeBTUYHOro TOBapUCTBO TOBapUCTBO
NINO®UbHUN 3aCTOCyBaHHA y nakertax "HaykoBo- "HaykoBo-
noAgiiHMX BMPOGHNYNIA BUPOGHNYMNIA LEHTP
nonieTnIeHoBmX LeHTp "BopLyariscbkuia
"BopLyariBcbkuii XiMiKO-
XiMiKo- hapmaueBTUYHNI
hapmaLeBTUYHN 3aBog"
i 3aBoa”
22. | M'ATN nneta no 50 ry naykax 3 MNAT YkpaiHa MAT "Nly6Hndpapm” Ykpaina MepepeecTpavis Ha 6e3 nionseae UA/8285/01/01
NEPLEBOI BHYTPILUHIM NakeTom "ly6HUpapm” HeobMeXeHui TEPMIH. peuyenma
nncT4A MepioAnYHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3neku BigMNOBigHO A0
Mopsaaky 34iiCHeHHs
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHn
19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB’sl YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i
CTpOKamu, 3a3Ha4YeHnMn y
nepiognYHOCTI NoAaHHsA
perynspHux 3BiTiB 3 6e3neku.
23. | NMPONOCON-H cnpeii 4N poToBOi TOB YkpaiHa TOB "Mikpochapm” YkpaiHa MepepeecTpauis Ha 6e3 niosisi2ae UA/7820/01/01
nopoXxHuHM no 20 r a6o 60 "Mikpochapm" HeoOMeXeHW TepMiH. 3MiHu | peuyenma

Iy KOHTeliHepi 3
MeXaHi4HUM HacoCcoMm; no
1 KoHTeHepy pa3om 3
posnunoBayem Ta
3aXUCHNM KOBMAYKoM y
naui 3 KapToHy

My - 3MiHN LWOAO
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili xapakTepuctu,i
nNiKapCcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta iHCTpYKUiT Ans
MeAMYHOr0 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

OHOB/IIOBAHOTO 3BITY 3
6e3nekmn nikapcbkoro 3acoby,
abo JocnigkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro
3acoby B nicspeecTpayjinHnii
nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IAXKEHD,
npoBefeHnX Bi4NoBIAHO 40
nnaaxy negjiatpuuHnx
pocnimpkeHb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
ON51 MeANYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby fo
po3ziny "OcobnuBocTi
3acTocyBaHHSA" Bi4MNoBIigHO A0
OHOBJIEHOT iHhopMaLii 3
6e3nekun 3acTocyBaHHA Ajto4ol
Ta AONOMDKHUX PEYOBWH.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iiCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
340pOB’A YKpainuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MinicTepcTBi tocTuLi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMN
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHnMn y
nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.

24.

PA3ATINIHY
ME3SUNAT

MOPOLLIOK (Cy6CTaHUis) y
noagiiHMX
nonieTMIeHoBMX nakeTax
ans hapmaueBTUYHOTO
3acTocyBaHHs

Yemo 16epika,
C.A.

Icnanis

Manpimepg C.A.

ApreHTnHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH

He nionsieae

UA/12868/01/01

25.

PUBOKCWH -

TabneTkn, BKPUTI

My6niuHe

YKpaiHa

My6niuHe

YkpaiHa

MepepeecTpauis Ha

3a

He nionsizae

UA/0118/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

BX®3

NNiBKOBOK 060/10HKOID, MO
200 mr, no 10 TabneTok y

6nictepi; no 5 6nictepiB y
naui 3 KapToHy

akuioHepHe
TOBapUCTBO
"HaykoBo-
BMPOGHUUNIA
LeHTp
"BopLyariBcbkuii
XimiKo-
hapmaLleBTUYHN
i 3aBog"

akuioHepHe
TOBapUCTBO
"HaykoBo-
BMPOOHWYMIA LIEeHTP
"BopLyariscbkuii
XiMiKO-
hapmaLeBTUYHNI
3aBof"

HEOOMEXEHWI TePMIH.

MepiognyHIiCTb NoAaHHSA
perynsipHoO OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oM
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeeEcTpoBaHuii B
MiHicTepcTBi tocTuLT YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Hakasy MiHicTepcTBa 0XOPOHU
340pOB’A YKpaiuu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3HauyeHuMn y
nepioguYHOCTI NoJaHHS
perynspHux 3BiTiB 3 6e3neku.

peyenmom

26.

TA3ATOK™

Kpanni opasibHi, pO34¥H,
no 50 mn a6o 100 mny
donakoHi, No 1 dpnakoHy y
KapTOHHIM nayui

TOB
"YHIBEPCAJIbH
E ATEHTCTBO
"MPO-®APMA"

YkpaiHa

MAT "Nly6Huchbapm”,
YKpaiHa,;
[Op. M'yctaB KnsiiH
v6X & Ko. K,
HimeuunHa

Ykpaina/
HimeuuunHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BiANOBIAHO A0
Mopsaky 34iicHeHHS
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpainuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULIT YKpaiHu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa 0XOPOHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHumn y
nepiogNYHOCTI NOAaHHSA
PEerynsipHmx 3BiTiB 3 6e3neku

6e3
peyenma

He nionsieae

UA/8499/01/01

27.

TECTOCTEPOHY
MPONIOHAT

MOPOLLIOK KpuCTaniuHuii
(cybcTaHuis) B Millkax

MAT "®apmak”

YkpaiHa

Crepoig C.n.A.

ITanis

MepepeecTpavis Ha
HEOOMEXEHWU TEPMIH

He nionsieae

UA/13162/01/01
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Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
noABiiHMX
nonieTMneHoBnx ans
BUPOGHMLITBA CTEPUSIBHUX
niKapcbknx hopm
28. | LETUPU3NH- TabneTku, BKPUTI TOB YkpaiHa TOB Ykpaina MepepeecTpauis Ha 6e3 nionsieae UA/7700/01/01
ACTPADAPM 060/10HKot0, No 10 mr, no "ACTPA®APM" "ACTPA®APM" HeoOMeXeHWn TepMiH. 3MiHu | peyenma

10 Tabnetok y 6nictepi;
no 1 a6o 2 6nictepn y
KOpOOGLii 3 KAPTOHY

My - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi

MapKyBaHHs Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro
3acoby B nic/sipeecTpaviiiHmii
nepiog, abo sik pesynsTar
OL}iHKM 3BITY 3 AOC/iXEHb,
npoBeAeHnX BignoBigHO L0
nnaHy negiatpuyuHnx
pocnigkeHb (PIP) (3MiHy
Y3rOXXEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHom) -
3MiHV BHeCeHi [0 IHCTPYKL,i
AN MeAUYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby o
po3ginis: "B3aemogis 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUAn
B3aemogiji", "OcobmMBoCTi
3acTocyBaHHs", "OiTn"
(06MeXeHHs ANTAYOrOo BIKY:
6yno 3 6 pokis, ctano 3 12
pokiB), "IMo6iYHi peakwi"
BiANOBIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3neku gjroyoi
PEYOoBUHM.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOr0
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oM




31

Ne Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

MiHicTepcTBa OXOPOHU
340pOB’A YKpainuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MinicTepcTBi tocTuLi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHM
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHnMn y
nepiognYHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3 6e3neku

HayanbHuK YnpasniHHA papmaueBTUYHOT

OIANBLHOCTI Ta AKOCTI (hapmaueBTUYHOI NPOAYKLUiT

T.M. IacKOoBCbKUM




NEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

26.04.2018 Ne 799

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX MPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 4,0 PEECTPALINHUX MATEPIAJIB, SKI
BHOCATLCA A0 AEP>XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sUMyCKy 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapCbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayjiliHo2o
3acoby yrnakoskKa) nocsio4YeHHs1
1. 3-(2,2,2- MOPOLLIOK (Cy6CcTaHLis) y TOB "HIKO" Ykpaina Xewmpio KuTaii BHECEHHS 3MiH [10 peecTpaviiHnx - UA/9857/01/01
TPUMETUATIAP nakeTax noABiNHMX IHTepHewwioHan Marepianis: 3mMiHu | TUNY - AgMiHICTPaTVBHI
A3VHIIA) nosieTuneHoBux ons Nimitepn 3MiHW. 3MiHa Ha3BKu APl abo [OMNOMDKHOT
MPOMIOHATY BMPOBHMULITBA CTEPUIBHUX peyoBuHY -
AUTIAPAT Ta HECTEPUIbHMX 3aTBepaxeHo: 3-(2,2,2-TpuMeTwrigpasiHito)

(MENbAOHIN)

nikapcbknx oopm

nponioHaty Aurigpar, 3anponoHoBaHo: 3-
(2,2,2-TpumeTurigpasuHiin) nponioHaTy
ovrigpat (MenbgoHiin). 3miim | Trny - 3MiHn
3 AkocTi. A®L. KoHTposnb APl 3miHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
marepiany/npomiKHOrO NPOAYKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpOLEeC
BMpO6HULTBA API (iHLWI 3MiHM B MeToAax
BMNpOGYBaHHSA (BK/THOYatoumn 3amiHy abo
[IONOBHEHHS) ANS peareHTy, Lo He
CNPUYMNHSAE ICTOTHOTO BMINBY Ha AKICTb ADI)
- MeToAMKa 3a NnokasHukom "Xnopugun"
npvBefeHa y BignoBigHICTb 4O OHOB/IEHOMO
DMF Ta moHorpadii EP 8.3. - ons KOHTPONio
3a Tectom "MikpobionoriyHa uncrora”
OHOBJ/IEHi NOCKUNAHHA Ha akTyanbHy cTaTTio
EP, 5.1.4 "Microbiological quality of non-
sterile pharmaceutical preparations and
substances for pharmaceutical use". - 3rigHoO
MeToamkn DMF KinbkicHe BU3HaYeHHS
NpoBOAATbL ABOMA &/IbTEPHATVIBHAMM
MeTofamu ANs BUSHAUYEHHS Ajto4oTl
peyoBuHMN 3-(2,2,2-TPUMETUNTIAPA3UHIIN)
nponioHaty y cybcTaHu,ii, a came: 1) MeTog
1 (TUTpyBaHHA 3a A,0MNOMOroH iHAMKaTopa)
Bignosigae metoavkv DMF, B askomy
HaBegeHa Baslifauis Liei MeToaunkn. 2)
MeTog 2 (NoTeHUioMeTpUYHE TUTPYBAHHS)
Bignosigae metoavnkv DMF Ta meToanku
MoHorpadii "Meldonium dihydrate" EP 8.3. -
BHECEHI pefakLiliHi npaBku B onuc
NPUroTyBaHHS PO34MHIB 4151 BUKOHAHHS
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

TeCTy "3a/IMLLKOBI KiNNbKOCTI OpraHiyHnx
PO3UYMHHMKIB", TaKoX NponopuiiliHe
36iNbLUEHNA 06'eM NPUrOTYBaHHS

BMNPOBYBAHOr0 PO34MHY 4151 MOX/IMBOCTI
NPUroTyBaHHA 3 HbOTO, SIK MiHIMYM TPbOX
npo6 BMNPoOYBaHOro PO3UMHY A5 iHXKeKL;T,
Npu LUbOMY KOHLIEHTpaUist He 3MiHeHa i
KOPEeKTHICTb Npo6oniAroToBLi AoBeAeHa B
xogi Banigauii metoamku DMF
3.2.S.4.3.Validation of analytical method.
YMOBW AOCSATHEHHS 3pas3ka piBHOBaru
rasoBoi hasu NpvBeAeHi y BigNOBIAHICTb 3
DMF. 3miHu | Tuny - 3miHu 3 fkocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo gonNycTMMKX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BMXIAHWIA/NPOMDKHWIA NpoAyKT/pearexT, Lo
BUKOPWCTOBYIOTLCA Y NpoLLeci BUPO6HNLTBA
AD| (3BYXEHHS AONYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauii) - HopMyBaHHS
nokasHukis "Onuc"(3aTBepmkeHo: «binuii
a60 XOBTYBaTO 6iNNii KpUCTasTIYHWIA
MOPOLLIOK 3 /IETKUM CneundiuHMM 3anaxom.
FirpockoniuHmit», 3anponoHoBaHo: «binuii
abo maliixe 6innit KpUcTaniyHUiA NOPOLLOK
abo kpuctanu. FirpockonivHniA»),

"Cynbatn" (3aTBEpPIKEHO: «He biNnblue

0,05 % (500 ppm)», 3aNporNoOHOBAHO: «He
6inblwe 0,01 % (100 ppm)»), "Boga"

(3aTBepaxeHo: «Big 19,0 % fo 21,0%»,

3anponoHoBaHo: «Bif 19,7 % o 21,0%»),
3BY)XEHO Ta METOAW KOHTPOJO NpUBEAEH: ¥
BiANoBigHicTb BUMoram DMF Ta MmoHorpadii
EP 8.3. - nokasHuK "PO34MHHICTL"
(3aTBEpAXEHO: «Jlerko po3unHHWi y Bogi P,
PO34UnHHWI 96 % cnupTi P, npakTn4yHO He
po3umnHHMiA y xnopocopmi P Ta edpipi P»,
3anponoHOBAHO: «J/1erko po3yYMHHUIA Y BOA]
P, po3unHHWin y eTaHoni (96 %) P»)
npuBeAeHo A0 BiANOBIAHOCTI BUMOram
BMpo6HUKa (DMF). - nokasHuk
"loeHTudikayis”. B TecTi A yTOUHeHi
PO34MHU, SIKi BUKOPUCTOBYIOTLCS BiANOBIAHO
00 Bumor po3giny 4. Reagents EP. Tect B
[OMNOBHEHUI MOX/MBICTIO ifEHTUiKyBaTH
cybcTaHLUito He Tinbku 3a gonomoroto 1K-
CNeKTpy, SKWA f0AaETbCS, @ i1 3i CNEKTPOM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

OTPVMMaHUM 3 BUKOPUCTaHHAM CTaHAapPTHOro
3paska BignosigHo 4o DMF Ta BuMor
MoHorpadii EP 8.3. - HopmyBaHHs 6yab-AKoi
OVNHWYHOI AOMILLKW NPY BU3HAYEHHI
METOAOM PiAVHHOI Xpomatorpadii
CYNpOBIAHVX AOMILLOK 3BY)XXEHO
(3aTBEpAKEHO: «Byab-sika OAMHNYHA
Jowmiwwka — He 6inbLue 0,30 %; Cyma
[OOMILLOK — He 6inblie 0,5 %»,
3anpornoHoBaHo: «byb-aka ogMHUYHA
Jomilka — He 6inbLue 0,1 %; Cyma A0MILLIOK
— He GinbLue 0,3 %») 3rigHO BUMOT
oHoBneHoro DMF, sumor ICH Q3A(R2).
MeTofuka BU3HAYEHHS CYMNPOBigHWX
OOMILLOK He 3MiHeHa. CynyTHS 3MiHa - 3MiHn
3 AkocTi. A®I. KoHTposnb APL. 3miHa y
meTofax BunpobysaHHs A®| abo BuxigHoOro
marepiany/npomiKHOr0 NPOAYKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMAXEHNX MeToAax BUNPO6YBaHHS)

5-dTOPYPALUWUN
"EBEBE"

KOHLLeHTpaT A1 po3UnHy
Ans iHdoysii, 50 mr/mn no
5 mn (250 wmr), abo no 10
mn (500 mr) B amnyni; no 5
amnyn y kopoo6ui; no 5 mn
(250 wr), abo no 10 mn
(500 wmr), abo no 20 mn
(1000 mr) y chnakoHi; no 1
chnakoHy B KOpooOLi

EBEBE ®apma
lec.m.6.X. Hor.
Kr.

ABCTpist

NOBHWIA LMKN
BMPOGHMLTBA:
EBEBE ®apma

Fec.m.6.X. Hdpr. KI".,
ABCTpIS;
KOHTPO/b/BUNPOOYB
aHHsA cepii: MM
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpISi;
KOHTPO/b/BMNPOGYB
aHHs cepii: flabop N1
+ C Al', HimewunHa

AscTpisi/
HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnX
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
AaHux nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBiAaNbLHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA BiJ, yNTOBHOB&XeHOI 0co6bu,
BiANOBiAa/IbHOT 3a 3AiICHEHHS
hapmakoHarnagy (BKIHUYatoUmM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLieHHi macTep-
thaiina cuctemu chapmakoHarnsgy) -
YnosHoBaxKeHa ocoba 3asBHVKa 151
3pjificHeHHs hapmakoHarnsagy: fitoya
pepakuis — CebactbsaH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bapa/Gabriele Hecker-Barth.
KoHTakTHa ocoba B YkpaiHi yNnOBHOBaXEHOI
0cobu 3asiBHUKA [/15 34iACHEHHS
dhapmakoHarnagy: flivoya pegakuis —

3a
peyenmom

UA/6058/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BaweHko BikTopis CepriiBHa.
MponoHoBaHa pegakuis — Opnos B’avecnas
BikTOpOBMY. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6U. 3MiHA KOHTaKTHUX
[JaHnX KOHTaKTHOI 0cobu. 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
dhapmakoHarnsgy. 3miHa agpecu mactep-
dhalisa. 3miHa Homepa macTep-gainna

A3ANENTON

Tabnetku no 25 mr, no 10
Tabnetok y 6nictepi; no 5
6nicTepiB y nayui 3
KapToHy; no 50 TabneTok y
KOHTeliHepi; no 1
KOHTeliHepy y naJui 3
KapTOHy

MpAT
"TexHonor

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiliHnX
MaTepianis: 3miHu | TMNy - AgMiHICTPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

3asBHUKa (B/1aCHVKa peecTpauiiHoro
noceig4eHHs) (3MiHa agpecu 3asBHUKa)
(TepmiH BBELEHHSI 3MiH NPOTAroM 6-Tn
MicALiB nicna 3aTBepkKeHHs); 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NpoBaPKEeHHA Ai/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro Nikapcbkoro
3ac00y, BKIOYaKUM fibHUL BUMYCKY cepii
abo MicLe NPOBELEHHS KOHTPOSIKO AKOCTI.
(misnbHICTb, 3a SKy BignoBsifae
BUPOGHMK/IMNOPTEP, BK/IOYAKYMN BUMYCK
cepiii) (3miHa agpecy BMpo6Huka M13, 6e3
3MiHK Micus BUpo6bHMLTBa) (TepMiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicALIB micns
3aTBEPKEHHS)

3a
peyenmom

UA/6059/01/01

A3ANENTON

Tabnetku no 100 mr, no 10
TabneTtok y 6nictepi; no 5
6nicTepiB y nayuj 3
KapToHy; no 50 TabneTok y
KOHTelHepi; no 1
KOHTelHepy y nauui 3
KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux
MaTepianis: 3miHu | TMNy - AgMIHICTPaTUBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo aapecu

3asBHMKa (BNacHvKa peecTpauiiHoro
nocBigYeHHs) (3MiHa agpecu 3asiBHNKA)
(TepMiH BBEAEHHS 3MiH MPOTATrOM 6-TU
MicALiB NicNsA 3aTBEPLKEHHSN); SMiHW | TUny -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHA AiNIbHOCTI
BMPOGHUKa/iMnopTepa roToBOro /likapcbkoro
3aco0y, BKHOYAKUN [iSTbHUL BUNYCKY cepil
ab0 MicLe NpoBefleHHA KOHTPO/IHO SAKOCTI.
([isnbHICTb, 3a Ky BignoBigae
BMPOGHWK/IMNOpTep, BKIOYAUN BUMYCK
cepiid) (3MiHa agpecy BMpoGHUKa M3, 6e3
3MiHM Micus BUpobHMuTBa) (TepMiH
BBEJEHHS 3MiH NMPOTAroM 6-Tu MicAuiB nicns
3aTBEPLKEHHS)

3a
peyenmom

UA/6059/01/02

A3SUTPOMILUNH-

Kancynm no 250 mr rno 6

TOB

YKpaiHa

TOB

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx

3a

UA/2390/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
ACTPA®APM Kancyn y 6nictepi; no 1 "ACTPA®PAPM" "ACTPA®APM" mMartepianis: peuenmom
6nictepy B Kopobui 3MiHu Il TUny - 3MiHa BUPOGHMKA
BMXIi4HOro/MPOMiXHOrO NpoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY
npoueci Adl, abo 3miHa BUpobHMKa
(BKIrovatoun, fe HeobxigHo, Micue
nNpoBeAeHHs KOHTPOSo AkocTi) APl - 3amiHa
BMPOGHMKa AD| (a3UTPOMILMH),
3anponoHoBaHo: Ningxia Qiyuan
Pharmaceutical Co., Ltd, China
6. A3UNTPOMIUNH- kancynu no 500 mr no 3 TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/2390/01/02
ACTPA®APM kancyn y 6nictepi; no 1 "ACTPA®PAPM" "ACTPA®APM" mMartepianis: peyenmom
6nictepy B Kopobui 3MiHu Il TUny - 3MiHa BUPOGHMKaA
BMXiAHOr0/MPOMIXHOrO NpoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpO6HMKA
(BKIrOvatoun, fe HeobxigHo, micue
NpoBeAeHHA KOHTPOS0 AKOCTi) APl - 3amiHa
BUPO6HMKa ADI (a3MTPOMILMH),
3anponoHoBaHo: Ningxia Qiyuan
Pharmaceutical Co., Ltd, China
7. AKNACTA po34nH ANs iHdysii, 5 HoBapTic ®apma | Lseliuapis BMPOGHMLTBO 3a LBeliuapis/ BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/4099/01/01
Mr/100 mn no 100 mny Al NOBHMM LMK/TOM: ABCTpIst Martepianis: peyenmom
dhnakoHi; no 1 dpakoHy B HosaprTic ®apma 3MiHu | TUNy - 3MiHK o IHCTPYKUIT oNns
KOpOO6Lii 3 KapTOHY LTeiiH AT, Me[MYHOro 3aCTOCYBaHHA [0 pO3finy
LLIBeliapisi; "Mo6iuHI peakuii”. BBe4eHHA 3MiH NPOTSArom
BMPOGHMLTBO, 3-x micsUiB nicns 3aTBEPKEHHS
nepBuHHe
nakyBaHHS:
®peseHiyc Kabi
ABCTpis ['M6X,
ABCTPIft; KOHTPONb
AKOCTI 3a
NOKa3HNKOM
"BakTepiasibHi
€HA0TOKCUMHN™:
®peseHiyc Kabi
ABCTpist TM6X,
ABCTpIS; KOHTPO/b
AKOCTI 3a
MOKa3HUKOM
"CTepubHICTb":
ATEC 'm6X IMEL,
ABCTpIst
8. AKTOBETH pO34uH A8 iH'eKuUiid, 40 TOB "Takepa Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/11232/01/01
mr/mn no 2 mn (80 mr) B YkpaiHa" PAPM", YkpaiHa marepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peyenmom

amnyni, no 25 aMnyn y

(maKkyBaHHs 3

[oTOBMIA NikapcbkKii 3acib. Onnc Ta cknag,
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KapTOHHIA KopobLi; no 5 dhopmum in bulk (iHWi 3miHW) (NpMBeAEeHHs onucy Ajitoyol
mn (200 mr) B amnyni, no 5 hipMun-BMPOGHMKa PEYOBUHW Y BiANOBIAHICTb [0 OPUTiHAIbHNX
ammnys y KapTOHHIl Takepa ABCTpis [O0KyMeHTiB) (TepuMiH BBELEHHS 3MiH
Kopo6ui; no 10 mn (400 'M6X, ABCTpist) NPOTAroM 6-Tu MicALiB nicns
Mr) B amnyni, no 5 amnyn 3aTBEPMKEHHS); 3MiHM | Tuny -
Y KapTOHHIi1 kopobu,i AZMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asaBHUKaA
(BnacHvKa peecTpauiintHOro NocBig4eHHs)
(3miHa agpecu 3asBHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPLKEHHS)
9. ANJAPA Kpem 5 % no 250 mr B Mepa AB Lseuin 3M Xenc Kea Benuka BHECEHHS 3MiH 10 peecTpavuiliHnX 3a UA/12999/01/01
calue; no 12 cawe B Nimiteq BpuTaHis mMartepianis: peuenmom
KOpOO6Lii 3 KapTOHY 3MiHM | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micua nNpoBaKeHHs AiANbHOCTI
BMpO6HUKa (BK/IHOYAKOUM, 38 HEOOXIAHOCTI,
MicLie NpoBeAEeHHS KOHTPOIO SKOCTi), abo
B/lacHUKa mactep-caiina Ha Adl, abo
nocravanbHuka A®l/BuxigHOro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLI0 3aCTOCOBYOTbCS Y BUPO6HULTBI ADI -
3MiHa Ha3Bu BUpPOOHUka AdI imikBimoz, 6e3
3MiHV MicL BUPO6HMLITBA, 3 BiANOBIAHUMM
3MiHamu y p. «Ckiag»
10. ANTEWNHOIO MOPOLLIOK (Cy6CcTaHLis) y TOB Ykpaina TOB "TepHochapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux - UA/4938/01/01
KOPEHA MiLLKax MonieTuIeHOBNX "TepHodhapm" Martepianis:
EKCTPAKT noagiiHMX ons 3MiHuM | TUNY - 3MiHa po3mipy cepii
CYXunin BMPOOHULITBA (Bkntovatoum gianasoHun) Adl abo
HecTepuIbHNX NiKapCbKnX MPOMIXXHOIO NPOAYKTY, SIKMIA 3aCTOCOBYETLCA
dhopm y npoueci BupobHuuTBa A®| (36iNbLLEHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM
pPO3MipOM) - BBEAEHHS AOAATKOBOrO PO3Mipy
cepii A®l. 3anponoHoBaHo: 51,175 «r,
200,00 kr
11. ANTEMIKC cupon no 50 mn, no 100 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavuiliHnX 6e3 UA/13552/01/01
BPOHXO My dprakoHi; no 1 06MeXeHOo 06MeXeHo mMartepianis: peuyenma
oNakoHy pas3oM 3 JSIOXKKOH BiANOBIA&/IbHICT Bi4NOBiAA/ILHICTIO 3MiHu | TUNy - 3MiHa NocTaYasibHUKa
MipHO0 y kOpobL,i 3 10 "®apmaueBTUYHa nakyBaslbHUX MaTepianis abo
KapToHY "PapmaueBTUYH KoMnaHis "3popos'a” KOMMNAEKTYOUMX (SIKLLLO 3a3HAYEHO B [JOCLE)
a KoMnaHis (3amiHa abo gofaBaHHA NocTavyasibHUKaY);
"3popos's" CynyTHs 3MiHa: 3MiHa chopmu abo po3mipy

KOHTeHepa 4un 3aKynoproBasibHOro 3acoby
(NepBMHHOI ynakoBKu);
3MiHa y MepPBUVHHIli yNakoBLji roTOBOro
nikapcbKoro 3acoby (SKiCHWIA Ta KinlbKicHUIA
cKknafi) - BBeJeHHs1 0AaTKOBOro HOBOTO
BMpo6HUKa 3AT «®Pipma Eninc», YkpaiHa
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
NepBMHHOrO nakyBaHHSA (h/1akoH 3
rBUHTOBOIO ropaioBrHoto BBIM-60), sk
HacnifoK, 3MIHIOETLCA PO3MIp, SKiICHWI Ta
KinbKiCHWIA cknaf h/1akoHIB Big, HOBOro
BMPOBHUKA
12. ANb®A A3-TEBA | kancynu m'saki no 0,25 mkr TeBa I3painb KataneHt HimeuunHa/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/9309/01/01
dapmaLeBTikan HimeyunHa E6epbax I13painb mMartepianis: peuenmom

no 30 a6o no 60 kancyny
KOHTelHepi; no 1
KOHTeliHepy y Kopo6Li

IHpacTpi3 /174,

'M6X, HimeuunHa
(BUPOGHYK, AKUIA
Bignosigae 3a
BMPOGHMLTBO in
bulk); TeBa
dapmaueBTikas
IHgacTpi3 NT4,,
I3painb (KOHTpoNb
SAKOCTi; BUPOOHUK,
AKWIA BigNOBIAAE 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYyCK
cepii)

3MiHuM | TMny - 3MiHa napameTpis
cneuudikauin Ta/abo [oNyCTUMUX MEX
NepBUHHOT YNakoBK1 rOTOBOTO NiKapCbKOro
3ac06y (A0NOBHEHHS creumdikavii HoBUM
MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNPOBYBaHHS) - BHECEHHS 3MiH 0
mMaTepianis peecTpawiiHoro fockbe
OHOB/NEHHA p. 3.2.P.7. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6:
[OMOBHEHHA creumdikalii nakyBanbHOro
matepiany SECURITAINER 26/51 WHITE
HOBWM MOKa3HWKOM Mepernsag ceptudikary
noctavasnbHuka (Vendor COA Review);
BHECEHHS peakLiiHNX NpaBoK (BUAaIeHHA
3aliBOro 3arosioBKy, KaTaslokHUX HOMEPIB);
BHECEHHS 3MiH 40 MaTepianis
peecTpadiiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3aKkynopoBa/ibHUI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 26/51 WHITE —
[OMOBHEHHS HOBUM MOKa3HNUKOM
«KpecneHHs» 3 BigMnoBigH/M METOL0M
BUMNPOOYBaHHSA; BHECEHHS 3MiH [0
Marepianis peecTpauiiiHoro A0ockLE p.
3.2.P.7. Cucrema
KOHTeliHep/3aKynopoBa/ibHWi 3aci6: 3MiHa
crneundikauii nakyBanbHOro matepiany
SECURITAINER 26/51 WHITE —
[OMOBHEHHS HOBUM MOKa3HNKOM
«ldentification IR» 3 BigNOBiAHUM METOAOM
BUNPOGYBaHHS; BHECEHHS 3MiH [0
mMarepianiB peecTpaLiiHoro Aocke
OHOBNEHHA p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6:
[ONOBHEHHSA cneumdikavii nakyBaibHOro
maTepiany SECURITAINER 29/63 WHITE
HOBMM MoOKasHWKoM «[lepernsg ceptudikarty
noctavansHuka» (Vendor COA Review);
BHECEHHS 3MiH [0 MaTepiasiiB

peecTpaujiiiHoro gocke p. 3.2.P.7. Cuctema
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

KOHTeliHep/3aKynopoBa/ibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 29/63 WHITE —
[OMOBHEHHSA HOBUM MOKa3HNUKOM
«KpecneHHs» 3 BignoBigHM METOL0M
BMNPOGYBaHHS; BHECEHHS 3MiH [0
Marepianis peecTpauiiiHoro A0CkLE p.
3.2.P.7. Cucrema
KOHTeliHep/3aKkynopoBa/ibHWI 3aci6: 3MiHa
crneundikaLii nakyBanbHOro Matepiany
SECURITAINER 29/63 WHITE —
[OMOBHEHHSA HOBUM MOKa3HUKOM
«ldentification IR» 3 BiANOBIAHUM METOA0M
BMNPOOGYBaHHSA; 3MiHuM | TNy - 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYyCTUMNX MeX NEePBUHHOI YNakoBKy
rOTOBOrO /1iKapCbKOro 3acoby - BHECEHHS
3MiH 0 MaTepianiB peecTpauiiHoro Jocbe
p. 3.2.P.7. Cncrema
KOHTeliHep/3akynoptoBasibHWI 3aci6: 3MiHa
cneuudikalii nakyBasibHOro marepiany
SECURITAINER 29/63 WHITE —
PO3LWMPEHHSA AONYCTUMUX MEX M.
«3arajibHa BUCOTa»; BHECEHHS 3MiH [10
Marepianis peecTpauiiiHoro A0CkLE p.
3.2.P.7. Cucrema
KOHTeliHep/3aKkynopoBa/ibHWI 3aci6: 3MiHa
crneundikaLii nakyBanbHOro Matepiany
SECURITAINER 29/63 WHITE —
PO3LUMHEHHSA AONYCTUMUX MEX .
«30BHILLHIl fiaMeTp»; BHECEHHS 3MiH A0
MaTepianis peecTpauiiHoro gocke p.
3.2.P.7. Cuctema
KOHTeliHep/3aKkynopoBa/ibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 marepiany
SECURITAINER 26/51 WHITE — 3miHa
[OMYyCTUMUX MEX M. «3arasibHa BUCOTa»;
BHECEHHS 3MiH 40 mMaTepianis
peecTpaujiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBa/ibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 26/51 WHITE — 3miHa
[ONYCTUMUX MEX M. «30BHILLHIl giameTp»;
BHECEHHS 3MiH 40 MaTepianis
peecTpaujiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3aKkynopoBa/ibHWI 3aci6: 3MiHa
cneumdikaLii nakyBasbHOr0 marepiany
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

SECURITAINER 26/51 WHITE — 3miHa
[OMYyCTUMUX MEX M. «BunpobyBaHHA Ha
MICTKiCTb»; 3MiHM | TUMy - 3MiHa napaMeTpiB
cneuudikauin Ta/abo [oNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOTO NiKapCbKOro
3ac0o0y (3BY)XEHHS AONYCTUMUX MEX,
BM3HAYeHUX y cneuudikauii) - BHECEHHS
3MiH [0 MaTepiasliB peecTpaLjiiiHOro 4oCbe
p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBa/ibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 29/63 WHITE — 3ByeHHS
[ONYCTUMUX MEX M. «BUNpobyBaHHsi Ha
MICTKICTb»

13.

ANb®A A3-TEBA

Kancynu m'saki no 0,5 Mkr
no 30 a6o no 60 kancyny
KOHTelHepi; no 1
KOHTeliHepy y Kopo6Li

TeBa
dapmaLeBTikan
IHpacTpi3 /174,

I3painL

KataneHt
HimeyunHa E6epbax
'm6X, HimeuunHa
(BUPOGHKK, AKUIA
Bignosigae 3a
BMPOGHMLTBO in
bulk); TeBa
dapmaueBTikas
IHgacTpi3 /T4,
I3painb (KOHTpoNb
SAKOCTi; BUPOOHUK,
AKWIA BigNOBIAAE 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYyCK
cepir)

HimeuunHa/
13painb

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHuM | TMny - 3MiHa napameTpis
cneuudikauin Ta/abo [oNycTUMUX MEX
NepBUHHOT YNakoBK1 rOTOBOTO /liKapCbKOro
3ac06y (A0NOBHEHHS creumdikaii HoBUM
MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNPOBYBaHHS) - BHECEHHS 3MiH [0
MaTepianis peecTpawiiHoro fockbe
OHOB/NEHHA p. 3.2.P.7. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6:
[OMOBHEHHSA creumdikalii nakyBanbHOro
matepiany SECURITAINER 26/51 WHITE
HOBWM MOKa3HWKOM Mepernsag ceptudikary
noctavasnbHuka (Vendor COA Review);
BHECEHHS peAakLiiHNX NpaBoK (BUAaIeHHN
3aliBOro 3arosioBKy, KaTaslokHUX HOMEPIB);
BHECEHHS 3MiH 40 MaTepianis
peecTpadiiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3aKkynopoBa/ibHUI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 26/51 WHITE —
[OMOBHEHHS HOBUM MOKa3HNUKOM
«KpecneHHs» 3 BignoBigH/M METOL0M
BUMNPOOYBaHHSA; BHECEHHS 3MiH [0
Marepianis peecTpauiiiHoro A0ockLE p.
3.2.P.7. Cucrema
KOHTeliHep/3aKynopoBa/ibHWi 3aci6: 3MiHa
crneundikaLii nakyBanbHOro matepiany
SECURITAINER 26/51 WHITE —
[OMOBHEHHS HOBUM MOKa3HNKOM
«ldentification IR» 3 BigNOBiAHUM METOAOM
BUNPOGYBaHHS; BHECEHHS 3MiH A0

3a
peyenmom

UA/9309/01/02
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

mMarepianis peecTpaLiiHoro Aocke
OHOBNEHHA p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6:
[0NOBHEHHS cnevmdikavii nakyBanbHOro
matepiany SECURITAINER 29/63 WHITE
HOBUM NOKa3HUKoM «[lepernsg cepTudikaty
noctavansHuka» (Vendor COA Review);
BHECEHHS 3MiH 40 mMaTepianis
peecTpaujiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBa/ibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 29/63 WHITE —
[OMOBHEHHSA HOBUM MOKa3HNKOM
«KpecneHHs» 3 BignoBigH/M METOL0M
BMNPOGYBaHHS; BHECEHHS 3MiH [0
Marepianis peecTpauiiiHoro A0oCkLE p.
3.2.P.7. Cucrema
KOHTeliHep/3aKynopoBa/ibHWI 3aci6: 3MiHa
crneundikaLii nakyBanbHOro Matepiany
SECURITAINER 29/63 WHITE —
[OMOBHEHHSA HOBUM MOKa3HUKOM
«ldentification IR» 3 BiANOBiAHUM METOAOM
BMNPOOGYBaHHSA; 3MiHM | TNy - 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYyCTUMNX MeX NEePBUHHOI YNakoBKy
rOTOBOrO /1iKapCbKOro 3acoby - BHECEHHS
3MiH [0 MaTepianiB peecTpauiiHoro Jocbe
p. 3.2.P.7. Cncrema
KOHTeliHep/3akynoptoBasibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOro Marepiany
SECURITAINER 29/63 WHITE —
PO3LWMPEHHS AONYCTUMUX MEX M.
«3arajibHa BUCOTa»; BHECEHHS 3MiH [10
Marepianis peecTpauiiiHoro A0CkLE p.
3.2.P.7. Cucrema
KOHTeliHep/3aKkynopoBa/ibHWI 3aci6: 3MiHa
crneundikaLii nakyBanbHOro Matepiany
SECURITAINER 29/63 WHITE —
PO3LUMHEHHSA AONYCTUMUX MEX .
«30BHILLHIl fiaMeTp»; BHECEHHS 3MiH A0
MaTepianis peecTpauiiHoro gocke p.
3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBa/ibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 26/51 WHITE — 3miHa
[OMYyCTUMUX MEX M. «3arasibHa BUCOTa»;
BHECEHHS 3MiH 0 MaTepianis
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

peecTpadiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOro Marepiany
SECURITAINER 26/51 WHITE — 3miHa
O0NYCTUMUX MEX M. «30BHILLHI giameTp»;
BHECEHHS 3MiH 40 MaTepianis
peecTpadiiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOrO Marepiany
SECURITAINER 26/51 WHITE — 3miHa
[OMYyCTUMUX MEX M. «BunpobyBaHHA Ha
MICTKiCTb»; 3MiHM | TUNy - 3MiHa NapaMeTpiB
cneuudikauii Ta/abo [oNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOTO NiKapCbKOro
3aco0y (3BY)XXEHHS AONYCTUMUX MEX,
BM3HAYeHUX y cneuudikauii) - BHECEHHS
3MiH [0 MaTepiasliB peecTpaLjiiiHoro 4ocbe
p. 3.2.P.7. Cucrema
KOHTeliHep/3aKynopoBa/ibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 29/63 WHITE — 3ByeHHS
[OMYyCTUMUX MeX M. «BunpobyBaHHs Ha
MICTKICTb»

14.

ANb®A A3-TEBA

Kancynu m'saki no 1,0 mkr
no 30 a6o no 60 kancyny
KOHTelHepi; no 1
KOHTeliHepy y Kopo6Li

TeBa
dapmaLeBTikan
IHpacTpi3 /174,

I3painL

KataneHt
HimeyunHa E6epbax
'm6X, HimeuunHa
(BUPOGHYK, AKUIA
Bignosigae 3a
BMPOGHMLTBO in
bulk); TeBa
dapmaueBTikas
IHgacTpi3 NT4,,
I3painb (KOHTpoNb
SAKOCTi; BUPOOHUK,
AKWIA BigNOBIAAE 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYyCK
cepir)

HimeuunHa/
13painb

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:
3MiHuM | TMny - 3MiHa napameTpis
cneuudikauin Ta/abo [oNyCTUMUX MEX
NepBUHHOT YNakoBK1 rOTOBOTO /liKapCbKOro
3ac06y (A0NOBHEHHS creumdikaii HoBUM
MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNPOBYBaHHS) - BHECEHHS 3MiH [0
mMaTepianis peecTpawiiHoro fockbe
OHOB/NEHHA p. 3.2.P.7. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6:
[OMOBHEHHA creumdikalii nakyBanbHOro
matepiany SECURITAINER 26/51 WHITE
HOBWM MOKa3HWKOM Mepernsag ceptudikary
noctavasnibHuka (Vendor COA Review);
BHECEHHS peAakLiiHNX NpaBoK (BUAaIeHHN
3aliBOro 3arosioBKy, KaTaslokHUX HOMEPIB);
BHECEHHS 3MiH 40 MaTepianis
peecTpadiiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3aKkynopoBa/ibHUI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 26/51 WHITE —
[OMOBHEHHS HOBUM MOKa3HNUKOM
«KpecneHHs» 3 BignoBigH/M METOA0M

3a
peyenmom

UA/9309/01/03
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

BMNPO6YBaHHS; BHECEHHS 3MiH [0
MaTepianis peecTpauiiHoro gocke p.
3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBa/ibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 26/51 WHITE —
[OMOBHEHHS HOBUM MOKa3HNUKOM
«ldentification IR» 3 BignoBigHNM METOAOM
BMNPOGYBaHHS; BHECEHHS 3MiH [0
mMarepianis peecTpaLiiHoro Aocke
OHOBNEHHA p. 3.2.P.7. Cuctema
KOHTeliHep/3aKyrnopoBa/ibHWiA 3aci6:
[0NOBHEHHS cnevmdikavii nakyBanbHOro
matepiany SECURITAINER 29/63 WHITE
HOBUM NOKa3HUKoM «[lepernsg cepTudikaty
noctavansHuka» (Vendor COA Review);
BHECEHHS 3MiH 40 MaTepianis
peecTpaujiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBa/ibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 29/63 WHITE —
[OMOBHEHHSA HOBUM MOKa3HNUKOM
«KpecneHHs» 3 BignoBigHM METOL0M
BMNPOGYBaHHS; BHECEHHS 3MiH [0
Marepianis peecTpauiiiHoro A0CkLE p.
3.2.P.7. Cucrema
KOHTeliHep/3aKkynopoBa/ibHWI 3aci6: 3MiHa
crneundikaLii nakyBanbHOro Matepiany
SECURITAINER 29/63 WHITE —
[OMOBHEHHSA HOBUM MOKa3HUKOM
«ldentification IR» 3 BiANOBiAHUM METOAOM
BMNPOOGYBaHHSA; 3MiHM | TNy - 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYyCTUMNX MeX NEePBUHHOI YNakoBKy
rOTOBOrO /1iKapCbKOro 3acoby - BHECEHHS
3MiH [0 MaTepianiB peecTpauiiHoro Jocbe
p. 3.2.P.7. Cncrema
KOHTeliHep/3akynoptoBasibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOro Marepiany
SECURITAINER 29/63 WHITE —
PO3LUMPEHHS JONYCTUMUX MEX .
«3arajibHa BUCOTa»; BHECEHHS 3MiH [10
Marepianis peecTpauiiiHoro A0CkLE p.
3.2.P.7. Cucrema
KOHTeliHep/3aKkynopoBa/ibHWI 3aci6: 3MiHa
crneundikaLii nakyBanbHOro Matepiany
SECURITAINER 29/63 WHITE —
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

PO3LUMHEHHA AONYCTUMUX MEX .
«30BHIiLLHIl fiaMeTp»; BHECEHHS 3MiH A0
Marepianis peecTpauiiiHoro JOoCbE p.
3.2.P.7. Cucrtema
KOHTeliHep/3akynoptoBasibHWI 3aci6: 3MiHa
cneuudikalii nakyBasibHOro Marepiany
SECURITAINER 26/51 WHITE — 3miHa
[ONyCTUMUX MEX M. «3arasibHa BUCOTa»;
BHECEHHS 3MiH 40 MaTepianis
peecTpadiiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOro Marepiany
SECURITAINER 26/51 WHITE — 3miHa
O0NYCTUMUX MEX M. «30BHILLHIA giameTp»;
BHECEHHS 3MiH 40 MaTepianis
peecTpadiiiHoro gocke p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOro Marepiany
SECURITAINER 26/51 WHITE — 3miHa
[OMYyCTUMUX MEX M. «BunpobyBaHHA Ha
MICTKiCTb»; 3MiHM | TUNy - 3MiHa napaMeTpiB
cneuudikauin Ta/abo [oNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOTO NiKapCbKOro
3aco0y (3BY)XXEHHS AONYCTUMUX MEX,
BM3HAYeHUX y cneuudikauii) - BHECEHHS
3MiH [0 MaTepiasliB peecTpayjiiiHOro oCbe
p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBa/ibHWI 3aci6: 3MiHa
cneuudikaLii nakyBasibHOr0 matepiany
SECURITAINER 29/63 WHITE — 3ByeHHS
[OMYyCTUMUX MeX M. «BunpobyBaHHs Ha
MICTKICTb»

15.

AHTWN-AHTIH
DOPMY/A

TabneTtku ans
pO3CMOKTYBaHHS no 10
TabneTtok y 6nictepi; no 2
6nicTepn y kopobui 3
KapToHy

TOB "BAJIEAHT
PAPMACBIOTIK
AN3"

YKpaiHa

Xepkenb B.B.

HigepnaHnaun

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:
3MiHK | TNy - 3MiHa KibKICHOTO cknaay
[OMOMIDKHUX PEYOBVH rOTOBOrO J1iKapCbKOro
3acoby

6e3
peyenma

UA/6959/01/01

16.

AMPOBACK®

TabneTkn, BKPUTI
N1iBKOBOK 060/10HKOK, MO
150 mr/10 mr, no 14
TabneTtok y 6nictepi, no 2
6nicTepy B KApPTOHHIi
KopooLi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CaHodpi-ABeHTIC ge
Mekciko, C.A. ge
K.B.

Mekcuka

BHECEHHS 3MiH 40 peecTpauiiHnx
mMarepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edheKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHKX NPo cUcTeMy
thapmakoHarnagy (BBeAeHHS y3arasibHeHnX
OaHux nNpo cuctemy chapmakoHarnsay,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 32 34iNCHEHHS

3a
peyenmom

UA/14354/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnisgy 3asBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIA&NbHOI 3a 3iiCHEHHSA
thapmakoHarnsgy (BKIo4yatum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnagy) - 3miHa
YMOBHOBaXeHOT 0cobu, BignosigansHoT Ans
3[iiCHEHHs1 hapMakoHarsay:
MponoHoBaHa pegakuisa: KnilwmH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6M, BifnoBigansLHoI 41
34ilicHEHHs hapmakoHarnsgy

17.

AMPOBACK®

TabneTku, BKpUTI
N1iBKOBOK 060/I0HKOIO, MO
150 wmr/5 mr, no 14
Tabnetok y 6nictepi, no 2
6nicTepy B KAPTOHHIi
Kopoobui

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YKpaiHa

CaHodhi-ABeHTIC e
Mekciko, C.A. ge
K.B.

Mekcuka

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKkTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHUX AaHunx Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHvx Npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (BK1HYatoUm KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoT Ans
3pjiicCHeHHs1 hapMakoHarsay:
MponoHoBaHa pegakuis: KnilwmnH AHTOH
MwukonanoBuy. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6M, BignoBigansLHoI A5
34jificHeHHs hapmakoHarnsgy

3a
peyenmom

UA/14353/01/01

18.

AMPOBACK®

TabneTku, BKpUTI
NNiBKOBOK 060/0HKOM, NO
300 mr/5 mr, no 14
Tabnetok y 6nictepi, no 2
6nicTepy B KAPTOHHIl
Kopobui

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CaHodi-ABeHTIC e
Mekciko, C.A. ge
K.B.

Mekcuka

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHK | TNy - 3MiHKU WoA0
6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
y3araslbHeHUX JaHvx npo cuctemy
dhapmakoHarnsgy (BBefeHHs y3araslbHeHNX
[aHvx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaXKEHOI 0Cco6M,

3a
peuyenmom

UA/14355/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBiAANbLHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOT 3a 3AiICHEHHS
hapMakoHarnagy (BK1YatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6M, BifNoBigansLHoI 41s
3piicHeHHs hapmakoHarnagy: fditoya
pegfakuisi: BoiiTeHko AHTOH ["eopriiioBuy.
MponoHoBaHa pefakuis: KnilwmH AHTOH
Mukonanosmy. 3mMiHa KOHTAKTHUX JaHUX
yMOBHOBaXeHOT 0cobw, BignosigansHoT Ans
3AjiCHEHHs1 hapMakoHarisay

19.

APUMPA30/I®

Tabnetkv no 10 mr, no 10
TabneTok y 6nictepi; no 1,
3 abo 6 6nicTepiB y
KapTOHHIM nayu,i

TOB "®apma
Crapt"

Ykpaina

TOB "®apma CrapTt"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:
3MiHK | TUNY - NoAaHHSA HOBOTO cepTudikaTa
BiAnoBigHOCTI €Bponeiicbkili hapmakonei Ne
RO-CEP 2014-011-Rev 00 gnsa gito4oi
peyoBUHM Bif, HOBOTO BUPOGHMKA,
[04aTKOBO [0 3aTBEPAKEHOr0 BUPOOHMKA;
3MiHuM | TUNY - 3MiHa y napameTpax
cneumdikauin Ta/abo gonycTMMmnx Mex,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCS Y NpoLLeci BUPOOHNLTBA
AdI

3a
peyerimom

UA/15765/01/01

20.

APUIMPA30/®

Tabnetku no 15 wmr, no 10
Tabnetok y 6nictepi; no 1,
3 abo 6 6nicTepiB y
KapTOHHI navi

TOB "®apma
Crapt"

YKpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHK | TUNY - NoAAHHS HOBOTO cepTudiikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei Ne
RO-CEP 2014-011-Rev 00 gns gito4oi
PEYOBUHM Bif HOBOTO BUPOBHMKA,
[04aTKOBO 10 3aTBEPKEHOrO BUPOOHMKA;
3MiHKM | TUNY - 3MiHa y NnapameTpax
crneungikauii Ta/abo 4oNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXiAHWIA/NPOMDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTHCS Y MpOLeci BUPO6HULTBA
Al

3a
peuyenmom

UA/15765/01/02

21.

APIOA® CYXA
MIKCTYPA BI,
KALLIO ANsi
DITENA

nopoLuok no 19,55 ry
chnakoHi; no 1 chnakoHy B
naJi 3 KapToHy

TOB
"TepHodhapm"

YkpaiHa

TOB "TepHodhapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHux
marepianis:
3MiHU | TUNY - BUNYyYEeHHA BUPOBHNYOT
AinbHuLi A®I "[oHeLbkuii 3aBog,
ximpeaktuiB" (43XP) YkpaiHa

6e3
peyenma

UA/8738/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
22. APTU®PUH- po3unH AN iH'ekuiii no 1,7 ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHniX 3a UA/1349/01/02
340POB'A M B amnysi; no 10 amnyn obmexeHor BMPOGHMLTBA, marepianis: 3mMiHu | TUnNy - AgMiHICTPaTUBHI peyenmom
Y KapTOHHI1 kopobu,j 3 BiANOBiAaNbHICT KOHTPO/b AKOCTI, 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
neperopogkamu; no 1,7 10 BUNYCK cepil: MicLSi NPOBAMKEHHS AisiNIbHOCTI
M B amnyni, no 5 amnyny | “"dapmayeBTuyH ToBapucTBo 3 BMPOGHUKa/iMnopTepa roToBOro /ikapcbkoro
6nicTepi; no 2 6rictepu B a KoMnaHis obmexeHo 3ac00y, BK/IIOYAKUN [i/TbHUL BUMYCKY cepil
KapTOHHIA KopobLi; no 1,7 "3popos'a" BiANOBIAA/ILHICTIO ab0 Micue NpoBefileHHS1 KOHTPOJHO SAKOCTI.
M B amnyni, no 10 amnyn "GapmaueBTnyHa ([isnbHICTB, 3a SKy BignoBsigae
y 6nicTepi; no 1 6nictepy KOMMaHis BMPOGHUWK/iMNOpPTEpP, He BK/TKOYakouM BUMYCK
B KapTOHHIl Kopo6L; no "3p0poB'sa", YkpaiHa; cepiii) (3miHa agpecu Bupo6Huka NN3);
1,7 mn y kapnyni, no 10 BCi cTagii 3Minu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
Kapnyn y 6nictepi, no 5 BMPOGHMLTBA, Ha3Bu A®| abo AONOMIXHOT pEHOBUHN

6nicTepiB y KAPTOHHIl
Kopoobui

KOHTPO/b AKOCTI:
ToBapucTBo 3
obmexeHo
BiANOBIAA/ILHICTIO
"®APMEKC IPyn",
Ykpaina

(MpviBEAEHHS HA3BY L0401 PEYOBUHU
AgpeHaniny Ao moHorpadii EP) (TepmiH
BBE/EHHS 3MiH MPOTAroM 3-X MicsiB nicns
3aTBEepMXKEHHSR); 3MiHM | TNy - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTI/lE-
cepTudikaT BifgnoBigHOCTI EBponenchkiii
thapmakonei/MoHorpadii. NMogaHHs HOBOro
abo oHoBNeHoro ceptudiikaTa BigNOBIAHOCTI
abo BunyyeHHs cepTudikara BiANOBIAHOCTI
€Bponeiickbkili hapmakonei: gns A®l; ans
BUXiAHOTO MaTepiany/peareHTy/npoMiXKHOro
NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat Bi4NOBIAHOCTI
€Bponelicbkiin dhapmakonei) - HoBuii
cepTudikaT Bif HOBOro BUPOBGHUKA (3amiHa
abo AonoBHeHHs) (MogaHHSA HOBOTO
cepTudikaTy BiAnoBigHOCTI €BpoNenchbkili
thapmakonei gna APl ApTukaiHy
rigpoxnopuay Bif HOBOTO BUPOGHMKA 3i
3MiHOI A0 T. «3a/IMLLKOBA KiNbTKICTb
opraHiyHMx po3umHHuKiB» R1-CEP 2003-215
- Rev 0 6 SCI PHARMTECH, INC., Taiwan.
CynyTHS 3MiHa - 3MiHK 3 AKoCTi. API.
KoHTponb A®L. 3miHa y MeToAax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomiKHOro NPOAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLEeCi
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPAKEHNX METOAAX BUNPOBYBaHHS);
3MiHu | TUny - 3MiHKM 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHOCTi a60 BUIYYEHHS
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

cepTudikaTa BifnoBiAHOCTI EBpONeiChKii
thapmakonei: gna Ad®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAyKTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI AdI;
015 AONOMDKHOT peyvoBuHN (cepTudikar
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
HoBuii cepTudpikat Bif BXe 3aTBEPAXEHOT0
BMpo6HMKa (MogaHHA HoBOro cepTudikaty
BiAMOBIAHOCTI Bif, 3aTBEPAKEHOTO
BUpo6HUKa A®I ApTrkainy rigpoxnopuay 3i
3MIHOI Ha3BW BUPOOHMKA); 3MiHu | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
(BKIHOYatoUM, 3a HEOHBXIAHOCTI, MicLe
NpoBeAEeHHSA KOHTPOIO AKOCTI), abo
BNacHuka mactep-tainna Ha A®l, abo
noctavasibHuka A®1/BMxigHoro
Matepiany/peareHTy/npoOMKHOrO NPOAYKTY,
LLIO 3aCTOCOBYOTbCS Y BUPOOHMLTBI API
(AKLLLO 3a3HAYEHO Y [OCbE Ha JTiKapChbKuii
3acib) 3a BiAcyTHOCTI cepTudpikara
BIANOBIAHOCTI E€Bponeiichbkili hapmakonei y
3aTBeEpPAXEHOMY [OCbE, ab0 BUPOOHMKA
HOBOI JONOMiXHOI PeYOBUHN (SIKLLLO
3a3HayeHo y Aocke) (3miHa agpecu
NPOBaKEHHS OiS/IbHOCTI BUPO6HUKa AdI
AgpeHaniH "Wuhan Wuyao Pharmaceutical
Co., Ltd"); 3miHun | TNy - AgMiHicTpaTnBHi
3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(BKovatoum ginbHuUL ans A®l, npomixHoro
npoaykTy abo rotToBOro NikapcbKoro 3acooy,
AiNbHUUI NS NPOBELEHHA NaKyBaHHS,
BMPOOHUKA, BiANOBIA&/ILHOIO 3a BUMYCK
cepili, MicLe NpoBeAEHHST KOHTPOSIO cepii)
abo noctavasibHUKa BUXIZHOTO MaTepiasy,
peareHTy ab0 LONOMIXHOI peYOBUHM (AKLLO
3a3HayeHo y Aocbe) (BunyueHHs
BMPOGHUKIB Ai040i peyoBMHU ApTrKaiHY
rigpoxnopuay , 3aTBepKeHo: "Societa
Italiana Medicinali Scandicci srl, Italy; Cilag
AG ,Switzerland"; TOB "BIOH" Pocilicbka
depnepauis
3anponoHoBaHo: "Societa ltaliana Medicinali
Scandicci srl , Italy); 3miHun | TRy - 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneumdikauii Ta/abo
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

OOMYyCTUMMX MeX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y NpoLeci BUPO6HNLTBA
A®I (iHwi 3MiHM) (3MiHK y cneymdpikauii Ta
MeToAax BXiJHOro KOHTPOJIH0 AKOCTI Aitoyoil
peyoBuHM AapeHasiH 3a n. "3anuwiKoBa
KINIbKICTb OpraHiuHMX po34nHHMKIB") CynyTHA
3MiHa - 3MiHn 3 akocTi. A®l. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHs APl abo
BMXifHOro marepiany/npoMixHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuUTBa A®I (iHLWWI 3MiHK Y
MeTo4ax BUNPOOyBaHHA (BKIOUAKUMN 3aMiHy
abo gonoBHeHHs) AD| abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY); 3MiHW |
1Ny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBEeLEHHS Y BiANOBIAHICTb A0 MOHOrpadil
Loy abo €sponelicbkoi hapmakonei, abo
iHLIOT HaLioHasTbHOI hapmakonel gepxasu
€C (3miHa y cneyndoikauisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiichkii
thapmakonei, abo iHLWil HaLioHabHI
thapmakonei gepxasu €C) (3MiHN y
cneumdikauii, meTogax BUNpobyBaHHS
Ait04O0T peyvoBVHN APTUKAIHY rigpoxiopug 3a
n. "Mikpo6ionoriuHa uictoTa", "bakrepianbHi
€HAO0TOKCUHY", "CynpoBiJHi AOMILIKKL",
"Bakki meTanun" (BUly4EHO) Y 3B A3KY 3
npuBegeHHsM Ao BuMor EP 3MmiHn y
cneumdikauii, meTogax BUNpobyBaHHS
Ait040T pevoBrHN AfpeHaniH y 3B A3Ky 3
npusegeHHsAM Ao sumor ADY/EP. CynyTHA
3MiHa - 3MiHuM 3 AKoCTi. A®Il. KoHTposnb AdI.
3miHa y meTogax BunpobysaHHs A®| abo
BVXifHOrO Matepiany/npoMixXHOro
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHN Y
MeToAax BUNPOo6yBaHHS (BK/IHOYAKUM 3aMiHY
a60 fonoBHeHHs) APl abo
BUXiHOTO/NPOMIKHOTO MPOAYKTY); 3MiHK |
Tuny - 3MiHK 3 skocTi. CepTuddikat
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€sponericbkiin dhapmakonei/moHorpadii.




