MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
21.11.2019 Ne 2320
Kuis

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

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

HAKA3Y1O:

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

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

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



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

KOHTpOJ’IB 3d BUKOHAHHSAM IbOI'O HAKA3Yy 3d/IMIIAi0 3d coboro.

Misictp 3. CKAJIELIBKA



MEPENIK
3APEECTPOBAHNX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX NMPENAPATIB), AKI BHOCATBLCA A0
AEPXXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHN

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

21.11.2019 Ne 2320

Ne Hassa Popma sunycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
3acoby yrnakoBskKa) nocsioYyeHHs
1. KAPBAMASBEMNIH | kpucTasniyHuii ToBapucTBO 3 YkpaiHa WKELSAH KnTaii peecTpauist Ha 5 pokis - He UA/17776/01/01
nopoLuok (cybcTaHLis) 06MEXEHO LIBHOWKOY nionsieae
y nakeTax noABiiHNX BiANOBIAA/IbHICTIO PAPMACBIOTIKA
nonieTuNeHoBuxX 4n1sa "GapmaueBTuyHa N KO., NTA4.
thapmaLeBTUUYHOTO KOMnNaHis
3aCTOCYyBaHHA "3p0pos'a”
2. MET®OPMIHY NOPOLLIOK AT "KMIBCbKUI YkpaiHa LoyryaHr ®ykaHr KnTaii peecTpauist Ha 5 pokis - He UA/17777/01/01
rigpoxnoprupa KPUCTaNIYHWIA BITAMIHHUIA dapmacbloTikan nionsizae
(cybeTaHuisn) gns 3ABO" Ko., NTg,.
chapmavLeBTU4HOTO
3aCTOCYBaHHSA Y
naketax nogBinHMx
nonieTIeHoBUxX
3. MEHUUKNOBIP- Kkpem, 10 mr/r; no5ry ToBapucTBO 3 YkpaiHa ToBapucTso 3 Ykpaina PeecTtpauist Ha 5 pokis 6e3 nionsieae UA/17778/01/01
340POB'A Ty6i; mo 1 Ty6i y o6MexeHo obmexeHor peyenma
KopooLi Bi4NoBiga/IbHICTIO BiANOBIAA/ILHICTIO MepioAnYHICTb NOAAHHSA PErynsapHo
"®apmaLeBTnyHa "papmaueBTNYHaA OHOB/IOBAHOrO 3BITYy 3 6e3neKku
KOMNaHis KOMMaHis BiANOBIAHO A0 Mopsaky 34jiACHEHHS
"3popos's” "3popoB'a” hapMakoHarnsagy, 3aTtBepxxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3HavYeHVMU Y NepioanNyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku
4, CAHOPWH- cnpeii HasaslbHUiA, "KcaHTic Papma Kinp Brpo6HMUTBO Icnanis PeecTpauis Ha 5 pokis 6es nionsizae UA/17780/01/01
ANEPIro po3uuH, 1 mr/mn, no Nimiten" roTOBOI NiKapCbKOi peyenma
10 mn y donakoHi; no 1 dhopMK, NepBUHHE MepioAnYHICTb NOAAHHS PErynsapHO
(hN1aKoHy Y KapTOHHIl Ta BTOPUHHE OHOB/OBAHOrO 3BIiTYy 3 6e3neKkn
Kopoo6Li nakyBaHHs, BiANOBIAHO A0 Mopsaky 34iMCHEeHHS
KOHTPO/b Cepil, chapmakoHarnsgy, 3aTBepaxeHoro
BMMNYCK cepil: Haka3oM MiHicTepcTBa OXOPOHM




Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
CAIl 3[,0pOB’A YKpaiHu Bif 27 rpyaHs
MaHtohekuypiHr, 2006 poky Ne 898, 3apeecTpoBaHuii
C.N1.K0., IcnaHis;

®i3nKo-XimMivHNi
KOHTPO/b Ccepil,
BMNYCK cepil:
lanenikym Xernc,
C.J1., IcnaHis;
Mikpo6ionoriuHumii
KOHTpPO/b cepii:
€BpodoiHC
Biodapma
MpopakT TecTiHr
Cneiin, CJ1.10.,
Icnanis

B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU y NepiognMyYHOCTI
NOAAHHS PerynsipHuX 3BiTiB 3
6e3neku

HauyanbHuUK Bigaginy 3 nutaHb papmaneBTUYHOI

AisnbHoCTI lenapTaMeHTy peasisauii NONiTUK

T.M. IacKOBCbKUn




BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIOJ/TOIN4YHX NPEMAPATIB), AKI

Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
21.11.2019 Ne 2320

pedhepeHTHWI1 NpenapaT (3MiHa He noTpebye
HafaHHA XOAHVX HOBKX AOAATKOBUX JaHWUX) -
3MiHU BHECEHI A0 IHCTPYKLIT 418 MeguyHoro
3aCcTOCyBaHHS NiKapcbKoro 3acoby B po3ginu:
(iHchopmauis 3 6e3nekwn), "B3aemogis 3 iHWKMK
nikapcbkMu 3acobamu Ta iHLWi BUan
B3aemogiin”, "Ocob/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyaar”, "34atHicTe BN/MBaTh Ha
LWBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHWMMU MexaHi3mammn',
"Mepepo3yBaHHs", "Mo6iyvHI peakwii" BigNOBIgHO
[0 iHdhopMauiT LWoa0 MeMYHOro 3aCTOCyBaHHs
pedyepeHTHOro /likapcbKoro 3acoby
(AYTMEHTWVH™, nopoLuok Ansi po3yviHy Ans
iH'EKUIN).

MepioAnYHICTb NOAaHHA perynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A Ykpaiuu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepcTBi rocTULil

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. AMICYNbNPUA, | nopoLwok Ikpom ITanis Ikpom Ec.ni.Ei. ITanis nepepeecTpauisi Ha HEOBMEeXeHW TEPMIH - He UA/10183/01/01
(cybeTaHuis) y Ec.ni.Ei. nionsizae
noABiNHNX
nonieTNeHoBUx
naketax gns
hapmaLeBTUYHOro
3aCTOCyBaHHSA
2. AMOKCUKNAB | nopoLuok ans CaHpo3 CnoBeHis CaHpo3 'mM6X - ABCTpIS MepepeecTpaLis Ha HeOOMEXEHUIA TEPMIH 3a He UA/7064/03/02
® pPO34mnHy Ans dapmachboTi Bupo6Hunya 3MiHuM Wwoao 6e3nekn/ethekTMBHOCTI Ta peyenmom nionsieae
iH'ekuin, 1000 Kan3 g.4a. OinbHUUS thapmakoHarnagy. 3MiHU y KOpOTKili
Mmr/200 mr; 5 AHTUIHDEKLAHI XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
hN1aKoHiB 3 N3 ta XimiyHi MapKyBaHHS Ta iHCTPYKUiT 418 Mean4Horo
MOPOLLKOM B Onepadii 3acToCyBaHHSA
KapTOHHI KOpooLi KyHanb (AIXO reHepuYHNX/ribpuaHNX/6ionoaibHNX NiKapCbKMX
N3 KyHanb) 3ac06iB Nic/1s BHECEHHSA TiET camoi 3MiHN Ha
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

AMOKCUKIAB
®

MOPOLLOK ANA
pO34nHy AnA
iH'ekuiin, 500 mr/100
Mr, 5 donakoHiB 3
NMOPOLLKOM B
KapTOHHI KOPOOL

CaHpos
dapmacbHoTi
Kans g.4.

CrnoBseHis

CaHpo3 'M6X -
Bupo6bHunya
AinbHUUA
AHTUIHDEKLAHI
N3 ta XimiyHi
Onepauii
KyHonb (AIXO
N3 KyHanb)

ABCTpIS

MepepeecTpaLisi Ha HEOBMEXEeHN TEPMIH
3MiHuM Woao 6e3nekun/edhekTMBHOCTI Ta
hapmMakoHarnsgy. 3miHu y KopoTkil
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 415t MeAnYHOro
3acToCyBaHHsA
reHepuYHNX/ribpuaHNX/6ionoaibHNX NiKapCbKMX
3ac06iB Nicnsi BHECEHHSA TiET caMoi 3MiHW Ha
pedoepeHTHUIA npenapart (3mMiHa He NoTpebye
HafaHHSA XOAHVX HOBVX AOAATKOBUX JaHUX) -
3MiHV BHECeHI [0 IHCTPYKUIi AN MeguyHoro
3acTOCyBaHHSA NikapcbKoro 3acoby B po3ginu:
"®apmakonoriyHi BnactnsocTi”, "MokasaHHs"
(iHchbopmalisn 3 6e3nekn), "Blaemopis 3 iHWIMMK
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogiin”, "Ocob/MBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "34atHicTe BNmMBaTu Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM abo iHWMMU MexaHi3mammn',
"Mepepo3ysaHHs", "MobiuHi peakwii" BiANOBIgHO
[0 iHdhopMauiT Woa0 MeAnMYHOro 3aCTOCyBaHHsA
pedyepeHTHOro /likapcbKoro 3acoby
(AYTMEHTWVH™, nopoLuok Ansi po3yviHy Ans
iIH'EKUIN).

MepioanyHICTb NoAaHHA PerynspHo
OHOB/OBAHOrO 3BIiTY 3 6e3MneKn BigNOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiuu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3HavYeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/7064/03/01

ALUETUNKA-
TEBA KAPAIO

TabneTkun
KMLLKOBOPO34MHHI MO
75 mr, no 10
TabneTok B 6nicTepi;
no 3 6nictepu B

TOB "TeBa
YkpaiHa"

YkpaiHa

BankaHtapwva-
AynHuua AT

Bonrapis

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsigy. BeefeHHa abo 3MiHM [0
y3arajibHeHVX AaHux Npo cuctemy
chapmakoHarnsgy (BBefleHHs y3araslbHEHUX

Ne 30 — 6e3
peyenma;
Ne 100 — 3a
peuenmom

nionsieae

UA/14167/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHna npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

KapTOHHI kopobuyj;
no 100 TabneTok y
KOHTeliHepi; no 1
KOHTEliHepy y
KapTOHHI KOpooLi

[aHux nNpo cuctemy chapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0CO6M, BiANOBifaNbHOI 3a
3[ilicHeHHs1 chapmakoHarnsay; KOHTakTHOT 0cobun
3 chapmakoHarnsgy 3asBHVKa 415 34iACHEHHS
thapmMakoHarnagy B YkpaiHi, SKLO BOHA
BiAMiHHa BiJ YNOBHOB&XeHOI 0co6M,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay
(BK/IKOUAKOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - Jitova pegakuis:
YnoBHOBaxeHa ocoba 3asiBHUKa, BiAnoBifaibHa
3a (hapmakoHarnsg — Dr. Hedva Voliovitch MD,
PhD, MBA. KoHTakTHa ocoba 3asBHuKa,
BignosigasibHa 3a thapmakoHarnsg — bucrtposa
OkcaHa BitaniiBHa.

MponoHoBaHa pefakuis: YnoBHoBaxeHa ocoba
3asBHVKa, BignoBigasbHa 3a hapMakoHarnsg —
BucTtposa OkcaHa BiTaniisHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0Co6oy,
BignoBiganbHOI 3a hapmakoHarnsag. 3MiHa
MicLA 3AiACHEHHS OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsgy. 3miHa Homepa Ta
MicLie3Hax0AKeHHs1 MacTep-haiina. 3miHu woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeMYHOro 3aCTOCYBaHHS
reHepnyYHUX/ribpuaHNX/6ionogibHNX NikapCbKMx
3ac06iB nicnst BHECEHHSA TiET caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3mMiHa He NoTpebye
HafaHHSA XOAHVX HOBVX AOAATKOBUX JaHUX) -
3MiHM BHECeHO A0 IHCTPYKUii AN MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis:
"MokaszaHHs"(peparyBaHHs iHdhopmalLli),
"B3aemogis 3 iHWMMKM NiKapCbknumu 3acobamu
abo iHwWi Bnan B3aemogin”, "OcobnmsocTi
3actocyBaHHs", "MNepefo3yBaHHs", "Mo6iYHi
peaxuii” BignoBigHO A0 OHOBNEHOT iHhopmaLi
pedhepeHTHOrO Jlikapcbkoro 3acoby (AcnipuH
Kapgio®).

MepiognyHICTb NoAaHHA perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3nekn BigNOBIAHO A0
Mopsagaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULT
Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
370poB'sl YKpaiHu Bifg 26 BepecHsi 2016 poky Ne




8

no 3 6nictepu B
KapTOHHI kopobLyj;
no 100 TabneTok y
KOHTeliHepi; no 1
KOHTeliHepy y
KapTOHHIA KOpoo6Li

thapmakoHarnsgy (BBefjeHHs y3arasibHeHux
[aHvX Npo cuctemy apmakoHarnsgy, smiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
3piicHeHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u
3 hapmakoHarnsgy 3asiBHuKa 415 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, AKLO BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOI 0co6u,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - irova pegakuis:
YnoBHOBaxkeHa 0coba 3asaBHUKa, BigNoBigabHa
3a (papmakoHarnsg, — Dr. Hedva Voliovitch MD,
PhD, MBA. KoHTakTHa 0coba 3asiBHUKa,
BignosigasibHa 3a thapmakoHarnsag — bucrtposa
OkcaHa BitaniiBHa.

[MponoHoBaHa pefakLis: YNoBHOBaXeHa ocoba
3asBHVKa, BignoBigasibHa 3a papmakoHarnsag —
BuctpoBa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0Co6M,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MmiHa
MicLA 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa Homepa Ta
MicL,e3HaxoMKeHHs1 MacTep-haiina. 3miHu Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuL NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKUii Ans
MeMYHOro 3aCTOCyBaHHS
reHepuyYHUX/ribpuaHMX/6ionogibHNX NiKapCbKnx
3ac06iB Nicns BHECEHHSA TiET camoi 3MiHM Ha
pedhepeHTHWI npenapaT (3MiHa He NoTpebye
HaZiaHHS XOAHWX HOBUX [0AATKOBUX AaHWX) -
3MiHV BHEeCeHO A0 IHCTPyKUii AN MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainis:
"MokasaHHs"(pegarysaHHs iHdopmadi),
"B3aemogis 3 iHWMMU JSlikapcbkMMU 3acobamm
abo iHWi Buay B3aemogii”, "OcobmBocTi
3actocyBaHHs", "MNepefosyBaHHs", "Mo6iYHi
peaxuii” BignoBigHO 40 OHOBEHOT iHhopmaLi
pedrepeHTHOrOo flikapcbkoro 3acoby (AcnipuH
Kapgio®).

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHna npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HaYeHMMK y NepiognYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.
5. ALUETUNKA- TabneTkun TOB "TeBa YkpaiHa BankaHdapma- Bonrapis MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. Ne 30 — 6e3 niossieae UA/14167/01/02
TEBA KAPAIO KULLKOBOPO34YMHHI MO YkpaiHa" OynHuus AT 3MiHuM Woao 6e3nekn/edpekTMBHOCTI Ta peuyenma;
100 wmr, no 10 thapmakoHarnagy. BeegeHHs abo 3mMiHn o Ne 100 — 3a
TabneTok B 6nicTepi; y3ara/ibHeHUX JaHunx npo cuctemy peyenmom




Ne

9

n/l-1

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

BICOMPON®

MepiognyHICTb NoAaHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHMU y NepiofnMYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

nocsio4YeHHs

TabneTku no 5 wr,
no 10 TabneTtok y
6nictepi; no 2, 3 abo
5 6nicTepiB y nayui

MNAT
"®apmak”

Ykpaina

MAT "®apmak"

YKpaiHa

MepepeecTpaLisi Ha HEOBMEXEeHN TEPMIH
3MiHuM Woao 6e3nekun/edpekTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 45t MeAnYHOro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTOCyBaHHS NikapCbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IAXEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NiaHy nefiaTpuyHUX JOCAIAXEHb
(PIP) (3MiHy y3roppkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHoM) - 3MiHN BHECEHO [0
IHCTPYKLii 415 MeANYHOro 3acToCcyBaHHSA
nikapcbKoro 3acoby A0 po3Ainis
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiin”, "Ocob/MBOCTi 3aCTOCyBaHHS",
"Mo6ivHI peakuii BiANOBIAHO 4O OHOBNEHOI
iHhopmauii 3 6e3nekn Ajroyoi Ta AONOMIKHUX
PEYOBYH NiKapCbKOro 3acoby.
MepioanyHICTb NOAAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neKn BigNOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPXEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainum 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3HavYeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/3214/01/01

BICOMPOJI®

Tabnetkn no 10 mr,

no 10 TabneTtok y

NAT
"®Papmak"

YkpaiHa

MAT "®apmak”

YkpaiHa

MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH
3MiHM oo 6e3nekn/edekTMBHOCTI Ta

3a
peyenmom

He
nidssieae

UA/3214/01/02




Ne

Hassa

dopma sunycky

3asiBHUK

10

n/n

JNliKapcbKO20
3acoby

(nikapcbka cpopma,
ynakoska)
6nicTepi; no 2, 3 abo

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4YeHHs

BICOMPO/I®

5 6nictepiB y nayui

TabneTkn no 2,5 mr,

MAT

thapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4HOro
3acTocyBaHHSA Ha nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn NikapCbLKoro
3acoby, abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /ikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLiHKV 3BIiTYy 3 AOC/iAKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NiaHy nefiaTpUyHUX JOCAIAXKEHb
(PIP) (3MiHY y3rompkeHo 3 KOMNETEeHTHUM
YMNOBHOB&XEHUM OpraHom) - 3MiH1 BHECEHO A0
IHCTPYKLT AN MeAWNYHOTo 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiit", "Ocob/IMBOCTi 3aCTOCYBaHHSA",
"Mo6iuHi peakwyji" BigNOBIAHO 4O OHOBNEHOI
iHchopmauii 3 6e3nekn Ajro4oi Ta AONOMIKHMX
PEYOBUH JIiKAPCbKOro 3acoby.
MepioAnyHICTb NOAAaHHA PerynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om MiHIiCTepcTBa OXOPOHM
300pOoB’A YkpaiHuu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepPCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamu,
3a3HaYeHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

no 10 TabneTok y
6nictepi; no 2, 3 abo
5 6nicTepis y nayui

"dapmak”

YkpaiHa

MAT "®apmak”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
3MiHu Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT A1 MeAn4HOro

3aCTOCyBaHHS Ha NigcTasi perynsipHo
OHOBJ/OBAHOTO 3BITY 3 6e3MNeKN NikapcbKoro

3acoby, abo focnifxeHb 3 6e3nekn

3acTocyBaHHs NiKapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAKEHb, NPOBeAEHNX
BiA4NOBIAHO A0 NMaHy nejiatpudHNX AOCNiAKeHb
(PIP) (3mMiHy y3rokeHo 3 KOMNEeTEeHTHUM
YMNOBHOB&XXEHUM OpraHom) - 3MiHY BHECEHO A0

IHCTPYKLiT ANs1 MeAUYHOro 3acTOCyBaHHS

NiKapcbKoro 3acoby Ao posginis

3a
peyerimom

He
nionsieae

UA/3214/01/03
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbknmu 3acobamu Ta iHWi BUAN
B3aemMogijin", "OcobIMBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakwyji" BigNOBIAHO [0 OHOBMEHOI
iHhopMaLii 3 6e3nekun Ajt4oi Ta ONOMDKHUX
PEYOBUH NiKAPCbKOro 3acoby.
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.

AVKOP NOHI

TabneTkun
NPOMIOHrOBaHoI Aii
no 40 wr, no 50
TabneTok y 6aHLj;
no 1 6aHuj y nayui 3
KapToHy; no 10
TabneTok y 6nictepi;
no 5 6nictepis y
nauvj 3 KapToHy

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM"

YKpaiHa

MepepeecTpauis Ha HEOBMEXEHNA TEPMIH.
3MiHuM Woao 6e3nekn/edhekTMBHOCTI Ta
hapmMakoHarnsgy. 3miHu y KopoTkil
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3acToCyBaHHsA
reHepuYHNX/ribpuaHNX/6ionoaibHNX NiKapCbKMX
3ac06iB Nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3mMiHa He NoTpebye
HafaHHSA XOAHVX HOBVX AOAATKOBUX JaHUX) -
3MiHV BHECeHi [0 IHCTPYKUii AN MeguuHoro
3acToCyBaHHS Nikapcbkoro 3acoby y po3aim
"B3aemogis 3 iHWVMU fikapcbknMu 3acobamu Ta
iHWi BMAn B3aemogiin", "Ocob6nBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n",
"Mepepfo3yBaHHA" BiANOBIAHO A0 iHopmavil
pediepeHTHOro /likapcbKoro 3acoby
(KAPOVMKET® PETAP/, Tabnetkn
NPONOHroBaHoi Aji, no 20 mr, no 40 mr, no 60
Mr).

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPAKEHOro HakasoMm MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTpoKamMu,

3a
peyenmom

He
nionsieae

UA/11012/01/02




12

Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

3a3HaYeHMMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

10.

ANKOP NNOHI

TabneTkun
NPOSIOHroBaHoI Al
no 60 mr no 50
TabneTok y 6aHL;
no 1 6aHuj y nauui 3
KapToHy; no 10
Tabnetok y énicrepi;
no 5 6nictepiB y
nauui 3 KapToHy

TOB HB®
"MIKPOXIM*

YkpaiHa

TOB HB®
"MIKPOXIM"

Ykpaina

MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH.
3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta iHCTPYKUiT 418 MeAn4Horo
3aCTOCyBaHHsA
reHepuyYHUX/ribpuaHMX/6ionogibHNX NiKapCbKnx
3ac06iB Nicns BHECEHHSA TiET camoi 3MiHM Ha
pedhepeHTHWI1 npenapaT (3MiHa He NoTpebye
HaZiaHHS XOAHWX HOBUX [0AATKOBUX AaHWX) -
3MiHV BHeCeHi [0 IHCTPYKLii 418 MeguyHoro
3aCTOCYyBaHHS NikapcbKoro 3acoby y po3ainm
"B3aemogis 3 iHWMMK fikapcbkumMn 3acobamu Ta
iHWi BMAn B3aemogijii”, "OcobnnBocCTi
3acTocyBaHHsA", "Cnocib 3acTocyBaHHsA Ta 403u",
"Mepepo3yBaHHA" BiAMOBIAHO A0 iHchopmav,i
pethepeHTHOro NikapCcbKoro 3acoby
(KAPOVIKET® PETAP/, TabneTkn
NPONOHIoBaHoI Aji, no 20 mr, no 40 mr, no 60
Mr).

MepioAnYHICTL NOAaHHSA perynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3MneKn BigNOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEepKEHOro Hakasom MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiuu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3HayYeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/11012/01/03

11.

AVKOP JTOHI

TabneTkun
NPOJIOHrOBaHOI il
no 20 wr, no 50
TabneTok y 6aHL;
no 1 6aHuyj y nayui 3
KapToHy; no 10
TabneTok y 6nictepi;
no 5 6nictepis y
nauui 3 KapToHy

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpoTkili
XapaKTepucTuLli Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLiT 415 Men4HOro
3acTocyBaHHS
reHepuyYHUX/ribpuaHNX/6ionofibHNX NiKapCbKMx
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He NnoTpebye
HaaHHSA XOAHVX HOBKX [A0AATKOBUX faHUX) -
3MiHV BHECEHI [0 iHCTPYKLii A1 MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWMMK fikapcbkumMn 3acobamu Ta

iHLWi B1nAn B3aemogiit", "OcobamBocTi

3a
peyenmom

He
nidssieae

UA/11012/01/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

"won

3acTocyBaHHsA", "Cnocib 3acTocyBaHHsA Ta fo3n",
"Mepefo3yBaHHA" BiANOBIAHO A0 iHopmaLii
pedyepeHTHOr 0 JlikapcbKoro 3acoby
(KAPOVMKET® PETAP/, Tabnetkn
NpPONOHroBaHol Aji, no 20 mr, no 40 mr, no 60
Mr).

MepiognyHICTb NOAaHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHs thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHMU y NepiofnMYHOCTI NoAaHHA
perynspHux 3BiTiB 3 6e3neku.

12.

JLODAMIH-
JAPHULA

KOHLeHTpaT Ans
pO34nHy Ans
iHdpy3ii, 5 mr/mn; no
5 mn B amnyni; no 5
amny”n y KOHTYPHii
YapyHKOBIl
ynakosLi; rno 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

MpAT
"PapmaueBT
nyHa chipma

"fapHuua”

Ykpaina

MpAT
"PapmaueBTUyH
a hipma
"fapHuus”

YKpaiHa

MepepeecTpaLisi Ha HeOBMEXEHN TEPMIH
3MiHuM Woao 6e3nekn/edhekTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta iHCTPYKUiT 418 MeAn4HOro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTOCYBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX
BIAMNOBIAHO A0 NiaHy nefiaTpUyHUX JOCAIAXKEHb
(PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YMNOBHOBaXEHUM OpraHom) - 3MiH1 BHECEHO 10
IHCTPYKUIT NS MEANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis: "OcobnnBoCTi
3acTocyBaHHs", "Mepeno3yBaHHA", "Cnocib
3acTocyBaHHs Ta fo3u", "MobiuHi peakwyii"
BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
3aCTOCyBaHHS fjitloy0l Ta AONOMDKHUX PEYOBUH.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPAKEHOro HakasoMm MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTpoKamMu,

3a
peyenmom

He
nionsieae

UA/2996/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHna npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3a3HaYeHMMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
13. AOPAMIH- KOHLeHTpaT Ans MpAT YkpaiHa MpAT YkpaiHa MepepeecTpavis Ha HeObMeXeHU TepMiH 3a He UA/2996/01/02
AAPHMLSA pPO34nHYy AN "papmaueBT "papmaueBTNYH 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom nionsieae
iHdpys3iia, 40 mr/mn; nyHa pipma a thipma thapmakoHarnsgy. 3MiHa y KOpoTkili
no 5 mn B amnyni; "AapHnus” "fapHuus” XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
no 5 amnyny MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
KOHTYPHiIl 3aCTOCYBaHHSA Ha niacTasi perynsipHo
YapyHKOBIl OHOB/OBAHOIO 3BITY 3 6e3MNeKn Nikapcbkoro
ynakoBLi; no 2 3acoby, abo focnifxeHb 3 6e3nekn
KOHTYPHI YapyHKOBI 3acTocyBaHHA NikapcbKoro 3acoby B
yNaKoBKM B NauLii nicnapeecTpaviiHnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iIKEHb, NPOBeAEeHNX
BiA4MNOBIAHO A0 NMaHy nejiatpuyHnX AOCNiAKeHb
(PIP) (3mMiHy y3rokeHo 3 KOMNEeTEHTHUM
YMNOBHOB&XXEHUM OpraHom) - 3mMiHY BHECEHO A0
IHCTPYKLUIT ANA MEeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginis: "Oco6/MBOCTi
3actocyBaHHs", "MNepenosyBaHHs", "Cnocio
3acTocyBaHHA Ta o03un", "MobivHi peakuii”
BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
3aCTOCYBaHHSA AiH040T Ta AONOMDKHVX PEYOBUH.
MepioanyHICTb NoAaHHA PerynspHo
OHOB/OBAHOrO 3BIiTY 3 6e3MneKn BigNOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPXEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiuu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3HayYeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
14. EBKANINTA nucTsa (cybeTaHuis) MpAT YkpaiHa TOB Ipysis nepepeecTpaLis Ha HeoGMexeHuii TepMiH - He UA/10852/01/01
MPYTOBUAHO | y Miwkax, y TioKax, y "NikTpasmn" "EBkacapmi” nidssieae
ro NnCTod Kinax ans
hapmaLeBTUYHOro
3aCTOCyBaHHSA
15. ECTIBA 600 TabneTkun, BKpUTI leTepo IHais FETEPO /1AB3 IHais MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1590/02/01
060/10HKOH0, M0 600 Na63 NIMITEL MepioAnYHICTb NOAAHHS PErysApHO peuyenmom nionsieae
mr, no 30 TabneTok Nimiten OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0

Y KOHTelHepi; no 1
KOHTelHepy B
KapTOHHI KOpoo6Li

Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A YkpaiHu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuji Hakasy MiHiCTepcTBa OXOPOHM
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

340p0B’A Ykpaiu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

16.

€BPO3NANM

NOPOLLOK AN
iH'ekuin no 1,0 r, no
1 a60 10 chriakoHiB 3
MOPOLLKOM Y
KapTOHHI KOpoo6Li

€8po
Naiidhkep
nTg,

Benwuka
BputaHis

EliCiEc [o6cap
C.M.A.

ITanis

MepepeecTpaLisi Ha HEOOMEXEHUNIA TEPMIH.
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpoTkili
XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4yHoro
3acToCyBaHHsA
reHepUYHMX/ribpUAHNX/6I0NOAIGHNX NiKapCbKMX
3ac06iB nicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
HaZlaHHSA XOAHWX HOBUX [OAATKOBUX AaHWX) -
3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3acTocyBaHHSA Nikapcbkoro 3acoby B po3ainu:
"Moka3saHHSA", @ TakoX y po3ainu:
"®apmakonoriyHi BacTneocTi”,
"MpoTunokasaHHsa", "OcobamMBOCTi
3acTocyBaHHSA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpygar”, "3aaTHicTb
BM/MBATY Ha WBUAKICTb peakuii Npu KkepyBaHHI
aBTOTPAHCMOPTOM abo iHWMMU MexaHi3mammn',
"Cnoci6b 3acTocyBaHHsA Ta 4o3un",
"Mepepo3yBaHHS", "Mo6iYHI peakwii" BigNoBigHO
00 iHdhopMauii LWoa0 MeMYHOro 3aCTOCyBaHHs
pedyepPEeHTHOrO JlikapCbKoro 3acoby
(POPTYM™, NOPOLLIOK A5 PO3YUHY AN
iH'ekuiid, no 1,0 r).
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Hakasom MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HavYeHMU y NepiofnyYHOCTI NoAaHHA
perynspHux 3siTiB 3 6e3neku.

3a
peyenmom

He
niossieae

UA/14073/01/01

17.

3ABEJAOC

Kancynu no 10 wr,
no 1 kancyniy
hnakoHi; no 1
nakoHy B
KapTOHHI Kopoo6Li

Mdparizep
IHK.

CLIA

BTOPUHHE
nakyBaHHs,
TecTyBaHHs npu
BMNYCKY cepii,
BUNYyCK cepil:
AkTasic ITanis
C.n.A,, Itanis;

ITanis

nepepeecTtpauist Ha 5 pokis
MepioAnyHICTL NOAAHHS perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BigNOBIAHO A0
Mopsiaky 34ilcCHeHHA hapmakoHarnsgy,
3aTBEpPXEHOro Hakazom MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepcTBi rcTuii

3a
peyenmom

He
nionsizae

UA/A792/02/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

BMPOGHMLTBO "in
bulk", nepsunHHe
nakyBaHHS:
Hep®apma
C.pJ1., ITanisa

Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HaYeHMM y NepiognyHOCTI NOAAHHS
perynsipHMx 3BiTiB 3 6e3neku

18.

KAPBOMNATIH
-BICTA

KOHLeHTpaT ans
pO34nHy AnA
iHcpysii, 10 mr/mMn no
5 mn (50 mr/5 mn)
abo no 15 mn (150
Mmr/15 mn), abo no
45 mn (450 mr/45
M), abo no 60 mn
(600 mr/60 mn) y
chnakoHi; no 1
hnakoHy B
KapTOHHI nayui

MicTpan
Kenitan
MeHexmeH
T NliviTeq,

AHrniA

AkTasic ITanis
C.n.A.

ITanisa

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
3MiHuM Woao 6e3nekun/edhekTMBHOCTI Ta
hapmMakoHarnsgy. 3miHu y KopoTkil
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 415t MeAnYHOro
3acToCyBaHHsA
reHepuYHNX/ribpuaHNX/6ionoaibHNX NiKapCbKMX
3ac06iB Nicnsi BHECEHHSA TiET caMoi 3MiHW Ha
pedoepeHTHUIA npenapart (3mMiHa He NoTpebye
HafaHHSA XOAHVX HOBVX AOAATKOBUX JaHUX) -
3MiHM BHECEHO A0 IHCTPpyKUii AN MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"MpoTunokasaHHaA", "B3aemogis 3 iHWMmn
nikapcbknmy 3acobamu Ta iHLWi BUAK
B3aemMogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepio BariTHocTi abo
roflyBaHHs rpyaar” (40NOBHEHO iHGhopMaLlieto 3
6e3neku), "Cnocib 3acTocyBaHHs Ta fo3mn"
(yTouHeHHs iHdhopMaLi), "Mepeno3yBaHHA",
"Mo6ivHI peakuii BiANOBIAHO 4O OHOBNEHOI
iHchopMmawii pedhepeHTHOro nikapcbKoro 3acoby
MAPAMNATWH, koHueHTpaT A4ns iHdysiii 10
Mmr/Mn (B YKpaiHi He 3apeecTpoBaHuii).
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Hakasom MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HayYeHMY y NepiognyHOCTI NOAaHHSA
perynspHux 3siTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/14384/01/01

19.

KNI®E CNAT.
MEKA

Kpansi opasibHi, No
30 mn, no 50 mny
hnakoHi; no 1
nakoHy B
KapTOHHI ynakoBLi

MEKAHA
Hatypxaiinb
MiTTENb
v6X

HimeuunHa

MEKAHA
HatypxaiinbmiTt
enb MM6X

HimeuunHa

MepepeecTpauis Ha 5 pokiB
3 06I'PYHTOBaHUX NPUYMH, MOB'A3AHNX 3
hapmakoHarnisagoMm.
MepiognyHICTb NoAaHHA PerynspHo
OHOBJ/IHOBAHOrO 3BiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPAKEHOI0 Haka3oM MiHICTepCcTBa OXOPOHM

6e3
peyenma

nidssieae

UA/13591/01/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

300pOoB’A YkpaiHuu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOpPOHHM
3/10poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamu,
3a3HaYeHM y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

20.

NAMIBYVH,
31A0BYAVH,
HEBIPAMIH 150
MF/300 MI/200
mr

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, N0 60
TabneTok y
nnacTvKoBOMy
KOHTEliHepi 3
KpULLIEYKOLO Ta 3
KOHTPO/IEM NEPLLOro
po3KpUuTTS; Nno 1
KOHTeliHepy B nauLi
3 KapTOHY

AypobiHgo
dapma
Nimiten

IHais

Aypo6iHao
Papma Jlimitep, -
tOHiIT 1

IHais

MepepeecTpavis Ha 5 poki..
3MiHu Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeANYHOro
3acTocyBaHHs Ha nigcrasi perynspHo
OHOBJ/tOBAHOIO 3BITY 3 6e3MNeKn Nikapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iMKEHb, NPOBeAEHNX
BiA4NOBIAHO A0 NMaHy nejiatpuyHNX AOCNiAKeHb
(PIP) (3mMiHy y3rokeHo 3 KOMNEeTEeHTHUM
YMNOBHOB&XXEHUM OpraHom) - 3mMiHY BHECEHO A0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby A0 po3ainis:
"®apmakonoriyHi Bractusocti”, "Baaemogis 3
iHLWIMMK niKapcbKMK 3acobamu Ta iHLWi BUAK
B3aemMogijin", "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepio BariTHocTi abo
roflyBaHHs rpyaar” (YTOUHeHHs),
"Mepepo3yBaHHs", "MobiuHi peakwii" BiANOBIgHO
[10 OHOBJIEHOT iHhopMaLii 3 6e3nekun gjlounx Ta
[0NOMDKHUX PEYOBUH JiKapPCbKOTro 3acoby.
MepioAnyHICTb MOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Hakasom MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTpOKamu,
3a3HayYeHMM y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/6091/01/01

21.

MEAOK/NAB

MOPOLLIOK A5
PO3YUHY NS iH'EKL
a6o iHdysiii 11/ 0,2
r no 10 doakoHiB 3

Megokemi
nTA

Kinp

Megokemi T4
(3aBop B)

Kinp

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.
3MiHu | TUNY - 3MiHKW Woao0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHM Y KOPOTKIil XapaKTepucTuLli Nikapcbkoro

3a
peyenmom

He
nionsizae

UA/4428/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHna npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MOPOLLKOM Y 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
KapTOHHI KOpooLi MeAMYHOro 3acTOCyBaHHS
reHepnyYHNX/ribpuaHMX/6ionogibHNX nikapCbKmx
3ac06iB nicns BHECEHHSA TiET camoi 3MiHM Ha
pedhepeHTHWI npenapaT (3MiHa He NnoTpebye
HalaHHS XOAHWX HOBUX AOAATKOBUX JaHUX)
3MiHU BHECEHI A0 IHCTPYKLiT y po3aiu
"bapmakoTepaneBTUyHa rpyna" (yToYHeHHs
HasBw), "®apmakosiorivyHi BAacTuBocTi",
"MokasaHHsa" (yTOYHEHHS), "B3aemogis 3 iHWyMM
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogijin", "OcobIMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiof BariTHocTi abo
rofyBaHHs rpyaato”, "Cnocib 3actocyBaHHA Ta
nosn", "Mepepo3syBaHHs", "MobivHi peakuii”,
"HecymicHicTb" BignoBigHO Ao Bignosigae
iHchopMmaLii pedhbepeHTHOro nikapcbKoro 3acoby
(AYTMEHTWVH™, nopoLuok Ansi po3uvHy Ans
iH'exuii, 11/ 0,2 ).
MepiognyHICTb NoAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3nekn BigNOBIAHO A0
Mopsagaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
340pOB’A Ykpaiu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3HavYeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
22. MEHTO/1 JIEBO | nenetu (cybcTaHuis) AT YkpaiHa Cumpaiiz Al HimeuunHa nepepeecTpawis Ha HeobMeXxeHuli TepMiH - He UA/14325/01/01
NENNETC NX B NJaCTUKOBUX "dapmak" nionsi2ae
naketax gns
chapmaLeBTUYHOIo
3aCTOCYBaHHS
23. METUNNPEAHI | nopotuok CaHodpi Ximi PpaHuis CaHodi Ximi PpaHuin nepepeecTpawis Ha HeobMeXeHuii TepMiH - He UA/9392/01/01
30/10H (cybeTaHuin) y nionsieae
MIKPOHISOBA nakeTax
HUIA nonieTuneHoBmx
AN5 BUpo6HMLTBA
HecTepusIbHNX
Nikapcbknx dhopm
24. MOJAENNb TIH | Tabnetkun, BKpUTI TOB «TeBa YkpaiHa Brpo6HMuTBO HimeuunHa/ MepepeecTpallisi Ha HEOBMEXEHNI TEPMIH. 3a He UA/13890/01/01
NAiBKOBOO YkpaiHa» Hepo3dacoBaHo XopBaTis 3MmiHu | TMnNY - 3MiHM Woao peyenmom nionsizae
060/10HKOI0, N0 28 T npoayku;i, 6e3nekn/edheKTUBHOCTI Ta hapMakoHarniagy.

TabneTok (24 XoBTi
Tabnetkn 1a 4 6ini

nepBuHHa Ta
BTOPUHHA

3MiHa y KOpOTKili XapakTepucTuL NikapcbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLUIi aAns
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

TabneTkn
(nnaue6o)) y
6nicTepi; no 1
6nicTepy pasom 3
KaneHgapem ans
3aCTOCyBaHHS B
Kopoo6Li

ynakoBka,
KOHTPO/b cepil:
Xaynt ®apma
MioHcTep MTM6X,
HimeuumnHa,
[o3Bin Ha
BWMYCK Cepil:
naBA
XpBaTcka 4.0.0.,
XopBartis

MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOBJIKOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTart
OLiHKV 3BIiTYy 3 AOC/IfKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NiaHy nefiaTpUYHUX JOCAIAXKEHb
(PIP) (3MiHY y3rompkeHo 3 KOMNETEeHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHN BHECEHI [0
IHCTPYKLT AN MeAVNYHOTo 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu:
"MpoTrnokasaHHs", "B3aeMogis 3 iHLIMMK
nikapcbkMun 3acobamu Ta iHLWi BUau
B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
roflyBaHHs rpyaat”, “rMo6ivHi peakuii”
BiANoBIAHO A0 OHOBMEHOT iH(hopMaLii 3 6e3neku
L0401 PEYOBUHN.
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HaYeHMMK y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

25.

HIMENT AH

Tabnetku no 100 wmr,
no 10 TabneTtok y
6nictepi; no 1 abo 3,
a6o 10 6nicTepiB y
KOpobLi 3 KapTOHY

TOB
"ACTPA®A
PM"

Ykpaina

TOB
"ACTPA®APM"

YKpaiHa

MepepeecTpauis Ha HEOBMEXEHNA TEPMIH.
3MiHuM Woao 6e3nekn/edpekTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 45t MeAnYHOro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3aCcTOCYBaHHS MikapCbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IAXEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NiaHy nefiaTpUyHUX JOCAIAXKEHb
(PIP) (3MiHy y3roppkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHoM) - 3MiHN BHECEHO [0
IHCTPYKL|i y po3ain "B3aemogia 3 iHWnMK
nikapcbkMun 3acobamu Ta iHLWi BUuan
B3aemogijit", "Ocob/IMBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo

3a
peyenmom

He
nionsieae

UA/9759/01/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

rogyBaHHs rpyaao”, BignoBigHO 40 OHOBEHOT
iHbopMmawii 3 6e3neku Aito4oi pevHoBUHN.
MepioAnyHICTb NOAAaHHA PerynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPMKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A Ykpaiuu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepPCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
3/10poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamu,
3a3HaYeHMM y NepiognyHOCTI NOAaHHSA
perynspHux 3siTiB 3 6e3neku.

26.

HOBO-MACUT

TabneTku, BKpUTI
060/10HKOI0, No 10
Tabnetok y énictepi;
no 1l a6ono3
6nicTepy B KOpOOLi

TOB «TeBa
Ykpaina»

YkpaiHa

Tesa Yex
IHOacTpi3 ¢.p.o.

Yecbka
Pecny6nika

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH
3MiHu Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3acTocyBaHHs Ha nigcTasi perynsapHo
OHOB/OBAHOTO 3BITY 3 6e3MNeKn Nikapcbkoro
3acoby, abo focnifxeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKkoro 3acoby B
nicnapeecTpaviinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAKEHb, NPOBeAEHNX
BiA4MNOBIAHO A0 NMaHy nejiatpudHNX AOCNiAKeHb
(PIP) (iHWi 3MiHK) - 3MiHW BHECEHO [0 IHCTPYKLT
AN MeAMYHOro 3acToCyBaHHSA iKapCbKoro
3acoby A0 po3ainis "MokasaHHA"(YTOUHEHHS
iHhopmawii), "MpoTunokasaHHs", "B3aemogis 3
HLIMMKM NiKapcbKMK 3aco6amMu Ta iHLWi B1uam
B3aemogii", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHs Ta f03n" (YTOYHEHHS
iHchopMmaii) BignoBigHO A0 MaTepianiB
peecTpaLiiHoro Aocbe.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAXEHOro HakasoMm MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTpOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAaHHSA
perynspHux 3siTiB 3 6e3neku.

bes
peyenma

niossieae

UA/1830/02/01

27.

HYPO®DEH®

Kancysim m'siki no

PekkiTT

Benwvka

BignosiganbHuii

Benvka

[MepepeecTpauis Ha HEOOMEXEHUA TEPMIH.

6e3

nidssieae

UA/14179/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHna npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
EKCNPEC 400 wr; no 10 BeHkizep BputaHia | 3a nakyBaHHS Ta BputaHis/ 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta peyenma
DOPTE Kancyny énictepi; Xenckep BUNYyCK cepil: HigepnaHan thapmakoHarnagy. 3MiHU y KOpoTkili
no 1 6nictepy B IHTepHeLHN PekkiTT BeHkizep XapakTepucTumLi NikapCcbkoro 3acoby, TEKCTI
KapTOHHI KOpooLi Nimiten Xenckep MapKyBaHHS Ta iHCTPYKUiT 418 MeAN4HOro
IHTepHeLLHN 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
Nimitea, Benuka AKOCTI, JOKNIHIYHMMU, KAIHIYHUMW AaH MK Ta
BputaHis; JaHuMu 3 dhapMakoHarnifgy - 3MiHu BHECEHO A0
BignosiganbHuii IHCTPYKUIT A1A MEAUYHOTO 3aCTOCYBaHHS
3a BUPOGHMLTBO nikapcbKoro 3acoby A0 po3ainis:
in bulk: "MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
MarteoH nikapcbkumu 3acobamu abo iHWwi Buan
Codhmxenc b.B., B3aemMogijin", "OcobIMBOCTi 3aCTOCYBaHHS",
HigepnaHgn "Cnocib 3acTocyBaHHS Ta 4o3u",
"Mepepo3yBaHHsa", "Mo6GIYHI peakuii” BigNOBILHO
[0 maTepiasniB peecTpauiliHoro focCbe.
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HayYeHMMK y NepiognyHOCTi NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
28. onia XMEN pignHa (cybcTaHuis) AT YkpaiHa AT «Dapmak» Ykpaina nepepeecTpaisi Ha He0OMeXeHW TePMIH. - He UA/14245/01/01
y thnakoHax «Papmak» nionsi2ae
CKNAHUX ANs
chapmaLeBTUYHOro
3aCcTOCyBaHHSA
29. OTUHYM Kpanni BywHi 0,2 r/r MEJA HimeuumnH Ali-Ci-EH Monbwa MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH. 6e3 nidssieae UA/1364/01/01
no 10 r y dp1akoHi; dPapma a Monbtha Xewys 3MiHM Woao0 6e3nekn/edekTMBHOCTI Ta peyenma
no 1 conakoHy B M6X eHp AT dhapmakoHarnsgy. 3MiHN y KOpoTkili
KapTOHHI KOPOOL Ko. KI XapaKTepuCTULi NiKapcbKoro 3acoby, TeKCTi

MapKyBaHHS! Ta iHCTPYKUiT A1 MeAn4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
SKOCTi, AOKMIHIYHAMU, KIIHIYHMW gaHuMKn Ta

AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO A0

IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHS

niKapcbKoro 3acoby y po3aim

"MpoTunokasaHHA", "B3aemogis 3 iHWKMK

nikapcbkMu 3acobamu Ta iHLWi BUAn

B3aemMogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHs Ta 031" (YTOYHEHHS

iHbopmawii), "Mepeno3yBaHHs" "MobiuHi peakwii”

Bi4MOBIAHO 4O MaTepiasliB peecTpauiiHoro
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

[OCbE.
MepiognyHICTb NoAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3nekn BigNOBIAHO A0
Mopsagaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULT
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
340pOB’A Ykpaiu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKaMM,
3a3HavYeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

30.

MAHTOMNPA30O
n

Tabnetku
KMLLKOBOPO3UMHHI MO
20 wr, in bulk: no
5000 TabneTok y
nonieTuneHosomy
nakeri

[xy6inaHt
[hxeHepikc
Nimiteq

IHAis

[bxy6inaHT
[xeHepikc
Nimiteq

IHais

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
MepioAnyHICTb MOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPMKEHOro HakasoMm MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU y NepiofnyYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.

He
niossieae

UA/13665/01/01

31.

MAHTOMPA30
n

TabneTku
KMLLKOBOPO3UMHHI MO
40 wr, in bulk: no
5000 Tabnetok y
nonieTuaeHoBoMy
nakerti

Lxy6inaHt
[bxeHepikc
Nimiten

IHais

Lbky6inaHt
L[bxeHepikc
Nimiteq

IHais

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.
MepioanyHICTL NOAAHHS perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BigNOBIAHO A0
Mopsiaky 34ilcCHeHHA hapmakoHarnsgy,
3aTBEpPXEHOro HakazoMm MiHIiCTepcTBa OXOpPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBi tocTuLii
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(Y pepakuii Haka3y MiHicTepcTBa OXOPOHHM
37,0pOoB’sl YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riJHO 3i CTPOKamM,
3a3HavYeHMU y NepiognMyHOCTi NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

He
nionsizae

UA/13665/01/02

32.

MAHTOMNPA30O
n

TabneTkun
KMLLIKOBOPO3UMHHI MO
20 wmr, no 10
Tabnetok B 6nicTepi;
no 1 a6o 3 6nictepn
Y KapTOHHIli kKopobLi

Ixy6inaHT
[hxeHepikc
Nimiten

IHais

Lxy6inaHt
[xeHepikc
NimiTeq

IHais

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4Horo
3acToCyBaHHSA
reHepuyYHNX/ribpuaHNX/6ionoaibHNX NiKapCbKMX
3ac06iB NicNsi BHECEHHSA TiET caMoi 3MiHW Ha
pedoepeHTHUIA npenapar (3miHa He NoTpebye

3a
peyenmom

He
nionsieae

UA/13664/01/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

HafaHHSA XOAHVX HOBWX AOAATKOBUX JaHUX) -
3MiHV BHECeHi [0 IHCTPYKUIT AN MeguyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby y po3aim
"®apmakonorivHi BractmsocTi", "B3aemogis 3
IHLWIMMK NiKapcbKMK 3acobamu Ta iHWi BUAK
B3aemMogijin", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiof BariTHocTi abo
roflyBaHHs rpyaar”, "34atHicTb BN/MBaTH Ha
LIBWAKICTb peakLii npy KepyBaHHI
aBTOTpaHCMOpPTOM abo iHWMMK MexaHismamu'
(ans posysaHHsA 40 wmr), "TMo6iuHI peakuii™ 3rigHo
3 iHchopmauieto WoA0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro fikapCcbKoro 3acoby
(KOHTPOJIOK, TabneTkn racTpope3ncTeHTHi no
20 mr, no 40 mr).

MepiognyHICTb NoAaHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HayYeHMMK y NepiognyHOCTi NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

33.

MAHTOMPA30
n

TabneTkn
KMLUKOBOPO34MHHI NO
40 mr, no 10
TabneTok B 6nicTepi;
no 1 a6o 3 6nictepu
Y KapTOHHIli KopoobLi

[bxy6inaHTt
[xeHepikc
Nimiten

IHAjA

Lxy6inaHt
LbxeHepikc
Nimiteq

IHAjA

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
3MiHuM Woao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkil
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3acToCyBaHHsA
reHepuYHNX/ribpuaHNX/6ionoaibHNX NiKapCbKMX
3ac06iB Nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3mMiHa He NoTpebye
HafaHHSA XOAHVX HOBVX AOAATKOBUX JaHUX) -
3MiHV BHECeHi [0 IHCTPYKUii AN MeguuHoro
3acToCyBaHHS Nikapcbkoro 3acoby y po3aim
"®apmakonoriyHi Bractusocti”, "Baaemogis 3
iHLWIMMK NiKapcbKMK 3acobamu Ta iHWi BUAK
B3aemMogijin", "Ocob/MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepio BariTHocTi abo
rofyBaHHs rpyaar”, "34atHicTb BI/MBaTH Ha
LIBUAKICTb peakLii npy KepyBaHHI
aBTOTPAHCNOPTOM ab0 iHWMMK MexaHismamn'
(ans posysaHHsA 40 mr), "Mo6iuHI peakuii™ 3rigHo
3 iHhopmaLier WoA0 MegnyHoro 3acTocyBaHHs

3a
peyenmom

He
nionsieae

UA/13664/01/02
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

pedhepeHTHOro fikapCcbKoro 3acoby
(KOHTPOJIOK, TabneTku racTpope3ncTeHTHi No
20 wmr, no 40 wr).

MepiognyHICTb NoAaHHA PerynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HaYeHMMK y NepiognYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.

34.

NIPALIETAM-
JAPHULA

TabneTku, BKpUTI
060/10HKO0, No 200
Mmr no 10 TabneTok y
KOHTYpHIl
YapyHKOBIl
ynakosLi; no 6
KOHTYPHUX
YyapyHKOBUX
yNakoBOK B nauLyi

MpAT
"PapmaueBT
nyHa chipma

"fapHuua”

Ykpaina

MpAT
"PapmaueBTUYH
a hipma
"fapHuua"”

YKpaiHa

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
3MiHuM Wopao 6e3nekn/edhekTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta iHCTPYKUIT 418 MeAn4HOro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTOCyBaHHS NikapCbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NiaHy nefiaTpUyHUX JOCAIAXKEHb
(PIP) (3MiHy y3roppkeHo 3 KOMNETEeHTHUM
YMNOBHOBaXEHUM OpraHom) - 3MiH1 BHECEHO 10
IHCTPYKUiT NS MEAWYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"papmMakoTepaneBTMyHa rpyna"(yTo4YHeHHs),
"B3aemogis 3 iHWMMU flikapcbkMMm 3acobamm
abo iHWi B1An B3aemogiit”, "OcobmBOCTi
3acTocyBaHHs", "Mepeno3yBaHHA", "Mo6IYHI
peakuii" BiANOBIAHO A0 OHOBMEHOT iHopmaLi 3
6e3neky 3acToCyBaHHA Ail040i PEYOBUHU.
MepioAnYHICTL NOAaHHSA perynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3MNeKn BigNOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3om MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiuu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepioMYHOCTI NoAaHHS

3a
peyenmom

He
nionsieae

UA/3225/01/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

perynspHux 3BiTiB 3 6e3neku.

35.

MPEAHISO/IOH

masb 0,5% no 10 r
abo 15y Ty6i
Q/TIOMIHIEBIN; no 1
Ty6i y navuyj 3
KapTOHY

NAT
"Ximcpapmsa
BOZA,
"YepBoHa
3ipka"

YkpaiHa

NAT
"Ximcbapm3zasog
"YepBoHa 3ipka”

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT 418 Mean4yHoro
3acTocyBaHHA Ha NigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6€3Mekn NikapCbLKoro
3acoby, abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /likapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKV 3BITY 3 AOC/iMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NMiaHy negiatpuyHNX SOCNiAXEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNETEeHTHUM
YMNOBHOB&XEHVWM OpraHom) - 3MiH1 BHECEHO A0
IHCTPYKLiT 4719 Me4NUYHOro 3aCTOCyBaHHSA
niKapcbKoro 3acoby A0 po3ainis "OcobnnBoCTi
3acTocyBaHHs", "lNo6iyHi peakuii" BiANOBIAHO A0
OHOBJIEHOI iHdhopMaLii 3 6e3nekn 3acTocyBaHHs
Lito40i Ta AOMNOMDKHUX PEYOBUH.
MepioAnyYHICTb MOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPMAKEHOro Hakasom MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU y NepiofnNYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.

3a
peyenmom

He
niossieae

UA/2440/01/01

36.

PABENPA30/1-
340POB'A

TabneTku, BKpUTI
NnNiBKOBOKO
060/10HKOIO,
KMLLKOBOPO34MHHI MO
10 mr, no 10
TabneTok y 6nictepi;
no 1 a6o 2 6nictepu
B KOpOOLi

ToBapucTteo
3
obmexeHol
BignoBigasb
HiCTIO
"papmaveBT
nyHa
KOMnaHis
"3popos'a”

YKpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SKOCTI,
BMNYyCK cepil:
ToBapucTso 3
obmexeHoto
BiAMOBiQa/IbHICT
10
"papmaLeBTNYH
a KoMnaHis
"380pos'a”,
YKpaiHa;

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SKOCTI:
ToBapucTBeo 3

YKkpaiHa

MepepeecTpauis Ha HEOOMEXEHWNA TEPMIH.
3MiHu | TUnNYy - 3MiHW Woao0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKiil XxapaKTepucTuLi Nnikapcbkoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
Me[MYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3aCTOCYBaHHSA NikapcbKkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 [OC/iAKEHb, NPOBEAEHUX
BIAMNOBIAHO A0 NMaHy nefiaTpUyHNX JOCAiAXEHb
(PIP) (3MiHy y3rokeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XXEHNM OpraHomM) 3MiHN BHECEHO A0
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3sginy "OcobamnBocTi

3a
peyenmom

He
nionsizae

UA/10505/01/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4YeHHs

06MeXeHO
BignoBifasbHICT
10 "®APMEKC
rePyn-,
YKpaiHa

3acTocyBaHHsA" LWoAo iHhopMauii 3 6e3nekn
[OMOMIXXHUX PEYOBWH.
3MiHu | TURY - 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKIili XapakTepucTuL,i NikapcbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepUUHMX/ribpUAHNX/6I0NOAIGHNX NiKapPCbKMX
3ac06iB nicNsi BHECEHHS TiET caMoi 3MiHM Ha
pedhepeHTHWI1 NpenapaT (3MiHa He noTpebye
HafaHHA XOAHMX HOBUX AOAATKOBUX JaHUX)
3MiHV BHECEHO A0 IHCTPYKLii 415 MeAnyHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"apmakonoriyHi BacTnsocTi”,
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogiit", "Ocob/IMBOCTi 3aCTOCYBaHHSA",
"Mepepo3ysaHHs", "MobiuHi peakwyii" BiANOBIgHO
[0 iHdhopmaLii pechbepeHTHOro NikapCbKoro
3acoby (MAPIET®, TabneTky KULLKOBOPO3YMHHI
no 10 mr a6o no 20 wmr).
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HaYeHMM y NepiognyHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.

37.

PABENPA30/-
3400POB'A

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOH0,
KMLUKOBOPO34MHHI NO
20 mr; no 10
Tabnetok y énicrepi;
no 1 a6o 2 6nictepn
B KOpPOO6Li

ToBapucTeo
3
obmexeHo
Bignosiganb
HICTIO
"PapmaueBT
N4Ha
KOMnNaHis
"3popos'a”

Ykpaina

BCi cTagii
BUPOGHMLTBA,
KOHTPO/Ib SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
obMexeHor
BignoBiganbHicT
10
"papmaueBTNYH
a KoMnaHis
"3p0pos'a”,
YKpaina;

BCi cTagii
BUPOGHMLTBA,
KOHTPO/1b SKOCTi:

YKpaiHa

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
3MiHu | TUnNY - 3MiHK WoAao0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IAXEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NiaHy nefiaTpUyHUX JOCAIAXKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNETEeHTHUM
YNOBHOBaXXEHNM OpraHoM) 3MiHWN BHECEHO A0
iHCTPYKUIi 415 MeANYHOro 3acToCyBaHHSA

3a
peyenmom

He
nionsieae

UA/10505/01/02
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Ne
n/n

Hassa
JNliKapcbKO20

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

3acoby

ToBapucTso 3
obMexeHoto
BiANOBiAANbHICT
10 "OAPMEKC
rePyn-,
Ykpaina

nikapcbkoro 3acoby Ao po3giny "OcobnnBocTi
3acTocyBaHHA" Woao iHhopMaLi 3 6e3neku
[OMOMDKHWUX PEYOBUH.
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA
reHepnyYHNX/ribpuaHNx/6ionogibHNX nikapCbKmx
3ac06iB nicns BHECEHHSA TiEl camoi 3MiHW Ha
pedhepeHTHWI npenapaT (3MiHa He NoTpebye
Ha/laHHSA XOAHWX HOBUX AOAATKOBUX JaHUX)
3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3zainis
"apmakonoriyHi BriacTneocTi”,
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbknmu 3acobamu Ta iHLWi BUAN
B3aemMogijin", "OcobMBOCTi 3aCTOCYBaHHS",
"Mepepo3yBaHHs", "Mo6iyvHI peakwii" BigNoBigHO
00 iHdopmaLii pedhepeHTHOro nikapcbKoro
3acoby (MAPIET®, TabNeTkn KULLKOBOPO3YMHHI
no 10 mr a6o no 20 wmr).
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekn BigNOBIAHO A0
Mopsagaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
340pOB’A YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3HavYeHVMU y NepiognMyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

38.

PEHENIKC
CNAr. NEKA

Kpanni opasbHi, No
30mn, no 50mny
chnakoHi; no 1
hnakoHy B
KapTOHHI ynakosLii

MEKAHA
Hatypxaiinb
MiTTeNb
m6X

Himeyunna

MEKAHA
HatypxainbmiTt
enb M'M6X

HimeuunHa

MepepeecTpauia Ha 5 pokis
3 06I'PyHTOBAHNX NPUYNH, MOB'A3aHNX 3
hapmakoHarfs40M.
MepioAnYHICTL NOAaHHSA perynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3MNeKn BigNOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3om MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiuu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepiofMYHOCTi NOAaHHS

6e3
peyenma

nionsieae

UA/13604/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHna npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
perynspHux 3BiTiB 3 6e3neku.
39. CAPTOKAA - H | Tabnetku, BKpUTI [bxy6inaHTt IHAis [bxy6inaHt IHAiA MepepeecTpauis Ha 5 pokis. 3a He UA/13677/01/01
NNiBKOBOKO [hxeHepikc L[bxeHepikc 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta peuyenmom niossieae
060/10HKO, 50 Nimiten Nimiten thapmakoHarnsgy. 3MiHa y KopoTkili
mr/12,5 wmr, no 14 XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
TabneTok y 6nictepi; MapKyBaHHS Ta iHCTPYKUiT 418 Mean4yHoro
no 2 6nictepu B 3aCTOCYBaHHSA Ha nigctasi perynsipHo
KapTOHHIi kopobLyj; OHOB/IOBAHOrO 3BITY 3 6e3neKkn NikapcbKoro
no 10 TabneTtok y 3acoby, abo JocnigxeHb 3 6e3nekn
6nicTepi; no 3 3acTocyBaHHS Nikapcbkoro 3acoby B
6nictepn y nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
KapTOHHI KOpoo6Li OLLiHKV 3BITY 3 AOC/iMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NMiaHy negiatpuyHNX SOCNiAXEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNETEeHTHUM
YNOBHOB&XeHWM opraHom) 3MiH1 BHECEHO A0
IHCTPYKLUIT Yy po3ainuv "Moka3aHHS"
(peparyBaHHs), "®apmakonoriyHi BNacTmeocTi"
(wopo 6e3nekm), "Ocob6MBOCTI 3acCTOCyBaHHS",
"Mo6iuHi peakwyji" BigNOBIAHO 4O OHOBMEHOI
iHbopMmaLii 3 6e3nekun AilUnx pevyoBuH.
MepioAnyYHICTb MOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPMAKEHOro Hakasom MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTpOKamu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
40. CAPTOKAQ - H | Tabnetku, BKpUTI Lxy6inaHt IHais Lbky6inaHt IHais MepepeecTpauis Ha 5 pokiB. - He UA/13678/01/01
NnNiBKOBOKO [xeHepikc L[bxeHepikc MepioAnYHICTb NOAAHHSA pPerynsapHO niossieae
060/10HKO, 50 Nimiten Nimiteq OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mr/12,5 wr; in bulk: Mopsiaky 34ilcCHeHHA hapmakoHarnsgy,
no 5000 TabneTok y 3aTBepKeHOro Haka3om MiHicTepcTBa OXOPOHU
nonieTuneHoBoMy 304,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
nakeri 898, 3apeecTpoBaHuii B MiHiCTepCTBi tocTuii
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHHM
37,0pOB’sl YKpaiHu Big 26 BepecHs1 2016 poky Ne
996), cTaHOBUTbL: 3riJHO 3i CTPOKamM,
3a3HavYeHVMU y NepiofnMYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
41. CAPTOKAQ - H | Tabnetku, BKpUTI Ixy6inaHT IHais Lxy6inaHt IHais MepepeecTpauis Ha 5 pokiB. - He UA/13678/01/02
NNiBKOBOKO [xeHepikc LbxeHepikc MepioAnYHICTb NOAAHHS PErysApHO nionsieae
060/10HKO, 100 Nlimiten JNimiTeq OHOB/HOBAHOIO 3BiTY 3 6E3MNeKN BigNoOBIAHO A0
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHna npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Mmr/25 wmr; in bulk: no Mopsagaky 3ailicHeHHs chapmakoHarnagy,
5000 TabneTok y 3aTBepKEeHOro Haka3om MiHicTepcTBa OXOPOHU
nonieTuneHoBoOMy 34,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
nakeri 898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULT
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHM
340pOB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3HavYeHVMU y NepiognMyYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

42, CAPTOKAQ - H | Tabnetku, BKpUTI [xy6inaHt IHais [bxy6inaHt IHais MepepeecTpauis Ha 5 pokiB. 3a He UA/13677/01/02
NNiBKOBOKO [hxeHepikc L[bxeHepikc 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta peuyenmom niossieae
o6osoHKoto, 100 Nimiten Nimiten thapmakoHarnsgy. 3MiHa y KopoTkili
Mmr/25 mr; no 14 XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
TabneTok y 6nictepi; MapKyBaHHS Ta iHCTPYKUiT 418 Mean4Horo
no 2 6nictepu B 3aCTOCyBaHHSA Ha nigctasi perynsipHo
KapTOHHI kopobLyj; OHOB/IOBAHOIO 3BITY 3 6e3neKkn NikapcbKoro
no 10 TabneTtok y 3acoby, abo JocnigxeHb 3 6e3nekn
6nicTepi; no 3 3acTocyBaHHS Nikapcbkoro 3acoby B
6nictepn y nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
KapTOHHI KOpoo6Li OLLiHKV 3BITY 3 AOC/iMKEHb, NPOBEAEHNX

BiANOBIAHO A0 NiaHy negiatpuyHNX SOCNIAXEHb
(PIP) (3MiHy y3roipKeHo 3 KOMNETEeHTHUM
YNOBHOB&XeHWM opraHom) 3MiH1 BHECEHO A0
IHCTPYKLUIiT Yy po3ainuv "Moka3aHHS"
(peparyBaHHs), "®apmakonoriyHi BNacTmBocTi"
(wopo 6e3nekn), "OcobMBOCTI 3aCTOCyBaHHS",
"Mo6iyHi peakwyji" BigNOBIAHO 4O OHOBMEHOI
iHbopMmaLii 3 6e3nekun AilUnx pevyoBuH.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Hakasom MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HayYeHMY y NepiognyHOCTI NOAaHHSA
perynspHux 3siTiB 3 6e3neku.