50

Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
NpUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
[dY abo €sponelicbkoi hapmakonei, abo
iHLLIOT HaLioHanbHOI hapMakonei gepxasu
€C (3MmiHa y cneuundikalisix, NoB's3aHa 3i
3miHamu B 1Y, abo EBponeiicbkii
thapmakonei, abo iHLWil HalioHabHIl
thapmakonei gepxasu €C) (3MiHn y
cneumdikauii 418 JOMOMDKHUX PEYOBUH Y
3B 513Ky 3 NpuBEAEHHSM A0 BUMor EP/AdY: -
Hartpito meTabicynbit (E 223) n.
"MikpobionoriyHa yucrora”, n. "Baxkki
mMeTann"; - MNiyunH n. "laeHTudikauis”,
"CynyTHi AOMILLKW"(f0AaBaHHA METOAUKN),
"PeyoBWHN, L0 BU3HAYAKTLCSA
HiHrMapugomM", "BTparta B Maci npu
BUCYLLYBaHHI, "KinbKicHe BU3HauYeHHs",
"Coni aMoHi0"(A0ofaBaHHA METOAUKM),
BWJIYYEHHS N. Baxki meTanun", "3anuiukosa
KiNIbKICTb OpraHiyHNX PO34NHHYIKIB
(meTaHon)"; - Hatpito xiopug n.
"laeHTudpikayia”, "Kanii" , "Mikpo6ionoriyHa
yucroTa" BUAyyeHHs n. "Baxki metanu"; -
Kucnora x1opncTtoBogHEBa BUNYYEHHA M. "
Baxki meTanu"; - Boga aons iH ekuii
npusefeHHA Ao sumor AdY 3an.
"MikpobionoriyHa unctoTa" , "bBakTepianbHi
€HOO0TOKCUHN", BUSTYUYEHHS M. "Baxki
mMeTanun". CynyTHsl 3MiHa - 3MiHUM 3 AKOCTI.
loToBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMIXXHUX PeYyoBUH. 3MiHa Yy MeToAax
BMNPOBYBaHHA AONOMDKHOI peYOBUHU
(He3HauHi 3MiHN y 3aTBEpPKEHUX MeToAax
BMNPO6YBaHb); 3MiHW | TUNY - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb
[0 moHorpadpii J®Y abo €BponeiicbKoi
thapmakonei, abo iHLWOT HaLioHa/TbHOT
thapmakonei gepxasu €C (3miHa 'y
cneuudikauisix, NoB'A3aHa 3i 3aMiHOK BUMOT
MoHorpadii ®Y abo iHLWOT HalioHasIbHOT
thapmakonei gepxasu €C Ha BUMOTU
MoHorpadii €Bponeiicbkoi thapmakoner)
(3miHa y cneuudpikauisx, metogax
BMNPO6YBaHHSA [OMNOMIKHOI PEYOBUHMN Y
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Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

3B'A3KY 3 NPVYBEAEHHAM [0 BUMOT
MoHorpadii EP: - [niuyH 3a n.
"Mikpob6ionoriyHa uucrora”, - Hatpito
xnopug 3a n."Coni amoHito"(BUYYEHO).
CynyTHS 3MiHa - 3MiHN 3 SKOCTi. FoToBWUIA
nikapcbkuii 3aci6. KOHTPOb AOMOMIXHMX
peyoByVH. 3MiHa Yy MeToAax BUNPoGyBaHHSA
[OOMNOMDKHOT peHOBUHW (HE3HAYHI 3MiHN Y
3aTBepAKEHNX MeToAax BUNpobyBaHb);
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo [oNyCTUMUX MEX
rOTOBOrO /iKapCbKoro 3acoby (BHECEHHS
3MiH 0 AOCbE NiCA OHOBJ/IEHHA 3arasibHOT
CTaTTi Ha roToBY NiKapcbky dopmy y
[dY/EBponeiickkil hapmakonei)
(OHoBNEHHSA NpoLeAypy BUNPOOYBaHHA T.
"MexaHiuyHi BK/IoYeHHs. Buaumi yactkn" y
3B A3KY 3 NpUBEAEHHAM A0 BUMOr [1dY.
BBefeHHs1 nocunaHHA Ha "gitody pefakuiio”
LdY 6e3 3MiH KpUTEpIiB NPUAHSATHOCTI 3a p.
" loeHTndikauis" , "Mposopicte”, "CTyniHb
3abapBneHHs", "MexaHi4Hi BK/IIOUYEHHS.
Hesugumi yactkn"," pH","O6 €M, LWo
BUTAraeTbes", "AHOMasIbHa TOKCUYHICTB"
"KinbkicHe BU3HaYEHHS, HaTpito
MeTabicynbgiTy" . PefakuiliHi yTOUHEeHHS1 [0
p. "loeHTudikauis" y 38" a3ky 3 NpuBEAEHHAM
Ha3BW filo4oi peyoBMHM AfpeHastiHy Ao
MoHorpadii EP. CynyTHs 3miHa - 3MiHM 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y
mMeToAax BUNPo6YyBaHHSA rOTOBOrO
nikapcbKoro 3acoby (OHOBEHHA npoLeaypy
BUMPOOYBaHHA AN NPUBEAEHHS Y
BiNOBIAHICTb 3i 3MIHEHOIO 3arasibHOK
ctatTeto AdY abo €Bponencobkoi
hapmakonei); 3miHu | Tuny - 3miHu 3 AKOCTi.
[oTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /likapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTrO NiKapCbKoro
3aco06y (iHwWwi 3MiHK) (3miHa kpuTepiiB
NPWAHATHOCTI 3 ypaxyBaHHAM BUMOT
MoHorpadpii USP Articaine Hydrochloride

and Epinephrine Injection 1. "CynposigHi
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
OOMILLKW. ApTUKaATHY rigpoxnopug”,
"KinbKicHe BU3HAYEeHHS",
BBEJIEHO a/lbTEPHATUBHUIA METOA
BunNpobyBaHb (BEPX) T. "KinbkicHe
BM3HAYEHHS", BHECEHO 3MiHU A0
3aTBEPMKEHVX METOAIB BUNPOGYBaHb T.
"KifibkicHe BM3Ha4eHHs " (MpUroTyBaHHI
pyxomoi goasm, po34mnHIiB 418 NepeBipku
npugaTHOCTi XpoMaTtorpadivyHoi cuctemu),
3amiHa T. "CynpoBifHi AOMiLIKN. ApTUKaIHY
rigpoxnopung”(4AdY 2.2.29) Ha 1. "CynpoBigHi
LOMiLLKM. ApTVKaTHY rigpoxiopuay.
AppeHaniHy (EniHedopuny)"(AdPY 2.2.29).
CynyTHS 3MiHa - 3MiHN 3 SKOCTi. FoToBWUI
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb
(BKKOYAKOYM 3aMiHY ab0 AONOBHEHHS))
23. APTUDPPUH- po3unH ANa iH'ekuiii no 1,7 ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/1349/01/02
340POB'A M1 B amnyni; no 10 amnyn obMexeHo BMPOGHMLTBA, mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peyenmom
Y KapTOHHIi1 kopobu,i 3 BigNoBifa/bHICT KOHTPO/b SKOCTI, [oTOBWIA Nikapcbkuii 3aci6. Cuctema
neperopogkamu; no 1,7 10 BUMYCK Cepii: KOHTeliHep/3aKkynoptoBanbHuii 3aci6. 3MiHa
MA B amnyni, no 5 amnyny | "®apmauesBTuyH ToBapucTBO 3 PO3Mipy yNakoBKu roTOBOrO /liKapCbKoro
6nictepi; no 2 6nictepu B a KoMnaHis 06MEXEHO 3acoby (3miHa KinbKoCTi OAUHULL
KapTOHHI/ Kopobui; no 1,7 "3p0pos'a” BiANOBIAALHICTIO (Hanpwknag TabneTok, amnys TOLLO) B
M1 B amnyni, no 10 amnyn "apmaueBTnyHa ynakoBLi:) - 3miHa y AianasoHi
y 6nicTepi; no 1 6nictepy KOMNaHis 3aTBEPKEHMX PO3MIpIB yNakoBKM
B KapTOHHI Kopo6Lj; no "3p0pos'a”, YkpaiHa, (BBEAEHHA [0AATKOBOI YNakoBK/ AN
1,7 mn y kapnyni, no 10 BCi cTagii BMPOGHUKa
Kapnyn 'y énictepi, no 5 BUPOOHMLTBA, ToBapuCcTBO 3 06MEXEHOID
6nicTepiB y KAPTOHHIN KOHTPO/b AKOCTI: BiANOBiAabHICTIO "®apmaveBTnyHa
KopoobLi ToBapucTBo 3 KoMnaHis "3gopos's”, YkpaiHa: no 10 amnyn
06MEXEHO y 6nicTepi, no 1 6nicTepy B KAPTOHHIA
BiANOBIAALHICTIO KOpo6Li, 3 BiANOBIAHUMM 3MiHAMW Y p.
"®APMEKC rpynm", «YnakoBka». [epBUHHWI NakyBaslbHWIA
YkpaiHa mMaTtepian He 3miHnBCSA) (TepMiH BBeAEHHS
3MiH npoTarom 3-x MicauiB nicns
3aTBEPKEHHS)
24. BEHAAMYCBICT | nopowlok gns Mictpan Kenitan Benuka (BignoBiganbHNi 3a Yecbka BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/16512/01/01
A NPUroTyBaHHSA MeHemKMeHT BpuTaHis BUMYCK cepii) Pecny6nika/ MaTepianis: 3miHu | TMNy - AgMIHICTPaTUBHI peyenmom
KOHUeHTpaTy ans Nimiteq CiHTOH c.p.0., IcnaHis/ 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo aapecu
NPUroTyBaHHA PO34nNHYy Yecbka Pecnyb6nika; Yecbka 3asBHMKa (BNacHvKa peecTpauiiHoro
Ons iHdpysivi no 25 wr, 1 (BignoBigasbHUiA 3a Pecny6nika nocBigYeHHs) (3MiHa agpecu 3asBHNKA)

¢hNakoH 3 NopoLLKOM B
KapTOHHilA KOpO6L

BUMYCK cepii)
CiHTOH XicnaHis,
C.J1., IcnaHis;
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
(BTOpUHHE
nakyBaHHs)
Loxi |
dapmacbloTikanc,
Nta, bonrapisi;
(BUpO6HMLTBO,
nakyBaHHs1)
OHKOMeE[,
MaHypeKTypiHr a.c.,
Yecbka Pecny6nika
25. BEHAOAMYCBICT | nopollok gns Mictpan Kenitan Benuka (BignoBiganbHuin 3a Yecbka BHECEHHS 3MiH [0 peecTpaviiHnX 3a UA/16512/01/02
A NPUroTyBaHHSA MeHeXMeHT BpuTaHis BUNYCK cepii) Pecny6nika/ MaTtepianis: 3miHu | TUNY - AgMIHICTPaTUBHI peyenmom
KOHUEeHTpaTy ans Nimiten CiHTOH c.p.0., Icnanis/ 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
NPUrOTYBaHHS PO3UMHY Yecbka Pecny6nika; Yecbka 3asBHMKa (B/1acHVKa peecTpaLiiiHoro
Ans iHdoysiii no 100 wmr; 1 (BignoBiganbHuii 3a Pecny6nika noceigyeHHs) (3MiHa agpecu 3adaBHNKa)
(oNakoH 3 NOPOLLKOM B BUMYCK cepii)
KapTOHHI KOpooLyi CiHTOH XicnaHis,
C.J1., IcnaHis;
(BTOpUHHE
nakyBaHHs)
i |
dapmacbloTikanc,
Nta, bonrapis;
(BUpO6HMLTBO,
nakyBaHHs)
OHKOMe[,
MaHyeKTypiHr a.c.,
Yecbka Pecny6nika
26. BPOMIEKCUH- Tabnetku no 8 mr no 20 ToBapucTBo 3 YkpaiHa ToBapuncTBO 3 YKkpaina BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/7336/01/01
340POB'A TabneTok y 6nictepax; no obMexeHo 06MexeHo marepianis: peyenma
10 TabneTok y 6nicTepi, BiANOBiAaNLHICT BiANOBIAA/LHICTIO 3MiHM | TURY - 3MiHa po3Mipy cepii
no 2 abo no 5 6niictepiB y 10 "apmaueBTnyHa (BK/THOUAKOYM Ajana3oH po3mipy cepir)
KapTOHHIA Kopoo6Li "PapmaueBTUyH KoMnaHis "3popos'a” rOTOBOrO JliKapCbKOro 3acoby - BBEAEHHS
a KoMnaHist [0[aTKOBUX PO3MIpiB cepii npenapaty Ans
"3popoB's” uexy Mo ta M3 (aogaTkoBWii Lex y cknagi

3aTBEPAXEHOT AiNbHUL BUPOGHMLTBA) Ta
BUKaEeHHS 3aTBEPKEHNX PO3MIpIB cepii
ons uexy No B kinorpamax Ta 'y Tuc.
yNakoBOK B TEOPETUHHOMY PO3pPaxyHKY.
3anponoHoBaHo: Liex ' Po3mip cepii
cknagae: 75,000 tuc. yn. Ne 20 (10x2) y
6nictepax B kopobui; Ne 20 y 6nicTepax
(150,000 «r) 30,000 Tumc. yn. Ne 50 (10x5) y
6nictepax B kopobui (150,000 «r);
[opatkoBuii po3mip cepii cknagae: Ne 20 y
6nictepax - 85,000 Tuc. yn. (170,000 «r),
7,650 Trc. yn. (15,300 kr), Ne 50 (10x5) y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nictepax B kopobLi - 34,000 Tuc. yn.
(170,000 «r), 3,060 Tuc. yn. (15,300 kr); Liex
'N3 Po3wmip cepii cknagae: 33,000 Tuc. yn.
Ne 20 y 6nictepax (66,000 kr), 13,200 Tuc.
yn. Ne 50 (10x5) y 6nictepax B kopobui
(66,000 kr); 3mMiHM | TUNY - 3aMiHa abo
BBEJEHHSA 4,04AaTKOBOI Ai/IbHUL
BMPOBHMLTBA 151 HACTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapCbkoro
3aco6y (ginbHULSA, Ha SiKili NPoBOAATbLCSA
6yAb-AKi BUPO6HUUI CTagji, 32 BUHATKOM
BUWMYCKY Cepiii, KOHTPOJIO AKOCTI,
NepBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HeCTEPWU/bHUX fiKapCbknx 3aco6iB); CynyTHSA
3MiHa: 3aMiHa abo BBeAEeHHs A04aTKOBOT
LiNbHUL BUPOGHULITBA A1 YaCTUHM a60
BCbOr0 BUPOGHMYOro MpoLLeCy roToBOro
nikapcbKoro 3acoby (ginbHUUA ans
BTOPVHHOrO MakyBaHHS) - 3aMiHa abo
BBEAEHHSA A0AAaTKOBOT AifIbHULL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHNYOTrO NpoLecy roToBOro NikapcbKoro
3acoby (AinbHWLA 415 NEPBUHHOMO
nakyBaHHS) - BBEJ,EHHSA HOBOrO Liexy
roToBOro Nikapcbkoro 3acoby A0AaTKOBO [0
3aTBepKeHoro uexy No

27.

BPOHXOMAKC

TabneTku, BKpUTI
060/10HKOH, 3
MoAandgiKoBaHUM
BMBiNIbHEHHSAM no 80 mr,
no 10 TabneTtok y
6nictepi; no 2 abo 3
6nicTepn y kopobui 3
KapToHY

ToBapucTso 3
obmexeHoto
BiANOBiAANbHICT
10
"PapmaneBTUyH
a KkoMnaHis
"3popos'a”

YKpaiHa

BCi cTagii
BUPOOHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTBO 3
06MEXEHOI
Bi4NOBIAANLHICTIO
"®apmaueBTuyHa
KOMMaHis
"3p0poB's", YkpaiHa;
BCi cTagii
BMPOGHMLTBA,
KOHTPO/1b AKOCTI:
ToBapucTBO 3
06MEXEHOI
Bi4NOBIAANLHICTIO
"®APMEKC IPyn",
Ykpaina

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiliHnX
MaTepianis: 3miHu Il TMny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3MiHa(m)
[0 3060B'A3aHb Ta yMOB BuAaui
peecTpaLiniHOro NOCBIAYEHHS, BK/IOUAKOUN
MnaH ynpasniHHA pu3nkamu (3aCToCyBaHHS
3MiH(K), AKi(a) BUMaratoTb(€) No4anbLIoro
06r'pyHTYBaHHSA HOBMMU 40AATKOBUM
JaHuMu, Lo MatoTb HaJasaTucs
KOMMNETEHTHUM OpraHoM, OCKifbKv
BMMAaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM
opraHoMm) (BrkoHaHHs 3060B'A3aHb
BiANOBIAHO A0 NigNyHKTY 1.13 nyHKTY 1,
nianyHKTy 2.3 NyHKTY 2 goaatky 15 go
MopsAaky NPoBeAEHHS ekcnepTusu
peecTpavuiiHux MaTepiasiiB Ha slikapchbki
3aco6y, Lo NoJaloTbCs Ha AePXaBHyY
peecTpadito (nepepeecTpaLito), a Takox
eKcnepTn3n mMmatepiasiis Npo BHECEHHS 3MiH
[0 peecTpauiiiHiX MaTepianiB NpoTarom gii

3a
peyenmom

UA/11271/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

peecTpauiiiHoro NocBigYeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Bif 23.07.2015 Ne 460)

28.

BYCKOMAH®

cynosuTopii no 10 mr, no 6
cynosuTopiiB y 6iicTepi;
no 1 6nicTepy B KAPTOHHIl
Kopoobui

TOB "CaHogi-
ABEHTIC
YkpaiHa"

Ykpaina

IcTiTyTO e AHxeni
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX JaHyX Npo cucTemy
thapmakoHarnagy (BBeAeHHs y3arasibHeHnX
AaHuX Npo cuctemy hapmakoHarnisgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAANbHOI 3a 3i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BifJ, yNOBHOBaXeHOI 0co6u,
BiANOBiAANbLHOI 3a 34i/icCHEHHS
thapmakoHarnsgy (BKoyaum KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0CO6MU, BigNoBigansLHoI As
3pificHeHHs hapmakoHarnsagy: ditoua
pepakuisi- BoliTeHko AHTOH "eopriiioBuy.
MponoHoBaHa pepakuis - KnilumH AHTOH
MwukonanoBuy. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6M, BignoBigansLHoI A5
34jilicHeHHs hapmakoHarnsgy

6e3
peyenma

UA/6378/03/01

29.

BYCTPUKC™
KOMBIHOBAHA
BAKLUWHA Ansa
MPO®INTAKTUKN
JNDTEPI,
NMPABLS,
KALLTFOKY
(ALENONAPHU
1 KOMMOHEHT)
(AACOPBOBAHA
, 3l
3MEHLLEHUM
BMICTOM
AHTUTEHIB)

cycneHsis ans iH'ekuiid, 0,5
mn/go3sy no 1 fosiy
nonepeaHL0
HamnoBHEHOMY LINPUL; MO
1 nonepefHbLO
HanoBHEHOMY LNpuULy y
KOMNNeKTi 3 ABoMa
rosikamu B NiacTKOBOMY
KOHTelHepi; no 1
KOHTEiHepY Y KapTOHHIi
KopooLi

nakcoCmiTKns
H EkcnopT
Nimiteq

Benuka
BputaHis

nakcoCmiTKnsiiiH
Bionogxikans C.A.

Benbrig

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHKM | TURY - 3MiHa y NapameTpax
cneumdikauin Ta/abo gonycTMMUX MeEX,
BM3HAYEHUX Y cneundikaLisx Ha Adl, abo
BVXiIAHWIA/NPOMDKHUIA NpoAyKT/pearexT, Lo
BUKOPWCTOBYIOTLCS Y NpoLeci BUPO6HNLTBa
A®I - 3MiHa Y cneupndikauisx aTtoMiHilo
rigpokcuay - NpMBeAeHHs y BigNOBIgHICTb 40
BMMOr EBponeiicbkoi hapmakonei ans
Aluminium hydroxide, hydrated, for
adsorption; 3miHu Il TUNY - 3MiHa BUPOOHMKa
BMXiZHOrO/NPOMIXHOro NPoAYyKTy/peareHTy,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUPOGHMKa
(BkIrouatoun, fie HeobXxigHoO, Micle
NpoBefeHHSA KOHTPO/IIO AKOCTi) AdI -
fofiaBaHHA HOBOrO NPUMILLIEHHS

3a
peuyenmom

UA/14955/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
(Gorzhausen Il) ana BMpo6HULITBA
antominito rigpokemay Ha GSK Vaccines,
Marburg, HimeuunHa; BBeieHHS HOBOTO
NPUMILLEHHS 7151 BUPOBHMLITBA a/ItOMIHI0
rigpokcnay npussege Ao 36inbleHHs
po3mipy cepii Ha 50 % 3 BigNoOBIAHUMY
3MiHamMu y BUPO6HMYOMY npoueci Ta
061aHaHHi 3 METOI0 BpaxyBaHHS
36iNbLUEHHS NPOAYKTUBHOCTI ATIOMIHit0
rigpokeung, Wwo BnpobnstoTs Ha GSK
Vaccines, Marburg, BukopnctoByeTbcs Ansi
aacopbuii ounLLEeHNX aHATOKCUHIB AndiTepil
(D) Ta npaBus (T), NpOTAroM NpPYMyCcoOBOro
3MmilLyBaHHA agcopboBaHux AndTepiiHOro
Ta npaBLEeBOro aHaTokcuHis (DTcc) Ta ana
¢hopMyBaHHS1 KOMBIHOBaHOI CyMiLLli
AN TEPINHOTO Ta NPaBLLEBOr0 aHATOKCHHIB
(Td) bulk

30. BYCTPUKC™ cycneHsia ans iH'ekuii, 0,5 | FnakcoCmiTKnA Benuvka nakcoCmiTKNAiiH Benebris BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/14955/01/01
KOMBIHOBAHA mn/go3sy no 1 gosiy nH Exkcnopt BputaHis Bionogxikans C.A. marepianis: peyenmom
BAKUWVHA AN nonepegHbL0 Nimiteq 3MiHuM | TUNY - 3MiHa y meTogax
MPO®ITAKTUKN HanoBHEHOMY LUNPUL; N0 BunpobyBaHHsA APl abo BMXiAHOTO
LANDTEPII, 1 nonepeaHLO marepiany/MpPoMiXXHOro NPOAYKTy/peareHTy,

NnPABLUA, HarnoBHEHOMY LWNpULy Y LLIO BUKOPUCTOBYETHLCA Y NPOLLECI
KALLUTHOKY KOMNEKTi 3 ABOMa BUpO6HMLTBA ADI - 3amiHa cepil
(ALEENONAPHU rofikamv B nN1acTukoBomy €Ta/IOHHOIO CTaHAAapPTY KaLl/TloKOBOro

1 KOMMOHEHT) KOHTeliHepi; no 1 aHaTokcuHy (PT), Wo BUKOPUCTOBYETLCA Y
(AACOPBOBAHA | KOHTeilHepy Yy KapTOHHil TeCTi 4719 BU3HAYEHHS BMICTY aHTUrEeHy.

, 3l Kopoobui BHeceHHs pefakLiiiHuX 3MiH B po34isin
3MEHLUEHUM 3.2.5.4.11a 3.2.5.4.2 focbe
BMICTOM

AHTUIEHIB)

31. BYCTPUKC™ cycneHsist ans iH'ekui no "nakcoCmitKns Benuvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/15071/01/01
nonio 1 posi (0,5 mn/gosy), no 1 H EkcnopT BpuTaHis Bionogxikans C.A. mMartepianis: peyenmom
KOMBIHOBAHA [03i y nonepegHb0 Nimiteq 3MiHM | TURY - 3MiHa y MeTogax
BAKUWVHA AnsA HanoBHEHOMY LUMPUL; NO BuNpobyBaHHa A®l abo BMXigHOrO
MPO®ITAKTUKN 1 nonepefHLO marepiany/npomiKHOro NPOAYKTy/peareHTy,

ANDTEPII, HanoBHEHOMY LUNpULy y LLIO BUKOPUCTOBYETbLCS Y NPOLLECI
NMPABLSA, KOMMNEKTi 3 IBOMa BMpOGHMLTBA ADI - 3amiHa cepii
KALUMHOKY rosikamu B N1acTMKOBOMY €Ta/IOHHOro CTaHAapTy Kall/TloKOBOro
(ALENONAPHU KOHTelHepi; no 1 aHaTokcuHy (PT), W0 BUKOPUCTOBYETLCA Y

1 KOMMOHEHT)
TA
noniomieNITY
(IHAKTUBOBAHA

)
(ALCOPEOBAHA

KOHTEiHEepy Y KapTOHHIi
Kopobui

TeCTi A/19 BU3HAYEHHS BMICTY aHTUreHy.
BHeceHHs1 peAakuiiiHnx 3MiH B po3ainun
3.2.5.4.11a 3.2.5.4.2 focbe
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
, 3l
3MEHLLUEHUM
BMICTOM
AHTUTEHIB)
32. BAKCIrP/1N cycneHsis ans iH'ekujin no CaHodpi MacTep ®paHuisa MOBHWI LKA ®paHuia/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/16141/01/01
TETPA | 0,5 mn y nonepefHb0 C.A. BMPOGHMLTBA, YropwmHa/ mMartepianis: peyenmom
VAXIGRIP TETRA | 3anoBHeHOMY LUMpuLi 3 3anoBHEHHS, Benbris 3MiHK | TNy - 3MiHK WoA0
CNNIT-BAKUWHA | npukpinneHoto ronkoto Ne nepBuHHE Ta 6e3nekn/edpeKkTNBHOCTI Ta
Aana 1;n0o05mny BTOPUHHE thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
NMPO®ITAKTUKU nornepeaHbL0 3anoBHEHOMY nakyBaHHs, y3arasibHeHUX AaHux Npo cuctemy
reuvny wnpuui 6e3 ronkm Ne 1 KOHTPO/b AKOCTI, thapmakoHarnagy (BBeAeHHs y3arasibHeHnX
YOTUPbLOXBAN BUNYCK cepil: [aHnX Npo cuctemy hapmakoHarnsgy,
EHTHA, CaHodpi Nactep, 3MiHa YNOBHOBaXEHOI 0cobu,
IHAKTUBOBAHA ®paHLis; BTOPUHHE BiANOBIAANbHOI 3a 3i/iCHEHHSA
nakyBaHHs, dhapmakoHarnsgy; KOHTakTHoi ocobu 3
KOHTPO/b AKOCTI, thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
BUMYCK Cepii: thapmakoHarnsgy B YKpaiHi, K0 BOHa
CaHodpi MNactep, BiIMiHHA BifJ, yNOBHOBaXeHOI 0co6u,
PpaHuis; BiANOBiAANbLHOI 3a 34i/icCHEHHS
3arnoBHEeHHS, thapmakoHarnsgy (BKoyaum KOHTaKTHi
nepBuHHE Ta [aHi) Ta/abo 3MiHV y po3MilLeHHI MacTep-
BTOPVHHE thaiina cuctemun chapmakoHarnsgy) -
nakysaHHs: CAHO®I [MponoHoBaHa pefakLis: yNnoBHOBaXeHa
BIHTPOTMM ocoba 3 chapmakoHarnsgy: Epik Teo / Eric
IHOACTPIA, Teo; KOHTaKTHa ocoba 3asBHVKa ANs
®paHLis; BTOPUHHE 3fiicHeHHs hapmakoHarnsagy B YkpaiHi:
nakyBaHHs: CaHoi- KniwuH AHTOH MukonavioBuy. 3miHa
ABeHTic MpaliiBiT Ko. KOHTaKTHUX AaHUX YNOBHOBaXEHOI 0cobu
Nta., Yropwmna; 3asBHVIKa Ta KOHTaKTHOI 0Co6M
BTOPUHHE
nakysaHHs: CPHA
CA, benbris
33. BANEPIAHA TabneTku, BKpUTI AT "Cothapma” Bonrapis AT "Cothapma” Bonrapis BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/8806/01/01
060/10HKOt0, N0 30 Mr Ne mMarepianis: 3MiHu | TUNY - AgMIHICTPaTUBHI peyenma

30 (10x3), Ne 100 (20x5) y
6nicTepax

3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecu
MicUs NPOBAMKEHHS AisiNIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro fikapCbKoro
3aco6by, BK/IYaKuu AiNbHNLL BUNYCKY cepil
abo MicLe NpoBefEHHS KOHTPO/IKO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosifae
BUPOGHMK/IMNOPTEP, BK/IOYAKYMN BUMYCK
cepiid) (3MiHa Ha3BM BUPOBOHNYOT AiNbHUL
MEOWKA ALl, Bonrapis, 6e3 3MiHn Micus
BMPO6HMUTBA); 3MiHK | TURy - 3MiHM WoZ0
6e3nekn/edheKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3araslbHeHNX fJaHnX Mpo cucTemy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dhapmakoHarnsgy (BBefieHHs y3araibHeHux
[aHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0cobH,
BiANOBiAANbLHOI 3a 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa An5 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 3a 34iICHEHHS
hapMakoHarnagy (BK1HYatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) (3miHa
YNOBHOB&XXEHOT 0CO6U BiANOBIAaNbHOI 3a
3[jificHeHHs chapmakoHarnsagy:

Aitoya pegakuis — AnekcaHaposa
lHka/Aleksandrova Ginka, npornoHoBaHa
pegakuis — Kouesa MineHa/Kozeva Milena.
3MiHa KOHTaKTHOI 0CO6M BignoBiganbHOI 3a
3pificHeHHs1 hapMakoHarnsay B YkpaiHi:
Aitoya pegakuis — AnekcaHgposa
lHka/Aleksandrova Ginka, nponoHoBaHa
pefakuis — oporiHa KatepuHa. 3miHa
KOHTaKTHUX JaHWX yNOBHOBaXKEHOI 0cobu.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6u.
3MiHa HoMepy Ta MiCLle3HaX0MKEHHS
macTtep-aiiny); 3miHa 3asiBHVKa (BlacHuKa
peecTpauiiiHoro nNocBig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne460) 3
MEAWKA AL, Bonrapis Ha AT "Codpapma”,
Bonrapis)

34.

BIA/Ib® NTANT

Kpanni o4Hi, 0,5 mr/mn no
10 mn y donakoHi; no 1
donakoHy B nauui

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnX
marepianis:
3MiHuM | TUNY - 3MiHa y MeTogax
BMNPO6YBaHHSA roTOBOrO JliKapCbKOro 3acoby
(ansa npuBeAeHHs y BIANOBIAHICTL 3 Y
abo €Bponelicbkolo hapmakoneero Ta
BUJTyYEHHS NOCUIAHHA Ha 3acTapinuii
BHYTPILLHI MeTog, BUNPOGyBaHHS i 1oro
HOMep); 3MiHY | TNy - 3MiHa y MeTogax
BMNPO6YBaHHSA roTOBOrO JIiKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BKKOYAKYM 3aMiHY ab0 AONOBHEHHS))

6e3
peuyenma

UA/10447/01/01

35.

BISUMAK

PO34nH ANA iH'eKuild, 270
Mmr hogy/mn no 50 mn a6o
no 100 mn y dpriakoHi; no
10 hnaKoHiB y KapTOHHIi
Kopobui

[xul Xenckea
AC

Hopseris

[xul Xenckea
Ipnangis Niviteg,

IpnaHgis

BHECEHHS 3MiH [0 peecTpauiiHux
MaTtepianis:
3MiHM | TUny - 3MiHa y 6e3nocepesHii
ynakosLi A®| - BHECEHHSA 3MiH A0
mMaTtepianis peecTpauiiiHoro gocke 3.2.S.6.

3a
peyenmom

UA/4254/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

CuctemMa KoHTelHep/3akynoptoBasibHUI
3aci6 ans akTMBHOro hapmaLeBTUYHOro
iHrpegieHTy lodixanol: BBefeHHS
aNbTePHATNBHOIO KOHTeHepa rHy4Kuii
NMPOMKHWI KOHTEHEP 4718 CUMyymX
PEYOBUH; 3MiHM | TUNY - 3MiHN NapamMeTpiB
cneumdikaLin Ta/abo gonycTMMUX MeEX,
3a3HavYeHnx y cneumndikayisx, ons
6e3nocepeHboi ynakoBku Ad|
(4oNOBHEHHS cneumadikalii HOBUM
NOKa3HUKOM Ta BiAMNOBIAHMM METO40M
BMNPOGYBaHHS) - BHECEHHS 3MiH A0
Marepianis peecTpauiiiHoro A0CkLE p.
3.2.5.6. Cucrema
KOHTeliHep/3aKynopoBanbHWii 3aci6 ans
aKTMBHOrO hapmMaLeBTUYHOTO iHTPesieHTy
lodixanol: fonoBHeHHs cneuudikavii HOBUM
nokasH1KoM «lgeHTudikauis» ans
3aTBEPKEHOr0 NO/IeTUIEHOBOTO Millka Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHA

36.

BIBUNAK

pO34uH ANa iH'ekuiid, 320
mr iogy/mn no 20 mMn, abo
no 50 mn, a6o no 100 mn,
a6o no 200 mn, abo no
500 mn y chnakoHi; no 10
h1aKoHIB y KapTOHHii
KopoobLi

Dxul Xenckea
AC

Hopseris

oxnl Xenckea
Ipnangis Niviteq,

IpnaHgis

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:
3MiHM | TUNYy - 3MiHa y 6e3nocepegHii
ynakoBLi A®| - BHECEHHSA 3MiH [0
marepianis peecTpadiiHoro gocke 3.2.S.6.
CuncTema KoHTelHep/3aKynopoBasibHUI
3acib 4719 aKTMBHOTO hapMaLeBTUYHOro
iHrpepieHTy lodixanol: BBeeHHA
albTepPHATUBHOIO KOHTEHepa rHy4kuii
MPOMiXKHUIA KOHTEHEP AN1A CUMyymX
pevoBUH; 3MiHK | TUNY - 3MiHK NapameTpiB
crneungikauiii Ta/abo AoNyCTUMUX MEX,
3a3HauveHux y crneundikadisx, ons
6e3nocepeHbOi ynakosku Ad|
(monoBHeHHs cnevmdikauii HoBUM
NOKa3HMKOM Ta BiANOBIAHMM METOL0M
BMNPOBYBaHHS) - BHECEHHS 3MiH 0
MaTepianis peecTpauiiHoro gocke p.
3.2.5.6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6 aAns
aKTMBHOrO hapMaLeBTUYHOrO IHrpeaieHTy
lodixanol: 4onoBHEHHS cnevuudikawii HoBUM
NoKasHWKOM «laeHTudpikauis» ans
3aTBEPAKEHOro MNONIETU/IEHOBOIO Millka Ta
BifjNOBIAHUM METOAO0M BUNPOGYBaHHSA

3a
peyenmom

UA/4254/01/02

37.

BIHOPE/bBIH
"EBEBE"

KOHLEHTpaT 411 PO3YUHY
Ans iHdpysid, 10 mr/mn no

EGEBE ®apma
ec.m.6.X. Hdpr.

ABCTpist

NOBHUIA LMKN
BMPOGHMUTBA:

AscTpisi/
HimeyunHa

BHECEHHS 3MiH [0 peecTpauiiHux
Martepianis:

3a
peyenmom

UA/4020/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
1 mn (10 mr) a6o 5 mn (50 KIr EBEBE ®apma 3MiHuM | TUNY - 3MiHa y MeTogax
Mr) y donakoHi; no 1 lFec.m.6.X. Hoor. KT, BMNPOGYBaHHSA roTOBOrO /liKapCbKOro 3acoby
h1aKoHy B KapTOHHIl ABCTpIS; (He3HayHa 3MiHa y 3aTBepIKeHMX MeToax
Kopobui TecTyBaHHs: MIMJ1 BUNPOGYBaHHS)
Mikpobionoriwec
Mptochnabop M6X,
ABCTpISi;
TecTyBaHHs: Jlabop
N+C AT, HimeuunHa
38. BITAMIH C TabneTku xysasibHi no 500 ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHuX 6e3 UA/16001/01/01
Mr, Mo 8 TabneTok y [,00aTKOBOKO [,00aTKOBOKO MaTepianis: 3miHu |l Tuny - 3MiHK WoA0 peyenma
6nicTepi; no 3 abo 7 BignoBiganbHicT BiANOBIAANLHICTIO 6e3nekn/edheKkTNBHOCTI Ta
6nictepiB y nauui 10 "IHTEPXIM" "IHTEPXIM" hapmakoHarnsgy. BHeceHHsi a6o 3miHa(1)
[0 3060B'A3aHb Ta yMOB BuAavi
peecTpauiiHoro NocBifYeHHs, BKIYaoum
MnaH ynpasniHHSA pu3nkamu (3acTocyBaHHS
3MiH(K), AKi(a) BUMaratoTb(€) NoganbLLIOro
06r'pyHTYBaHHSI HOBUMW [,0AATKOBUM
JaHnmMu, Lo MaloTb HaJasaTucs
KOMMETEHTHVM OpraHoM, OCKiflbKK
BUMAraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM
opraHom) (BukoHaHHs1 3060B'si3aHb
BiANOBIAHO A0 nignyHKTy 1.8.2 nyHkTY 1.8
popartky 5 fo Mopagky nposefeHHsA
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3ac06M, W0 NoganTbesa Ha
[epxaBHy peecTpadito (nepepeecTpaL,iio), a
TakoX ekcnepTusn martepianis npo
BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis NpoTArom fii peecTpaiiHoro
NnocBigYeHHs, 3aTBepAKeHoro Hakazom MO3
Big 26.08.2005 Ne 426 (y pefakuii Hakasy
MO3 Bif 23.07.2015 Ne 460)
39. BITAMIH C TabneTku XyBasibHi 3i ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnx 6e3 UA/16002/01/01
CMakom anesnbcuHy no 500 [0AaTKOBOIO [04aTKOBOO marepianis: 3miHu Il Tvny - 3miln Woao peyenma
Mr, no 8 TabneTok y BignoBifasbHICT Bi4NOBIAA/ILHICTIO 6e3nekn/edheKTNBHOCTI Ta
6nicTepi; no 3 abo 7 10 "IHTEPXIM" "IHTEPXIM" hapmakoHarnsgy. BHeceHHs abo 3miHa(m)

6nicTepiB y nauui

[0 3060B's13aHb Ta YMOB BuZaui
peecTpaLiiHOro NocBigYEHHS, BK/IKYaun
MnaH ynpaBniHHS py3nkamu (3acTocyBaHHs
3MiH(n), siki(a) BUMaraoTb(€) NoganbLIoro

06r'PYHTYBaHHS HOBUMMW 4,OAATKOBUM

[aHMW, Lo MaKTb HajaBaTucs

KOMMETEHTHVM OpraHoM, OCKifIbKK
BMMAaraeTbCs CyTTEBA OLliHKA KOMMETEHTHUM
opraHom) (BukoHaHHs1 3060B'si3aHb
BignoBigHO A0 nignyHkTy 1.8.2 nyHKTY 1.8
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
popatky 5 go MNMopagky nposefeHHA
eKCnepTn3n peecTpaviiHnx maTepiasiB Ha
nikapcbki 3acobwu, Lo noaatTbCs Ha
LepxaBHy peecTpadito (nepepeecTpaliio), a
TakoX ekcnepTvsv marepianis npo
BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis NpoTArom fii peecTpadiiHoro
NoCBiJYEHHS, 3aTBEpA)KEHOro Hakasom MO3
Bif 26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460)
40. BOAA ANA PO3UYNHHWK ANS TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiHnX - UA/15054/01/01
IH'EKLLIN napeHTepanbHOro Papm"” mMartepianis:
3acTocyBaHHA in bulk: no 3MiHu | TUNy - 3MiHa NnapameTpis
10 mn y KoHTeliHepax cneuudikaLin Ta/abo AoNyCTUMUX MEX
oaHoao3oBuxx Ne 600 abo rOTOBOrO JlikapCbKoro 3acoby (BHECEHHS
Ne 1500 3MiH 0 AOCbE MiCNS1 OHOB/IEHHS 3araibHOl
CTaTTi Ha roToBY NikapcbKy dhopmy y
[AdY/EBponelicbkili dhapmakonei)
41. BOAA ANA PO3UYMHHUK ANA TOB "tOpis- Ykpaina TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux 6e3 UA/5625/01/01
IH'€KL|,II7I napeHTepasibHOro dapm"” Martepianis: peyenma
3acTocyBaHHs rno 100 mn, 3MiHu | TUNY - 3MiHa NnapameTpis
ab6o no 200 mn, abo no cneumdikauii Ta/abo fonycTUMUX MEX
400 mMn y naswkax rOTOBOrO JliKapPCbKOro 3acoby (BHECEHHS
CKNsiHMX, no 100 mn, abo 3MiH 10 AOCbE MiCNS1 OHOB/IEHHS 3arasibHOl
no 200 mn, a6o no 250 CTaTTi Ha roTOBY NiKapcbky opmy y
M, abo no 400 mn, abo [AodY/EBponelicbkiii hapmakoner)
no 500 mn, a6o no 1000
M1, a6o no 2000 mn, abo
no 3000 ms, abo no 5000
M1y KOHTeliHepax
nonimepHux; no 2 mn, abo
no 5 My KoHTelHepi
ofHoA030B0MY; no 10
KOHTelHepiB y naui 3
KapToHy; no 10 mn, abo no
20 Mn y KOHTeliHepi
0fiHOA030BOMY; MO 5
KOHTeliHepiB y nayu,i 3
KapTOHyY
42, BYrinnsa Tabnetku no 250 mr no 10 My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/3954/01/01
AKTUBOBAHE TabneTok y 6nictepi, no akKujioHepHe akujioHepHe marepianis: peyenma
10 TabneToK Y KOHTYPHIiA TOBap1CTBO TOBapuCTBO 3MiHu | TUNY - 3MiHa y MeTogax
6e34apyHKOBIli ynakoBLji "HaykoBo- "HaykoBo- BUnNpobyBaHHsA APl abo BMXiAHOMO
BMPOGHUUNIA BVMPOGHWYMNIA LLEHTP marepiany/npomiKHOrO NPOAYKTy/peareHTy,
LeHTp "BopLyariBCbKmii LLI0 BUKOPUCTOBYETLCS Y NpoLEeCi
"BopLyariBCbkuii XimiKo- BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
XiMiKO- dhapMaLeBTUYHWIA 3aTBEPKEHNX MeToax BUNPOGYBaHHS)
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
hapmaLeBTUYHN 3asof”
i 3asoa”
43. BYrinnsa Tabnetku no 250 mrin My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX - UA/10023/01/01
AKTUBOBAHE bulk no 1 kr TabneTtok y akuioHepHe akuioHepHe mMartepianis:
nakeTax TOBapUCTBO TOBapUCTBO 3MiHM | TURY - 3MiHa y MeToaax
"HaykoBo- "HaykoBo- BunNpobyBaHHa APl abo BMXigHOTO
BMPOGHUUNIA BUPOGHNYMNIA LLEHTP Matepiany/npoMbKHOro NPOAYKTy/peareHTy,
LeHTp "BopLuariscbkuii LLI0O BUKOPUCTOBYETLCSA Y NPOLEC
"BopLyariBcbkuii XiMiKO- BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
XiMiKo- hapmaueBTUYHNIA 3aTBEPXEHNX MeTofax BUNPOGYBaHHS)
hapmaLeBTUYHN 3aBog"
1 3aBog”
44, FANA30/IH® crnpei HasanbHWiA, PO3UKH, BapLuaBcbkuii MonbLya BMPOGHULTBO, MonbLa BHECEHHS 3MiH [0 peecTpauiiHux 6e3 UA/16346/01/01
KOMBI (2,0 mr + 50 mr)/mn, no 10 | dpapMaueBTUYHN nepBrHHE Ta Martepianis: peuyenma
My hnaKoHi- 7 3aBOf, BTOPVHHE BUNPAaB/IEHHA TEXHIYHNX NOMWUIOK Y
KpanesnbHuui; no 1 Monbtha AT nakyBaHHs, MeTofax KOHTPOSI0 SAKOCTi FOTOBOro
dhnakoHy 3 po3ynHOM y KOHTPO/Ib Ta BUMYCK niKapcbKoro 3acoby, a came: y
KOpOGLi KAPTOHHIi cepii: MegaHa Henpaswu/IbHOMY 3a3HayeHHi ON1cy PO3UnHY
®apma AkLioHepHe AIK «NPO3payHblii GECLBETHLIA PacTBOP», L0
ToBapucTBO, He BignoBigae opuriHasbHil fOoKyMeHTau,ji
MonbLya; KOHTPOsb BMPOGHWKa; Y MeToAax KOHTPO/IO 3a
Ta BMUNyck cepii: posginom «lgeHTudbikauis Ta KinbkicHe
Bapluascbkuii BU3HAYEHHSA KCUIOMETa3onNiHy
hapmaLeBTUYHNIA rigpoxnopuay (BEPX)»
3aBop, Monbgha AT,
MonbLia
45, FANA30/MIH® cnpeii HasaslbHUIA, PO34KH, BapLuaBcbkuii Monbwa BMPOGHMLTBO, Monbwa BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/16346/01/02
KOMBI (0,5 mr + 50 mr)/mn, no 10 | dhapmaueBTUYHK nepBuHHe Ta marepianis: peyenma
My h/IaKoHi- 1 3aBof BTOPUHHE BUMPaB/IEHHS TEXHIYHNX NOMUIIOK Y
KpanenbHuuj; no 1 Monbtha AT nakyBaHHs, MeToAax KOHTPOJII0 SIKOCTi FOTOBOrO
h1akoHy 3 PO3YMHOM Yy KOHTPO/b Ta BUMYCK nikapcbkoro 3acoby, a came: y cneuudikawlii
KOPOO6Li KAPTOHHI cepii: MegaHa BMICT piavHM y donakoHi 3a3HayeHo «= 10,0
dapma AkuioHepHe MJ1», 3aMiCTb «= 10 M/1» Ta HenpasuILHO
ToBapucTBo, BKa3aHO Ha3BY AOC/IMKEHHA
MonbLya; KOHTPOsb «KonnuyecTBeHHoe onpejeneHve
Ta BUMYyCK cepii: KcunomeTasonmHa rugpoxnopuga B 1 mn
BapLuaBcbkuii NleKapCTBEHHOro npenapaTta 0THOCUTENbHO
hapmaLeBTUYHNI 3asB/IEHOr0 cofepXaHns 1 Mr» 3aMicTb «...
3aBog, Monbgha AT, 0,5 Mr»; y MeTogax KOHTPOJIK0 3a Po3ZifioM
MonbLa «OfHOPOAHOCTL eANHUL, A03UPOBaHNSA
(PBM)»
46. rAnonepngon pO34uH A8 iH'eKUiA, 50 BAT "l'egeoH YropwmHa BAT "T'efeoH YropwuHa BHECEHHS 3MiHV [0 PeecTpaLinHux 3a UA/7271/01/02
AEKAHOAT mr/Mn, no 1 mn B amnyni; PixTep" PixTep" marepianis: 3miHu Il Tuny - 3miHK Woao peyenmom

no 5 amnyn y nnacTyKoBiii
(hOpMi y KapTOHHiiA
Kopoobui

6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy
(iHWi 3mMiHW) (3MiHK BHECEHO A0 IHCTPYKUT

[ONA MeANYHOro 3acToCyBaHHS NikapCbkoro
3aco6y A0 po3giny: "MokasaHHSA", a TaKoX
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[0 po3ziniB "®apmakosioriyHi BNacTuBocCTi'”,
"MpoTunokasaHHs", "B3aemogis 3 iHWMMuy
nikapcbk1MM 3acobamu Ta iHWi BUuam
B3aemogiit", "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHOCTi Ta
rogyBaHHs rpyaar”, "34atHicTb BNMBaTtm
Ha LWBUAKICTb peakLil npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 3 iHWNMK
MexaHismamu", "Crnoci6 3acTocyBaHHS Ta
nosun", "MepenosysaHHa", "MobivHI peakuii)

47.

FANONEPNAON-
PIXTEP

Tabnetkv no 1,5 wr, no 25
TabneTtok y 6nictepi, no 2
6nicTepy B KAPTOHHIi
ynakoBLi

BAT "l'egeoH
PixTep"

YroplmHa

BAT "T'efieoH
PixTep"

YropwuHa

BHECEHHS 3MiH [0 peecTpaviiHnX
MaTepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/eheKTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTKili
XapaKTepuCTu1Li NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOTo
3acToCyBaHHSA
reHepu4HUX/ribpuaHNX/6ionoaiGHNX
nikapcbknx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHUIA npenapar
(3miHa He noTpebye HaflaHHS XOAHWUX HOBUX
[04aTKOBUX faHnx) (3MiHWM BHECEHO [0
IHCTpYKLU|i B po3ginu: "lMNoka3aHHs",
"papmakoTepaneBTuyHa rpyna” (yTo4HeHHs
HasBw), "MpoTunokasaHHa", "Cnoci6
3acTocyBaHHsA Ta fo3u", "MobiuHi peakuyii”,
"Mepepo3yBaHHA", "3acTocyBaHHA y nepios
BariTHOCTi abo rogyBaHHsA rpyaar”,
"Oco6nMBOCTI 3acTocyBaHHS", "3aaTHiCTb
BN/MBaTK Ha LWBUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMK
MexaHismamu', "B3aemogis 3 iHW1Mm
nikapcbkUMK 3acobamu Ta iHLWi B1uam
B3aemogiit", "®apmakosioriyHi BnacTueocTi”,
"[iTn" BigNoBigHO A0 iHchopmauii
pedhepeHTHOro snikapcbkoro 3acoby Haldol
(B YKpaiHi He 3apeecTpoBaHuii ) 3rigHo 3
BWCHOBHOM KOHCY/IbTaTUBHO-EKCNEPTHOT
rpynv)

3a
peyerimom

UA/7271/02/01

48.