43. TPAMALON-3H | kancynv no 50 wr, ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHWNA TEPMIH. 3a He UA/7148/02/01
no 10 kancyny 3 06MEeXeHoH 3MiHM Woao0 6e3nekn/edekTMBHOCTI Ta peuyenmom niossieae
6nictepi; no 1, 2 abo | obmexeHo BiANOBiAANLHICT dhapmakoHarnsgy. 3miHa y KopoTkili
3 6nictepn y BignoBigasb 10 "XapkiBCcbke XapaKTepuCTULi NiKapcbKoro 3acoby, TeKCTi
KOpOOGLii 3 KapTOHY HiCTIO thapmaueBThyHe MapKyBaHHs Ta IHCTPYKLii 4519 MeAN4HOro

"XapkiBcbke nignpueMcTBO 3acTOCYyBaHHSA Ha niacTasi perynsipHo
dhapmaueBT "340poB's OHOBJ/1OBAHOIO 3BITY 3 6e3MNeKN ikapcbKoro




Ne

Hassa

30

n/l-1

JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

nyHe

Kpaina
3asiBHUKa

Bupo6Huk

Hapogy"

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

TPAMAZONY

PO34MH ANS iH'EKLi

nignpuemcTs
0 "3p0poB'a
Hapoay"

MAT

Ykpaina

MAT "®apmak"

3acoby, abo gocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnspeecTpaviiHnii nepiog, abo sk pesynbtat
OLiHKY 3BIiTYy 3 AOC/ifKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NMaHy nejiatpudHnX SOCNigKeHb
(PIP) (3mMiHy y3rofpkeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHNM OpraHoMm) - 3MiHN BHECEHO [0
IHCTPYKUIT A1A MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis:
"®apmMakonorivyHi B1acTMBoCTi" (YTOUHEHHS
iHcbopmawii), "OcobnmnBOCTiI 3aCTOCyBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
roflyBaHHs rpyaat”, "Cnocib 3actocyBaHHs Ta
[03K1" BignoBigHO 0 OHOBJ/IEHOT iHhopmaLlii 3
6e3nekn 3acTocyBaHHs [il040i PEYOBUHM.
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HayYeHMMK y NepiognyHOCTi NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

rAPOX/IOPUA,

5% no2mns
amnyni; no 10
amnyn y nauwi; no 2
M/ B amnyni; no 5
amnyn y 6aictepi; no
2 6nictepu B navui

"®apmak”

YKpaiHa

MepepeecTpallisi Ha HeOOMEXEHW TePMIH
3MiHuM Woao 6e3nekn/edhekTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTOCYBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX
BIAMNOBIAHO A0 NiaHy nefiaTpUyHUX JOCAIAXKEHb
(PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHoM) - 3MiHN BHECEHO 10
IHCTPYKLii 415 MeANYHOro 3acToCcyBaHHSA
nikapcbkoro 3acoby Ao po3ginis "OcobmBocTi
3acTocyBaHHSA", "3acTocyBaHHs y nepiog,
BariTHOCTi ab0 rogyBaHHsA rpyaato” (YTOUHEHHS
iHbopmawii) BiANOBIAHO 4O OHOBNEHOT
iHhopmaLii 3 6e3nekn AitoHoi pe4oBUHN Ta

[,0NOMIXXHOT peYOBUHM.

3a
peyenmom

He
nionsieae

UA/3408/01/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

MepiognyHICTb NoAaHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHMU y NepiofnMYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

45,

TPUDPAC® 20
AMNYNN

PO34UH NS iH'EKLN,
20 mr/ 4 mn; no 4 mn
B amnyni; no 5
amnys y KapTOHHil
KopoobLi

MeHapiHi
IHTEepHeLLoH
an
OnepeiwoH
c
JNokcembypr
C.A.

Iokcemby
pr

A. MeHapiHi
MaHydakTypiHr
NoricTikc eHa

Cepsicec C.p.J1.

ITanisa

nepepeecTpalis Ha HEOGMEXeHNI TepMiH

3MiHuW I TMny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKIili XapakTepucTuLj NikapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMM 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHMUN
AaHVMU Ta gaHumy 3 dpapmakoHarnsagy - 3miHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3zainis
"®apmakonoriyHi BNacTuBoCTi" (pegaryBaHHS
TeKCTy), "B3aemogis 3 iHWNMU NiKapCbKUMM
3aco6amMu Ta iHWi BUAW B3aeMogiid",
"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHS Y
nepiog, BariTHOCTi Ta rogyBaHHsA rpyaa”
(yTOuHeHHs iHdhopMaLii), "3aaTHicTb BnvBaTu
Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMK MexaHi3mamu'",
"Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS
iHdpopmauii), "AiTn" (yTouHeHHs iHdopmadii),
"MepenosyBaHHaA", "INo6i4HI peakuii " BiANOBIAHO
[0 MaTepianiB peecTpauiliHoro focbe.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAXEHOro HakasoMm MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTpOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/2540/03/02

46.

XABIDAK

Kpansi opasibHi, No

MEKAHA

HimeuunHa

MEKAHA

HimeuunHa

MepepeecTpauis Ha 5 pokiB

6e3

nidssieae

UA/13598/01/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs

CNAr. NEKA

30 mn, no 50 mny
dhnakoHi; no 1

dnakoHy y
KapTOHHI ynakoBLi

Hatypxaiinb
MiTTeNb
m6X

HatypxaiinbmiTt
enb MM6X

3 06I'PYHTOBaHUX NPUYMH, MOB'A3AHNX 3
thapmMakoHarnsgom.
MepioAnyHICTb NOAAaHHA PerynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPMKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A Ykpaiuu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepPCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
3/10poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamu,
3a3HaYeHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

peyernma

47.

XEMIAEPM
DOPTE
AEPO30/1b

niHa HawkipHa no
58,5r a6o no 117,0
ry 6anoHi; no 1
6as10Hy B KQPTOHHIl
Kopoo6Li

ToBapucTeo
3
06MEeXeEHO
Bignosigaib
HiCTIO
"PapmaueBT
NyHa
KOMnaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
06MeXeHoH
BigNoBifa/IbHICT
10
"PapmaueBTUYH
a KoMnaHis
"3po0pos'a”

Ykpaina

nepepeecTpauisi Ha HEOBMEXEHWN TEPMIH
3MiHu Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3acTocyBaHHs Ha nigcTasi perynsapHo
OHOB/OBAHOTO 3BITY 3 6e3MNeKn Nikapcbkoro
3acoby, abo focnifxeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKkoro 3acoby B
nicnapeecTpaviinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAKEHb, NPOBeAEHNX
BiA4MNOBIAHO A0 NMaHy nejiatpudHNX AOCNiAKeHb
(PIP) (3mMiHy y3rokeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiH1 BHECEHO A0
IHCTPYKUIT y po3ginu "TpoTunokasaHHsa",
"Ocob6nmBocCTi 3acTocyBaHHs", "MobiuHI peakwi"
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lit0Y0i peYOBUHN.
MepioAnyHICTb MOAaHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Hakasom MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTpOKamu,
3a3HayYeHMM y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku

6e3
peyenma

niossieae

UA/11691/01/02

48.

XEMIAEPM-
340POB'A
AEPO30/1b

niHa HawkipHa, 50
mr/r, no 58,5 r abo
no 117,0 r y 6anoHi;
no 1 6as10Hy B

ToBapucTteo
3
obmexeHol
BignoBigab

YKpaiHa

ToBapucTso 3
06MEeXeHoH
BiANOBiAaNLHICT
10

YKkpaiHa

nepepeecTpauisi Ha HEOBMeXeHWn TEPMIH
3MiHKM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKiil XapaKTepucTuLli Nikapcbkoro

6e3
peyenma

nidssieae

UA/11691/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHna npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI KOpoo6Li HiCTIO "dapmaLeBTUYH 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
"®apmaLeBT a KomnaHis MeAMYHOro 3acToCyBaHHA Ha NigcTasi
N4Ha "3popos's" perynspHo OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
KOMMaHis nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
"3popos'a” 3acTocyBaHHA NikapcbKoro 3acoby B

nicnspeecTpaviiHnii nepiog, abo sk pesynbtat
OLiHKY 3BIiTYy 3 AOC/ifKEHb, MPOBEAEHNX

Bi4NOBIAHO A0 NAaHy nejiatpudHnX SOCNigKeHb
(PIP) (3mMiHy y3rofpkeHo 3 KOMNEeTEHTHUM

YNOBHOB&XEHUM OpPraHoM) - 3MiH1 BHECEHO A0
IHCTPYKUIT y po3ginun "TpoTunokasaHHsa",

"Ocob6nmBocTi 3acTocyBaHHs", "MMobiuHI peakwi"

BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn

Lit0Y0l peYOBUHN.

MepioAnyHICTb NOAAaHHA perynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A YkpaiHuu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOpPOHHM
3/10poB’sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamu,
3a3HaYeHM y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku

HauanbHUK Bigaginy 3 nutaHb (papmayeBTUYHOI
pisnbHOCTI lenapTaMeHTy peasii3auii NoONiTUK

T.M. NAacKOBCbKUu




MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOTYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 10
PEECTPAUIMHNX MATEPIANIB, AKI BHOCATbLCA 4O AEP>XXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHN

Aopatok 3

[0 Haka3ly MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu
21.11.2019 Ne 2320

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2o
nocsio4eHHs1

ABACTUH®

KOHL,eHTpaT ans
po34nHy AnA
iHcpysiid, 100 mr/4
M no 4 mn (100
Mr) a6o 16 mn
(400 mr) y
hnakoHi; no 1
hnakoHy B
KapTOHHIA KopooLi

®.XothpmaHH-
Na Pow /14,

Lseliuapi
A

[xeHeHTek IHK., CLUA
(BUPOGHMLTBO
Hepo3dacoBaHOl
NpoAyKLii, NnepBuHHe
nakyBaHHs); [hkeHeHTek
IHK., CLLA (BMPOGHULTBO
Hepo3gracoBaHOl
NPOAYKLii, NepBNHHE
nakyBaHHs); Pow
[iarnoctuke MmoéX,
HimeuunHa
(BMPOGHMLUTBO
Hepo3ghacoBaHOl
NPOAYKLii, NepPBNHHE
nakyBaHHs, BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPO/I0 AKOCTi Ta
BUMYCK cepii); PoLu
dapma All, HimeuumHa
(BnpobyBaHHs
KOHTPO/IIO SIKOCTI);

& . XohchmaHH-/151 Poww
Ntp, Weeiiuapis
(BnpobyBaHHsA
KOHTPO/THO SIKOCTI);
®.XohpmaHH-/15 Pow
Nta, Weeliuapis
(BUPOGHMLTBO
Hepo3dacoBaHOl
NpoAyKLii, NnepBuHHe
nakyBaHHs, BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/II0 AKOCTI Ta
BUNyCK cepir)

CLAa/
HimeuunH
a/
Lseliuapi
s

BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis:
3MiHK | TUNY - 3MiHa Y MeToAax BUNpobyBaHHSA rOTOBOrO
NikapcbKoro 3acoby - 3amiHa TeCcTyBaHHS Ha
iAeHTMdiKaLilo MeTo40M KaninsapHoro enekTpodopesy
npv BUNYycky Ha meToA Lys-C nenTugHoro kapTyBaHHS.
HoBuii MeTog 6yae iMNIeMeHTOBaHWIA Ha AiTbHULAX
BUNPOBYBaHHA KOHTPO/IO AKOCTI Pow [liarHOCTUKC
'M6X, MaHHxalim, HimeuunHa Ta Xochdma -/1a PoLu,
KalicepayrcT, LLIBeliuapisi. BBeeHHS 3MiH NpoTArom 6-
TV MiCALIB NiCNA 3aTBEPAXEHHS

3a
peyenmom

UA/16665/01/01

ArepPn

Kpem 5% no2rB
Ty6i, no 1 Ty6i B
neHani, no 1

CninbHe
YKpPaiHCbKO-
icnaHcbke

YkpaiHa

CninbHe yKpaiHCbKO-
icnaHcbke MignprMemMcTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
TUMy - 3MiHW 3 AKOCTi. [OTOBWIA Nlikapcbkuii 3acio.
CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa

6e3
peyenma

UA/12909/01/01
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"BopLiariscbk

hapmaueBTUYHMi

BiANOBi4a€ BMPOGHMK/IMNOPTEP, HE BK/IHOYAKYM BUMYCK

Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
neHany B nauvuj 3 nignpyeMCTBO pO3Mipy ynakoBKy roTOBOrO JlikapcbKoro 3acoby (3MiHa
KapToHy a6o no 10 "Cnepko mMacu/o6'eMy BMICTy KOHTeliHepa 6araTtoj030B0ro
r B Ty6i, no 1 1y6i YkpaiHa" nikapcbKoro 3acoby An18 HenapeHTepanbHOro
B MayLi 3 KapToHy 3acTocyBaHHSA (ab0 04HOL030BOr0, YaCTKOBOTO
BMKOPUCTaHHS)) - BBEAEHHS OAATKOBOI ynakosku no 10
r B Ty6i a/ItOMiHIEBOMY 3aKynopeHoMy
noninpomni/IEeHOBOK KPULLKOHO, (3aTBEPAXKEHO MO 2 T B
Ty6i a/1lOMiHIEBOMY 3aKyrnOpeHOMY MoNieTUIeHOBOK
KPULLIKOIO), 3 BiAMOBIAHMMW 3MiHAMK [0
cneyudikauii/MeToAiB KOHTPO/IO AKOCTI N. «Macca
COLEepXMMOro Ty6bl» Ta p. «YnakoBka». 3MiHW BHECEHI B
IHCTPYKLil0 ANA MeAnyHOro 3actocyBaHHs /13y p.
"YnakoBka" 3 BignoBigHNMK 3MiHaMV B TEKCTi
MapKyBaHHS ynakoBok (BBefeHHS 3MiH MpoTAroM 3-x
MiCALIB MiC/1A 3aTBEPKEHHS)
3. AJNNOE EKCTPAKT | eKkcTpakT pigkuii TOB "$3 Ykpaina TOB "®3 "BIOPAPMA" Ykpaina BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/3220/01/01
ANs iH'ekuii no 1 "BIO®APMA" TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
M/1 B amnyni; no 5 KOHTpO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
amnyn y 6nictepi; napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
no 2 6nictepu B roTOBOrO NikapCbKOro 3acoby (iHLi 3MiHW) - BUTYYEHHS
nauuj 3 KapToHy nokasHuka "AHOMaslbHa TOKCUYHICTB", 3i
Cneuundikauii/MeToaiB KOHTPOO AKOCTi J13.
4. ANNb®A-NINOH TabneTkn, BKpUTI AT YKpaiHa AT "KUIBCbKWN YKpaiHa BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/4766/01/01
NNiBKOBOIO "KNIBCbKN BITAMIHHW 3ABOL" 3MiHK || TNy - BBEAEHHS a/lbTEPHATMBHOIO BUPOOHMKA peyenmom
060/10HKOI0, NO BITAMIHHUIA A®I| Anbtha — ninoeBoi (TiokToBa) kucnoTa. MpuBeneHHs
300 wmr, no 10 3ABO4" cneundikauii A®| 3a NOKasHUKOM «3asTMLLKOBI KifIbKOCTI
Tabnetok y OpraHiYHMX PO3YMHHKMKIB» Ta 3MIHWU Y po34ini
6nictepi; no 3 abo «36epiraHHs» BiANOBIAHO [0 AOKYMEHTAaL,i BUPO6HUKa
6 6nicTepiB y Al
naui
5. ANMb®A-NINOH TabneTku, BKpUTI AT YkpaiHa AT "KMNIBCbKIW YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/4766/01/02
NNiBKOBOIO "KNIBCbKN BITAMIHH 3ABOA" 3MiHu || TUNy - BBE,EHHA aNlbTepPHATUBHOIO BUPOGHMKA peyenmom
060/10HKOI0, NO BITAMIHHNIA A®| Anbdha — ninoesoi (TiokToBa) kucnoTta. MNpreegeHH:
600 mr no 10 3ABO4" cneumdikauii A®I 3a NoKasHUKOM «3asTMLLKOBI KifIbKOCTI
Tabnetok y OpraHiYHUX PO3YMHHUKIB» Ta 3MiHWL Y po3aini
6nictepi, no 3 abo «36epiraHHs» BIANOBIAHO A0 AOKYMeHTaLii BUPOGHMKa
6 6nictepiB y Ad|
naJi, no 6
TabneTtok y
6nictepi, no 5
6nicTepiB B nauLi
6. AMBPOKCONyY Tabnetku no 30 My6niuHe YKpaiHa BUPOBHMLTBO 3a NMOBHUM YKpaiHa BHECEHHS 3MiH 4,0 pPeecTpaLiiHnX maTepiasis: 3MiHu | 6e3 UA/1437/01/01
rigPoOXnoprPuj, mr; no 10 akuioHepHe LMK/TOM: TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
Tabnetok y TOBapucTBO My6niyHe akuioHepHe Ta/abo agpecu micusa NPoBamKeHHs AisNIbHOCTI
6nictepi; no 2 "HaykoBo- TOBapncTBO "HaykoBo- BMpPO6HMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
6nictepm y nauui 3 BMPOGHNYNIA BMPOGHUYUIA LEHTP BK/IOYAl0UM AiNbHUL BUMYCKY cepii abo micue
KapToHy LeHTp "BopLuariBcbkuiA XiMiko- NpoBeAileHHA KOHTPOJIHO AKOCTI. (LiANbHICTb, 3a AKY
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
niA Ximiko- 3aBofa", cepiid) - 3a3Ha4YeHHs agpecy MiCLA NPOBaKEHHS
thapmaveBTny YkpaiHa; LisnbHOCTI BUpo6bHuKa 13, BignosiganbHOro 3a
Hui 3aBog” BMPOGHMLITBO, KOHTPO/Ib cepili TOBapnCTBO 3 06MEXEHOI0
nakyBaHHs1, BUMYCK BiANOBiAaNbHICTIO «HaTyp+», YkpaiHa, 04aTKOBO [0
cepiii: opuanYHOI agpecu, 6e3 3mMiH1 Micust BUpo6HMLUTBA
ToBapucTso 3
06MeXeHoI0
BiANOBIAA/LHICTIO
"ArPO®APM",
YKpaiHa;
KOHTPO/b Ccepili:
ToBapucTso 3
06MeXeHoI0
BIANOBIAA/bHICTIO
"Haryp+",
YKpaiHa
7. AMMOLUMM 10 MI' | Tabnetkn no 10 mr | AciHo ®apma LLiseiiuapi AciHo ®apma Al , LLiseiiuapi BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/14494/01/01
no 10 TabneTok y Al A LLiBefuapis (nepBnHHa Al lnais 3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 3 abo Ta BTOPWHHA YNakKoBKa); thapmakoHarnsgy. BeegeHHs abo 3miHu o
10 6nictepiB y AciHo ®apma Arl', y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
KapTOHHI KOpoOL LLiBeliyapis (BBEAEHHSA y3ara/IbHEHNX AaHUX MPO cUcTemy
(BignoBiganbHuiA 3a hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoi 0cobu,
BUNycK cepii); AciHO BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
dapma Arl, Wseiiyapis KOHTaKTHOI 0Co6YM 3 chapmakoHarnsagy 3asBHuka anas
(nepBrHHa Ta BTOPUHHA 34ilicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
ynakoBka); KOHikem BiAMiHHa Bif, yNOBHOBaXeHOI 0Cc0o6W, BignoBiganbHOI 3a
Na6opatopis NimiTeg, 3fjificHeHHs chapmakoHarnsagy (BKIHOUaUM KOHTaKTHI
IHAia (BUPOOHNLTBO [aHi) Ta/abo 3MiHV y po3MiLLeHHI MacTep-caiina
Hepo3dracoBaHOl cucTemu dhapmMakoHarnsgy) - 3MiHa ynoBHOBaXKEHO|
NPOAYKLUIiT, KOHTPO/b 0Co6M 3as1BHMKA, BiANOBIAA/IbHOT 32 34iCHEHHS
AKOCTI ) thapmakoHarnagy: lNponoHoBaHa pegakuis —
Copokonetosa Anna BopucisHa. 3MiHa KOHTaKTHUX
[AaHVX yNOBHOB&XeHOI 0co6y, BiANOBIAa/IbHOI 3a
dhapmakoHarnsg. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
ocobw, BignoBiganbHOI 3a chapmakoHarnsg. 3miHa Micus
3[jiACHEHHS1 OCHOBHOT AiSNIbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLe3HaxomkeHHs MacTep-haiina; 3amiHu | Tuny -
3MiHM B IHCTPYKLiO 4151 MEANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby LWoA0 Nob6iuHMX edoekTiB Ta
3anuTaHb LWoAo 6e3neky 3acToCyBaHHS Nikapcbkoro
3acoby. TepMiH BBEEHHS 3MiH: NPOTArom 6 MicsLiB
nicns saTBepmkKeHHs
AMMOUUM 5 MI Tabnetkn no 5 mr AciHo ®apma LLiseiiuapi AciHo ®apma Al , LLiseiiuapi BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/14494/01/02
no 10 TabneTok y Al A Liseliuapia (nepBuHHa Al lnais 3MiHM | TUny - 3MiHK Woo 6e3nekn/edeKTMBHOCTI Ta peuyenmom
6nictepi; no 3 abo Ta BTOPWHHA YNaKkoBKa); thapmakoHarnisgy. BeegeHHs abo 3miHn go
10 6nicTepiB y AciHo ®apma Arl', y3araslbHeHNxX AaHux npo cuctemy dpapmakoHarnsgy
KapTOHHIii Kopo6Lli Lseliuapis (BBEAEHHSA Y3arasibHEHUX AaHWX NMPO cucTemy
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KapTOHHIA KopoobLi

(nopoLwky), Lo BU3HAYEHO Yy cneuudikaLii rotoBoro
NiKapcbKoro 3acoby. 3MiHN B IHCTPYKLiH0 4151 MEAUYHOTO
3acTOCyBaHHS Nikapcbkoro 3acoby y p. "Jlikapcbka
dhopma" (OCHOBHI (Pi3VKO-XiMIYHI B1ACTUBOCTI).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPKEHHS; 3MiHU | TUMy - 3MiHa y MeToAax
BUNPOBYBaHHA roTOBOrO MiKAPCLKOro 3acoby - BBEAEHHS
HOBOrO MeToAy A5 BU3HaUYeHHs bakTepiasibHnx
€H/JI0TOKCUHIB (KIHETWYHWI MeTopA) BignosigHo Ao EP
2.6.14. meTop D Ha 3amiHy 3aTBepxeHoro gel-clot
MeToAy; BBEEHHS a/lbTEPHATVBHOIO MeToay
BM3Ha4YeHHA BmicTy Boan meTofom Ky/loHOMeTpuuHe
TUTPYBaHHA BignosigHo fo EP 2.5.32. noaaTtkoso 4o
3aTBepaxeHoro metoay EP 2.5.12. meTog A; 3amiHa
3aTBEPAKEHOI0 MeTOAY BUNPOOYBaHHS rOTOBOrO
nikapcbKoro 3acoby metogom BEPX 3a nokasHUKOM
«KinbkicHe BU3HaueHHsi» Ha HoBWii MeTog BEPX;
BBEJIeHHA a/lbTepHaTUBHOTO MeToAy BUNPoOyBaHHSA

roTOBOrO JIiKapCbKOro 3acoby 3a nokasHUKoM «KisibkicHe

Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
(BignoBiganbHuWiA 3a hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoi 0cobu,
BUNycK cepii); ACiHO BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
dapma Arl, Wseiiyapis KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
(NepBWHHaA Ta BTOPUHHA 3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
ynakoBka); KOHikeM BiAMiHHa Bif, yNOBHOBaXeHOI 0coby, BignoBiganbHOI 3a
Na6opatopis NimiTes, 3fificHeHHs thapmakoHarnsagy (BKIHOYaUM KOHTaKTHI
IHAia (BUPOOHNLTBO [aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-chaiina
Hepo3gacoBaHOl cucTemu dhapmMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO|
NPOAYKLUIiT, KOHTPO/b 0Cco6y 3as1BHMKA, BiAMNOBIAA/IbHOT 32 34iCHEHHS
AKOCTI ) hapmakoHarnsgy: MNponoHoBaHa pefakuis —
Copokonetosa Anna bopucisHa. 3MiHa KOHTaKTHUX
[AaHVX yNOBHOB&XeHOI 0co6y, BiANOBIAA/IbHOI 3a
dhapmakoHarnsag. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
ocobw, BignoBiganbHOI 3a chapmakoHarnsg. 3miHa Micus
3[jiACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLe3HaxomkeHHs MacTep-haiina; 3amiHu | Tuny -
3MiHUW B IHCTPYKLiO 4151 MeANYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby LWoA0 NobiuHMX edoekTiB Ta
3anvTaHb LWoAo 6e3neky 3acToCyBaHHS NikapcbKoro
3acoby. TepMiH BBEEHHS 3MiH: NPOTArom 6 MicsLiB
nicns saTBepmakeHHs
9. AMOKCUKNAB® NOpPOLUOK AN1A CaHpo3 CnoseHis CaHpo3 'm6X — BisHec ABCTpIs BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/7064/03/01
pO34MHy oNns dapmacbioTika nigpo3ain AHTK- 3MiHuM | TUNy - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOro peuenmom
iH'ekuin, 500 n3 a.4a. IHdpekuinHi FN3 (AI-MN3 NikapcbKoro 3acoby - 3MiHM 40 MeToAy BUNPOOyBaHHS
mr/100 mr; 5 KyHA/1b) rOTOBOrO J1iKapCbKOro 3acoby 3a NokasHUKOM
donakoHIB 3 «30BHILLHI BUrNsig», a caMe BUTy4YeHO HaA/IMLLKOBY
NOPOLUKOM B iHhopmaLito | 3MeHLIeHo onnc TecTy; A0A4AaTKOBO
BHOCWTbCS pefakLiiHa npaska onucy BMICTy chnakoHy
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs

BM3HAYEHHA» MeToAoM YBEPX; 3amiHa 3aTBepaXeHoro
MeToAy BUNPOOGYBaHHS rOTOBOrO NiKapCbKoro 3acoby
meTogom BEPX 3a nokasHukom «CynpoBigHi AOMiLLIKN»
Ha HoBuiA MeToa BEPX; BBeAEHHS aflbTepHATUBHOIO
mMeToAy BMNPOBYBaHHS rOTOBOTrO Nikapcbkoro 3acoby 3a
nokasHukoMm «CynpoBigHi AOMillkn» meTogom YBEPX;
3MiHM | TUNY - 3MiHa NapameTpiB crneuudikauiin Ta/abo
[0MYyCTUMMX MEX r0TOBOTO NiKapCcbKoro 3acoby -
[OMNOBHEHHSA creumdikaLii roToBOro Nikapcbkoro 3acoby
Ha BMMNYCK Ta Ha TEPMiH NPUAATHOCTI BU3HAYEHHAM
CYMyTHLOT AOMILLKN «aMOKCULUAIH NEHILWAI0BOT
KMCnoTu - He Binblue 1,0 %»; AoNoOBHEHHSA cneuudikawii
roTOBOrO /iKapCbKOro 3acoby Ha BUMYCK Ta Ha TEPMIH
NPVAATHOCTI BU3HAYEHHSA CYNYTHLOT JOMILLIKA
«ayKeToninepasviH (aMOKCULWNIH) - He Ginblue 1,0 %»;
[OMNOBHEHHS creumdikaL,ii roToBOro nikapcbkoro 3acoby
Ha BMNYCKy Ta Ha TEPMiH NPUAATHOCTI BU3HAYEHHS
CYNYTHBOT JOMILLKN «TPUMEPHUIA aMOKCULMAIH - He
6inblue 1,0 %»; [OMOBHEHHS cneuudikallii roToBoro
niKapcbKoro 3acoby Ha BUNycK Ta Ha TepMiH
nNpuAaTHOCTI NOKa3HWKOM «lloslimep kiaBynaHaty Ta
iHLWI dhriyopecUeHTHI AoMiLKM — He Ginblue 5,0 %», TecT
BUKOHYETbLCA 3 BUKOPUCTAHHAM (D/TyOpECLEHTHOTO
aHanisy BignosigHo Ao moHorpadii BP «Co-amoxiclav
Injections; 3miHu | TMNy - 3MiHa NapameTpiB
cneumdikalii Ta/abo AONYCTUMUX MEX FTOTOBOrO
nikapcbKoro 3acoby - BBeAeHHA Y cneuudikaiio
roTOBOrO NiKapPCbKOro 3acoby HOBOrO MOKa3HMKa
«lgeHTudikauis aMokCULUMAIHY | KUCNOTU K1aBy1aHOBOI»
3 HOpMyBaHHAM «Bignosigae» metogom bIY-
cnekTpoMeTpii BignosigHo fo EP 2.2.40; BBeAEHHS y
creuudikaLito roToBoro JlikapcbKoro 3acoby HOBOro
nokasHuka «lgeHTudikalis aMokeuLuaiHy i Kncnotu
K/1aBy/1laHOBOI» 3 HOPMYBaHHAM «Bianosigae» meTogom
TWX in-house; ineHTudikauis metogom TLX €
anbTepHaTMBHUM meToay BIY —cnekTpomeTpii.;
BBE/EHHA y crevmdikaLito roToBoro fikapcbkoro 3acoby
HOBOro nokasHuka «lgeHTudpikauis HaTpito (peakuis
npeuunitauii) BignosigHo go EP 2.3.1 — Hatpiin meTog A.
[aHwnin TecT € gogaTkoBa nepeBipka BMICTY (o1akoHy, Yy
crneuudikaLii NpoNoHYyeTbLCA A04ATU NMPUMITKY
«KOHTPO/IOETLCA TiIbKU HA BUMOTY»; BBEAEHHS Y
cneuudikaLlito roToBoro slikapcbkoro 3acoby HOBOro
nokasHvka «lgeHtudikauis kanito (peakuisa npeuunitauir)
BignosigHo Ao EP 2.3.1 — kaniii meTog, B. laHnii TecT €
[oaaTtkoBa nepeBipka BMICTY th1akoHy, y cneumdikadii
NPOMNOHYETHLCA A0AATY NPUMITKY «KOHTPOTHETLCS TiNlbKM
Ha BMMOrYy»; BBEAlEHHS Y crevmdikaLito rotosoro
NiKapCbKoro 3acoby HOBOro nokasHuka «Abcopouis npu




39

Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs

430 HM» 3 HOPMYBaHHSAM «He Ginblue 0,3» BignoBigHO
no Bumor EP 2.2.25. (3aMiHIOE 3aTBEPXEHWNIA NOKA3HUK
«KonbOpOoBICTb PO3UMHY»); BBEAEHHSA Y crneundikaL,ito
roTOBOrO NiKapCbKOro 3acoby HOBOrO NOKasHuka «4Yac
PO3UYMHEHHS» 3 KpUTEPIEM NPUAHATHOCTI «He BiNbLue
180 cekyHAa» Ta BiANOBIAHWM ONVCOM NPOBEAEHHS
BUMPOOYBaHHA: «Yac po3yMHEHHS BU3HAYAETLCA 3a
[0MOMOrol0 fofAaBaHHsA BOAW Y qh1akoH, CTPYLLYBaHHSA
Ta BUMIpIOBaHHSA Yacy, BNPOAOBX AKOro PO34nH CTae
Npo30puM>»; AOMOBHEHHS cneuudikauii 13 HoBuM
NOKa3HNKOM «MexaHiuHi BK/TIOYEHHA — BUAVMI YacTKn» 3
HOPMYBaHHSAM «MNPaKTUYHO BiflbHWIA Bif YacTOK»
BignosigHo Ao Bumor EP 2.9.20; 3miHu | TUnYy - 3miHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbKOTro 3acoby - BUTyYEHHS 3i
cneuudikaLii roTOBOro Nikapcbkoro 3acoby nokasHuka
«Onunc po3unHy», Lo 06yMOB/IEHO BBEAEHHAM A0
cneumgikaL,ii roToBOro slikapcbKoro 3acoby HOBMX
NOKa3HWKIB, TakuX K «po30piCTb PO3UMHY» Ta
«MexaHiYHi BK/TIOYEHHS (BUAUMI YACTKM)»; BUNYYEHHS 3i
crneundikavii roToBOro nikapcbKoro 3acoby nokasHuka
«OAHOPIZHICTb AO30BaHNX OAMHWLE» BifMoBigHO A0
USP<905>, 1o 06yMOBNEHO BBEAEHHAM Y
cneumaikauito nokasHnka «O4HOPIAHICTb 4030BaHMX
oAvHUUbL>» BignosigHo 2.9.40. EP; Buny4eHHs 3i
crneuudikaLii roToBOro nikapcbkoro 3acoby nokasHuka
«HanoBHEeHHS», W0 06yMOB/IEHO BBEAEHHAM Y
cneuudikauito nokasHuka «OAHOPIAHICTb A030BaHNX
oaMHNLb» BignosigHo 2.9.40. EP; gaHWil noka3HUK
KOHTPOHOETLCA Mif Yac BUPOOHMLTBA NiKapCbKoro
3aco0y; BUTyYeHHs 3i crieumdikavii rotoBoro
nikapcbKoro 3acoby KonbopoBiCTb pO3UMHY», LLIO
06YMOB/IEHO f04aBaHHAM A0 cneumdikayii roToBoro
nikapcbkoro 3acoby HOBOro MokasHuKa «AbcopbLis npu
430 HM»; 3MiHK | TUMy - 3MiHa NapameTpiB cneuudikawii
Ta/abo foNyCTMMUX MEX FOTOBOTrO MiKapCbKOro 3acoby -
3amiHa 3aTBepmxeHoro metogy EP 2.9.5 «OpHopigHicTb
Macu» Ha meTof EP 2.9.40 «OaHOpIgHICTL f030BaHNX
OAMHNLb»; 3MiHM | TUMy - 3MiHa y MeToAax
BMNPOOYBaHHSA rOTOBOTO MliKapCbKOro 3acoby -
OHOBJIEHHSI MeTOAY BUNPOBYBaHHSA 3a NOKa3HWKOM
«MexaHi4Hi BK/IIOYEHHS — HEBUAUMI YaCTK1» BIAMNOBIAHO
8o Bumor EP 2.9.20; kpuTtepii NpUAHATHOCTI 3a/IMLLIEHI
6e3 3MiH; 3MiHK | TUNY - 3MiHa y MeTofax BUNpo6yBaHHsA
rOTOBOrO /1iKapCbKOro 3acoby - NpuBeAEHHS MeToay
BUMPOOYBaHHA 3a NOKa3HWKOM «[1po30piCTb PO3UMHY» Y
BiANOBIAHICTb A0 EP 2.2.1; npuBefeHHA meToay
BMNPOGYBaHHS 3a NOKA3HMKOM «pH» y BigNOBIAHICTb A0
EP 2.2.3., a came B onuci MeToay 3a/IMWNTL e
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

nocunaHHs Ha BiAnosigHy ctatTio EP; npneeaeHHs
mMeToAy BUNPOBYBaHHSA 3a NOKa3HWKOM «CTepusbHICTb»
y BignoBigHicTb f0 EP 2.6.1; 3BY)X€HHS A0ONYCTUMOI MeXi
nokasHuka «Bmict Bogu» y cneuudikalii rotoBoro
niKkapcbKoro 3acoby Ha BUNycKy Ta Ha TepMiH
npuaaTHOCTI; 3MiHKM | TMny - 3MiHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby - NpuBeAeHHs MeToay
BMNPOOYBaHHA 3a NOKa3HUKOM «BMicT Bogu» y
BiAnoBigHiCTb Ao EP 2.5.12. meTog A; 3BY)XEHHS
[0nyCTUMOT Mexi NokasHuKa «bakTepiasibHi
€HOTOKCUHM» Y cneuudikaLlii roToBoro AikapcbKoro
3acoby Ha BMMYCK Ta Ha TEPMiH NPUAATHOCTI; 3BY)XXEHHS
[0MyCTUMOT MeXi NokasHuka «Mpo3opicTb PO3UnHy» y
cneumdikaLii roToBOro fikapcbKoro 3acoby Ha BUNycK Ta
Ha TepMiH NPUAATHOCTI; 3BY)XXEHHSA [OMYyCTUMUX MEX 3a
NoKa3HNKOM «KiflbKicHe BU3HAUYEeHHs» B cnevLmdikawii
rOTOBOrO /1iKapCbKOro 3acoby Ha TEPMiIH NPUAATHOCTI
(mopaTkoBO B paMkKax peecTpauiiiHol npoueaypuy
npvBefeHHsA hopmaTy cneuudikauii Ta meToais
KOHTPO/II0 Y BIAMNOBIAHICTL A0 MaTepianis
PeecTpaLiiHoro AOCbE); 3BYXKEHHS AOMYCTUMMX MEX A/15
nokasHuka «CynpoBigHi fomiliku, 3-eTnn-2,5-6ic-(2-
Ti4pPOKCU-eT1)-NipasnH» y cneymdikawii roToBoro
nikapcbkoro 3acoby (NpoAyKT po3kiagy kasiito
KNaBynaHaTy); 3BYXXEHHA [JONYCTUMUX MEX A5
nokasHuka «CynpoBigHi AOMiLLKK, HecnevlmdikoBaHi,
6yAb-AKOT HLLOT AOMILIKY (Ha6inbLIOoT)» y cneumdikauii
rOTOBOrO /iKapCbKOro 3acoby; 3BY>XKEHHSI AONYCTUMUX
MeX 4151 nokasHnka «CynpoBifgHi 4OMILIKK, cyma
[OOMILLOK» Y cneuudikauii roToBoro ikapcbkoro 3acoby;
3MiHM | TUNY - 3MiHa NapameTpiB cnevudikauiii Ta/abo
LOMYCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby -
[OMNOBHEHHSA crevumdikaL,ii roToBOro nikapcbkoro 3acoby
Ha BUNYCK Ta Ha TEPMIH NPMAATHOCTI BU3HAYEHHS
CYNYTHBOI AOMILLKN «AMMEPHUI aMOKCULIMAIH - He
6inbwe 2,0 %»

10.

AMOKCUKNAB®

NMOPOLLIOK A5t
pO3UnHYy AnA
iH'ekuin, 1000
mr/200 mr; 5
hnakoHIB 3
MOPOLLKOM B
KapTOHHI KOpooLi

CaHpo3
dapmacbioTika
n3 a.a.

CnoseHis

CaHpo3 'm6X — BisHec
nigposain AHTu-
IHdpekuinHi N3 (AI-MN3
KyHAb)

ABCTpIst

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS roToBOro
NikapcbKoro 3acoby - 3MiH1 40 MeToAy BUMPOOYyBaHHA
roTOBOrO fiKapcbKoro 3acoby 3a NoKasHMKOM
«30BHILLHI BUrNSAA», & caMe BUTy4YeHO HaA/IMLLKOBY
iHbopmaLito | 3MeHLIEeHO onuc TecTy; A04aTKOBO
BHOCWTbCS peflakLiiiHa npaska onucy BMICTY chiakoHy
(MopoLwuKy), Lo BU3HAYEHO y cneumdikaLii roToBoro
nNiKapcbKoro 3acoby 3MiHW B IHCTPYKLiO 4151 MeANYHOro
3acTocyBaHHA Nikapcbkoro 3acoby y p. "/likapcbka
chopma" (OCHOBHI i3MKO-XiMiYHI BNACTMBOCTI).

3a
peyenmom

UA/7064/03/02
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs

BBefeHHS 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPMAKEHHS.; 3MiHM | TUNY - 3MiHa y MeTogax
BMNPOBYBaHHA roTOBOrO MiKapPCbKOro 3acoby - BBEAEHHS
HOBOrO MeToAy A5 BU3HaYeHHs1 bakTepianbHux
€H/I0TOKCUHIB (KIHETUYHMI MeTopa) BianosigHo Ao EP
2.6.14. metoa D Ha 3amiH 3aTBepgkeHoro gel-clot
MeToAy; BBEAEHHS a/lbTEPHATVBHOIO MeToAy
BU3HaYeHHA BmicTy Bogy meTogom KynoHomeTpuyHe
TUTPyBaHHSA BignosigHo fo EP 2.5.32. gogaTkoBo Ao
3aTBepmkeHoro metoay EP 2.5.12. meTop, A; 3amiHa
3aTBEPAKEHOrO METOAY BUNPOBYBaHHS rOTOBOrO
nikapcbkoro 3acoby metogom BEPX 3a nokasHMKOM
«KinbkicHe BM3HaueHHs» Ha HoBuWiA meTog BEPX;
BBEJEHHA a/lbTepHaTMBHOIO MeToAy BUNPoOYyBaHHSA
rOTOBOrO JliKapCbKOro 3acoby 3a NokasHMKOM «KisibkicHe
BM3HAYEHHA» MeToAoM YBEPX; 3amiHa 3aTBepaXeHoro
MeToAy BUNPOOGYBaHHS rOTOBOrO NiKapCbKoro 3acoby
meTogom BEPX 3a nokasHukom «CynpoBigHi AOMILLIKN»
Ha HoBuiA MeToa BEPX; BBeAE€HHS anlbTepHATUBHOIO
mMeToAy BMNPOBYBaHHS rOTOBOTO Nikapcbkoro 3acoby 3a
nokasHukoMm «CynpoBigHi AOMillkn» meTogom YBEPX;
3MiHM | TUNY - 3MiHa NapameTpiB cneuudikauiin Ta/abo
[0MYyCTUMMX MEX r0TOBOTO NiKapcbkoro 3acoby -
[OMNOBHEHHSA crevumdikaLii roToBOro Nikapcbkoro 3acoby
Ha BMMNYCK Ta Ha TePMiH NMPUAATHOCTI BU3HAYEHHAM
CYMyTHLOT AOMILLKN «aMOKCULUAIH NEHILWUII0BOT
KMCnoTtu - He Binblie 1,0 %»; AONOBHEHHSA cneumdikawii
roTOBOrO /iKapCbKOro 3acoby Ha BUMYCK Ta Ha TEPMIH
NPVAATHOCTI BU3HAYEHHSA CYNYTHLOT JOMILLIKA
«avKeToninepasviH (aMOKCULWNIH) - He Ginblue 1,0 %»;
[OMNOBHEHHSA crevumdikaL,ii roToBOro nikapcbkoro 3acoby
Ha BMNYCKy Ta Ha TEPMiH NPUAATHOCTI BU3HAYEHHS
CYNYTHBOT JOMILLKN «TPUMEPHUIA aMOKCULMAIH - He
6inblue 1,0 %»; [OMOBHEHHS cneuudikallii roToBoro
nNiKapcbKoro 3acoby Ha BUNycK Ta Ha TepMiH
npuAaTHOCTI NOKa3HWKOM «[loslimep kiaBynaHaty Ta
iHLWI dhriyopecUeHTHi AoMiLLKM — He Ginblue 5,0 %», TecT
BUKOHYETbLCA 3 BUKOPUCTAHHAM (D/TyOPECLEHTHOTO
aHanisy BignosigHo Ao moHorpadii BP «Co-amoxiclav
Injections; 3miHu | TMNy - 3MiHa NapameTpiB
cneuudikaLii Ta/abo AONYCTUMKX MEX FTOTOBOr0
nikapcbKoro 3acoby - BBeAeHHA Y cneuudikaiio
roTOBOrO NiKapPCbKOro 3acoby HOBOrO MOKa3HMKa
«lgeHTudikauis aMokCULUMAIHY | KUCNOTU K1aBy1aHOBOI»
3 HOpMyBaHHAM «Bignosigae» metogom bIY-
cnekTpoMeTpii BignosigHo fo EP 2.2.40; BBeAEHHS y
creuugikaLito roToBoro JlikapcbKoro 3acoby HOBOro
nokasHuka «lgeHTudikalis aMokeuLuaiHy i KMcnotu
K/1aBy/1aHOBOI» 3 HOpMyBaHHAM «Bignosigae» MeTogom
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs

TWX in-house; igeHTndikauis metogom TLUIX €
anbTepHaTMBHUM MeToay BIY —cnekTpomeTpii.;
BBEEHHSA y crevmdikaL,ito roToBoro Aikapcbkoro 3acoby
HOBOTO MokasHuKa «laeHTudikauis HaTpito (peakuis
npeuunitauii) BignosigHo go EP 2.3.1 — HaTpiii meTog A.
[aHuii TecT € gogaTkoBa nepesipka BMICTY (ON1akoHy, Y
cneuudikaLii NPONOHYETLCA AOAATU NPUMITKY
«KOHTPO/IOETLCSA TiNTbKM HA BUMOTY»; BBEAEHHS Y
cneumdikaLlito roToBoro fikapcbkoro 3acoby HOBOro
nokasHuka «lgeHTudikauis kanito (peakuis npeuunitaii)
BianoBigHo Ao EP 2.3.1 — kanili meTog B. JaHuii TecT €
JofartkoBa nepesipka BMICTY th1akoHy, y cneumdikawii
MPOMNOHYETLCA AoAaTV NPUMITKY «KOHTPOOETLCA TiNbKK
Ha BUMOTY»; BBeAleHHs y crneuudikaLlito roToBoro
nikapcbKoro 3aco6y HOBOro MokasHuKa «Abcopbuis npu
430 HM» 3 HOPMYBaHHSAM «He Ginblue 0,3» BignoBigHO
no Bumor EP 2.2.25. (3aMiHI0€ 3aTBEPXXEHWIA NOKA3HUK
«KonbOpOoBICTb PO3UMHY»); BBEAEHHSA Y crneundikaL,ito
roTOBOrO NiKapCbKOro 3acoby HOBOrO NOKasHuka «4Yac
PO3UYMHEHHS» 3 KpUTEPIEM NPUAHATHOCTI «He BiNbLue
180 cekyHA» Ta BiANOBIAHWM ONVCOM NPOBEAEHHS
BUMPOOYBaHHA: «Yac po3yMHEHHS BU3HAYAETLCA 3a
[I0MOMOrol0 fofAaBaHHA BOAW Y d1akoH, CTPYLLYBaHHSA
Ta BUMIpIOBaHHSA yacy, BNPOAOBX AKOro PO34nH CTae
NpOo30p1M>»; AOMOBHEHHS cneuudikauii 13 HoBuM
NOKa3HNKOM «MexaHiuHi BK/TIOYEHHA — BUAVMI YacTKu» 3
HOPMYBaHHSAM «MNPaKTUYHO BiflbHWIA Bif YacTOK»
BignosigHo Ao Bumor EP 2.9.20; 3miHu | TMRYy - 3miHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbKOTro 3acoby - BUTyYEHHS 3i
cneuudikaLii roTOBOro Nikapcbkoro 3acoby nokasHuka
«Onnc po3unHy», Lo 06yMOB/IEHO BBELAEHHAM A0
cneumgikaL,ii roToBOro slikapcbKoro 3acoby HOBMX
NOKa3HWKIB, TakuX K «po30piCTb PO3UMHY» Ta
«MexaHiYHi BK/IOYEHHS (BUAUMI YACTKM)»; BUNYYEHHS 3i
crneundikavii roToBOro nikapcbKoro 3acoby nokasHmka
«OAHOPIZHICTb A030BaHMX OAMHWLE» BifMoBigHO A0
USP<905>, 1o 06yMOBNEHO BBEAEHHAM Y
cneumaikauito nokasHnka «O4HOPIAHICTb 4030BaHMX
oAvHUUbL>» BignosigHo 2.9.40. EP; BunyyeHHs 3i
crneundikaLii roToBOro nikapcbkoro 3acoby nokasHuka
«HanoBHEeHHS», W0 06yMOB/IEHO BBEAEHHAM Y
cneumdikauito nokasHuka «OAHOPIAHICTb A030BaHNX
oaMHNLbL» BignosigHo 2.9.40. EP; gaHWil noka3HUK
KOHTPOHOETLCA Mif Yac BUPOOHMLTBA NiKapCbKoro
3aco0y; BUTyYeHHs 3i crieumdikav,ii roToBoro
nikapcbKoro 3acoby KonbopoBiCTb PO3UMHY», LLIO
06YMOB/IEHO f04aBaHHAM A0 cneumdikavii roToBoro
NiKapCbKoro 3acoby HOBOro nokasHuka «Abcopouis npu
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430 HM»; 3MiHM | TUMy - 3MiHa NapameTpiB cneuudikawii
Ta/abo foNyCTUMUX MEX rOTOBOrO MikapCbKoro 3acooby -
3amiHa 3aTBepmxeHoro metogy EP 2.9.5 «OgHopigHicTb
macu» Ha metog EP 2.9.40 «OgHopigHiCTb A030BaHNX
OAMHULbY»; 3MiHW | TUNY - 3MiHa Y MeTofax
BMNPOOYBaHHA rOTOBOrO MiKapCbKOro 3acoby -
OHOBJIEHHS MEeTOAY BUMPOOYBaHHSA 3a NOKa3HWKOM
«MexaHi4Hi BK/TIOYEHHS — HEBUAMMI YaCTKW» BifgnoBigHO
o sumor EP 2.9.20; kputepii NpUAHATHOCTI 3aUIMLLIEHI
6€3 3MiH; 3MiHM | TURY - 3MiHa y MeTogax BUNpobyBaHHS
roTOBOrO fiKapCcbKoro 3acoby - NpMBeAeHHA MeToay
BMNPOGYBaHHA 3a NOKa3HUKOM «[1po30piCTb PO3UMHY» Y
BiAnoBigHicTb go EP 2.2.1; npuBeaeHHs meToay
BMNPOBYBaHHSA 3a NOKa3HUKOM «pH» Yy BiANOBIAHICTL A0
EP 2.2.3., a came B onuci meTogy 3anuwnT nnwe
nocunaHHs Ha BianosigHy ctatTio EP; npneeaeHHs
mMeToAy BMNPOBYBaHHSA 3a NOKa3HWKOM «CTepubHICTb»
y BignoBigHicTb f0 EP 2.6.1; 3BY)X€HHS A0ONYCTUMOI MeXi
nokasHuka «Bmict Bogu» y cneuudikalii rotoBoro
niKkapcbKoro 3acoby Ha BUNycKy Ta Ha TepMiH
npuaaTHOCTI; 3MiHKM | TMny - 3MiHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby - NpuBeAeHHs MeToay
BMNPOOYyBaHHA 3a NOKa3HWKOM «BMicT Bogu» y
BiAnoBigHiCTb Ao EP 2.5.12. meTog A; 3BY>EHHS
[0nyCTUMOT Mexi NokasHuKa «bakTepiasibHi
€HOTOKCUHM» Y cneuudikallii roToBoro MikapcbKoro
3acoby Ha BMMYCK Ta Ha TEPMiH NPUAATHOCTI; 3BY)XXEHHS
[0MyCTUMOT MeXi NokasHuka «Mpo3opicTb PO3UnHYy» y
cneumdikaLii roToBOro fikapcbKoro 3acoby Ha BUNycK Ta
Ha TepMiH NPUAATHOCTI; 3BY)XXEHHSA [OMYyCTUMUX MEX 3a
NoKa3HNKOM «KiflbkicHe BU3HAUYEeHHs» B cnevmdikawii
rOTOBOrO /1iKapCbKOro 3acoby Ha TEPMiIH NpUAATHOCTI
(mopaTkoBO B paMKax peecTpauiiiHoi npoueaypuy
npvBefeHHs hopmaTy cneuudikauii Ta meTogis
KOHTPO/II0 Y BIAMNOBIAHICTb A0 MaTepianis
PeeCTpaLiiHoro AOCbE); 3BYXKEHHS AOMYCTUMMX MEX A/15
nokasHuka «CynpoBigHi fomiliku, 3-eTnn-2,5-6ic-(2-
Ti4POKCU-eT)-NipasnH» y cnewymdikawii roToBoro
nikapcbkoro 3acoby (NpoAyKT po3kiagy kasiito
KNaBynaHaTy); 3BYXXEHHA JONYCTUMUX MEX A5
nokasHuka «CynpoBigHi AOMiLLKK, HecnevlmdikoBaHi,
6yAb-AKOT HLLOT AOMILIKY (Ha6inbLOoT)» y cneumdikauii
rOTOBOrO /iKapCbKOro 3acoby; 3BY>XKEHHSI AOMYCTUMUX
MeX 4151 nokasHuka «CynpoBifgHi fOMILLKK, cyma
[OOMILLOK» Y cneuudikauii roToBoro ikapcbkoro 3acoby;
3MiHM | TUNY - 3MiHa NapameTpiB cneuudikauiii Ta/abo
LOMYCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby -
[ONOBHEHHS cneumdikalii roTOBOro Jlikapcbkoro 3acoby
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Ha BUNYCK Ta Ha TEPMIH NPUAATHOCTI BU3HAYEHHS
CYNYTHBLOI AOMILLKN «ANMEPHWIA aMOKCULWIH - He
6inble 2,0 %»
11. AMOKCUKNAB® NOpPOLUOK AN1A CaHpo3 CnoseHis CaHpo3 'mbX - ABCTpIs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/7064/03/01
pO34MHy oNns dapmacbioTika BupobHuya ainbHuus TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHsI peuenmom
iH'ekwuin, 500 n3 a.4a. AHTWIHdEKUiVHI T3 Ta Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
mr/100 wmr, 5 XimiuHi Onepaduii Kynanb BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
donakoHIB 3 (AIXO N3 KyHanb) BK/THOYAK0UN AiNbHULI BUNYCKY cepii abo micue
NOpPOLLKOM B NpoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a AKy
KapTOHHIA KopoobLi BiANOBIAa€e BUPOGHYMK/IMNOPTEp, BKIOYAUM BUMYCK
cepiii). BBeeHHS 3MiH NpoTArom 6-Tu MicsuiB nicns
3aTBEPKEHHS.
12. AMOKCUKNAB® NOpPOLLOK AN1A CaHpo3 CnoseHis CaHpo3 'mbX - ABCTpIs BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/7064/03/02
pO3uUMHy Ans PapmacbioTika Bupo6Huya finbHuus ™Mny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peuyenmom
iH'ekuin, 1000 n3 a.a. AHTUIHGEKLNHI TN13 Ta Ta/abo agpecu micusa NpoBamKeHHs AisIbHOCTI
mr/200 wmr, 5 XimiuHi Onepaduii Kynanb BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
h1aKoHIB 3 (AIXO N3 KyHanb) BK/IOYAIOUM AiNbHUL BUMYCKY cepii abo micue
NOpPOLLKOM B NpoBeAEeHHS KOHTPOJII0 AKOCTI. (LisiNIbHICTb, 3a SKY
KapTOHHIA KopooLi BiANOBIAAE BUPOGHWMK/IMNOPTEp, BKIOYAUM BUMYCK
cepiii). BBe€HHS 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS.
13. AMOKCUKNAB® TabneTkn, BKpUTI CaHpo3 CnoseHis Nex dapmaneBTUYHA CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3a UA/7064/01/01
2X NNiBKOBOO PapmacbioTika KomnaHia 4. 4., 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHSA roToBOro peyenmom
060/10HKOI0, NO n3p.a. CnoBeHis (BUpO6HULTBO nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
500 mr/125 mr no 3a NOBHUM LMK/IOM; MeToAax BUMPOOYBaHHS)
7 TabneTok y BUMNYCK cepii)
6nictepi, no 2
6nictepn y
KapTOHHiii Kopo6Lli
14. AHATPENIA Kancysm Teepgi no AnBoreH Manbta KBiHTa-AHaniTvka c.p.o., Yecbka BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/17240/01/01
ANBOTEH 0,5 wr; no 100 ManbTa Yecbka Pecny6nika Pecny6nik TEeXHi4YHa NOMW/IKa B TEKCTI MapKyBaHHS yNakoBKU peuenmom
Kancyn y naswwj; OnepelileHc (ximiko-chiznuHe a/ NiKapcbKoro 3acoby, a came B HanMcaHHi Ha3Bwu
no 1 nnawuiy (POY) N1A TECTYBaHHS); HimeuunH NepBUHHOT YMaKoBKM
KapTOHHIM nayi PotteHzopd ®apma a/ IcnaHis
'm6X, HimeuunHa
(BTOpVHHE MaKyBaHHS);
CiHTOH Xicnania C.J1.,
Icnanis (BMpo6HULITBO
"in bulk", nepBrHHe Ta
BTOPVHHE NaKyBaHHS,
XimiKO-gpisnyHe
TecTyBaHHs, BiAnosigae
3a BUNycK cepii)
15. AHATPENIA Kancynu Teepai no AnBoreH MasibTa KBiHTa-AHaniTuka c.p.o., Yecbka BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/17240/01/02
ANBOIEH 1 mr; no 100 ManbTa Yecbka Pecny6bnika Pecny6nik TeXHiYHa NoMWsIKa B TEKCTI MapKyBaHHS yrnakoBKU peyenmom
Kancyn y naswwj; OnepeiieHc (ximiko-dpiznyHe a/ NiKapcbKoro 3acoby, a came B HanMcaHHi Ha3Bwu
no 1 naswuiy (POY) N1a TeCTyBaHHS); HimeuunH NepBUHHOT YNakoBKu
KapPTOHHI nauuj PoTTeHgopd Papma a/ IcnaHis
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

'mM6X, HimeuunHa
(BTOpPUHHE NakyBaHHS);
CiHTOH XicnaHis C./1.,
Icnanis (BMpo6bHULTBO
"in bulk", nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
XiMiKO-gpi3uyHe
TecTyBaHHs, BianoBifae
3a BMNycK cepii)

16.

APMAAVH®

TabneTku, BKPUTI
060/10HKOI0, N0
125 wmr, no 30
TabneTok y 6aHui,
no 1 6aHuji B nayuj
3 KapTOoHy, no 10
TabneTtok y
6nictepi, no 3
6nictepn y nauui 3
KapToHy

ToBapucTBO 3
06MexeHo
BiANOBIAa/bHI
cTio HaykoBo-
BUPOGHMYA
hipma
"MIKPOXIM*

YKpaiHa

ToBapucTso 3
06MexeHoto
BiANOBIAAILHICTIO
HaykoBo-B1po6Huya
ipma "MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHK | TUNY — He3HauHi 3MiHK A0 cneuundikauii AD|
«lpgeHTudikauis», «CynbhatHa 30na» Ta «KinbkicHe

BU3HAYEHHS» 3a NOKa3HUKaMU y 3B’A3Ky 3 BHECEHHAM
3MiH 0 MeTOZiB KOHTPO/to ADI; 3MmiHM | TURy — 3MiHK A0

METOZAIB KOHTPO/It0 AKOCTi A®I 3a MoKasHMKaMmn
«lpeHTudpikauis», «CynbarHa 3ona» 1a «KinbkicHe

BU3HAYEHHS», LLI0 06YMOB/IEHO NPUBEAEHHS METOAIB Y
BiANOBIAHICTb A0 BUMOr AdY; foAaTKOBO BHECEHI
peakLiiiHi npaBku

3a
peyenmom

UA/12306/02/01

17.

APMAAIH

PO34MH ANs

iH ekyi, 50 mr/mn
no 2 M B amny/i;
no5amnyny
KaceTi; no 2
KaceTu B nauui 3
KapToHy

TOB HB®
"MIKPOXIM"

YkpaiHa

BiANOBIfaNbHMIA 3a
BMPOGHMLTBO Ta
KOHTpOnNb/
BUNPOOYBaHHSA, He
BK/THOHAK0UMN BUMYCK
cepii: NpuBaTtHe
aKLjioHepHe ToBapucTBO
"JlekxiMm-Xapkis" ,
YkpaiHa,
BiANOBIgaNbHWMIA 3a
BMPOGHMLTBO Ta
KOHTpOnNb/
BUNpo6YBaHHSA cepii,
BK/THOHAK0UMN BUMYCK
cepii: TOB HB®
"MIKPOXIM", YkpaiHa

YkpaiHa

BHECEHHSA 3MiH [0 peecTpayjiiiHux maTepianis:
3MiHK | TUNY - He3HaYHiI 3MiHNM Jo cneuudikauii AdI
«lpeHTudpikauis», «CynbarHa 3ona» 1a «KinbkicHe
BM3HAYEHHS» 3a NOKa3HMKaMK Y 3B’13Ky 3 BHECEHHSM
3MiH A0 MeTOoAiB KOHTPOsH0 ADI; 3miHM | TUNY - 3MiHK 40
METO/AiB KOHTPOSI0 AKOCTI A®I 3a nokasHuKaMun
«lpgeHTudikauis», «CynbaTtHa 30na» Ta «KinbkicHe
BU3HAYEHHS», LLI0 06YMOB/IEHO NPUBEAEHHS METOAIB Y
BigNoBigHICTb A0 BUMOr AdY; n0AaTKOBO BHECEHI
peakLiiiHi npaskm

3a
peyenmom

UA/9896/01/01

18.