FANbBYC®

Tabnetku no 50 mr no 7
TabneTtok y 6nictepi; no 1
6nicTepy B KapTOHHiIl
Kopobui; no 14 TabneTok y
6nicTepi; no 2 abo 4
6nicTepy B KAPTOHHIi
KopooLi

HosapTic ®apma
Al

LBeliuapis

BMPOGHMLTBO 3a
MOBHUM LIK/TOM:
HosaprTic ®apma
LTeiiH AT,
LLIBeliyapisi;
BMPOGHMLTBO 3a
MOBHUM LK/TOM:
HoBapric

LBeliuapis/
IcnaHis

BHECEHHS 3MiH [0 peecTpauiiHux
Martepianis:
3MiHu |l TNy - 3MiHW [0 IHCTPYKUIT AnA
MeAUYHOro 3acTocyBaHHs B po3ain "MobiyHi
peakuii”. BBegeHHS 3MiH NpoTArom 3-x
MicsILiB MicNs 3aTBEPYKEHHS

3a
peyenmom

UA/11241/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
dPapmacbioTrKa
C.A., IcnaHis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHsa: Onnnak
pyn AT,
LLiseiiuapis;
nepBrHHE Ta
BTOPVHHE
nakyBaHHS:
Konadhapma AT,
LLiseiiuapis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs: IBepc-Jli
AT, LWBeliyapis;
KOHTPO/Ib SKOCTI (3a
BUHATKOM TecTy
Mikpo6ionoriyHa
yncToTa)
dapmaHanituka CA,
LLiBeiiLapis
49. FEKCABIT Apaxe, no 50 gpaxe y AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/4914/01/01
KOHTeliHepax (baHoukax); "KNIBCbKWN BITAMIHHAIA MaTtepianis: 3miHu | TUNY - AgMIHICTPaTUBHI peyenma
no 50 apaxe B KOHTEliHepi BITAMIHHUIA 3ABOA" 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
(6aHouui), mo 1 3ABO" MiCLA MPOBAKEHHS AiS/IbHOCTI
KOHTeliHepy (6aHouL,) y BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
naJui; no 1 kr Apaxe B 3aco6by, BKIYa4KN AiNbHALL BUNYCKy cepii
nakeTi nonieTnIeHoBOMY abo micue NnpoBefeHHsI KOHTPOJTHO SKOCTI.
nopgiiHomMy ([isnbHICTB, 3a SAKy Bignosigae
BUPOGHMK/IMNOPTEP, BK/IOYAKYMN BUMYCK
cepiit) (3mMiHa HaliMeHyBaHHS BUPOOHMKa,
6e3 3MiHN MicLA BUpo6HMLTBA) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tu MicAUiB nicas
3aTBEPMKEHHS); 3MiHM | Tuny -
AJMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKaA
(BnacHvKa peecTpauiitHOro NocBig4eHHs)
(3MiHa HalilMeHyBaHHs 3asiBHUKa) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-TW MicAUiB nicas
3aTBEPLKEHHS)
50. FEHOTPOMIH® MOPOLLIOK NiogpinizoBaHuii Mcpaiizep IHK. CWA Mdpaiizep Benbris BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/11798/01/02
Ta PO3YMHHUK AN MeHtoekuypuHr marepianis: peyenmom
PO34MHy A0S iH eKLili No Benbris HB 3MiHK | TUNy - 3MiHa nepiogy NOBTOPHUX

36 MO (12 mr); 1 a6o 5
nonepeaHb0 HaNoOBHEHUX
PYYOK, L0 MiCTATb 1

BMNpo6yBaHb/nepioay 36epiraHHs abo yMoB
36epiraHHa APl (3a BigcyTHOCTI Y
3aTBEpAKEHOMY [1OCLE cepTudikaTa
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
[BOKaMepHW1 KapTpuax BiANOBIgHOCTI EBponeiickkili hapmakoner,
(nepepHs kamepa 3 LLIO BK/TIOYAE Nepiog, NOBTOPHOrO
MOPOLLKOM Ta 3af4Hs BMNpoGYBaHHS) (3MiHa y 3aTBEpKEHOMY
Kamepa 3 PO34MHHUKOM N0 NPOTOKO/I CTabisIbHOCTI) - BHECEHHSA 3MiH [0
1,13 mn (M-Kpes3on, MaHit 3aTBEPAKEHOro NPOTOKONY CTabiNIbHOCTI,
(E 421), Bopa ans 30Kpema: BK/IIOUEHHS BiANOBIAHUX
iH'EKLiN)) KOXHa, Y nokasHukis sikocti A®l ComatponiH ans
KapTOHHI Kopobui; 1 abo TOYOK KOHTPO/I0 48 micAuis Ta 60 micsauiB;
5 nonepefHbO 3MiHM | TUMY - 36iNbLIEHHS TepMiHY
HarnoBHEHMX PYYOK, L0 npugatHocti A®l ComaTponiH.
MICTATb 1 ABOKAMEpPHUI 3anponoHoBaHo: 60 micsuiB. BBeAeHHS 3MiH
KapTpuax (nepesHs NpoTArom 3-x MiCAUIB MiC/1A 3aTBEPKEHHS
Kamepa 3 NopoLUKOM Ta
3a[Hs Kamepa 3
PO3YMHHMKOM no 1,13 mn
(mM-kpe3son, maHiT (E 421),
BOAA ANS iH'EKLiN)) KOXHA,
Y KapTOHHIl kopobui 3i
CTVKEpOM
51. FEHOTPOMIH® MOPOLLIOK NioghinizoBaHwnii Mdpaitzep IHK. CWA MOBHWI LKA Benbria/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/11798/01/01
Ta PO3YUHHWK ANs BUPOBHMLITBA, Himeuunna marepianis: peyernmom
pO34nHy ANs iH'eKUili No BMNYCK cepil: 3MiHK | TNy - 3MiHa nepiogy NOBTOPHUX
16 MO (5,3 mr) 1 Mdpaiizep BMNPOGYBaHb/Nepiogy 36epiraHHsa abo ymoB
nonepegHbL0 HarnoBHeHa MeHodek4ypuHr 36epiraHHa A®I (3a BigCcyTHOCTI Y
pyuka, Wo MicTuTb 1 Benbris HB, 3aTBEpPKEHOMY [10CbE cepTudiikara
[BOKaMepHWin KapTpuax Benebris; BiANOBIAHOCTI E€Bponeiickkili hapmakoner,
(nepeaHs kavepa 3 BUPOBHMLTBO in LLLO BK/TKOYAE Mepiog, NOBTOPHOrO
NOPOLLUKOM Ta 3a4HsA bulk, koHTpoOb BMNPOGYBaHHS) (3MiHa y 3aTBEpKEHOMY
Kamepa 3 PO34MHHUKOM MO AKOCTI, NepBUHHE MPOTOKOAi CTaBiNbHOCTI) - BHECEHHS 3MiH A0
1,14 mn (M-Kpe3on, MaHiT nakyBaHHs: BeTep 3aTBEPKEHOro NPOTOKO/TY CTabiNbHOCTI,
(E 421), Boga gns dapma-depTuryHr 30Kpema: BK/IHOYEHHS BiANOBIgHNX
iH'EKL)), Y KAPTOHHIi v6X i Ko. KT, nokasHukie sikocti A®l ComarponiH gns
KopoobLi HimeuunHa TOYOK KOHTPO/I0 48 MicauiB Ta 60 Micsau,is;
3MiHW | TUNY - 36iNbLUEHHS TEPMIHY
npugatHocTi A®l ComatponiH.
3anponoHoBaHo: 60 micsLiB. BBefeHHA 3MiH
npoTsArom 3-X MicsLiB nicsia 3aTBepAKEHHS
52. FEPBIOH® cupon, 6 mr/mn no 150 mn KPKA, a.4a., CnoseHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/13504/01/01
cupon y thnakoHi; no 1 dpnakoHy HoBo mecTo MecTo mMarepianis: peyenma
ICNAHACBKOIO | pa3om 3 MipHOI JIOXKOO B 3miHu | TNy - 3mMiHa y 6e3nocepepHii
MOXY KapTOHHI KOpooLyi ynakoBUi A®| (skicHi Ta/abo KifIbKiCHI 3MiHW
cknagy) - 3MiHa AKiCHOro Ta KiflbKicHOro
cknagy ynakosku A®I FycTuin ekcTpakT
iCNaHACbKOrO MOXY: BHECEHHSI HOBOIO
CTa/IeBOr0 KOHTEHEpY
53. FAA3ENAM IC® | Tabnetkv Cy6niHrBasibHi ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHux 3a UA/8579/02/01
no 0,02 r no 10 TabneTok [,00aTKOBOK [,00AaTKOBOK MaTtepianis: peyenmom
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

y 6nicTepi; no 2 6nictepu
y nayui 3 KapToHY

BignoBifa/bHICT
10 "IHTEPXIM"

BiANOBIAA/ILHICTIO
"IHTEPXIM",
YkpaiHa (BUPOGHUK,
BiANOBigaIbHUI 3a
BUMYCK Cepii;
BMNPO6YBaHHSA
KOHTPO/O AKOCTI
(hi3nyHi/XiMiYHi,
MikpobiosnoriyHa
yncToTa),
36epiraHHs rotoBoi
NpPOAYKUIT;
BUPOGHMLTBO,
36epiraHHs (roToBoi
NpPOAYKLUii, CUPOBUHM
Ta matepianis);
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(disnuHi/ximMiuHI))

3MiHK | TNy - 3MiHa B MeTofax
BMNpobyBaHHA 6e3nocepeHbOT yNakoBKM
A®| - 3MiHM B MeTOAaxX BUMPOOYBaHHS
T."Mikpo6ionoriyHa uncroTa” A8 NepBUHHNX
nakyBa/IbHUX MaTepiasis rotoBoro
nikapcbKoro 3acoby, y 3B°A3Ky 3
NpuBEAEHHSAM Yy BiANOBIAHICTb 40 BUMOT
A®Y; 3minm | Tuny - 3miHa y napameTpax
cneumdikauin Ta/abo gonNycTMMUX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BMXIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
BUKOPWCTOBYIOTLCA Y NpoLeci BUPO6HNLTBA
AdI - cneundikaLisa Ta metoamn
Bunpo6ysaHb AP T. "MikpobionoriuHa
yucToTa" nprBeaeHo Ao Bumor AdY; 3MiHu |
TUNy - 3MiHa y MeToax BUNpo6yBaHHS
roTOBOrO MiKapCbKOro 3acoby -
YTOYHEHHS ONWCY NPOLIeAYPY BUKOHAHHS
TecTy "OAHOPIAHICTb A030BaHMX OAUHULL" Y
MeTofax KOHTPOSIK0 AKOCTi NikapCbKoro
3acoby Ta nepeBefeHHsA pe3ynbTaTy B
po3paxyHKOBIiA chopmyri) y BiacoTkmu (6yno B
rpamax); 3miHu | Tuny - 3mMiHn B NpoLeci
BMpO6HMLTBA AP - BBEAEHHS
aNbTepPHATUBHOI TEXHO/OTYHOT CXeMU
oTpuMaHHA AP| AnA BAOCKOHaU1EHHSA
TEXHOJI0TMYHOro npotecy Ta 36i/bLIeHHS
BUXOAY FOTOBOrO NPOAYKTY, YCYHEHHS
BMKOPUCTaHHSA NpeKypcopis Ta
Nerko3aiMmncTuX PifuH, 3MEHLLIEHHS
KiNbKOCTi CNNPTY €TU/I0BOrO
pekTudikoBaHOro npu BUpo6HULTBI AdI;
CynyTHS 3MiHa: 3MiHa y MeTofax
BuNpobyBaHHsA APl abo BMXiAHOrO
marepiany/npomiKHOrO NPOAYKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NPOLEC
BUpo6HUUTBa API - 3MiHA Y MeToAax
BMNpo6yBaHHA A®I T. "3aNMLLKOBI
PO34YUHHKKM", Y 3B A3KY i3 3aMiHOI0 cMCTEMMU
OpraHiYHUX PO3YMHHUKIB; 3MiHM | THNYy -
3MiHa napameTpiB cneuudikauin Ta/abo
[OMYCTUMMX MEX rOTOBOTO NiKapCbKOro
3acoby - 3MiHM y cneuudikauii rotoBoro
NiKapcbKoro 3acoby n. "PO34nMHEeHHS",
"Mikpob6iosnoriyHa yncrora" yToUHEHO
hopMy/ItoBaHHA HOPMYBaHHS BIAMNOBIAHO A0
Bumor [1®Y; 3miHu | Tvny - KOHTPOsIb
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

[OMOMiXXHUX PEYOBVH - NPUBEAEHHS
crneungikaLii Ta MeToaiB KOHTPOO SIKOCTI
[OMNOMDKHMX PEYOBUHK 40 BUMOr EP/A®Y: -
NakTo3n MoHorigpar n. "onuc",
"lgeHTundpikanis”, "KucnoTtHictb abo
NYXHICTB", " paHy/TOMeTpUYHKI cknag”,
"MikpobionoriyHa uncrora” , "Btpara B Maci
npy BUCYLLYBaHHI" - MOBIAOH M.
"PO34nHHICTB", "B A3KICTb, BUpPaXeEHa
3HayYeHHsAM BenuduHu K", "CynposigHi
pomiwwkmn", "Mikpo6ionoriyHa uictorta” ,
"KinbkicHe BM3HaueHHs", JoaaBaHHS M.
"MypaluvHa kucnora', - Kpoxmano
KapTonnsHoro n. "Onuc”, "laeHTudikauis”,
"Okucnoun pevyoBuHKn”, "BTparta B maci
npu BuCyLyBaHHI", "MikpobionoriyHa
yucroTa" - HaTpito uMTpaT n.
"I'paHynomeTpuyHUiA cknag”,
"Mikpo6ionoriyHa uncrora”, "KinbkicHe
BM3HAYEHHS", BUNy4YeHHA n. "pH",
"Kanbuiin","ApceH" - KpoCcnoBigoH
n."lpeHTudpikauis”, "Bogopo3ynHHI
peyoBuHmn", "KinbkicHe BU3HaYeHHS",
"Mikpob6ionoriyHa uncrora” ,
"I'paHyNOMETPUYHWIA cKNag", BUMYUYEHHS M.
"pH" - marHito cteapar n. "Onuc",
"laeHTudikayis”,"Po34mHHICTL",
"KMCNOTHICTb ab0 NyXHICTb",
"Mikpob6ionoriyHa unctora”, "Cynbcatn",
BUyYEHHSA M. "Baxki meTann", foAaBaHHA
"Kagmiii", "CsuHeub", "Hikens", "KinbkicHe
BU3HAYEHHA CTeapuHOBOI Ta
nanbMEeTUHOBOI KACMIOT", - MaHiTy n. "Onuc",
"loeHTundpikauis',"KinbkicHe BU3Ha4YeHHA",
"Mikpob6ionoriyHa uncrora” ,
"BigHoBNIOBaNbHI LyKpK", gogaHHs n. "
BTpata B maci npu BUCYLLYBaHHI",
"Temneparypa niaBneHHsa", BUTyYEHHS M.
"Bopga", " CBuHeupb" - kanito auecynbcamy n.
"laeHTudpikauis”, "MikpobionoriyHa ymctora"
- Tanbk N. "lgeHTudikayis”,"KncnoTtHicTb abo
NyXHicTb", "MikpobionoriyHa uucrora”, -
apomarusatop AuHHKIA n. "MikpobionoriyHa
yucToTa"; 3MiHM | TUny - 3MiHW BUNPO6YBaHb
abo [oMyCTUMUX MEX, BCTAHOB/IEHUX Y
crneundikauisx, nig vyac BUPo6GHULTBA
roTOBOrO J1iKapCbKOro 3acoby - 3MiHW y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

cneumdikauii, meTogax BUNpobyBaHHS
MPOMIXHOro NPOAYKTY BiAMNOBIAHO A0
3aTBEPMAKEHNX METOAIB BUNPOGYBaHHS
roToBOro npenaparty: p. "Onuc" y
nNpoMikXHOMY NpoAykTi "TabneTkun B npoueci
TabnetyBaHHsa" Ta "Hepo3dacoBaHi
Tabnetkn", p. "laeHTudikauisa B,
"O[HOPIAHICTb fO30BaHMX OAVHULBL",
"CynpoBigHi AOMILLKN" Y MPOMiXXHOMY
npoaykTi «Hepo3sdacoBaHi TabneTkm»; p.
"KinbkicHe BU3HAYEHHSA" Y MPOMiIXXHOMY
npoaykTi "'paHynsaT HeonyapeHuid"; 3miHu |
My - 3MiHW BUNPO6yBaHb abo A0NyCTUMUX
MeX, BCTAHOBMIEHWX Y creumdikayisx, nig
yac BMPOGHMLTBA rOTOBOTO NiKapCbKOro
3acoby - BUy4YeHHs 3i cneundikadii
NPOMIKHOro NpoAayKTy "IpaHynart
HeonygpeHwit" n. "3anunwkosa BOMOriCTb", ¥
3B°A3KY 3 NPOBEAEHHAM KOHTPO/IH0 NPOTAroM
TEXHOJI0M4YHOro Npouecy Ha cTagii
rpaHynsauii; 3miHm | Tny - 3MiHa napameTpis
cneuudikauin Ta/abo [oNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOTO NiKapCbKOro
3ac00y - AOMOBHEHHSA crieumdikaLlii HOBUM
NOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNPOGYBaHHA NEPBUHHOI yNakoBKM
roTOBOrO JliKapcbKoro 3acoby T.
«lpeHTudikauis»

54.

FAA3ENAM IC®

TabneTkn cyoniHrBasIbHi
no 0,05 r no 10 TabneTok
y 6nicTepi; no 1 6nictepn
y nayui 3 KapToHY

ToBapucTso 3
[04,aTKOBO
BigNoBifa/bHICT
10 "IHTEPXIM"

Ykpaina

ToBapucTBO 3
[0AaTKOBOO
Bi4NOBIAANBLHICTIO
"IHTEPXIM",
YkpaiHa (BUPOGHUK,
BiAnNoBigabHUI 3a
BUMYCK Cepii;
BMNPO6YBaHHSA
KOHTPO/O AKOCTI
(hiznyHi/XiMiYHi,
MikpobiosoriyHa
yncToTa),
36epiraHHs rotoBoi
npoayKuii;
BUPOBHMLTBO,
36epiraHHs (roToBoi
NpoAyKLUii, CUPOBUHMU
Ta matepianis);
BMNPO6YBaHHSA

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:
3MiHK | TNy - 3MiHa B MeTofax
BMNpobyBaHHA 6e3nocepeAHbOT yNakoBKM
A®| - 3MiHM B MeTOAaxX BUMPOGYBaHHS
T."Mikpo6ionoriyHa uncroTta” Asa NepBUHHNX
nakyBa/IbHUX MaTepiasis roToBoro
nikapcbKoro 3acoby, y 3B°A3Ky 3
NpuBEAEHHSAM Y BiANOBIAHICTb 40 BUMOT
A®Y; 3miHu | TUnNy - 3miHa y napameTpax
cneuudikauin Ta/abo gonNycTMMUX MeEX,
BM3HauYeHuX y cneuudpikauisx Ha Adl, abo
BVXiIAHWIA/NPOMDKHWIA NpoAyKT/pearexT, Lo
BUKOPWCTOBYIOTLCA Y NpoLeci BUPObHMLTBA
AdI - cneundikaLis Ta metoamn
BMNpo6ysaHb A®I T. "MikpobionoriuHa
yucToTa" npusefeHo o sumor AdY; 3miHu |
TMny - 3MiHW B npoveci BUpobHuutea Ad| -
BBE/IEHHS a/IbTePHATUBHOT TEXHOOTIYHOI

3a
peyerimom

UA/8579/02/02
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

KOHTPO/O AKOCTI
(chiznuHi/ximiuHi))

CXemu oTpuMaHHsa A®I aAns BAOCKOHa/IEHHSA
TEXHOJIOMYHOro Npouecy Ta 36iNbLUeHHs
BMXOAY rOTOBOrO NPOAYKTY, YCYHEHHS
BUKOPWCTaHHA MPeKypcopiB Ta
Nerko3aiM1cTX PianH, 3MEHLIEHHS
KifIlbKOCTi CNpTYy €TUI0BOro
pekTUiKoBaHOro Npu BUPOOHULTBI ADI;
CynyTHSA 3MiHa: 3MiHa y MeTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMarepiany/npoMbKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NPOLECI
BMPOG6HULTBA ADI - 3MiHa y MeToaax
BMNPO6YBaHHA A®I T. "3aULLKOBI
PO3UYMHHMKKN" Y 3B SA3KY i3 3aMiHOKO CUCTEMM
OpraHiYHUX PO3UMHHUKIB; 3MiHW | TRy -
3MiHa napameTpiB cneuudikauiii Ta/abo
O0NYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y - 3MiHM Y cneuudikauii roToBoro
niKkapcbKoro 3acoby n. "Po34nMHEHHS",
"Mikpob6ionoriyHa ynctota" yTouHeHO
chopMy/ItoBaHHSi HOPMYBaHHS BifMNoBIAHO A0
BMMOr AdPY; 3MiHU | TUNY - KOHTPO/b
[OMOMDKHUX PEYOBVH - MPUBEAEHHSA
cneumdikauii Ta MeToAiB KOHTPO/IO SKOCTI
[O0NOMDKHUX peyoBuHM o0 Bumor EP/APY: -
nakTo3n mMoHorigpar n. "onuc",
"laeHTudikayis”, "KncnotHicte abo
NYXHICTL", "[paHy/IOMeTpUYHKIA cknag”,
"Mikpob6ionioriyHa uictoTta" , "BTparta B mMaci
npy BUCYLLYBaHHI" - MOBIZOH M.
"PO3UMHHICTL", "B A3KICTb, BUPAXEHA
3HaueHHsAM BenunumHu K", "CynposigHi
Jomiwwkmn”, "Mikpo6ionoriyHa uictoTta” ,
"KinibkicHe BM3HaueHHs", fofaBaHHS M.
"MypaluvHa kucnora', - Kpoxmasnio
KapTonnsHoro n. "Onuc”, "laeHTndikauis”,
"OKuC/IoUN pevyoBuHK", "BTpaTta B Maci
npu BuCyLLyBaHHi", "MikpobionoriuHa
yucroTa" - HaTpito uUTparT n.
"'paHynomMeTpuyHUiA cknan”,
"MikpobionoriyHa unctora”, "KinbkicHe
BU3HAYEHHSA", BUNyYeHHA n. "pH",
"Kanbuiin","ApceH" - KpocnoBifgoH
n."laeHtudikauis", "Bogopo3UnHHI
peyoBuHK", "KiflbkicHe BU3HAYEHHS",
"Mikpob6ionoriyHa ymcrorta" ,
"paHyNOMETPUYHWI CKAaA", BUIYYEHHS M.
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

"pH" - marHito cTeapar n. "Onuc",
"laeHTudpikayis","Po34mnHHICTL",
"KncnoTHicTb abo NnyxHicTb",
"Mikpo6ionoriyHa ynctora”, "Cynbchatun",
BUYYEHHSN M. "Baxki meTann", oAaBaHHA
"Kagmiin", "CeuHeub", "Hikenb", "KinbkicHe
BM3HAUYEHHA CTeapnHOBOT Ta
NasIbMETMHOBOI KCAOT", - MaHiTy n. "Onuc",
"loeHTudikayis”,"KinbkicHe BU3Ha4YeHHs",
"Mikpob6ionoriyHa ymcrorta" ,
"BigHoBntoBauIbHI LyKpn", gogaHHs n. "
BTpara B mMaci npu BUCYLLYyBaHHi",
"Temneparypa nnaBneHHA", BUTyYEHHSs M.
"Boga", " CeuHeup" - kasito auecynbtamy .
"loeHTudbikauis", "MikpobionoriyHa uucrora”
- Tanbk n. "laeHTudikayis”,"KncnoTHicts abo
nyxHicTe", "MikpobionoriyHa uucrora”, -
apomarusatop AuHHWIA n. "MikpobionoriyHa
yucToTa"; 3MiHM | TMNYy - 3MiHWM BUNPOGYBaHbL
ab0o fonyCTUMMUX MEX, BCTAHOB/IEHWX Y
cneyudikauisix, nig yac BupobHuUTBA
roTOBOro NikapCcbKoro 3acoby - 3mMiHW y
cneuudikauii, MeTogax BunpobyBaHHSA
NPOMIXHOro NPOAYKTY BiAMNoBiAHO A0
3aTBEPMKEHNX METOZIB BUNPOGYBaHHS
roToBOro npenaparty: p. "Onuc" y
npomMikHOMY nNpoaykTi "TabneTkun B npoueci
TabnetyBaHHs" Ta "Hepo3sdacosaHi
Tabnetkn", p. "laeHTudikauia B" ,
"OAHOPIAHICTb 4030BaHUX OAUHULIL",
"CynpoBigHi fOMILLKM" Y TPOMDKHOMY
npoaykTi «Hepo3sdacoBaHi TabneTkm»; p.
"KinbkicHe BU3HAYEHHSA" Y MPOMiIXKXHOMY
npoaykTi "I'paHynsaT HeonyapeHuiA"; 3miHu |
MRy - 3MiHM BUNPO6yBaHb abo AoNyCTUMUX
MeX, BCTAHOB/IeHWX y creumdpikayisx, nig
yac BMPOBGHMLTBA rOTOBOTO NiKapCbKOro
3ac06y - BUNyYeHHs 3i cneumdikaii
NPOMKHOro NpoAayKTy “IpaHynaT
HeonyapeHui" n. "3anuiikosa BOMOricTb", y
3B A3KY 3 NPOBEAEHHSAM KOHTPOJIO NPOTArom
TEXHOMOrIYHOro NpoLecy Ha ctagii
rpaHynsuii; 3miHu | Tuny - 3mMiHa napameTpis
cneundikauii Ta/abo 4ONYCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOTO /liKapCbKOro
3acoby - A4ONOBHEHHS cnevumdikayii HOBUM
MOKa3HWKOM 3 BifMnoBigH/M METOAOM
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BUNPOOYBaHHA NEPBUHHOI YNakoBKW
roTOBOro MiKapCbKOro 3acoby T.
«lgeHTudikauis»
55. FHANTH TabneTky BariHasbHi No 5 MEZOA dapma HimeyunHa Aii-Ci-EH Monbha Monbuwa BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/2921/01/01
TabneTtok y 6nictepi, no 2 'm6X eHg Ko. XXewys AT mMartepianis: peyenmom
6nicTepy y KapTOHHI KIr 3MiHM | TUNY - 3MiHW 0 [HCTPYKLiT Ans
Kopobui MeAMYHOro 3aCTOCYBaHHA [0 Po3Ainy
"Oco6nMBOCTI 3aCTOCYBaHHA" BiANOBIAHO A0
OHOBJ/IEHOT iHhopMaLlii 3 6e3nekn
3acToCyBaHHSA Aito40i pevoBUHM
"MeTpoHigason"
56. FNIKNAJZA Tabnetku 3 KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/14151/01/01
MoAandpiKkoBaHUM HoBso mecTo MecTo mMartepianis: peyenmom
BUBISIbHEHHAM M0 60 Mr Mo 3MiHW | TUNY - NOAAHHS OHOB/IEHOTO
15 TabneTok y 6nicTepi, cepTudpikaTa BignNoBiAHOCTI EBpONECHKii
no 2, no 4 a6o 6 6nictepis hapmakonei Bif, 3aTBEpAXEHOro BUPOGHMKa
Y KapTOHHIA Kopobui L0401 peyoBUHYM rniknasug;
3anponoHosaHo: R1-CEP 2003-138-Rev 01,
3MiHM | TUny - 3MiHa y cneuudikawii
(BUNy4eHHA nokasHuka "Baxki meTasin” Ta
3MiHa KpUTEpIt0 NPUIAHATHOCTI impurity F)
06ymoB/ieHa npuBefeHHsaM Ao E®
57. FNIOKATEH® 1 niodpinisat gns po3unHy A/T HoBo [OaHis BMPOGHMK [Oanis/ Benbris BHECEHHS 3MiH [0 peecTpavuiliHnX 3a UA/13221/01/01
MrI TINOKIT ans iH'exuii no 1 mr (1 Hopgaick nikapcbKoro 3acoby, mMartepianis: peuenmom

MO); 1 chnakoH 3
MOPOLUKOM Y KOMMJIEKTI 3
PO34MHHMKOM (BOAA ANnst
iH'eKUii no 1 MmNy winpuui
Ne 1) y niacTuKoBii
KopooLi

nepBuHHA Ta
BTOPVHHA yrakoBKa:
A/T Hoso Hopgick,
[JaHis; BUpOOHWK,
BignoBiga/IbHWIA 3a
BUMYCK Cepiii
KiHLeBOro NPOAYKTY:
A/T Hoso Hopagick,
[aHis; BUPO6HWK
ANA 36UpaHHs,
MapKyBaHHSA Ta
ynakoBKMm,
BTOPVHHOIO
nakyBaHHS:
A/T Hoso Hopgick,
[JaHist; BUpO6HUK
PO3YMHHMKA
(cTepunbHa BoAa
ONSA iH eKUin y
wnpui),
KOHTPO/1b/BUNPOGYB
aHHA cepili
PO3YMHHYKA:

3MiHM | TURY - 3aMiHa rpadpiyHoro
306paKEHHS YNaKOBKWN Ha TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNakoBOK
nikapcbkoro 3acoby; foAasaHHsA iHdopmaLii
LLI0A0 HAsABHOCTI Ha BTOPWHHIN yMakoBLii
TEPMiHY NPUAATHOCTI Ta iHLLOT TeXHIYHOT
iHchopMmalii; BHECEHHSI HE3HAYHMX
peAakuifiH1X NpaBoK [0 TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YNaKoBKM.
BBefeHHs 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBepMKEHHSA
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
CrareHc Cepym
IHCTUTYT, [aHis;
BMPOGHUK
PO34MHHMKA
(cTepunbHa Boga
ONs iHeKuin y
Lwnpuui),
KOHTPO/b/BMNPOGYB
aHHs cepili
PO3UMHHYKA:
KaTtaneHT Benbris
CA, Benbris
58. FNMHOKO3A Tabnetkn no 1r, no 10 AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHuX 6e3 UA/4518/01/01
Tabnetok y 6nictepax, no "KNIBCbKWI BITAMIHHNIA mMarepianis: 3MiHu | TUNY - AgMiHICTPaTVBHI peyenma
10 TabneTok y 6nicTepi; BITAMIHHUIA 3ABO4" 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
no 3 abo 5 6nictepiB y 3ABO4" MiCLSi NPOBAMKEHHS [isiSIbHOCTI
naJui 3 KapToHy BMPOGHUKa/iMnopTepa roToBOro /ikapcbkoro
3aco0y, BK/IHOYAKUN [i/TbHUL BUMYCKY cepil
ab0 MicLe NpoBefileHHA KOHTPO/IHO SAKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHWK/IMNOpTep, BKIIOYAOUN BUMYCK
cepiid) (3MiHa HaliMeHyBaHHS1 BUPOGHMKa,
6e3 3MiHN Micua BUpo6HMLTBA) (TepMmiH
BBEJEHHS 3MiH NMPOTAroM 6-TW MicAuiB nicns
3aTBEPAKEHHS); 3MiHM | Tuny -
AfMiHIiCTpaTuBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BnacHvka peecTpauiiiHoro nocBigYeHHs)
(3MiHa HallMeHyBaHHs 3asBHUKa) (TepMiH
BBEJEHHS 3MiH NMPOTAroM 6-TW MicAuiB nicns
3aTBEPKEHHS)
59. FTOHAN-®® NMOPOLLOK A1 PO3UNHY Apec TpeiigiHr LLiseliyapis Mepk CepoHo C.A., LLiBeviyapisi/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/4113/01/03
Ans iH'ekuii no 75 MO (5,5 C.A. Bif4iNEeHHA Y M. ITanis mMartepianis: peuenmom

Mkr) Ne 1: 1 cpnakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAa ANA
iH'eKUid) no 1 mn'y
nonepeAHbO 3arnoBHEHOMY
wnpwui, 1 ronkoto Ans
PO3UYMHEHHSA Ta 1 roNKor
[O/151 BBEAEHHS Y KOHTYpHil
YapyHKOBIli ynakoBLji y
KapTOHHIiA kopo6ui; Ne 10:
5 dh/1aKkoHiB 3 MOPOLLKOM Y
KOMNEKTi 3 PO34UMHHUKOM
(Boga Ans iH'ekuiid) no 1
My 5 nonepefHb0

O60HH, LLBelilapis;
Mepk CepoHo
C.n.A., Itanisa

3MiHu | TUNy - 3MiHa NocTaYasibHUKa
nakyBaslbHUX martepianis abo
KOMMNEKTYoUMX - 3aMiHa nocTavyasibHuKa
LNpuULiB 418 po3yrHHUKa (BoAda A1
iH'exUi) 3 komnaHii Becton Dickinson
(wnpuui ReadyfillTM Luer Lock (LL)) Ha
KomnaHito Nuova Ompi S.r.l. Unipersonale-
Stevanato Group. BeefieHHs 3MiH NPOTArom
6-Tn MicAUiB nicNs 3aTBEPIKEHHSA
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3anoBHeHUX Wnpuuax, 5
ronKkamu gns pO34nMHEHHS
Ta 5 ronkamu ans
BBEEHHS Y KOHTYPHIli
YapyHKOBIl ynakoBLj, no 2
KOHTYPHI YapyHKOBI
YNaKoBKMN B KAPTOHHIiA
Kopobui
60. AEKANENTUN pO34uH A4 iH'ekuiid 0,1 PeppiHr LlBeiiuapis BignosigansHuii 3a Himeuunna/ BHECEHHS 3MiH 10 peecTpavuiliHnX 3a UA/7106/02/01
Mr/1mn no 1 mn y wnpuuj; IHTEpHEeLUHN BMPOBHULITBO LLiBeiiuapis MaTepianis: 3miHu Il TMny - 3MiHK WoA0 peuenmom
N0 7 WNPULIB Yy KOHTYpPHIi CeHtep CA roTOBOrO MPOAYKTY, 6e3nekn/edpeKkTNBHOCTI Ta
YapyHKOBIli ynakoBLj; no 1 NepBUHHY Ta hapmakoHarnsgy. BHeceHHsi abo 3MiHa(m)
KOHTYPHIl1 YapyHKOBIli BTOPWHHY YNaKoBKY, [0 3060B's3aHb Ta YMOB BuAaui
yMaKoBLi Y KAPTOHHIi KOHTPO/Ib SKOCTi Ta peecTpaLiiHoro NocBigYEHHS, BKIKYaoun
Kopoobui BUNYCK cepil: MnaH ynpasniHHA py3ukamu (3aCTOCyBaHHs
®eppiHr MM6X, 3MiH(1), AKi(a) BUMaratoTb(€) No4anbLIoro
HimeuyumnHa; 06r'pYHTYBaHHA HOBUMMW [OAATKOBUM
BignosiganbHuii 3a JaHuMu, Lo MatoTb HaJasaTucs
BTOPWHHY YNaKOBKY: KOMMNETEHTHUM OpraHoM, OCKifbKv
®eppiHr BMMAaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM
IHTepHewwHn CeHTep opraHom) (BukoHaHHS 3060B'A3aHb
CA, Wseliyapis BiANOBIAHO A0 NiANYHKTY 2.3 NYHKTY 2
poaartky 15 no Mopagky nposefeHHA
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3ac06M, L0 NoaalnTbesa Ha
LepXaBHy peecTpadito (nepepeecTpal,iio), a
TakoX ekcnepTusn martepianis npo
BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis NpoTArom fii peecTpauiiHoro
NnocBigYeHHs, 3aTBepAKeHoro Hakasom MO3
Bif, 26.08.2005 Ne 426 (y pefakuii Hakazy
MO3 Big 23.07.2015 Ne 460)
61. AEKANENTUN pO34uH ANa iH'ekuiid 0,1 deppiHr LBeiiapis BignoBiganbHuii 3a HimeuuunHa/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/7106/02/01
Mmr/l mn, no 1 mny IHTEepHeLHN BMPOGHMLITBO Yecbka marepianis: 3miHu | TUny - 3MiHK 3 AKOCTI. peyenmom
LINpu1Li; No 7 Wwnpuuis y CeHTep CA roTOBOro MPOAYKTY, Pecny6inka [oTOBWIA Nikapcbknii 3aci6. 3MiHK y

KOHTYPHili YapyHKOBIl
yNakoBLii; N0 1 KOHTYPHIiA
YapyHKOBI yNakoBL,i y
KapTOHHilA KopooLi

NepBUHHY YNakoBKy,
KOHTPO/Ib AKOCTi Ta
BMNYCK cepil:
deppiHr TM6X,
HimeuumnHa;
BignosigancHuii 3a
BTOPUHHY YNaKOBKY:
®eppiHr-/leunsa,
a.c., Yecbka
Pecny6nika

BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI fibHUL BUPOGHMLTBA A1
4yacTuHM abo BCbOro BUPOGHNYOTO npoLecy
roTOBOrO JlikapCcbkoro 3acoby (f4inbHuUA Ans
BTOPUHHOIO NakysBaHHs) (3amiHa BUPOOHMKa
®eppiHr IHTepHewHn CeHTep CA,
LLiBeiiLapis, BignoBifansHOr0 3a BTOPUHHE
nakyBaHHsa Ha PeppiHr-leunsa a.c., Yecbka
Pecny6nika, Wwo 6yge BiANOBiAa/IbHUM 3a
BTOPUHHE NaKyBaHHSA, a TakoX NepeHeceHHs
BTOPUHHOrO NakysaHHsA 3 PeppiHr MM6X,
HimeyunHa Ha ®eppiHr-JleunBa a.c., Yecbka
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Pecny6nika)
62. BAEKATUNEH™ Tabnetkun ans TeBa I3painb AumnHo ®apma Arl, LLIBeviapisi/ BHECEHHS 3MiH 4,0 peecTpaLiiiHx 6e3 UA/6633/01/01
PO3CMOKTYBaHHs no 10 dapmaLeBTikan LLiBeiiuapis; HimeyunHa mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peyenma
Tabnetok y 6nictepi; no 2 IHpacTpi3 114. nofatkosa

a6o 3, abo 4 6nictepn y
KapTOHHIA KopoobLi

na6oparopis, Lo
npuiimae y4yacTtb B
KOHTPONI AKOCTi:
YHTEP3YXYHICIHCTUT
yT Xennenep,
HimeuyumnHa,;
poparkosa
nab6oparopis, Wwo
npuiimMae y4yacTtb B
KOHTPONI AKOCTI:
HHAC Na6op O-p
Xolicnep M'v6X,
HimeuunHa

[OTOBWIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IIO
SIKOCTi rOTOBOrO flikapCcbKoro 3acoby (3amiHa
abo gogaBaHHA AiNbHULI, Ha Kl
3[iACHIOETLCA KOHTPO/b/BUNPOBYBaHHS
cepii) (BBeAeHHA AOAATKOBOT AiNbHULL
HHAC Labor Dr. Heusler GmbH, Germany,
Ha SIKil 34iACHIOETLCA KOHTPOSIb SKOCTI/
BUNPO6YBaHHs cepii) (TepMiH BBEAEHHSA
3MiH npoTarom 3-x MicauiB nicns
3aTBepMKEHHSR); 3MiHKM | TUny - 3MiHK 3
sIKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKOro
3aco6y (BWUTyYEHHS1 HE3HAYHOIO NOKa3HUKa
(Hanpuknag 3acTapisioro NokasHuka, Takoro
SIK 3anax Ta cMmak, abo igeHTudikavis
6apBHYKIB YN CMaKOBUX 406ABOK))
(BunyueHHs nokasHvka «BTpara B Maci npu
BMCYLLUYBaHHI» 3i cneyudikauii Ha TepmiH
NpUAATHOCTI, OCKISIbKM AaHWii MOKa3HWK He
MIiCTMB pernameHTauii BUMOr i
KOHTPONIOBaBCS NuLLe iHhopMaTnBHO. B
MKS$ nicns nepepeecTtpauii BiH He 6yB
3a3HayeHuii. [jaHi AocniaKeHHs
CTabiNbHOCTI NiATBEPAKYIOTb BiACYTHICTb
CYTTEBUX 3MiH 3a f@aHUM NOKa3HUKOM)
(TepMmiH BBEAEHHS 3MiH NPOTAroM 3-X
MicALiB nicna 3aTBepAKeHHs); 3MiHu | Tuny -
3MiHM 3 KOCTi. F0TOBWMIA NiKapCbKuii 3aci6.
KOHTPO/b roTOBOrO NikapcbKoro 3acoby.
3MmiHa y MeTogax BUNpobyBaHHSA roOTOBOroO
nikapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BMNpoOYBaHb (BK/OYaoUM 3aMiHy abo
[LOMOBHEHHS)) (3MiHa 3aTBEPAKEHMX
MeToAuK BUnpobysBaHHa BEPX 3a
NOKa3HMKOM «KifnlbKicCHe BU3HAYEHHS» ANs
OekBaniHia xnopuga i anbykaiHa
rigpoxnopuaa Ha HOBY CMiflbHY METOAMKY;
BignoBigHa 3MiHa MeTOAMK 3a NOKA3HUKOM
«lpeHTudpikauis») (TepMiH BBEAEHHS 3MiH

npoTArom 3-x MicsLiB Nicns 3aTBEpAKEHHS)
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
63. AEKBAAON Tabnetku, Ans AT YkpaiHa AT "KMUIBCbKUI YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHniX 6e3 UA/14989/01/01
PO3CMOKTYBaHHS; No 6 "KNIBCbKWI BITAMIHHNIA marepianis: 3mMiHu | TUnNy - AgMiHICTPaTUBHI peyenma
TabneTtok y 6nictepi; no 3 BITAMIHHUIA 3ABOL" 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
abo 5 6nictepiB y nayui 3 3ABO4" MicLSi NPOBAMKEHHS AisiNIbHOCTI
KapToHy BMPOGHMKa/iMnopTepa roToBoro fikapCbkoro
3ac00y, BK/IIOYAKUN [i/TbHUL BUMYCKY cepil
ab0 Micue NpoBefileHHS1 KOHTPOJHO SAKOCTI.
(aisnbHiCcTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, BK/IOYAOUM BUMYCK
cepiid) (3MiHa HaliMeHyBaHHS1 BUPOGHMKa,
6e3 3MiHn Micua BUpo6HMLTBA) (TepMmiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicAUIB micns
3aTBEPKEHHS); 3MiHM | Tuny -
AfMiHIiCTpaTuBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvka peecTpauiiiHoro nocBigYeHHs)
(3MiHa HallmeHyBaHHs 3asBHUKa) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 6-T1 MicAUiB micns
3aTBEPKEHHS)
64. AEKCAMETA30 PO34nH A8 iH'EKUIN, 4 KPKA, a.4., CnoBeHis Brpo6HMLUTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/8538/01/01
H mr/mn, no 1 mn B amnyni; HoBo mecTO bulk", nepeuHHe Ta mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peyenmom
no 5 amnyn y 6nictepi; no BTOPVHHE [OTOBWIA Nikapcbkunii 3aci6. 3MiHK y
5 6nicTepiB y KapTOHHii nakyBaHHs, BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
Kopoo6Li KOHTPO/b Ta BUNYCK CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IIO
cepi: SIKOCTi rOTOBOrO flikapCcbKoro 3acoby (3amiHa
KPKA, a.4., Hoso abo gogaBaHHA AiNbHULI, Ha Kl
mMecTo, CroBeHis; 3[iCHIOETLCS KOHTPO/IL/BUNPOGYBaHHS
KoHTponb cepii: cepii) (BBeAEHHA 00AATKOBUX AiNbHULL ANS
KPKA, a.4., Hoso KOHTPO/IIO Cepii Ta BUHECEHHS BUPOOGHNYNX
mMecTo, CroBeHis; hyHKLUilA ONA 3aTBEPAKEHOr0 BUPO6HUKA
KoHTponb cepii: N3 KPKA, g.4., HoBo mecTo, CnoBeHis
HN30X (B1po6HMLTBO "in bulk", nepBrHHe Ta
(HauioHas bHi BTOPWHHE MakKyBaHHS, KOHTPO/b Ta BUMYCK
naboparopis 3a cepii)
34paB'e, OKOJIE iH
XpaHo), C/oBeHis
65. AEHI3NA, MOPOLLOK A/151 PO3YNHY BITA CAH T4 | Benukobput | Csicc MNepeHTepanc IHAis BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/15338/01/01
onsiivekyimno 1rl aHis nra. MaTepianis: 3MiHu | TMNy - AgMIHICTPaTUBHI peyenmom

(h/1aKoH 3 NOPOLUKOM Y
KopobLi 3 KapTOHY

3MiHW. 3MiHa HalimeHyBaHHs Ta/abo aapecu
MiCLiA NPOBAKEHHS AiSNIbHOCTI
BMPOGHUKa/iMnopTepa roToBOro /likapcbkoro
3aco0y, BKHOYAKUN [iSTbHUL BUNYCKY cepii
ab60 MicLe NpoBefileHHA KOHTPO/IHO SAKOCTI.
([isnbHICTb, 3a Ky BignoBigae
BMPOGHWK/IMNOpTep, BKIOYAUN BUMYCK
cepiit) (3MiHa Ha3BM Ta afpecyt BUPOOGHMKA,
6€e3 3MiHK Micusl BUpobHMUTBA)
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
66. AEHINIM NOPOLLOK A1 PO3UUHY BITA CAH NTA Benukobput | Csicc MNepeHTepanc IHAis BHECEHHS 3MiH [10 peecTpaviliHniX 3a UA/15339/01/01
Ans iH'ekuii no 1000 mr 1 aHis nrg. marepianis: 3mMiHu | TUnNy - AgMiHICTPaTUBHI peyenmom
h/1aKoH 3 MOPOLLKOM Y 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
KopobLi 3 KapTOHY MicLSi NPOBAMKEHHS AisiNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapCbkoro
3ac00y, BK/IIOYAKUN [i/TbHUL BUMYCKY cepil
ab0 Micue NpoBefileHHS1 KOHTPOJHO SAKOCTI.
(aisnbHiCcTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, BK/IOYAOUM BUMYCK
cepiii) (3MiHa Ha3BMW Ta agpecu BUPOGHNKa,
6e3 3MiHn Micua BUpoBHMLTBA)
67. AEHILE® NMOPOLLOK A1 PO3YNHY BITA CAH NTA Benukobput | Csicc MepeHTepanc IHais BHECEHHS 3MiH 10 peecTpavuiliHnX 3a UA/15264/01/01
ansiHekuiino1r1 aHis nra. MaTepianis: 3miHu | TMNy - AgMiHICTPaTUBHI peuenmom
ch1akoH 3 NOPOLLKOM B 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
KOpPOO6Lii 3 KapTOHY MiCUs MPOBaMKEHHS AisANIbHOCTI
BMpO6HUKa/iMnopTepa roToBoro Nikapcbkoro
3ac00y, BKIOYAKUM fiTbHUL BUNYCKY cepii
abo MicLie NPOBELEHHS KOHTPOSIKO AKOCTI.
(misnbHICTb, 3a SKy BignoBsifae
BUPOGHMK/IMNOPTEP, BK/IOYAKYN BUMYCK
cepiii) (3MiHa Ha3BM Ta agpecu BUPOGHNKa,
6e3 3MiHK Micusl BUpo6bHMUTBA)
68. AENAKIH TabneTkn, BKPUTI TOB "CaHodi- YkpaiHa CaHodpi BiHTpon dpaHuis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/10118/01/01
XPOHO® 500 MI' | 060/10HKOH, ABeHTIC IHoacTpia mMartepianis: peuenmom
NponoHroBaHoi Aji no 500 YkpaiHa" 3MiHUW | TUNY - OHOBJIEHHS BXE
mr Ne 30: no 30 TabneTok 3aTBEPKEHOr0 MapKyBaHHS BTOPUHHOI
Y KOHTeHepi, 3aKputomy YNaKoBKMN: HAHECEeHHS MiKTorpamm BariTHOI
KPULLIKOIO 3 XIHKM | OHOB/IEHHSA 3aCTEPEXEHHS Ha
BOJIOrOMNOr/IMHA4YeM, B 30BHiLLHIl yNnakoBLi (KapTOHHI KOpooL,) 3
KapTOHHilA KopooLi MeTOI MiHiMi3auil pu3vky. BBeAeHHs 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBepAKeHHs
69. MKA3 TabneTkn, BKpUTI Baiiep ®apma HimeuyunHa nepBrHHE Ta HimeuunHa BHECEHHS 3MiH 0 peecTpavuiliHnX 3a UA/5468/01/01
060/10HKOI0, M0 28 Al BTOPWHHE mMartepianis: peuenmom

Tabnetok (24 TabneTku
CBIT/10-pOXeEBOrO + 4
Tabnetku (nnayebo)
6inoro konbopy) y 6aicrepi
3 CaMOK/1EIKOI0 CTPIYKOIO;
no 1 6nicTepy y KapTOHHiIiA
nauuj

nakyBaHHS1, BUMYCK
cepii: baiiep ®apma
Al, HimeuunHa;
BMPOGHMLITBO
Hepo3dacoBaHoi
npoAaykuii Ta
NnpoBefeHHs
KOHTPOJIHO AKOCTI:
Baiiep ®apma AT,
HimeuyunHa; BCi
cTagii BupobHuuTea:
Baiiep Baiimap
rv6X i Ko. KT,
HimeuyunHa

3MiHU | TUNY - NOAAHHS1 OHOB/IEHOTO
cepTudikaTy BiAnoBigHOCTI €BpoNenchbkili
thapmakonei R1 CEP 2009-070-Rev 00 Big,
3aTBEPKEHOr0 BUPOBHYKA Aito4oi
PeyoBVHN APOCMIPEHOH
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

70.

AVNKNAK® ID

Tabnetku 3
MoguikoBaHUM
BUWBI/TbBHEHHAM MO 75 Mr Mo
10 Tabnetok y 6nictepi;

no 2 a6o no 10 6nicTepiB y
Kopobui

CaHpo3
dapmacbloTikan
3 4.0

CnoBeHis

Cantotac dapma
6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHniX
marepianis:
3MiHM | TUny - 3MiHK WoAao
6e3nekun/edheKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHvx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHux
[aHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0cobH,
BiANOBiAANbLHOI 3a 3iicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 3a 34iICHEHHS
hapMakoHarnagy (BK1HYatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
YnoBHoBaxeHa ocoba 3asaBHUKa A1
3fiicHeHHs hapmakoHarnagy: fitoua
pepakuis — CebactbaH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-baps/Gabriele Hecker-Barth.
KoHTakTHa ocoba B YkpaiHi yNnoBHOBaXeHOI
0cobu 3asiBHUKA [/15 3A4iACHEHHS
thapmakoHarnagy: fiivoua pefakuis —
BalueHko Biktopis CepriiBHa. MNponoHoBaHa
pefakuis — Opnos B’ayecnas BiktopoBuy.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI
0CcOo6U. 3MiHa KOHTaKTHUX A@HNX KOHTaKTHOT
ocobu. 3MiHa MicLs 3AiACHEHHS1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarniagy. 3MiHa
agpecu mactep-chaiina. 3miHa Homepa
mMacTep-gaiina

3a
peyenmom

UA/9808/01/01

71.

AVKNAK® ID

Tabnetku 3
MoAnddiKoBaHUM
BWBI/IbHEHHAM 10 150 mr
no 10 TabneTok y
6nicTepi; no 2 abo no 10
6nicTepis y Kopobui

CaHpo3
PapmacbloTikau
34.4.

CnoBeHis

BMPOGHMLTBO in
bulk, nakyBaHHs,
BMNYCK cepil:
Cantotac dapma
M6X, HimeuunHa;
nakyBaHHs1, BUMYyCK
cepii: lek C.A.,
Monba

Himeuuunna/
Monba

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX JaHyX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHuX Npo cuctemy hapmMmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAANbHOI 3a 3iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa

3a
peyerimom

UA/9808/01/02
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIA&NbHOI 3a 3i/iCHEHHS
thapmakoHarnsgy (BKIovatum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
thaiina cuctemmn thapmakoHarnsgy) -
YnoBHoBaxeHa 0coba 3asaBHUKa A1
3piicHeHHs chapmakoHarnsgy: ditoua
pegakuisi — CebactbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth.
KoHTakTHa ocoba B YKpaiHi yNnOBHOBaXXeHOI
0Co6M 3as1BHMKA A1 34iAICHEHHS
thapmakoHarnsagy: ditova pegakuis —
BalueHko Biktopis CepriiBHa. MNponoHoBaHa
pepakuis — OpnoB B’ayecnas BiktopoBuy.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
0co6u. 3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT
ocobu. 3miHa micus 34iliCHEHHS OCHOBHOT
LisiNbHOCTI 3 thapmakoHarnagy. 3miHa
agpecu mactep-chaiina. 3miHa Homepa
mMacTep-goaiina

72. ANKNO®DEHAK- PO34uH ANs iH'eKUil, 25 ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/1539/02/01
340POB'A Mr/M1 Mo 3 M B amnyni; obmexeHor obmexeHoro marepianis: peyenmom
no 5 amnyn y KapToHHii BiAgnoBifasbHICT BiANOBIAA/ILHICTIO 3MiHW | TUNY - YTOYHEHHSA
KopobLi 3 neperopogkamu; 10 "®apmaueBTuyHa MicLle3HaxomKeHHs BUpobHuKa AdI
no 5 amnyn y 6nictepi; no "hapmaLeBTUyH KomnaHis "3gopos'a" AviknodeHak HaTpito BigNoBigHO A0
1 6nicTepy B KAPTOHHIi a KoMnaHis Marepianis Bupo6Huka Ningbo Smart
Kopobui "3popos's" Pharmaceutical Co., Ltd., China; 3MiHu |

TMNy - 3MiHa y napameTpax cneuudikawiii
Ta/abo JONyCTUMUX MEX, BUSHAUYEHUX Y
crneundikauiax Ha A®l, abo
BVXiIAHWIA/NPOMDKHWIA NpoAyKT/pearexT, Lo
BUKOPWCTOBYIOTLCA Y NpoLeci BUPObHMLTBA
A®I; cynyTHA 3MiHa: 3MiHa Yy MeTogax
BunpobyBaHHA APl abo BMXigHOro
Marepiany/npoMiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NPOLEC
BMPO6HMLTBa ADI - NprBEAEHHS
creundikavii Ta MeTogiB BXigHOro
KOHTPO/IIO 3a NOKa3HUKOM «3asimLLKoBa
KifIbKICTb OpraHiuHMX PO3UMHHUKIB» Y
BiANOBIAHICTb MaTepianis BUPOGHMKaA
Ningbo Smart Pharmaceutical Co., Ltd.,
China; 3miHu | TMNY - 3MiHW, NOB'sA3aHi 3
HeOoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTb
[0 MoHorpadpii ®Y abo €BponeiicbKoi
dhapmakonei, abo iHLIOi HaLioHasTbHOT
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

thapmakonei gepxasu €C (3miHa y
crneuungikauisx, nos'a3aHa 3i 3aMiHamu B
Loy, abo €poneiicbkili hapmakonei, abo
iHLWIN HauioHaNbHIN thapmakonei fAepxasu
€C); cynyTHA 3miHa: 3MiHa y MeTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMarepiany/npoMbKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLTBA ADI - 3MiHK Y cneuwndikauii Ta
MeToAax BXiHOro KoHTposito Ad|
[vknodberak HaTpito; 3iHK | TUMY - NoAaHHA
HOBOTO cepTudikaTta Big, BXe
3aTBEPAKEHOIO BUPOGHUKA; CYMyTHS 3MiHa:
3MiHa y napameTpax crneumdikauiin Ta/abo
[OMYCTUMMX MeX, BUSHAYEHNX Y
crneundikauiax Ha A®l, abo
BMXIAHWIA/NPOMDKHWIA NpoAyKT/pearexT, Lo
BUKOPWCTOBYIOTLCA Y NpoLLeci BUPO6HNLTBA
A®I (iHWi 3MiHK) - 3MiHa Yy MeTogax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomiKHOro NPOAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NpoLEeCi
BMpO6HULTBA API - NOAAHHSA HOBOrO
cepTudikaTy BiAnoBigHOCTI €BpoNenchbkili
thapmakonei Ne R1-CEP 1997-066-Rev 03
Bif 3aTBEP)KEHOro BUPOOHMKa ADI 3i
3MiHOI HaliMeHyBaHHSI BUPOOHMKa, Ta 3i
3MiHOK aAMiHICTpaTMBHOI afpecu Ha
agpecy BMPOGHMLTBA. AK HAc/iAoK, 3MiHa B
cneuudikalii Ta MeTogax BXigHOro
KOHTpoNto APl 3a NOKa3HUKOM «3a/TLLIKOBI
KifIbKOCTi OpraHiyHnX PO3UNHHWUKIBY»; 3MiHW I
TUMy - 3MiHa BUPOGHKKa
BMXIZAHOrO/NPOMIXHOro NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBHUYOMY
npoueci Adl, abo 3miHa BUPOOHMKa
(BKNtOYatoum, oe HeobxigHo, micue
npoBefeHHs KOHTPOsIo skocTi) APl (3a
BiICYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY [OCbE)(BBEAEHHS HOBOIO
BMpo6HUKa AP 3 HaaaHHAM MacTep-chaiina
Ha A®I); cynyTHA 3MiHa: 3MiHa Y
napameTpax cneundikauii Ta/abo
[OMYCTUMMX MeX, BUSHAYEHNX Y
crneundikauiax Ha A®l, abo
BVXiIAHWA/NPOMiIXXHMIA NPOAYKT/pearexT, Lo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BUKOPWCTOBYIOTLCA Y NpoLeci BUPObHNLTBA
A®I (iHWi 3MiHK) - 3MiHa Y meTogax
BunpobyBaHHa APl abo BMXigHOTO

Marepiany/npoMbKHOro NPoAyKTy/peareHTy,

LLIO BUKOPUCTOBYETLCSA Y NPOLEC
BMpO6HMLTBa ADI - BeJeHHS HOBOrO
BMPOGHUKa AD| AukiodeHak HaTpito, SIK
HacCnifoK, BHECEHHS 3MiH A0 cneuundikayii
3a NOKa3HUKOM «3&aUTULLIKOBI KifIbKOCTI
OpraHiYHNX PO3UYMHHKKIB» ANS [AHOT0
BMPOGHUKA; 3MiHWM Il TMny - 3MiHa BUPOGHMKa
BMXIi4HOro/MPOMiXHOrO NpoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
npoueci Ad®l, abo 3miHa BUpobHMKa
(BrIrovatoun, fe HeobxigHo, Micue
npoBeAeHHA KOHTPOso AkocTi) AdI (3a
BifICYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAXEHOMY [0CHE)(BBEAEHHS HOBOIO

BMpo6HUKa AP 3 HagaHHAM MacTep-haiina

Ha A®I); cynyTHs 3MiHa: 3MiHa Y
napameTpax crneuudikadii Ta/abo
LOMYyCTUMMX MEX, BUSHAYEHUX Y
cneuudikauisx Ha Adl, abo

BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo

BMKOPUCTOBYHOTLCS Y NPOLECi BUPOOHMLTBA

A®I - 3MiHa y meTofax BUNpo6yBaHHS AdI

a60 BMXigHOro matepiasy/npoMixHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTea Ad| - fogaBaHHsA
BUpO6HMKa A®I, AK HACNiQOK, BBEAEHHS
[04aTKOBOTO nokasHuka skocTi «N-dheHin-N-
xyopaueTwni-2,6-auxopaHinii (Aumnar)»
[0 creundikaLii 3 BiANOBIAHUM METOAO0M
KOHTpONtO (3rigHo npeacTtasneHoro DMF)
AN AaHOTo BUPO6HMKA

73.

ANNPOCIAH®

cycneHsisi ans iH'ekuid no
1 mn B amnyni; no 5 amnyn
B KapTOHHI kopo6ui; no 1
M/ B nonepeaHbLo
HarnmoBHEHOMY LUNpUL; No
1 wnpuuy B KOMNAEKT 3 1
abo 2 cTepunbHUMK
roniKkamu B NaacTyKoBOMy
KOHTEHepi B KApTOHHIA
Kopobui

LLepiHr-Mnay
CeHtpan lct Al

Leiiapis

ans amnyn:
BUPO6HMK in bulk,
nepBuHHe
nakyBaHHS:
CEHEKCI HSC -
EPYBI/Ib CEHT
KNEP, ®paHuis;
BVMPOGHMK 3a
MOBHUM LK/TOM:
Lepinr-Mnay /1a6o
H.B., Benbris; ans

PpaHuis/
Benbris

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekun/eheKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
AaHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBiAANbLHOI 3a 34i/icCHEHHS
dhapmakoHarnsgy; KOHTakTHOi ocobu 3

3a
peyenmom

UA/9168/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nonepeaHLO
HanoBHEHWX
wnpuuis: CEHEKCI
HSC - EPYBI/1b
CEHT KNEP,
®paHuis

thapmakoHarnsgy 3asaBHuka AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BifJ, yNOBHOB&XeHOI 0cobu,
BiANOBiAANbLHOI 3a 3iiCHEHHS
thapmakoHarnagy (BKIouyaym KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - Airoua
pefakuisi: ynoBHOBaXXeHa 0coba,
BignoBiga/ibHa 3a 3AjCHEHHSI
hapmakoHarnsgy: XXaHeTt Xopm6peii.
MponoHoBaHa pefakLis: ynoBHOBaxeHa
ocob6a, BignosigasibHa 3a 34jiACHEHHSI
hapmakoHarnsgy: [okrtop aii femon.
3MiHa KOHTaKTHUX AaHuX. 3miHa y
po3MileHHI MacTep-dainy

74.

LIAKOPAVH®
120 PETAP],

TabneTky NPOsIOHroBaHoI

Aii no 120 mr Ne 30 (10x3):

no 10 Tabnetok y
6nictepi; no 3 6nictepn y
KapTOHHI/ KopoobLi

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[aHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0co6H,
BiANOBiAANbLHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA BiJ, yNTOBHOB&XXeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
hapmakoHarnagy (BKIHYaoUmM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA,
BiANOBiAA/IbHOI 32 hapMmakoHarnsa:

MponoHoBaHa pepakuis — Eric Teo/Epik Teo.

3MiHa KOHTaKTHOI 0Cco6u B YKpaiHi
YNOBHOB&XeHOT 0cobM 3asiBHMKaA A5
3[ificCHeHHs1 hapMakoHarisay:
MponoHoBaHa pefakuis — KnilimH AHTOH
MukonanoBmy. 3mMiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOI 0CO6M. 3MiHa KOHTAKTHUX
[aHnX KOHTaKTHOI ocobu. 3miHa micus
3[jiACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3asHauyeHHs Homepy
macTep-aiiny cuctemn hapmakoHarnagy
Ta ioro MicLie3HaxomKeHHs

3a
peyenmom

UA/5731/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

75.