ACNIPUH® C

TabneTku wmnyui;
no 2 Tabnetkn y
cTpuni; no 5
cTpvniB y
KapTOHHiA KopooLi

Baiiep
KoHcbomep
Kep Al

LLiseiiuapi
o

Baiiep Bittepdenby,
mM6X

HimeuunH
a

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHM | TUNy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIA&/IbHOI 3a 34iiCHEHHS hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BOHa
BiIMiHHa Bif YNOBHOB&XeHOI 0c06M, BiANOBIAA/IbHOI 3a
3A4iiCHEeHHs1 hapMakoHaraay (BK/IUakUm KOHTaKTHI
[laHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-ghaiina

6e3
peyenma

UA/4398/01/01
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n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
cucTemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0cobu 3asBHYKa, BiANoBigasibHOT 3a hapMakoHarnsg.
MponoHoBaHa pegakyis: Justin Daniels. 3miHa
KOHTaKTHUX AaHVX YOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnsg. 3MiHa micus
3[jiACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 dhapmakoHarnagy.
3miHa MicLe3HaxomKeHHs MacTep-taiina
19. BEMAHTEH®MN/N cnpeii HaLlKipHWA, Baiiep LLieiiuapi NixTenxenbar M6 X HimeuunH BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 6e3 UA/7805/02/01
toCc po3uurH no 30 mny KoHcblomep A dapmauoiiTiwe Pabpik a 3MiHM | TMNy - 3MiHa iMnopTepa/3MiHK, L0 CTOCYHTLCA peyenma
donakoHi 3 Kep Al BUNYCKY Cepii Ta KOHTPOJIH0 SAKOCTi FOTOBOrO NiKapCbKoro
posnpuckyBayem 3aco0y - AoAaBaHHsA BUPOOHUYOT AiNbHULI Ha siKili
Ta ni1acTUKoBOH 3[iAICHIOETLCA KOHTPO/Ib SIKOCTi FOTOBOrO NiKapCbKoro
KPULLIKOO; no 1 3acoby (KoHTpakTHOI nabopartopii) PhytoLab, Germany;
dhnakoHy B 3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS rOTOBOro
KapTOHHI KOpooL NiKapcbKoro 3acoby - 3MiHa MeTOAiB KOHTPO/IH0 FOTOBOroO
nikapcbKoro 3acoby 3a NokasHWKoM «KisibkicHe
BU3HAYEHHS JOMILLKM 3-aMiHONPONaHo101y» npu
BWMYCKy Ta Ha TEPMiH NPMAATHOCTI, a came: 3aMiHa
MeTogy HPTLC Ha meToguky BEPX
20. BIKAPA® TabneTkun, BKPUTI NMPO®APMA MaibTa Na6opaTopioc HopmoH Icnanis BHECEHHSA 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/12927/01/01
NMiBKOBOIO IHTepHeLuHN C.A. 3MiHK | TUNY - NOAAHHS HOBOrO cepTudikara peyernmom
060/10HKOI0, N0 5 TpeanHr BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-CEP
mr, no 15 Nimiten 2015-243-Rev 01 ans pjtouoi pevosuHu Bisoprolol
Tabnetok y fumarate Big HoBOro Bupo6Huka KINSY, S.L., Spain
6nictepi; no 2
6nictepu B
KapPTOHHI nayuj
21. BIKAPA® TabneTkn, BKpUTI MPO®PAPMA ManbTta Nab6opaTopioc HopmoH IcnaHis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/12927/01/02
NNiBKOBOIO IHTepHeLwHN 3MiHK | TUNY - NoAaHHs HOBOro cepTudikata peyenmom
o6osoHkoto, no 10 TpeanHr BiANoBigHOCTI €Bponeiicbkili hapmakonei Ne RO-CEP
Mmr, no 15 NimiTen 2015-243-Rev 01 ans pjtovoi pevosuHu Bisoprolol
TabneTtoky fumarate Big HoBoro Bupo6Huka KINSY, S.L., Spain
6nictepi; no 2
6nictepu B
KapTOHHIiA nayui
22. BI®PEH® Kancysum no 250 TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 6e3 UA/12087/01/01
mr, no 10 kancyn y YKPAIHA" TEeXHiYHa NOMWSIKa B IHCTPYKLIT 415 MegnyHoro peyenma
6nictepi; no 1 abo 3aCTOCyBaHHS Nikapcbkoro 3acoby B iHhopmaLii Wwoao
no 2 6nictepu B KOHTaKTIB i3 N1TaHb LWoA0 6e3nekn Ta No6GiYHUX edhekTiB
KapTOHHIM nayui
23. BOPHA NMOPOLLOK My6niuHe Ykpaina My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/17710/01/01
KUCNOTA KpUCTaniuHuiA, no akLjioHepHe TOBapUCTBO YTOUHEHHS1 HanMCaHHA 3asiBHMKa/BMPOGHUKa B peyenma
10 ry cawe, Ne 10 TOBapuCTBO «Ximthapm3asop npoueci peectpauii B Hakasi MO3 YkpaiHu

y nauui

«Ximcthapm3as
op «YepsBoHa
3ipka»

«YepBoHa 3ipka»

Ne 2205 Big 31.10.2019. Pepaxkuis B Hakasi: MNAT
«Ximdhapm3saBog «HepBoHa 3ipka»; 3anponoHoBaHa
pegfakuis: MybniyHe akLioHepHe TOBapuCTBO
«Ximchapmsasog «HepBoHa 3ipka».
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
24. BPECEK MOPOLLOK ANs dapmaneBTmy peuis AH®APM XENNAC C.A peuis BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/8907/01/01
pO34nHy Ans Ha KoMnaHis YTOUYHEHHS1 HaNnMCaHHA YNakoBKWU B NpoLeci peyernmom
iH'ekyinnolr, 1 "Bokarte C.A." nepepeecTpauii B Hakasi MO3 YkpaiHu
a6o 10 donakoHiB Ne 2205 Big, 31.10.2019. Pefakuis B Hakasi: NOPOLLIOK
3 MOPOLLKOM Y [ANs po3unHy Ans iH'ekyiino 1r, no 2r; 1 a6o 10
KapTOHHI KOpooLi hNakoHIB 3 MOPOLLKOM Y KapTOHHIl Kopobui; 1 abo 20
(h/1aKOHIB 3 MOPOLLKOM Y KapTOHHIli KOpoobLi;
3anponoHoBaHa peAakLis: NOpPOLLIOK A8 PO3UMHY A1
iH'ekuin no 1 r, 1 a6o 10 chnakoHiB 3 NOPOLLKOM Y
KapTOHHI/ KOpo6Li abo NOPOLLOK A1 PO34NHY A5
iH'ekLii no 2 r; 1 a60 20 hnakoHiB 3 NOPOLLKOM Y
KapTOHHI Kopoo6Li.
25. BPECEK NOpPOLLOK AN1A $apmaueBTNy peuis AH®APM XENNAC C.A Ipeuis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/8907/01/02
pO34nHy AnA Ha KoMnaHis YTOUYHEHHS1 HanNnMCaHHA YNakoBKWU B NpoLeci peyenmom
iH'ekyinno2r; 1 "Bokare C.A." nepepeecTpauii B Hakasi MO3 YkpaiHu
a6o 20 donakoHiB Ne 2205 Big 31.10.2019. Pepakuis B Hakasi: NOPOLLIOK
3 NMOPOLLKOM Y [ANs po34nHy Ans iH'ekyiino 1r,no 2r; 1 a6o 10
KapTOHHI KOpooL hoNakoHIB 3 MOPOLLKOM Y KapTOHHIl Kopobui; 1 a6o 20
h/1aKoHIB 3 MOPOLLKOM Y KapTOHHIli KOpoobLLi;
3anponoHoBaHa peAakLis: NOpPoLLIOK AN1A PO3UMHY A1
iH'ekuin no 1 r, 1 a6o 10 chnakoHiB 3 NOPOLLKOM Y
KapTOHHIA KOpo6Li abo NOPOLLOK A1 PO34NHY A1
iH'ekLiii no 2 1; 1 a6o 20 hnakoHiB 3 NOPOLLKOM Y
KapTOHHI Kopoo6Lii.
26. BANEPIAHU TYCTWIA eKCTpaKT My6niyHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: - UA/13618/01/01
KOMMJIEKC (cybeTaHuis) y akujioHepHe TOBapucTBo "HaykoBo- 3MiHK | TNy — T. «MiKpo6iosnoriyHa uncToTa» npuseeHo
NINO®INbLHUA nakeTax TOBapuCTBO BMPOGHNYMNIA LLEHTP y BiAMOBIAHICTb A0 3aranbHoi cTatTi EP/AdY, 5.1.8
noABiliHMX "HaykoBo- "BopLyariBcbkuiA XiMiko- 111040 MiKPOGBIOMOriYHOI YNCTOTH POC/TUHHKX CYOCTaHL il
nonieTuaeHoBmx BUPOGHNUNIA chapmaL,eBTUYHMIA Ansa hapmaleBTUYHOro 3acTocyBaHHs. BeegeHo
ons LEeHTp 3aBog" NepiogNYHICTb KOHTPOIO ANs TecTy «laeHTudikauis.
hapmaueBTUYHOT "BopLuariscbk TepneHu» Ta TecTy «Baxki MeTasin» (TeCT BUKOHYETbCSA
0 3aCTOCyBaHHsA uii ximiko- nepioAnyHo (B NepLUii cepii cybcTaHLii i KoxeH pas npu
cthapmaueBTny 3MiHi cepii CUPOBUWHW, L0 BUKOPUCTOBYETLCS O/151
HWi1 3aBog” HanpavtoBaHHs cybcTaHLii); 3mMiHu | TUNy - 3MiHKM Ao
METO/IB KOHTPO/IIO 3a NOKa3HUKOM «laeHTudikauis.
TepneHu BanepiaHn» (BBeAEHHS HOBOI PyXoMoi ¢hasu
AN xpomartorpadiyHoi cMCTemu; BBEAEHHS PO3UNHY
NOPIBHAHHA Ta peareHTy A1 06npucKyBaHHs)
27. BAPIIPUKC™ | niogpinizat gns nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/15966/01/01
VARILRIX™ pO34MHYy aNns AH ExkcnopT BpuTaHis Bionopxikans C.A. 3MiHU | TUNY - 3MiHW 00 ONWUCY aHaNiTUYHOTO MeToay peuenmom
BAKUUHA AnsA iH'ekyiii no 1 nosi; Nimiten “Identity by DNA fingerprinting” Ans KniTUHHOrO
MAPO®PINAKTUKN | 1 chnakoH 3 cybcTparty, Lo BUKOPUCTOBYETLCS NPU BUPOGHULTBI
BITPAHOI BICMN | niocpinizatom Ta 1 Lito40i pevoBUHU, ANA NPUBELEHHA Y BiANOBIAHICTL 3
XNBA amnyna 3 BMPOBHMYOI MPaKTUKOO
ATEHYNOBAHA | po3uMHHUKOM
(Boga ons

iH'eKUil) B
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
nAacTKoBoOMy
KOHTEeliHepi B
KapTOHHIi
Kopo6ui; 1 chnakoH
3 niodpinizaTtom Ta
1 nonepegHbL0
HanoBHeHW
Lwnpuy, 3
PO3YMHHUKOM
(Boga ans
iH'ekyin) y
KOMMEKTi 3
[ABOMa rosikamv B
nnacTKoBoMy
KOHTEeliHepi B
KapTOHHIi
Kopo6ui; 100
hnakoHIB 3
niogpinizatom Ta
100 amnyn 3
PO3YMHHUKOM
(Boga ans
iH'ekuii) (B
YapyHKOBIl
ynakoBLij) B
OKpemmx
KapTOHHWX
Kopo6Kax
28. BEHOIEMAHON renbno40ry My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: bes UA/16813/01/01
1000 Ty6i; no 1 Ty6i B akuioHepHe TOBapuCTBO "HaykoBo- 3MiHKM | TUNY - 3MiHa Yy MeTogax BUNpobyBaHHSA rOTOBOrO peyernma
nauui TOBapUCTBO BUPOGHNUNIA LIEHTP NikapcbKoro 3acoby (Hes3HayHa 3MiHa Y 3aTBepKeHNX
"HaykoBo- "BopLyariBcbkuiA XiMiko- MeToAax BUNpPoBbyBaHHS); CynyTHA 3MiHa: - 3MiHU
BMPOGHNYNIA hapmavueBTUYHWi BMNpobyBaHb abo JOMYCTUMUX MEX, BCTAHOBEHNX Y
LeHTp 3aBofa” cneuudikauisix, nig yac BUPO6GHULTBA FOTOBOrO
"BopLuariBcbk niKapcbKoro 3acoby - 3MiHa METOANKN KOHTPOJIHO
Ui XimiKo- rOTOBOrO /liKapCbKoro 3acoby “KisibkicHe BU3HaYeHHS.
thapmaueBTny enapuH HaTpilo» i AK HACNifOoK 3MiHA METOAVKN
Hui 3aBoa” KOHTPOJIH0 MPOMDKHUX NPOAYKTIB «KifibKicCHE BU3HAYEHHSI.
enapwH HaTpito», a came: 3MiHa TeMnepaTypHUX Mex
PO3MOpPOXyBaHHA Nasmu cybcTpary (3anponoHOBaHO:
37?C) Ta BUNy4YEHHS NPOBEAEHHS BUNPOGYBaHHSA
«KinbkicHe BU3HaueHHs. [enapuH HaTPilo» Npu KiIMHATHI
Temneparypi; (3anponoHoBaHo: BigMivatoTb yac Ta
3anuLwatoTb NPo6ipkK y TepMocTarti npy TemnepaTypi
37+1?C Ha 1 rofn)
29. FEBKAMEH Ma3b no 40 1B TOB "AKnM YkpaiHa TOB "OKI YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/6071/01/01
Ty6i; no 1 Ty6i B "®apmavesTu "papmMaLeBTnYHa TUny - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenma
nauui yHa habpuka" habpuka” CTabinbHicTb. 3MiHa Yy TepMiHax NpnAaTHOCTI abo
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
ymMoBax 36epiraHHs roTOBOrO /liKapCbKoro 3acoby (3miHa
B YMOBax 36epiraHHs roToBOro Jlikapcbkoro 3acoby abo
nicns pO3YNHEHHA/BIAHOBNEHHS). 3MiHA B yMOBax
36epiraHHsAX NikapcbKoro 3acoby, sika Nos’s3aHa 3
nigBuLLLEHHAM TeMnepaTypu 36epiraHHsa A0 He Bue 25
°C. BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS.

30. FEKCAKCUM® | cycneHsisa ans CaHodi PpaHLis CaHodpi MacTep, PpaHuia/ BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3a UA/13080/01/01
HEXAXIM iH'ekyiii; no 0,5 mn MacTep ®paHLis (MOBHWIA LMK YropwumHa | 3MiHu | TURYy - 3amiHa MeTogjB iAeHTUdiKaLii KCIoTHOro peyenmom
BAKUWHA And (1 posa) B BMPOGHULITBA, BUMYCK ripponizaty kaseiHy (ToHkowwaposa xpomarorpadis,
MPO®ITAKTUKA nonepegHsL0 cepii); CaHogi-ABeHTIC Peakuis 3 cynbthatom migj, Peakuis 3
ANDTEPI, 3aMOBHEHMX Mpaitsit Ko. N14,., hoChOPHOBO/L(PAMOBOIO KUC/IOTOK) Ha METOS,

NPABLA, wnpuuax 3 1-eto YroplmHa (BTOpUHHE iAeHTMdikauii 3a ,ONoOMOro iHppayepBOHOT
KALLUTHOKY (abo 2-ma) nakyBaHHs) cnekTpodoTomeTpii
(ALUENONAPHA oKpemumu
1 KOMMOHEHT), | ronkamu, no 1
FENATUTY B wnpuuy B
PEKOMBIHAHTH | KapTOHHiii
A, ynakoBLji abo
noniomMienity cTaHfgapTHoO-
IHAKTUBOBAHA | ekcnopTHili
TA ynakosLi B
3AXBOPIOBAHb, | KapTOHHili
CNPUYUNHEHNX Kopobui; no 0,5 mn
HAEMOPHILUS (1 posa) B
TANY B nonepegHL0
KOH''OFOBAHA, 3anoBHEHNX
AACOPBOBAHA, | wnpuuax 3 1-e10
PIAKA (abo 2-ma)
oKpeMumu
ronkamu, no 10
Lnpuuis B
KapTOHHIi
ynakoBLji abo
CcTaHfapTHO-
€KCMOoPTHii
ynakosLi B
KapTOHHIi
Kopobui; no 0,5 mn
(1 noza)y
hnakoHax, no 10
hnaKkoHiB y
KapTOHHIi
ynakoBLi abo B
cTaHAapTHO-
€KCMOPTHii
ynakoBLi B

KapTOHHI/ KopoobLi
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
31. FAILEPON €EBPO | cynosuTopil €Bpo Benuka Nabopatopuec baci MopTtyrani BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 6e3 UA/12050/01/01
pekTasnbHi no 1000 | Nalichkep N14 BpuTaHis IHoacTpia A TEeXHi4YHa NoOMWsIKa B METOAAX KOHTPOSIKO SKOCTI, a came peuyenma
Mmr, 1o 6 dapmacsbioTika, C.A. y AinsiHKax BUPOOHUKA [il040i peyoBMHU. 3a3HaueHHs
CynosuTopiiB y BMPOGHWKIB A®| rnLEepuHy 3rifHO 40 3aTBEPIXEHOro
6nictepi, no 1 a6o CEP Ne R1-CEP 2008-014-Rev 01; 3anponoHoBaHoO:
2 6nictepu B Oleon NV, Belgium OLEON S.A.S., France
ynakoBLi 3a3HayeHe BUNpaB/IEHHS BignoBigae maTepianam
peecTpaLiiHoro Aocbe, Aki No4aBaINCA Ha BHECEHHSA
3MiH (apxiBHMM MaTepianam)
32. FNILEPON €BPO | cynosuTopii €8Bpo Benvka Na6opaTopuec baci MopTyrani BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 UA/12050/01/02
pekTasibHi no 2000 | Nalichkep N14 BpuTaHis IHaacTpia A TEeXHi4YHa NoMWsIKa B METOAAX KOHTPOSIKO SIKOCTI, a came peuyenma
Mmr, 1o 6 dapmacsbtoTika, C.A. y AinsiHKax BUPOOHUKa fil040i peyoBMHU. 3a3HaueHHs
CynosnTopiiB y BMPOGHUKIB A®| rnLEepuHy 3rifHO 40 3aTBEPXEHOr0O
6nictepi, no 1 a6o CEP Ne R1-CEP 2008-014-Rev 01; 3anponoHoBaHo:
2 bnictepu B Oleon NV, Belgium OLEON S.A.S., France
ynakoBLii 3a3HayeHe BUMNpaB/IeHHA BiAnNoBiJae marepianam
peecTpaLiiHoro Aocbe, ki NofaBaINCA Ha BHECEHHSA
3MiH (apxiBHMM MaTepianam)
33. rNILEPON €BPO | cynosuTopii €Bpo Benuvka Na6opaTopuec baci MopTyrani BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 UA/12050/01/01
pekTanbHi No 1000 | Naivichkep NTa BputaHis IHpacTpia A 3MiHW | TUNY - BUNYYEHHS BUPOOHUYOI AiNbHUL peyenma
Mmr, o 6 dapmacbtoTika, C.A. (Bxovaroum ginbHuui ans A®l, NpoMixXHOro NPoayKTy
CynosnTopiiB y ab0 roToBOro ikapcbKoro 3acoby, AinbHULi 4ns
6nictepi, no 1 a6o NpoBefieHHA NakyBaHHS, BUPOOHMKA, BiANOBIAA/TbHOIO
2 6nictepu B 3a BMMNYCK Cepiii, MicLie NpOBeAEHHS KOHTPOSIO cepil)
ynakoBLi ab6o nocTavasibHVKa BUXIGHOrO MaTtepiany, peareHTy abo
[OMOMDKHOT PEYOBUHY - BUMTyYEHHSI BUPOOHUKa API
rnigepuHy Oleon NV, Belgium
34. FNILEPON €BPO | cynosuTopii €8Bpo Benuvka Na6opaTopuec baci MopTyrani BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 UA/12050/01/02
pekTanbHi No 2000 | Navichkep NiTa BpuTanis IHpacTpia A 3MiHW | TUNY - BUNYYEHHS BUPOOHUYOI AiNbHUL peyenma
Mr, no 6 dapmacsbioTika, C.A. (Bkntovaroun AinbHuLi ans APl NPOMIKHOTO NMPOAYKTY
CynosnTopiiB y ab0 roToBOro NikapcbKoro 3acoby, AinbHULI ANns
6nictepi, no 1 abo npoBefieHHs NakyBaHHs, BUPOOHWKa, BiANOBIA&IbHOIO
2 6nictepu B 3a BUNYCK Cepiii, MicLe NpoBeAEeHHS KOHTPOIIO cepil)
ynakoBLi ab0o nocTtavasibHVKa BUXIAHOTO MaTepiany, peareHTy abo
[OMOMDKHOT PEYOBUHW - BUSTYYEHHSI BUPOOHUKa API
rniuepuHy Oleon NV, Belgium
35. rPUNOMEA® PO34UH OpasibHUIA My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/17686/01/01
3 %; no 100 mny akuioHepHe TOBapUCTBO YTOUYHEHHS HanMUCaHHA CTaTycy pekslamyBaHHA B peyernma
6aHLi cknsHHIl Ne TOBapUCTBO «Ximhapm3saBog npoueci peectpauii B Hakasi MO3 YkpaiHu

1y kOMMAekTi 3
[103yBaJIbHOO
nineTKow y navi;
no 100 mn y 6aHui
nonimepHii Ne 1y
KOMNEeKTi 3
[103yBaJIbHOO

«Ximthapm3as
o «YepBoHa
3ipka»

«YepBoHa 3ipka»

Ne 2109 Big 17.10.2019. Pepakuin B Hakasi: nignsrae;
3anponoHoBaHa pegakuis: He nignarae.
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs

nineTko y navuj

36. reponiBIiPIH Tabnetkun no 500 MAT "®apmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/15404/01/01
Mr no 10 TabneTok 3MiHM | TUNY - BBEAEHHS A0AATKOBMX PO3MIpIB cepil peyenmom
y 6nicTepi; no 2 roTOBOrO Jlikapcbkoro 3acoby; 3anponoHoBaHo: 25,00 kr
abo 5 6nictepiB y (38,461 Tnc. Tabn.) 105,00 kr (161,538 Tuc. Tabn.) 210
nauui Kkr (323,076 Tuc. Tabn.) 315,00 kr (484,615 Tuc. Tabn.)

420,00 kr (646,153 Tnc. Tabn.)
37. ANKNOBEPN® cynosuTtopii no BEP/NIH-XEMI HimeuunH BEPNIH-XEMI Al HimeuunH BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3a UA/9701/02/01
100 100 mrno 5 Al a a 3MiHM | TUNY - 3MiHa NapameTpiB cneumdikauiii Ta/abo peuyenmom

CynosnTopiiB y
6nictepi; no 1 a6o
2 6nictepu B
KapTOHHiA Kopoo6Li

[0MyCTUMMX MEX rOTOBOTO NikapCbKoro 3acoby - 3aMiHa
y cneuudikauii Ha BUNyck cepii napameTpy
"OpHOpIgHICTbL MacK” Ha "O4HOPIAHICTb AO30BaHMX
OAMHUL", Ta K HAacNiAOK 3MiHa Onucy MeToAMKN
TeCTyBaHHA 3a 3aMiHEHUM NapaMeTpoM — NPUBEAEHHS Y
BIAMOBIAHICTb A0 3aranbHoi cTaTTi 2.9.40 "OfgHopigHICTb
[,030BaHNX oAnHULL" EP; 3BY)XE€HHA A0NYCTUMUX MEX
Aansa napamvetpy "Chemical purity" Jomiwka A 'y
cneumdikauii Ha BUNycK cepii Ta Ha TepMiH NpUAaTHOCTI;
3BY)XXEHHA JOMYCTUMMUX MeX ANns napameTtpy "Chemical
purity" y cneuudikaLii Ha TepMiH NpUAATHOCTI 418 Cymun
yCixX AoMiloK. BBeAeHHSA 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepKeHHs; 3MiHu | Tuny - 3MiHa y MeTogax
BMNPOBYBaHHA rOTOBOrO fiKapCbKOro 3acoby -
OHOBJIEHHS METOAY KOHTPOJTO AKOCTi FOTOBOrO
nikapcbkoro 3acoby - "Assay of Diclofenac
sodium"” /"KinbkicHe BU3HaYeHHs anknodeHaky" Ta
BHECEHHS pefaKLiiHOT NpaBk1 Y METOAWKY; OHOB/IEHHS
MeTOAy KOHTPO/IH0 AKOCTi FOTOBOrO NiKapCbKoro 3acoby -
Chemical purity/"KonnyectBeHHoe cofepxaHve
npumMeceir”; 3miHu | Tuny - nogaHHsA oHosieHoro CEP
R1-CEP 1997-041-Rev 05 ana A®l Diclofenac sodium
Bifl 3aTBEP)KEHOrO BUPOBHNIKA; - NOAAHHA OHOB/IEHOrO
CEP R1-CEP 2009-303-Rev 00 gns A®I Diclofenac
sodium Bif 3aTBep)KEHOro BUPOGHUKA 3 A0AaBaHHAM
HOBUX AiNIbHULIb 4718 BUPOBHULTBA NPOMDKHUX
npoAyKTiB; - NogaHHsA oHoBsieHoro CEP R1-CEP 2009-
303-Rev 01 gna A®l Diclofenac sodium Big,
3aTBEPKEHOr0 BUPOOHUKA i3 ypaxyBaHHSAM HacTyMHUX
3MiH: - 3MiHa Ha3BM Ta agpecu BnacHuka CEP Ha OLON
S.P.A., ITanisa - 3miHa Ha3Bu BUpobHUka A®l Ha OLON
S.P.A., ITanisa; nogaHHa oHosneHoro CEP R1-CEP 2009-
303-Rev 02 gna Adl Diclofenac sodium Big,
3aTBEPXEHOr0 BUPOGHUKA, i3 ypaxyBaHHSIM HaCTYMHUX
3MiH: -Byfi0 HagaHo pe3tome 3 OLLIHKU PU3KKIB LoA0
efleMeHTHUX AOMILLOK; - Byno goaaHo AinbHuLo Ans
NPOMDKHUX NPOAYKTIB
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
38. AVNKNOBEPN® cynosuTopii no 50 BEP/IIH-XEMI | HimeyuuH BEP/IIH-XEMI Al HimeuunH BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/9701/02/02
50 Mrno 5 Al a a 3MiHM | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTa peyenmom
CynosunTopiie y BiAgnoBigHOCTI €Bponeiicbkiii hapmakonei Ne R1-CEP
6nictepi; no 1 abo 1997-041-Rev 05 gns gjtoyoi pevosuHu Diclofenac
2 6nictepu B sodium Big, BXe 3aTBepAXeHOro BUPOOHUKA; 3MiHW | Tuny
KapTOHHI/ KopoobLi - NofaHHs OHOBEHOro cepTudpikaTa BiANOBIAHOCTI
€poneiicbkiii hbapmakonei Ne R1-CEP 2009-303-Rev
02 ans pjtoyoi pevosurHu Diclofenac sodium Big, Bxe
3aTBEPA)KEHOrO BUPOOHNKE,;
3MiHM | TUMY - NOAAHHA OHOBMIEHOrO cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2009-303-Rev 01 gns gitouoi peyosuHu Diclofenac
sodium Big, BXe 3aTBEPAXXEHOr0 BUPOGHMKA, SIK HACMiA0K
3MiHa Ha3Bu BnacHuka CEP Ta BUPOGHWMYOI AiNsHKY -
BBEJEHHS TPbOX HOBUX Ai/TbHULb A1 BUPOOHMLTBA
NPOMIXKHWUX NPOAYKTIB
39. AnniPMAAMOIN TabneTkun, BKPUTI ToBapucTso 3 YkpaiHa BCi cTagii BUpO6HMLTBA, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/7465/02/01
060/10HKOI0, N0 25 0bMexeHo KOHTPO/b SKOCTi, BUMYCK 3MiHM | TURY - 3MiHa napameTpiB cneumdikauiin Ta/abo peyenmom
Mr no 50 TabneTok | BignoBiganbHi cepii: ToBapuCTBO 3 O0NMyCTUMUX MEX NEPBUHHOT YNakoBK/ rOTOBOIO
y 6aHkax abo cTH0 06MeXeHo niKkapcbKoro 3acoby (iHLWi 3MiHW); CynyTHA 3MiHa - 3MiHa
KOHTeliHepax; no "flocnigHnin BiANOBIAALHICTIO y MeTogax BunpobyBaHHSA NEPBUHHOI YNakoBK/ rOTOBOrO
50 TabneTtok y 3aB0o/, "AocnigHnii 3aBog, nNikapcbKoro 3acoby (He3HauHi 3MiHW y 3aTBEPAKEHNX
6aHLi abo "rHUAC "THUNC", YkpaiHa; BCi MeTofax BUNpobyBaHb) - yTOYHEHHS napameTpy
KOHTeliHepi; no 1 cTagii BUpo6HMLTBA, +MikpobionoriyHa uncrora” cneuundikauii nepBUHHOT
6aHLi abo KOHTPO/b AIKOCTi, BUMYCK ynakoBku (nnaiBka nonisiHinxnopugHa, onsra
KOHTEliHepy B cepii: ToBapnCcTBO 3 a/1I0OMiHIEBA) FOTOBOrO NiKapcbKoro 3acoby 3
nadui; no 40 06MEXEHO BiA4MNOBIgHMM METO4OM BMNPOOYBaHHS, a came:
TabneTtok y BiAMNOBIA&/IbHICTIO [LOMNOBHEHO KpUTEPIi NPUIHATHOCTI MIKpOoGionorivyHoi
6nictepax; no 10 "®apmaueBTnyHa YACTOTY NEPBMHHOIO MaKyBaHHS NIC/IA KOXHOIO
TabneTtoky KomnaHis "3gopos'a” HalilMeHyBaHHS MiKpOOpraHi3mis oOAVHULE BUMIPY

6nictepi; no 5
6nictepiB y navui

noBepxHi matepiany (Ha 100 cM2) 6e3 3MiHM KifIbKOCTi Ta
HaliMeHyBaHHs1 MiKpoopraHi3mis; 3mMiHu | Tuny - 3MiHa
noctavasibHuKa nakyBasjibHUX MmaTepiasiis abo
KOMMEKTYHOUMX (SIKLO 3a3Ha4YeHo B A0CbE) (3amiHa abo
[0[aBaHHA nocTavyanibHuKa); CynyTHi 3MiHU: 3MiHa Y
NepBVHHI ynakoBLji roTOBOrO /liKapCbKoro 3acoby
(AKicHWIA Ta KiNbKiCHWIA cknag);
3MiHM | TUNY - 3MiHa NapameTpiB cneuudikauiii Ta/abo
[ONYCTUMMX MEX MEPBMHHOI YNaKoBKW rOTOBOrO
nikapcbKoro 3aco6y (iHwi 3MiHK), 3miHa chopmMu abo
PO3Mipy KOHTeHepa 4 3aKynoproBasibHOro 3acoby
(NepBMHHOI ynakoBku) (HeCTepUbHI Nikapcbki 3ac06m)—
BBEJEHHA 10AaTKOBMX NOCTaYa/1bHUKIB NEPBUHHOTO
nakyBaHHs (dponbru antomiiesoi) ®J1M PomaHos C.B.,
YkpaiHa Ta TOB ,AIbAEKCA”, YkpaiHa [0 paHiLl
3aTBepmxeHoro TOB «AnTpeiia», YkpaiHa; BBe4EHHS
[04aTKOBOro noctavyasibHMKa NepBUHHOIO NakyBaHHS
KOHTeliHepy niactMacoBoro 20 M 3 KPULLIKOK Ans
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
nikapcbkux 3acobis TOB ,ACC-XAPKIBMNACT",
YKpaiHa
40. anniPMaAmon TabneTku, BKPUTI ToBapucTBoO 3 YkpaiHa BCi cTagii BUpO6HMLTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/7465/02/02
060/10HKOI0, N0 75 0bMexeHo KOHTPO/b AIKOCTi, BUMYCK 3MiHM | TURY - 3MiHa NapameTpiB cneuudikauiin Ta/abo peyenmom
Mr no 40 TabneTok | BignoBigabHi cepii: ToBap1CcTBO 3 OOMyCTUMUX MEX NEPBUHHOT YNaKoBK/ rOTOBOIO
y 6aHkax abo CTIO 0bMexeHot nikapcbKoro 3acoby (iHWi 3MiHM); CynyTHS 3MiHa - 3MiHa
KOHTelHepax; no "focnigHni BiNOBIAaAIbHICTIO y MeTogax BMnpobyBaHHA NEPBUHHOI yNakoBKN rOTOBOTO
40 TabneTok y 3aBof, "focnigHnii 3aBofg, niKapcbKoro 3acoby (He3HauHi 3MiHW Y 3aTBEpKEHNX
6aHLi abo "rHLAC "THUNC", YkpaiHa; BCi MeTofax BUNpPoOyBaHb) - yTOUHEHHS NapameTpy
KOHTeliHepax; no 1 cTagii BApO6HMLTBA, +MikpobionoriyHa unctota” cneuudikaii NnepBUHHOT
6aHLi abo KOHTPO/b SKOCTi, BUMYCK ynakoBku (nniBka nonisiHinxnopuaHa, onbra
KOHTeliHepy B cepii: ToBapucTso 3 atoMiHiEBa) rOTOBOrO JliKapcbKoro 3acoby 3
nauu,i; no 40 06MEXeHOo BiAMOBIAHUM METOA0M BUNPOOYyBaHHS, a came:
Tabnetok y BiANOBIAAILHICTIO [OMNOBHEHO KPUTEPIi NPUAHATHOCTI MiKpo6ionorivyHol
6nictepi; no 10 "hapmMaueBTNYHaA UYNCTOTY NEPBMHHOIO MaKyBaHHS NIC/1s KOXHOIO
TabneTtok y KomMnaHis "3gopos'a” HaliMeHyBaHHS MIKpOOpraHi3mis oAVHULED BUMIpY
6nictepi; no 4 nosepxHi Matepiany (Ha 100 cm2) 6e3 3MiHM KiNIbKOCTi Ta
6nictepun y nauui HalilMeHyBaHHS MiKpoOpraHi3mis; 3miHu | Tuny - 3miHa
noctavasibH1Ka nakyBasibHUX MaTepiasiis abo
KOMMNIEKTYoUMX (SIKLLO 3a3HaYeHO B 40CLE) (3amiHa abo
[0AaBaHHA nocTavasibHUKA); CYNyTHI 3MiHU: 3MiHa Y
NepBWHHIl yNakoBLji roTOBOrO JliKkapCbKoro 3acoby
(siKicHWIA Ta KiNbKiCHWI cknag);
3MiHM | TURY - 3MiHa napameTpiB cneuudikauiin Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
niKkapcbKoro 3acoby (iHLi 3MiHK), 3miHa dhopmu abo
PO3Mipy KOHTelHepa 4u 3aKynopioBasIbHOro 3acoby
(NepBUHHOI ynakoBku) (HECTepPUbHI Nikapcbki 3aco6u)—
BBEJEHHS 104aTKOBMX NOCTaYaIbHUKIB NEPBUHHOTO
nakyBaHHs (ponbru antomitiesoi) ®J1M PomaHos C.B.,
YkpaiHa 1a TOB ,A/IbAEKCA”, YkpaiHa [0 paHiLl
3aTBepaxeHoro TOB «AnTpeii», YkpaiHa; BBeAEHHS
[04aTKOBOr0O nocTtavyasibHUKa NePBUHHOIO MakyBaHHS
KOHTelHepy nnactMacoBoro 20 M/ 3 KPULLKOKO 4151
nikapcbkux 3acobis TOB ,ACC-XAPKIBIMNACT”,
YKpaiHa
41. ONPITIA30OH® Kancynu no 150 mr KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecto CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/2527/01/03
nol, 2, abo 4 Hoso mecTo YTOYHEHHS HanNMcaHHsA YMOB BifnycKy B Npoueci peyenmom
Kancynmy BHECEeHHS 3MiH B Hakasi MO3 Ykpaitu Ne 2004 Big - Ne 2 (2x1),
6nictepi, no 1 02.10.2019. Pepakuis B Hakasi: 3a peLentom; Ne 4 (4x1);
6nictepy B 3anponoHoBaHa pefakuis: 3a peuentom - Ne 2 (2x1), Ne 6e3
KapTOHHI KOpooLj 4 (4x1); 6e3 peuenTta - Ne 1. peyenma -
Ne 1
42, AIANINOH® kancynu no 300 mr | MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3a UA/0794/02/01
no 10 kancyny 3MiHM | TUMy - BUAYyYeHHs 3i cneuudikauii Ta MeTogis peyenmom

6nictepi; no 3 abo
6 6nicTepiB y
nauuj 3 KapToHy

KOHTpON Ad| anbga-ninoeBoi KUCNOTU NOKa3HUKA
SAKOCTi «Baxki MeTasin» Ans npuBefeHHs Ao sumor EP
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
43. AIANINOH® po34nH Ans MNAT "®dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/0794/01/02
TYPBO iHcpysiii 1,2 % no 3MiHK | TUNY - BUNYy4YeHHA 3i cneyndikalii Ta meToais peuenmom
50 mn 'y donakoHi KoHTponto APl anbha-ninoesoi KNCAOTW NOKa3HMKa
3i ckna; no 1 abo AKOCTi «Baxki meTanu» ansa npveegeHHs fo Bumor EP
10 donakoHiB y
nauuj 3 KapTOHY
44, AIOKOP 160 TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/8318/01/01
NNiBKOBOIO YKPATHA" TEeXHiYHa NOMWSIKa B IHCTPYKLIT A1 MegnyHoro peyenmom
060/10HKOI0, NO 3aCcTOCyBaHHS Nikapcbkoro 3acoby B iHhopmaLii Wwoao
160 mr/12,5 mr; no KOHTaKTIB i3 NUTaHb LWoA0 6e3nekn Ta No6GiYHUX edhekTiB
10 TabneTok B
6nictepi; no 1, no
3,n04 abono 9
6nictepiB y navui
3 KApTOHY
45, AIOKOP 80 TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/8318/01/02
NAiBKOBOO YKPAIHA" TeXHiYHa NoOMUIIKa B IHCTPYKLIT NS MefUYHOro peyenmom
060/10HKOH0, Mo 80 3acToCyBaHHS fikapcbKoro 3acoby B iHhopmauii Wwoao
Mmr/12,5 wmr; no 10 KOHTaKTIB i3 NUTaHb LWoAo 6e3nekn Ta No6iYHUX edhekTiB
TabneTok B
6nictepi; no 1, no
3,n04 abo no 9
6nicTepis y naui
3 KAPTOHY
46. AOKCULMKNIHY NOpPOLLOK My6niyHe YkpaiHa AHrpxoy fibepTi Kutaii BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | - UA/14418/01/01
XIKNAT (cybcTaHuis) y aKuioHepHe ®apmacsioTikan Ko., TMny - 3MiHK 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
noABIViHMX TOBapUCTBO nTa napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
nosieTuIeHoBMX "HaykoBo- BM3HaYeHUX y cneuudikauisx Ha Adl, abo
naketax gns BMPOGHUYNIA BUXiQHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
chapmaveBTUyHOr LeHTp BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
0 3aCTOCYyBaHHS "BopLyariBcbk (BMNYYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
uii Ximiko- BWUTYYEHHS 3aCTapifioro NokasHuka)) - 3miHu y
thapmavneBTuy cneuudikauii A®l, a came BUTyUYEeHHS NOKa3HUKIB
HWi1 3aBog" «MnTome onTnyHe o6epTaHHs», «MTUTOMUIA MOKa3HNK

NOrAVHaHHA» Ta «Baxkki meTann» - y BiANOBIAHOCTI A0
BMMOr MoHorpadii Doxycycline hyclate EP; BunyyeHo
NOKa3HUK «PO34YMHHICTb» (MOKa3HWK NepeHeceHo B
onncoBy YacTuHy cybctaHuii MKSA); 3mibu | Tuny - 3MiHn
3 akocTi. CepTtudpikaT BignosigHocTi/lE-cepTudiikat
BiANOBiAHOCTI EBponelickbkiin hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: s Adl; ans
BMXigHOro Matepiany/peareHTy/npomMiKHOrO NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A®I; ans
[0MOMKHOT peyoBUHU (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bi[] Y)Xe 3aTBEPAKEHOI0 BUPOOHMKA. CynyTHS 3MiHa -
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk
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Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

3MmiHu 3 aKkocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHUX y cneumdiikauisx Ha Adl, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHs cnevmdikalii HOBUM NOKa3HMKOM SKOCTI Ta
BiAMNOBIAHMM METOA0M BUNPOOYBaHHS) - NoAaHHS
OHOB/IEHOTO cepTudikaTa BignosigHocTi E® Ne R1-CEP
2000-165-Rev 05 (3atBepmxeHo: Ne R1-CEP 2000-165-
Rev 02) gnsa A®| [JokcUUMKIiHY XiknaT Bif Bxe
3aTBepxeHoro Bupo6Huka "“Yangzhou Liberty
Pharmaceutical Co., Ltd.", Kutaii. B oHoBneHomy
cepTudikaTi 3MiHMBCS TepMiH nepekoHTponto Ad| 3 3
pOKiB A0 4 pokiB; BiANOBIAHO BHECEHI 3MiHU A0
cneuudikauii Ta meTogis KoHTpono A®l, a came
[0MnoBHEHHs creumdikayii AP| nokasHrkom «CynpoBiaHi
[OOMILLKM» XJlopeTaH - He 6inble 600 ppm, X/10pMeTaH —
He 6inblue 300 ppm Ta BiANOBIAHVM METOLOM
BunNpobyBaHHsA (MeTopg IM'X) —y BignoBigHOCTI [0 BUMOT
CEP; 3miHu | TNy - 3MiHun 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTb
00 MoHorpadii JdY a6o €sponelicbkoi hapmakonei,
abo iHWOi HauioHasTbHOI dhapmakonei gepxasu EC
(3miHa y cneuudpikauisix, nos'sasaHa 3i 3miHamu B J®Y,
abo €sponeiickkiin hapmakonei, abo iHWIl HalioHabHIl
thapmakonei gepxasu €C) - npuBefeHHs cneuudikauii
Ta MeToAiB KOHTposo APl 1o BUMOTr MOHorpadii
Doxycycline hyclate EP 3a nokasnukamu «CynposigHi
LOMILLKM»; «CBIT/TIONOMIMHABbHI JOMILLKWY» (HAa3BY
nokKasHuKa 3MiHeHO Ha «ONTUYHA ryCTUHAa»); 3MiHK |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHOCTI/IE-
cepTudikaT BigNoBigHOCTI EBpoNeinchkiii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikarta BiAnoBigHOCTI abo BUMYyYEHHS
cepTudikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei:
ons A®l; ana BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 4515 AONOMDKHOT
peyoBuMHY (cepTuUdikaTt BiANoBigHOCTI EBpoNechkili
thapmakone’) - OHOBMeHUIA cepTudikart Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BifnoBiAHOCTI EBponeiickkiin thapmakonel
Ne R1-CEP 2000-165-Rev 06 gns A®| lokCMumKniHy
Xiknar Bif, BXe 3aTBepKeHoro BupobHuka "Yangzhou
Liberty Pharmaceutical Co., Ltd."

47.

ENIAEN®

Kpem Asisi

MEJA dapma

HimeyunH

MEZA

PpaHuis

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis:

3a

UA/7137/01/01
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
30BHILUHBOrO v6X eHg Ko. a MeHbtodhekuepuHr 3MiHW | TUNY - BUNYYEHHSI HE3HAYHOTO NapameTpa peyernmom
3acTocyBaHHA 1 % KIr cneumngikauii (Hanpukiag 3actapifioro NoKasHUKa).
no 15 r y 1y6i, no BunyuyeHHs TecTy «interfacial surface tension» 3i
1 Ty6i B kOpOOLi cneuudikaLii Ta MeTOAiB KOHTPO/TH0 MPOMIXKHOTO
NPOAYKTY ACKOMILIMHY KPUCTanizoBaHoro; 3miHu | Tuny -
3MiHa y napameTpax crneumdikayiin Ta/abo gonycTtummnx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMXHUIA NpOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(BMNYyYEHHSI HE3HAYHOTO MOKa3HVKa AKOCTI (Hanpukiag,
BW/IYYEHHS 3aCTapifioro nokasHvka))
48. ENAEN® Kpem ans MEJOA ®apma HimeuunH MEJA PpaHuin BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/7137/01/01
30BHILLHBOIO v6X eHg Ko. a MeHbtodhekuepuHr 3MiHU | TUNY - 36iNbLUEHHSA Nepiogy NOBTOPHUX peyenmom
3acTocyBaHHA 1 % KIr BMNpo6yBaHb Ana APl Pimecrolimus: 3anponoHosaHo: 3
no 15 ry 1y6i, no years; 3MiHu | TUny - 3mMiHa y napameTpax cneuudikawii
1 Ty6i B kOpobLi Ta/abo JoNyCTUMUX MeX, BU3HAUYEHNX Y cneumdikaLisx
Ha A®|, abo BUXigHWI/NPOMIXHWI NpoayKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HVKa AKOCTI (Hanpukiag,
BW/IYYEHHS 3aCTapifioro nokasHvka))
49. EHAN®-H Tabnetku no 10 KPKA, 4.4., CnoseHis KPKA, a.4., HoBo mecto CnoseHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/4255/01/01
mr/ 25 mr Ne 20 HoBso mecTo 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS roTOBOro peyenmom
(10x2), Ne 60 nikapcbKoro 3acoby - OHOBNEHHA MeToay "CynyTHi
(10x6), Ne 90 LOMILLKM eHananpuay masnearty” Ha 6ibLu cyyacHui
(10x9) B yyTnueuii metog (BEPX); 3MiHu | TUNYy - 3miHa
6nictepax napameTpiB crneuudikaliii Ta/abo AonyCTUMUX MexX
rOTOBOrO J1iKapCbKOro 3acoby - BUAaIEHHA NOCU/IaHHS
Ha anbTepHaTUBHY KOJIOHKY «Pecosphere HS — C18» B
mMeTofax piAnHHOI Xpomatorpadii 415 OLiHKK
eHananpuny maneary Ta rigpoxsiopTiasvugy; 3MiHu | Tuny
- 3MiHa y MeTofax BUNpobyBaHHS roTOBOro NiKapCbKoro
3ac06y — BUYyYEHHS MOKasHuKa «lgeHTundikadlis
6GapBHMKa XiHOMIHOBOIO XXOBTOro» 3i cnevumdikau;i
roTOBOrO JIiKapCbKOro 3acoby
50. ENNMEPEHOH TabneTkn, BKpUTI My6niuHe YkpaiHa CiHTOH XicnaHis C.J1., IcnaHis BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: - UA/12533/01/01
NAiBKOBOO akKuioHepHe Icnanis (BMpo6bHUUTBO, 3MiHY | TUMY - 3MiHW 4O METOAUK KOHTPOSII0 rOTOBOrO
060/10HKOI0, N0 25 TOBapucTBO aHani3 Ta BUMNycK cepiid) nikapcbKoro 3acoby 3a nokasHvkamu "CynpoBigHi
mr: in bulk: no 120 "HaykoBo- fomiwwkn" Ta "KinbkicHe BU3HaYeHHs", a came:
000 TabneTtok y BMPOGHNYNIA YTOYHEHHSI NapamMeTpiB XpomMartorpadivyHoi cuctemm Ta
noagiiHomy LeHTp [OfaHi AEMOHCTPALiliHI XxpoMaTorpamm
nonieTuaeHosomy "BopLyariscbk
nakeTi, in bulk: no uii Ximiko-
90 000 Tabnetoky | chapmaueBTUY
noasiitHomy HWiA 3aBof"

nonieTuaeHoBomMy
nakerTi; in bulk: no

67 000 TabneTok y
nogaginHoMy
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nonieTnneHoBoMy
naketi; in bulk: no
50 000 TabneTok y
noAgiiHomy
nonieTnneHoBoMy
nakeTi; in bulk: no
37 000 TabneTok y
noagiiHomy
nonieTuneHosomy
nakeri; in bulk: no
27 500 Tabnetok y
noAgiiHomy
nonieTnneHoBoMy
naketi; in bulk: no
20 500 TabneTtok y
noAgiiHomy
nonieTnneHoBoMy
nakeTi; in bulk: no
15 500 TabneTok y
noagiiHomy
nonieTuneHosomy
nakeri

51.

ENNTIEPEHOH

TabneTkn, BKpUTI
NAiBKOBOO
060510HKot0, No 50
mr: in bulk: no 60
000 Tabnetok y
noagiiHomy
nonieTnneHoBoMy
nakeTi; in bulk: no
45 000 TabneTok y
noagiiHomy
nonieTuaeHosomy
naketi; in bulk: no
33 500 TabneTok y
noAgiiHomy
nonieTnneHoBoMy
nakeTi; in bulk: no
25 000 Tabnetok y
noagiiHomy
nonieTnneHoBoMy
nakeTi; in bulk: no
18 500 TabneTok y
noagiliHomy
nonieTuaeHosomy
naketi; in bulk: no
13 600 TabneTok y
noAgiiHomy

My6niuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LeHTp
"BopLuariBcbk
Ui XimiKo-
thapmaueBTny
Hui 3aBoa”

YKpaiHa

CiHTOH XicnaHis C.J1.,
Icnanis (BMpo6bHULTBO,

aHani3 Ta BMMycK cepiid)

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHW | TURY - 3MiHW 0 METOAUK KOHTPOSII0 rOTOBOrO
nikapcbkoro 3acoby 3a nokasHvkamu "CynpoBigHi
Oomiwkn" Ta "KinbkicHe BU3Ha4YeHHs", a came:
YTOYHEHHSI NapamMeTpiB XpomarorpadivyHoi cuctemm Ta
[04aHi 4EMOHCTpALiiHI XxpoMaTtorpamm

UA/12533/01/02
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
nonieTnneHoBoMy
nakeri; in bulk: no
10 100 TabneTok y
noAgiiHomy
nonieTnneHoBoMy
nakeTi; in bulk: no
7 500 TabneTtok y
noagiiHomy
nonieTuneHosomy
nakeTi
52. ECLUUTAM 10 TabneTkn, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/13228/01/01

NAiBKOBOO YKPAIHA" Crapt",YkpaiHa Icnanis 3MiHY | TURY - 3MiHK 80 IHCTPYKLiT Yy po3ginu peyenmom
o60s10HkKoto, no 10 (thbacyBaHHA Ta "apmMakonoriyHi BnactmsocTi”, "MpoTunokasaHHA",
mr, no 10 nakyBaHHs 3 hopMu in "B3aemopis 3 iHWMMM NiKkapcbkumu 3acobamu Ta iHLLi
TabneTok y bulk cpipmu CiHToH BMAM B3aemogiin”, "OcobMBOCTi 3acTocyBaHHs", "Cnocio
6nictepi; no 3 abo XicnaHis, C.J1., IcnaHis) 3acTocyBaHHA Ta go3un”, "Oitn" (yTouHeHHs),
no 6 6nictepis y "Mepepo3ysaHHs", "Mo6iYHI peakyii" 3rigHo 3
KapTOHHIM nayui iHchopmauieto 1040 MeANYHOTO 3aCTOCYBaHHS

pedchepeHTHOro nikapcbkoro 3acoby (LWWMPANEKC,

TabneTku, BKpUTI NNIBKOBOIO 0600HKOIO, MO 10 Mr).

BBefeHHs1 3MiH NpoTArom 3-x MicauiB nicns
3aTBEPAKEHHS;
3MiHU | TRy - 3MiHW [0 IHCTPYKLUIT Yy po3ainu
"Oco6nMBOCTI 3acTocyBaHHA", "B3aemogis 3 iHWMK
nikapcbknMn 3acobamu Ta iHWi BUAW B3aEMogiii"
BiANOBIAHO 4O OHOBNEHOT iH(hopMaLii 3 6e3neku Aitoyoi
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 3-X Micauis nicns
3aTBEPAKEHHS
53. ECLIUTAM 20 TabneTkun, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Ykpaina/ BHECEHHSA 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/13228/01/02

NNiBKOBOIO YKPAIHA" CrapT",YkpaiHa Icnanis 3MiHK | TURY - 3MiHW [0 IHCTPYKLIiT y po3ginn peuyenmom

060/10HKo0, No 20
mr, no 10
Tabnetok y
6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHIM nauuj

(thbacyBaHHA Ta
nakyBaHHs 3 chopmu in
bulk cpipmu CiHToH
XicnaHis, C.J1., IcnaHis)

"papmMakosorivyHi BnactusocTi", "lMpoTunokasaHHaA",
"B3aemogis 3 iHWMMK fikapcbkMMK 3acob6amu Ta iHLLi
BMAM B3aemogiin”, "OcobMBOCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta go3un”, "Oitn" (yTouHeHHs),
"Mepepo3ysaHHs", "MobiuHI peakwyji" 3rigHo 3
iHchopMmaLieto WoA0 MeguyHoOro 3acTocyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (LWMPANEKC,
TabneTku, BKpUTI NNiBKOBOIO 060M0HKOI, MO 20 Mr).
BBegeHHs 3MiH NpoTsarom 3-x mMicsuiB nicns
3aTBEPAKEHHS;
3MiHW | TURY - 3MiHW [0 IHCTPYKLiT Y po3ginu
"Oco61MBOCTI 3acTocyBaHHA", "B3aemMogis 3 iHWMMK
nikapcbknMmK 3acobamu Ta iHLWi BUAW B3aeMogiii"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyol
pevoBUHN. BBEAEHHS 3MiH MPOTAroM 3-x MicsLiB nicns
3aTBEPAKEHHS
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
54. ECUNTAM® TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/15764/01/01
ACIHO NNiBKOBOIO YKPAIHA" 3MiHU | TUNY - 3MiHW [0 IHCTPYKLUIiT Yy po3ainu peuenmom
060/10HKo0, Mo 10 "®apmakonoriyHi BnactmsocTi”, "MpoTunokasaHHs",
mr, no 10 "B3aemogis 3 iHWVMU fikapcbkMK 3acob6amu Ta iHLWi
Tabnetok y BMAM B3aemogiit", "OcobnmBocTi 3acTocyBaHHs", "Cnocio
6nictepi; no 1, 3 3acTocyBaHHs Ta go3n", "Oitn" (YTOYHEHHS),
abo 6 6nicTepiB y "Mepepo3yBaHHs", "Mo6IYHI peakwyji” 3rigHo 3
KapTOHHIM nayi iH(bopMmaLlieto Woa0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro likapcbkoro 3acoby (LIMMPAJEKC,
TabneTku, BKpUTI NNiBKOBOIO 060/10HKO0, Mo 10 Mmr).
BBeneHHs 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPKEHHS;
3MiHY | TUMy - 3MiHW 80 IHCTPYKLiT y po3ainu
"Oco61mBOCTI 3acTocyBaHHA", "B3aemMogis 3 iHWMMK
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii"
BiANOBIAHO [0 OHOBEHOT iHGhOpMaLi 3 6e3nekun Aitoyol
peyoBUHW. BBeAEHHS 3MiH NpoTAaroM 3-x MicsLiB nicns
3aTBEPAKEHHS
55. ECUUTAM® TabneTku, BKPUTI TOB "ACIHO Ykpaina TOB "®dapma Crapt" Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/15764/01/02
ACIHO NNiBKOBOIO YKPATHA" 3MiHU | TURYy - 3MiHW 0 IHCTPYKLUIiT y po3ainu peuenmom
o060510HKo0, Mo 20 "®apmakonoriyHi BnactmeocTi”, "MpoTunokasaHHs",
mr, no 10 "B3aemogis 3 iHWVMU flikapcbkMK 3acob6amu Ta iHLWi
Tabnetok y BMAM B3aemogiit", "OcobnmBocTi 3acTocyBaHHs", "Cnocio
6nictepi; no 1, 3 3acTocyBaHHs Ta go3n", "Oitn" (YTOUYHEHHS),
abo 6 6nicTepiB y "Mepepo3yBaHHs", "Mo6IYHI peakwyji” 3rigHo 3
KapTOHHI naui iHChopMmaLlieto Woa0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro flikapcbkoro 3acoby (LIMMPAJEKC,
TabneTku, BKpUTI NNiBKOBO 060/10HKO, Mo 20 Mr).
BBeneHHs 3MiH NpoTarom 3-x micsAuiB nicns
3aTBEPKEHHS;
3MiHU | TUNY - 3MiHW [0 IHCTPYKLUIiT Yy po3ainu
"Oco6nmBOCTI 3acTocyBaHHA", "B3aemMogis 3 iHWMMK
nikapcbknMn 3acobamu Ta iHWi BUAW B3aeMogiii"
BiANOBIAHO 0 OHOB/EHOT iHGhOpMaLii 3 6e3nekun Aitoyoi
peyoBUHN. BBeAEHHS 3MiH NpoTAroM 3-x MicsLiB nicns
3aTBEPMAKEHHS
56. IKEPBNC® Kpanni ouHi, CaHTeH AT PiHNAHAIA EkcenbBixeH, PpaHuis PpaHuis/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/17100/01/01
emynbcis, 1 mr/mn (BpOGHMLTBO, PiHNAHAIA TexXHiYHa NoOMUIIKa B IHCTPYKLIT A4NA MeAUYHOro peuyenmom

Ne30 (5x6): no 0,3
M B THOOMK-
KpanenbHuui ans
OiHOKpPAaTHOro
3aCTOCyBaHHs; Mo
5 TO6UK-
KpanenbHUUb y
NamiHoBaHoOMYy

KOHTPOJ1b AKOCTI,

NepBUHHE NakKyBaHHS Ta
BTOPUHHE MaKyBaHHS,
BMNyCK cepiin); CaHTeH

AT, ®iHnaHais

(BTOpVHHE NaKyBaHHs,
BMNycK cepiii); Cepainak,

dpaHuia (BTOpUHHE

3acTOoCyBaHHS flikapcbKoro 3acoby y po3gini
"®apmakonoriyHi BnactmsocTi*
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
antoMiHieBOMY nakyBaHHs)
nakerti; no 6
nakeTis y
KapPTOHHI KOpooLy
57. IMYHOITOBYNIH | po3unH ans NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/15930/01/01
AHTUPABIYHUIA | in'exuiii, He meHwe | "®APMCTAH "®APMCTAHOAPT- 3MiHu Il TMNy - 3MiHa cnocoby OTPYMaHHS aHTUreHy Ans peyenmom
(KIHCbKWIN) 150 MO/mn, 1 OAPT-BIONIK" BIOJIK" iMyHi3aLii KOHeli-NpoAYyLEHTIB /1A OTPUMaHHS nnasmm
amnyna 3 KpOBi Ha cTagii «Onepauist 1.1. TEXHONOrYHOro
iMyHOrno6yniHom npotecy», a came iMyHi3aLjisi KOHel-NpoayLEeHTIB
aHTupabivHum (3 iHaKTMBOBaHUM BipycOM ckasy, Ae B SKOCTi cybcTpary
M/1) Y KOMNIEKTi 3 3aMiCTb MO3KOBOI TKAHUHWN TBapVH BUKOPUCTOBYETHCSA
1 amnynoto 3 KynbTypa KnitnH BHK-21 clone 13.
iMyHOrno6yniHom
aHTMpabivyHnMm,
po3sefeHnm 1:100
(X mn), no5
KOMMNEKTIB Y
nauuj, abo 1
avnyna 3
iMyHOrno6yniHom
aHTupabiyHum (5
MJ1) Y KOMMNEKTi 3
1 amnynot 3
iMyHOrno6yniHom
aHTUpabiuHMM,
po3segeHnm 1:100
(2 mn), no 5
KOMMNEKTIB Y
naui
58. IHFTANINT-H cnpeii gns TOB YkpaiHa TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 6e3 UA/0938/01/01
poToBoi "Mikpochapm” TUny - AAMiHICTpaTMBHI 3MiHU. 3MiHa Ha3Bu A®| abo peuyenma
nopoXxHuHK no 30 [OMOMDKHOT PEYOBUHM — 3MiHa Ha3BW [il040i peYoBUHN
r'y 6a10Hi; no 1 Hopcynbason HaTpito Ha Cynbgatiazon HaTpilo
6asoHy 3 rekcarigpar y 3B'A3Ky 3 npMBefeHHAM Ha3su 1o MHH Ta
posnunoBayem Ta 3a3HavYeHHsAM PaKkTUYHOro BMICTY 6 MOMeKyn Boau y
3aXUCHUM cknagi giroyoi pevyoBuHu (rekcarigpar). ditova pevyoBuHM
KOBMaYkoM y nauui 3a/Mwmnnack TiE caMolo. BBefieHHA 3MiH NpoTArom 3-x
3 KapTOHY MicALIB MiCNsA 3aTBEPKEHHS.
59. IHOAHPUKC™ cycneHsisa ans nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/13939/01/01
InB iH'ekyii no 0,5 mn AH ExkcnopT BpuTaHis Bionopxikans C.A. 3MiHM | TUNY - 3aMiHa EMHOCTel 6araTopa3oBoro peuenmom
KOMBIHOBAHA y nonepefHbL0 Niviten BMKOPUCTaHHA 3 Hepxasitouoi cTani (Stainless steel
BAKUUHA onda 3anoBHEHOMY vessels) Ha cuctemy MiLlkiB 04HOPa30BOro
MPO®INTAKTUKN 0 HOpPa30BOMY BMKOpUcTaHHsa (Single-use bag system) ans cragii
ANDTEPII, Lwnpuui 'y npeumnitauii npy BUPOOHNLTBI NPaBLLEBOr0 aHATOKCUHY
NPABLS, KOMM/IEKTI 3 (Tetanus toxoid) Ha BUpo6HMuil ainbHuui GSK Vaccines
KALLUJTFOKA ronkoto; no 1 a6o GmbH, Marburg, HimeuunHa. OHOBNEHHSA cUCTEMU
(ALEENKONAPHN 10 nonepefHbLO HymepaLjii cepiii npaBLEBOro aHaToKcuHy (Tetanus