DIAKOPAVIH® 60

Tabnetku no 60 mr Ne 50

(10x5): no 10 TabneTok y
6nicTepi; no 5 6nictepis y
KapTOHHIlA KOpooLi

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHniX
marepianis:
3MiHM | TUny - 3MiHK WoAao
6e3nekun/edheKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHvx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHux
[aHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0cobH,
BiANOBiAANbLHOI 3a 3iicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 3a 34iICHEHHS
hapMakoHarnagy (BK1HYatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asIBHUKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsga:
MponoHoBaHa pepakuis — Eric Teo/Epik Teo.
3MiHa KOHTaKTHOI 0co6u B YKpaiHi
YMNOBHOB&XeHOT 0cobM 3asiBHMKA AN1A
3[iiCHEeHHsT hapMakoHarisay:
MponoHoBaHa pefakuis — KnilmH AHTOH
Mukonanosmy. 3mMiHa KOHTAKTHUX JaHUX
YNOBHOB&XXEHOi 0CO6M. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI ocobu. 3miHa micua
3[iACHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3asHaueHHs Homepy
macTep-haiiny cuctemn hapmakoHarnagy
Ta ioro MicLie3HaxoKeHHs

3a
peyenmom

UA/5731/01/01

76.

[NIAKOPAVH® 90
PETAP/,

TabneTku, BKpUTI
060/10HKOIO,
MPOJIOHroBaHoi Aji no 90
mr Ne 30 (10x3): no 10
Tabnetok y 6nictepi; no 3
61icTepy y KapTOHHIN
Kopoobui

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX AaHnx Nnpo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHvx Npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBiAaNbHOI 3a 37iiCHEHHS

3a
peyenmom

UA/5731/01/02




83

n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

hapMakoHarnagy (BK1HYatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3asIBHYMKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsa:
MponoHoBaHa pepakuis — Eric Teo/Epik Teo.
3MiHa KOHTaKTHOI 0co6u B YKpaiHi
YNOBHOB&XeHOT 0cobM 3asiBHMKaA 4115
3[iiCHEeHHsT hapMakoHarisay:
MponoHoBaHa pefakuis — KnilmH AHTOH
Mukonanosmy. 3mMiHa KOHTAKTHUX JaHUX
YNOBHOB&XXEHOI 0CO6M. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI ocobu. 3MiHa Micua
3[iACHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3asHaueHHs Homepy
macTep-aiiny cuctemn hapmakoHarnagy
Ta ioro MicLie3HaxXoKeHHs

77.

AIAHOPMET®
500

Tabnetku no 500 mr o 15
Tabnetok y 6nictepi; no 2
6nicTepu y kopobui

TeBa
dapmaLeBTikan
IHpacTpi3 /174,

I3painL

TOB TeBa
OnepeiiwH3 MonaHg,

Monba

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHM | TURy - 3MiHW [0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Y PO3LiNn:
"MpoTunokasaHHa", "B3aemogis 3 iHWnMm
nikapcbknMn 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acToCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpygar”, "Cnocibé 3actocyBaHHs
Ta fosun" (iHdopmauis 3 6e3nekn), " TIo6IYHI
peaxuii” BignoBigHO A0 OHOB/IEHOT
iHchopmawii 3 6e3nekun Ajro4oi peyoBUHN.
BBefeHHs 3MiH NpoTarom 3-x micAuis nicns
3aTBEPAKEHHS

3a
peyenmom

UA/7795/01/01

78.

BIALEPEIH

NopoLOK (cybcTaHuis) y
nakeTax noapiliHMx
nonieTuneHosux ans
BMPOGHULITBA
HecTepuIbHMX NiKapCbKux

dhopm

MAT "KuiBcbknii
BiTaMiHHWIA
3asof”

YkpaiHa

Awmi NaiihcaiteHcis
MeT. NiTA.

IHais

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
A®|. CtabinbHictb. 3MiHa nepioay
NOBTOPHMX BUNPOOyBaHb/nepiogy
36epiraHHA abo ymMoB 36epiraHHs Adl (3a
BiCYTHOCTI Y 3aTBEpKEHOMY [0CLE
cepTudikaTa BignoBigHOCTI €Bponeiicbkii
hapmakonei, Lo BK/IoYae nepios
NMOBTOPHOro BUNPoO6YBaHHS) (Nepiog,
NOBTOPHOrO BUNpo6yBaHHs/nepiog
36epiraHHs) - 36inblUeHHst abo BBeAEHHS
nepiofy NoBTOpHOro BunpobysaHHsA/nepiogy
36epiraHHsi Ha OCHOBI pe3y/ibTaTiB
JocnimpKeHb y peasibHOMY 4aci (36inbLIeHHs
TEePMiHy NPUAATHOCTI cybCTaHLji Ha OCHOBI
pesybTaTiB fOC/iHKEeHb CTabi/IbHOCTI Y

UA/12504/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
peanibHOMY 4aci 3 2-X 40 3-X POKiB)
79. A-NAHTEHON mMa3b 5% no 25rta50ry Apnpan- Xopsartis AapaH-IaneHcbkuii Xopsartis BHECEHHS 3MiH [0 [0 peecTpayiiHnX 6e3 UA/7932/01/01
Ty6ax Nel [aneHcbKuit Na6opaTopiit 4.4, MaTtepianis: 3miHu | TUNY - AgMIHICTPaTUBHI peyenma
Na6opaTopiii 3MiHW. 3MiHa Ha3BU NiKapCbKOro 3acoby -
Ao.4a. 3MiHa Ha3BW NikapcbKoro 3acoby (byno -

MAHTEKCON AAPAH); 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BNacHvka peecTpauiiHoro NocBigYeHHs);
3MiHu | TMNY - 3MiHKW 3 KOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa ab0 BBeEHHs1 40AATKOBOI AiNbHUL
BMPOBHMLTBA 151 YACTUHW abo BCbOro
BMPOGHMYOro MpoLecy roToBoro NikapcbKoro
3aco06y (ginbHULSA, Ha SKili NPOBOAATLCA
6y/Ab-5Ki BUPOOHUYI cTagji, 38 BUHATKOM
BWMYCKY Cepiii, KOHTPOJO AKOCTI,
NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HEeCTepW/IbHUX NiKapCbKUX 3acobiB) (3amiHa
AinbHULI BUpo6HMLTBa) CynyTHA 3MiHa
- 3MiHK 3 AKoCTi. F0TOBUIA Nikapcbkuii 3aci6.
3MiHV Yy BUpO6HMLTBI. 3amiHa abo BBeAEHHSA
[04aTKOBOI fibHUL BUPOGHMLUTBA AN15
4yacTuHM abo BCbOro BUPOBHNYOTO NpoLecy
roTOBOro NikapcbKoro 3acoby (finbHUUS Ans
BTOPUHHOIO NakyBaHHS) - 3MiHW 3 SKOCTI.
[oTOBWMIA Nikapcbkunii 3aci6. 3miHN y
BUPOGHMLTBI. 3amiHa abo BBeLEHHS
[04aTKOBOI fibHUL BUPOGHMLTBA ANs
4yacTuHM abo BCbOro BUPOBHNYOTO NpoLecy
roTOBOro Nikapcbkoro 3acoby (AinbHULS ANs
NepBUHHOIO NakyBaHHs); 3MiHu | Tuny -
3MiHK 3 SKocTi. FoToBWMIA NiKapcbkuii 3aci6.
3MiHV Yy BUpOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPO/II0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BMPOOHMKA, LLO BiANOBIAAE 3@ BBE3EHHS
Ta/abo Bunyck cepii) - Bkioyatroun
KOHTPOb/BUNPOGYBaHHS cepii (3amiHa
AinbHUUI BUPOGHMLTBA); 3MiHN | Tuny -
3MiHK 3 SKocTi. FoToBWMIA NiKapcbkuii 3aci6.
CuctemMa KoHTelHep/3akynoptoBasibHUIA
3aci6. 3MiHa po3mipy ynakoBKM rOTOBOr0O
nikapcbkoro 3acoby (3mMiHa macu/o6'emy
BMICTY KOHTeliHepa 6araTtof030B0ro
nikapcbkoro 3acoby ans
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

HenapeHTepasibHOro 3acTocyBaHHA (abo
0[1HO030BOr0, YaCTKOBOTO BUKOPUCTAHHS))
(BBEAEHHA 40AATKOBOrO PO3MIpY YMakoBKN —

no 50 ry Ty6i) CynyTHs 3MiHa - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb

roTOBOrO likapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo

[0NYyCTUMUX MEX rOTOBOTO NiKapCbKOro

3aco06y (iHLi 3MiHK),
AIK HACNIZOK, 3MiHW Y creundikaLii B

HOpMyBaHHI N. «HanonHeHne»); 3minu |

Tuny - 3MiHK 3 skocTi. CepTuddikat
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€sponelicbkiin hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BigNOBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI €Bponelicbkii
thapmakonei: ana Ad®l; ans BUxigHoro
Matepiany/peareHTy/npoOMKHOrO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;

0151 AOMOMIXHOT pevoBuHN (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -

HoBwuii cepTudikat Bif HOBOro BUPO6HMKA
(3amiHa abo fONOBHEHHS) (MOAAHHS HOBOTO

CEP (Ne R1-CEP 1997-113-Rev 02) gns

A®I| gekcnaHTeHosny); 3miHn | Tuny - 3MiHn
LoAao 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHUX AaHunx npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3arasibHeHnx

AaHuX Npo cuctemy hapmMakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0co6H,
BiANOBIAa/IbHOT 3a 3AiICHEHHS

dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:

thapmakoHarnsgy B YkpaiHi, K0 BOHa

BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIA&NbHOI 3a 3iiCHEHHS
thapmakoHarnsgy (BkIouvatoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) (fdiroua
pepakuis: Canira HOnis AHaTtoniiBHa.

MponoHoBaHa pepakuin: Kyxap TeTsHa

IpuropisHa. 3MiHa KOHTaKTHWUX AaHNX
KOHTaKTHOI 0CO6U B YKpaiHi yNmOBHOBaXEHOI
0cobu 3asiBHUKA [/15 3AiACHEHHS
thapmakoHarnagy); 3minu | Tuny - 3miun
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (3amiHa
rpachiyHOro 306pakeHHs1 ynakoBKu Ha TeKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNakoBKK)

80.

APAMIHA®

Tabnetku no 50 mr no 5
ab6o no 10 TabneTok y
6nictepi; no 1 6nictepy y
KapTOHHIA KopooLi

AppaH-
[aneHcbKuit
Na6opaTopii
a.a.

Xopsaris

AapaH-IaneHcbkuii
Na6opaTopiit 4.4,

Xopsaris

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHuM | TMny - 3MiHa napameTpis
cneuudikauin Ta/abo [oNyCTUMUX MEX
rOTOBOrO NKAPCHLKOro 3acoby - BUMYYEHHS 3
cneumdikaLii Ha CPOK roAHOCTY NOKA3HUKIB
«[lnameTp», «BbicoTa», «PacnagaemMocTb»,
«M/IcTpaemMocTb», sKi KOHTPOOKTLCS B
npoueci BUPOOHULTBA Ta NepeBipsTb Mig
yac npouecy BUNYycKy cepii Ta 3a3HaqeHi y
cneundikauii Ha BUNycK; 3MiHu | Tuny -
3MiHa napameTpiB cneyudikauin Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKOro
3aco0y - npuBefeHHA N. «<MBU» y
crneundikavii/meTogax KOHTPOO AKOCTi Y
BignoBigHICTb A0 BUMOr EP. HopmyBaHHs
3a/ULLEHO 6e3 3MiH; CyNyTHS 3MiHa: 3MiHa Y
mMeToJax BUNPOOyBaHHS rOTOBOrO
nikapcbKoro 3acoby (OHOB/IEHHS MpoLieAypy
BUNPOOYBaHHA AN NPUBEAEHHS Y
BiANOBIAHICTb 3i 3MiIHEHOIO 3arasibHO0
ctatTeto APY abo €Bponeincokoi
hapmakonei)

6e3
peyenma

UA/8430/01/01

81.

AYAKTUH®

Kancynum no 5 mr no 10
kancyn y 6nictepi; no 3
6nicTepy y KapTOHHIl
Kopobui

dapma
IHTepHeLeHan
KomnaHi

VopgaaHis

dapma
IHTepHeLweHan
KomnaHi

VoppaaHis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTtepianis: 3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu

3as1BHMKa (B/1acHVKa peecTpaLiiiHoro
nocBifYeHHs) (3MiHa HaliMeHyBaHHS
3asBHUKA); 3MiHK | TUNY - AgMIHICTPATUBHI
3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecu
MicUs NPOBAMKEHHS AisiNIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro fikapCbKoro
3aco6by, BK/IYaKuu AiNbHNLL BUNYCKY cepil
ab60o micue NpoBefieHHSI KOHTPOJTH AKOCTI.
(aisnbHiCTb, 3a AKy Bignosifae
BUPOGHMK/IMNOPTEP, BK/IOYAKYMN BUMYCK
cepiii) (3MiHa HaliMeHyBaHHS Ta agpecu
BUPO6HUKA, 6e3 3MiHW MicLs BUPOBHULITBA)

3a
peyenmom

UA/8752/01/01

82,

ErNOHIN®

kancynu rno 50 mr Ne 30
(15x2), Ne 30 (30x1) y
6nictepax

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YkpaiHa

LENb®APM [PKOH

®paHuis

BHECEHHS 3MiH [0 peecTpavuiliHnX
mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edeKTVBHOCTI Ta

3a
peyenmom

UA/3818/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHUX AaHunx npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3arasibHeHnx
AaHuX Npo cuctemy hapmMakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0co6y,
BiANOBIAa/IbHOT 3a 3AiICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIA&NbHOI 3a 3iiCHEHHS
thapmakoHarnsgy (BkIouvatoum KOHTaKTHi
[AaHi) Ta/abo 3MiHW Y po3MiLLEeHHI MacTep-
tpaiina cuctemu chapmakoHarnagy) - 3miHa
yMOBHOBaXeHOT 0cobw, BignosigansHoT Ans
3[iiCHEeHHs1 hapMakoHarisay:
MponoHoBaHa pepgakuis: KnilwmnH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOBaXEHOT 0CO6M, BifnoBigansLHoI 415
34ilicHEHHs hapmakoHarnsgy

83.

ErNOHIN®

pO34uH ANa iH'ekuiid, 100
Mr/2 M Ne 6: no 2 mn B
amnyni; no 6 amnyn 'y
KOHTYPHUX YapyHKax y
KapTOHHIA KopooLi

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YKpaiHa

LNENb®APM [KOH

®paHuin

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKkTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHUX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHvx Npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, AKLL0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 3i/iCHEHHSA
hapmakoHarnagy (BK1HYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
(paiina cuctemu chapmakoHarnagy) - 3miHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoT Ans
3[jiicCHeHHs1 hapMakoHarsay:
MponoHoBaHa pegakuis: KnilwmH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6M, BignoBigansLHoI A5
34jificHeHHs hapmakoHarnsgy

3a
peyenmom

UA/3818/03/01

84.

ErNOHIN®

Tabnetku no 200 mr Ne 12
(12x1): no 12 TabneTok y
6nictepi; no 1 6rictepy y

TOB "CaHodi-
ABeHTIC
YKpaiHa"

YKpaiHa

OENTb®APM [DKOH

PpaHuin

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHK | TNy - 3MiHK Woa0

3a
peuyenmom

UA/3818/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHIlA KOpooLi

6e3nekun/edheKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHvx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHux
[aHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0cobH,
BiANOBiAANbLHOI 3a 3iicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa An5 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHS
hapMakoHarnagy (BK1H4YatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0C06M, BifgNoBigansLHoI 41
3[iiCHeHHs hapmMakoHarnisay:
MponoHoBaHa pepakuis: KnilwmH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6MU, BignoBigansLHoi 4s
3AiiCHEHHS1 chapMakoHarnsay

85.

E3OMEA/IOKC

Kancynm K1LWKOBOPO3UMHHI
TBepAi no 20 mr Ne 14
(14x1), Ne 28 (14x2): no
14 xancyn y 6nictepi; no 1
abo 2 6nictepu B
KapTOHHIA KopooLi

TOB "3eHTiBa"

Yecbka
Pecny6nika

BiAnNoBigabHUI 3a
BUMYCK Cepii:
ETidhapm, ®paHuis;
C.C. «3eHTiBa
C.A.», PymyHis

PpaHuis/
PymyHis

BHECEHHS 3MiH [10 peecTpaviliHnX
marepianis:
3MiHu | TUNy - nogaHHA HoBoro CEP Ne RO-
CEP 2014-077-Rev 01 Big Bxe
3aTBEPAKEHOro BUPOGHMKa AdI
e3omMenpa3sony marHito gurigpaty Cipla Ltd.,
India Ta, K HacniAoK, AoAaBaHHA HOBUX
BVMPOGHNYMX AiNIbHULb NPOMDKHOMO
NPOAYKTY; 3MiHW | TUNY - 3amiHa BUPOBHMKa
A®| PCAS HoBVM BUpOGHMKOM AdI
Minakem Dunkerque Production 3 HoBUM
ceptudpikatom CEP Ne RO-CEP 2015-086-
Rev 01; 3miHu | TMny - nogaHHA HOBOro
ceptudpikaty Ph.Eur. TSE ans fonomikHOI
PEYOBUHM XeNaTuH Bif, BXXe 3aTBEPKEHNX
BUpo6HMKIB ROUSSELOT SAS R1-CEP
2000-029-Rev 04. BHeceHHA [o4aTkoBOro
noctayasibH1Ka KarncysibH1MX 060/10HOK
Qualicaps go 3atBepgxeHoro Capsugel ans
3a6e3neyeHHs nocTavaHHsa MOPOXHiX
Karcy/si; 3MiHu | Tuny - nofaHHsa OHOB/IEHOTO
ceptudikaty Ph.Eur. TSE ans gonomikHol
PEYOBUHM XeNaTUH Bif, BXe 3aTBEPKEHOr0
Brpo6HMKa STERLING BIOTECH LIMITED
R1-CEP-2001-211-Rev 01; 3miHu | Tvny -
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO

3a
peyenmom

UA/13167/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

npuBeAEeHHS Yy BiANOBIAHICTb A0 MOHOrpadii
[oY abo €Bponelicbkoi thapmakonei, abo
iHLIOT HaLioHasTbHOI hapmakonel fgepxasu
€C - nojaHHA OHOB/EHOI cnevumdikauii Ta

MeToziB KOHTPoo AdI, y 3B'A3Ky 3
npuBELEHHSM Y BiANOBIAHICTb A0

MoHorpadii EBponeiicbkoi Papmakonei Ha

e3omenpason mMarHito gurigpat; 3miHum | Tuny

- nofaHHs HoBoro cepTudikaty Ph.Eur. TSE

NS AONOMDKHOT PEYOBUHY XeNaTuH Bif, BXe
3aTBEpAKEHNX BUpobHuKiB PB GELATINS

R1-CEP 2000-045-Rev 03. BHeceHHs
[0AaTKOBOro nocTavasibHMKa KancynbHUX
060/10HOK Qualicaps [0 3aTBepAKEHOr0
Capsugel gns 3a6e3neyeHHs nocTavaHHs
MOPOXHIX Kancyn; 3MiHu | Tuny - nogaHHA
oHoBneHoro ceptudikary Ph.Eur. TSE gns
[0MOMIKXHOT PEYOBUHM XenaTuH
ROUSSELOT SAS R1-CEP 2000-027-Rev
02

86.

E3OMEA/NOKC

Kancynm KULWKOBOPO3UMHHI
TBepAi no 40 mr Ne 14
(14x1), Ne 28 (14x2): no
14 kancyn y 6nictepi; no 1
abo 2 6nictepu B
KapTOHHI/ KopoobLi

TOB "3eHTiBa"

Yecbka
Pecny6nika

BignoBiganbHWiA 3a
BMNYCK cepil:
ETichapm, ®paHuis;
C.C. «3eHTiBa
C.A.», PymyHis

®paHuis/
PymyHis

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:
3MiHM | TUny - nogaHHa Hosoro CEP Ne RO-
CEP 2014-077-Rev 01 Big BXe
3aTBEpXEeHOro BUpo6Huka API
e3omenpasony marHito gurigpaty Cipla Ltd.,
India Ta, K HacnifoK, AofaBaHHA HOBUX
BUPOOHNYMX AiNTbHULE MPOMIKHOIO
NPOAYKTY; 3MiHK | TUMY - 3amiHa BUPOGHMKA
A®| PCAS HoBUM BMPOGHMKOM AdI
Minakem Dunkerque Production 3 HOBUM
ceptucpikatom CEP Ne RO-CEP 2015-086-
Rev 01; 3miHu | TMnY - nogaHHA HOBOro
ceptudikaty Ph.Eur. TSE ans gonomikHol
PEYOBUHM XeNaTUH Bif, BXE 3aTBEPLKEHUX
BMpo6HMKIB ROUSSELOT SAS R1-CEP
2000-029-Rev 04. BHeceHHs [o4aTKoBOro
nocTavanbHviKa KancysibH1X 060/10HOK
Qualicaps no 3arBepgxeHoro Capsugel ans
3a6e3neyeHHs noctTavyaHHsA MOPOXHiX
Kancys; 3MiHu | Tuny - NogaHHs OHOB/IEHOIO
ceptudpikaty Ph.Eur. TSE ans gonomixHol
PEYOBUHM XeNaTUH Bif, BXXe 3aTBEPKEHOr0
B/po6HMKa STERLING BIOTECH LIMITED
R1-CEP-2001-211-Rev 01; 3miHu | Tuny -
3MiHW, NOB'A3aHi 3 HeObXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil

3a
peyenmom

UA/13167/01/02
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Loy abo €sponelicbkoi hapmakonei, abo
IHLIOT HaLioHasTbHOI dhapmakonel fgepxasu
€C - nogaHHs1 OHOBMEHOI cneuudikauii Ta
MeToZiB KOHTpoto Adl, y 3B'A3Kky 3
npuBELEHHSM Y BiANOBIAHICTb A0
MoHorpadii EBponeiicbkoi Papmakonei Ha
e3omMenpasos MarHito avrigpart; 3miHu | Tuny
- nofaHHs Hosoro cepTudikaty Ph.Eur. TSE
AN AOMOMDKHOT PEYOBUHY XeNaTuH Bif, BXe
3aTBepMKeHNX BUPO6HMKIB PB GELATINS
R1-CEP 2000-045-Rev 03. BHeceHHs
[0AATKOBOrO nocTavasibHMKa KancynbHUX
060/10HOK Qualicaps [0 3aTBepKEHOro
Capsugel ans 3a6esneyvyeHHs nocTavaHHs
MOPOXHIX Kancy; 3MiHu | Tuny - nogaHHA
OHOB/eHOro ceptudikaty Ph.Eur. TSE ansa
[O0MNOMDKHOT PEYOBVHM XenaTuH
ROUSSELOT SAS R1-CEP 2000-027-Rev
02
87. ENIFAPA 22,5 MIC | nopowlok ans AcTennac Higepnangu BiANOBIAaIbHMI 3a Higepnangw/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/5758/01/02
NPUroTyBaHHS PO3YNHY dapma tOpon BTOPWHHY YNakoBKy CLIA marepianis: peyernmom
ANA NiALKIPHMX iH'eKLA no B.B. Ta BMNyCK cepil: 3MiHuM | TURY - 3MiHa y MeTogax
22,5 Mry nonepeaHbo Actennac ®apma BMNPOOYBaHHSA rOTOBOTO J1iKAPCLKOro 3acoby
HanoBHEHOMY LUNPUL, lOpon b. B., - He3HayHa 3MiHa aHaniTMYHOro MeToay Ans
KOMMNIEKT MIiCTUTb 2 NOTKU: Higepnanaw; BU3HAYEHHS €HAO0TOKCUHY: 3aMiHa MeToay
1 NOTOK MICTUTb BiANOBIAaIbHMI 3a [ONA BU3HAYEHHS1 eHA0TOKCUHY A5 WNpuULiB
nonepegHbLO HanoBHEHUI BMPOGHMLTBO A Ta b 3 EP 2.6.14 MeToa D (XpomMoreHHuii
wnpuy, A 3 pO3YNHHUKOM wnpuya A, wnpuua KiIHETUYHMIA MeTog) Ha EP 2.6.14 MeTopg C
(noni(DL-nakTna-ko- B, KiHLEBY ynakoBky (TypbiaMmMeTpuYHNIA KIHETUYHWIA MeTon);
rnikonig)nonimep, N- Ta KOHTPO/1b AKOCTI: BHECEHHS pefaKLiiiHux 3MiH go p. 3.2.P.5.2.
MeTW-2-NiponifoH) nNo Tonmap IHk., CLUA,; AHaniTuuHi metoguku: n. KinbkicHe
457 mr, nopLeHb wnpuua BiANOBIAaIbHMI 3a BM3HaueHHs JleiinpopeniHa aueTtaTa (6inbLu
B Ta nakeTumk 3 BUPOGHMLITBO TOYHWIA OMUC NPUTOTYBaHHA CTaH4APTHOTO
BOZONOr IMHAYUM wnpuua b: KanaxuH PO34MHY; BUNPaBEHHSA NOMUAKA Y DOPMY i
areHToM; 2 N0TOK MiCTUTb 6iodapma /N1C., po3paxyHKy BicoTka BMiCTa neinpopeniHa
nonepeAHbL0 HaNoOBHEHWA CLIA auerara B LWNpuUi b Ta B oNnci KONOHKN
Lwnpuy, b 3 NopoLLKOM, HPLC)
CTEpPWbHY FrONKy Ta
nakeTvk 3
BOJIOrONOTrIVHAOYNM
areHToM, KOMM/IEKT y
KapPTOHHI KOpooLyi
88. ENIrAPA, 7,5 MI' MOPOLLIOK AN AcTtennac Higepnangn BiNOBIgaNbHWIA 3a Higepnanaw/ BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/5758/01/01
NPUroTyBaHHS PO3YNHY ®dapma tOpon BTOPUHHY YNakoBKy CLA marepianis: peyernmom
ANA NiALWKIPHMX iH'eKLA no B.B. Ta BUNYyCK cepil: 3MiHuM | TUNY - 3MiHa y meTogax

7,5 Mr y nonepegHbo
HarnoBHEHOMY LUNPULL,

AcTtennac ®apma
Opon b. B.,

BMNPOGYBaHHA roTOBOrO NiKapCbKoro 3acoby
- He3HayHa 3MiHa aHa/liTMYHOro MeToay ANns
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KOMMNIEKT MIiCTUTb 2 NTOTKU: Higepnanaw; BU3HAYEHHS €HAO0TOKCUHY: 3aMiHa MeToay
1 NOTOK MICTUTb BiANOBIAaIbHNI 3a [ONA BU3HAYEHHS eHA0TOKCHHY A5 WNpuULiB
nonepeAHbO HanoBHEHNI BMPOGHMLTBO A Ta b 3 EP 2.6.14 MeToa D (XpomMoreHHwia
Lwnpuy, A 3 pO3YNHHUKOM wnpuua A, wnpuua KiIHETUYHWIA MeTog) Ha EP 2.6.14 MeTog C
(noni(DL-nakTna-ko- B, KiHLEBY ynakoBky (TypbiaMMeTpuYHNIA KIHETUYHWIA MeTon);
rnikonig)nonimep, N- Ta KOHTPO/Ib AKOCTI: BHECEHHS pefakLiiiHux 3MiH go p. 3.2.P.5.2.
MeTW-2-MiponifoH) no Tonmap IHK., CLUA; AHaniTuuHi metoguku: n. KinbkicHe
343 mr, nopLueHs wnpuua BiANOBIAaIbHNI 3a BM3HaueHHs JleiinpopeniHa aueTtaTa (6inbLu
B Ta nakeTunk 3 BUPOGHMLITBO TOYHWI OMUC NPUTOTYBAHHA CTaH4APTHOTO
BOZONOrIMHAYNM wnpuua b: KanaxuH PO34MHY; BUNPaBEHHSA NOMUAKA Y DOpPMYy i
areHToM; 2 N0TOK MiCTUTb 6iodapma /1NC., po3paxyHKy BigcoTka BMICTa neinpopeniHa
nonepeaHbL0 HaNoOBHEHWIA CLIA auerara B LWNpuLi b Ta B oNNCi KONOHKN
Lwnpuy, b 3 NopoLLKoMm, HPLC)
CTEPWIbHY TONKY Ta
nakeTvk 3
BOJIOrONOrIVHAOYNM
areHToM, KOMM/IEKT y
KapPTOHHI KOpooLyi
89. E/TIOKOM® nocwiioH 0,1 % no 30 My LLepiHr-Mnay Leiiapis $amap MoHpeanb KaHapa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/6293/03/01
donakoHi-KpanenbHuui, no CeHtpan lct Al IHK. mMartepianis: peyenmom
1 donakoHy y KapTOHHIl 3MiHK | TUNY - 3MiHK WoA0
Kopobui 6e3nekun/eheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHvx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arabHeHux
AaHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBiAANbLHOI 3a 34i/icCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KL BOHA
BiAMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
hapmakoHarnagy (BK1HYatoUmn KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) - Aivoua
pefakuisi: ynoBHOBaXxeHa ocoba,
BiANOBiga/IbHa 3a 34iICHEHHS
hapmakoHarnsgy: XXaHeTt Xopm6peii.
MponoHoBaHa pefakLis: ynoBHOBaxeHa
ocob6a, BignoBigasibHa 3a 34jiNCHEHHS
hapmakoHarnagy: [okrtop aii flemon.
3MiHa KOHTaKTHUX AaHuX. 3miHa y
pO3MilLeHHI MacTep-ghaiiny
90. E/TOKOM® masb 0,1 % no 15 r a6o 30 LepiHr-Mnay LBeiiLapis LWepiHr-Mnay la6o Benbris BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/6293/01/01
ryTy6i, no 1 1y6i y CeHtpan lct Al H.B mMartepianis: peyenmom

KapPTOHHI KOpooLyi

3MiHK | TNy - 3MiHK Woa0
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KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

n/n

Hassa
JliKapcbKo20

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

BUPOGHUKa

nocsBi0OYeHHs

3acoby

6e3nekun/edheKTMBHOCTI Ta

LBeiiLapis

Benbriga

thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHvx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHux
[aHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0cobH,
BiANOBiAANbLHOI 3a 3iicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa An5 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHS
hapMakoHarnagy (BK1H4YatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) - Aivoua
pefakuisi: ynoBHOBaxeHa ocoba,
BiANOBifa/IbHa 3a 34iiCHEHHS
hapmakoHarnsgy: XXaHeTt Xopm6peii.
MponoHoBaHa pefakLis: ynoBHOBaxeHa
ocoba, BignosigasibHa 3a 34jiNCHEHHS
thapmakoHarnsgy: [okrtop aii flemon.
3MiHa KOHTaKTHUX AaHuX. 3miHa y
pO3MilLeHHI MacTep-gaiiny
BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:

3a
peyenmom

UA/6293/02/01

91.

ENOKOM®

kpem 0,1 % no 15 r a6o 30
ryTy6i, no 1 1y6i B
KapTOHHI/ KopoobLi

LepiHr-Mnay
CeHtpan lct Al

LWepinr-Mnay la6o
H.B.

3MiHY | TUny - 3MiHK WoAo
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX AaHunx Npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3arasibHeHux
[aHuX Npo cuctemy hapmMakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHUKa 4151 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 3iiCHEHHS
hapmakoHarnagy (BK1HYatoUm KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsagy) - fivoua
pefakLisi: ynoBHOBaxkeHa 0coba,
BiANOBiga/IbHa 3a 3AiACHEHHS
thapmakoHarniagy: XaHeT Xopmbpeii.
MponoHoBaHa pefakLis: ynoBHOBaXxeHa
ocoba, BignoBigasnibHa 3a 3[iCHEHHSI

dhapmakoHarnagy: Joktop Man Jemon.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MiHa KOHTaKTHUX AaHuX. 3miHa y
pO3MilLEeHHi MmaiicTep-chariny

92,

ENTOKOM-C®

mMasb no 15 ry Ty6i, no 1
Ty6i B KQPTOHHIiA KOpPOGLL

LepiHr-Mnay
CeHtpan lct Al

LBeiiuapis

3eHTiBa Canik
YptoHnepi CaHal Be
TigpkapeT A.LL.

TypeyunHa

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKkTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHUX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHvx Npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
thapmakoHarnsfy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, KLU0 BOHA
BiAMiHHA Bif, YyNOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 3i/iCHEHHSA
hapmakoHarnagy (BK1HYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsagy) - fivoua
pefakLisi: ynoBHOBaxkeHa 0coba,
BiANOBiga/IbHa 3a 3AiACHEHHS
thapmakoHarniagy: XXaHeT Xopmbpeii.
MponoHoBaHa pefakLisi: yroBHOBaXKeHa
ocoba, BignoBigasnibHa 3a 3[jiCHEHHSI
thapmakoHarnagy: foktop Man Aemon.
3MiHa KOHTaKTHUX gaHux. 3miHa y
PO3MiLLEeHHI MacTep-dhaiiny

3a
peyenmom

UA/4787/01/01

93.

ENOHBA

PO34MH ANS iH'EKLIA NO
150 mkr/0,5 mn no 0,5 mn
pO34MHy B nonepeaHbLO
HarnoBHEHOMY LUNpUL; No
1 nonepeHLO
HarnoBHEHOMY LUMPULLY
pa3oM 3i CTepUIbHO
iH'EKLLIAHOIO TO/IKOK Y
BiJKPUTOMY NIACTUKOBOMY
NOTKY B KApTOHHIlA kKopobui

LLepiHr-Mnay
CeHtpan Ict Al

LLiseliyapis

BMPOGHULITBO
Hepo3gacoBaHol
npoaykuii Ta
nepBuHHA ynakoBka,
KOHTPO/b IKOCTI,
TecTyBaHHsA
CTepuIbHOCTI Ta
6akTepiasibHNX
€HOO0TOKCUHIB
roTOBOro
nikapcbKkoro 3acoby
(KOHTpOSb AKOCTI),

Bi3yasibHa iHCMeKLisi:

BeTTep ®apma-
depTuryHr rmeX i
Ko. KT, HimeuuunHa;
KOHTPO/b IKOCTI,
TecTyBaHHsA
CTepW/IbHOCTI Ta

Himeyunna/
Higepnangu/
IpnaHgis

BHECEHHS 3MiH 40 peecTpauiiHnx
mMarepianis:

3MiHK | TURy - 3MiHWM BUNPO6YBaHbL abo
[0MyCTUMUX MeX y npoueci BUpobHMLTBA

A®I, L0 BCTAHOB/IEHI Yy cneuudikauisx
(BUYYEHHS HECYTTEBOIO BUNPOBOYBaHHS);

3MiHu || TMny - 3MiHK BUNpobyBaHb abo
[0MyCTUMUX MEX y npoueci BUpo6HMLTBA

A®|, 10 BCTaHOB/EHI Y cneundikaLisx

(BUNy4YeHHs BUNpobyBaHHS B NpoLieci

BMPOOHWLTBA, L0 MOXE MaTW iCTOTHWIA

B/IMB Ha 3arasibHy sKicTb Adl)

3a
peyenmom

UA/13125/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6akTepiasibHUX
€HOO0TOKCMHIB
roToBOro
nikapcbKoro 3acoby
(kOHTpOAb AKOCTI),
Bi3yasibHa iHCnekuis:
BeTTep ®apma-
depTuryHr rmeX i
Ko. KT, HimeuuunHa;
Bi3yasibHa iHCneKLis:
BeTTep ®apma-
®epTuryHr Mm6X i
Ko. KI', HimeuunHa;
KOHTPO/Ib SKOCTi Ta
TeCTyBaHHs
cTabinbHOCTI,
BTOPUHHA yNaKkoBKa,
[03BiN Ha BANYCK
cepii: H.B. OpraHoH,
Higepnangy;
OpraHoH (IpnaHgis)
Nita, lpnangis

94.

ENOHBA

PO34MH ANS iH'EKLIA NO

100 mkr/0,5 mn no 0,5 mn

pO34MHY B nonepeaHsLo

HaroBHEHOMY LUNPUL; No

1 nonepeHLO
HarnoBHEHOMY LLNPULLY
pasom 3i CTepusIbHO
iH'EKLLIAHOIO TO/TKOK Y

BiJKPUTOMY NIACTUKOBOMY
NOTKY B KAPTOHHIli KOpoo6Li

LepiHr-Mnay
CeHTpan Ict Al

Llseiuapis

BMPOGHMLITBO
Hepo3acoBaHol
npoAayKuii Ta
nepBrHHA ynakoBKa,
KOHTPO/1b AKOCTI,
TecTyBaHHsA
CTepWIbHOCTI Ta
6akTepiasibHNX
€HOO0TOKCUHIB
roToBOro
nikapcbKkoro 3acoby
(KOHTPO/Ib SIKOCTI),

Bi3yasibHa iHCnekuis:

BeTTep ®apma-
®epTuryHr rméX i
Ko. KI', HimeuunHa,;
KOHTPO/1b AKOCTI,
TecTyBaHHsA
CTepWIbHOCTI Ta
6akTepiasibHNX
€HOO0TOKCUHIB
roToBOro
nikapcbKkoro 3acoby
(KOHTPO/Ib SIKOCTI),

Bi3yasibHa iHCcnekuis:

HimeuuunHa/
Higepnangu/
Ipnangis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:

3MiHK | TNy - 3MiHWM BUNPO6yBaHbL abo
[OMNyCTUMMX MEX Y NpoLeci BUpo6GHULTBa

A®I, L0 BCTAHOB/IEHI Y cneuudikauisx
(BUNYyYEHHS HECYTTEBOIO BUMPOOBYBaHHS);

3MiHu || TMny - 3MiHK BUNpobyBaHb abo
[0MyCTUMUX MEX y npoueci BUpobHMLTBA

A®I, 10 BCTAHOB/EHI Yy cneuudikaisx

(Bny4eHHs BUNpobyBaHHA B NpoLeci

BMPOOHWLTBA, L0 MOXE MaTW iCTOTHWIA

BNVB Ha 3arasibHy sikicTb AdI)

3a
peyerimom

UA/13125/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BeTTep ®apma-
depTuryHr rmeX i
Ko. KT, HimeuuunHa;
Bi3yasibHa iHCneKLis:
BeTTep ®apma-
®epTuryHr Mm6X i
Ko. KI, HimeuunHa;
KOHTPO/Ib SKOCTi Ta
TeCTyBaHHs
cTabinbHOCTI,
BTOPUHHA yNaKkoBkKa,
[03BiN Ha BANYCK
cepii: H.B. OpraHoH,
Higepnangy;
OpraHoH (IpnaHgis)
Nita, lpnangis

95.

EHE/BIH® 100
PETAP[,

TabneTkn, BKPUTI
060/10HKOIO,
NponoHrosaHoi Aji no 100
mr Ne 50 (10x5): no 10
TabneTtok y 6nictepi; no 5
6nicTepiB y KAPTOHHIN
Kopoobui

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHrTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn fjo
y3arasibHeHUX JaHyX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHuX Npo cuctemy hapmMmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAANbHOI 3a 3iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmMakoHarnsgy 3asaBHuka AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BifJ, YNOBHOBaXeHOI 0co6u,
BiANOBiAaNbLHOI 3a 34ilicCHEHHS
thapmakoHarnsgy (BKovaum KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6Y 3asBHMKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsag: Aivova
pegpakuis — Ludmila Filipova. MNponoHoBaHa
pegakuis — Eric Teo/Epik Teo. 3miHa
KOHTaKTHOT 0CO6U B YKpaiHi yNOBHOBaXEHOI
0cobu 3asiBHUKA [/15 34iACHEHHS
thapmakoHarnagy: flivoua pefakuis —
BoiiTeHko AHTOH "eoprilioBuy.
MponoHoBaHa pefakuis — KnilimH AHTOH
MukonanoBmy. 3mMiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOI 0CO6M. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI ocobu. 3miHa micus
3[jiACHEHHSI OCHOBHOI Aisi/IbHOCTI 3

3a
peyerimom

UA/2771/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
dhapmakoHarnsgy. 3miHa agpecu mactep-
dhalina. 3miHa Homepa macTep-gainna
96. ENAALON HEO Kancynu m'ski, no 5 kancyn AT Ykpaina AT "KMNIBCbKUI YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/12187/01/01
y 6nicTepi; no 6 a6o 12 "KNIBCbKWN BITAMIHHAIA MaTepianis: 3miHu | TMNY - AgMiHICTpPaTUBHI peuyenma
6nicTepiB y nauyuj; no 10 BITAMIHHUNIA 3ABOL" 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
kancyn y 6nictepi; no 3 3ABO4" MiCUs MPOBaKEHHS AisANIbHOCTI
abo 6 6nicTepiB y navui BMpO6HUKa/iMnopTepa roToBoro Nikapcbkoro
3ac00y, BKIOYAKUM fibHUL BUNYCKY cepii
abo MicLie NPoBeLEHHS KOHTPOSIKO AKOCTI.
(misnbHICTb, 3a SKy BignoBsifae
BUPOGHMK/IMNOPTEP, BK/IOYAKYMN BUIYCK
cepiii) (3MiHa HaliMeHyBaHHS1 BUPOGHMKa,
6e3 3MiHn Micus BUpobHuLTBa) (TepMiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBepPKEHHSR); 3MiHM | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvika peecTpauiiiHoro NocBigYeHHs)
(3MiHa HallMeHyBaHHs 3asiBHUKA) (TepMiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicALIB micns
3aTBEPKEHHS)
97. EPEBPA® TabneTku cyb6niHreasbHi TOB "TEONIK Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux 6e3 UA/12485/01/01
no 0,02 r; no 10 TabneTok dAPM Martepianis: peuyenma
y 6nicTepi; no 1 a6o no 2 MAPKETUHI 3MiHuM | TUNY - 3MiHK Woa0
6nictepy B nauui 3 reyn" 6e3nekun/edhekTUBHOCTI Ta papMakoHarnagy
KapToHy; no 20 TabneTok y - 3MiHW BHECEHI Y TEKCT MapKyBaHHS
6nicTepi; no 1 6nictepy B BTOPUHHOI YNakoBKM NiKapCbKOro 3acoby
nauui 3 KapToHy
98. ECNNAHT TabneTkn, BKpUTI AT YkpaiHa AT "KMIBCbKIMN YkpaiHa BHECEHHS 3MiH 10 peecTpavuiliHnX 6e3 UA/4954/01/01
N1iBKOBOK 060/10HKOK, MO "KNIBCbKWN BITAMIHHAIA MaTtepianis: 3MiHu | TUNY - AgMiHICTPaTUBHI peuyenma
20 wr, no 10 TabneTtok y BITAMIHHUIA 3ABOA" 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
6nicTepi; no 4 6nictepu B 3ABOL" MiCLiAl MPOBAKEHHS AiS/IbHOCTI

nauui

BMPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3ac06y, BKIOYAUM [iNbHUL BUNYCKY cepii
abo micue NpoBefeHHsI KOHTPOJT AKOCTI.
(misnbHICTb, 3a SAKy BignoBsigae
BUPOGHMK/IMNOPTEP, BK/IOYAKYMN BUMYCK
cepiii) (3MiHa HaliMeHyBaHHS1 BUPOGHMKa,
6e3 3MiHN MicLA BUpo6HMLTBA) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 6-T1 MicALIB nicns
3aTBEPMXEHHS); 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asaBHUKa
(BnacHvika peecTpauiiHoro NocBigYeHHs)
(3MiHa HalilMeHyBaHHs 3asiBHUKa) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 6-T1 MicALIB nicns
3aTBEPAKEHHS)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

99.

ECCEHLUIANE® H

pO34uH ANs iH'ekuiid, 250
mr/5 mn in bulk Ne 336: no
5 mn B amnyni; no 336
amnyn y TpaHCNopTHii
Kopoobui

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

®AMAP XENIC
KEAP CEPBICI3
MAZPUJ, C.A.Y.

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHniX
marepianis:
3MiHM | TUny - 3MiHK WoAao
6e3nekun/edheKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHvx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHux
[aHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0cobH,
BiANOBiAANbLHOI 3a 3iicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 3a 34iICHEHHS
hapMakoHarnagy (BK1HYatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6M, BifnoBigansLHoI 415
3fiicHeHHs hapmakoHarnagy: fitoua
pepakuis - BoliTeHko AHTOH ["eopriioBuy.
MponoHoBaHa pefakuis - KnilwmH AHTOH
Mukonanosmy. 3mMiHa KOHTAKTHUX JaHUX
yMOBHOBaXeHOT 0cobw, BignosigansHoT Ans
34ificHEHHs chapMakoHarnsgy

UA/7720/01/01

100.

IBAHAPOHOBA
KUCNOTA -
BICTA

KOHLLEHTpaT A/15 pO34nHy
Ans iHdoysii, 1 mr/mn no 6
My dhnakoHi; no 1
haKkoHy Y KapTOHHIl
Kopoobui

Mictpan Kenitan
MeHeKMeHT
Nimiten

Benuvka
BpuTaHis

Cotema, Mapokko
(BUpO6HMLTBO,
nakyBaHHs); CiHTOH
XicnaHisi, C.J1.,
IcnaHisa (KOHTpob
AKOCTI, BUMNYCK cepiT)

Mapokko/
Icnanis

BHECEHHS 3MiH [0 peecTpaviiHnX
MaTtepianis: 3miHu | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu

MiCLiA MPOBAKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco6by, BKIYa4Kn AiNbHALL BUNYCKy cepii

ab0 MicLe NPOBeAEHHS KOHTPOSIHO SIKOCTI.
([isnbHICTb, 3a SAKy Bignosigae
BUPOGHMK/IMNOPTEP, HE BK/IOYAOUM BUMYCK
cepiii) (3MiHa Ha3BM Ta agpecy BUPOGHMNYOT
AinbHuui Nlec Na6opatopiz Cotema,
Mapokko, 6e3 3MiH1 Micusi BUpO6GHMLTBA)

3a
peyerimom

UA/16132/01/01

101.

IBEPOIrACT®

Kpansi opasibHi no 20 mn
a6o 50 mn, abo 100 mny
donakoHi; no 1 dpnakoHy y
KapTOHHI KOpooLyi

Baiiep
KoHcblomep Kep
Al

LLiseliyapis

LLiTavirepsasibg,
ApuHalimiTTensBepk
6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMarepianis:
3MiHK |l TUny - 3MiHa y napameTpax
crneungikauii Ta/abo 4oNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BUXiQHWIA/NPOMKHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTHCS Y MpOLeci BUpO6HULTBA
A®| (3MiHa No3a Mexamu 3aTBepKEHOro
Aiana3oHy y cneuudikadii Ha Ad®l),
3anponoHoBaHo: 0,08-0,26 mg/ml

6e3
peyenma

UA/6302/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
102. | IHAOBA3WH- renb no 45ry Ty6i, no 1 BankaHdapma- Bonrapis BankaHdapma- Bonrapis BHECEHHS 3MiH [10 peecTpaviliHniX 6e3 UA/0400/01/01
TEBA Ty6i y KapTOHHIl navLi TposH AT TposiH AT marepianis: 3mMiHu | TUnNy - AgMiHICTPaTUBHI peyenma
3MiHW. 3MiHa Ha3BW NiKapcbKoro 3acoby
(6yno - IHGOBA3VIH® / INDOVASIN®)
(TepmiH BBELEHHSI 3MiH NPOTArOM 6-Tn
MicALIB MicnsA 3aTBEPKEHHS); 3MiHM | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) (BHECEHHS
peAakuifiHnX NpaBoK y TEKCT MapKyBaHHSA
NepBUHHOT Ta BTOPUHHOI ynakoBok) (TepMmiH
BBE/EHHSA 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEPAKEHHS)
103. | IHOAHPUKC™ CyCneHsis Ans iH'ekuili no nakcoCwmiTKns Benuvka nakcoCmiTKNAiiH Benebris BHECEHHS 3MiH 10 peecTpaviliHuX 3a UA/13939/01/01
InB 0,5 mn y nonepefHbLO nH Exkcnopt BputaHis Bionogxikans C.A. marepianis: peyenmom
KOMBIHOBAHA 3arnoBHeHOMY Nimiten 3MiHuM | TUNY - 3MiHa y MeTogax
BAKUWHA Ansd 04HOPa30BOMY LUNPULL Y BunNpobyBaHHsA APl abo BMXiAHOMO
MPODITAKTUKU KOMMNEKTi 3 rof1IKot0; no 1 mMartepiany/npoMiKHOro NPOAYKTYy/peareHTy,
DUNDTEPII, abo 10 nonepeaHbO LLIO BUKOPUCTOBYETbLCS Y NPOLLECI
NMPABLS, 3aMnoBHEHMX 04HOPAa30BUX BUpo6HULUTBa AP (iHLWI 3MiHK y MeTogax
KALLUJTFOKA LUNPULIB Yy NNACTUKOBOMY BMNpOGYyBaHHSA (BK/IrOYatoumn 3amiHy abo
(ALEENMONAPHU KOHTeliHepi; no 1 [0NoBHEHHSA) Ad| abo
1 KOMMOHEHT) KOHTEiHepY B KapTOHHiIl BUXIAHOrO/NPOMDKHOTO NPOAYKTY) - 3aMiHa
TA Kopobui cepii eTa/IOHHOro CTaHAAPTY Kall/toKOBOro
noniomMienity aHaTokcuHy (PT), Wo BUKOPUCTOBYETLCA Y
TECTi AN18 BU3HAYEHHS BMICTY aHTUTeHy
104. | IHOAHPUKC™ cycneHnsis (DTPa-IPV) ans nakcoCwmitKns Benvka nakcoCmiTKNsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15832/01/01
INB XIB / iH'ekui no 0,5 mn (1 go3a) H Excnopt BputaHis Bionogxikans C.A. mMarepianis: peuenmom
INFANRIX™ IPV y nonepeaHL0 Nimiten 3MiHuM | TUNY - OHOB/IEHHS iHhopMaLii Woao
HIB HanoBHeHOMY 6€e3MeKn CTOPOHHIX areHTiB 415 L-uncTuny,
KOMBIHOBAHA ofHopa3oBoMy LNpuLL Ne LLIO BUKOPUCTOBYETLCA A1 OTPUMAHHS
BAKUVHA AnA 1y komnekTi 3 AgBOMa OUULLIEHOTO KOHLleHTpaTy Tetanus, y 3B'A3Ky
MPO®ITAKTUKN rofikamu Ta fniogoinisat 3i 3BMiHOK CMPOBWHM 3 TBAPUHHOI Ha
DOUNDTEPII, (Hib) y donakoHi Ne 1, uio POCNUHHY. TakoX BHOCATbLCS pefakuiiHi
NMPABLA, 3MILLYHOTLCA Nepes, npasku B po3gin 3.2.A.2 ta3.2.R.4
KALUMHOKY BUKOPUCTaHHAM; Nno 1
(ALENONAPHU nonepegHb0
W KOMMOHEHT), | HanosHeHoMmy
noniomMienity 0ZHOPa30BOMY LINpULY Y
TA KOMMNEKTi 3 IBOMa
3AXBOPHKOBAHb, | ronkamu ta 1 gonakoHoM 3
36YAHNKOM niodpinisatom (Hib) y
AKUX € BaKyyMHiii CTEpUNbHIl
HAEMOPHILUS ynakoBLii; No 1 BakyyMHili
INFLUENZAE CTepw/bHili ynakoBu,j y
TANY B KaPTOHHIi KOpoOLyi
105. | IHPAHPUKC™ cycnensia (DTPa-IPV) gna | nakcoCmiTKna Benuka nakcoCmiTKNsiiH Benebris BHECEHHS 3MiH [0 peecTpavuiiHux 3a UA/15832/01/01
INB XIB | iH'ekujn no 0,5 mn (1 gosa) H ExcnopTt BpuTaHis Bionogxikans C.A. MaTtepianis: peyenmom
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
INFANRIX™ IPV y nonepesHbO Nimiteq 3MiHU | TUNY - BUNYyYEeHHA BUPOBHNYOT
HIB HanoBHEHOMY AiNbHULI (BKNOYaoumM AinbHULI ans Adl,
KOMBIHOBAHA ofHopasoBoMmy wnpuui Ne MPOMiXXHOro NpoAyKTy abo roToBoro
BAKUWHA Ansd 1y kOomMnekTi 3 ABOMa NiKapcbkoro 3acoby, AibHULI oNs
MPO®ITAKTUKN ronkamu Ta nioduinisar NpOBefEeHHs NaKyBaHHS, BUPOGHYKa,
DUNDTEPII, (Hib) y conakoHi Ne 1, wo BiANOBIAA/ILHOIO 3a BMNYCK Cepiii, MicLe
NMPABLS, 3MiLWYOTbCA Nepes npoBeAEeHHS KOHTPO/tO cepii) abo
KALUHOKY BUKOPUCTAHHAM; no 1 noctayasibHUKa BMXigHOrO matepiany,
(ALEENONAPHU nonepegHL0 peareHTy abo AONOMIXHOT PEYOBUHY -
N KOMMOHEHT), HarnoBHeEHOMY BW/IyYEHHS NpuMilLeHHsA RX 46.1,
noniomMienity 0ZHOPa30BOMY LUMNpULY Y Np13Ha4YeHoro 45 po3nuBy Ta niodinisauii
TA KOMM/IEKTi 3 ABOMA Hib komnoHeHTa Ha BUPOGHMYOMY CcaiTi
3AXBOPHOBAHb, | ronkamu 1a 1 donakoHOM 3 GlaxoSmithKline Biologicals SA, Rue de
36YAHNKOM niodpinizatom (Hib) y I"Institut, 89 B-1330 Rixensart, Belgium
AKX € BaKyyMHiii CTEpUNbHIl
HAEMOPHILUS ynakoBLi; no 1 BakyyMmHiii
INFLUENZAE CTEPWNbHIN yNakoBLi y
TANY B KapPTOHHI KOpooLyi
106. | IHOAHPUKC™ cycneHsis (DTPa-IPV) ans nakcoCwmitKns Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/15832/01/01
INB XIB / iH'exuiii no 0,5 mn (1 gosa) nH Exkcnopt BputaHis Bionogxikans C.A. marepianis: peyenmom
INFANRIX™ IPV y nonepesHb0 Nimiten 3MiHuM | TUNY - 3MiHa y meTogax
HIB HanoBHEHOMY BunpobyBaHHsA APl abo BMXiAHOTO
KOMBIHOBAHA ofHopasoBoMy LNpuL Ne mMartepiany/npoMiKHOro NPOAYKTY/peareHTy,
BAKUWVHA ANnA 1y KOMM/IekTi 3 ABOMa LLIO BUKOPUCTOBYETHLCA Y NPOLLECI
MPO®ITAKTUKN ronkamu Ta nioginisat BUpO6HMLTBA ADI - 3amiHa cepil
DUNDTEPII, (Hib) y conakoHi Ne 1, wo €Ta/IOHHOTO CTAHAAPTY KaLL/OKOBOro
NnPABLUA, 3MiWYTbCA Nepes aHaTokcuHy (PT), Wo BUKOPUCTOBYETLCA Y
KALUMHOKY BUKOPUCTAHHAM; no 1 TeCTi 4719 BU3HAYEHHS BMICTY aHTUrEeHy.
(ALUENONAPHU nonepegHs0 BHeceHHs pegakuiiiHnx 3MiH B po3ginu
N KOMMOHEHT), | HarnosHeHoMmy 3.2.5.4.11a3.2.5.4.2 focbe
noniomMienity 0fiHOpa30BOMY LUMpULY Y
TA KOMMNEKTi 3 ABOMA
3AXBOPHOBAHb, | ronkamu 1a 1 donakoHoM 3
36YAHNKOM niodpinizatom (Hib) y
AKX € BaKyYMHiii CTEPUNbHIN
HAEMOPHILUS ynakoBLi; no 1 BakyyMmHiii
INFLUENZAE CTEPWUNbHIN yNakoBLi y
TaNy B KapTOHHI/ KopoobLi
107. | KANIO NoanA Kpansi O4Hi, po3ynH 2 % TOB "YHIME[ CnoBaubka TOB "YHIME[ CnoBavubka BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/12808/01/01
no 10 MmN y KoHTeliHepi- PAPMA" Pecny6nika PAPMA" Pecny6nika marepianis: 3miHu | TUny - 3MiHK 3 AKOCTI. peyenmom

KpanenbHuLi ; no 1
KOHTEHepy-KpanenbHuLj
Y KapTOHHi Kopobuj

oTOBUIA Nikapcbkuii 3aci6. Onuc Ta cknag,
3MiHa y cknagi (oNOMDKHUX pevyoBUHax)
roTOBOrO /1iKapCbKoro 3acoby (iHLi
[0NOMKHI peyoBuHN) - Byab-sika He3Ha4YHa
3MiHa KiJIbKICHOrO cknagy A0NOMKHUX
PEYOBUH Y rOTOBOMY likapCbKOMy 3acobi
(3miHa y cknagi A0NOMiXXHUX PEYOBVH:
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[0o[aBaHHSA A0MOMDKHOI pevoBUHM Hatpito
rigpokcna Ans peryniosaHHa pH rotosoro
PO34uHy); 3MiHK | TURNY - AAMIHICTPATUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLiA NMPOBAKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BKIYa4un AiNbHALL BUNYCKy cepii
ab0 MicLe NpoBeAEeHHS! KOHTPOSIIO SIKOCTI.
(misnbHiCTb, 3a Ky BignoBigae
BUPOGHMK/IMMOPTEP, He BK/IOYAUM BUMYCK
cepii) (3miHa Ha3Bw nabopaTtopii, 6e3 3MiHK
MiCLii NPOBaPKEHHS AiSNbHOCTI); 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHN Y
npovueci BUPOOGHULITBA FOTOBOrO NiKapCbKOro
3aco0y, BK/IYatoUy NPOMKHWIA NPOAYKT,
LLIO 3aCTOCOBYETLCS MNPV BUPOOHULITBI
rOTOBOrO J1iKapCbKoro 3acoby (HesHauyHa
3MiHa y npoveci BUpo6HMLTBA) (OHOB/EHHS
nigpo3ainy 3.2.P.3. Mpovuec B1upobHULTBa
N3,y 3B'A3Ky i3 goAaBaHHAM AOMNOMIXHOT
peyoBuHM HaTpito rigpokcug ons
peryntosaHHs pH)

108. | KANBLJIO
FIFOKOHAT-
3[0POB'AA

TabneTku no 500 mr; no 10
Tabnetok y 6nictepax; no 06MeXeHOo
10 TabneTok y 6nictepax; BiANOBiAaNbHICT
no 10 Tabnetok y 10
6nictepi; no 1 6nictepy y

ToBapucTso 3 YKpaiHa ToBapucTBO 3
obmexeHoto
BiANOBIAALHICTIO

"GapmaueBTnyHa

YkpaiHa BHECEHHS 3MiH 10 peecTpavuiliHnX 6e3 UA/4726/02/01
mMartepianis: peuyenma
3MiHM | TUNY - NoAaHHA HOBOro cepTudikaty

BiJ, BXe 3aTBepaXeHoro BVIpO6HVIKa;

KapTOHHI/ KopoobLi

"PapmaueBTUyH
a KkoMnaHis
"3popos'a”

KoMnaHis "3popos'a”

CYNyTHS 3MiHa: 3MiHa y napameTpax
crneungikauiii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCS Y NPOLECi BUPOOHMLTBA
A®I (oNoBHEHHS cneumdikaLii HOBUM
NOKa3HWKOM SIKOCTi Ta BiZANOBIAHUM
MEeTOA0M BUMPOGYBaHHS) - NOJaHHS HOBOTO
cepTudpikaTy BignoBigHOCTI €EBponeincbKol
thapmakonei Ne RO-CEP 2012-095-Rev 00
Bif 3aTBEpAKEHOro BUpo6HMKa AD| kasbLito
TIIOKOHAT 3 OJHOYaCHUM YTOYHEHHAM
HaliMeHyBaHHS Ta agpecu
MiCLLenpoBaMKeHHS AisIbHOCTI.
[lonoBHeHHs cneum@ikavii Ta MeToLiB
BXiHOro KOHTPO/0 A®I Noka3HUKOM
«BTpaTa B Maci npy BUCYLLYBaHHi».
Brpo6HMya AinbHULA Ta yci BUpoGHWUI
onepavii 3amwaTbCs He3aMiHHUMU. Cxema
CYHTE3Yy He 3MiHuAacs; 3MiHu | Tuny - 3miHu,
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
noB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi

thapmakonei gepxasu €C); cynyTHA 3MmiHa:

NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y

MeToAax BUNPo6yBaHHA (BK/IOYAKUMN 3aMiHy

HauioHanbHOI hapmakonei gepxasu €C

(3miHa y cneumndikauisx, nos'azaHa 3i
3miHamu B 1Y, abo EBponeiicbkii

thapmakonei, abo iHLWil HalioHabHIl

3MiHa y MeTogax BunpobyBaHHs Ad| abo
BUXIAHOrO MaTepiany/npoMixXHOro

npoueci BupobHuutea A®| (iHWi 3MiHN Y

a60 fonoBHeHHs) APl abo
BVXi4HOro/MPOMiXXHOro NPoAyKTY); 3MiHu |
TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
NpUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
[dY abo €sponelicbkoi hapmakonei, abo
iHLLIOT HaLuioHanbHOI hapMakonei gepxasu
€C (3MmiHa y cneuyudikalisix, NnoB's3aHa 3i
3miHamu B 1Y, abo EBponeiicbkii
thapmakonei, abo iHLWil HalioHabHIl
thapmakonei gepxasu €C); cynyTHA 3MmiHa:
3MiHa y MeTogax BUNpobyBaHHA AOMOMIXHOT
PEeYOBUHM (HE3HAYHI 3MiHM Y 3aTBEPIKEHUX
MeToAax BUNPO6yBaHb); 3MiHW | TUMy - 3mMiHa
noctavasibH1Ka nakyBasibHUX MaTepiasiis
ab0 KOMMNEKTYOUMX (SKLLO 3a3HaYeHO B
[ocbe) (3aMiHa abo foAaBaHHs
noctavyasibHu1Ka) - BBeAeHHS A0AaTKOBOro
noctavasibHUKa nNakyBasibHUX MaTepiasis
(chonbrn antoMiHieBOT); 3MiHK | TUMY - 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYyCTUMNX MeX NEePBUHHOI YNakoBKy
rOTOBOrO /1iKapCbKOro 3acoby; CynyTHs
3MiHa: 3MiHa Y MeToAax BMNpoGyBaHHS
NepBUHHOT YNakoBKM FOTOBOTO /liKapCbKOro

| TNy - 3MiHa NapamMeTpiB cneuudikalliii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (BHECEHHS 3MiH A0

roToBY Nlikapcbky hopmy y

3ac006y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BrTtovatoumn 3amiHy abo JoaaBaHHs)); 3MiHU

[dY/EBponeiicbkiit hapmakonei); cynyTHs

aocbe nicns OHOB/EHHS 3arasibHOT CTaTTi Ha

3MiHa: 3MiHa y MeToAax BUNpobyBaHHS
roTOBOrO MiKapCbKOro 3acoby (He3HayHa
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3MiHa Y 3aTBEpAKEeHUX MeTogax
BMNPOOYBaHHSA)
109. | KAPHIBIT® pO34uH ANa iH'ekuiid, 200 TOB "lOpis- Ykpaina TOB "lOpis-Papm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/14174/01/01
Mr/mn no 5 mn y dp1akoHi; dapm” mMartepianis: peuenmom
no 5 dakoHiB y KOHTYpHIl 3MiHM | TUNy - 3MiHa po3mipy cepil
YapyHKOBIli ynakoBLj; no 1 (BKTHOYAKOUM fjanasoH po3mipy cepir)
KOHTYPHIli YapyHKOBIi rOTOBOrO NiKapCbKOro 3acoby (36iNbLUeHHS
ynakoBLji B mayi A0 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM
pPO3MipOM) - BBEA,eHHA 40A4AaTKOBOr0 PO3Mipy
cepii. 3anponoHoBaHo: 40 n (hnakoHn
4969-7231), 80 n (cpnakonn 11750-15351),
160 n (chnakoHn 25309-31591), 200 n
(chnakoHn 32088-39711), 500 n (dhnakoHu
82937-100611)
110. | KACAPK® H Tabnetku 16 mr/12,5 mr no | TOB "OpraHociH Ykpaina EBepTomxeH Navid IHAis BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/12313/01/01
10 Tabnetok y 6nicTepi; nTao" CaeHcu3 NlimiTes mMarepianis: 3MiHu | TUNY - AAMIHICTPaTUBHI peyenmom
no 1 a6o no 3, a6o no 10 3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecu
6nicTepiB y KAPTOHHIl MicUs NPOBaMKEHHS AisiNIbHOCTI
Kopobui BMpO6HUKa/iMnopTepa roToBoro Nikapcbkoro
3aco6y, BK/IYaKuM AiNbHNL BUNYCKY cepil
abo MicLe NpoBefEHHS KOHTPO/IO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosifae
BUPOGHMK/IMNOPTEP, BK/IOYAKYN BMMIYCK
cepiii) (3miHa agpecy BUPOGHUKa, 6e3 3MiHK
Micusa BUpo6HMLTBA) (TEPMIH BBEAEHHS 3MiH
npoTsirom 3-x MicsiLiB Nicnsl 3aTBEPAKEHHS)
111. | KACAPK® H Tabnetku 16 mr/12,5 mrin TOB "OpraHociH Ykpaina EBepTomxeH Navid IHais BHECEHHS 3MiH 10 peecTpaviliHnX - UA/12314/01/01
bulk: no 2500 TabneTok B nTao CaeHcu3 NlimiTes marepianis: 3MiHu | TUNY - AgMiIHICTpPaTUBHI
noAgiiHoOMy nakeTi; no 1 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
nakeTy B KOPOOL MicUs NPOBaMKEHHS AisiNIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro fikapcbkoro
3ac00y, BK/II0YAKUN [i/TbHUL BUMYCKY Cepil
ab0 Micue NnpoBefileHHA KOHTPOJIHO SAKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiif) (3miHa agpecy BUPOGHUKa, 6e3 3MiHK
Micus BUpo6HMLTBA) (TEPMIH BBEAEHHS 3MiH
npoTsrom 3-x MicsiLiB Nicnsl 3aTBEPAKEHHS)
112. | KENBEP® pO34uH A8 iH'eKuid, 50 MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/13977/01/01
Mr/ 2 M1 N0 2 M B amny”i; marepianis: peyenmom
no 5 amnyn y 6nictepi; no TeXHiYHa NOMUJIKa - BUNPAaB/IEHHSA
1 a6o no 2 6nictepu B rpaMaTvyHMUX NOMU/IOK B TEKCTI IHCTPYKLT
naJui 3 KapToHy; no 5 abo 0151 MeANYHOTO 3aCTOCYBaHHSA NMikapCbKoro
10 amnyn y nayui3 3acoby
KapToHyY
113. | KETOPONAKY KpycTaniuyHWiin NOPOLLIOK Caiivep, la63 IHAia Caiimepq, N1a63 IHAis BHECEHHS 3MiH [0 peecTpavuiiHnX - UA/15839/01/01
TPOMETAMIH (cybeTaHuis) y Nimiteq JimiTeq Matepianis: 3MiHu | TMNY - 3MiHX 3 SKOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nosieTuIeHoBOMY nakeTi
ansa dapmaleBTUYHOro
3acTocyBaHHs

A®|. CtabinbHicTb. 3MiHa nepiogy
NOBTOPHWX BMNPOGyBaHb/nepiogy
36epiraHHA abo ymoB 36epiraHHa Al (3a
BifICYTHOCTi Y 3aTBEpAXEHOMY [0CbE
cepTudikaTa BignoBigHOCTI €Bponelichbkil
thapmakonei, Lo BK/IoYae nepiog,
NOBTOPHOro BUNpobyBaHHSA) (nepios
NOBTOPHOro BUNpobyBaHHs/nepios
36epiraHHs) - 36iNbLIEHHA ab0 BBEAEHHS
nepiogy NOBTOPHOro BUnpobyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pesy/ibTaTiB
OOCNigpKeHb y peanibHOMY 4aci ( 36i/1bLIeHHS
TepMmiHy 36epiraHHs A®I 3 3 pokiB o 5 pokis
Ha OCHOBI pe3ynbTaTiB A0C/ifKEHb
cTabiNbHOCTI y peaslbHOMY Yaci, 3
YTOYHEHHSAM Ha3BM po3ainy «lMepiog,
NepekoHTPO/0» Ha «TepMiH 36epiraHHs»)

114.

KUCNOTA
ACKOPBIHOBA 3
FNIOKO3010

TabneTkn, no 10 TabneTok
y 6nictepax; no 10
Tabnetok y 6nictepi, no 3
6nicTepu B nayuj; no 10
Tabnetok y 6nictepi, no 5
6nicTepis B nayw,

MAT "KuiBcbkunii
BiTaMiHHUIA
3aBof”

YKpaiHa

MAT "KuiBcbkuii
BiTamiHHWIi 3aBoA”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
oTOBUIA NikapCbKMin 3aci6. CTabiNbHICTDb.

3MiHa y TepmiHax npuaaTHocTi abo ymoBax
36epiraHHsa roToBOrO JliKapCbKOro 3acoby
(36inblUEHHs TEpMiHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 415 Toprosoi
ynakoBku (NiATBEPAKYETHCA AaHUMU
peasibHOro yacy) (36inbLeHHs TepMiHy
NPVAATHOCTI FOTOBOTO NiKapCbKOro 3acoby 3
2-x [0 3-x pokiB) (TepmiH BBEAEHHS 3MiH
NpoTArom 3-x MicsLIB MIiC/A 3aTBEPLKEHHS);
3MmiHu | TMNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO /iKapPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMXEHNX MeToAaxX
BMNpo6yBaHHS) (BHECEHHS 3MiH 40
MeTOAVKN BUNPOOYBaHHSA 3a NOKa3HNKOM
"Mikpob6ionoriyHa ynucToTa", 30kpema: 3mMiHu
B Npo6oniAroToBLi 3paska A/15 BUAB/IEHHS
Escherichia coli)

6e3
peyenma

UA/4572/01/01

115.

KNAUPA

TabneTku, BKPUTI
N/1iBKOBOK 060JI0HKOLD, MO
3 Mr + TabneTku, BKpUTI
NNiBKOBOK 060/1I0HKOK, MO
1 Mr + TabneTkn, BKpUTI
NNiBKOBOK 060/10HKOW, 3
Mr/2 Mr + TabneTku, BKpUTI
MN/1iBKOBOK 060/10HKO, 2

Baiiep Al

HimeyunHa

Baviep Baiimap
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiHux
MaTepianis: 3miHu | TMNy - AgMIHICTPaTUBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo aapecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA

(BK/tOHAOUM, 3a HEOOXIAHOCTI, Micue
NpPOBELEHHS KOHTPOJI AKOCTI), a0
B/lacHUKa Mactep-chaiina Ha A®l, abo
noctavasibH1ka A®1/BuxigHoro

3a
peyenmom

UA/9778/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
MI/2 Mr + TabneTku, BKPUTI Matepiany/peareHTy/npoOMKHOrO NPOAYKTY,
NiBKOBOK 060/IOHKOO LLIO 3aCTOCOBYOTbCS Y BUPOOHMLTBI API
(nnaue6o); Ne 28: 2 (AKLLLO 3a3HAYEHO Y [OCLE Ha JTiKapCbKuii
TEMHO-XOBTI TabneTkn + 5 3acib) 3a BiAcyTHOCTI cepTudpikara
YepBOHUX TabneTok + 17 BIANOBIAHOCTI E€Bponeiichbkili hapmakonei y
CBIT/10-XOBTUX TabneTok + 3aTBeEpPAXEHOMY [OCbE, ab0 BUPOOHMKA
2 TeMHO-YepPBOHUX HOBOI JONOMiXHOI PeYOBUHN (SIKLLLO
Tabnetok + 2 6ini 3a3HayeHo y A0CbE) (3MiHa Ha3BM
Tabnetku nnaue6o y BMpo6HuKa APl baviep ®apma Al
6nictepi; no 1 6nictepy B (BeprkameH), LU0 BignoBigae 3a CUHTE3,
KapTOHHOMY ramaHLij KOHTPO/Ib AKOCTi 3@ BUAHATKOM TECTY
"po3Mip yacTok" Ta BUNyck cepii, 6e3 3mMiHu
Micusi BUpOOHULTBA, 3 BiANOBIAHUMU
3MiHamn y p. «Cknag»); 3minam | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
(BkNtOYaroUn, 3a HeObXiAHOCTI, Micue
NpoBeAeHHSA KOHTPOIO AKOCTI), abo
BNacHuka mactep-tainna Ha A®l, abo
nocravasibHuka A®1/BMxigHoro
Matepiany/peareHTy/npoOMKHOIO NPOAYKTY,
LLIO 3aCTOCOBYOTbCS Y BUPOOHMLTBI API
(AKLLLO 3a3HAYEHO Y AOCLE Ha JTiKapChbKuii
3acib) 3a BiACyTHOCTI cepTudpikara
BIANOBIAHOCTI E€Bponeiichbkili hapmakonei y
3aTBepAXEHOMY [OCbE, ab0 BUPOOHMKA
HOBOI JONOMiXHOI PeYOBUHN (SIKLLO
3a3HayeHo y A0CbE) (3MiHa Ha3BM
BMpo6Huka A®I Baiiep ®apma Al (Makc-
[oph-LTtpacce, bepniH), BignoBigansHOro
3a MIKpOHi3aL,ito, KOHTPO/1b SKOCTi 32 TECTOM
"po3mip yacTok", 6e3 3mMiHu MicLs
BMPOOGHULTBA, 3 BIANOBIAHUMU 3MiHAMA Y P.
«Cknag»); 3miHa 3asiBHMKa (BNacHuka
peecTpauiiiHoro noceig4yeHHs)
116. | KONEAAH Kpanni opasibHi, pO34uH, YOPNA4 TypeyunHa yopng MEANLINH TypeuunHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/16448/01/01
no 10 mn y cpnakoHi MEAMUVH INTAY CAH. BE mMarepianis: 3mMiHu | TUNY - AgMiHICTPaTVBHI peyenmom
KpanenbHuui; no 1 INIAY CAH. BE TIOK. A.LL. 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
(h/1aKOHY B KapTOHHii TIOXK. A.LLL. 3asBHMKa (BNacHvKa peecTpauiiHoro
Kopobui nocsigyeHHs) (3miHa agpecn 3asBHVKa)
117. | KOMBICINA3M® Tabnetku no 10 TabneTok OpraHocuH IHais EBepTomxeH Navid IHAis BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/3088/01/01
y 6nicTepi; no 1 a6o 10 Naiich CaeHcms CaeHcu3 NlimiTes mMarepianis: 3MiHu | TUNY - AAMIHICTPaTUBHI peyenma -
6nicTepiB y nayui 3 MeT. 174. 3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecu Ne 10; 3a
KapToHy; no 10 TabneTok B MicuA NPOBaKEHHA AiANbHOCTI peyernmom -
antoMiHiesomy bnictepi; BMPOGHUKa/iMnopTepa roToBoro fikapCbKoro Ne 10x10

no 1 61icTepy y KapTOHHIW

3aco6y, BKIKYaK4M AiNbHNLI BUNYCKY cepil
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
nadui; no 10 KapTOHHMX ab0 Micue NpoBefileHHA KOHTPO/IHO SAKOCTI.
nayokK y rypToBili navui 3 ([isnbHICTb, 3a SKy BignoBsigae
KapToHy BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK
cepiii) (3MiHa agpecy BUPOGHUKa, 6e3 3MiHK
Micus BUpo6HMLTBA) (TEPMIH BBEAEHHS 3MiH
npoTsrom 3-x MicsiLiB nicns 3aTBepKEeHHS)
118. | KOMBICINA3M® Tabnetku n bulk: no 1200 OpraHocuH IHais EBepTomxeH Naid IHAis BHECEHHS 3MiH [10 peecTpaviliHnX - UA/3089/01/01
TabneTok y naketax y Navic CaeHens CaeHcu3 NliviTes mMarepianis: 3mMiHu | TUNy - AgMiHICTPaTUBHI
naykax 3 KapToHy Met. N14. 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MiCLSi MPOBAMKEHHS AisiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapCbkoro
3aco0y, BK/IIOYAKUN [i/TbHUL BUMYCKY cepil
ab0 MmicLe NpoBefileHHA KOHTPO/IHO SAKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHWK/IMNOpTep, BKIIOYAUN BUMYCK
cepiii) (3MiHa agpecy BUPOGHUKa, 6e3 3MiHK
Micus BUpo6HMLUTBA) (TEPMIH BBEAEHHS 3MiH
NpoTArom 3-x MicsLiB Nica1a 3aTBePAKEHHS)
119. | KOHEFPA® TabneTku, BKPUTI "HOHiK IHais HOHiK IHais BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/8707/01/01
KNACUK NAiBKOBOK 060/I0HKOD, N0 | dapmacbioTukan dapmacbloTukan MaTepianis: 3miHu | TMNy - AgMIHICTPaTUBHI peyenmom
25 mr, no 1 a6o no 4 Na6opaTtopiz" NabopaTopis 3MiHW. 3MiHa Ha3BW NiKapcbKoro 3acoby
Tabnetku y 6nictepi; no 1 (BipAaineHHs (BipaineHHs cipmmn (3miHa Ha3su N13) (6yno - MEHIMEKC®);
6nicTepy y KapTOHHil ipmn "Ox. B. "K. B. Kemikana 3MiHun | TMNy - 3MiHK Woao
KopooLi Kemikans eHp, eHf 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
PapmacbloTukan dapmacbloTUKan3 (iHwWi 3miHW) (He3HauHi 3MiHW y TekcTi
3/11a.") Nt MapKyBaHHs NepBUHHOT Ta BTOPUHHOT
YNakoBOK)
120. | KOHEFPA® TabneTku, BKPUTI "HOHik IHais HOHIK IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/8707/01/02
KNACUK N1iBKOBOK 060/I0HKOW, MO | dapmacbloTukan dapmacboTrKasn Marepianis: 3mMiHu | TUNY - AgMiHICTPaTVBHI peyenmom
50 mr, no 1 a6o no 4 Na6opaTtopiz" JlabopaTopis 3MiHW. 3MiHa Ha3BY NiKapCcbKoro 3acoby
Tabnetku y 6nictepi; no 1 (BipgaineHHs (BipgineHHs dipmmn (3miHa Ha3swu N13) (6yno - MEHIMEKC®);
6nicTepy y KapTOHHii chipmu "Ox. B. "[x. B. Kemikan3 3MiHu | TURY - 3MiHK Woao
KopooLi Kemikans eHp, eHf 6e3nekn/ehekTUBHOCTI Ta hapMakoHarnagy
PapmacbloTukan dapmacbloTUKan3 (iHwWi 3miHW) (He3HauHi 3MiHW y TekcTi
3 /Itg.") nrp.") MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakoBoK)
121. | KOHEIPA® TabneTkn, BKPUTI "HOHik IHais HOHiK IHais BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/8707/01/03
KNACUK N1iBKOBOK 060/I0HKOW, MO | dapmacbloTukan dapmacboTrKasn Marepianis: 3mMiHu | TUNy - AgMiHICTPaTVBHI peyenmom
100 mr, no 1 a6o no 4 Nab6opaTtopis" Nab6opaTtopi3 3MiHW. 3MiHa Ha3BW JiKapCbKOro 3acoby
Tabnetkn y 6nictepi; no 1 (BipgaineHHs (BipgineHHs cipmmn (3miHa Has3swu N13) (6yno - MEHIMEKC®);
6nicTepy y KapTOHHii chipmm "Ox. B. "[x. B. Kemikan3 3MiHu | TURY - 3MiHK Woao
Kopobui Kemikans eHp, eHf 6e3nekun/eheKTVBHOCTI Ta hapMakoHarnagy
PapmacboTukan dapmacbloTUKan3 (iHwWi 3miHW) (He3HauHi 3MiHW y TekcTi
3 /Itg.") nrp.") MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakoBoK)
122. | KCUBAN® TabneTku, BKpUTI HOCB dapLuim Llseiuapis BMPOGHMK in bulk: LLseiiuapis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/9127/01/01
NNiBKOBOK 060/1I0HKOK, MO C.A. HOCB ®apuwim C.A., ITanis Marepianis: peyenma
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
5 Mr no 7 a6o 10 Tabnetok LLiseiiuapis; 3MiHU | TUNY - 3MiHW Y BUPOBHNYOMY MpoLieci
y 6nicTepi; no 1 a6o 2 nepBrHHE Ta A®| nesoueTEPU3NHY AWTIAPOXIOPUA,.
6nicTepn y KapTOHHI BTOPUHHE BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
KOpOoO6Li nakyBaHHs, 3aTBEPAKEHHS
BMPOGHUK
BignoBigasbHWiA 3a
BUMYCK Ta KOHTPO/Ib
AKOCTI cepii: Eiicika
dapmacboTuKaN3
C.P.J., Itania
123. | KYMPEHIN® TabneTkn, BKPUTI TEBA I3painb BUPOBHMLTBO 3a Monbwa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/8546/01/01
NNiBKOBOK 060/10HKOW, N0 | dapmauesTikan MOBHUM LK/TOM: marepianis: peyernmom
250 mr, no 100 Tabnetok y IHpacTpi3 114. TOB TeBa 3MiHK | TUny - 3MiHa y cknagi (4ONOMKHUX
naswyi; no 1 naswui B OnepeiwHs MonaHg pevoBMHaX) rOTOBOrO NiKapCbKoro 3acoby -
KapTOHHIA KopoobLi 3amiHa 3aTBepAXeHoro 6apsHuka A3opy6iH
(E 122) Ha aHasoriyHuniA 6apBHUK Big, HOBOrO
BMPOBHUKA
124. | NATPUrIN Tabnetku, Wo CTALA HimeyunHa BUMYCK Cepiid, HimeuuunHa/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/3919/01/01
avcnepryoTbes, no 25 mr ApuHaiimiTTeNnb KOHTPO/b/BUNPOOGYB B’eTHam/ marepianis: peuyenmom
no 10 TabneTtok y Al aHHsA cepiii: CTALA Cepbis 3MiHK | TUNY - NOAAHHS1 OHOBJ/IEHOTO
6nicTepi; no 3 6nictepu B ApuHaiimiTTens Arl, cepTudpikaTa BignNoBiAHOCTI EBpONECHKiIi
KapTOHHiA KOpO6L HimeuuunHa,; thapmakonei Ne RO-CEP 2010-382-Rev 01
BMPOGHULITBO 0N aitoyvoi pevoBrHM Lamotrigine Big, BXxe
Hepo3dacosBaHoro 3aTBEPAKEHOrO BUPOOHMKA. B Mexax
NpoAyKTy, NepBuHHE oHosneHoro CEP 36inbLlieHo nepiog,
Ta BTOPUHHE NOBTOPHOTO BUNPO6GOBYBAHHSA Ait0YOi
nakyBaHHs, peyoBuHU, 3 36 micAuiB A0 60 MicAliB.
KOHTPO/b/BUNPOOGYB 3amiHeHO BMPOGHUKA NPOMKHOTO MPOAYKTY
aHHsA cepiii: CTALA
B'eTHam [KOIHT
BeHuyp Ko. Jltg,
B’eTHam;
BMPOGHMLITBO
Hepo3acosaHoro
NPOAYKTY,
KOHTPO/b/BUNPOOYB
aHHA cepili:
"Xemodhapm" AL,
Bpwau, Bigain
BMPOGHMYA
AinbHuus LWabau,
Cepbisi; nepBuHHE
Ta BTOPWHHE
nakyBaHs:
"Xemodhapm" AL,
Cepbis
125. | NATPUrIN TabneTtku, Wo CTALA HimeyunHa BMNYCK Cepii, HimevunHa/ BHECEHHS 3MiH 0 peecTpauiiHnx 3a UA/3919/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

auncneprytoTtses, no 100 mr

no 10 TabneTok y

6nicTepi; no 3 6rictepu B

KapTOHHIlA KOpooLi

ApuHaiimiTTens
Al

KOHTPO/1b/BUNPOGYB
aHHs cepii: CTAOA
ApuHaiimitTens Arl,
HimeuyumnHa,;
BMPOGHMLITBO
Hepo3dacosBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/1b/BUNPOGYB
aHHs cepii: CTAOA
B'eTHaM [KOIHT
Benuyp Ko. /114,
B’eTHam;
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
KOHTPO/1b/BMNPOGYB
aHHs cepiii:
"Xemodchapm" All,
Bpwau, Biaain
BMpPOGHMYA
ainbHnus Wabau,
Cepbisi; nepBuHHE
Ta BTOPUHHE
nakyBaHs:
"Xemodcpapm" AL,
Cepbis

B’eTHam/
Cepbis

mMartepianis:
3MiHM | TUNY - NOAAaHHA OHOB/IEHOTO
cepTudpikaTa BignoBiAHOCTI EBPONECHKIi
thapmakonei Ne RO-CEP 2010-382-Rev 01
Ans gilyoi peyosmHM Lamotrigine Big Bxe
3aTBEPAKEHOrO BUPOOHMKa. B Mexax
oHoBfieHoro CEP 36inblueHo nepiog,
NMOBTOPHOrO BUNPO6GOBYBaHHS Ajt04O0I
peyoBuHM, 3 36 micsALiB Ao 60 micauiB.
3aMiHeHO BUPO6GHMKa NPOMDKHOIO NPoayKTy

peyenmom

126.

NATPUIrIN

TabneTku, Wo

ZucnepryoTbesi, no 50 Mr

no 10 TabneTtok y

6nicTepi; no 3 6nictepu B

KapTOHHIA KopoobLi

CTAIA
ApuHaiimiTTens
Al

HimeyunHa

BUWMYCK CepiiA,
KOHTPO/1b/BUNPOOYB
aHHs cepili: CTAOA
ApuHaiimitTens Arl,

HimeuuunHa,
BMPOBHULITBO
Hepo3acoBaHoro
NPOAYKTY, NepBUHHE

Ta BTOPUHHE

nakyBaHHs,
KOHTPO/1b/BUNPOOYB
aHHs cepili: CTAOA
B'eTHam [KOIHT
BeHuyp Ko. /114,
B’eTHam;
BMPOGHMLITBO
Hepo3dacosBaHoro
NPOAYKTY,
KOHTPO/b/BMNPOGYB

Himeuuunna/
B’eTHam/
Cepbis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:
3MiHW | TUNY - NOA@HHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI €Bponelichbkii
hapmakonei Ne RO-CEP 2010-382-Rev 01
4N aitovoi pevoBrHn Lamotrigine Big BXxe
3aTBEpPAKEHOro BMPOGHMKa. B Mexax
oHoBneHoro CEP 36inbLieHo nepiog,
NOBTOPHOTO BUNPOGOBYBaHHS Aito40i
peyoBuHM, 3 36 micsLiB Ao 60 micauiB.
3amiHeHO BMPO6GHUKa NPOMIDKHOTO MPOAYKTY

3a
peyerimom

UA/3919/01/02
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
aHHs cepiii:
"Xemodchapm" All,
Bpwau, Biaain
BMpPOGHMYA
ainbHnus Wabau,
Cepbisi; nepBuHHE
Ta BTOPUHHE
nakyBaHs:
"Xemodcpapm" AL,
Cepbis
127. | NENKO®PO3UNH pO34nH AN11 iH'ekuii, 10 AxTasic rpyn AT IcnaHgis CingaH ®apwma CP/1, PymyHis/ BHECEHHS 3MiH [0 peecTpaviiHnX 3a UA/6749/01/01
mr/mn no 3 mn (30 mr) abo PymyHis; Aktasic ITanis mMartepianis: peyenmom
10 mn (100 mr) y chnakoHi; ITania C.n.A., Itanisa TEeXHiYHa MOMWSIKA B IHCTPYKLT Ans
no 1 donakoHy B KapTOHHIi MeAMYHOro 3acTocyBaHHSA, a came
naui HanucaHHs NikapcbKoro 3acoby aHrniicbko
MOBOIO
128. | NEMNPOPENIH iMmnnaHTat no 5 mr, no 1 CaHpo3 CnoseHis BUPOBGHMLTBO "in HimeuunHa/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/13229/01/02
CAHAO3® wnpuuy 3 imnnaHTatom ta | PapmacbioTikasn bulk", nakyBaHHs, ABCTpiIst mMartepianis: peuenmom
BOJIOronoravHa4yem y 34.40. BUNycK cepii: EBep

nakerti, no 1, a6o 3, a6o 6
nakeTiB B KAPTOHHIl
KopooLi

dapma MeHa Mv6X,
HimeuuunHa;
BTOPVHHE
nakysaHHsa: EBEP
dapma Nena Mv6X,
HimeuunHa; Bunyck
cepii: EBEBE
dapma lec.m.6.X.
Hdpr. K, ABcTpis

3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edhekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3araslbHeHUX AaHnx npo cuctemy
dhapmakoHarnsgy (BBefleHHs y3arasibHeHux
AaHuX Npo cuctemy hapmMmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iNCHEHHS
thapMakoHarnsay B YKpaiHi, KLU0 BOHA
BiIMiHHA BifJ, yNOBHOBaXeHOI 0co6y,
BiNOBIAANbLHOI 32 3AiACHEHHS
hapMakoHarnagy (BKIHYatoun KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLEeHHI MacTep-
chaiina cuctemu chapmakoHarnagy) -
YnoBHoBaxeHa ocoba 3asaBHUKa A1
34ilicHeHHs1 dhapmakoHarnagy: Jirova
pepakuis — CebactbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth.
KoHTakTHa ocoba B YKpaiHi yNnoBHOBaXXeHOI
0Co6M 3as1BHMKA A4/15 34iIACHEHHS
thapmakoHarnsagy: Aitova pegakuis —
BalueHko Biktopis CepriiBHa. MNponoHosaHa
pegakuisi — OpsioB B'siuecniaB BiktopoBuy.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT
0co6U. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu. 3miHa Micus 34iiCHEHHS OCHOBHOI
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
LisiNbHOCTI 3 thapmakoHarnagy. 3miHa
agpecu macTep-thaiina. 3miHa Homepa
MacTep-goaiina
129. | NIBEPATTI® TabneTku, BKPUTI dapMIoHioH Kinp Nab6opaTtopioc JleoH IcnaHis BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/16408/01/01
NAiBKOBOK 060/I0HKOHO, BCB dapwma, C.A. mMartepianis: peyenmom
0,02 mr/3 mr Ne 28 (24+4) [esenonveHT BUNPAaB/IEHHA TEXHIYHMUX NOMU/IOK Y
y 6nictepi nra. MapkyBaHHi BTOPYHHOI YNakoBKu
NiKapcbKoro 3acoby, y NyHKTi 13, y cnos.i
«JleBenonMeHT» nepenayTaHi aitepu
130. | NIBPA pO34nH ANA iHdy3il 42 MpuBaTHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/15578/01/01
mr/mn no 100 mny akuioHepHe akuioHepHe MaTtepianis: 3MiHu | TMNy - 3MiHK 3 AKOCTI. peyenmom
nasawyi; no 1 naswuyiy TOBapucTBO TOBapuCTBO [oTOBMIA nikapcbkuii 3aci6. CTabiNbHICTb.
nauuj "IHdpysia” "lHdpy3ia” 3MiHa y TepmiHax npugatHocTi abo ymosax
36epiraHHs rOTOBOTO JTiKapCbKOro 3acoby
(36inbLUEHHSt TEpMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ns Toprosoi
ynakoBku (MigTBEPAKYETLCA AaHUMMN
peasibHOro yacy) (36inbLIeHHs TepMiHy
npugatHocTi [13 gns Toprosoi ynakosku (3
1-ro o 2-x pokiB) (TepmiH BBEAEHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS)
131. | niIBnHonNPUnNy KpycTanivyHWii NOpOLLIOK leTepo [par3 IHAiA leTepo [Opar3 IHgis BHECEHHS 3MiH [0 peecTpavuiliHnX - UA/13398/01/01
AUr1aPAT (cy6ceTaHuis) y noaBiiHMX Nimiten Nimitepn MaTepianis: 3miHu Il TMNy - 3MiHW 3 AKOCTI.
nonieTuIeHoBMX naketax A®|. BUpobHMLTBO (iHLWi 3MiHM) (NOAaHHSA
ansa dapmaleBTUYHOro OHOBJ/IEHOrO MacTep-ghaiina Ha AdI
3aCTOCYyBaHHSA nisuHonpuny aurigpaTy 3 ypaxyBaHHAM
NOTOYHMX BUMOT EP 3 BignoBsigH1MM
3MiHaMu:
[0 creundikaLii; 4o MeToAiB KOHTpono Ad|
3a nokasHukamm «Onmce», «Po3UYnNHEHHSI»,
«lgeHTudikauji», «CneundiyHe onTuyHe
obepTaHHs», «Boga», «CynbgaTtHa 30na»,
«CynyTHI AOMILLKN», «3a/INLLKOBI KifIbKOCTI
OpraHiYHUX PO34MHHUKIB», «KinbKicHe
BWU3HAYEHHS», BUTYYEHO NMOKA3HUKM
«[nmepHa unctoTa» Ta «MikpobionoriyHa
yncToTar, A0 PO3A4i/iB «YNakoBka» Ta
«MapKyBaHHs»)
132. | NO3AN® NNKOC TabneTkn, BKPUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/9435/01/01
o60onoHkoto, Ne 10, Ne 30 Pecny6nika Pecny6nika marepianis: peyenmom
(10x3), Ne 90 (10x9): no

10 Tabnetok y 6nicTepi;
no 1, 3 abo 9 6nictepiB y
KapTOHHI Kopo6Lyj;

Ne 30 (15x2), Ne 90

(15x6): no 15 TabneTok y

3MiHKM | TUNY - 3MiHW Y NpoLeci BUPOGHULITBA
roTOBOrO MiKapCbKOro 3acoby, BKIYaKYM
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCSA
npu BUPOBHULITBI FOTOBOTO J1iKAPCLKOr0
3ac00y — He3HauHi 3MiHV B NpoLieci

BMPOGHULITBA NiKApCbKOro 3acoby, 30Kpema,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nictepi; no 2 abo 6
6nicTepiB y KAPTOHHIN
Kopobui

YTOUYHEHHS NOPSAAKY AOAABAHHSA AitoYoi
peyoBUHM rigpoxaopTiasng y npoueci
NPUroTyBaHHA CyMmiwi TabneToBaHoi Macy;
3MiHu | TUNY - nogaHHs Hosoro CEP Ha A®I
JNlozapTaH Kanito Big HOBOro BUpo6HMKa R1-
CEP 2010-139-Rev 00; 3miHu | Tuny - 3miHa
po3Mipy cepii (BkItoYatoum gianasoH
po3mipy cepii) roTOBOro NikapCbkoro 3acoby
— BBE/IeHHA [0aTKOBOro 36iNbLUEHOro
po3Mipy cepii nikapcbkoro 3acoby 480 kr;
3MiHuM | TNy — nogaHHa Hosoro CEP Ha AdI
JNo3apTaH Kanito Big HOBOro BMpo6HMKa R1-
CEP 2009-227-Rev 00; 3miHu Il TUnYy - 3miHa
napameTpiB cneundikauii Ta/abo
[OMYCTUMMX MEX rOTOBOTIO NiKapCbKOro
3aco6y - 3MiHa KpUTepiii NPUAHSATHOCTI Y
cneumdikauii roToBOro nikapcbKoro 3acoby
Ha BuUnycKk. BeBegeHHs 3MiH npoTsrom 6-tu
MiCALB NicNsa 3aTBePMKEHHS; 3MiHM | TUny -
3MiHa y MeTogax BunpobyBaHHsA roTOBOrO
NiKapCcbKoro 3acoby — He3HauHi 3MiHW Yy
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS
roTOBOrO NiKapCbKOro 3acoby 3 MeTo
Y[, 0CKOHa/IEHHS MPOLIECY KOHTPOSIIO 3a
nokasHvkamu «ldentification test», «Assay of
losartan potassium and
hydrochlorothiazide», «Dissolution test»

133.

NONEAQIYM®

Kancynu TBepai no 2 Mr no
6 kancyn y 6nictepi, no 1
6nicTepy B KapTOHHiIl
Kopobui, no 10 kancyny
6nictepi, no 1 6nictepy B
KapTOHHIA KopoobLi

CaHpo3
dapmacbloTikan
3 4.0

CnoseHis

BUPOBHMLTBO in
bulk, nakyBaHHs,
BUNYCK cepil:
Cantotac dapma
m6X, HimeuunHa;
nakyBaHHs1, BUMYCK
cepii: lek C.A.,
Monbwa

Himeyuunna/
Monbwa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekun/eheKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBiAANbLHOI 3a 34i/icCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KL BOHA
BiAMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
hapmakoHarnagy (BKIHUYatoUmM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) -
YnosHoBaxKeHa ocoba 3asBHVKa 151
3gjificHeHHs chapmakoHarnsagy: fitoya

6e3
peuyenma

UA/9738/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o
nocsioYyeHHs1

pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth.
KoHTakTHa ocoba B YKpaiHi ynoBHOBaXeHOi
0cobu 3asBHUKA 415 34IACHEHHS
thapmakoHarnagy: fitoua pefakuis —
BaweHko BikTopis CepriiBHa. [MponoHoBaHa
pegakuis — Opnos B’suecnas BiktopoBuy.
3MiHa KOHTaKTHVX AaHNX YNOBHOBaXKEHOT
0co6u. 3MiHa KOHTaKTHUX SAaHUX KOHTaKTHOI
oco6u. 3MiHa MicuA 34iACHEHHS OCHOBHOT
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa
agpecu Mactep-chaiina. 3miHa Homepa
mMacTep-goaiisia

134.

MATrHIKOP

TabneTku, BKpUTI
NNiBKOBOK 060/1I0HKOID; MO
10 Tabnetok y 6nicTepi;
no 3 a6o 10 6nicTepiB y
naui

AT

"KNIBCbKN

BITAMIHHWA
3ABOJ"

YKpaiHa

AT "KUIBCBKUN
BITAMIHHUI
3ABOA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
MaTepianis: 3miHu | TMNYy - AgMiHICTpPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

MiCUs MPOBaMKEHHS AisANIbHOCTI
BMpO6HUKa/iMnopTepa roToBoro Nikapcbkoro
3ac00y, BKIOYaKUM fibHUL BUMYCKY cepii

abo MicLe NPOBELEHHS KOHTPOSIKO AKOCTI.

(misnbHICTb, 3a SKy BignoBsifae

BUPOGHMK/IMNOPTEP, BK/IOYAKYMN BUMYCK
cepiid) (3MiHa HaliMeHyBaHHS1 BUPOGHMKa,
6e3 3MiHu Micus BUpobHuLTBa) (TepMiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicALIB micns
3aTBEepKEHHSR); 3MiHn | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvika peecTpauiiiHoro NocBigYeHHs)
(3MiHa HalilMeHyBaHHs 3asiBHUKA) (TepMiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicALIB micns
3aTBEPKEHHS)

Ne 30 - 6e3
peyenma;
Ne 100 - 3a
peyenmom

UA/11211/01/01

135.

ME/TOKCUKAM-

KB

Tabnetku no 7,5 mr, no 10
TabneTtok y 6nictepi; no 1
abo 2 6nictepy y nauui

AT

"KNIBCbKWM

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KUTBCBKMI
BITAMIHHAIA
3ABO["

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux
MaTepianis: 3miHu | TMNy - AgMIHICTPaTUBHI
3MiHW. 3MiHa HalimeHyBaHHS Ta/abo agpecu

MiCLiA NPOBAKEHHSA AiSNIbHOCTI
BMPOGHUKa/iMnopTepa roToBOro /likapcbkoro
3aco0y, BKHOYAKUN [iSTbHUL BUNYCKY cepil

ab0 MicLe NpoBefleHHA KOHTPO/IHO SAKOCTI.
([isnbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEpP, BK/OYAUM BUMYCK
cepiid) (3MiHa HaliMeHyBaHHsS1 BUPOGHMKA,
6e3 3MiHN Micusl BUpobHuuTBa) (TepMiH
BBEJEHHS 3MiH NMPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS); 3MiHW | Tuny -
AAMIHICTpaTVBHI 3MiHK. 3MiHa

3a
peyenmom

UA/3921/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BnacHvKa peecTpauiintHOro NocBig4eHHs)
(3MiHa HalilMeHyBaHHs 3asiBHUKa) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-TW MicAUiB nicns
3aTBEPLKEHHS)

136.

ME/TOKCUKAM-
KB

Tabnetku no 15 mr no 10
Tabnetok y 6nictepi; no 1
abo 2 6nicTepy y nauui

AT
"KNIBCbKN
BITAMIHHWA

3ABOJ"

YKpaiHa

AT "KUIBCBKUN
BITAMIHHUIA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
MaTepianis: 3miHu | TMNy - AgMiHICTPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

MiCUs MPOBaKEHHS AisANIbHOCTI
BMpO6HUKa/iMnopTepa roToBoro Nikapcbkoro
3ac00y, BKIOYaUM fibHUL BUMYCKY cepii

abo MicLie NPoOBEeLEHHSA KOHTPOSIIO AKOCTI.
(misnbHICTb, 3a SKy BignoBsifae
BUPOGHMK/IMNOPTEP, BK/IOYAKYMN BUIYCK
cepiii) (3MiHa HaliMeHyBaHHS1 BUPOGHMKa,
6e3 3MiHn Micus BUpobHuLTBa) (TepMiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEepPKEHHSR); 3MiHn | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvika peecTpauiiiHoro NocBigYeHHs)
(3MiHa HalilMeHyBaHHs 3asiBHUKA) (TepMiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEPKEHHS)

3a
peyenmom

UA/3921/01/02

137.

MET®OPMIH-
TEBA

Tabnetku no 500 mr no 15
TabneTtok y 6nictepi; no 2
6nicTepn y kopobui

TeBa
dapmaueBTikan
IHpacTpi3 114,

I3painb

TOB TeBa
OnepeiwHs MNonaHg

MonbLya

BHECEHHS 3MiH [0 peecTpauiiHux
Martepianis:
3MiHM | TUNY - 3MiHW 00 IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHA Y PO3Ainu:
"MpoTnnokasaHHa", "B3aemogisi 3 iHWnMmn
nikapcbkUMK 3acobamu Ta iHLWi BUuam
B3aemMogiin", "OcobnmBoCTi 3acTOCyBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
roflyBaHHs rpyaar"”,"Cnoci6 3actocyBaHHs
Ta no3un” (iHcpopmavis 3 6e3nekm), TI06GIUHI
peakuii” BignoBigHO A0 OHOB/IEHOT
iHchopmawii 3 6e3neku Ajitoyoi pevyoBUHN.
BBefieHHs1 3MiH NpoTArom 3-x MicsauiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/7769/01/01

138.

MET®OPMIH-
TEBA

Tabnetku no 850 mr, no 10
Tabnetok y 6nictepi, no 3
6nicTepn y kopobui

TeBa
dapmaneBTikan
IHpacTpi3 /174,

I3painL

TOB TeBa
OnepeiiwH3 MonaHg,

MonbLua

BHECEHHS 3MiH 10 peecTpaviliHniX
marepianis:
3MiHM | TUMy - 3MiHW [0 IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA Y PO3ainu:
"MpoTunoka3aHHa", "B3aemogis 3 iHWMMuK
nikapcbk1MM 3acobamu Ta iHWi BUuam
B3aemogiit", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rofyBaHHs rpyaat”,"Cnocié 3acTocyBaHHs

3a
peyenmom

UA/7795/01/02
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Ta no3un" (iHpopmavis 3 6e3nekm), T0GIUHI
peakuii” BignoBigHO A0 OHOB/IEHOT
iHchopmawii 3 6e3neku Ajto4oi pevyoBUHN.
BBeneHHs 3MiH NpoTarom 3-x micsAuiB nicns
3aTBEPIKEHHS
139. | MET®OPMIH- TabneTku, BKpUTI TeBa I3painb nepBrHHa Ta YropwmHa/ BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/12382/01/01
TEBA nniBKOBOK 060/10HKO, N0 | dapmaueBTikan BTOPVHHA yNakoBkKa, I13painb/ mMartepianis: peuenmom
1000 wmr; no 10 TabneTok y IHpacTpi3 /174, KOHTPO/Ib SKOCTi Ta Yecbka 3MiHM | TURY - 3MiHW [0 IHCTPYKLiT Ans
6nicTepi; no 3 6nictepu 'y [03BiN Ha BUNYCK Pecny6nika MeAMYHOro 3aCTOCYBaHHA y po3ainu:
Kopobui cepiii: AT "MpoTnnokasaHHa", "B3aemogis 3 iHWnMm
dapmaueBTUYHMi nikapcbknMn 3acobamu Ta iHLWi BUuam
3aBog TEBA, B3aemogiin", "OcobamMBOCTi 3acTocyBaHHS",
YropLmHa; "3acTocyBaHHA y nepiof BariTHOCTi abo
BUPOBHMLTBO 3a rogyBaHHs rpyaato”,"Cnocié 3actocyBaHHs
NOBHWM LMK/IOM; Ta gosun" (iHdopmauis 3 6e3nekn), " TIo6IYHI
BMPOBHULITBO peaxuii” BignoBigHO A0 OHOB/IEHOT
Hepo3g)acoBaHol iHchopMmawii 3 6e3nekun Ajko4oi peYOBUHN.
NpoAyKLii, KOHTPO/b BBefeHHs 3MiH NpoTarom 3-x micAuis nicns
AKOCTI Ta [03BIN HA 3aTBEPAKEHHS
BMNyCK cepiii: TeBa
PapmaueBTikau
IHpacTpis NTa,,
13paine;
BMPOGHMLTBO
Hepo3acoBaHoi
NpoAyKUii, KOHTPO/b
AakocTi: Tesa Yex
IHpacTpis c.p.o.,
Yecbka Pecny6nika
140. | MOHTENYKACT- | TabneTku, BKpUTI TeBa I3painb TOB TeBa Monbwa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/12439/02/01
TEBA NNiBKOBOK 060/1I0HKOID, MO dapmaLeBTikan OnepeiiwH3 Monaxg, mMartepianis: peyenmom
10 mr no 7 TabneTok y IHgacTpi3 /114, 3MiHKM | TUMY - 3MiHW Y NpoLeci BUPOGHNLITBA
6nicTepi; no 4 6nictepu B rOTOBOrO JliKapCbKOro 3acoby, BK/IYakum
KapTOHHIA KopooLi NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETHLCS
npw BUPOBHULITBI FOTOBOTO JTiKAPCLKOTO
3aco0y - BBEfleHHs TepMiHy 36epiraHHs
Hepo3dacoBaHux TabneTok in bulk 12
MiCSILiB Ta BHECEHHS 3MiH A0 KOHTPO/0
KPUTUYHMX CTagii i NpomiXHOT Nnpoaykuii, a
came BBE[leHHS AjanasoHy N5 KpUTepito
NPUINHATHOCTI 3a NoKasHukom “fdiameTp"”
141. | MOHTENYKACT- | TabneTku xyBasibHi no 4 TeBa I3painb TOB TeBa Monbwa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/12439/01/01
TEBA Mr no 7 TabneTok y dapmaneBTikan OnepeiiwH3 MonaHg, marepianis: peyenmom
6incTepi, no 4 6nictepu B IHpacTpi3 /174, 3MiHM | TRy - 3MiHK y NpoLeci BUPOGHMLTBA

KapTOHHilA KOopooLi

roTOBOrO JiKapCbKOro 3acoby, BKouatoun
NPOMiXHUIA NPOAYKT, WO 3aCTOCOBYETHLCS
npu BUPOBHULITBI TOTOBOTO JTiKAPCbKOr0
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3aco0by - BHECEHHS 3MiH 10 p. 3.2.P.3.
Mpouec BUpo6HMLTBA MiKapCbKOro 3acoby,
30Kpema: BBeZleHHsI TepMiHy 36epiraHHs
Hepo3dhacoBaHux TabneTok; 3MiHu | Tuny -
3MiHa y TepMiHax npuaaTHoCTi abo ymoBax
36epiraHHs rOTOBOrO /liKapCbKOro 3acoby -
3MiHa B yMOBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby. BeeAeHHs 3MiH
NPOTSArom 6-Ty MicsILB Micnsi 3aTBEPAKEHHS
142. | MOHTENYKACT- | TabneTku XyBasibHi No 5 TeBa I3painb TOB TeBa Monbuwa BHECEHHS 3MiH 10 peecTpaviliHuX 3a UA/12439/01/02
TEBA Mr no 7 TabneTok y dapmaueBTikan OnepeiiwH3 MonaHg, marepianis: peyenmom
6incTepi, no 4 6nictepu B IHpacTpi3 114, 3MiHM | TRy - 3MiHK y NpoLeci BUpo6GHMLUTBA
KapTOHHIA KopooLi roTOBOrO NikapCcbKOro 3acoby, BKIYaK4M
MPOMIXHWIA MPOAYKT, L0 3aCTOCOBYETHCSA
npvi BUPOBGHULITBI FOTOBOTO NiKAPCbKOro
3aco0by - BHECEHHS 3MiH g0 p. 3.2.P.3.
Mpouec BMpo6HMLTBA NiKapCbKOro 3acoby,
30KpeMa: BBeeHHS TepMiHy 36epiraHHs
Hepo3dhacoBaHux TabneTok; 3MiHu | Tuny -
3MiHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHA roToBOro JlikapCbKoro 3acoby -
3MiHa B yMOBax 36epiraHHs ro0TOBOro
nikapcbKoro 3acoby. BeeAeHHs 3MiH
npoTarom 6-Tv MicsLIB NicNs 3aTBepAXEHHS
143. | HEOTPU30/1® TabneTku BariHanbHi no 4 OpraHocuH IHAain EBepTomkeH Naiid IHAis BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/10674/01/01
TabneTkn y cTpuni; no 2 Naiicp CaeHcus CaeHcms JliviTeq Martepianis: peyenmom
CTpunu pasom 3 MeT. iTA. 3MiHu || TUNY - BBE,EeHHA 104aTKOBOrO
annikaTopoM y KapTOHHIi BMpOGHUKa API (MikoHa30Ny HiTpaT)
Kopobui; no 8 TabneTok y
6nicTepi; no 1 6nictepy
pa3om 3 annikatopom y
KapPTOHHI KOpooLyi
144. | HEO®INIH Tab/1eTku, NPOJIOHrOBaHOI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/3793/01/01
4ii, no 100 mr no 10 "papmaneBTNYH "GapmaLieBTnyHa marepianis: peyenmom
Tab/1eToK y KOHTYPHii a hipma ipma "AapHuus" 3MiHY | TUny - 3MiHK WoAao
YapyHKOBIli ynakoBLj; no 5 "OapHuus” 6e3nekn/edheKTUBHOCTI Ta

KOHTYPHUX YapyHKOBUX
ynakoBOK Y mauLl

thapmakoHarnagy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHvx npo cuctemy
dhapmakoHarnsgy (BBefeHHs y3aranbHeHux
[aHyx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0co6H,
BiANOBiAANbHOI 3a 34ilicCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHSA
thapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 32 3[iCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

hapMakoHarnagy (BK1HYatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0C06M, BignoBigansHoi 3a
3fjiicHeHHs hapmakoHarnsagy. fitoya
pepakuisi: Cmoex CTaHicnaBa AHaToniiBHa.
MponoHoBaHa pepakuis: Cipaxos Irop
OnekcaHapoBuy

145.

HEO®I/NIH

Tabs1eTku, NPOJSIOHroBaHoI
4ii, no 300 mr no 10
TabneToK y KOHTYPHii
YapyHKOBIli ynakoBLj; no 5
KOHTYPHUX YapyHKOBUX
ynakoBOK y nauui

MpAT
"PapmaueBTUyH
a hipma
"fapHuus"”

YKpaiHa

MpAT
"®apmaueBTuyHa
ipma "OapHuus"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKkTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHUX AaHunx Npo cuctemy
thapmakoHarnagy (BBeeHHs y3arasibHeHNX
[aHvx Npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBiAa/IbHOI 32 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 4151 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 3i/iCHEHHSA
hapmakoHarnagy (BK1HYatoUm KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
(paiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0c06w, BiANOBIAaLHOI 3a
3piicHeHHs chapmakoHarnsgy. ditoua
pegakuisi: Cmox CTaHicnaBa AHaTosiiBHa.
MponoHoBaHa pepakuis: Cipaxos Irop
OnekcaHgposmy

3a
peyenmom

UA/3793/01/02

146.

HIMECYNIA-
JAPHULA

Tabnetku no 100 mr mo 10
Tab/1eTOK Y KOHTYPHii
YapyHKoBili ynakosLi; no 3
KOHTYPHI YapyHKOBI
yNakoBKM y naui

MpAT
"PapmaueBTUyH
a hipma
"OapHnuya™

YkpaiHa

MpAT
"®GapmaueBTnyHa
ipma "dapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edheKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHKX Npo cucTemy
thapmakoHarnagy (BBe4eHHS y3arasibHeHnX
OaHux nNpo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS
thapmakoHarnsay; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHA BifJ, YyNOBHOBaXeHOI 0co6u,
BiNOBIAANbHOI 3@ 3AiACHEHHS
hapmakoHarnsay (BKIKYaUM KOHTaKTHI

3a
peyenmom

UA/9104/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[AaHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnagy) - 3miHa
YNOBHOBaXEHOI 0c06u, BiANOBiAabLHOI 3a
3[iiCHEHHs1 hapMakoHarsay.
MponoHosaHa pepakuis: Cipaxos Irop
OnekcaHgpoBmy

147.

HILEPIYM 30
YHO®

Kancynu teepAi no 30 mr
no 10 kancyn y 6nictepi;
no 3 6nicTepy y KapTOHHIl
Kopobui

CaHpo3
dapmacbloTikan
3 4.0

CnoseHis

BUPOBHMK NPOAYKLiT
in bulk,
BignoBigabHWiA 3a
BUNYCK cepil:
Cantotac dapma
M6X, HimeuunHa;
BUPOBHUK nener,
BMPOGHMK NPOAyKLiT
in bulk: Pumsep
Cnewentu
MpopakweH M6X,
HimeyunHa

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnX
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/eheKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3araJsibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
AaHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBiAANbLHOI 3a 34i/icCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa A1s 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA BiJ, yNTOBHOB&XXeHOI 0cobu,
BiANOBiAa/IbHOT 32 3AiICHEHHS
hapmakoHarnagy (BKIHYaoUmM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLieHHi macTep-
thaiina cuctemu chapmakoHarnsgy) -
YnosHoBaxKeHa ocoba 3asBHVKa 151
3pjiicHeHHs hapmakoHarnsagy: fitoua
pepakuis — CebactbsaH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-baps/Gabriele Hecker-Barth.
KoHTakTHa ocoba B YkpaiHi yNnOBHOBaXeHOI
0cobu 3asiBHUKA [/15 34iACHEHHS
thapmakoHarnagy: flivoua pefakuis —
BaweHko BikTopis CepriiBHa. [MponoHoBaHa
pefakuis — Opnos B’auecnas BiktopoBuy.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXXEHOT
0CcOo6M. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
oco6u. 3MiHa Micus 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa
agpecy Mactep-chaiina. 3miHa Homepa
mMacTep-gaiina

3a
peyenmom

UA/9336/01/01

148.