1 KOMMOHEHT)

3arnoBHEHUX

toxoid). BHeceHHs1 pefakuiiHnx NpaBoK A0 po3A4inis
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
TA 0 HOpPa30BUX 3.2.5.2.2,3.25.2.6,3.2.A.1.
noniomMienity wnpuyis y
nnacTMKoBOMY
KOHTeliHepi; no 1
KOHTEliHepy B
KapTOHHI/ KopoobLi
60. KANbUWKEP cycneHsis €BPO IHAjia IHOoKO Pemepic Nimiteq IHAjia BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 6e3 UA/2515/01/01
opanbHa no 120 NANGKEP 3MiHu |l TUNY — BBEAEHHA [,OAATKOBOro BUPOGHMKA peyernma
My thakoHi; no MPANBIT KasbLiito KapboHaTy [0 BXe 3aTBepAKeHOro BMpo6HMKa
1 chnakoHy pazom NIMITEL
3 MipHOIO JI0XKKOHO
Y KapPTOHHIl
ynakoBLii
61. KANbLIO NOPOLLIOK MpusatHe YkpaiHa Cepbioc-Papma CA LBeliuapi BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | - UA/11810/01/01
PONMIHAT (cybeTaHuis) y akuioHepHe A TMny - 3MiHK 3 skocTi. CepTudikart BignosigHocTi/IE-
FAPAT nosieTuIeHoBMX TOBapuCTBO cepTudikaT BignoBigHOCTI EBponeichbkiii
nakerax, “Nekxim — thapmakonei/MoHorpadii. NMogaHHs HoBOro abo
BMILLeHNX B Xapkis” OHOBJIEHOr0 cepTudikaTa BifgNoBigHOCTI a60 BUTyHYEHHS

noslieTuNeHoBsI
KOHTEliHepy a6o
nnacTuKoBi
6apabaHu; abo B
nonieTuneHoBmx
KOHTeliHepax 3
NnacTUKOBO
KPULLIKOHO, L0
3arBMHYYETHCS,
BMiLLleHUX Y
KapTOHHY KOpOOKYy
0151 BUpO6HMUTBA
CTEpPUSIbHUX Ta
HeCTepWUIbHUX
niKkapcbknx hopm

cepTudikaTa BigNoBiAHOCTI EBponeiickkili hapmakonei:
ana A®l; ons suxigHoro
mMartepiany/peareHTy/NPOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 418 AONOMIKHOT
peyoBMHY (cepTuUdikaT BiANoBIgHOCTI EBpONechkili
hapmakonei) - OHOBNEHNI cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOBHMKA - [MogaHHA OHOBIEHOTO
cepTudikaTy BignoBiAHOCTI EBponeicbkoi hapmakonet
Ne R1-CEP 1997-051-Rev 08 Big BXe 3aTBEpAXEHOro
BMpo6HUKa APl Kanbuito honiHaty rigpaty
BMpo6HMLTBa Cerbios-Pharma SA, LLiseiiLapis
(3aTBepmKeHNIA cepTrdiikaT BigNOBILHOCTI
€poneiicbkoi hapmakonei Ne R1-CEP 1997-051-Rev
07). 3miHa Ha3Bu A®I BignoBsigHo Ao oHosieHoro CEP.
3arBeppkeHo: 3anponoHoBaHo: Ha3sa Nikapcbkoro
3acoby: Kanbuito honiHat Ha3sa nikapcbkoro 3acoby:
Kanbujto dponiHart rigpart; 3MiHu | Tuny - 3MiHK 3 SKOCTI.
CepTuddikart BignosigHocTi/l E-cepTucpikat BignosigHocCTi
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y BIANOBIAHICTb
[0 MoHorpadgoii oY a6o €sponelicbkoi hapmakonei,
abo iHWOI HauioHasIbHOI hapmakonei aepxasu EC
(3miHa y cneumndikauisx, nos'asaHa 3i 3miHamu B Y,
abo €Bponeiickkiin hapmakonei, abo iHWIl HalioHasbHil
thapmakonei gepxasu €C)
3MiHW NOB’A3aHi 3i 3MiHaMK y MoHorpadii €BponeincbKoi
thapmakonei
CynyTHSA 3MiHa
- 3MiHu 3 sKocTi. CepTudikar BignosigHocTi/TE-
cepTuguikaT BiANOBIAHOCTI EBpONenchbKil
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
hapmakonei/MmoHorpadii. 3MiHW, NoB'A3aHi 3
HeOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €sponelicbkoi hapmakonei, abo
iHLWOI HalioHanbHOT hapmakonei gepxasu €C (iHLui
3MiHW)
3MiHn y Cneumdikauii Ta MeTogax BunpobyBaHHSA Ha
A®| Kanbuito dhoniHaty rigpaTy nos'a3aHi 3
HeOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 0978 €sp.Papm. Ha Calcium folinate
hydrate, a came, npnBefeHHs NokasHKKiB «Boga»,
«Baxki meTann», «CynposigHi fOMILLKN», «3a/INLLIKOBI
KiNIbKOCTi OpraHiYHnX po34MHHKKIB» BifNOBIAHO A0
MOHorpadii
62. KAPAOMNAH- TabneTkn, BKpUTI CaHoBesnb TypeuunH | CaHoBenb Insy CaHai Be | TypeyuuH BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/14714/01/01
CAHOBE/b NNiBKOBOIO Insy CaHai Be a Tupxapet A.LL. a 3MiHM | TUNY - 3MiHW 40 IHCTPYKLUiT NikapcbKoro 3acoby y peyenmom
o060s10HkKoto, no 80 Tuoxapet po3ginu: “MNpoTtunokasaHHa", "B3aemogis 3 iHWMmun
mr Ne 28 (14x2) Ta A.LL. nikapcbkuMn 3acobamut Ta iHWi BUAW B3aEMOSIi",
Ne 98 (14x7) y "Oco611BOCTI 3acTocyBaHHS", "3acTocyBaHHs y nepios
6nictepax y naui BariTHocTi abo rogyBaHHs rpyaaro”, "MobiuHi peakwyii
3 KapTOHY 3rigHo 3 iH(hopMaLieto LWoA0 MEAUYHOTO 3aCTOCYBaHHS
pedrepeHTHOro flikapcbkoro 3acoby (AIOBAH®,
TabneTkn, BKPUTI M/1IBKOBOK 060TOHKOH)
63. KAPAOMNAH- TabneTku, BKPUTI CaHoBesnb TypeuunH | CaHoBenb Inay CaHai Be | TypeuuuH BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3a UA/14714/01/02
CAHOBE/1b NNiBKOBOIO Insy CaHai Be a TugxapeT A.LL. a 3MiHM | TUNY - 3MiHW 40 IHCTPYKLUiT NikapcbKoro 3acoby y peuyenmom
060/10HKOI0, NO Tupxapet po3ginu: "MNpoTtunokasaHHs", "B3aemogis 3 WMy
160 mr Ne 28 A.LL. nikapcbkUMKM 3acobamu Ta iHLWi BUAW B3aEMOA,iA",
(14x2) Ta Ne 98 "Oco6/1MBOCTI 3aCTOCYBaHHS", "3acToOCyBaHHS y nepiog,
(14x7) y BariTHoCTi abo rogyBaHHs rpyaaro”, "MobiuHi peakwyi
6nictepax y naui 3riHO 3 iHhopMaLElo WOoA0 MEANYHOTO 3aCTOCYBaHHSA
3 KapTOHY pedoepeHTHOro Jlikapcbkoro 3acoby (A4IOBAH®,
TabneTkn, BKPUTI N/1iBKOBOK 0600HKOH)
64. KAPAOMNAH- TabneTkun, BKPUTI CaHoBenb TypeuunH | CaHoBenb Inay CaHai Be | TypeuuunH BHECEHHS 3MiH 10 peecTpavljiiiHux maTtepianis: 3a UA/14714/01/03
CAHOBE/b NAiBKOBOO Insuy CaHai Be a TupxapeT A.LL. a 3MiHM | TURY - 3MiHW A0 IHCTPYKL,T Nikapcbkoro 3acoby y peyenmom
060/10HKOI0, NO Tupxapet po3ginu: "MpoTtunokasaHHs", "B3aemogis 3 iHWnmu
320 mr Ne 28 A.LL. nikapcbkUMKM 3acobamMu Ta iHLWi BUAW B3aEMOA,iA",
(14x2) y "Oco611BOCTI 3acToCcyBaHHS", "3acTocyBaHHs y nepios
6nictepax y nayui BariTHOCTi abo rogyBaHHa rpyaar”, "TMobiyHi peakui™
3 KapTOHY 3rigHO 3 iHhopMaLjElo WoA0 MEANYHOTO 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (AIOBAH®,
TabneTkun, BKPUTI M1iIBKOBOK 060/I0HKOK)
65. KAPOOCAN® TabneTkn, BKpUTI MeHapiHi Jiokcemby BEP/NIH-XEMI ATl', HimeuunH BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3a UA/7139/01/01
ANoC 20/12,5 NAiBKOBOO IHTepHeLloHan pr HimeuunHa (MepBrHHE a 3MiHM | TUNY - 3MiHW BHECEHI B TEKCT MapKyBaHHS peyenmom
060/10HKO10, Mo 20 OnepeiioHc Ta BTOPUHHE NakyBaHHS, NepBMHHOT Ta BTOPUHHOI YNakKoBKKM JiKapCbKOro 3acoby
mr/12,5 wr, no 14 NMokcembypr KOHTPO/b Ta BUMYCK {00 3a3HAYEHHS MDKHAPOAHUX NO3HAYEHb OAMHULb
TabneTtok y C.A. cepiid); Aaivi CaHkio BMMiptoBaHHSA (BignoBigHO fo cuctemu Sl). BeegeHHs
6nictepi; no 1 a6o Opoyn M'm6X, 3MiH NPOTAroM 6-TW MiICALIB NiC/1A 3aTBEPAKEHHS
2 6nictepu B HimeuunHa

KapPTOHHI KOpooLy

(BUpoGHMLTBO "“in bulk");
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
MeHapiHi-®oH XeligeH
'M6X, HimeuunHa
(MepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/Ib Ta
BUMYCK Cepiii)
66. KAPOOCAN® TabneTkn, BKpUTI MeHapiHi Jliokcemby BEPNIH-XEMI ATl', HimeuunH BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/7140/01/01
NC 20/25 NNiBKOBOIO IHTEepHeLwwoHan pr HimevunHa (MepBrHHE a 3MiHu | TUNY - 3MiHWM BHECEHI B TEKCT MapKyBaHHs peyenmom
060/10HKO10, Mo 20 OnepeiioHc Ta BTOPUHHE NakKyBaHHS, NepBMHHOT Ta BTOPUHHOI YNaKoBKYM JiKapCbKOro 3acoby
mr/25 mr, no 14 NMokcembypr KOHTPO/b Ta BUMYCK {00 3a3HAYEHHS MDKHAPOAHUX NO3HAYeHb OAMHULb
TabneTtok y C.A. cepiid); Aaivi CaHkio BUMIpIOBaHHA (BignosigHo Ao cuctemu Sl). BBeaeHHs
6nictepi; no 1 a6o Opoyn M'm6X, 3MiH NPOTAroM 6-TW MiICALIB NiC/A 3aTBEPAKEHHS
2 6nictepu B HimeuunHa
KapTOHHIA KopoobLi (Bnpo6HMLTBO “in bulk");
MeHapiHi-®oH XeligeH
'm6X, HimeyunHa
(MepBUHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/Ib Ta
BWMYCK Cepiii)
67. KBATTPEKC Kancynu no 250 TOB "ACIHO YkpaiHa TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 UA/12875/01/01
mr; no 10 kancyn y YKPATHA" TEeXHiYHa NOMWSIKa B IHCTPYKLIT AN MegnyHoro peyenma
6nictepi; no 2 3acToCyBaHHS fikapcbKoro 3acoby B iHhopmauii Wwoao
6nictepu y KOHTaKTIB i3 3anuTaHb L0A0 6e3nekn Ta nobivHmX
KapTOHHIiA nayi edekTiB
68. KNIBAC 10 TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/12971/01/01
NNiBKOBOIO YKPATHA" TeXHiYHa MOMWSIKa B IHCTPYKLIT 4N MegnyHoro peyenmom
060/10HKOI0, MO 10 3aCTOCYBaHHSA 3ikapcbKoro 3acoby B iHdopmMaLiii Lwozao
mr; no 10 KOHTaKTIB i3 N1TaHb LWoA0 6e3nekn Ta No6iYHUX edhekTiB
Tabnetok y
6nictepi; no 1 abo
3 6nictepu B
KapTOHHIM nayui
69. KMIBAC 20 TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/12971/01/02
NNiBKOBOIO YKPAIHA" TeXHiYHa NOMUJIKa B IHCTPYKLiT A1 MeANYHOro peyenmom
060/10HKO10, Mo 20 3acTocyBaHHS 3ikapcbkoro 3acoby B iHthopmal,i Wwoao
mr; no 10 KOHTaKTIB i3 N1TaHb LWOA0 6e3nekn Ta NobiyHuX edpekTis
TabneTtok y
6nictepi; no 1 a6o
3 6nictepu B
KapPTOHHIW nayuj
70. NA30/IBAH® Kancynm 3 TOB "CaHodi- YkpaiHa BMPOBHULTBO, KOHTPO/Ib HimeuunH BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 6e3 UA/3430/02/01
MAKC NPOJIOHIOBaHOo ABEHTIC AKOCTI, NaKyBaHHS, a/ 3MiHK [ TRy - 3MiHK A0 IHCTPYKLiT ANa MegmMyHoro peyernma
gieto no 75 mr no Ykpaiva" MapKyBaHHs, BUNYCK PpaHuis 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
10 kancyny cepii: bBepiHrep "®apmakonoriyHi Bnactusocti”, "OcobnmBocCTi

6nictepi; no 1,2
abo 5 6nicTepis B
KapTOHHI KOpooLi

IHrenbxanm ®apma
v6X i Ko. KT,
HiMeuumnHa; nakyBaHHs,
MapKyBaHHs1, BUMYCK
cepii: Jensapm

3actocyBaHHs", "lNo6iyHI peakuii”, a TakoxX peaakuiliHi

npasku A0 po3ainis "MpoTunokasaHHs", "B3aemogis 3
iHLWIMMK NiKapCcbKMMK 3acob6amu Ta iHWi BUAK

B3aeMogiin", "3acTocyBaHHA y nepiog, BaritTHOCTi abo

roflyBaHHs rpyaaro”, "Cnoci6b 3actocyBaHHs Ta Ao3un",
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
Peiimc, ®paHuis "Mepeno3yBaHHA". BBeAeHHS 3MiH NpoTArom 6 micsuis
nicns 3aTBepKEHHS; 3MiHW || TMNy - 3MiHW A0 IHCTPYKLT
0151 MeAMyYHOro 3acToCyBaHHS fikapcbKoro 3acoby Ao
po3giny "[iTn"; 3anponoHoBaHo: MNpenapart He
3aCTOCOBYIOTb AiTAM A0 12 POKIiB Y 3B'A3KY 3 BMICTOM
Ai040i peyoBrHY). BBEAEHHS 3MiH NpOTArom 6 micsuiB
nicns 3aTBepMXEHHS; 3MiHU |l TURY - 3MiHW A0 IHCTPYKL,T
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
posginis "MpoTunokasaHHA", "Cnoci6 3acTocyBaHHA Ta
nosn", "[iTn". BBeAEeHHS 3MiH NpoTAromM 6 MicauiB micns
3aTBEPAKEHHS
71. NAPUTUNEH® Tabnetkn ans NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasis: 3MiHu | 6e3 UA/16643/01/01
PO3CMOKTYBaHHSA "Kuismepgnpen "Knismegnpenapar” TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma
3i CMakoM M ATK apar” CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
no 10 TabneTok y yMoBax 36epiraHHsi roTOBOrO MiKapCbKoro 3acoby
6nictepi; no 1, 2 (36inblUEHHs TepMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
abo 4 6nictepn y 3aco6by) - [lna ToproBoi ynakoBkv (MiATBEPKYETLCSA
QECI] JaHVMK peanbHOro vacy). 36ibLIEHHsS TEPMiHY
NPVAATHOCTI FOTOBOTO NiKapCbKOro 3acoby.
3areepaxeHo: 1,5 poku. 3anponoHoBaHo: 3 POKu.
BBefeHHst 3mMiH npoTArom 6 micAuis nicns
3aTBEPAKEHHS.
72. NAPUTUNEH® Tabnetkn Ans NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/16645/01/01
PO3CMOKTYBaHHS "KuiBmegnpen "Kuismegnpenapar" TMny - 3MiHK 3 AKOCTI. FOTOBWIA NTiKapPCbKMiA 3aci6. peyenma
3i CMakoM M STu apar” CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
Ta ManuHu no 10 ymoBax 36epiraHHs rOTOBOrO J1ikapCbKoro 3acoby
Tabnetok y (36iNbLUEHHS TEPMiIHY NPUAATHOCTI TOTOBOTO J1iKApCbKOro
6nictepi; no 1, 2 3acoby) - [ns ToproBoi ynakoBku (MigTBEPAXKYETLCS
abo 4 6nictepn y AaHVMK peanbHOro vacy). 36iMbLIEeHHA TePMiHY
naui NPUAATHOCTI FOTOBOIO NiKAPCbKOro 3acoby.
3arBepakeHo: 1,5 poku. 3anpornoHoBaHo: 3 poKu.
BBefieHHs1 3MiH NpoTArom 6 micAuis nicns
3aTBEPKEHHS.
73. NAPUTUNEH® Tabnetkn ans NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/16644/01/01
PO3CMOKTYBaHHSA "Kuismegnpen "Kuismepgnpenapar" TUMy - 3MiHK 3 SIKOCTi. FTOTOBWIA Nikapcbkuii 3acio. peyenma
3i CMakoM M STu apat" CrabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo
Ta NIMMOoHy no 10 ymMoBax 36epiraHHsi roTOBOro MikapCbKoro 3acoby
TabneTtok y (36iNbLUEHHSA TEPMIHY NPUAATHOCTI FOTOBOTO J1iKAPCbLKOro
6nictepi; no 1, 2 3acoby) - s ToproBoi ynakoBku (MigTBEPAKYETHCA
abo 4 6nictepn y [aHVMU peanbHOro vacy). 36iMbLUEHHS TEPMiHY
nauui NpUAATHOCTI FOTOBOIO NiKapCbKOro 3acoby.
3arsepakeHo: 1,5 poku. 3anpornoHOBaHO: 3 POKWU.
BBefeHHs 3MiH NpoTAroM 6 Micauis nicas
3aTBEPKEHHS.
74. NEPKAMEH® 20 TabneTku, BKPUTI MeHapiHi INokcemby BEP/1IH-XEMI AT, HimeuunH BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/0583/01/02
NNiBKOBOIO IHTepHeLloHan pr HimeuyunHa a 3MiHK |l TUNY - OHOBNEHHA Moayna 3.2.S. Ailoyol peyernmom
060/10HKOI0, MO 20 OnepeiiwoHc (BMPOGHMLTBO PeyYoBUHMN NepKaHiguniHy rigpoxnopuay BUpo6HMLTBA -

MTr; Mo 7 TabneTok

Jllokcembypr

npenapary “in bulk" Ta

RECORDATI IRELAND LTD., IlpnaHgisi gnsi rotoBoro
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
y 6nicTepi; no 1 C.A. KOHTPO/b cepii; KiHLeBe nikapcbKoro 3acoby; OHOBMEHHS Moayns 3.2.S. ajtoyoi
6nictepy B nakyBaHHs1, KOHTPO/Ib Ta pevyoBMHM NepKaHignniHy rigpoxnopuay BUPOOHULTBA -
KapTOHHIi BUMYyCK cepii) RECORDATI INDUSTRIA CHIMICA E FARMACEUTICA
Kopo6ui; no 10 S.p.A., ITania gns rotoBoro sikapcbkoro 3acoby
Tabnetok y
6nicTepi; no 6 abo
9 6nicTepiB y
KapTOHHIiA
Kopo6ui; no 14
TabneTtok y
6nictepi; no 1 a6o
2, abo 4 6nictepn
B KapTOHHIi
Kopobui
75. MEBIAPONIH KpucTanivyHui AT "®apmak” YkpaiHa MAT "dapmak”, YkpaiHa YkpaiHa/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: - UA/16380/01/01
NOpPOLLOK (cTagis ouncTkm Kutaii 3MiHM | TUNY — 3MiHK o cneundikauii A®I MebrigponiHy
(cybeTaHuis) y cybcTaHLii); TOB B MpoLeci BUpobHMLTBa (Hepo3dhacoBaHa NpoaykLis), a
MiLLKax NoABINHNX "LigiaHbCbka MeanKo- came: BU1yYEHHS MOKa3HWKIB: «PO3UMHHICTb»,
noslieTuIeHoBMX XimMiuHa KomnaHis «Xnopugn», «Cynbhatn», «lgeHtudikadis»,
ans Xaiiuxoy", Kntait «CynbaTHa 301a», «Baxki meTann», «<MBUY»,
hapmavreBTUyHOr (BMPOGHVIK CMPOBWHW) «KifnbkicHe BU3HaAUEHHs». 3 METOO ONTUMI3aLil
0 3acTocyBaHHA KOHTPO/IO0 Hepo3dacoBaHOi NPOAYKLiT HA OCHOBI
pe3ynbTatiB aHanidy 20 cepiii 3a 2018 pik,
NPOMOHYETHLCS 3aNPOBaANTIN BUK/THOUEHHS BKa3aHMX
MOKa3HWKIB, TaK IK BOHW MOBHICTIO KOHTPOJIIOIOTLCS MK
KOHTpOi Me6brigponiHy cy6cTaHuii 3rigHo MKA
UA/16380/01/01 Haka3 MO3 Ykpainu Ne 1319 Big
25.10.2017 p
76. MEAOBIOTUH Tabnetku no 2,5 Xo6Hep HimeuunH Bunpo6HuK, HimeuunH BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/2432/01/01
mr; no 10 HatypapuHaii a BiANOBIAa/IbHWI 32 a TMny - AAMIHICTpPaTVBHI 3MiHW. 3MiHa HaiMEeHYyBaHHsI peuyenma
TabneTtok y MiTTeNb TM6X BMPOGHMLITBO Ta/abo afpecu Micusi NPOBaPKEHHS AiSNbHOCTI
6nictepi; no 3 abo Hepo3g)acoBaHOro BMpO6GHMKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
6 6nicTepiB y NPOAYKTY, NEPBMHHE Ta BK/THOYAKOUM AiNbHULI BUMYCKY cepii abo micue

KapTOHHiA Kopoo6Li

BTOPUHHE MaKyBaHHS:
Mi6e Tm6X
ApuHaiimiTTens,
HimeyunHa,;
B1po6HuK,
BiANOBIAa/IbHWI 32
BUNYCK cepil,
BK/THOHAI0UM
KOHTPO/b/BUNPOGYBAHHS
cepit:

AHTOH Xt06Hep MM6X &
Ko. KI
abo
Mi6e Tm6X
ApuHalimitTens,

NpoBefeHHA KOHTPOJIHO AKOCTI. (LiANbHICTb, 3a AKY
BiAANoBigae BUPOGHMK/IMNOPTEpP, BKIOYAOUN BUMYCK
cepiit) - 3MiHa agpecy BUpobHuka 13 mibe MM6X
ApuHaiimiTTens, HimeyunHa, 6e3 3MiHu Micus
BMPOGHULITBA
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
HimeyunHa
77. MEKCUKOP® pO34MH AN TOB YkpaiHa MpAT "lekxim-Xapkis" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/4971/01/01
iH'ekyii, 50 mr/mn, "30PABO" 3MiHW | TUNY - BUAYYEHHS O4HOro BUPOo6HMKa APl (GAYT peyenmom
no 2 ma B amny/i; "3MM", Poccuiickas Pegepauns); 3miHu Il Tuny -
no 5 amnyn B BBEAEHHS OAATKOBOro BUPOOHUKa AdI|
KOHTYPHIl (eTnmeTuarigpokeunipnanHy cykumHary) — OO0
YapyHKoBIl "OAPMXVM", YKkpanHa
ynakoBLi; no 2
KOHTYPHi
YapyHKOBI
ynakoBKM B naulj 3
KapToHy
78. MEHTO/ NEBO nenetu AT "dapmax” YkpaiHa Cumpaiiz Al HimeyunH BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | - UA/14325/01/01
NENNETC NX (cybcTaHuis) B a ™Mny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
NNacTUKOBUX Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
nakeTtax gns nocBifyeHHs). 3MiHa Ha3BW Ta agpecy 3asBHMKA.
thapmaveBTUyHor
0 3aCTOCYyBaHHS
79. MEPKA30MIN- Tabnetkn no 5 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/4882/01/01
340POB'A no 50 a6o 100 06MmeXeHo 06MeXeHOo 3MiHK | TRy - 3MiHW [0 IHCTPYKLIiT y po3ginu peuenmom
TabneTtok y BigNoBiAa/bHI BiANOBiAA/IbHICTIO "MpoTunnokasaHHs", "OcobaMBOCTI 3acTOCyBaHHS",
KOHTeliHepi cTHo "papmMaueBTNYHa "3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
nnacTMacoBsomy, "®apmavesTu KomnaHis "3gopos'a” rpyaato”, "MobiuHi peakuii" BignoBigHO A0 OHOBEHOT
no 1 KoHTeliHepy B | 4Ha KOMNaHis iHchopmawii 3 6e3nekun Ajtoyoi pevyoBUHN
KapTOHHIi "3popos'a”
Kopo6ui; no 10
TabneTtok y
6nictepi, no 5 a6o
10 6nicTepiB y
KapPTOHHI KOpooLy
80. MOKCU®DJ/IOKC- pO34nH ANns MpuBatHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/16553/01/01
IHPY3IA iHchysii, 400 aKuioHepHe ToBapuCTBO "lHdy3ia" 3MiHM | TURY - 3MiHA y KOPOTKIl XapakTepucTui peyenmom
mr/250 mn, no 250 TOBapUCTBO NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
MY NAALWL, WO "IHdy3ia" 0151 MeAMYHOrO 3aCTOCYBaHHA Ha MiAcTasi perynsipHo

nomiwaroTb B
nauky a6o no 250
M/1Y nakeTi
nosliMmepHomy, Lo
noMiwatoTb B
npo3opuii
NAacTMKOBUiA
nakeT Ta nauky

OHOB/OBAHOTO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
focnifxeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nic/isipeecTpaviiiHnii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpuyHux gocnimkes (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVNM OpraHom);
CYNyTHSA 3MiHa - BHECEHHS abo 3MmiHa(n) [0 3060B'A3aHb
Ta YMOB BuAaui peecTpaLiiiHoro noceigyeHHs,
BK/IIOH@K0uM MNnaH ynpasniHHA pusnkamu (3acToCyBaHHS
TEKCTY, SKUIA NOTOKEHWI 3 KOMMETEHTHUM OpraHom),
BHECEeHi [0 IHCTPYKLT 4159 MEeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin "OcobmBocTi
3acTOCyBaHHSA" 3riHO 3 OHOB/IEHOHO IH(DOPMALLEO LLOA0
6e3neku Aitoyoi pevyoBUHW; 3MiHM | TUNY - 3MiHA Y
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
KOPOTKIil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT AN MeANYHOro 3aCTOCYBaHHS
Ha nigcTaBsi perynsipHoO OHOB/IKOBAHOIO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpauiinnii nepiog, abo sk pe3ysibTaTt OLiHKN
3BITYy 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YNOBHOB&XEHUM OPraHoMm); CynyTHS
3MiHa: BHeCeHHs abo 3miHa(1) A0 3000B'A3aHb Ta yMOB
BMAavi peecTpauiiHoro Noceig4YeHHs, BKIOYaoum MnaH
ynpasiHHA pu3nKamu (3acToCyBaHHS TEKCTY, KW
MOrofPKEHN 3 KOMMETEHTHUM OPraHoM), BHECEHI A0
IHCTPYKLUIT 419 MEAUYHOTO 3aCTOCYBaHHS Nikapcbkoro
3acoby y po3ginn "OcobanBocTi 3acTocyBaHHSA","M06IYHI
peakuii" 3rigHO 3 OHOB/IEHOI0 iHhopMaUi€lo LLoAo
6e3nekun Ajl4oi pevyoBrHK
81. HI®YPOKCA3WUL | cycneHsisa My6niyHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/16309/01/01
opasibHa, 220 mr/5 akuioHepHe TOBapucTBO "HaykoBo- 3MiHM | TNy - BHECEHHS 3MiH B NpoLiec BUpobHULTBA peyenmom
M, no 100 mn y TOBapucTBO BUPOGHUYNIA LEHTP nikapcbKoro 3acoby Ha BignoBigHux ctagiax: T 3.1
donakoHi "HaykoBo- "BopLuariBcbkuii XiMiko- MpuroTyBaHHA po3ynHYy caxaposun Ta
noniMepHomy, no BUPOGHNUNI dhapmaLeBTUYHMI mMeTunnaparigpokcrbensoaty, T 3.2 MNpurotyBaHHA
OfHOMY hN1aKkoHy LEeHTp 3asof” OCHOBWM cycneHsii, 3.3 MNpurotyBaHHA cycneHsii
pasom 3 JI0XKKOH "BopLyariscbk Hicbypokcasmay
[03YBa/IbHOKO B niA Ximiko-
nayui; no 100 mny | dapmauesTny
6aHLi nonimMepHiin, Hui 3aBog”
Nno oAHiN 6aHLUi
pa3oMm 3 /I0XKKOI0
[03yBasIbHOK B
nadui; no 100 mny
donakoHi
CK/ISHOMY, NO
0 HOMY hNaKkoHy
pa3oMm 3 /I0XKKOI0
[03yBasIbHOK B
navui
82. HOBO-MACUT TabneTkn, BKpUTI TOB "TeBa YkpaiHa TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 6e3 UA/1830/02/01
060/10HKOH0, Mo 10 YkpaiHa" c.p.o. Pecny6nik 3MiHM | TUMY - OHOBJ/IEHHS BXE 3aTBEPLKEHOIO TEKCTY peyenma
TabneTtok y a MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKN

6nictepi; no 1 a6o
no 3 6nictepu B
Kopoo6Li

(BHECEHHS NO3HAYeHb OMHULLL BUMIPOBaHHS, 3
BUKOPVCTaHHAM JliTep /TaTUHCLKOro andhasiTy); Ta
BHECEHHS 3MiH A0 p. «MapKyBaHHs» MeTOZiB KOHTPO/IO
AKOCTI NiKapcbKoro 3acoby; 3anponoHOBaHo:
MapkyBaHHs (3rigHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs) BBefieHHA 3MiH NpOoTArom 6-Tv MicsiLiB
nicnsa 3aTBepKeHHs
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
83. HOBOCEBEH® MOPOLLIOK A/T HoBo [OaHis BVPOGHWK AjtoHoi [Nanis/ BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/5178/01/04
niochinizoBaHuii Hopgaick pPEYOBUHU, FOTOBOTO HimewyunH | 3miHu | TUNy - 3MiHW BUNpo6yBaHb abo [OMYCTUMUX MEX, peuenmom
015 NPUroTyBaHHA NPOAYKTY Ta BUPOGHMUK, a BCTAHOB/IEHVX Y cneumdikauisx, nig vyac BMpobHuLUTBa

pO34nHy AnA
iH'ekyii no 5 mr
(250 KMO), 1
CKNSIHWI doNakoH 3
niocpinizoBaHNM
MOPOLLKOM Y
KomnnekTi 3 1
nonepeaHLo
3anoBHEHUM
LUNPULIOM, SIKWIA
MICTUTBE 5 MN
PO34MHHMKA
(rictnauH, Boga
ONs iH'eKUilt),
LUTOKOM MOPLUHSA,
nepexigHvKom gns
hnakoHa B
iHAVBIAYyanbHii
ynakoBLji y
KapTOHHIA KOopoo6Li