HOBIPUH

Tabnetkv no 500 mr, no 10
TabneTtok y 6nictepi; no 2
abo no 4 6nictepu B nayLi

AT
"KNIBCbKN
BITAMIHHWIA

3ABOJ"

YkpaiHa

AT "KWTBCBKIAI
BITAMIHHUN
3ABOA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTtepianis: 3miHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu

MiCLst MPOBaKEHHS Aisi/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3ac06y, BKOYaUM finbHUL BUNYCKY cepii

ab0 MicLe NpoBefeHHA KOHTPOJIHO SKOCTI.

3a
peyenmom

UA/12436/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(misnbHICTb, 3a SAKy BignoBifae
BUPOGHMK/IMNOPTEP, BK/IOYAKYMN BUMYCK
cepiii) (3MiHa HaliMeHyBaHHS1 BUPOGHMKa,
6e3 3MiHU Micus BUpo6HMLTBa) (TepMiH

BBE/EHHSA 3MiH NPOTAroM 6-T1 MicALIB micns
3aTBEPMXEHHS); 3MiHu | Tuny -

AAMIHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvika peecTpauiiHoro NocBigYeHHs)
(3MiHa HalilMeHyBaHHs 3asiBHUKa) (TepMiH

BBE/EHHSA 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEPAKEHHS)

149.

HOBOKATHAMIZ,
- AAPHULIA

pO34uH ANs iH'ekuiid, 100
Mr/Mn no 5 mn B amnyni;
no 10 amnyn y kopobui; no
5 mn B amnyni; no 5 amnyn
B Y KOHTYPHIil YapyHKOBIl
ynakoBLi, M0 2 KOHTYPHI
YapyHKOBI YNakoBKu B
nauuj

MpAT
"papmMaueBTNYH
a thipma
"fapHuus"”

YKpaiHa

MpAT
"PapmaueBTuyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHuX
marepianis:
3MiHK | TUNYy - 3MiHK WoA0
6e3nekun/eheKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
AaHux nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0co6H,
BiANOBiAaNbLHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBiAa/IbHOT 3a 3AiICHEHHS
hapmakoHarnagy (BKIHUYatoUmM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLieHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
hapmakoHarnag:
[Litoua pepakuin - Cmox CtaHicnasa
AHatoniiBHa; MponoHoBaHa pefakuis -
Cipaxos Irop OnekcaHapoBuy

3a
peyenmom

UA/1892/01/01

150.

HOBOKC®-500

TabneTku, BKPUTI
NNiBKOBOK 060/0HKOM, NO
500 mr, no 5 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHIiA ynakoBL,i

OpraHocuH
Naiich CaeHcms
Met. Jita.

IHais

EBepTomxeH Navid
CaeHcus Jlivites

IHAis

BHECEHHS 3MiH 10 peecTpaviliHnX
mMarepianis: 3MiHu | TUNY - AAMIHICTPaTUBHI
3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecu

MicUs NPOBAMKEHHS AisiNIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro fikapcbkoro
3aco6by, BK/IYaKum AiNbHALL BUNYCKY cepil

abo MicLe NpoBefEHHS KOHTPO/IKO AKOCTI.

(aisnbHiCTb, 3a AKy Bignosifae

BUPOGHMK/IMNOPTEP, BK/IOYAKYMN BUMYCK
cepiii) (3miHa agpecy BUPOGHUKa, 6e3 3MiHK
Micusa BUpo6HMLTBA) (TEPMIH BBEAEHHS 3MiH
npoTsrom 3-x MicsiLiB Nicnsl 3aTBEPAKEHHS)

3a
peuyenmom

UA/12673/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
151. | HOBOKC®-500 TabneTku, BKPUTI OpraHocuH IHais EBepTomxeH Naid IHAis BHECEHHS 3MiH [10 peecTpaviliHniX - UA/12674/01/01
NiBKOBOK 060/I0HKOLO, MO Navich CaeHens CaeHcu3 fliviTeq marepianis: 3mMiHu | TUnNy - AgMiHICTPaTUBHI
500 wr in bulk: no 1000 Met. N14. 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
Tabn1eToK y noABiitHOMY MicLSi NPOBAMKEHHS AisiNIbHOCTI
nakeTi; no 1 nakeTy B BMPOGHMKa/iMnopTepa roToBoro fikapCbkoro
KapTOHHI ynakoBL,i 3ac00y, BK/IIOYAKUN [i/TbHUL BUMYCKY cepil
ab0 Micue NpoBefileHHS1 KOHTPOJHO SAKOCTI.
(aisnbHiCcTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, BK/IOYAOUM BUMYCK
cepiii) (3MiHa agpecy BUPOGHUKa, 6e3 3MiHK
Micus BUpo6HMLUTBA) (TEPMIH BBEAEHHS 3MiH
npoTsrom 3-x MicsiLiB nicns 3aTBepAKEeHHs)
152. | HOBOKC®-750 TabneTku, BKPUTI OpraHocuH IHais EBepTomxeH Navid IHAis BHECEHHS 3MiH 10 peecTpaviliHuX 3a UA/12673/01/02
NiBKOBOK 060/I0HKOLO, MO Navid CaeHens CaeHcu3 NliviTeq mMarepianis: 3MiHu | TUNY - AgMiHICTPaTVBHI peyenmom
750 wmr, no 5 TabneTok y Met. N14. 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
6nictepi; no 1 6nictepy B MiCLSi NPOBAMKEHHS [isiSIbHOCTI
KapTOHHIi ynakosLi BMPOGHUKa/iMnopTepa roToBOro /ikapcbkoro
3aco0y, BK/IHOYAKUN [i/TbHUL BUMYCKY cepil
ab0 MicLe NpoBefileHHA KOHTPO/IHO SAKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHWK/IMNOpTep, BKIIOYAOUN BUMYCK
cepiii) (3miHa agpecy BUPOGHUKa, 6e3 3MiHK
Micus BUpo6HMLUTBA) (TEpMiH BBEAEHHS 3MiH
NpoTArom 3-x MicsLjiB Nica1a 3aTBEPAKEHHS)
153. | HOBOKC®-750 TabneTku, BKPUTI OpraHocuH IHAain EBepTomkeH Naiid IHAis BHECEHHS 3MiH [0 peecTpauiiHux - UA/12674/01/02
NAiBKOBOK 060/10HKOH, MO Naiicp CaeHcus CaeHcms JliviTeq MaTepianis: 3miHu | TMNy - AgMIHICTPaTUBHI
750 wmr in bulk: no 1000 Met. N14. 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo agpecu
TabneTok y noagiinHomy MiCLiA NPOBAKEHHSA AiSNIbHOCTI
nakeTi; No 1 nakeTy B BMPOGHUKa/iMnopTepa roToBOro /likapcbkoro
KapTOHHIA ynakoBLi 3aco0y, BKHOYAKUN [iSTbHUL BUNYCKY cepil
ab0 MicLe NpoBefleHHA KOHTPO/IHO SAKOCTI.
([isnbHICTb, 3a Ky BignoBigae
BMPOGHWK/IMNOpTep, BKIOYAUN BUMYCK
cepiii) (3MiHa agpecy BUPOGHUKa, 6e3 3MiHM
Micusi BUpo6bHuLTBa) (TepmiH BBEAEHHS 3MiH
NpoTArom 3-x MicsLiB Nicasa 3aTBePAKEHHS)
154. | HOBOCEBEH® NopoLLIOK NiodpinizoBaHnii A/T Hoso [JaHis BMUPOGHUK Ajto4oi [Oanis/ BHECEHHS 3MiH [0 peecTpavuiiHux 3a UA/5178/01/04
[ONS NPUroTyBaHHSA Hopgaick PeyoBMHW, TOTOBOIO Himeuunna marepianis: peyenmom

pO34UHy A5 iH'eKL no 5
Mr (250 KMO), 1 cknsHwuii
chnakoH 3 niogpinizoBaHUM
MOPOLLKOM y KOMNekTi 3 1
nonepeaHbO 3anoBHEHVM
LUNPULIOM, SIKUIA MICTUTB 5
M/ PO3YMHHUKA (FICTUAUH,
BOZa NS iH'EKLR),
LUTOKOM MOPLUHSA,

NpoayKTy Ta
BUPOBHMK,
BignoBiga/IbHWIA 3a
BUMYCK Cepiii
rOTOBOrO NPOAYKTY:
A/T Hoso Hopagick,
[JaHis; ainbHUUA
BMPOGHMLTBA, Ha
SIKi NPOBOANTLCSA

3MiHu | TUNY - 3MiHa NnapameTpis
cneumdikavin Ta/abo AoNyCTUMUX MeX
roTOBOrO /liKapCbKOro 3acoby - NpuBeAeHHs
MeToAy KOHTPOJI0 3a po3ginom «Onuc
PO34mnHY» (BiHOBIEHOTO PO3UUNHY) Y
BignoBiAHICTb Ao EP 2.2.2 meTog 1,
Bi3yasIbHO; 3MiHM | TUNY - 3MiHa Yy MeTofax
BMNPOGYBaHHS [OMOMIXKHOI PEYOBUHU - Y
crneunqikauii Ha ONOMiXXHY PeYOBUHY
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nepexigHWKom ans
chnakoHa B iHAMBIAYyaNbHIl
yMaKoBLi Y KAPTOHHIi
Kopobui

KOHTPO/1b/BUNPOGYB
aHHs cepii roToBOro
npoaykty: A/T HoBo
Hopgaick, JaHis;
AiNbHULSA, Ha 5K
npoBOANTBLCA
BUrOTOB/IEHHSA
PO3YMHHMKA Y
nonepeaHL0
HanoBHEHOMY
Lnpuui Ta roro
nepBuHHe
nakyBaHHS:
BeTTep ®apma-
®epTiryHr F'M6X yHA,
Ko. KI', HimeuunHa;
AiNbHUUSA
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/b/BMNPOGYB
aHHA PO3UYMHHUKA Y
nonepegHLo
HanoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr
v6X yHg Ko. KT,
HimevunHa;
OinbHAUSA
BMPOGHMLTBA, Ha
AKili NpoBOAUTLCSA
BTOPVHHE
nakyBaHHS! TOTOBOrO
npoaykty: A/T HoBo
Hopgaick, [aHis

rniumnrniumH Tectn Free Glycine, Assay
(purity) by perchloric titration, Appearance of
power and Sodium 3MiHIOIOTbCS 3 METOAY
Sigma Ha meTo Novo Nordisk A/S; meTtoau
Appearance of solution, Identification,
Microbial contamination 3miHto0TbCS 3
MeToay Sigma Ha dhapmakoneiiHi MeToau;
3MiHuM | TMny - 3MiHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX A5
[LOMOMDKHOT peyoBUHU - i3 cneuudikauii
O0MNOMDKHOT PEYOBWHM TAILMATAILMH
BUyyatoTbes TecTu Purity by Thin-layer
Chromatography and Residual Ethanol

155.

HOBOCEBEH®

MOPOLLIOK NioghinizoBaHwnin
AN NPUroTyBaHHSA
PO34UHy A5t iH'eKLA no 2
Mr (100 KMO), 1 cknaHuia
donakoH 3 niodislizoBaHNM
NOPOLLKOM y KOMNekTi 3 1
nonepeAHbO 3anoBHEHNM
LUNPULIOM, SIKWIA MICTUTDb 2
M1 PO3YMHHMKA (FICTUAUH,
BOAA ANS iH'eEKLi),
LLITOKOM MOPLUHSA,
nepexigHWKom ans
chnakoHa B iHAMBIAYaNbHI

A/T HoBo
Hopgaick

[aHis

BMPOGHWK Ajtoyoi
PeyoBMHW, TOTOBOrO
npoaykTy Ta
BUPOBHMK,
BignoBiganbHWiA 3a
BUMYCK Cepiii
rOTOBOrO NPOAYKTY:
A/T Hoso Hopgick,
[aHis; ginbHUUs
BMPOOHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/1b/BUNPOGYB
aHH# cepii rotoBoro

[Janis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:
3MiHuM | TUNYy - 3MiHa NnapameTpis
cneungikauii Ta/abo 4ONyCTUMUX MEX
roTOBOrO /liKapCbKOro 3acoby - NpuBeAeHHs
mMeToAy KOHTPOJIIO 3a po3ainom «Onuc
PO34mnHY» (BiHOBMEHOIO PO3UNHY) Y
BignoBigHicTb Ao EP 2.2.2 meTtog 1,
Bi3yasIbHO; 3MiHM | TUNY - 3MiHa Y MeTofax
BMNPOGYBaHHS AOMOMIXKHOI PEYOBUHU - Y
cneunqikauii Ha fONOMiXHY PeYOBUHY
rniumnrniumH Tectn Free Glycine, Assay
(purity) by perchloric titration, Appearance of

3a
peyerimom

UA/5178/01/05
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Hasga

®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
YMaKoBLi Y KAPTOHHii npopykty: A/IT Hoso power and Sodium 3MiHIOIOTLCA 3 MeTOAY
Kopoobui Hopgick, OaHis; Sigma Ha metog Novo Nordisk A/S; meToam
AiNbHULSA, Ha 5K Appearance of solution, Identification,
npoBOAUTLCSA Microbial contamination 3miHIOOTbCS 3
BUrOTOB/IEHHA meToay Sigma Ha dhapmakoneiiHi MeToaw;
PO34YMHHMKA Y 3MiHM | TUNY - 3MiHa NapameTpiB
nonepegHsL0 cneumdgikauii Ta/abo AONYCTUMMX MEX AN
HanoBHeHOMY [O0MNOMDKHOT PEYOBUHY - i3 cneumdikauii
Lnpuui Ta rioro [O0MOMIKXHOT PEYOBUHM TAILMATAILMH
nepBuHHE BUnyvatoTbes Tectu Purity by Thin-layer
nakyBaHHs: Chromatography and Residual Ethanol
BeTTep ®apma-
®epTiryHr TM6X yHA,
Ko. KI', HimeuunHa;
OinbHUUS
BMPOGHMLTBA, Ha
AKili NPOBOAUTLCSA
KOHTPO/1b/BMNPOGYB
aHHA PO3UMHHUKA Y
nonepegHbL0
HanoBHEHOMY
wnpuui: Bettep
Papma-depTiryHr
v6X yHa Ko. KT,
HimeuyumnHa,;
AiNbHUUSA
BMPOGHMLTBA, Ha
AKi NpoBOANTLCA
BTOPUHHE
nakyBaHHS roTOBOrO
npopykty: A/IT Hoso
Hopgaick, [aHis
156. | HOPMEI TabneTku, BKpUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpavuiliHnX 3a UA/13230/01/01
NNiBKOBOK 060/10HKOID, MO Pecny6nika Pecny6nika mMartepianis: peuenmom
250 mr Ne 30 (10x3), Ne 60 3MiHK | TUNY - NOA4AHHS HOBOTO cepTudiikaTa
(10x6): no 10 TabneTok y BiANOBIAHOCTI EBponeiickbkili hapmakonei
6nictepi; no 3 abo 6 RO-CEP 2011-353-Rev 02 ans Adl
6nicTepiB y KAPTOHHIN neBeTMpaLeTam Bif yxe 3aTBepAKEeHOro
Kopoo6Li BUMPOGHMKA 3 HE3HAYHVMU 3MIHAMU B
afpecax; 3MiHu | TMny - NnogaHHA HOBOro
cepTudikaTa BignoBigHOCTI €Bponelichbkii
hapmakonei (CEP Ne RO-CEP 2012-325-
Rev 00) Big HOBOro BMpO6GHUKa Ajto4oT
peyoBUHM NIeBeTMpaleTam
157. | HOPMEI TabneTku, BKPUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/13230/01/02
NNiBKOBOK 060/1I0HKOID, MO Pecny6nika Pecny6nika mMartepianis: peuenmom

500 mr Ne 30 (10x3), Ne 60

3MiHK | TNy - NoAAHHS HOBOTO cepTudiikaTa
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
(10x6): no 10 TabneToK y BiANOBIAHOCTI EBponeiickbkili hapmakonei
6nictepi; no 3 abo 6 RO-CEP 2011-353-Rev 02 ana A®l
6nicTepiB y KAPTOHHIl neBeTVpaLeTam Bif yxe 3aTBepAXeHOro
Kopobui BMPOOHUKA 3 HE3HAYHUMY 3MiHAMVU B
agpecax; 3MiHu | TUny - NofaHHsA HOBOTO
cepTudpikaTa BignoBiAHOCTI EBPONECHKIi
hapmakonei (CEP Ne RO-CEP 2012-325-
Rev 00) Big, HOBOro BUPOGHUKa Aito4oi
peyoBMHM 1eBeTVpaLeTam
158. | OMHIMAK pO34uH A8 iH ek, 350 xml Xenckea Hopseris Dxunl Xenckea Ipnangis BHECEHHS 3MiH 10 peecTpaviliHuX 3a UA/2688/01/04
mr iogy/mn; no 50 mn abo AC IpnaHgisa Nimiteq, marepianis: peyenmom
100 mn, a6bo 200 mn, abo 3MiHM | TUNY - He3HavyHa 3MiHa B NpoLueci
500 mn y chnakoHi; no 10 BUpO6HMLTBa ADI, a came NiABULLEHHS
(hNaKoHIB y KapTOHHIl Temnepartypu peaktopa Big 60 °C go
Kopoobui Temnepartypu, sika He nepesuye 125 °C
nepes, AoAaBaHHAM KaTasizaTtopa Ha eTani
aueTunyBaHHs (cTagia B); He3HayHa 3MiHa B
npoueci BupobHuutea A®I, a came JoAaHHA
2 MeToKcieTaHosy AN BUAANEHHS BOAU HA
eTani ankinysaHHA orekcony (ctagis C)
159. | OMHINAK pO34uH A8 iH ekuyiin, 300 xuml Xenckea Hopseris Dxunl Xenckea IpnaHgis BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/2688/01/03
mr oay/mn; no 50 mn a6o AC IpnaHgia Nimiteq, marepianis: peuyenmom
no 100 mn y dpsiakoHi; no 3MiHK | TUNY - 3MiHK B NPOLECi BUPOBHULTBA
10 chnakoHiB y KapTOHHiIiA A®I| - He3HaYHa 3MiHa B NpoLeci
KopooLi BMPOGHMLTBA ADI, a came NiaBULLLEHHSA
Temnepartypu peaktopa Big 60 °C go
TemnepaTypu, ska He nepesulye 125 °C
nepes AofaBaHHAM KaTaslizaTopa Ha eTani
aueTunyBaHHs (ctagis B); amibm | Tuny -
3MiHM B npoveci BupobHuutea APl -
He3HauyHa 3MiHa B npoLeci BUpobHULTBa
A®I, a came gofaHHs 2 MeToKcieTaHoNy
0N BUAANIEHHS BOAW Ha eTani asikinyBaHHA
norekcony (ctagis C)
160. | OPHIOA30N po3unH Ans iHdysiii 0,5% MpvBaTHE YkpaiHa MpvBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavuiliHnX 3a UA/15676/01/01
no 100 mn y nnawuj; no 1 akuioHepHe akuioHepHe mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI. peuenmom
nAsaWLi y navui TOBapuCTBO TOBapUCTBO [oTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
"IHdpy3ia” "lHdpy3ia” 3MiHa y TepmiHax npuaaTHocTi abo ymoBax

36epiraHHsa roToBOro JliKapCbKOro 3acoby
(36inblUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 115 Toprosoi
ynakoBku (MigTBEpKYETLCSA AaHUMMN
peasibHOro yacy) (36inbLeHHA TepMiHy
npugatHocTi 13 ans Toprosoi ynakosku (3
2-x [0 3-x pokiB) (TepmiH BBeAEHHSA 3MiH
NpoTArom 6-Tn MicALIB nicns
3aTBEPAKEHHS)
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
161. | OP®PAAVH Kancynu TBepai no 2 mr; Csigiw OpdhaH LBewis Brvpo6HMLTBO 3a Lseuis BHECEHHS 3MiH [10 peecTpaviliHniX 3a UA/13603/01/01
no 60 kancyn y chnakoHi; BiosiTpym NMOBHVM LK/IOM: marepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peyenmom
no 1 dpiakoHy B KapTOHHIi IHTEepHeLLeHen Anotek MNpoaakwH & A®|. Cucrema
ynakoBLii Ab Neb6opeTpiep AB, KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHK
LLBeuist; napameTpiB cneundikauii Ta/abo

KoHTposb sikoCTi:
AnoTek MNpogakLH &
Neb6opeTpiep AB,
LBewis

[ONYCTUMUX MEX, 3a3HaYeHUX Y
cneuungikauisx, ans 6esnocepeiHbOl
ynakoBku A®| (BUy4YeHHS He3Ha4YHOro
nokasHuka cneuudikauii (Hanpuknag,
BU/TYHYEHHS 3aCTapifioro nokasHvka))
(BMAANEHHSA HE3HAYHOrO NOKa3HUKa
"BizyanbHuit KOHTPOL" (PO3MIp NAALKM Ta
KOAM faHux) 3 cneuudikadii Ha NepBUHHY
yNakoBKy fit040T PEYOBUHU HITU3VNHOHY);
3MmiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI.
3miHa imnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPO/IIO SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
AiNbHWLI, Ha AKil 34iACHIOETBCA
KOHTPO/b/BMNPO6YBaHHSA cepii) (4ofaBaHHS
Anotek NpogakwH & Jle6opeTpiep AB,
CensiycrotaH 43, Manwmo, 212 14, lBeuis, B
AKOCTi aNlbTEepPHATUBHOI AiNbHULY,
Bi4NOBIAA/IbHOT 38 KOHTPObL/BUNPOGYBAHHSA
cepiil rOTOBOrO NiKapcbKoro 3acoby i3
3a3HavYeHHAM OYHKLi1 3aTBEPAKEHOTO
BMPOBHMKA roTOBOrO Jlikapcbkoro 3acoby);
3MiHu | TMNy - 3MiHK 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MeToAaxX
BUNPO6YBaHHS) (BHECEHHS HE3HAYHUX 3MIH
B METOAWKM BU3HAYEHHS NMOKA3HWKIB
roTOBOrO JlikapCbKoro 3acoby:
laeHTudikauisa, KinbkicHe BU3HaYeHHs Ta
CynpoBigHI AOMILLIKW, BK/IOYAKOUYN AOL4ATKOBI
BMMOTY [0 NPUAATHOCTI XpomaTorpadivHoi
cuctemu (NiMIT po3aineHHs nikis byae
36inbLlUyBaTMCA 3 = 8 [0 2 17 Ta BBEAEHHSA
nimity ? 5900 TeopeTUYHMX Tapinok
KOJIOHKM), a TakoX BUAANEHHS OOHIET i3
anbTepHaTUBHNX XpoMaTorpadivyHmnx
KOMTOHOK (KOMIOHKa Symmetry), OCKiflbku
Bi4NOBIAHMX BUMOT B NPUAATHOCTI
XxpomartorpadiyHoi cuctemu ans uiei
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

KOMOHKM HE BMU3HAYeHO); 3MiHu | Tuny -
3MiHn 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHK
napameTpiB cneuudikauii Ta/abo
[ONYCTUMMX MEX, 3a3HaUYEeHNX Y
cneuudikauisix, ans 6esnocepeHbOl
ynakoBku A®| (LONOBHEHHA cneuundikauii
HOBMM MOKa3HWKOM Ta BiAnoOBiAHUM
MeTOOM BUMPOOYBaHHS) (A0AaBaHHS
nokasHuKa "3arasibHe Y/iC/0 NAICHABUX Ta
Apixmpxosunx rpnbis (TYMC)"
6e3nocepeiHbo A0 crneumndikayii gns
NepBUHHOT YNaKoBKM Aito40i pevyoBUHU
HITU3MHOHY. [onycTumi Hopmu: < 0,025 KYO
Ha M 06'emy koHTelHepa (>100 mn) abo <
0,05 KYO Ha Mn 06'emy koHTeiltHepa (<100
M1); 3MiHK | TUNYy - 3MiHK 3 AKoCTi. ADI.
CurcTemMa KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHM NapameTpiB cneuudikaliii
Ta/abo foNyCTUMUX MEX, 3a3HAYEHNX Y
cneumdikauisix, ans 6esnocepeHbOl
ynakoBku A®| (LONOBHEHHA cneuudikauii
HOBMM MOKa3HWKOM Ta BiAnoOBiAHUM
MeTOOM BUMPOOYBaHHS) (A0AaBaHHS
nokasHuka "bakTepiasibHi eHA0TOKCUHN" B
cneundikaLito Ha NepBrHHE NakyBaHHSA 415
[il040i PEYOBMHY HITU3MHOHY. JonycTumi
Hopmu: < 0,025 MO Ha M 06'emy
KOHTeWHepa); 3MiHun | Tuny - 3MiHW 3 AKOCTI.
A®I. Cucrema
KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHK
napameTpiB cneundikauii Ta/abo
[ONYCTUMUX MEX, 3a3HaYeHUX Y
cneuungikauisx, ans 6esnocepeiHbOl
ynakoBku A®| (3BYy)XEHHSI fONYCTUMUX MEX,
3a3HaveHux y crneumdikayisx) (3ByXeHHs
LONyCTUMMUX MeX B cneumdikalii nepBuHHOT
ynakoBKW Ai040i peYOBMHW A1 NOKA3HVIKIB
"3a/IMLLKOBI Ae3iHAiKyloUi pO3UMHY i
Mikpo6ionoriyHa ynctota". Kputepii
NPUIHATHOCTI 3a3HavatTb B O4MHULAX/MA,
a He Ha OCHOBI /iLwe NaAwWwku 06'emom 1000
M, WO6 BKIOYUTK B cebe BUMOTU A5 BCiX
iHAVBIAYaNbHMX PO3MIPIB MAALWOK); 3MiHM |
Tuny - 3MiHK 3 aKocTi. A®l. Bupo6HMUTBO.
3MiHa BMPOOHUKA BUXiZHOr0/MPOMIDKHOIO
npoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

y BUpO6HMYOMYy npoueci APl, abo 3miHa
BMPOGHMKa (BKOYaouu, e HeobXxigHo,
MicL,e NpoBefeHHS KOHTPOsI0 AKocTi) AdI
(3a BigcyTHOCTI cepTuchikata BignoBigHOCTI
€sponelicbkiin hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiHN 40 3aX0piB,
noB'A3aHnx 3 KOHTponem A®l, abo
[oAaBaHHA AifbHULI, Ae NpoBOANTLCA
KOHTPO/b/BMNPO6YBaHHSA cepii) (qofaBaHHS
BUpo6HMKa Apotek Production &
Laboratorier AB, Prismavagen 2, SE-141 75
Kungens Kurva, LUBeuisi, B SKOCTi
anbTepHaTMBHOMO BUPOGHYKa,
BIANOBIAA/IbHOrO 3a KOHTPO/Ib AKOCTI ANA
Lit0YOT PEYOBMHU HITU3NHOHY); 3MiHKM | Tuny
- 3MiHM 3 saKocTi. APl Cuctema
KOHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo
[ONYyCTUMUX MEX, 3a3HaYEHUX Y
cneumdikauisix, gns 6e3nocepeHbOi
ynakoBku A®| (4ONoBHEHHS crieumdikavi
HOBUM MOKa3HUKOM Ta BiANOBiAHWM
MeTOOM BUMPOBYBaHHS) (40AaBaHHSA
nokasHuka "lgeHtudikayis” B cneuudikadito
Ha nepBrHY ynakoBky (6ina
noninponinieHoBa KpuLLIKa) Air40i PeHYOBUHM
HITU3NHOHY, L0 BU3HAYAETLCSA METOAOM
iHbpayepBOHOI cnekTpockonir)

162.

OP®AIVH

Kancynu TBepai no 5 mr;
no 60 kancyn y dh1akoHi;

no 1 donakoHy B KapTOHHIiA
ynakoBLi

Csigiw OpdraH
BioBiTpym
IHTepHeLLeHen
AB

Lseuis

Brpo6HMLUTBO 3a
MOBHWUM LK/IOM:
AnoTek lNpogakiH &
Ne6opeTpiep AB,
LBeuis;
KoHTponb sikocTi:
Anotek NpogakwH &
NebopeTpiep AB,
Lisewis

Lsewis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
A®l. Cucrema
KOHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX, 3a3HAYEHUX Y
cneuudikauisx, ans 6esnocepeHbOi
ynakoBku A®| (BUNy4yeHHsA He3Ha4yHoro
nokasHuka cneumdikauii (Hanpvknag
BWJ/TYUYEHHS 3aCTapifIoro nokasHvka))
(BMAANEHHS HE3HAYHOTO NOoKasHMKa
"Bi3yasibHWi1 KOHTPO/IL" (PO3MIP NASLLKM Ta
Koau paHunx) 3 cneuudikauii Ha NepBUHHY
yrNaKkoBKy Ait040T PeYOBUHUN HITU3VHOHY);
3MiHu | TMNY - 3MiHKW 3 KOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTbCA
BUMYCKY Cepii Ta KOHTPOJIO SIKOCTi FOTOBOrO
NiKapcbKoro 3acoby (3amiHa abo gogaBaHHs

3a
peyerimom

UA/13603/01/02
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

OiNbHULI, Ha AKili 34iiCHI0ETbCS
KOHTPO/b/BMNPOGYBaHHA cepii) (qofaBaHHsA
Anotek NpoaakwH & lebopeTpiep Ab,
CensiycrotaH 43, Manwmo, 212 14, lseuis, B
AKOCTi aNlbTEPHATUBHOI AiNbHULY],
BiANOBIAA/IbHOI 32 KOHTPO/L/BUMNPOGYBaHHS
cepili roToBOro fiikapcbkoro 3acoby i3
3a3HavYeHHAM OYHKLi 3aTBEPAKEHOTO
BMPOGHMKA rOTOBOrO NiKapCbKoro 3acoby);
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHSA roTOBOTO J1iKAPCLKOro 3acoby
(He3HayHa 3MiHa y 3aTBepKEeHNX MeTodax
BMNPOOYBaHHS) (BHECEHHS HE3HAYHKX 3MiH
B METOAVKM BU3HAYEHHS MOKA3HUKIB
roTOBOrO /iKapCbKOro 3acoby:
laeHTudikauis, KinbkicHe BU3HaYeHHs Ta
CynpoBiZHi LOMILIKW, BK/IOYAUYN AOAATKOBI
BMMOTIY [0 NPMAATHOCTI XpomaTorpadivHoi
cucTemMu (NiMiT po3AineHHs nikiB byae
36inbLlyBaTUCA 3 = 8 A0 = 17 Ta BBEAEHHS
nimity ? 5900 TeOpeTUYHUX Tapisiok
KOJTOHKM), @ TaKOX BUAAIEHHSA OAHI€ET i3
anbTepHaTUBHUX XpoMaTorpaddivHnx
KOMOHOK (KOMOHKa Symmetry), OCKiflbku
BiANOBIAHWX BUMOT B NPUAATHOCTI
XpomatorpadiyHol cucteMu ans uiei
KOMOHKMN He BU3HauYeHo); 3miHun | Tuny -
3MiHK 3 akocTi. A®l. Cuctema
KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHK
napameTpiB cneundikauii Ta/abo
[ONYCTUMUX MEX, 3a3HaYeHUX Y
cneuungikauisx, ans 6esnocepeiHbOl
ynakoBku A®| (40NOBHEHH: crieumdikavi
HOBWM MOKa3HUKOM Ta BiANOBIgHWM
MeTOA0M BMNPOBYBaHHSA) (40AaBaHHs
nokasHuka "3arasibHe YiC/o NAICHABUX Ta
ApixmpkoBux rpnbis (TYMC)"
6e3nocepenHLO A0 cneumndikauii ans
NepPBUHHOT YNakKoBKW Ail040i peYOBUHM
HITU3MHOHY. JonycTumi Hopmu: < 0,025 KYO
Ha M 06'eMy KoHTelHepa (>100 mn) abo <
0,05 KYO Ha mn 06'emy koHTeliHepa (<100
Mi); 3MiHW | TMny - 3MiHKW 3 AKocTi. AdI.
CuctemMa KoHTelHep/3akynoptoBasibHUI
3aci6. 3MiHM NnapameTpiB cneuudikaui
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

Ta/abo [oNyCTUMUX MEX, 3a3HaYEHUX Y
cneumdikauisix, gns 6e3nocepeHbOi
ynakoBku A®| (40NoBHEHHS crieumdikavi
HOBUM MOKa3HUKOM Ta BiANOBiAHWM
MeTOOM BUMPOBYBaHHS) (40AaBaHHSA
nokasHuka "bakTepianibHi eHA0TOKCUMHM" B
cneumadikaLilo Ha NepBUHHE NakyBaHHA A1
[i040T PEYOBMHY HITU3MHOHY. JonycTuMmi
Hopmu: < 0,025 MO Ha mMn 06'emy
KOHTelHepa); 3MiHu | T1ny - 3MiHW 3 AKOCTI.
A®|. Cucrema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHK
napameTpiB cneuudikauii Ta/abo
[ONYyCTUMUX MEX, 3a3HaYEHUX Y
cneumdikauisix, ans 6e3nocepeHbOl
ynakoBku A®| (3BYXXEHHSI AOMYCTUMUX MEX,
3a3HayeHunx y crneumdikayisx) (3ByXeHHs
OONyCTUMKX MEX B cneuudikauii nepBuHHOT
yNakoBKM [il040T PeYOBUHW AJ151 NOKA3HWKIB
"3a/IMLLKOBI Ae3iHAiKytoUi pO3UMHY i
Mikpo6ionoriyHa uictoTa". Kputepii
NPUIAHATHOCTI 3a3HavyaloTb B OAUHNLAX/MI,
a He Ha OCHOBI SinLe NasWkn 06'emom 1000
M/, WOo6 BKIOUNTY B cebe BUMOTU A/15 BCiX
iHAUBIAYa/IbHUX PO3MIpIB MALWOK); 3MiHK |
TUny - 3MiHK 3 aKkocTi. A®l. BupobHuuTBO.
3MiHa BUPOGHYMKA BUXiAHOTO/MPOMiXHOIO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA
y BUpo6Hu1yomy npoueci A®l, abo 3miHa
BMPOGHMKa (BK/tOYaouu, Ae HeobXxigHo,
MicLle NpoBeAEeHHS KOHTPOsIO AkocTi) AdI
(3a BigcyTHOCTI cepTudikarta BignoBigHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPKEHOMY [10CLE)(3MIHM [0 3aX0fiB,
noB'si3aHnx 3 koHTponem A®l, abo
fofaBaHHA AinbHUL, Ae NPOBOANUTLCS
KOHTPO/1b/BUNPOGYBaHHSA cepil) (goAaBaHHs
BMpo6HuKka Apotek Production &
Laboratorier AB, Prismavagen 2, SE-141 75
Kungens Kurva, LUBeLisi, B AKOCTi
anbTepHaTMBHOMO BUPOGHYKa,
BiANOBIAA/ILHOIO 3a KOHTPO/Ib SAKOCTi 4NN
Lit0Y0T PeYOBUHU HITU3MHOHY); 3MiHW | TUNY
- 3MiHn 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHK
napameTpiB cneuudikauii Ta/abo
[ONYCTUMUX MEX, 3a3HAYEeHUX Y
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
cneuunikauisx, ans 6esnocepeiHbOl
ynakoBku A®| (4ONOBHEHH: crieumdikavi
HOBWM MOKa3HUKOM Ta BiANOBigHWUM
MeTOA0M BMNPOBYBaHHSA) (40AaBaHHs
nokasHuka "lgeHtudikauis” B cneundikadio
Ha nepBYHY ynakoBky (6ina
noninponizieHoBa KpuLLKa) Aito4oi peYoBUHU
HITU3MHOHY, L0 BU3HAYAETLCA METOAOM
iH(bpauepBOHQOI cnekTpockonii)
163. | OPPAAVH Kancynu teepgi no 10 wmr; Csigiw OpdraH Lseuis Brpo6HMLTBO 3a Lsewis BHECEHHS 3MiH 10 peecTpaviliHuX 3a UA/13603/01/03
no 60 kancyn y chnakoHi; BiosiTpym NMOBHVM LK/IOM: marepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peyenmom
no 1 dpiakoHy B KapTOHHIiA IHTepHeLLeHen AnoTek lNpogakLH & A®|. Cucrema
ynakoBLii Ab Neb6opeTpiep AB, KOHTeliHep/3aKkynoptoBasibHKii 3aci6. 3MiHK
LLIBeuist; napameTpiB cneundikauii Ta/abo
KoHTponb sikocTi: [OMYCTUMUX MEX, 3a3HaYeHUX Y
AnoTek NpogakwH & cneuungikauisx, ans 6esnocepeiHbOl
NebopeTpiep AB, ynakoBku A®| (BUyYeHHS He3Ha4YHOro
Lseuin nokasHuka cneuudikauii (Hanpuknag,

BWJ/TyHYEHHS 3aCTapifioro nokasHvka))
(BAANIEHHSA HE3HAYHOrO NOoKa3HUKa
"BizyanbHuWi1 KOHTPOL" (PO3MIp NAALKM Ta
KOAM AaHux) 3 cneuudikadii Ha NepBUHHY
YMakKoBKy fit04OT PEYOBWHU HITU3VNHOHY);
3MiHu | TMNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
3miHa iMnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPO/IIO SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
AiNbHWLI, Ha AKili 34iACHIOETbCA
KOHTPO/b/BMNPO6YBaHHS cepii) (4ofaBaHHs
Anotek NpogakwH & Jle6opeTpiep AB,
CensiycrotaH 43, Manwmo, 212 14, lBeuis, B
SAKOCTi aNlbTepHAaTMBHOT 4iNbHULL,
Bi4NOBIAA/IbHOT 32 KOHTPONL/BUNPOGYBAHHSA
cepiil rOTOBOrO NiKapCbKoro 3acooy i3
3a3HaYeHHAM (DYHKL 3aTBEPAKEHOr0
BMPOBHMKA rOTOBOrO likapCbKoro 3acoby);
3MmiHu | TMRY - 3MiHK 3 AKoCTi. FoToBUIA
nikapcbkuin 3aci6. KOHTposb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX MeToAaX
BMNPO6YBaHHS) (BHECEHHS HE3HAYHUX 3MIH
B METOAVKM BU3HAYEHHS NOKa3HWKIB
roTOBOrO NiKapCbKOro 3acoby:
laeHTudikauis, KinbkicHe BU3HaYeHHs Ta
CynpoBifHi AOMILLIKK, BKIOYAKYM AOAATKOBI
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

BMMOTY 0 NPUAATHOCTI XpomMaTtorpadivyHoi
cucTemu (NiMIT po3gineHHs nikis 6yae
36inbLIyBaTUCA 3 = 8 [0 = 17 Ta BBEAEHHSA
nimity ? 5900 TeopeTUYHUX Tapisiok
KOTOHKM), @ TaKOX BUAAIEHHSA OAHI€ET i3
a/lbTEPHATUBHUX XpoMaTorpadivHmnx
KOJTOHOK (KO/IOHKa Symmetry), OCKilbkn
BIANOBIAHWX BUMOT B NPUAATHOCTI
XpomatorpadiyHoi cuctemu gns uiei
KOMOHKM HE BU3HAYeHO); 3MiHu | Tuny -
3MiHn 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHK
napameTpiB cneuudikauii Ta/abo
[ONYCTUMMX MEX, 3a3HaUYEHNX Y
cneumdikauisix, ans 6e3nocepeHbOl
ynakoBku A®| (LONOBHEHHA cneuudikauii
HOBMM MOKa3HWKOM Ta BiANoBIAHUM
MeTOOM BUMPOOYBaHHS) (40AaBaHHS
nokasHuKa "3arasibHe Y/AC/0 NAICHABUX Ta
Apixmpxosux rpnbis (TYMC)"
6e3nocepeiHbO A0 crneumndikayii gns
NepBUHHOT YNaKoBKM Ait040i pevyoBUHU
HITU3MHOHY. JonycTumi Hopmu: < 0,025 KYO
Ha M 06'emy koHTelHepa (>100 mn) abo <
0,05 KYO Ha Mn 06'emy koHTeiltHepa (<100
M1); 3MiHK | TUNYy - 3MiHK 3 AKocCTi. ADI.
CurcTemMa KoHTelHep/3aKynopoBasibHUIA
3aci6. 3MiHM NapameTpiB cneuudikaliii
Ta/abo foNyCTUMUX MEX, 3a3HAYEHNX Y
cneuudikauisix, ans 6e3nocepeHbOl
ynakoBku A®| (LONOBHEHHA cneuudikauii
HOBMM MOKa3HWKOM Ta BiANOBIAHUM
MeTOOM BUMPOOYBaHHS) (A0AaBaHHS
nokasHuka "bakTepiasibHi eHA0TOKCUHN" B
cneundikaLito Ha NepBrHHE NakyBaHHSA 415
[il040i PEYOBMHY HITU3MHOHY. JonycTumi
Hopmu: < 0,025 MO Ha M 06'emy
KOHTeWHepa); 3MiHu | Tuny - 3MiHW 3 AKOCTI.
A®I. Cucrema
KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHK
napameTpiB cneundikauii Ta/abo
[ONYCTUMUX MEX, 3a3HaYeHUX Y
cneuunikauisx, ans 6esnocepeiHbOl
ynakoBku A®| (3BYy)XEHHSI fONYCTUMUX MEX,
3a3HaveHux y crneumdikayisx) (3ByXeHHs
LONyCTUMMUX MeX B cneumdikalii nepBuHHOT
yNakoBKM Ai040i peYOBMHW /151 MOKA3HWKIB
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

"3aNuULLKOBI Ae3iHIKYOUi PO3UUNHM i
Mikpob6ionoriyna unictoTa". Kputepii
NPUAHATHOCTI 3a3HavaloTb B OAMHULAX/MA,
a He Ha OCHOBI /inLe NAWKN 06'emom 1000
M1, LWO6 BKIIOUNTY B cebe BUMOru A1s BCIX
iHOVBIAYyaNbHNX PO3MIPIB MAAWOK); 3MiHM |
TMny - 3MiHK 3 AKoCTi. APl. BupobHMUTBO.
3MiHa BUPOGHYVKa BUXiAHOrO/MPOMIXHOrO
npoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA
y BUpO6HMYOMY npoueci APl, abo 3miHa
BMPOGHMKa (BKOYaouu, e HeobXxigHo,
MicL,e NpoBefeHHS KOHTPOsIO AKocTi) AdI
(3a BigcyTHOCTI cepTuchikata BignoBigHOCTI
€sponelicbkiin hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiHM 40 3aX0piB,
noB'A3aHnx 3 kKOHTponem A®l, abo
[oAaBaHHA AifbHULI, Ae NpoBOANTLCA
KOHTPO/b/BMNPO6YBaHHSA cepii) (4ofaBaHHS
BUpo6HMKa Apotek Production &
Laboratorier AB, Prismavagen 2, SE-141 75
Kungens Kurva, LUBeuisi, B SKOCTi
anbTepHaTMBHOMO BUPOGHYKa,
BIANOBIAA/IbHOrO 3a KOHTPO/Ib SAKOCTi ANA
L0401 PEYOBMHU HITU3MHOHY); 3MiHKM | Tuny
- 3MiHK 3 aKocTi. APl Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo
[ONYyCTUMUX MEX, 3a3HaYEHUX Y
cneumdikauisix, gns 6e3nocepeHbOi
ynakoBku A®| (4ONoBHEHHS crieumdikawi
HOBUM MOKa3HUKOM Ta BiANOBiAHWM
MeTOAOM BUMPOOYBaHHS) (40AaBaHHSA
nokasHuka "lgeHtudikayis” B cneuudikadito
Ha nepBrHY ynakoBky (6ina
noninponinieHoBa KpuLLIKa) Air40i PeHOBUHM
HITU3NHOHY, L0 BU3HAYAETLCSA METOAOM
iHbpayepBOHOI cnekTpockonir)

164.

MNAKNITAKCEN
AMAKCA

KOHLLEHTpaT A4/15 pO34nHy
Ans iHdoysii, 6 mr/mn no 5
mn, 16,7 mn a6o 50 mny

chnakoHi; no 1 conakoHy B
KapTOHHIA KopoobLi

Amakca Papma
nTa

Benuvka
BpuTaHis

KOHTPO/b Ta BUMYCK
cepii:
AkBiga 'vbX,
HimeuyumnHa;
BMPOGHMLTBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHS:
CamsHr
Biodapmac'toTikens

Himeuunna/
Pecny6nika
Kopes

BHECEHHS 3MiH [0 peecTpaviiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkunii 3aci6. 3MiHK y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AifIbHNL BUPOGHMLTBA A4N1A
YyacTuHM abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO /liKapCcbkoro 3acoby (ginbHuusa ans
BTOPVHHOIO NakKyBaHHS) (BBEAEHHS
[,04aTKOBOT BUPOBGHNYOI AifbHULL,
BiANOBIAa/IbHOI 3@ BTOPUHHE NaKyBaHHS

3a
peyerimom

UA/15145/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KopnopeiiiH, BeHyc ®apma 'M6X, HimeuyunHa / Venus
Pecny6nika Kopes; Pharma GmbH, Germany)
BMPOGHMLTBO in
bulk, nepsuHHe
naKyBaHHs:
OHkoTek ®apma
MpopykuioH Mv6X,
HimeuyumnHa;
BTOPVHHE
nakyBaHHS:
Komdpacc Mv6X,
HimevunHa;
BTOPVHHE
naKyBaHHs:
BeHyc ®apma m6X,
HimeyunHa
165. | NAHTECTUH- renbno 15ra6o30ry MpAT YkpaiHa MpAT YKpaina BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/1602/01/01
AAPHUNLUA® Ty6i, no 1 Ty6i B navw,i "papmaueBTNYH "apmaueBTnyHa mMartepianis: peyenma
a thipma ipma "OapHuus” 3MiHK | TNy - 3MiHK WoA0
"NapHuus" 6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn fjo
y3arasibHeHUX JaHyX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHuX Npo cuctemy hapmMmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAANbHOI 3a 3iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmMakoHarnsgy 3asaBHuka AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BifJ, YNOBHOBaXeHOI 0co6u,
BiANOBiAaNbLHOI 3a 34ilicCHEHHS
thapmakoHarnsgy (BKovaum KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
thapmakoHarnsag;:
[Litoua pepakuis - Cmox CTaHicnasa
AHaTtoniiBHa; MponoHoBaHa pefakuis -
Cipaxos Irop OnekcaHApoBuY
166. | NANABEPUH- PO34MH ANA iH'eKuili, 20 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/3112/01/01
AAPHNLA Mr/mMa no 2 M B amny i, "®apmaueBTUUH "®apmaueBTuyHa Martepianis: peyenmom
no 10 amnyn y kopo6bui; no a (hipma hipma "OapHuus” 3MiHK | TUNY - 3MiHK WoA0
5 amnyn y KOHTYPHiiA "AapHuus” 6e3nekn/edeKkT1BHOCTI Ta

YapyHKOBI ynakoBL,i, no 2
KOHTYPHI YapyHKOBI
ynakoBKM B nauLi

thapmakoHarnisgy. BeegeHHs abo 3amiHn go
y3arasibHeHUX AaHuX Npo cucTemy
thapmakoHarnaay (BBeAeHHS y3araslbHeHNX
[aHUX Npo cuctemMy papMakoHarisgy,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&NbHOI 3a 3i/iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHuka AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BifJ, yNOBHOB&XeHOI 0co6bu,
BiANOBiAANbLHOI 3a 3iicCHEHHS
thapmakoHarnsgy (BKI4yaum KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/ILHOI 3a
thapmakoHarnsag;
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHapoBuy

167.

NAMNABEPVIH-
JAPHULA

pO34uH A1 iH'eKUiA, 20
Mr/MA o 2 M B amny i,
no 5 amnyn y KOHTYpHIi
YapyHKOBIli ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yMakoBKM B maYLi; no 2 mn
B amnyni; no 10 amnyny
Kopobui

MpAT
"PapmaueBTUyH
a pipma
"fapHuus"”

YKpaiHa

MpAT
"®apmaueBTuyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHM | TUNY - 3MiHa y MeToaax
BunNpobyBaHHa APl abo BMXigHOTO
Matepiany/npoMbKHOro NPOAYKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOG6HMLTBA ADI (iHLWi 3MiHM Yy MeToAax
BMNPO6YBaHHs (BKIOUaOuM 3aMiHy abo
[0noBHeHHs) Ad®l abo
BWXiZAHOrO/NMPOMIXXHOro NPOAYKTY); CYNyTHSA
3MiHa: 3MiHa y napameTpax crneuudikaiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCS Y NPOLECi BUPOOHMLTBA
A®| - BHeceHHs 3MiH 0 cneuudikauii API
nanasepuHy rigpoxs10puay BignosigHoO A0
pekomeHgauin EP/A®Y 3a nokasHukamm
«P0O3uMHHICTbY», «lgeHTudikalisa A»,
«lpeHTudikauis B», «MikpobionoriyHa
yncToTa», «Mpo3opicTb PO3UnHY», «CynyTHI
OOMILKM», «KiflbKiCHe BU3HAUYEHHS»; 3MiHN |
TMNy - 3MiHa y napameTpax cneuudikadii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCS Y NPOLECi BUPOOHMLTBA
A®I - 3BY>KEHHA A0NYCTUMUX MEX,
BM3HaYeHnx y cneundikauii APl
nanasepuvHy rigpoxopuay 3a nokasHUKoM
«3aINLLKOBI Ki/IbKOCTi OpraHivyHmux
PO34MHUKIB»; 3MiHK | TUNY - 3MiHa Nepioay
NOBTOPHMX BMNpo6yBaHb/nepiogy

3a
peyenmom

UA/3112/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
36epiraHHs - BBeAEHHS nepiogy NOBTOPHOro
BunpobyeaHHA APl nanasepuHy
rigpoxnopuagy. 3anponoHoBaHo: TepMiH
36epiraHHs: 5 pokiB, 3 HACTYMHUM
nepeKkoHTPoNEM
168. | NANABEPUHY pO34uH A1 iH'eKUiA, 20 ToBapucTBo 3 Ykpaina KOHTPO/b AKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/6110/01/01
rigpoxnoprup Mr/MA Mo 2 M B amnyni; 06MeXeHOo BMNYCK cepil: MaTepianis: 3miHu Il TMny - 3MiHK WoA0 peuenmom
no 10 amnyn y nauuj 3 BiANOBiAaNbHICT ToBapucTso 3 6e3nekn/edpeKkTNBHOCTI Ta
KapToHy; No 2 M/ B 10 "[focnigHnin o6MexeHo hapmakoHarnsgy. BHeceHHsi abo 3MiHa(m)
amnyni; no 10 amnyn y 3aBog, "MHUAC" Bi4NOBIAANBLHICTIO [0 3060B'A3aHb Ta yMOB BuAaui
6nictepi; no 1 6nictepy B "[ocnigHuii 3aBog peecTpaLiniHOro NOCBIAYEHHS, BK/IOUAKOUN
nadui 3 KapToHy "THLIC", Ykpaina; MnaH ynpasniHHA py3nkamu (3aCTOCyBaHHSA
BCi cTagii 3MiH(n), AKi(a) BUMaratoTb(€) No4anbLIoro
BMPOGHMLTBA, 06r'pYHTYBaHHA HOBUMMW [OAATKOBUM
KOHTPO/b IKOCTI, JaHumMu, Lo MatoTb HaJasaTucs
BUNYCK cepii: KOMMNETEHTHUM OpraHoM, OCKifbK/
ToBapucTso 3 BMMAaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM
06MeXeHOI0 opraHom) (BukoHaHHS 3060B'A3aHb
Bi4NOBIAANBLHICTIO BiANOBIAHO A0 NigNyHKTY 1.13 nyHKTY 1,
"bapmaueBTnyHa nianyHKTy 2.3 NyHKTY 2 goaatky 15 go
KOMnNaHis Mopsaky NPoBeAEHHS ekcnepTusu
"3p0poB'a", YkpaiHa peecTpavuiiHux maTepiasiiB Ha slikapchbki
3aco6y, Lo NoJaloTbCs Ha AepXaBHyY
peecTpadito (nepepeecTpaLito), a Takox
eKcnepTn3n mMmaTtepiasiiB Npo BHECEHHS 3MiH
[0 peecTpavuiiiHixX MaTepianis NpoTarom gii
peecTpauiiiHoro NocBig4YeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Bif 23.07.2015 Ne 460)
169. | NEHTOKCU®DINIH | po3unH Ans iH'ekuili, 20 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/4041/02/01
-A0APHUUA Mr/mn no 5 ma B amnyni; "®apmaueBTUUH "®apmaueBTuyHa Martepianis: peyenmom
no 10 amnyn y kopobui, no a (hipma hipma "OapHuus” 3MiHK | TUNY - 3MiHK WoA0
5 amnyn y KOHTYPHiiA "AapHuus” 6e3nekn/edekT1BHOCTI Ta

YapyHKOBI ynakoBL,i, no 1
ab60 2 KOHTYpHi YapyHKOBI
ynakoBKM B nauLi

thapmakoHarnisgy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHyx Mpo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
[AaHuX Npo cuctemy apmakoHarniagy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiNOBIAANLHOI 3@ 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHuka 415 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa
BiJMiHHA Bif, YNMTOBHOBaXEHOI 0cobu,
BiANOBiAANbLHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKovaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Yy pOo3MileHHI MacTep-
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/IbHOI 3a
thapmakoHarnsag;
[Litoua pepakuin - Cmox CtaHicnasa
AHaTtoniiBHa; MponoHoBaHa pefakuis -
Cipaxos Irop OnekcaHgpoBMY

170.

NEHTOKCU®INIH
-AAPHULA

Tabnetku no 200 mr no 10
Tab1eToK y KOHTYPHii
YapyHKOBIli ynakoBLj, no 2
KOHTYPHI YapyHKOBI
yMakoBKM B Maykax

MpAT
"papmMaueBTNYH
a thipma
"fNapHuus"”

YKpaiHa

MpAT

"bapmaleBTnyHA
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnX
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/eheKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3araJsibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
AaHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBiAANbLHOI 3a 34i/icCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa A1s 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA BiJ, yNTOBHOB&XXeHOI 0cobu,
BiANOBiAa/IbHOT 32 3AiICHEHHS
hapmakoHarnagy (BKIHYaoUmM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLieHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
thapmakoHarnag:
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHgposmy

3a
peyenmom

UA/4041/01/01

171.

MEHTOTPEH

pO34MH ANns iHdysiii, 0,5
mr/mn no 200 mny
donakoHax

MpAT
"PapmaueBTUYH
a hipma
"OapHnuya™

YKkpaiHa

MpAT
"®GapmaueBTnyHa
ipma "dapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMarepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edheKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHKX Npo cucTemy
thapmakoHarnagy (BBeAeHHS y3arasibHeHnX
OaHux nNpo cuctemy chapmakoHarnsay,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
thapmakoHarnsay; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsay B YKpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOBaXeHOI 0co6Y,
BiNOBIAANbHOI 3@ 3AiACHEHHS
hapMakoHarnsay (BKIKYaoUn KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32

3a
peyenmom

UA/15146/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
thapmakoHarnsg: NponoHoBaHa peaakLis -
Cipaxos Irop OnekcaHaposuy
172. | NEPEKUC PO34MH ON151 30BHILLHBLOrO ToBapucTBo 3 Ykpaina TOB "Bupo6Huye YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/14413/01/01
BOAHIO 3acTocyBaHHA 3 % no 100 06MeXeHOo 06" eaHaHHSA mMartepianis: peuyenma
My chnakoHax BiANOBiAANbHICT "TeTepis", YkpaiHa; TeXHiYHa NOMUIIKa B IHCTPYKLiT An1A
1o "Toprosuii MpuBartHe MeAMYHOro 3aCTOCYBaHHSA B po3ginax
nom "MBK" akuioHepHe "BupobHukK" Ta "Micue3HaxoKeHHs
ToBapucTBO "bBionik", BMPOGHMKa Ta 1ioro agpeca micus
YkpaiHa npoBaMKeHHSA AiSAbHOCTI"
173. | NIKOHOPM® Kpanni opasibHi, po34rH no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux 6e3 UA/12904/01/01
7,5 mr/mn no 10 mn abo no | "®apmaueBTUUH "apmaueBTnyHa MaTtepianis: peuyenma
15 mn, a6o no 30 mny a thipma hipma "OapHuus” 3MiHK | TUNy - 3MiHK WoA0
hnakoHi 3 KkpanesnbHULElo; "AapHuus” 6e3nekn/edpeKkT1BHOCTI Ta
no 1 cosiakoHy 3 thapmakoHarnisgy. BeegeHHs abo 3amiHn go
KpanenbHMLUEelo B nauli y3arasibHeHUX JaHyX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHnX
[aHuX Npo cuctemy apmakoHarniagy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiNOBIAANbHOI 3@ 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHuka A1 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa
BiMiHHA Bif, YNMOBHOBaXEHOI 0cobu,
BiANOBiAANbLHOI 3a 3iliCHEHHSA
thapmakoHarnagy (BKovaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MilLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YyNOBHOBaXEHOT 0C06M, BignoBigansHoi 3a
thapmakoHarnag;
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHapoBuy
174. | NINEPA3UNHY Tabnetkv no 200 mr no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavuiliHnX 3a UA/7016/01/01
AOVMNIHAT- Tab/1eTOK Y KOHTYPHIi "PapmaueBTUYH "®GapmaueBTnyHa mMartepianis: peyernmom
AAPHUNLUA YapyHKoBIli ynakosLi; no 1 a hipma ipma "AapHuus" 3MiHY | TUny - 3MiHK LWoAo
KOHTYPHIli YapyHKOBIl "NapHuus” 6e3nekn/edpeKkTNBHOCTI Ta

ynakosLi B nayui; no 10
Tab1eToK B KOHTYPHUX
YapyHKOBUX ynaakoBKax

thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHUX AaHunx npo cuctemy
dhapmakoHarnsgy (BBefjleHHs y3arasibHeHnx
AaHuX Npo cuctemy hapmMakoHarnsagy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsay 3asiBHUKa 415 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiIMiHHA BiJ, YyNOBHOBaXeHOI 0co6H,
BiNOBIAANLHOI 3@ 3AiICHEHHS
dhapMakoHarnsay (BKI1KYaUM KOHTaKTHI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[AaHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnagy) - 3miHa
YNOBHOBaXEHOI 0c06u, BiANOBiAabLHOI 3a
hapmakoHarnag;
[itoua pepakuis - Cmoex CTaHicnasa
AHaTtoniiBHa; MponoHoBaHa pefakuis -
Cipaxos Irop OnekcaHapoBmy

175.

NIPASUHAMIZ-
OAPHULA

Tabnetku no 500 mr, no 10
Tab/1eTOK Y KOHTYPHIii
YapyHKOBIli ynakoBLj, no 5
KOHTYPHUX YapyHKOBUX
ynakoBOK y nauui; no 1000
TabneTokK y KoHTeliHepax

MpAT
"PapmaueBTUYH
a thipma
"fapHuus”

Ykpaina

MpAT
"GapmaueBTnyHa
dipma "OapHuus”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiHnX
mMartepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX JaHyX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHuX Npo cuctemy hapmMmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAANbHOI 3a 3i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmMakoHarnsgy 3asaBHuka AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, yNOBHOBaXeHOI 0co6u,
BiANOBiAaNbLHOI 3a 34ilicCHEHHS
thapmakoHarnsgy (BKoyaum KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
thapmakoHarnsag;:
[Litoua pepakuis - Cmox CTaHicnasa
AHaTtoniiBHa; MponoHoBaHa pefakuis -
Cipaxos Irop OnekcaHApoBuY

3a
peyerimom

UA/5653/01/01

176.

NIPALETAM-
OAPHULA

pO34nH ANs iH'ekuiid, 200
Mr/mn no 5 ma B amnyni;
no 5 amnyn B KOHTYpHili
YapyHKoBIli ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLi

MpAT
"®apmaueBTUUH
a (hipma
"AapHuus”

YkpaiHa

MpAT
"®apmaueBTuyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux
Martepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHyx Mpo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
[AaHuX Npo cuctemy apmakoHarniagy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiNOBIAANLHOI 3@ 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHuka 415 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa
BiJMiHHA Bif, YNMTOBHOBaXEHOI 0cobu,
BiANOBiAANbLHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKovaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Yy pOo3MileHHI MacTep-

3a
peyenmom

UA/3225/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/IbHOI 3a
dhapmakoHarnsag;
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHapoBuy

177.

MPErABIO

Kancynu no 25 mr no 14
Kancyn y 6nictepi; no 1, 2
abo 6 6nictepiB y
KapTOHHIA KopooLi

KPKA, a.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepsnHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOb cepii Ta
Bunyck cepii: KPKA,
A.4a., Hoso mecTo,
CnoBEeHis; KOHTPO/b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnogeHis

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHM | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micua NpoBaKeHHs AiANbHOCTI
BMpO6HUKa (BK/IHOYAKOUM, 38 HEOOXIAHOCTI,
MicLie NpoBeAEeHHS KOHTPOI0 SKOCTi), abo
B/lacHUKa mactep-cpaiina Ha Adl, abo
nocravanbHuka A®1/BuxigHOro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLI0 3aCTOCOBYIOTbCS Y BUPOOHULTBI AP| —
3MiHa agpecu Micusi NPOBaKEHHS
AisnbHOCTI BUpOoOHUKa AdD|, BUpObHUYa
OiNbHUUA Ta BCi onepauii 3a/1mLwaiTbCs
HE3MIHHUMW; 3MiHK | TURY - 3MiHa PO3Mipy
cepii (Bkouaroumn gianasoHn) Adl abo
MPOMIDXHOIO NPOAYKTY, SIKMIA 3aCTOCOBYETLCSA
y npoueci BUpo6HuLTBa A®I — 36iNbLUEHHSA
po3Mipy cepiin A®Il o 10 NOpiBHSHO i3
3aTBEPAKEHNM PO3MIPOM; 3MiHM | TNy -
3MiHa BUPOGHMKA BUXiZHOro/MpoMiKHOIoO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTHCSA
y BUpo6HMYomy npoueci A®l, abo 3miHa
BUPOGHMKaA (BKKOYaKOUK, ae HeobXiaHO,
MicLe NpoBeAeHHS KOHTPOIO AKocTi) APl —
[ofaHHa BUpo6OHMYOT AinbHUUi Zhejiang
Menovo Pharmaceutical Co., Ltd., Kutaii B
AKOCTi BUPOGHMKa ADI, 3anponoHoBaHwi
BMPOGHUK HANEXUTb A0 TiEl camol
BMPOGHWYOI rpynu NiANPUEMCTB, LLO i
3aTBEPKEHNIA

3a
peyenmom

UA/16153/01/01

178.

MPErABIO

kancynu no 50 mr no 14
Kancyn y 6nictepi; no 1, 2
ab6o 6 6nictepiB y
KapTOHHilA KopooLi

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPOb cepii Ta
Bunyck cepii: KPKA,
A.4., HoBo mecTo,
CnOBEHiIf; KOHTPO/b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnogeHis

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHM | TUNY - 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micua NpoBaKeHHS AiANbHOCTI
BMpOBHUKa (BK/IHOYAKOUM, 38 HEOOXIAHOCTI,
MicLie NpoBeAEHHS KOHTPOJIHO SKOCTI), abo
B/lacHUKa mactep-cpaiina Ha A®l, abo
noctavasibHuka A®l/suxigHoro
marepiany/peareHTy/nPoOMiKHOTO NPOAYKTY,
LLI0 3aCTOCOBYIOTbLCS Y BUPOGHMLTBI AP| —
3MiHa afpecu Micus NPoBapKEHHS
LisiNIbHOCTI BUpo6bHMKa A®I, BUpobHMya

3a
peuyenmom

UA/16153/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

OinbHULA Ta BCi onepavii 3a1mwaiTbes
HE3MIHHUMU; 3MiHK | TURY - 3MiHa po3Mipy
cepii (BkItovaroum gianasoHn) Adl abo
NPOMIXKHOTO NPOAYKTY, SIKMiA 3aCTOCOBYETLCSA
y npoueci BupobHmuTBa A®| — 36ibLIEHHSA
po3mipy cepiii A®l go 10 NOpiBHSAHO i3
3aTBEPAKEHNM PO3MIPOM; 3MiHM | TNy -
3MiHa BUPO6HUKA BUXiAHOro/NpPOMKHOrO
npoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA
y BUpO6HMYOMY npoueci APl, abo 3miHa
BMPOGHMKa (BKOYaouu, e HeobXxigHo,
MicLe NpoBeAeHHS KOHTPOJI SKocCTi) Ad| —
[oflaHHA BUPOGHMYOI AinbHULi Zhejiang
Menovo Pharmaceutical Co., Ltd., Kutaii B
SKOCTi BUpoOHMKa A®|, 3anponoHoBaHwui
BMPOBOHUK HAaNexuTb A0 Tiei camol
BMPOGHWYOI rpynu NigNPUEMCTB, WO I
3aTBepKEeHn

179.

MPErABIO

Kancynu no 75 mr no 14
Kancyny 6nictepi; no 1, 2
abo 6 6nicTepiB y
KapTOHHIA KopooLi

KPKA, a.4.,
HoBso mecTo

CnoseHis

BUPOGHMLTBO "in
bulk", nepenHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
Bunyck cepii: KPKA,
A.4., HoBo mecTo,
CnOBEHiIs; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHM | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusa NpoBaKEHHS AisNbHOCTI
BMPOGHUKa (BK/THOYAKOUM, 32 HEOOXIAHOCTI,
MicLie NpoBEeAEHHS KOHTPOJIHO SIKOCTI), abo
B/lacHUKa mactep-cpaiina Ha A®l, abo
noctavasibHuka A®Il/BuxigHoro
marepiany/peareHTy/npoOMiKXHOIO NPOAYKTY,
LLL0 3aCTOCOBYHOTHCA Y BUPOOGHULTBI AD| —
3MiHa agpecu MicUs NPOBaKEHHS
AisinbHOCTI BUpo6HUKa A®|, BUpobHUYa
OinbHULA Ta BCi onepavii 3a1mwaTbes
HE3MIHHUMU; 3MiHK | TURY - 3MiHa po3Mipy
cepii (BkItovatoum gianasoHn) Adl abo
NPOMIXKHOTO NPOAYKTY, SIKMiA 3aCTOCOBYETLCS
y npouieci BUpo6HMUTBa A®| — 36iMbLUEHHSA
po3mipy cepiii A®l go 10 NOpiBHSAHO i3
3aTBEPAKEHNM PO3MIPOM; 3MiHM | TNy -
3MiHa BUPO6HUKA BUXiAHOro/NPOMKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA
y BUpOGHMYoMy nporeci APl, abo 3miHa
BMPOGHMKa (BKOYatouu, ae HeobxigHo,
MicLe NpoBefeHHSA KOHTPO AKocTi) APl —
[ofaHHA BUPOGHMYOI AinbHULi Zhejiang
Menovo Pharmaceutical Co., Ltd., Kutaii B
SKOCTi BUpOOHMKa A®|, 3anponoHoBaHwui
BMPOBHUK HaNexuTb A0 Tiei camol
BMPOGHMWYOI rpynu NignpueMCTB, Lo I

3a
peyenmom

UA/16153/01/03
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3aTBEPKEHWIA
180. | NPErABIO kancynv no 100 mr no 14 KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/16153/01/04
kancyn y 6nictepi; no 1, 2 HoBo mecTO bulk", nepeuHHe Ta mMartepianis: peyenmom
abo 6 6nictepiB y BTOPWHHE 3MiHM | TUNY - 3MiHa HaliMeHyBaHHSA Ta/abo
KapTOHHI/ KopoobLi nakyBaHHs, afpecy MicLs NPOBaKEHHS AiS/IbHOCTI
KOHTPO/b cepii Ta BMPOGHMKa (BK/THOUakoUM, 3a HEOOXIAHOCTI,
Bunyck cepii: KPKA, MicLLle NPOBEAEHHS KOHTPOO AKOCTI), abo
n.4a., HoBo mecTo, BNacHuMka mactep-ghainna Ha A®l, abo
C/0BeHiIf; KOHTPO/Tb nocravanbHuka A®I/BMXigHOro
cepii: KPKA, a.4., marepiany/peareHTy/npoMiXHOrO NPOAYKTY,
HoBo mecTo, LLIO 3aCTOCOBYIOTbCS Y BUPOOHULTBI AP| —
CnogeHis 3MiHa agpecu Micusi NPoBaKEHHS
LisinbHOCTI BUpobHuka A®I, BUpobHuya
AiNbHULA Ta BCi onepauii 3amwarTbes
HE3MIHHUMW; 3MiHW | TUNY - 3MiHa PO3Mipy
cepii (Bwitovaroumn gianasoHn) Adl abo
MPOMiXHOro NPOAYKTY, SIKUIA 3aCTOCOBYETHCSA
y npouieci BUpo6HMUTBa AD| — 36ibLUEHHS
po3mipy cepili A®I no 10 nopiBHSAHO i3
3aTBEPKEHUM PO3MIPOM; 3MiHM | TUny -
3MiHa BUPO6HUKa BUXiAHOro/NpoOMKHOMO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA
y BUpo6HuYomy npoueci A®I, abo 3miHa
BMPOGHMKa (BK/OYakouu, Ae HeobXxigHo,
MicLie NpoBeAEHHSA KOHTPOA AkocTi) APl —
[ofaHHA BUPOOHMYOT AinbHUL Zhejiang
Menovo Pharmaceutical Co., Ltd., Kutaii B
SIKOCTi BUpOOHMKa A®|, 3anponoHoBaHwi
BMPOGHUK HANEeXuTb A0 TiEl camol
BMPOGHWYOI rpynu NiANPUEMCTB, LLO i
3aTBEPKEHWIA
181. | NPErABIO kancynu no 150 mr no 14 KPKA, a.4a., CnoseHis BUPOBGHMLTBO "in CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/16153/01/05
Kancyn y 6nictepi; no 1, 2 HoBo mecTo bulk", nepsuHHe Ta mMartepianis: peuenmom

abo 6 6nicTepis y
KapTOHHI KOpooLyi

BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
Bunyck cepii: KPKA,
A.4a., Hoso mecTo,
CnoBeHist; KOHTPO/b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis

3MiHW | TUNY - 3MiHa HalimMeHyBaHHSA Ta/abo
agpecu Micus NpoBaKEHHS AisiNIbHOCTI
BMPOGHMKa (BK/THOYakoUM, 3a HEOOXIAHOCTI,
MicLie NpoBeAEHHS KOHTPOJIIO SKOCTI), abo
B/1aCHMKa macTtep-ghainna Ha A®l, abo
nocravanbHuka A®I/BMUXigHOro
marepiany/peareHTy/npomMiKHOro nNpoayKTy,
LLI0 3aCTOCOBYIOTLCS Y BUPOOHULTBI APl —
3MiHa agpecy Micusi NPOBaKEHHS
AisnbHOCTI BUPOOHWMKa A®|, BUPOGHUYA
OiNbHUUSA Ta BCi onepavujii 3a/mwarTbes
HE3MIHHUMW; 3MiHW | TUMY - 3MiHa PO3Mipy
cepii (Bwiovaroumn gianasoHun) A®l abo
MPOMIXXHOIO NPOAYKTY, SIKMIA 3aCTOCOBYETLCSA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

y npoueci Bupo6HuLTBa A®| — 36iNbLUEHHSA
po3mipy cepiin A®|l o 10 NopiBHSHO i3
3aTBEPAKEHNM PO3MIPOM; 3MiHW | TRy -
3MiHa BUPOGHMKa BUXiZHOro/MPOMKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCSA
y BUpo6HMYomy npoueci A®I, abo 3miHa
BUPOGHMKaA (BK/IKOYaKoUM, ae HeobXiaHO,
MicLie NpoBeAEeHHSA KOHTPOIO AKocTi) APl —
[ofaHHA BUpOOHMYOT AinbHUL Zhejiang
Menovo Pharmaceutical Co., Ltd., Kutaii B
AKOCTi BUPOGHMKa ADI, 3anponoHoBaHwi
BMPOGHUK HANEeXuUTb A0 TiEl camol
BMPOGHWYOI rpynu NiANPUEMCTB, LLO i
3aTBEPKEHNIA

182.

MPErABIO

Kancynu no 200 mr no 14
Kancyn y 6nictepi; no 1, 2
abo 6 6nictepis y
KapTOHHIA KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepsnHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOb cepii Ta
Bunyck cepii: KPKA,
A.4a., Hoso mecTo,
CnoBeHis; KOHTPO/b
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnogeHis

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHM | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micua NpoBafKeHHS AiANbHOCTI
BMpO6HUKa (BK/IHOYAKOUN, 38 HEOOXIAHOCTI,
MicLie NpoBeAEeHHS KOHTPOIO SKOCTi), abo
B/lacHUKa mactep-cpaiina Ha Adl, abo
nocravanbHuka A®l/BuxigHOro
marepiany/peareHTy/npomMiKHOro NpPoAyKTY,
LLI0 3aCTOCOBYIOTbCS Y BUPOGHULTBI AD| —
3MiHa agpecu Micusi NPOBaKEHHS
AisnbHOCTI BUpoOHUKa A®|, BUpobHUYa
OiNbHUUA Ta BCi onepauii 3a/1mLwaiTbCs
HE3MIHHUMW; 3MiHK | TURY - 3MiHa PO3Mipy
cepii (Bkouaroumn gianasoHn) Adl abo
MPOMIDXHOIO NPOAYKTY, SIKMIA 3aCTOCOBYETLCSA
y npoueci BUpo6HuLTBa A®I — 36iNbLUEHHSA
po3mMipy cepiin A®Il go 10 NOpIiBHSHO i3
3aTBEPAKEHNM PO3MIPOM; 3MiHM | TNy -
3MiHa BUPOGHMKA BUXiZHOro/MpoMiKHOIoO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTHCSA
y BUpo6HMYomy npoueci A®l, abo 3miHa
BUPOGHMKaA (BKKOYaKOUK, ae HeobXiaHO,
MicLe NpoBeAeHHS KOHTPOIO AKocTi) APl —
[ofaHHa BUpo6OHMYOT AinbHUUi Zhejiang
Menovo Pharmaceutical Co., Ltd., Kutaii B
AKOCTi BUPOGHMKa ADI, 3anponoHoBaHwi
BMPOGHUK HANEXUTb A0 TiEl camol
BMPOGHWYOI rpynu NiANPUEMCTB, LLO i
3aTBEPKEHNIA

3a
peyenmom

UA/16153/01/06

183.

MPErABIO

Kancynu no 225 mr no 14
Kancyn y 6nictepi; no 1, 2
ab6o 6 6nictepiB y

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPWHHE

CnogeHis

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHM | TMNY - 3MiHa HaliMeHyBaHHs Ta/abo

3a
peuyenmom

UA/16153/01/07
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHIlA KOpooLi

nakyBaHHs,
KOHTPOb cepii Ta
Bunyck cepii: KPKA,
A.4., HoBo mecTo,
CnOBEHiIs; KOHTPO/Ib
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

agpecu Micua NpoBaKEeHHS AisNbHOCTI
BMpPO6HUMKa (BK/IHOYAKOUM, 38 HEOOXIAHOCTI,
MicLie NpoBeAEeHHS KOHTPOJIH0 SIKOCTI), abo
B/lacHUKa mactep-cpaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NpPoAyKTy,
LLIO 3aCTOCOBYOTHCA Y BUPOOGHULTBI AD| —
3MiHa agpecu Micus NPOBaKEHHS
AisnbHOCTI BUpo6HUKa Ad®|, BUpobHUYa
OinbHULA Ta BCi onepavii 3a1mwaTbes
HE3MIHHUMU; 3MiHK | TURY - 3MiHa po3Mipy
cepii (BkItovatoum gianasonn) Adl abo
NPOMIXKHOIO NPOAYKTY, SIKMiA 3aCTOCOBYETLCSA
y npoueci BupobHmUTBa A®| — 36iNbLUEHHSA
po3mipy cepiii A®l go 10 NopiBHSAHO i3
3aTBEPAKEHNM PO3MIPOM; 3MiHK | TNy -
3MiHa BUPO6HUKA BUXiAHOro/NPOMKHOrO
npoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA
y BUpO6HMYOMY npoueci APl, abo 3miHa
BMPOGHMKa (BKOYaouu, e HeobXxigHo,
MicL,e NpoBeAeHHS KOHTPOJI AKoCTi) APl —
[ofiaHHA BUPOGHMYOI AinbHULi Zhejiang
Menovo Pharmaceutical Co., Ltd., Kutaii B
SAKOCTi BUpoOHMKa AD|, 3anponoHoBaHwmi
BMPOBOHUK HANexuTb A0 Tiei camol
BMPOGHWYOI rpynu NigNPUEMCTB, WO I
3aTBepKeHu

184.

MPErABIO

kancynu no 300 mr no 14
Kancyny 6nictepi; no 1, 2
abo 6 6nicTepiB y
KapTOHHIA KopooLi

KPKA, a.4.,
HoBso mecTo

CnoseHis

BUPOGHMLTBO "in
bulk", nepenHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
Bunyck cepii: KPKA,
A.4., HoBo mecTo,
CnoBEeHis; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoBeHis

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHM | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusa NpoBaKEHHS AisNbHOCTI
BMPOGHUKa (BK/THOYAKOUM, 32 HEOOXIAHOCTI,
MicLie NpoBEeAEHHS KOHTPOJIHO SIKOCTI), abo
B/lacHUKa mactep-cpaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npoOMiKXHOIO NPOAYKTY,
LLL0 3aCTOCOBYHOTHCA Y BUPOOGHULTBI AD| —
3MiHa agpecu MicUs NPOBaKEHHS
AisinbHOCTI BUpo6HUKa A®|, BUpobHUYa
OinbHULA Ta BCi onepavii 3a1mwaTbes
HE3MIHHUMU; 3MiHK | TURY - 3MiHa po3Mipy
cepii (BkItovatoum gianasoHn) Adl abo
NPOMIXKHOTO NPOAYKTY, SiKMiA 3aCTOCOBYETHLCSA
y npoueci BUpo6HMUTBa A®| — 36iNbLUEHHSA
po3mipy cepiii A®l go 10 NOpiBHSAHO i3
3aTBEPAKEHNM PO3MIPOM; 3MiHM | TNy -
3MiHa BUPO6HUKA BUXiAHOro/NpOMIDKHOrO

3a
peyenmom

UA/16153/01/08
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA
y BUpo6Hu1yomy npoueci A®l, abo 3miHa
BMPOGHMKa (BK/OYaouu, Ae HeobXxigHo,
MicLie NpoBeAEeHHSA KOHTPO AkocTi) AdI —
[ofaHHA BUpoOHMYOI AinbHUL Zhejiang
Menovo Pharmaceutical Co., Ltd., Kutaii B
SIKOCTi BUPOOHMKa A®|, 3anponoHoBaHui
BMPOGHUK HANEeXuUTb A0 TiEl camoil
BMPOGHWYOT rpynu NignpUeEMCTB, WO i
3aTBEPKEHWI
185. | NPOrMHOPM Kancynu m siki no 100 mr 3AT JlnToBCbka NNABOPATOPIOC IcnaHis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15254/01/02
FECTA no 15 kancyn M skux y «Papmrira» Pecny6nika | JIEOH ®APMA C.A. marepianis: peyenmom
6nictepi; no 2 6nictepn y BMNPaB/IEHHS TEXHIYHOT NOMUKM B
nauuj IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHS B
po3aini "®apmakosnorivyHi BNacTUBOCTI.
dapmakokiHeTuKa. BCMOKTyBaHHA".
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPAKEHHS
186. | MPOrMHOPM Kancynu m'siki no 200 mr 3AT JinToBCcbka JNTABOPATOPIOC IcnaHis BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/15254/01/01
FECTA no 15 kancyn M sknx y «dapmira» Pecny6nika | NTEOH ®APMA C.A. Martepianis: peyenmom
6nicTepi; no 2 6nictepu 'y BUNPAaB/IEHHS TEXHIYHOT MOMUIIKM B
nauuj IHCTPYKLi 415 MeANYHOrO 3acTOCyBaHHS B
po3gini "®apmakosiorivyHi BAacTMBOCTI.
dPapmakokiHeTuKa. BCMOKTyBaHHA".
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
187. | NPOrMHOPM Kancysm m'siki no 100 mr 3AT JNnToBCbka NABOPATOPIOC IcnaHis BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/15255/01/01
OoBO no 15 kancyn M'akux y «®apwmnira» Pecny6nika | JIEOH ®APMA C.A. marepianis: peyenmom
6nicTepi; no 2 6rictepu 'y BMMNpPaB/IEHHS TEXHIYHOI NOMWU/IKA B
nauui IHCTPYKUII 418 MeQUYHOro 3acTocyBaHHs B
po3aini "Cnoci6 3acTocyBaHHA Ta 4o3u".
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS
188. | NPOrMHOPM Kancynu m siki no 200 mr 3AT JlnToBCbka NNABOPATOPIOC IcnaHis BHECEHHS 3MiH 40 peecTpaLiiHnx 3a UA/15255/01/02
OBO no 15 kancyn mM'skux y «®apwmnira» Pecny6nika | JIEOH ®APMA C.A. marepianis: peyenmom
6nictepi; no 2 6nictepn y BMNPaB/IEHHS TEXHIYHOT NOMUIIKM B
nauuj IHCTPYKLi 415 MeANYHOrO 3acTOCyBaHHS B
po3gaini "Cnoci6 3acTocyBaHHS Ta 4031".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS
189. | PEBANIA Kancynu, no 10 kancyn y TeBa I3painb AT YropwuHa BHECEHHS 3MiH 10 peecTpaviliHnX 6e3 UA/8405/01/01
6nictepi; no 3 6nictepu B dapmaLeBTikan dapmaLeBTUYHNMIA mMartepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peuyenma
Kopobui IHgacTpi3 114. 3aBog TEBA [oTOBUIA NiKapCbKMin 3aci6. CTabiNbHICTDb.

3MiHa y TepmiHax npuaaTHocTi abo ymoBax
36epiraHHsa roToBOr0 JliKapCbKOro 3acoby
(36inblUEHHs TEpMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [Ans Toprosoi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

ynakoBku (NiATBEPAXKYETHCA AaHUMU
peasibHOro yacy) (36inbLUeHHS TEPMIHY
36epiraHHs 3 1,5-T1 f0 2-X pOKiB HA OCHOBI
pe3ynbTaTiB JJOBrOCTPOKOBUX AOCNIKEHB)
(TepmiH BBELEHHS 3MiH - 3 MicALi 3 gaTn
3aTBEpMKEHHS 3MiHU HakazoMm MO3); 3MiHu
| TMNY - 3MiHW 3 AKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. Cucrtema
KOHTeliHep/3aKkynoptoBasbHWii 3aci6. 3MiHa
y NEPBUHHII ynakoBL{i rOTOBOro /ikapcbKoro
3aco6y (AKiCHWI Ta KinbKiCHWIA cknag) -
TBepgai nikapcbki hopmm (3amiHa
nakyBaslIbHOro maTepiasnly nepBUHHOT
ynakoBku (6nictepa)

190.

PO3YBACTATUH
KANbLUIO

MOPOLLIOK (Cy6CTaHLis) B
NnonieTUNEHOBUX MiLLKax
ansa dapmauleBTUYHOro

3acTocyBaHHSA

TOB "TK
"ABpopa"

YKpaiHa

HaHbTyH YaHio
®apmarek Ko., /lITg

Kutaii

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHM | TUMY - 3MiHK, NOB'A3aHi 3
HeOoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb
[0 MoHorpadpii ®Y abo €BponeiicbKoi
hapmakonei, abo iHLLOI HaLioHasTbHOT
hapmakonei gepxasu €C

UA/15758/01/01

191.

CUMBIKOPT
TYPBYXANEP

NOPOLLIOK A5 iHransAwin,
[030BaHuii, no 80 mkr/4,5
MKr/go3a, no 60 fo3y
NAacTUKOBOMY IHrasiATopi;
no 1 iHranstopy B
KapTOHHIA Kopoo6Li

AcTpa3eHeka
AB

Lseuis

AcTpa3eHeka Ab

Lsewis

BHECEHHS 3MiH [0 peecTpauiiHux
MaTepianis: 3MiHu | TMny - 3MiHK Wo[0
6e3nekn/edheKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUiT AN MeANYHOro
3acTOCyBaHHS Ha MifcTasi perynspHo
OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3nekn NikapcbKoro
3acoby, abo focnimxeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviinnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHNX BiANoBiAHO A0 NnaHy
negiatpuyHmx gocnigpkeHb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOBaXeHUM opraHom) (3MiHU BHECEHO
[0 IHCTPYKUiT 4719 MeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby A0 po3gainis
"Oco6umBocTi 3acTocyBaHHA", "MoGIYHI
peakuii” 1o40 NHEBMOHIT 3rigHO
pekomeHaauiii PRAC) (TepMiH BBeAEHHS
3MiH NpoTArom 6-Tu Micalis nicns
3aTBEpPMAKEHHS); 3MiHKM | TNy - 3MiHN Woa0
6e3nekn/edheKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi

3a
peyenmom

UA/5433/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBILHO A0 NnaHy
negiatpuyHux gocnigkeHsb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XeHWM opraHom) (3MiHM BHECEHO
[0 IHCTPYKUIT 418 MEANYHOTO 3aCTOCYBaHHS
niKkapcbKkoro 3acoby A0 po3ainis
"Oco6umBocTi 3acTocyBaHHSA", "Mo6iYHi
peakuii" LLoA0 NHEBMOHIT 3rigHO
pekomeHaauiit PRAC) (TepMiH BBEAEHHS
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepMKEHHS); 3MiHu Il Tuny - 3miHW Wwoao
6e3nekun/edheKTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepucTmLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHVMU 3
AKOCTi, AOKMIHIYHUMMU, KNIHIYHUMW JaHUMK
Ta faHumu 3 dpapmMakoHarnsgy (3MiHu
BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3zinis "®apmakonoriyHi BlacTneocTi”,
"Moka3aHHs" (YTOUYHEHHS iHdopmaLii),
"B3aemogis 3 iHWMMU SliKkapCbKUMun
3aco6amMu Ta iHLWi BUAM B3aEMoSiii",
"Oco61mBoCTi 3acTocyBaHHA", "Cnocib
3aCTOCyBaHHA Ta A03n" BifNoBIgHO [0
OHOB/EHOT iH(hopMaLlii LWoA0 3acTOCyBaHHA
aitam) (TepmiH BBEAEHHSA 3MiH NPOTArom 6-
TN MiCALIB NicNs 3aTBEpPMKEHHS); 3MiHu 11
TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta thapmakoHarnsgy. 3mMiHu y
TepaneBTUYHMX NOKa3aHHAX (A0AaBaHHSA
HOBOrO TepaneBTUYHOrO NokasaHHsA abo
3MiHa y 3aTBEPAXEHOMY Nnoka3aHHi) (3MiHn
BHECEHO [0 iHCTPYKLT 4151 MeAN4HOro
3acTocyBaHHS nikapcbkoro 3acoby Ao
po3ginis "®apmakonoriyHi BlacTnBocTi”,
"Moka3aHHs" (YTOYHEHHS iHdopmaLii),
"B3aemogis 3 iHWMMKN NiKapCbKUmu
3acobamu Ta iHwWi BUAW B3aemogiii",
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

"Oco61BoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHSA Ta Ao3un" wogo XO3/1)
(TepmiH BBeZilEHHSI 3MiH NPOTAroM 6-Tn
MicsILiB nicns 3aTBepmKeHHS); 3MiHu Il Tuny
- 3MiHM Wopao 6e3nekn/edhekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y TepaneBTUUHUX
nokasaHHsIX (4oAaBaHHA HOBOrO
TepaneBTUYHOro NokasaHHa abo 3miHa y
3aTBEpAXEHOMY NMokasaHHi) (3MiH1 BHECEHO
[0 IHCTPYKUIT ANA MEANYHOTO 3aCTOCYBaHHS
NiKkapcbKoro 3acoby Ao po3gainis
"®apmakonoriyHi BnactmBocTi”, "lNoka3aHHSA
(yTouHeHHs iHdhopmadii), "B3aemopis 3
IHLIMMKW NikapcbknMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta
£o3n" woao XO3/1) (TepMiH BBEAEHHS 3MiH
NpoTArom 6-Tm MicALUiB nicns
3aTBepAKEHHSR); 3MiHK I TUny - 3MiHW Woao
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii AN MeANYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
SAKOCTI, AOKTIHIYHAMM, KNIHIYHUMU AaHUMN
Ta gaHumu 3 chapmakoHarnsagy (3miHu
BHECEHO [0 iHCTPYKLT 4151 MeANYHOro
3acTocyBaHHS nikapcbkoro 3acoby Ao
po3ginis "®apmakonoriyHi BlacTnBocTi”,
"Moka3aHHs" (YTOUHEHHS iHdopmaLii),
"B3aemogis 3 iHWMMKN NiKapCbKUmu
3acobamu Ta iHWi BUAn B3aemogiii", "Cnocio
3aCTOCyBaHHA Ta A03n" BifNoBIgHO [0
OHOB/EHOT iH(hopMaLlii LWoA0 3acTOCyBaHHA
aitam) (TepmiH BBEAEHHSA 3MiH NPOTArom 6-
TV MicALB Nic/1a 3aTBepAKEHHS)

192.

CUMBIKOPT
TYPBYXANEP

MOPOLLIOK AJ1s1 iHransALiiA,
[o30BaHuit, no 160
MKr/4,5 MKr/pgo3sa, no 60
[103 y NNacTUKOBOMY
iHranaTopi; no 1
iHransATopy B KApTOHHIl
Kopobui

AcTpa3eHeka
AB

Lisewis

AcTpa3eHeka Ab

Llseuis

BHECEHHS 3MiH 10 peecTpaviliHnX
mMarepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edheKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHA Ha MigcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3NeKn NiKapcbkoro
3acoby, abo gocnigxeHb 3 6esnekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk

3a
peyenmom

UA/5433/01/02
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBiLHO A0 NnaHy
negiatpuyHux gocnigkensb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XeHWM opraHom) (3MiHM BHECEHO
[0 IHCTPYKUIT A8 MEANYHOTO 3aCTOCYBaHHS
niKkapcbKkoro 3acoby A0 po3ainis
"Oco6mBocTi 3acTocyBaHHSA", "Mo6iYHi
peakuii" LWoA0 NHEBMOHIT 3rigHO
pekomeHaauiit PRAC) (TepMiH BBEAEHHS
3MiH NpOTArom 6-Tn Micauis nicns
3aTBEpMXEHHS); 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCcTmLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBiLHO A0 NnaHy
negiatpuyHux gocnigkensb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XeHWM opraHom) (3MiHU BHECEHO
[0 IHCTPYKUIT 418 MEANYHOTO 3aCTOCYBaHHS
niKkapcbKkoro 3acoby A0 po3ainis
"Oco6umBocTi 3acTocyBaHHSA", "Mo6iYHi
peakuii" LWoA0 NHEBMOHIT 3rigHO
pekomeHaauiit PRAC) (TepMiH BBEAEHHS
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBepMKeHHS); 3MiHu Il Tuny - 3miHn Wwoao
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTKili
XapaKTepucTmLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMU AaHUMK 3
AKOCTI, AOKMIHIYHUMMU, KNIHIYHUMW JaHUMK
Ta faHumu 3 papmakoHarnsagy (3MiHu
BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCcyBaHHS Nikapcbkoro 3acoby Ao
po3zinis "®apmakonoriyHi BacTnBocTi”,
"MokasaHHs" (YTOUYHEHHSs iHdopmaLii),
"B3aemogis 3 iHWMMMW SliKapCbKUMM
3aco6amMu Ta iHLWi BUAM B3aEMOSiii",
"Oco6amBoCTi 3acTocyBaHHs", "Cnocib
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

3aCTOCyBaHHA Ta 031" BiANoBigHO [0
OHOB/IEHOT iHdhOpMAaLLiT LLOA0 3aCTOCYBaHHSA
aitam) (TepmiH BBeAEHHS 3MiH NpOTArom 6-

TN MiICALIB Nicnsa 3aTBepLXKEHHS); 3MiHu Il
TMny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHu y
TepaneBTUYHMX NOKa3aHHAX (40AaBaHHA
HOBOrO TepaneBTUYHOr0 NokasaHHsA abo
3MiHa y 3aTBepAKeHOMY MokasaHHi) (3MiHu

BHECEHO [0 iHCTPYKLiT A4N51 MeAN4HOro

3acTOCyBaHHS fikapcbKoro 3acoby Ao

po3ginis "®apmMakosnoriyHi BNacTuBoCTi",

"Moka3aHHA" (YTOUYHEHHS iHdopMaLiT),

"B3aemogis 3 iHWMMK fiKapCbKuMu
3aco6amu Ta iHWi BUAW B3aeEMogii”,

"Oco6mBoCTi 3acTocyBaHHA", "Cnoci6

3acTocyBaHHSA Ta Ao3un" wogo XO3/1)

(TepmiH BBeZilEHHSI 3MiH NPOTAroM 6-Tn
MicsILiB nicns 3aTBepmKeHHs); 3MiHu Il Tuny

- 3MiHM Wopao 6e3nekn/edhekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y TepaneBTUYHUX
nokasaHHsIX (4oAaBaHHA HOBOTO
TepaneBTUYHOro NokasaHHa abo 3miHa y
3aTBEpAXEHOMY NMokasaHHi) (3MiH1 BHECEHO
[0 IHCTPYKUIT ANA MEANYHOTO 3aCTOCYBaHHS
NiKkapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactmsocTi”, "lNoka3aHHA"
(yTouHeHHs iHdopmadii), "B3aemopis 3
IHLIMMK NikapcbknMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta
£o3n" woao XO3/1) (TepMiH BBEAEHHS 3MiH
NpoTArom 6-Tm MicALUiB nicns
3aTBepAKEHHSR); 3MiHK I Tuny - 3MiHW Woao
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKil
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii AN MeANYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMK 3
SAKOCTI, AOKTIHIYHAMM, KNIHIYHUMU AaHUMK

Ta gaHumu 3 chapmakoHarnsagy (3miHu

BHECEHO [0 iHCTPYKLT 4151 MeAN4HOro

3acTocyBaHHS nikapcbkoro 3acoby Ao

po3ginis "®apmakonoriyHi BlacTnBocTi”,

"Moka3aHHs" (YTOYHEHHS iHdopmaLii),

"B3aemogis 3 iHWMMKN NiKapCbKUmu
3acobamu Ta iHWi BUAn B3aemogiii", "Cnoci6
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3aCTOCyBaHHA Ta 031" BiANoBigHO [0
OHOB/IEHOT iHdhOpMAaLLiT LLOA0 3aCTOCYBaHHSA
aitam) (TepmiH BBeAEHHS 3MiH NpOTArom 6-
TW MiCALIB Nic/a 3aTBePAKEHHS)
193. | CUMBIKOPT MOPOLLIOK A1 IHransALii, AcTpa3eHeka Lseuis AcTtpa3eHeka Ab Lsewis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/5433/01/03
TYPBYXANEP [[o30BaHui4, no 320 ABb MaTepianis: 3MiHu | TUny - 3MiHK WoA0 peyenmom

MKr/9,0 mkr/no3a, no 60
[103 y N1aCTUKOBOMY
iHranaTopi; no 1
iHransiTopy B KAPTOHHiIl
Kopobui

6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkili
XapaKTepuCcTu1Li NikapcbKoro 3acoby, TEKCTi
MapKyBaHHs1 Ta iHCTPYKLiT 415 MeANYHOoro
3aCcTOCyBaHHS Ha MigcTasi perynspHo
OHOBJ/IIOBAHOIO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neku
3acTOCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XeHWM opraHom) (3MiHM BHECEHO
[0 IHCTPYKUIT 418 MEANYHOTO 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby A0 po3ainis
"Oco6mBocTi 3acTocyBaHHSA", "Mo6iYHi
peaxuii” LWoA0 NHEBMOHIT 3ri4HO
pekomeHaauiit PRAC) (TepMiH BBEAEHHS
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBepXeHHs); 3MiHKM | Tuny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkili
XapaKTepucTu1Li NikapcbKoro 3acoby, TEKCTi
MapKyBaHHs1 Ta iHCTPYKLiT 415 MeANYHOro
3aCcTOCyBaHHS Ha MigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTy 3 6e3nekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XeHWM opraHom) (3MiHM BHECEHO
[0 IHCTPYKUIT 418 MEANYHOTO 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby A0 po3ainis
"Oco6mBocTi 3acTocyBaHHSA", "Mo6iYHi
peaxuii” LWoA0 NHEBMOHIT 3rigHO
pekomeHaauiit PRAC) (TepMiH BBEAEHHS
3MiH NpoTArom 6-T1 Micauis nicns
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

3aTBepAKEHHSR); 3MiHK I TUny - 3MiHW Woao
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii AN MeANYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
SAKOCTI, AOKTIHIYHAMM, KNIHIYHUMU AaHUMN
Ta gaHvmu 3 chapmakoHarnsagy (3miHu
BHECEHO [0 iHCTPYKLT 4151 MeANYHOro
3acTocyBaHHS nikapcbkoro 3acoby Ao
po3ginis "®apmakonoriyHi BlacTnBocTi”,
"Moka3aHHs" (YTOUHEHHS iHdopmaLii),
"B3aemogis 3 IHWMMKN NiKapCbKUMu
3aco6amu Ta iHWi BUAY B3aEMoOgii",
"Ocob6nmBOCTI 3acTocyBaHHA", "Cnoci6
3aCTOCyBaHHA Ta 031" BiANoBigHO [0
OHOB/IEHOT iHdhOpMAaLLiT LLOA0 3aCTOCYBaHHSA
aitam) (TepmiH BBeAEHHS 3MiH NpoTArom 6-
TN MiICALIB Nicnsa 3aTBepLXKEHHS); 3MiHu ]
TMny - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHm y
TepaneBTUYHMX NOKa3aHHAX (40AaBaHHA
HOBOrO TepaneBTUYHOr0 NokasaHHsA abo
3MiHa y 3aTBepAKeHOMY MokasaHHi) (3MiHu
BHECEHO [0 iHCTPYKLiT A4N51 MeAnYHOro
3acTOCyBaHHS MikapcbKoro 3acoby Ao
po3ginis "®apmMakosnoriyHi BNacTuBoCTi",
"Moka3zaHHA" (YTOUYHEHHS iHdopMaLiT),
"B3aemogis 3 iHWMMK fiKapCbKumu
3acob6amu Ta iHWi BUAW B3aeEMogii”,
"Oco61BoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHSA Ta Ao3un" wogo XO3/1)
(TepmiH BBeZilEHHSI 3MiH NPOTAroM 6-Tn
MicsILiB nicns 3aTBepmKeHHs); 3MiHu Il Tuny
- 3MiHM Wwopao 6esnekn/edhekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y TepaneBTUUHUX
nokasaHHsIX (4oAaBaHHA HOBOrO
TepaneBTUYHOro NokasaHHa abo 3miHa y
3aTBEpAXEHOMY NMokasaHHi) (3MiH1 BHECEHO
[0 IHCTPYKUIT ANA MEANYHOTO 3aCTOCYBaHHS
NiKkapcbKoro 3acoby Ao po3gainis
"®apmakonoriyHi BnactmsocTi”, "NokazaHHsA"
(yTouHeHHs iHdopmadii), "B3aemopis 3
IHLIMMKW NikapcbknMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta
no3n" woao XO3/1) (TepmiH BBEAEHHS 3MiH
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

NPOTAroM 6-Tn MicALiB nicns
3aTBepMKEHHS); 3MiHu Il Tuny - 3miHK Wwoao
6e3nekn/edheKkTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHSA Yy 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN AaHUMK
Ta AaHvmMu 3 chapmakoHarnsagy (3miHu
BHECEHO [0 iHCTPYKLiT A4N51 MeAN4HOro
3acTOCyBaHHS fikapcbKoro 3acoby Ao
po3ginis "®apmMakosnoriyHi BNacTuBoCTi",
"Moka3aHHA" (YTOUYHEHHS iHdopMaLiT),
"B3aemogis 3 iHWMMK fiKapCbKuMu
3acob6amu Ta iHwWi BuAy B3aemogiii”, "Cnocio
3aCTOCyBaHHA Ta 031" BiANoBigHO [0
OHOB/IEHOT iHdhOpMAaLLiT LLOA0 3aCTOCYBaHHSA
aitam) (TepmiH BBeAEHHS 3MiH NpoTArom 6-
TW MiCALIB Nic/1a 3aTBePAKEHHS)

194.

CUMBATUH®

TabneTku, BKpUTI
NMiBKOBOK 0600HKOI0, MO
10 mr; no 10 TabneTok y
6nicTepi, no 3 6nictepu B
KapTOHHIA KopoobLi

dapma
IHTepHeLeHan
KomnaHi

WoppaHis

dapma
IHTepHeLeHan
KomnaHi

Mopparis

BHECEHHS 3MiH [0 peecTpavuiiHnX
MaTtepianis: 3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu

MiCLA MPOBAKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco6by, BKIYaUKn AiNbHALL BUNYCKy cepii

ab0 MicLe NpoBeAEeHHSI KOHTPOSIHO SIKOCTI.

(misnbHICTb, 3a SAKy Bignosigae

BUPOGHMK/IMNOPTEP, BK/IOYAKYN BUMYCK
cepiii) (3MiHa HalimeHyBaHHS Ta agpecu
BMPOGHMKa, 6€3 3MiHM MicLs BUPOOHULITBA);
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvika peecTpauiiHoro NocBigYeHHs)
(3MiHa HaliMeHyBaHHs 3asiBHUKA)

3a
peyerimom

UA/8899/01/01

195.

CUMBATUH®

TabneTkn, BKPUTI
NNiBKOBOK 0GOMOHKOM, MO
20 wr; no 10 TabneTok y
6nictepi, no 3 6rictepn B
KapTOHHilA KopooLi

dapma
IHTepHeLeHan
KomnaHi

VopgaaHis

dapma
IHTepHeLweHan
KomnaHi

VoppaaHis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTtepianis: 3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu

MiCLst MPOBaKEHHS Aisi/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /likapcbKoro
3ac06y, BKOYaUM finbHUL BUNYCKY cepii

ab0 MicLe NpoBeAEeHHS1 KOHTPOJIIO SIKOCTI.

(misnbHICTb, 3a SAKy Bignosigae

BUPOGHMK/IMNOPTEP, BK/IOYAKUN BUMYCK

cepiit) (3mMiHa HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6€3 3MiHM MicLs BUPOOHULITBA);
3MiHn | TURY - AgMIHICTPATUBHI 3MiHW. 3MiHa

HaliMeHyBaHHs Ta/abo agpecu 3asiBHMKa

3a
peyenmom

UA/8899/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(BnacHvka peecTpauiiiHoro nocBigYeHHs)
(3miHa HaliMeHyBaHHs 3asiBHUKA)

196.

CKIHOPEH®

kpem 20 % no 30 r y Ty6i;
no 1 Ty6i y KapTOHHiiA
Kopoobui

Baiiep ®apma
Al

HimeyunHa

Baiiep Xenckep
MaHydakTypiHr
C.P.N.

ITanisa

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHM | TURY - 3MiHa y MeToaax
BUNPOOYBaHHA rOTOBOTO /iKapPCbKOro 3acoby
- OHOB/IEHHS 3aTBEPXEHOIO MeToAy
«OpfHOPIAHICTb BMICTY a3enaiHoBOi KNC/I0TU
i 6eH30iMHOI kncnotn (BEPX)», npu Lpomy
METOZ, 3a/IULLIAETLCA HE3MIHHUM; 3MiHW |
MMy - 3MiHa y MeToAax BunpobyBaHHSA
NepBUHHOT YNakoBKM rOTOBOTO /1iKapCbKOro
3aco0by - BHECEHHS 3MiH 10 p. 3.2.P.7.
CuncTema KoHTelHep/3aKynopoBasibHUI
3acib: pepakuiiHnii nepernag po3ainy;
OHOBJIEHHS cneumdikaLii Ta MeToziB
KOHTPOJIO AKOCTi NEPBUHHOT yNakoBKn
(antomiHieBNX Ty6), BBOAATLCS HE3HAYHI
3MiHM o metogy FT-IR-absorption
spectrophotometry, 3Ha4eHHs fiana3oHy
cnekTpodoTomeTpa 3mMiHeHo Big 4000-650
cm-1 n1o 4000-600 cm-1

6e3
peyenma

UA/1074/02/01

197.

COJMIAH®

PO34MH A/19 NepopasibHOro
3acTtocyBaHHs, 100 mr/mn
Ne 1 (no 60 mn 'y chnakoHi,
no 1 chsiakoHy B KapTOHHINA
KOpPO6LLi); B KAPTOHHY
KOPOOKy BKNageHui
LUNPWL, 415 JO3YBaHHSA

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKkpaiHa

HOHiTep NikBig
MaHydekuypiHr

dpaHuis

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edhekTVBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3araslbHeHUX AaHunx npo cuctemy
dhapmakoHarnsgy (BBefjleHHs y3arasibHeHnx
AaHuX Npo cuctemy hapmMmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHA BifJ, YyNOBHOBaXeHOI 0co6u,
BiNOBIAANbHOI 3@ 3AiACHEHHS
hapMakoHarnsay (BKIHYaoUn KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0COOMU, BignoBiganbHOI 4is
3[jiiCHeHHs1 hapMakoHarisay:
MponoHoBaHa pegakuis: KnilwmH AHTOH
Mwukonainosuy. 3MiHa KOHTaKTHUX JaHunX
yMNOBHOBaXeHOT 0cobu, BignoBigansHoT Ans
34iicHeHHA hapMakoHarisay

3a
peyenmom

UA/4292/02/01

198.

COJMIAH® 200 MI

Tabnetku no 200 mr Ne 30

TOB "CaHogi-

YKpaiHa

NEb®APM [KOH

PpaHujs

BHECEHHS 3MiH 0 peecTpauiiHnx

3a

UA/4292/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(10x3): no 10 TabneTok y
6nicTepi; no 3 6nictepu B
KapTOHHI Kopoo6Li

ABEHTIC
YkpaiHa"

mMartepianis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edheKkTNBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHn fo
y3arasibHeHUX AaHunx npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3arasibHeHux
AaHuX Npo cuctemy hapmMakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0co6y,
BiANOBIAA/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YyNOBHOBaXeEHOI 0cobu,
BiANOBIA&NbHOI 3a 3i/iCHEHHSA
thapmakoHarnsgy (BKIouvatoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnagy) - 3miHa
YMOBHOBaXeHOT 0cobw, BignoBigansHOT Ans
3[iiCHEHHs1 hapMakoHarisay:
MponoHoBaHa pegakuis: KnilwmH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOB&XEHOT 0CO6M, BifnoBigansLHoI 41s
34ilicHEHHs hapmakoHarnsgy

peyenmom

199.

CO®ITI®

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
0,03 mr/2 mr Ne 28 (21+7)
y bnicTepi; 1 6nictep
pa3oMm 3 KanieH4apHo
LUKaUI0t0 Ta TpUMaYeM A
6nictepy

PapMIOHiOH
BECB
[esenonveHT
nro.

Kinp

Na6opaTtopioc /leoH
®apma, C.A.

Icnanis

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:

BUMPaB/IEHHS TEXHIYHNX NOMUIIOK Y

MeToAax KOHTPOJO AKOCTIi Y TEKCTI

MapKyBaHHS KafleHAapHOI LUKau: y

TabuLi, y CKOPOYEHHi cnoBa «M'ATHALA»

NpPOoMNyLLEeHo anocTpod Ta CNOBO «HAKNEITU»
3aMiHWUTM Ha iHWY oro hopMy- «HaknenTe»

3a
peyenmom

UA/16220/01/01

200.

TA3ATOK™

Kpansi opasibHi, pO34uH,
no 50 mn a6o 100 mn y
donakoHi, no 1 dpnakoHy y
KapTOHHIM nauuj

TOB
"YHIBEPCAJIbH
E ATEHTCTBO
"MPO-®APMA"

YkpaiHa

MAT "/ly6Huchapm”,
YKpaiHa,;
[Op. Tyctas KnaiiH
v6X & Ko. KT,
HimeyunHa

Ykpaina/
HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTtepianis: 3miHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu

MiCLst MPOBaKEHHS Aisi/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3ac06y, BKOYaUM finbHUL BUNYCKY cepii

ab0 MicLe NpoBeAeHHS1 KOHTPOJIIO SIKOCTI.

(misnbHICTb, 3a SAKy BignoBsigae

BUPOGHMK/IMNOPTEP, BK/IOYAKYN BUMYCK
cepii) (3miHa agpecu BupobHuka MAT

"Mly6Hnchapm", 6e3 3miHn Micus

BMPOGHMLTBA)

6e3
peyenma

UA/8499/01/01

201.

TAXVNBEH®

PO34uH A1 iH'EKUIn, 5
Mr/mn no 5 ma B amnyni;
no 5 amnyn y KapTOHHilA
Kopo6ui; no 10 mn B

EBEP Heiipo
$apma M'v6X

ABCTpist

BignoBiga/IbHMiA 3a
Bunyck cepii: EBEP
Helipo ®apma
'M6X, ABCTpIs;

AscTpisi/
PpaHuin

BHECEHHS 3MiH [0 peecTpavuiliHnX
mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edeKTVBHOCTI Ta

3a
peyenmom

UA/14347/01/01
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n/n

Hasga

JliKapcbKo20

3acoby

dopma suUnycKy
(nikapcbka ¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

amnyni; no 5 amnyn y
KapTOHHI/ KopoobLi

BUPOGHMLTBO,
nepBrHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
CEHEKCI, ®paHuis

thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHUX AaHunx npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3arasibHeHnx
AaHuX Npo cuctemy hapmMakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0co6y,
BiANOBIAa/IbHOT 3a 3AiICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIA&NbHOI 3a 3iiCHEHHS
thapmakoHarnsgy (BkIouvatoum KOHTaKTHi
[AaHi) Ta/abo 3MiHW Y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsagy) - fivoua
pefakuisi: KoHTaKkTHa ocoba BignoBigansbHa
3a hapmakoHarnag fopobeub Onekcili
MukonarioBuy. MponoHoBaHa pefakuis:
KOHTaKTHa ocoba BignoBiganbHa 3a
dhapmakoHarnsg Nuveosapos Bnagncnas
Onerosuy. 3MiHa KOHTaKTHUX AaHWX

202.

TAXVUBEH®

KOHLLEHTPAT N5 PO3UMHY
Ans iHdoy3iid, 5 mr/mn no

20 mn B amnysi; no 5
ammnyn y KapTOHHIl
Kopobui

EBEP Heiipo
$apma Mv6X

ABCTpIA

BignoBiganbHWiA 3a
Bunyck cepii: EBEP
Heipo ®apma
'm6X, ABCTpis;
BUPOBHMLTBO,
nepBrHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
CEHEKCI, ®paHuis

ABcTpisi/
PpaHuin

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKkTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHUX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHvx Npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, AKLL0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 3i/iCHEHHSA
hapmakoHarnagy (BK1HYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsagy) - Aivoua
pefakuisi: KoHTaKkTHa ocoba BignoBigansHa
3a hapmakoHarnag fopobeub Onekcili
MwuikonaiioBuy. MponoHoBaHa pefakuis:
KOHTaKTHa ocoba BignoBiganbHa 3a
thapmakoHarnag Nveosapos Bnagucnas
Onerosuy. 3MiHa KOHTaKTHUX AaHnX

3a
peyenmom

UA/14347/02/01

203.

TOMIPOMAKC

100

TabneTku, BKPUTI

NiBKOBOK 060/I0HKOIO, MO
100 wmr; no 10 TabneTok y

TOB "dapma
Crapt"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
TEXHIYHa NOMW/IKA B TEKCTi MapKyBaHHs

3a
peuyenmom

UA/9877/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
6nictepi; no 1 a6o 3 nikapcbKoro 3acoby B po3aini "2. KinbkicTb
6nicTepn B navj 3 Aio4oi peyoBrHN"
KapTOHyY
204. | TOPBAKAPA® TabneTku, BKPUTI TOB "3eHTiBa" Yecbka BCi eTanu Yecbka BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/15927/01/01
KPUCTAN NNiBKOBOK 060/1I0HKOMD, MO Pecny6nika BUPOOHMLTBA, Pecny6nika mMartepianis: peyenmom
10 mr Ne 30 (15x2), Ne 90 nepBuHHE Ta 3MiHK | TUNY - 3MiHK WoA0
(15x6): no 15 TabneToK y BTOPWHHE 6e3nekn/edheKTUBHOCTI Ta
6nicTepi, no 2 abo 6 nakyBaHHs, thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nicTepiB y KapPTOHHIi KOHTPO/b Ta BUNYCK y3arasibHeHUX JaHvx Npo cuctemy
Kopobui cepiii TN3: TOB thapmakoHarnsay (BBeAeHHs y3arasbHeHnX
"3eHTiBa", Yecbka AaHnx nNpo cuctemy thapmakoHarnsgy,
Pecny6nika; 3MiHa YNOBHOBaX€EHOI 0co6H,
BTOPWHHE BiANOBiA@NbHOI 3a 34iliCHEHHS
nakyesaHHs: AITA hapMakoHarnsay; KOHTakTHOI 0cobu 3
BUPOGHNUNIA thapmakoHarnsgy 3asaBHuKa A5 34iACHEHHS
Kooneparus hapMakoHarnsgy B YKpaiHi, KO0 BOHA
iHBanigis, Yecbka BiAMiHHA BiJ, yNTOBHOB&XeHOI 0co6bu,
Pecny6nika BiANOBiAa/IbHOI 32 3AiICHEHHS
hapmakoHarnagy (BKIHUYatoUmM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLieHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asIBHUKA,
BiANOBiAabHOI 3a thapmakoHarnsag: fitoya
pepakuis — Amel Benkritly. MNponoHoBaHa
pepakuis — Eric Teo/Epik Teo. 3miHa
KOHTaKTHOI 0CO6U B YKpaiHi yNOBHOBaXeEHOI
0Cco6U 3as1BHMKA A1 34iAICHEHHS
thapmakoHarnsagy: ditova pegakuis —
BoiTeHko AHTOH "eoprilioBuy.
MponoHoBaHa pefakuis — KnilumH AHTOH
MwukonaiioBuy. 3MiHa KOHTaKTHWUX JaHUX
YNOBHOBaXXEHOT 0CO6U. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobun. 3MiHa Micus
3/ ACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsgy
205. | TOPBAKAPA® TabneTku, BKPUTI TOB "3eHTiBa" Yecbka BCi eTanu Yecbka BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/15927/01/02
KPUCTAN NNiBKOBOK 060/1I0HKOID, MO Pecny6nika BUPOGHMLTBA, Pecny6nika mMartepianis: peyenmom
20 mr Ne 30 (15x2), Ne 90 nepBrHHE Ta 3MiHK | TUNy - 3MiHKU WoA0
(15x6): no 15 TabneTok y BTOPWHHE 6e3nekn/edheKkTNBHOCTI Ta
6nicTepi, no 2 abo 6 nakyBaHHs, thapmakoHarnsgy. BeegeHHs abo 3miHu Ao

6nicTepiB y KAPTOHHIN
KopooLi

KOHTPO/Ib Ta BMUMYCK
cepii TN3: TOB
"3eHTiBa", Yecbka
Pecny6nika;
BTOPUHHE
nakysaHHa: OITA
BUPOBHNYMIA

y3arasibHeHVX AaHux Npo cucTemy
thapmakoHarnsay (BBe4eHHs y3arasibHeHnX
[aHuX Npo cuctemy hapmMakoHarnsagy,
3MiHa yNOBHOBaXKEHOI 0co6H,
BiANOBiAANbLHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOI ocobu 3
thapmMakoHarsgy 3asaBHUKa ANsi 34iNCHEHHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

koonepaTtuB
iHBanigis, Yecbka
Pecny6nika

hapMakoHarnsagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHS
hapMakoHarnagy (BK1HYatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHI macTep-
thaiina cuctemum chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asIBHUKA,
BiANOBIAa/bHOI 3a thapmakoHarnsag: firoya
pegakuis — Amel Benkritly. MponoHoBaHa
pepakuis — Eric Teo/Epik Teo. 3miHa
KOHTaKTHOI 0CO6U B YKpaiHi yNOBHOBaXeEHOI
0Co6M 3as1BHMKA A1 34iAICHEHHS
thapmakoHarnsagy: ditova pegakuis —
BoiTeHko AHTOH "eoprilioBuy.
MponoHoBaHa pegakuis — KiwmH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOT 0CO6U. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobun. 3MiHa Micus
3[iACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsgy

206.

TOPBAKAPA®
KPUCTAN

TabneTku, BKpUTI
N/1iBKOBOK 060/I0HKOIO, MO
40 mr Ne 30 (10x3): no 10
Tabnetok y 6nictepi, no 3
6nicTepy B KAPTOHHIi
Kopobui

TOB "3eHTiBa"

Yecbka
Pecny6nika

BCi eTanu
BUPOOHMLTBA,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii TN3: TOB
"3eHTiBa", Yecbka
Pecny6nika;
BTOPVHHE
nakysaHHsa: AITA
BMPOGHNUNIA
kooneparve
iHBanigis, Yecbka
Pecny6nika

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKkTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHUX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHvx Npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, AKLL0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 3i/iCHEHHSA
hapmakoHarnagy (BK1HYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
(paiina cuctemu chapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANoBiAabHOI 3a hapmakoHarnsg: Aivova
pepakuis — Amel Benkritly. MponoHosaHa
pepakuis — Eric Teo/Epik Teo. 3miHa
KOHTaKTHOT 0CO6U B YKpaiHi yNOBHOBaXEHO!
0cobu 3asBHUKA 415 34IACHEHHS
hapmakoHarnsagy: ditova pegakuis —
BoiiTeHko AHTOH eoprilioBuy.
MponoHoBaHa pegakuis — KniwmH AHTOH

3a
peyenmom

UA/15927/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MwukonanoBmy. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu. 3MiHa Micus
3[iACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsgy

207.

TPUMICTUH® -
JAPHULA

Masb no 14 ry 1y6i; no 1
Ty6i B nayw,i

MpAT
"PapmaueBTUyH
a hipma
"AapHuus"”

YKpaiHa

MpAT
"®apmaueBTuyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHUX AaHunx Npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHvx Npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBiAa/IbHOT 32 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 4151 34iNCHEHH:
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (BK1HYatoUm KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
paiina cuctemu chapmakoHarnagy) - 3miHa
YNOBHOBaXEHOI 0c06y, BiANOBIAaILHOI 3a
hapmakoHarnag;
MponoHoBaHa pepgakuis - Cipaxos Irop
OnekcaHgpoBny

6e3
peyenma

UA/6123/01/01

208.

TPUGTA3UH-
OAPHULA

PO34MH ANS iH'EKLiA, 2
Mr/mn no 1 ma B amnyni;
no 10 amnyn y kopo6bui; no
5 amnyn y KOHTYPHiiA
YapyHKOBI ynakoBL,i; no 2
KOHTYPHI YapyHKOBI
ynakoBKM B NauLi

MpAT
"PapmaueBTUYH
a thipma
"AapHuus”

YkpaiHa

MpAT
"®apmaueBTuyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux
Martepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHyX Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHnX
[aHuX Npo cuctemy apmakoHarniagy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiNOBIAANbHOI 3@ 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHuka A1 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa
BiJMiHHA Bif, YNMTOBHOBaXEHOI 0cobu,
BiANOBiAANbLHOI 3a 3iliCHEHHSA
thapmakoHarnagy (BKovaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YyNOBHOBaXEHOT 0C06M, BignoBigansHoi 3a
hapmakoHariag;:

3a
peyenmom

UA/3001/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHapoBuy

209.

TPOKCEPYTUH-
JAPHULA

renb, 20 mr/r no 30 r abo
50 ry 1y6i, no 1 Ty6i B
nauuj

MpAT
"PapmaneBTUyH
a hipma
"AapHuus"”

YKpaiHa

MpAT
"®apmaueBTuyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKkTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHUX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHvx Npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
thapmakoHarnsfy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, KLU0 BOHA
BiAMiHHA Bif, YyNOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 3i/iCHEHHSA
hapmakoHarnagy (BK1HYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0c06y, BiANOBiAaLHOI 3a
hapmakoHarnsg: NponoHosaHa pefakuis -
Cipaxos Irop OnekcaHapoBuy

6e3
peyenma

UA/4933/01/01

210.

TYNIN®

TabneTku, BKpUTI
NNiBKOBOK 060/0HKOM, NO
10 mr no 10 TabneTok y
6nicTepi; no 3 6nictepu B
KapTOHHilA KOpO6L

CaHpo3
dapmacbloTikan
3 4.0

CnoBeHis

Nek
hapmaLeBTMyHa
KOMMNaHis 4.4,

CnogeHis

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHK | TUNy - 3MiHKU WoA0
6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
y3araslbHeHUX JaHvx npo cuctemy
dhapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[aHvx nNpo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXKEHOI 0co6H,
BiANOBiAANbLHOI 3a 3iliCHEHHSA
thapmakoHarnsgy; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asaBHUKa 4151 34iNCHEHHS
thapmakoHarnsagy B YkpaiHi, KLU0 BOHA
BiIMiHHa Bif, yNTOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
hapmakoHarnagy (BK1HYaoUn KOHTaKTHI
JaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) -
YnoBHoBaxeHa ocoba 3asaBHUKa A1
3pjiicCHeHHst hapmakoHarnaay:
[Litoua pepakuisa — CebacTbsH
XopH/Sebastian Horn. MNMponoHoBaHa
pefaxuis — Mabpiena Xekep-baps/Gabriele
Hecker-Barth.

3a
peuyenmom

UA/9142/01/01
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PeecmpayjitiHa npoyedypa

Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Bionycky

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

KoHTakTHa ocoba B YKpaiHi ynoBHOBaXeHOi

CnoseHis

Nek

CnogeHis

0ocobu 3asBHUKA 415 34IACHEHHS
thapmakoHarnagy: fitoua pefakuis —
BaweHko BikTopis CepriiBHa. MponoHoBaHa
pegakuis — Opnos B’suecnas BiktopoBuy.
3MiHa KOHTaKTHVX AaHNX YNOBHOBaXKEHOT
0co6U. 3MiHa KOHTaKTHUX SAaHUX KOHTaKTHOI
oco6u. 3MiHa MicuA 34iACHEHHS OCHOBHOT

OiSNbHOCTI 3 dhapmakoHarnisgy. 3MiHa

agpecu Mactep-chaiina. 3miHa Homepa

mMacTep-goaiisia
BHECEHHS 3MiH 10 peecTpavuiliHnX

3a
peyenmom

UA/9142/01/02

211.

TYNIN®

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
20 mr no 10 TabneTok y
6nicTepi; no 3 6nictepu B
KapTOHHIA KopooLi

CaHpos3
dapmacbloTikas
3 4.0

CnoBeHis

hapmaueBTNYHa
KOMnaHis 4.4.

Jlek

CnoBeHis

mMartepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKkTNBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX AaHunx Npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHvx Npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBiAa/IbHOT 32 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asBHUKa 4151 34iNCHEHH:
hapmakoHarnagy B YKpaiHi, AKLL0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAANbHOI 3a 3iiCHEHHS
hapmakoHarnagy (BK1HYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV Y po3MiLLeHHI MacTep-
thaiina cuctemmn thapmakoHarnsgy) -
YnoBHoBaxkeHa 0coba 3asaBHUKa A1
3[iiCHEHHsI hapMakoHariaay:
[itoua pepakuis — CebacTbsH
XopH/Sebastian Horn. MNMponoHoBaHa
pepaxuis — Mabpiena Xekep-baps/Gabriele
Hecker-Barth.
KoHTakTHa ocoba B YkpaiHi yNnOBHOBaXEHOI
0cobu 3asiBHUKA [/15 34iACHEHHS
thapmakoHarnagy: flivoua pefakuis —
BaweHko BikTopis CepriiBHa. [MponoHoBaHa
pefakuis — Opnos B’auecnas BiktopoBuy.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT
0CcOo6M. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
oco6u. 3MiHa Micus 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa
agpecy Mactep-chaiina. 3miHa Homepa
mMacTep-gaiina

3a

BHECEHHS 3MiH 0 peecTpaLiiHnx

UA/9142/01/03

TabNeTKn, BKPUTI

CaHpo3

212.

TYNIN®
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PeecmpayjitiHa npoyedypa

Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Bionycky

peecmpayiliHo2o

nocsBi0OYeHHs

3acoby

mMartepianis:

peyenmom

40 wr no 10 TabneTok y

NNiBKOBOK 060/10HKOO, NO

6nicTepi; no 3 6rictepu B
KapTOHHIlA KOpooLi

PapmacbloTikas

34.0.

hapmaueBTUYHA
KOMnaHis 4.4.

ITanis

3MiHY | TUny - 3MiHK WoAao
6e3nekn/edheKkTNBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHn fo
y3arasibHeHUX AaHunx npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3arasibHeHux
AaHuX Npo cuctemy hapmMakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0co6y,
BiANOBIAA/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YyNOBHOBaXeEHOI 0cobu,
BiANOBIA&NbHOI 3a 3i/iCHEHHSA
thapmakoHarnsgy (BKIouvatoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
thaiina cuctemmn thapmakoHarnsgy) -
YnoBHoBaxeHa ocoba 3asaBHUKa A1
3[iiCHEHHS1 hapMakoHariaay:

[itoua pepakuis — CebacTbsiH
XopH/Sebastian Horn. MponoHoBaHa
pepakuis — Mabpiena Xekep-baps/Gabriele
Hecker-Barth.

KoHTakTHa ocoba B YkpaiHi yNnoBHOBaXeHOI
0cobu 3asiBHUKA [/15 3A4iACHEHHS
thapmakoHarnagy: fiivoua pefakuis —
BalueHko Biktopis CepriiBHa. MNponoHoBaHa
pefakuis — Opnos B’ayecnas BiktopoBuy.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI
0CcOo6U. 3MiHa KOHTaKTHUX A@HNX KOHTaKTHOT
ocobu. 3MiHa MicLs 3AiACHEHHS1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarniagy. 3MiHa
agpecu mactep-chaiina. 3miHa Homepa
mMacTep-gaiina
BHECEHHS 3MiH [0 peecTpavuiiHnX

3a

UA/11926/01/01

213.

YPOPEK

Kancynv Teepgi no 4 mr no
10 kancyn y 6nictepi; no
1, a6o no 3, abo no 5, a6o
no 9 6nicTepiB y KAPTOHHIN
nauvui

Pekopgaari
Aineng Ntpg,

Ipnangis

Pekopgarti IHgacTpia
Ximika e
dapmacesTika
C.n.A.

mMartepianis:
3MiHuM | TUNY - 3MiHa y NnapameTpax
crneungikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCS Y NPOLECi BUPOOHMLTBA
ADI - 3BY)XXEHHA AOMYCTUMUX MEX 3a
NOKa3HWKOM «CynyTHi AOMILLIKM»
cneumadikalii Ha MOMEHT Ta Ha TEPMIH
npugatHocTi APl cunofo3nHy; 3BY)XXeHHS
O0NYCTUMUX MEX 38 MOKa3HUKOM

peyerimom

«OnTMYHUIA i3oMep» cneumdikalii Ha
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MOMEHT Ta Ha TepMiH npugaTHocTi AdD|
CUI0A03UHY; 3BY)XXEHHSI AONYCTUMUX MEX 3a
nokasHukom «Bopga» cneumdikavii Ha
TepMiH npugaTtHocTi A®| cniofo3uHy; 3MiHN
| Tuny - 3miHn B npoueci BupobHuytBa AdI -
3MiHa y 3aKpuTiil YacTuHI MacTep-ghaiina Ha
A, a came 3MiHM Y BUPOBHMYOMY NpoLeci
BMXigHoro martepiany KMD-3213-13, wwo
BVIKOPWCTOBYETbLCS y CUHTE3I ADI|
CUNOA03MHY; 3MiHM | TUMY - 3MiHW B NpoLeci
BMPO6HMLTBA AD| (HE3HAYHA 3MiHA Y
3aKpUTIil YacTuHI MacTep-gaiina Ha Adl) -
3MiHa y 3aKpuTiil YacTuUHI MacTep-paiina Ha
A®l, a came foaBaHHs HOBOrO peakTopa,
06’emom 3000 L, L0 BUKOPUCTOBYETHLCA Y
BMPO6HULTBI ADI CMNof03UHY

214.

YPOPEK

Kancynv Teepgi no 8 mr no
10 kancyn y 6nictepi; no
1, a6o no 3, abo no 5, a6o
no 9 6nicTepiB y KAPTOHHIN
nauvui

Pekopgaari
Aineng Ntpg,

Ipnangis

Pekopgarti IHgacTpia
Ximika e
dapmacesTika
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:
3MiHuM | TUNY - 3MiHa y NnapameTpax
crneungikauiii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCS Y NPOLECi BUPOOHMLTBA
ADI - 3BY)XXEHHA AOMYCTUMUX MEX 3a
NOKa3HWKOM «CynyTHi AOMILLIKM»
cneumadikalii Ha MOMEHT Ta Ha TEPMIH
npugatHocTi APl cunofo3nHy; 3BY)XXeHHS
O0NYCTUMUX MEX 38 MOKa3HUKOM
«OnTWYHUIA i30Mep» cnevmdikadii Ha
MOMEHT Ta Ha TepMiH npugaTHocTi Ad|
CUI0A03UHY; 3BY)XXEHHSI ONYCTUMUX MEX 3a
nokasHukom «Bopga» cneumdikauii Ha
TepMiH npugaTtHocTi A®| cniof03uHyY; 3MiHW
| TMny - 3miHK B Npoveci BUpobHuuTBa Ad| -
3MiHa y 3aKpuTIiil YacTuHI macTep-haiina Ha
A®I, a came 3MiHM Y BUPOOHNYOMY MpOLECi
BUXigHOro matepiany KMD-3213-13, wo
BUKOPUCTOBYETLCA Yy CUHTE3I ADI
CWI04,03MHY; 3MiHUW | TUMY - 3MiHW B NpoLeci
BMpo6bHULUTBa APl (HE3HAUYHA 3MiHa Y
3aKpuTIil YacTuHI macTep-gaiina Ha AdPl) -
3MiHa y 3aKpuTiil YacTuHI MacTep-ghaiina Ha
A®I, a came goaaBaHHs HOBOro peakropa,
06’emom 3000 L, L0 BUKOPUCTOBYETHLCA Y
BMPO6GHULTBI ADI cnnofo3nHy

3a
peyerimom

UA/11926/01/02

215.

YPCOXON®

Kancynu no 250 mr no 10
Kancyn y KOHTYpPHii

MpAT
"PapmaueBTUYH

YkpaiHa

MpAT
"PapmaueBTnyHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux
Martepianis:

3a
peyenmom

UA/9018/01/01
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n/n

JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

nocsBi0OYeHHs

YapyHKOBIli ynakoBLj, no 5
a60 no 10 KOHTYPHMX
YapyHKOBUX YNaKkoBOK Y
nauui

a thipma
"AapHnus”

ipma "OapHuus”

3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX faHyX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHuX Npo cuctemy apmakoHarisgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&NbHOI 3a 3iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BifJ, yNOBHOBaXeHOI 0cobu,
BiANOBiAANbLHOI 3a 3ilicCHEHHS
thapmakoHarnsgy (BKIuyaum KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/ILHOI 3a
dhapmakoHarnsag;
[Litova pepakuin - Cmox CTaHicnasa
AHaTtoniiBHa. MponoHoBaHa pegakuis -
Cipaxos Irop OnekcaHgpoBMY

216.

217.

DPAMOTUANH-
AAPHULUA

®-rE/Ib®

TabneTku, BKPUTI
060/10HKO0, M0 20 Mr No
10 TabNeToK y KOHTYpHIl
YapyHKOBIli ynakoBLj, no 2
KOHTYPHI YapyHKOBI
yNakoBKM B naui

MpAT
"papmMaueBTNYH
a thipma
"fNapHuus"”

YKpaiHa

MpAT
"bapmaueBTnyHA
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnX
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
AaHux nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBiAaNbLHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA BiJ, yNTOBHOB&XeHOI 0co6bu,
BiANOBiAa/IbHOT 3a 3AiICHEHHS
hapmakoHarnagy (BKIHUYatoUmM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLieHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
hapmakoHarnag:
[Litoua pepakuin - Cmox CtaHicnasa
AHatoniiBHa. MponoHoBaHa pefakuis -
Cipaxos Irop OnekcaHapoBuy

3a
peyenmom

UA/8956/01/01

renb, 25 mr/rno 30 ry
Ty6i; no 1 Ty6i B nayw,

MpAT
"papmaLeBTNYH
a thipma

YKpaiHa

MpAT
"bapmaLieBTnyHa
dipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis:
3MiHK | TNy - 3MiHK Woa0

3a
peuyenmom

UA/8589/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

nocsBi0OYeHHs

218.

"fapHuus"”

6e3nekun/edheKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHvx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHux
[aHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0cobH,
BiANOBiAANbLHOI 3a 3iicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa An5 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA
BiIMiHHA BiJ, yNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHS
hapMakoHarnagy (BK1H4YatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0C06M, BignoBigansHoi 3a
hapmakoHarnag:
[itoua pepakuis - CmoBx CTaHicnasa
AHatoniiBHa. MponoHoBaHa pefakuis -
Cipaxos Irop OnekcaHaposuy

®EJVH-20@

Kancynu rno 20 mr rno 10
Kancyn y 6nictepi; no 3
6nicTepu B naywj 3
KapTOHy

OpraHocuH
Naiicp CaeHcnz
Met. 14,

IHAjA

EBepTomxeH Navid
CaeHcus Jlivites

IHAjA

BHECEHHS 3MiH 10 peecTpavuiliHnX
mMartepianis:
3MiHuM | Tuny - 3MiHa napameTpis
cneuudikauin Ta/abo [oNycTUMUX MEX
rOTOBOrO NiKapCbKOro 3acoby - BHECEHHS
3MiH o Cneuvdikauii roToBOro fikapcbkoro
3aco0y, a came: 3BY)XEHHSI KpuTepiiB
NPUIAHATHOCTI 3a NokasHukoM "KinbkicHe
BM3HAYEHHS" HA MOMEHT BUMYCKY; 3MiHW |
TMny - 3MiHa napameTpiB crneumdikawii
Ta/abo foNyCTUMUX MEX rOTOBOrO
NiKapcbKoro 3acoby - AOMNOBHEHHS
Cneuudikauii/MeTogiB BUNpobyBaHHs
roTOBOrO JiKapCbKOro 3acoby HOBUM
nokasHukom "CynpoBigHi AOMiLLKn"
BiANOBIAHUM METOA0M BUNPOOYBaHHS; 3MiHN
| TMNy - 3MiHa y MeTofax BUNPobyBaHHSA
rOTOBOrO /1iKapCbKOro 3acoby - BHECEHHS
3MiH 0 MeTofy BUNPOGYyBaHHSA rOTOBOrO
NikapcbKoro 3acoby 3a NMoKasHUKOM
«OAHOPIAHICTb A030BaHNX OANHULb»,
30Kpema: BBeeHHS 0On1cy MeTOAMKN
BUNPOGYBaHHS; 3MiHW | TUNY - 3MiHa Y
mMeTofax BUNPOOyBaHHS roTOBOrO
NiKapCbKOro 3acoby - BHECEHHS HEe3HAaYHUX
3MiH 0 MeTofy BUNPoGYBaHHSA rOTOBOrO

NiKapCbKOro 3acoby 3a NOKa3HMKOM

3a
peyenmom

UA/1239/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

"KinbkicHe BU3Ha4yeHHS": 3MiHa B
pO3paxyHKOBi hopmMy i, 3a3HaYEHHS
iHchopMmaLii LLoA0 PO3UNHHMKE,
CTaHZapTHOro 3paska, peakTuBy A1
NpUroTyBaHHs Byd)epHoro posymHy

219.

®EJVH-20@

kancynu no 20 mr in bulk:
no 2500 kancyny
noABINHNX
nonieTuIeHoBMX naketax

OpraHocuH
Naiicp CaeHcnz
Met. 14,

IHAjA

EBepTomxeH Navid
CaeHcus Jlivites

IHAjA

BHECEHHS 3MiH 10 peecTpaviliHnX
mMartepianis:
3MiHuM | TMny - 3MiHa napameTpis
cneuudikauin Ta/abo [oNyCTUMUX MEX
rOTOBOrO NiKapCbKOro 3acoby - BHECEHHS
3MiH o Cneuvdikauii roToBOro nikapcbkoro
3aco0y, a came: 3BY)XEHHSI KpuTepiiB
NPUIAHATHOCTI 3a NokasHukoM "KinbkicHe
BM3HAYEHHS" HA MOMEHT BUMYCKY; 3MiHW |
TMny - 3MiHa napameTpiB crneumdikawii
Ta/abo foNyCTUMUX MEX rOTOBOrO
NiKapcbKoro 3acoby - AOMNOBHEHHS
Cneuudikauii/MeTogiB BUNpobyBaHHs
roTOBOrO JiKapCbKOro 3acoby HoOBUM
nokasHukom "CynpoBigHi AOMiLLKW"
BiANOBIAHUM METOA0M BUNPOOYBaHHS; 3MiHN
| TMNy - 3MiHa y MeTofax BUNPobyBaHHSA
rOTOBOrO /1iKapCbKOro 3acoby - BHECEHHS
3MiH 0 MeTofy BUNPOGYyBaHHSA rOTOBOrO
NikapcbKoro 3acoby 3a NMoKasHUKOM
«OAHOPIAHICTb A030BaHNX OANHULb»,
30Kpema: BBeeHHS 0On1cy MeTOAMKN
BUNPOGYBaHHS; 3MiHW | TUNY - 3MiHa Y
mMeTofax BUNPOOyBaHHS roTOBOrO
NiKapCbKOro 3acoby - BHECEHHSA HEe3HaYHUX
3MiH 0 MeTofy BUNPOGYBaHHSA rOTOBOrO
NiKapcbKoro 3acoby 3a NOKa3HUKOM
"KinbkicHe BU3Ha4YeHHSA": 3MiHa B
pO3paxyHKOBii hopMy/ii, 3a3HAYEHHS
iHhopmauii WoA0 pPO3UMHHYMKA,
CTaHapTHOro 3paska, peakTuBy A1
NpUroTyBaHHs 6ydqepHOro po3unHy

UA/1240/01/01

220.

®EPME],

PO34MH ANs iH'ekuin, 20
Mr/mn no 5 mn B amnyni;
no 5 amnyn y KapTOHHiiA
Kopobui

Megiue
ApuHaiimitTTens
MoTTep Mvbx &

Ko. KI

HimeyunHa

Megiue
ApuHaiimiTTens
MoTTep M6X & Ko.
Kr

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMarepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edheKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHKX NPo cUcTeMy
thapmakoHarnagy (BBeAeHHS y3arasibHeHnX
OaHux nNpo cuctemy chapmakoHarnsay,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 32 34iNCHEHHS

3a
peyenmom

UA/13237/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnisgy 3asBHUKa 4151 34iNCHEHH:
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIA&NbHOI 3a 3iiCHEHHSA
thapmakoHarnsgy (BKIo4yatum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
thaiina cuctemmn thapmakoHarnsgy) -
KoHTakTHa ocoba 3asBHMKa B YKpaiHi gns
3[iiCHEHHs1 hapMakoHarsay.
lMponoHoBaHa pegakuist - MMPOHeHKo
Cepriii OnekcaHApoBMY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asBHUKA B YKpaiHi
0015 30iiCHeHHS chapmakoHarnsgy
221. | ®EPYMBO cupon, 50 mr/5 mn no 50 My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/2106/01/01
My piakoHi CKNsiHOMY akuioHepHe akuioHepHe mMartepianis: peuenmom
ab6o nonimepHomy; o 1 TOBapuUCTBO TOBapUCTBO 3MiHK | TUNy - 3MiHa NocTaYasibHMKa
donakoHy pasom 3 "HaykoBo- "HaykoBo- nakyBaslbHUX MaTepianis abo
[103yBas/IbHUM MPUCTPOEM BUPOGHNUNIA BUPOBHNYMIA LIEeHTP KOMNIEKTYHUMX (SKLLO 3a3HAYEHO B [OCLE)
B nayyj; no 100 mny LeHTp "BopLuariscbkuii (BUNYYEHHS NnocTayasibHKKa) - BHECEHHS
donakoHi cknsHomy; no 1 "BopLyariBcbkuii XiMiKO- 3MiH o p.3.2.P.7.Cnuctema
onakoHy pasom 3 XiMiKo- hapmaueBTUYHNIA KOHTeliHep/3akynopoBasibHWiA 3aci6,
[03yBa/TbHUM NPUCTPOEM hapmaLeBTUYHN 3aBog" 30Kpema: BUyYEHHSI HaliMeHyBaHHs
B nauuj; no 100 mny  3aBog", noctavasibHWKIB NakyBaslbHUX MaTepiais
6aHui; no 1 6aHLi pa3om 3
[03yBa/TbHUM NPUCTPOEM
B mauui
222. | ®IBPUHA3A-10 TabneTku, BKPUTI OpraHocuH IHAain EBepTomkeH Naiid IHAis BHECEHHS 3MiH [0 peecTpauiiHux - UA/10427/01/01
060/10HKOH, Naiicp CaeHcus CaeHcus JliviTeq MaTepianis: 3miHu | TMNy - AgMIHICTPaTUBHI
KMLLKOBOPO34UHHI no 10 Met. N14. 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo aapecu
Mr in bulk: no 2500 MiCLiA NPOBAKEHHS AiSNIbHOCTI
TabneTok y KoHTeliHepax BMPOGHUKa/iMnopTepa roToBOro /likapcbkoro
3aco0y, BKHOYAKUN [iSTbHUL BUNYCKY cepii
ab0 MicLe NpoBefileHHA KOHTPO/IHO SAKOCTI.
([isnbHICTb, 3a 5Ky BignoBigae
BMPOGHWK/IMNOpTep, BKIOYAUN BUMYCK
cepiii) (3MiHa agpecy BUPOGHUKa, 6e3 3MiHM
MicLA BUPOGHMLTBA). 3MiHV BHECEHI Y p.
"MicLe3HaxoMKeHHs1 BUpOGHMKa Ta agpeca
MicLSt NPOBa/KEHHSN 10r0 AisiNbHOCTI" B
IHCTPYKL,iO 419 MEeIMYHOrO 3aCTOCyBaHHS,
SIK HACNIJOK — BIAMNOBIAHI 3MiHWN Y TeKCTi
MapKyBaHHS YNakoBKW STiKapcbKoro 3acoby
(TepMiH BBEAEHHS 3MiH MPOTArOM 3-X
MicsiLiB MicNs 3aTBepPAKEHHS)
223. | ®IBPUHA3A-10 TabneTku, BKPUTI OpraHocuH IHAin EBepTomKeH Saiid IHAis BHECEHHS 3MiH [0 peecTpavuiiHux 3a UA/10426/01/01
060/10HKOH), Jaiicp CaeHcus CaeHcus JliviTeq MaTepianis: 3miHu | TMNy - AgMIHICTPaTUBHI peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

KMLLKOBOPO34UHHI no 10
Mmr, no 10 TabneTok y
6nicTepi; no 1, 3 abo no
10 6nicTepiB y KAPTOHHIl
nauuj

MeT. NiTA.

3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu
MiCLiA NMPOBAKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BKIYaUuun AiNbHALL BUNYCKy cepii
ab0 MicLe NpoBeAEeHHS! KOHTPOSIIO SIKOCTI.
(misnbHiCTb, 3a Ky BignoBigae
BUPOGHMK/IMNOPTEP, BK/IOYAKOYN BUMYCK
cepiit) (3mMiHa agpecu BUPOGHMKA, 6€3 3MiHK
MicLS BUPO6HULITBA). 3MiHW BHECEHI Y p.
"Micue3HaxompKeHHs BUPO6HVKa Ta afpeca
MiCLiA NMPOBaKEHHS OO Ais/IbHOCTI" B
IHCTPYKL,it0 419 MeANYHOro 3aCTOCyBaHHS,
SIK HACNIJOK — BIAMNOBIAHI 3MiHWN Y TEKCTi
MapKyBaHHS yNakoBKW /TikapcbKoro 3acoby
(TepmiH BBEAEHHS 3MiH MPOTAroM 3-X
MicsAILiB Micnsa 3aTBEpAKEHHS)

224,

®DIBPUHA3A-20

TabneTkn, BKPUTI
060/10HKOIO,
KMLLKOBOPO34MHHI no 20
Mmr, no 10 TabneTok y
6nicTepi; no 1, 3 abo no
10 6nicTepiB y KAPTOHHIl
nauuj

OpraHocuH
Naiich CaeHcnz
MeT. NiTA.

IHais

EBepTomxeH Navid

CaeHcu3 JlimiTeq

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
MaTtepianis: 3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu

MiCLiA MPOBAKEHHS AiS/IbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro /likapcbkoro
3aco6by, BKIYaUun AiNbHALL BUNYCKy cepii

ab0 MicLe NpoBeAEHHSI KOHTPOSIHO SIKOCTI.

([isnbHICTb, 3a SAKy Bignosigae

BUPOGHMK/IMNOPTEP, BK/IOYAKYN BUMYCK
cepiit) (3MiHa agpecu BUPOGHMKA, 6€3 3MiHU
MicLUSl BUPO6HULITBA). 3MiHW BHECEHI Y p.
"Micue3HaxomkeHHs BUPO6HVKa Ta agpeca
MiCLiA MPOBa)KEHHS Or0 Ais/IbHOCTI" B
IHCTPYKL,it0 419 MEeANYHOro 3aCTOCyBaHHS,
SIK HACNILOK — BIAMNOBIAHI 3MiHWN Y TEKCTi
MapKyBaHHS! YNakoBKW JTiKapcbKoro 3acoby
(TepMmiH BBEAEHHS 3MiH NPOTAroM 3-X
MicAILiB Micns 3aTBepAKEHHS)

3a
peyerimom

UA/10426/01/02

225.

DIBPUHA3A-20

TabneTkn, BKPUTI
060/10HKOI0,
KMLLKOBOPO34MHHI no 20
mr in bulk: no 2500
TabneTokK y KoHTeliHepax

OpraHocuH
Naiigp CaeHcnz
MeT. NiTA.

IHZis

EBepTogxeH Javid

CaeHcu3 Jlimitep

IHais

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTtepianis: 3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu

MiCLst MPOBaKEHHS Aisi/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /likapcbKoro
3ac06y, BKOYaUM finbHUL BUNYCKY cepii

ab0 MicLe NpoBeAEeHHS1 KOHTPOJIIO SIKOCTI.

(misnbHICTb, 3a SAKy Bignosigae

BUPOGHMK/IMNOPTEP, BK/IOYAKUN BUMYCK
cepiit) (3MiHa agpecu BUPOGHMKa, 6€3 3MiHU

MicLSt BUPO6HULITBA). 3MiHW BHECEHI Y p.
"Micue3HaxompKeHHs BUPO6HVKa Ta afpeca

MiCLisi MPOBaMKEHHS 0r0 AisNbHOCTI" B

UA/10427/01/02
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
IHCTPYKL,i0 415 MeANYHOro 3aCTOCyBaHHS,
AK HACMiJOK — BiAMNOBIAHI 3MiHW Y TEKCTi
MapKyBaHHS YNakoBKV NikapCcbKoro 3acoby
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X
MiCSALIB MiCNSA 3aTBEPKEHHS)
226. | PJIEMOK/NAB TabneTku, Wo AcTennac HigepnaHan Actennac ®apma HigepnaHnaun BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/4458/01/01
CONMIOTAB® aucnepryroTses, no 125 ®apma KOpon tOpon B.B. mMartepianis: peyenmom
mr/31,25 mr no 4 Tabnetku B.B. 3MiHM | TURY - 3MiHW [0 IHCTPYKLiT Ans
y 6nicTepi; no 5 6nictepis MeANYHOro 3aCTOCYBaHHA Y PO34inu:
Y KapTOHHii1 kopobu,i "Oco6numBocTi 3acTocyBaHHA", "Mo6iYHi
peakuii” BignoBigHO A0 OHOB/IEHOT
iHdbopmalii 3 6e3neku Aito4oi pevyoBUHU
227. | ®JIEMOK/AB Tabnetku, Lo Actennac HigepnaHan Actennac ®apma HigepnaHnamn BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/4458/01/02
CONMIOTAB® aucnepryroTbes, no 250 dapma HOpon tOpon B.B. Martepianis: peyenmom
Mr/62,5 Mr no 4 TabneTku B.B. 3MiHM | TUNY - 3MiHW 0 IHCTPYKUIT Ans
y 6nicTepi; no 5 6nictepis Me[MYHOro 3aCTOCYBaHHA Y Po3ainu:
Y KapTOHHIA Kopobui "Oco6mBocCTi 3acTocyBaHHS", “Mo6iYHi
peaxuii” BignoBigHO 40 OHOB/IEHOT
iHdbopmaLii 3 6e3neku Aitoyoi pevyoBUHU
228. | ®JIEMOK/IAB TabneTku, Wo AcTtennac HinepnaHngu Actennac dapma HigepnaHgn BHECEHHS 3MiH 10 peecTpavuiliHnX 3a UA/4458/01/03
CONMIOTAB® aucneprytoTtbes, no 500 ®apma KOpon tOpon B.B. mMartepianis: peyernmom
Mr/125 Mr no 4 TabneTtkn y B.B. 3MiHM | TUMY - 3MiHW [0 IHCTPYKLIT AnA
6nicTepi; no 5 6nictepis y MeJMVYHOro 3aCTOCYBaHHS Y PO34inu:
KapTOHHilA Kopoo6Li "Oco6numBocTi 3acTocyBaHHA", "Mo6IYHi
peaxuii” BignoBigHO A0 OHOB/EHOT
iHdhopmalii 3 6e3neku Aiko4oi pevyoBUHN
229. | ®JIEMOK/AB Tabnetku, Wo Actennac HigepnaHan Actennac ®apma HigepnaHaun BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/4458/01/04
CONMIOTAB® amcnepryroTses, no 875 ®apma HOpon tOpon B.B. mMartepianis: peyenmom
Mr/125 wmr, no 7 TabneTok B.B. 3MiHM | TUMy - 3MiHW [0 IHCTPYKUiT Ans
y 6nicTepi; no 2 6nictepu MeAMYHOro 3aCTOCYBaHHSA Y PO34inu:
Y KapTOHHIl navui "Oco6mBocTi 3acTocyBaHHSA", "Mo6iYHi
peakujii" BiANOBIAHO 4O OHOBMEHOT
iHbopmaLii 3 6e3neku Aitoyoi pevyoBUHU
230. | ®ZTIYKOHA3ON - po3unH ANs iHdysili, 2 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/14391/01/01
AAPHULUA mr/mn no 100 mny "papmaueBTNYH "apmaueBTnyHa mMartepianis: peyenmom
donakoHi, no 1 dpnakoHy B a thipma dipma "OapHuus” 3MiHK | TUNy - 3MiHK WoA0
nauuj; no 100 mny "fapHuus” 6e3nekn/edpeKkTnBHOCTI Ta

dhnakoHax

chapmakoHarnsgy. BeegeHHsa abo 3miHn fjo
y3arasibHeHUX JaHyX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHuX Npo cuctemy apmMmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAANbHOI 3a 3i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiMiHHA Bif YNTOBHOBaXKEHOI 0CcobH,




166

n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBiAANbLHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIuyaym KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-

thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/IbHOI 3a
thapmakoHarnsag;
[Litoua pepakuin - Cmox CTaHicnasa
AHartoniiBHa. MponoHoBaHa pefakuis -
Cipaxos Irop OnekcaHgpoBmy

231.

®JTYKOHA3O0/1-
AAPHULUA

kancynu no 50 mr Ne 10
(10x1) y KOHTYpHii1
YapyHKOBIli ynakoBLi y
naui

MpAT
"papmaueBTUYH
a thipma
"fNapHuus"”

YKpaiHa

MpAT
"bapmaLieBTnyHA
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHuX
marepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/eheKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnagy (BBefeHHs y3arasibHeHNX
AaHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBiAANbLHOI 3a 34i/icCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa A15 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KL BOHA
BiAMiHHA BifJ, yNTOBHOB&XeHOI 0cobu,
BiANOBiAA/IbHOT 32 3AiICHEHHS
hapmakoHarnagy (BK1HYatoUmn KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
hapmakoHarnag;: [itoua pegakuis - CMOBX
CraHicnaBa AHaToniiBHa. [ponoHoBaHa
pegakuis - Cipaxos Irop OnekcaHgposuy

3a
peyenmom

UA/1153/01/01

232.

®TYKOHA3O/T-
JAPHULA

karncynu no 100 mr Ne 10
(10x1) y KOHTYpHiii
YapyHKOBIli ynakoBLii y
nauui

MpAT
"PapmaueBTUyH
a hipma
"OapHnuya™

YkpaiHa

MpAT
"®GapmaueBTnyHa
ipma "dapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edheKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHKX Npo cucTemy
thapmakoHarnagy (BBe4eHHS y3arasibHeHnX
OaHux nNpo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS
thapmakoHarnsay; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHA BifJ, YyNOBHOBaXeHOI 0co6u,
BiNOBIAANbHOI 3@ 3AiACHEHHS
hapmakoHarnsay (BKIKYaUM KOHTaKTHI

3a
peyenmom

UA/1153/01/02
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
[AaHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnagy) - 3miHa
YNOBHOBaXEHOI 0c06u, BiANOBiAabLHOI 3a
thapmakoHarnag: ditova pegakuis - CMOBX
Cranicnasa AHatoniiBHa. [ponoHoBaHa
pepakuis - Cipaxos Irop OnekcaHapoBmY
233. | ®JTYKOHASOI/1- Kancynu no 150 mr Ne 1 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnX Ne 1 - 6e3 UA/1153/01/03
AAPHULUA (1x1), Ne 2 (1x2), Ne 3 "papmMaueBTNYH "bapmaleBTnyHA marepianis: peyenma;
(1x3) Yy KOHTYpPHUX a thipma hipma "OapHuus” 3MiHK | TUNY - 3MiHK WoA0 Ne 2, Ne 3 -
YapyHKOBMX yNakoBKax Yy "AapHuus" 6e3nekn/eheKTMBHOCTI Ta 3a
nauui thapmakoHarnagy. BeegeHHs abo 3amiHn go peyenmom
y3arasibHeHUX JaHvx Npo cuctemy
dhapmakoHarnsgy (BBefeHHs y3arabHeHux
AaHnx nNpo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBiAANbLHOI 3a 34i/icCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnsgy 3asaBHuKa A1s 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA BiJ, yNTOBHOB&XXeHOI 0cobu,
BiANOBiAa/IbHOT 32 3AiICHEHHS
hapmakoHarnagy (BKIHYaoUmM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLieHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
hapmakoHarnag;: [itoua pegakuis - CMOBX
CraHicnasa AHaToniiBHa. [ponoHoBaHa
pegakuis - Cipaxos Irop OnekcaHaposuy
234. | POKCEPO® NMOPOLLOK A/151 OPa/TbHOT Ankanoig AQ- Pecny6nika BMPOGHULITBO IHgis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15271/02/01
cycneHsii, 40 mr/5 mn, 1 Ckorn'e MakeoHis Hepo3ghacoBaHoro Pecny6nika mMarepianis: peuenmom
h/1akoH 3 NOPOLLKOM B NpoAykKTy, NepBuHHe MakeoHis 3MiHM | TUNy - 3MiHa NPUCTPOIB ANA
KapTOHHI KOpooLyi nakyBaHHs: JToniH BMMIpIOBaHHA 4031 ab0 BBEAEHHS
NimiTes., IHAiN; nikapcbKoro 3acoby - 3amiHa
BTOPUHHE 3aTBEPKEHOr0 A03yBaUILHOIO LWNpULY 3
nakyBaHHs: BUKOpPUCTaHHAM nosietTuneHy Riblene MR
Ankanoig AQ- 10 R HOBVM [03YBaUIbHUM LLUMNPULIOM,
Ckon'e, Pecny6nika 3p06/IEHVM 3 BUKOPUCTAHHAM NosieTUneHy
MakefoHisi; BUNycK Pharmalene MR 10 PH
cepii: Ankanoig A-
Ckon’e, Pecny6nika
MakefoHis
235. | XnorooInint KOHLLeHTpAaT 415 PO3UYUHY ToBapucTso 3 YKpaiHa KOHTPO/b AKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/1556/04/01
ANs iH'eKUii, cnupToBWiA, 06MEXEHO BMNYCK cepil: MaTepianis: 3miHu |l TMny - 3MiHK WoA0 peyenmom
2,5 mr/Mn no 2 mn B BiANOBIAANbHICT ToBapucTBo 3 6e3nekn/edpeKkTNBHOCTI Ta
amnynax; no 10 amnyn B 10 "[JocnigHnia 06MeXeHo thapmakoHarnagy. BHeceHHs1 a6o 3MiHa(1)

nadui; no 10 amnyny
6nictepi; no 1 6rictepy y

3asog "rHUC"

BiANOBIAAILHICTIO
"[locnigHwii 3aBog

[0 3060B'A3aHb Ta yMOB BuAA
PEECTPALLiHOIO MOCBIAYEHHS, BK/IOYAKYN
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

naJui 3 KapToHy

"THUJC", YKpaiHa,
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"®GapmaueBTnyHa
KOMMaHis
"3p0poB'a”, YkpaiHa

MnaH ynpasniHHSA pu3nkamu (3aCTocyBaHHS
3MiH(K), AKi(a) BUMaratoTb(€) NoAanbLLIOro
06r'pyHTYBaHHSI HOBUMW [,0AATKOBUM
JaHumMu, Lo MatoTb HaJasaTtucs
KOMMETEHTHVM OpraHoM, OCKiflbKK
BUMAraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM
opraHom) (BukoHaHHs1 3060B'si3aHb
BIANOBIAHO A0 MignyHKTY 1.13 nyHKTY 1,
nianyHkTy 2.3 NyHKTY 2 gopatky 15 go
Mopsaky NPoBeAEHHS ekcnepTusu
peecTpavuiinHMX MaTepiasiB Ha Nikapcbki
3aco6u, L0 NOAAITLCA Ha AepXaBHy
peecTpadito (nepepeecTpaLiio), a Takox
eKcrnepTn3n MaTepiasliB NPo BHECEHHS 3MiH
[0 peecTpauiiHnx Martepianis NpoTarom faii
peecTpauiiiHoro NocBigYeHHs,
3aTBepMAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Bif 23.07.2015 Ne 460)

236.

XYMANOIr® MIKC
25

cycneHsis ans
NiALWKIPHOro BBEAEHHS,
100 MO/mn in bulk no 3,0
My KapTpugxkax no 325
a6o 330 kapTpuaxis y
noTkax

Eni Ninni
HepepneHp B.
B.

Higepnangu

Ninni ®paHc

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMartepianis:
3MiHKM | TUNY - 3MiHW Y NpoLeci BUPOGHULITBA
roTOBOrO MiKapCbKOro 3acoby, BK/IUaKUM
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCSA
npu BUPOBHULITBI FOTOBOTO J1iKAPCLKOr0
3ac06y - 3MiHW B NpoLieci BUPO6HMLTBA
roToBOro sikapcbkoro 3acoby (p. 3.2.P.3.3) -
cTaHgapTM3auis HoBOI thibTpaviiHol
YCTaHOBKYM; 3MiHU | TUMY - 3MiHK
BMNpo6YyBaHb abo AOMYCTUMUX MEX,
BCT@HOB/EHMX Y cnevudikavisx, nig yac
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby
(3BY)XEHHS AOMYCTUMUX MEX)

UA/8353/01/01

237.

XYMAOIr® MIKC
25

cycneHsia ans
NigLWKIPHOrO BBEAEHHS,
100 MO/mn no 3 mny
CKNISAHOMY KapTpuaxi; no 5
KapTPUAXKIB Y KAPTOHHIN
ynakoBLi; no 3 mny
CKMSAHOMY KapTpuaxi,
BK/1afleHOMY Y LNpuL-
pyuky KsikleH; no 5
LNpuL-pyvok KeiklMeH y
KapTOHHI ynakoBui

Eni Ninni
Hepepnexa B.B.

Higepnangn

Ninni ®paHc

PpaHLis

BHECEHHS 3MiH [0 peecTpauiiHux
mMartepianis:
3MiHM | TNy - 3MiHK y NpoLeci BUpo6GHMLTBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaoum
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCSA
npvi BUPOGHMLITBI FOTOBOTO NiKAPCHKOro
3aco6y - 3MiHW B NpoLieci BUPOGHULITBA
roToBOro nikapcbkoro 3acoby (p. 3.2.P.3.3) -
cTaHAapTM3auis HoBOI thinbTpayiiHol
YCTaHOBKW; 3MiHU | TUMY - 3MiHK
BMNPOOYBaHb abo fONYCTUMUX MEX,
BCT@HOB/EHMX Y cneyudikauisx, nig yac
BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby
(3BYXXEHHS1 4ONYCTUMUX MEX)

3a
peyenmom

UA/8352/01/01
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
238. | XYMANIOI® MIKC | cycneHsia ans Eni Ninni HigepnaHan Ninni ®paHc ®paHuis BHECEHHS 3MiH [10 peecTpaviliHniX 3a UA/8352/01/02
50 NiALWKIPHOro BBEAEHHS, Hepepneng b.B. marepianis: 3mMiHu | TUnNy - AgMiHICTPaTUBHI peyenmom
100 MO/mn; no 3 Mny 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
CKMISAHOMY KapTpuaxi; no 5 3asBHUKa (B1acHVKa peecTpaviiiHoro
KapTPUAKIB Yy KApTOHHIl noceigyeHHs1) (3MiHa agpecy 3as1BHMKA)
ynakosLi; no 3 mny
CKIISAHOMY KapTpuaxXi,
BK/1aleHOMY Y LUNpuL-
pyuky KBikleH; no 5
Lwnpuy-pyyok KeiklMeH y
KapTOHHI ynakosL,i
239. | XYMANOI'® MIKC | cycneHsia ans Eni Ninni HigepnaHan Ninni ®paHc ®paHuin BHECEHHS 3MiH 10 peecTpavuiliHnX - UA/8353/01/02
50 NiALWKIPHOrO BBEAEHHS, Hepepneng B.B. MaTepianis: 3miHu | TMNy - AgMiHICTPaTUBHI
100 MO/mn; in bulk: no 3,0 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
My kapTpuaxi no 330 3a8BHMKa (BNacHvKa peecTpauiiHoro
KapTpuaXiB Y 10TKax noceigyeHHs) (3MiHa agpecu 3as1BHMKA)
240. | UENECTOAEPM- | ma3sbno 30T B Ty6i; no 1 LLepiHr-Mnay LLiseliyapis LepiHr-Mnay /1a6o Benbris BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/3403/02/01
B® 3 Ty6i y KapTOHHIlA KOpOo6Li CeHTpan lct Al H.B. mMartepianis: peuenmom
FTAPAMILHOM 3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edhekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3araslbHeHUX AaHnx npo cuctemy
dhapmakoHarnsgy (BBefleHHs y3arasibHeHux
AaHuX Npo cuctemy hapmMmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iNCHEHHS
thapMakoHarnsay B YKpaiHi, KLU0 BOHA
BiIMiHHA BifJ, yNOBHOBaXeHOI 0co6y,
BiNOBIAANbLHOI 32 3AiACHEHHS
hapMakoHarnagy (BKIHYatoun KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLEeHHI MacTep-
chaiina cuctemu chapmakoHarnagy) - firoya
pefakuisi: ynoBHOBaXxeHa 0coba,
BiANOBiga/IbHa 3a 34iiCHEHHS
hapmakoHarnsgy: XXaHeTt Xopm6peii.
lMponoHoBaHa pefakuis: yrnoBHOBaxeHa
ocoba, BignoBiganbHa 3a 3[jiCHEHHS
hapmakoHarnsgy: [oktop Faii femon.
3MiHa KOHTaKTHUX gaHuX. 3miHa y
po3MilLEeHHI MacTep-daiiny
241. | UE®ENIM MOPOLLOK A/151 PO3YNHY BITA CAH ITA | Benukobput | Csicc MNepeHTepanc IHAis BHECEHHS 3MiH [0 peecTpavuiiHux 3a UA/15345/01/01
08 iH ekyin no 1000 wr, 1 aHis nra. Marepianis: 3mMiHu | TUNY - AgMiHICTPaTVBHI peyenmom

(h/1aKoH 3 NOPOLUKOM Y
KOpo6Li 3 KapTOHY

3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLiA NPOBAKEHHS AiS/IbHOCTI
BMpPOGHUKa/iMnopTepa roToBoro /likapcbkoro
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3aco0by, BKIYauKn AiNbHALL BUNYCKy cepii
ab0 MicLe NpoBeAEeHHS! KOHTPOSIHO SIKOCTI.
(misnbHiCTb, 3a AKy BignoBigae
BUPOGHMK/IMNOPTEP, BK/IOYAKOYN BUMYCK
cepiii) (3MiHa Ha3BM Ta agpecu BUPOBHYKa,
6€e3 3MiHM Micusl BUpO6HMUTBA)
242. | ULE®TA3SNAUM NOPOLLOK A1 PO3UNHY BITA CAH NTA Benukobput | Csicc MNepeHTepanc IHAis BHECEHHS 3MiH [10 peecTpaviliHnX 3a UA/15346/01/01
ansiHekuimnolr, 1 aHis nrg. mMarepianis: 3mMiHu | TUNy - AgMiHICTPaTUBHI peyenmom
0N1aKoH 3 MOPOLLKOM Y 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
Kopo6Li 3 KapTOHY MiCLSi MPOBAMKEHHS AisiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapCbkoro
3aco0y, BK/IIOYAKUN [i/TbHUL BUMYCKY cepil
ab0 MmicLe NpoBefileHHA KOHTPO/IHO SAKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHWK/IMNOpTep, BKIIOYAUN BUMYCK
cepiii) - 3MiHa Ha3BU Ta agpecy BUPOGHMKa,
6e3 3MiH1 MicLA BUPOGHMLTBA
243. | ULE®TPUAKCOH NOPOLLOK A1 PO3YUHY MpuBaTHe Ykpaina Csicc NepeHTepasic IHAis BHECEHHS 3MiH 10 peecTpaviliHnX 3a UA/15265/01/01
ansiHekuiino1r1 niANPUEMCTBO nra. mMarepianis: 3MiHu | TUNY - AAMIHICTPaTUBHI peuyenmom
oNakoH 3 MOPOLLUKOM B "Mporpeccapm” 3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecu
KOpPOO6LLi 3 KapTOHY MicUs NPOBaMKEHHS AisiNIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro fikapcbkoro
3aco6y, BK/IYaK4m AiNbHALL BUNYCKy cepil
abo MicLe NpoBefEHHS KOHTPO/IKO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosifae
BUPOGHMK/IMNOPTEP, BK/IOYAKYMN BUMYCK
cepiii) (3MiHa Ha3BM Ta agpecu BUPOGHNKa,
6e3 3MiHn Micua BUpoBHULTBA)
244. | UUTPAMOH- Tabnetku, no 6 abo no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavuiliHnX 6e3 UA/6550/01/01
AAPHULA Tab/1eTOK Y KOHTYPHUX "PapmaueBTUYH "®GapmaueBTuyHa MaTepianis: 3miHu Il TUny - 3MiHK WoA0 peyenma
YapyHKOBMX ynakoBKax; no a hipma ipma "AapHuus" 6e3nekn/edeKkTnBHOCTI Ta
6 abo no 10 TabneTok y "NapHuus” hapmakoHarnsgy. BHeceHHsi abo 3miHa(n)

KOHTYPHili YapyHKOBIi
ynakoBLii, N0 1 KOHTYPHiiA
YapyHKOBIli ynakoBLii B
nauuyj; no 10 TabneTtok B
KOHTYPHIll YapyHKOBIlA
ynakosLi, no 6 a6o 12
KOHTYPHUX YapyHKOBUX
yNakoBOK B nayLli

[0 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiiHoro NocBifYeHHs, BK/IOYaUn
MnaH ynpasniHHA pu3nkamu (3aCToCyBaHHSA
3MiH(K), AKi(a) BUMaratoTb(€) NoganbLioro

06r'pyHTYBaHHSA HOBMMU 40AATKOBUM

JaHnMu, Lo MaloTb HaJasBaTucs

KOMMNETEHTHUM OpraHoM, OCKifbK/
BUMAraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom) (BrvkoHaHHs 3060B'sA3aHb
BiANOBIAHO A0 NiANYHKTY 1.13 NyHKTY 1,
nianyHKTY 2.3 NyHKTY 2 goaatky 15 go
Mopsaky NPoBeAEeHHS ekcnepTusn
peecTpavuiiHux MaTepiasiiB Ha slikapchbki
3aco6u, Lo NoJalTbCA Ha AepXaBHy
peecTpauito (nepepeecTpalito), a Takox
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Ne Hassa ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

eKcnepTn3n mMmatepiasiis Npo BHECEHHS 3MiH
[0 peecTpavuiiHix maTepianis NpoTarom gii
peecTpauiiiHoro NocBig4YeHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)

HauyanbHuK YnpaBniHHA phapmMmaleBTUYHOI

BIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKoBCbKUM




MEPENIK

Aopatok 4

A0 Haka3y MiHicTepcTBa OXOPOHU
3[4,0pPOB’A YKpaiHu

26.04.2018 Ne 799

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIOMOIYHUX NPEMAPATIB), AKUM BIAMOB/EHO Y AEPXABHIA PEECTPALLYI, NEPEPEECTPALLJI TA BHECEHHI

3MIH 40 PEECTPALIAHUX MATEPIA/IB

TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

mr, 10 kancyn y
6nictepi, no 3
6nictepu B
nauui

"Knismegnpenapar”

"Knismegnpenapar"

Bif 01.03.2018

Ne Ha3ssa dopma 3asasHuUK KpaiHa Bupo6Huk KpaiHa lliocmasa lMpoyedypa
n/n JNliKapCcbKO20 BUMYCKY
3acoby
1. MEBEPUH® Kancynu no 200 MAT YkpaiHa MAT YkpaiHa | 3acigaHHss HTP Ne 09 BigmoBuUTN y 3aTBEpPMKEHHI 3MiH - 3MiHM | TUNy - 3MiHa

napameTpiB cneyudikauin Ta/abo AONYCTUMUX MEX
roToBOro JliKapcbkoro 3acoby (iHwi 3miHu) (B.1L.r.1. (x)
IB) - 3miHa WoA0 BBeAEHHA MepioAMYHOCTI KOHTPOSI0

N3 3a nokasHukamu: "OJHOPIGHICTL  [030BaHUX
oouHuup",  "Po34mHeHHs",  "CynpoBigHi  AOMILLKN":
KOHTPOMIOETbCA  KOoXHa 10-ta cepis.  BignosigHo
HactaHoBu 42-3.2:2004 «Cneuudpikauii:  KOHTPO/IbHi
BMNpPO6YyBaHHS Ta KpuTepii MPUAHATHOCTI»,
BMNpPO6YBaHHS 3a nokasHnkamm "P0O34MHEHHA",
"CynposigHi  gomiwkun", "OAHOPIOHICTE  [030BaHMX

OAMHUL" HE MOXyTb OYTW BifHECEHO A0 MepiofuYHUX
(He pYTWHHKX), B 3B'A3Ky 3 KPWUTWUYHICTIO 3a3HaueHux
MOKa3HWKIB. BunpobysaHHs 3a nokasHukamu
"Po3unHeHHs", "CynpoBigHi gomiwkun”, "OfgHopigHICTb
[030BaHNX OAMHMLBL" BIAHOCATLCA [0 0060B’A3KOBUX
PYTUHHUX  BMNpoOyBaHb  MikapCbkux 3acobiB  Ans
Opa/IbHOTr0 3aCTOCYBaHHS

HauanbHuK YnpaBniHHA (hapmaueBTUYHOI
[IANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLUiT

T.M. JIAcKOBCbKUM
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