BiANOBiAA/IbHWIA 32
BUWMYCK Cepiii roToBOro
npoaykty: A/T Hoso
Hopgaick, OaHis;
LinbHUUSA BUPOBHULTBA,
Ha SKiii NpoBOANTLCSA
BTOPVIHHE MakKyBaHHSA
roToBOro npoaykTy: AIT
Hoso Hopgaick, JaHis;
OiNbHVLS BUPOOHMLITBA,
Ha SKili NpoBOAUTLCS
BTOPVHHE NaKyBaHHS
roToBOro npoaykTy: AIT
Hoso Hopgick, JaHis;
OiNbHVLSA BUPOOHULITBA,
Ha kil npoBOANTLCA
KOHTPO/b/BUNPOBYBAHHSA
cepii roToBOro NpoAyKTy:
A/T Hoso Hopagick,
[aHis; ainbHUUA
BMPOGHULITBA, Ha AKil
NpoBOANTLCA
KOHTPO/b/BUNPOBYBAHHSA
cepii roToBOro NpoAyKTy:
A/T Hoso Hopagick,
[aHis; ainbHUUA
BMPOGHULITBA, Ha AKil
NpoBOANTLCA
KOHTPO/b/BUNPOBYBAHHSA
PO3UMHHKKA Y
nonepeaHbLO
HarnoBHEHOMY LLUNPUL:
Bettep ®apma-
®eptiryHr F'm6X yHg, Ko.
K, HimewyunHa;
AiNbHUUA, Ha Kl
NpoBOANTLCA
BUrOTOBJIEHHSA
PO3UMHHKKA Y
nonepeaHbLO
HamoBHEHOMY LINpUL Ta
oro nepeuHHe
nakyBaHHs: BeTtep
Papma-depTiryHr Nm6X
yHA Ko. KI, HimeyunHa

rOTOBOrO JliKapCbKOro 3acoby - 3MiHW y BUPOOHNLTBI
«merge of the in-process limit holding time of formulated
finished product from end filtration with the subsequent
filling time»; 3miHuW | TMNy - 3MiHa y MmeTogax
BMNPOBYBaHHSA rOTOBOTO JIIKAPCLKOro 3acO6y - 3MiHU Y
mMeTodax BunpobysaHHs T. BmicT Bogun (Metog NIR) —
PO3LUNPEHHS Aiana3oHy kanibpysaHHsA 3 (2,16 -3,44) %
H20 Ha (0,543-3,910) % H20 6e3 3MiHu NimiTiB
cneupndikauii
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
84. HOKCMNPEN Kpanni HazanbHi CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 6e3 UA/12781/01/01
MAOK 0,01% no5mny YKpPaiHCbKO- icnaHcbKe NignpUeEMCTBO 3MiHM | TUNY - NOAAaHHA HOBOTO cepTuduikaty peyenma
CKNAHOMY icnaHcbke "Cnepko Ykpaina" BignosigHoCTI €Bponeiickkili hapmakonei CEP R1-CEP
KOHTEliHepi 3 nignpyeMCcTBO 2008-324-Rev 03 415 Ajt040i pe4YOoBUHN OKCUMETa30iHY
KPULLIKOLO- "Cnepko rigpoxnopuay Bif HoBoro BupobHuka «CTX Lifesciences
nineTkoto; no 1 YkpaiHa" Pvt., Ltd.», India
KOHTeliHepy B
KapTOHHIM nayui
85. onia XMEN0 pigvHa AT «Papmak» YkpaiHa AT «Papmak» Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | - UA/14245/01/01
(cybcTaHuis) y UMy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
donakoHax Ta/abo agpecy 3asiBHYKA (BlacHMKa peecTpaviliHoro
CKNAHUX AN MOCBiJYEHHS) - 3MiHA Ha3BM Ta afpecu 3asBHUKA; 3MiHN
hapmaueBTUYHOT | TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHS
0 3aCTOCyBaHHs Ta/abo agpecu micusa NPoBamXeHHs AisIbHOCTI
BMPOGHMKa (BK/TKOUaYM, 3a HEOOXIAHOCTI, MicLe
NpOBefEeHHA KOHTPOJII0 SIKOCTi), ab0 BNacHWKa Mactep-
(paiina Ha A®I, abo noctavasnbHuka A®I/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Yy
[OCbE Ha Nikapcbkuid 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichbkili hapmakonei y
3aTBEPAKEHOMY [0CbE, a60 BUPOOHMKA HOBOT
[0NOMDKHOT PeYOBVHU (SIKLLLO 3a3HAYEHO Y A0ChE)- 3MiHa
Ha3BW Ta agpecy BUPobHMKa, 6e3 3MiHW Micus
BMPOGHULITBA
86. OPTIN® TabneTku, BKPUTI KYCYM IHAjisA KYCYM XENTXKEP IHAjisA BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3a UA/7654/01/01
060/10HKOH, MO XENTXKEP MNBT NTA 3MiHM | TURY - 3MiHa Yy MeTogax BUNpobyBaHHS rOTOBOr0O peyenmom
500 mr no 10 MNBT NTA NikapcbKoro 3acoby - BHECEHHS 3MiH 10 METOZIB
TabneTok y KOHTPOJIIO SIKOCTi 3a NOKa3HUKOM «CynpoBifHi JOMILLKN»,
6nictepi; no 1 a came: BHECEHO OMWC NPUroTyBaHHS Po3unHy nnauebo,
6nictepy B XO0/10CTOr0 PO34KHY Ta ix XxpomartorpadyBaHHsa 4N
KapTOHHil BUK/THOYEHHS MiKiB AONOMDKHUX PEYOBUH Ta PO3UMHHUKIB i
ynakoBLii 3MiHa KifIbKOCTi iHXEKL,ii, 3rigHO 3ara/ibHOMPUAHATIX
nigxoAiB B aHaNiTUYHI npakTuLi
87. NAPALIETAMON Kancynm no 500 mr | TosapucTBO 3 YkpaiHa BCi cTagii BUPO6HMLTBA, YkpaiHa BHECEHHS 3MiH 0 peecTpaljiiiHux maTtepianis: 6e3 UA/11685/01/01
Ne10 (10x1), Ne20 0bMexeHo KOHTPO/Ib SKOCTi, BUMYCK 3MiHM | TUMy - 3MiHK [0 po3A4iny "3acTocyBaHHS y nepiog, peyenma
(10x2) y BignoBiAa bHI cepii: ToBapuCTBO 3 BariTHOCTi abo rogyBaHHA rpyaa” BignosigHo A0
6nictepax CTIO 06MexeHoto pekoMeHAaLii KOMITeTy 3 OLjiHKV pU3KKiB y
"®dapmauesTu BiANOBiAA/IbHICTIO hapmakoHarnsgi €sponelicbkoi MefuyHoT areHuii
YHa KOMMaHis "papmMaueBTNYHa (PRAC EMA)
"3p0pos'a” KomnaHia "3g0pos'sa",

YkpaiHa; BCi cTagji
BMPOGHMLITBA, KOHTPO b
SKOCTi: TOBapuCTBO 3
0bMexeHoto
BiANOBIAA/IbHICTIO
"®APMEKC Py
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88. NAPALIETAMON kancynm no 325 ToBapucTBo 3 YkpaiHa BCi cTagii BUpO6GHMLTBA, YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 6e3 UA/11685/01/02
mr, no 10 kancyny 06MeXeHoto KOHTPO/b SIKOCTi, BUNYCK 3MiHK | TUNY - 3MiHK [0 po3giny "3acTocyBaHHA Y nepios, peyenma
6nictepi; no 1 abo BiANOBIAaA/bHI cepii: ToBapucTso 3 BariTHOCTi abo rogyBaHHs rpyaat0" BignoBsigHo Ao
no 2 6nictepu y CTIO 0bMexeHot pekomeHAaLiin KoMiTeTy 3 OLiHKM pU3KKIB y
KopobLi 3 KapTOHY "hapmavueBTu BiANOBIAA/LHICTIO hapmakoHarnsgi €sponeiicbkoi MefuyHoOT areHuii
YHa KOMMNaHis "GapmMaLeBTNyHa (PRAC EMA)
"3p0pos'a” KommMaHisa "3gopoB'sa",
YkpaiHa; Bci cTtagji
BMPOGHMLTBA, KOHTPO/b
AKOCTi: TOBapWCTBO 3
06MexeHoto
BiANOBIAALHICTIO
"®APMEKC I'PyMn"
89. MEHTACA rpaHynu deppiHr LLiseiiuapi deppiHr Mv6X, HimeuunH BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/4990/03/01
NPOSIOHroBaHoI fji IHTepHeLHN A HimeuunHa a/ 3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 1 r no 50, 100, CeHTep CA (BignoBiganbHUiA 3a LLiseiiuapi thapmakoHarnsgy. BeegeHHs abo 3miHv o
a60 150 nakeTvkis BUNYycK cepii); PeppiHr A y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
3 rpaHynamu y IHTepHewHn CeHTep (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
KapTOHHIA KopoobLi CA, Weeliyapis hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
(BignoBiganbHUiA 3a BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapmakoHarnsay;
BMPOBHMLTBO, NEPBUHHE KOHTaKTHOI 0CO6YM 3 hapmakoHarns4y 3asBHuKa 415
Ta BTOPVHHE NaKyBaHHS, 34ilicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BOHa
KOHTPO/b SKOCTI) BiAMiHHa Bif, yNOBHOBaXeHOI 0c0o6W, BignoBiganbHOI 3a
3fjificHeHHs chapmakoHarnsagy (BKIHOUaUM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHI MacTep-haiina
cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHoOI 0cobu
3asBHUKA, BiANOBIAAILHOI 38 34iiCHEHHS
thapmakoHarnagy B Ykpaini: MponoHoBaHa pegakuis —
Kyuma Bonogumup OnekcaHApoBMY. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6M, BiANOBIAA/IbHOI 3a 3AIICHEHHS
hapmakoHarnagy B YkpaiHi
90. MNEHTACA rpaHymn PeppiHr LBeliuapi ®eppiHr MM6X, HimeuunH BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3a UA/4990/03/02
NPOIOHrOBaHOI Aji IHTepHeLLHN A HimeuunHa a/ 3MiHK | TURy - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI Ta peuyenmom
no 2rno 60 CeHnTep CA (BignoBiganbHuiA 3a LLiseiiuapi thapmakoHarnsgy. BeegeHHs abo 3miHu o
nakeTukis 3 BUNYCK cepil); PeppiHr A y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy

rpaHynamu y
KapTOHHiA Kopoo6Li

IHTepHewHn CeHTep
CA, Weeliyapis
(BignoBiganbHuin 3a
BMPOBHMLITBO, NEPBUHHE
Ta BTOPVHHE NakyBaHHS,
KOHTPO/b AKOCTI)

(BBEAEHHSA y3araslbHEHNX [AaHUX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoI ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy;

KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa Ans
3pificHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiIMiHHa Bif, yNOBHOBa)eHOi 0co6y, BiANOBIAA/IbHOI 3a
3AilicHeHHs1 chapmakoHarnsay (BKIYakum KOHTakTHi
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHoOI 0cobu
3as1BHMKA, BifMnoBigas/ibHOI 3a 34iNCHEHHST
thapmakoHarnagy B Ykpaini: MponoHoBaHa pefakuis —
Kyuma Bonognmup OnekcaHapoBmYy. 3MiHa KOHTaKTHUX
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[aHUX KOHTaKTHOI 0co6u, BigNoBiAa/IbHOT 3a 3AiACHEHHSI
hapmakoHarnsgy B YkpaiHi
91. MNEHTACA rpaHym PeppiHr LLiseiiuapi ®eppiHr MM6X, HimeuunH BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/4990/03/01
NPOMOHIroBaHoI Aji IHTepHeLwHN A HimeuyunHa a/ 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 1 r no 50, 100, CeHnTep CA (BignoBiganbHUiA 3a LLiseiiuapi thapmakoHarnagy. BeegeHHs abo 3amiHn fo
a60 150 nakeTukis BUNYyCK cepii); PeppiHr ] y3araslbHeHUX gaHux nNpo cuctemy hapmakoHarnsgy
3 rpaHynamu y IHTepHewHn CeHTep (BBEAEHHSA y3araslbHEHNX AaHUX Npo cucTemy
KapTOHHIA KopooLi CA, Weeliyapis hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
(BignoBiganbHuii 3a BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
BMPOGHWLITBO, NEPBUHHE KOHTaKTHOI 0co6U 3 thapMakoHarnsgy 3asBHUKa gns
Ta BTOPVHHE NaKyBaHHS, 3ailicHeHHa hapMakoHarnsagy B YKpaiHi, SKLL0 BoHa
KOHTPO/b SKOCTI) BiAMiHHa Bif, YNOBHOBaXeHOi 0C06W, BiANOBIAA/IbHOI 3a
3aificHeHHs chapmakoHarnsay (BKIHYarUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemn chapmakoHarnsgy) - 3MiHa YyNnoBHOBaXKeHOT
0Cco6y 3as1BHMKA, BiANOBIAA/IbHOI 32 34iACHEHHS
chapmakoHarnsgy. MponoHoBaHa pefakuis: Lene
Holdrup, MScPharm, PgDPV. 3miHa KOHTakTH/X AaHux
yMOBHOBaXXEHOT 0C06M 3aBHUKA, BigMnoBifabHOT 3a
3AiiCHeHHs hapMakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6GU YNOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BiANOBiAANbLHOI 3a 34ilicHEHHS chapmakoHarnsgy B
YKpaiHi
92. MEHTACA rpaHynun deppiHr LLIBeliyapi deppiHr MvbX, HimeuunH BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/4990/03/02
NPOMOHroBaHoI Aji IHTepHeLwHN A HimeuyunHa a/ 3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom
no 2rno 60 Centep CA (BignoBiganbHuin 3a LBeliuapi thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
nakeTuKis 3 BUMYyCK cepii); PeppiHr o y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
rpaHynamu y IHTepHewHn CeHTep (BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
KapTOHHIiA KOpo6Li CA, Wseiiuapis hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHoi 0cobu,
(BignoBigansHuii 3a BiAMNOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
BMPOGHMLITBO, NEPBUHHE KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHuka ans
Ta BTOPVHHE MakKyBaHHS, 3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
KOHTPO/b SIKOCTI) BiMiHHa Bif, YNOBHOBaXKEHOI 0CO6W, BignoBigasibHOI 3a
3aificHeHHs chapmakoHarnsay (BKIHYarUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-ghaiina
cucTemn chapMakoHarsisay) - 3MiHa ynoBHOBaXKEHOT
0cobu 3asiBHUKA, BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnagy. MNponoHoBaHa pefakuis: Lene
Holdrup, MScPharm, PgDPV. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBaXEHOT 0C06M 3asABHUKA, BignoBifabHOI 3a
3AiliCHeHHs hapMakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6GU YNMOBHOBaXKEHOT 0COOU 3asIBHYKA,
BiANOBiAaNbLHOI 3a 3ilicHeHHS chapmakoHarnsgy B
YKpaiHi
93. MNEHTUNIH TabneTku KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecto CnoseHis BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/2694/01/01
NPOSIOHroBaHoI Aji HoBso mecTo 3MiHu | TUNY - NOA4AHHSA OHOBIEHOTO cepTudikaTa peyenmom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

no 400 mr Ne 20
(10x2) y
6nictepax

BiAMoBigHOCTI €Bponeiicbkili hapmakonei Ne R1-CEP
2004-246-Rev 00 ans gjtovoi pevosuHn Pentoxifylline
Bifl BXX€E 3aTBEPIKEHOr0 BUPOOHUKA; 3MiHW | TNy -
noAaHHs OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2004-246-Rev
01 gns girouoi pevosuHmn Pentoxifylline Big Bxe
3aTBEPAKEHOTO BUPOOHMKA;
3MiHM | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTa
BiAnoBigHOCTI €Bponeiicbkiii hapmakonei Ne R1-CEP
2004-246-Rev 02 ana gitovoi peyoBuHu Pentoxifylline
Bif, BXXe 3aTBEPKEHOro BUPOGHMKA; 3MiHU | TUny -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkiit hapmakonei Ne R1-CEP 2004-246-Rev
03 ans pitovoi pevosurHn Pentoxifylline Big Bxe
3aTBEPAKEHOr0 BUPOGHNMKA, SIK HACNIAOK BBEAEHHS
HOBUX BUPOOHUYMNX Ai/TbHULL AN NMPOMDKHUX NPOAYKTIB;
3MiHM | TUNY - 3MiHa NapameTpiB cneuudikauiii Ta/abo
LOMYCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby -
BW/TyYEHHS] HE3HAYHOTO NoKasHMKa «laeHTudikauis
TUTaHy Aiokcuay» i3 cneyudpikauii npy BUMYCKy roToBoro
nNiKapcbKoro 3acoby; 3MiHu | Tuny - 3mMiHa y meTogax
BMNPOOYBaHHSA rOTOBOrO /iKapCbKOro 3acoby (He3HauHi
3MiHUM Y 3aTBEPMKEHNX METOAAX BUNPOOYBaHHS)

94.

APINIAKN® 30
Mmr

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO10, Nno 30
Mmr no 3 abo 6
TabneTtok y
6nictepax

BEPNIH-XEMI
Al

HimeyunH
a

MeHapiHi-®oH XeligeH
rmM6X

HimeuunH
a

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHY | TUMy - 3MiHK y NpoLeci BUPOGHMLTBA FOTOBOrO
NiKapCcbKoro 3acoby, BKIKUAKUN NPOMDKHUIA NPOAYKT,

LLIO 3aCTOCOBYETLCSA MNPV BUPOGHMLITBI FOTOBOrO

nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOBHULTBA); 3MiHM Il TUNY - 3MiHa BUpOOHMKa

BWXifHOro/MPOMKHOro NpoAyKTy/pearenTy, Lo
BVIKOPVCTOBYIOTHCS Y BUPO6HMYOMY npoueci Adl, abo
3MiHa BUPOOHMKa (BK/IHOYatoun, fe HeobxigHo, Micue
npoBefeHHs KOHTPO/I AKocTi) AD| (BBeAEHHS HOBOMO

BMpoGHUKa AP| 3 HagaHHAM MacTep-daiina Ha AdI)

3a
peyerimom

UA/15385/01/02

95.

APINIAKN® 60
Mmr

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH0, Mo 60
Mr no 3 abo 6
Tabnetok y
6nicTepax

BEP/NIH-XEMI
Al

HimeyunH
a

MeHapiHi-®oH XeligeH
M6X

HimeyunH
a

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:
3MiHK | TUNY - 3MiHW Y NpoLeci BUPOGHNLITBA TOTOBOTO
NikapcbKoro 3acoby, BK/IOHYAKUM MPOMDKHUA NPOAYKT,

LL|O 3aCTOCOBYETLCA MNPV BUPOGHMLITBI FOTOBOrO

niKkapcbKoro 3acoby (He3Ha4yHa 3miHa y npoueci
BMPOGHULITBA); 3MiHU || TUNY - 3MiHA BUPOBHUKa

BUWXifHOro/NPOMDKHOro NPoAyKTy/pearenTy, Lo
BMKOPMCTOBYHOTLCS Y BUPO6HMYOMY npoueci Adl, abo
3MiHa BMPOGHMKa (BK/IHOYakouu, e HeobXigHo, micue
npoBefieHHsA KOHTPO/IIO AKocTi) AP| (BBEAEHHA HOBOMO

BMpo6HUKa ADI 3 HagaHHsAM MacTep-daiina Ha AdI)

3a
peyenmom

UA/15385/01/01

96.

MPIOPVKC-
TETPA™

niochinizoBaHuii
NOPOLLOK ANs

nakcoCmiTKn
AH EkcnopT

Benvka
BputaHis

nakcoCmiTKnsiiH
Bionomxikans C.A.

Benbris

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:

3a
peyenmom

UA/16549/01/01
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n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
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KOMBIHOBAHA iH'exuili, 1 hnakoH Niviten 3MiHM | TUMy - 3MiHW [0 onucy aHaniTMYHOro MeToay

BAKUWHA And 3 MOPOLLKOM Y “Identity by DNA fingerprinting” A5 KNiTUHHOrO

MPO®ITAKTUKN KOMMEKTi 3 cybcTpary, Lo BUKOPUCTOBYETLCS NPU BUPOBGHULTBI

KOPY, PO3YUHHUKOM [ilo4nX peyvoByH (BipyC KpacHyxw, BipycC BITPSIHOI Bicnu),

ENIAEMIYHOIO (Boga ons 0151 NPUBELIEHHA Y BIANOBIAHICTb 3 BUPOOHUYOI0

NMAPOTUTY, iH’ekyiin) no 0,5 mn NpaxkTuKow. PepakuiliHi npaBku A0 po34iny AOCbE

KPACHYXU TA (1 po3a) y 3.2.5.4.2.

BITPAHOI nonepeHL0

BICMNU, XXUBA HanoBHeHoMy

ATEHYNOBAHA | wnpuui (y

KOMM/EKTi 3

[iBOMa rosikamu
abo 6e3 ronok)
abo y amnynaxy
BaKyyMHiil
CTepusbHil
ynakosLi; no 1
BaKyyMHiii
CTepusbHil
ynakoBLi y
KapTOHHIi
Kopo6ui; 1 chnakoH
3 NOPOLLKOM Y
KOMMEeKTi 3
PO3UYNHHVKOM
(Boga ons
iH'exuiii) no 0,5 mn
(1 posa)y
nonepeaHLo
HanoBHEHOMY
wnpuui (y
KOMM/EKTi 3
[ABOMa rosikamu) y
BaKyyMHiii
CTepUsbHili
ynakosLi; no 10
BaKyyMHWUX
CTEPUNbHUX
yNaKkoBOK Y
KapTOHHIi
Kopobui; 1 dnakoH
3 MOPOLLKOM Y
KOMNEeKTi 3
PO3UYNHHVKOM
(Boga gns
iH'exuiii) no 0,5 mn
(1 posa) y
nonepeaHL0
HanoBHEHOMY
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

wnpui 'y
BaKyyMHiii
CTEepPWIbHIN
ynakosLi; no 1, 10,
20 a6o 50
BaKyyMHUX
CTEPUNbHUX
yNakoBOK Y
KapTOHHIi
Kopo6ui; 1 chnakoH
3 NOPOLLKOM Y
KOMMEKTi 3
PO3UYNHHVKOM
(Boga ons
iH'exuii) no 0,5 mn
(1 posa) B amnyni
Y BaKyyMHili
CTEepPWIbHIN
ynakosLj; no 1, 10
a6o 100
BaKyyMHUX
CTEPUNbHUX
yNakoBOK Y
KapTOHHI/ Kopoobui

97.

MPOKTO-
rNIBEHON

KPEM pekTabHWiA
no 30 r kpemy y
Ty6i; no 1 Ty6i y
KOMM/IEKTi 3
Hacagkow y
KapTOHHIM nayi

Pekopparti
Ainenp Ntg

Ipnangis

Pekopparti IHpacTpia
Ximika e dPapmaceBTika
C.n.A.

ITanisa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TUNy - nogaHHA HoBoro CepTudpikaty RO-CEP
2013-103-Rev 01 Big HoBOro BUpo6HMKa s APl
Nigokainy rigpoxnopug; 3miHu | Tuny - BBe4eHHsA
nepiogy NOBTOPHOro BUNPoByBaHHA Ha TePMiH 60
MicauiB ana A®I Nigokainy rigpoxnopus Big BUpoOHMKa
SWATI PENTOSE PVT. LTD., India

6e3
peyenma

UA/4678/01/01

98.

MPOCKAP®

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0, N0 5
Mmr; no 14
Tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHIN
ynakoBLii

Mepk Wapn i

Joywm I0EA
rM6X

LBeliuapi
A

Brpo6HMK
Hepo3gracoBaHHOI
NPOAYKLUIT:

AIAC IHTepHeLwwHN
dapma, TOB, CLUA;
MepBrHHE NakyBaHHS:
Mepk Wapn i oym
Nimiten, Benvka
BpuTaHis;
BTOpuHHE nakyBaHHs,
BMNYCK Cepil:
Mepk Wapn i Joym B.B.,
Higepnangu

CLUA/
Benuka
BpuTanis/
Higepnax
an

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |

TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEeHYyBaHHsI

Ta/abo agpecy 3asiBHVKa (BacHWKa peecTpaviliHoro
nocBifYeHHS) - 3MiHa Ha3BMW Ta agpecy 3asBHUKA

3a
peyenmom

UA/0485/01/01

99.

PEBGIHO/IH
IMYHOI TOBY/IH
AHTUPABIYHWIA
NOANHN

PO34MH AN
iH'exuili 150

MO/mn; no 2 a6o
10 Mn1 y do/1aKoHi;

Heollpo6ioKe
ap IHk.

KaHaga

KAMAZA NTA.

I13painb

BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu |
TMNYy - AOMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BM NiKapcbKoro
3aco6y - 3miHa Ha3BW NiKapCcbLKOro 3acoby.
3areepmxeHo: PEBIHOJ1IH. 3anponoHoBaHo:

3a
peyenmom

UA/15778/01/01




75

Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
no 1 conakony y PEBIHOJIH IMYHOTINOBY/NIH AHTUPABIYHNI
KapTOHHIM nayi NIOANHN TepmiH BBEAEHHS 3MiH: NPOTAroM 6 micAauis
nicnsa 3aTBepmxeHHs Hakasom MO3.
100. | PEBMOKCUKAM cynosuTopii MAT "®apmak” Ykpaina MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/8230/01/01
® pekTasibHi no 15 TOBapUCTBO "JIEKXIM - TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peuenmom

Mr, N0 5
CynosnTopiiB y
6nictepi; no 1
6nictepy y nauuyi 3
KapToHy

Xapkis",
YkpaiHa,;
MAT "®apmak”,
YkpaiHa

y BUpPOGHMLTBI. 3amMiHa abo BBeAEHHSA A0AATKOBOI
AiNbHULI BUPOGHULTBA A4/19 YacTuHU abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(AinbHUUSA ONA NEPBUHHOIO NakyBaHHS) - BBEAEHHS
[04aTKOBOI AifIbHNL BUPOGHULITBA A1 NEPBUHHOIO
nakyBaHHs - MAT "®apmak”, YkpaiHa (BBegeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPAXEHHS); 3MiHW |
TMny - 3MiHK 3 SKOCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo BBeAEHHS A04ATKOBOI
OiNbHUL BUPOBHULTBA 418 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(4inbHULSA AN BTOPUHHOIO NakyBaHHS) - BBEAEHHS
[04aTKOBOI [iNbHUL BUPOBGHMLTBA 4151 BTOPUHHOIO
nakysaHHs - MAT "®apmak”, YkpaiHa (BBegeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPMKEHHS); 3MiHN |
MRy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo BBeAEHHSA 40AATKOBOI
LiNbHUL BUPOBHULTBA A/181 YACTUHN abo BCbOro
BMPOBHMYOrO NPOLECY rOTOBOTO JiKapCbKOro 3acoby
(minbHULSA, Ha SKI NPOBOAATLCS 6YAb-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NMepPBNHHOIO Ta BTOPUHHOIO NakyBaHHSA, Ans
HecTepW/IbHUX JlikapCbknX 3aco6iB) - BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHMLITBA FOTOBOTO
nikapcbKoro 3acoby - MAT "®dapmak”, YkpaiHa
(BBefeHHs 3MiH NpPOTArom 6-Tu MicsLiB nicns
3aTBEPMAKEHHST); 3MiHM | TMNY - 3MiHKM 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO Mikapcbkoro 3acoby (3amiHa
abo gofaBaHHA BUPOOHUKA, LLIO BiAMnoBigae 3a BBE3EHHSA
Ta/abo BMnNyckK cepii) - Bknovaroun
KOHTPO/b/BUNPOBYBaHHA cepii - 4oAaBaHHS BUPOOHUKA -
MAT "dapmak”, YkpaiHa (BBegeHHs 3MiH npoTsarom 6-Tu
MiCALB Nicna 3aTBepKEHHS); 3MiHW | Tuny - 3MiHK 3
sikocCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpobyBaHHS
roTOBOrO /liKapCbKoro 3acoby (415 NpuBeAEHHN Y
BiagnoBigHicTb 3 dY abo €Bponeiicbko hapMakoneeo
Ta BUTYYEeHHS NOCUIaHHSA Ha 3acTapininid BHYTPILLHIiA
MeToz BUNpobyBaHHs i ioro Homep) - 3MiHM y MeToAax
BMNPO6YBaHHSA roTOBOrO liKapCbKOro 3acoby 3a .
"Mikpob6ionoriyHa unctota" (BU1y4eHo NOBHWIA BUKNaS
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
NpoBefeHHA MeTOANKN Ta 3a/IMLLEHO BiAnoBigHe
rnocunaHHsA Ha MoHorpadito Ta 3arasibHy cTaTTio EP
Aito4oro BngaHHs) (BeefeHHs 3MiH NpoTarom 6-mm
MicALIB MicNsA 3aTBEPAKEHHS); 3MiHU | TUMY - 3MiHK
wopo 6e3nekv/edpekTuBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - 3MiHW Y TEKCTi MapKyBaHHS JlikapCbKoro 3acoby -
TEKCT MapKyBaHHSA NikapCbKoro 3acoby [ONOBHEHO
hpasoto: "Ans getanbHOI iHhopMaLil AMB. IHCTPYKLiO
ONs MeAnyHOro 3actocyBaHHs" (BBefeHHs 3MiH
NpOTSArom 6-Tv MicsLiB Mic/1s 3aTBepPAKEHHS)
101. | PENBAP™ NOpPOLLOK ANs nakcoCwmiTKn Benvka nakco OnepeliwHc KOK Benuvka BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/14564/01/01
ENNINTA iHransujn, A ExkcnopT BpuTanis Nimiteq BpuTanis 3MiHY | TURy - 3MiHa nepiogy NOBTOPHUX peyenmom
[030BaHuii no 184 Nimiten BMNpo6yBaHb/nepiody 36epiraHHs abo yMOoB 36epiraHHs
MKr/22 MKr/po3y; ADI - 36inbLUEHHS Nepiogy NOBTOPHMX BUNPOGYBaHb A/1s
no 14 a6o 30 gos3 A®| BinaHTeposny TpudheHaTarty
y NOPOLLKOBOMY
iHranaTopi; no 1
iHransTopy y
KapPTOHHI KOpooOLyi
102. | POTAPUKC™/ cycneHsis nakcoCwmitKn Benuvka FnakcoCmiTKnaiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/13060/01/01
ROTARIX™ opasibHa (1,5 ANH ExcnopT BpuTaHis Bionogxikans C.A. 3MiHKM | TUMY - 3MiHW 40 ONWUCY aHaNITUYHOTO METOAY peuyenmom
BAKUWHA And mn/po3sy), no 1 NimiTen “Identity by DNA fingerprinting” A5 KNiTUHHOrO
MPO®ITAKTUKA abono5 cybcTparty, Lo BUKOPUCTOBYETLCA NPU BUPOBHULTBI
POTABIPYCHOI nonepegHsL0 Li040i pevoBUHM, 411 NPYBELAEHHS Y BiAMOBIAHICTL 3
IHOEKLYJI 3anoBHEHUX BMPOGHMYOIO NPaKTMKOK. PepakuiiiHi npaBku fo po3ainy
opanibHUX pocbe 3.2.5.4.1, 3.2.5.4.2.
annikaTopis abo
Ty6 B KApTOHHIlA
Kopoo6Ui
103. | CAN3EH® pO34nH AN Apec TpeligiHr | LUseiiuapi Mepk CepoHo C.A,, LLiseiiuapi BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/17299/01/01
iH'eKLii no 6 mr C.A. A BigaineHHa y M. O60HH, al ITanis 3MiHuM | TUNY - 3MiHa y TepMiHax npuaarHocTi abo peuenmom

(5,83 mr/mn) no
1,03 mn
KapTpumkax Nel

LLeliuapis (BTOPUMHHE
nakyBaHHs); Mepk
CepoHo C.n.A., Itania
(BXiHWI KOHTPONb,
NPUroTyBaHHS PO3YNHY,
CTepubHUiA po3NuB.,
nepBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPO/Tb
AKOCTI, BUMYCK Cepiii);
Mepk CepoHo C.n.A.,
ITanis (KOHTPONb AKOCTI)

ymoBax 36epiraHHs roTOBOro MiKapCbKoro 3acoby - 3miHa
yMOB 36epiraHHs npenapary nif Yyac 3acTOCyBaHHS
(nicna BBeAeHHA nepLuoi iH'ekwii), a came nepiogy
36epiraHHsA No3a X0N04ULHUKOM, NpU Temneparypi He
BuLLe 25 °C, Ha OCHOBI pe3ynbTaTiB AOC/IIKEHb
CTabiNbHOCTI; 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3giny "YMoBu 36epiraHHa" (YTOYUHEHHS iHchopmauii
woAo 36epiraHHA nig Yac 3acTocyBaHHS)
3MiHM | TUMy - 3MiHa NPUCTPOIB A1 BUMIPIOBaHHSA A031
ab0 BBeAeHHS NikapcbKOro 3acoby - BHECEHHS 3MiH A0
maTepianis peecTpauiliHoro focbe, a came: AoAaBaHHA
iHchopmaLii Npo NpUCTPIl ANa BBeAEHHS NpenapaTty—
Lwinpuu-pyykn aluetta™. LWnpuy-pyuka aluetta™ He €
YaCTUHOI NEPBUHHOT YNaKoBKMW, HE KOHTaKTYE 3
npenapartom nig yac 36epiraHHA ab0o BBEAEHHS iH'EKLi i
npv3HayeHa s 6aratopasoBoro BUKOPUCTaHHA. 3MiHu
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

104.

CAN3EH®

BHECEeHO A0 IHCTPYKLiT 4719 MEeAUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby ao po3ainis "Cnocié 3actocyBaHHs
Ta gosu", "YMoBwu 36epiraHHs" (gogasaHHs iHchopmauii
npo NpUCTpIli 415 BBEAEHHS - WNpUL-pyYkmn aluetta™);

3MiHW | TUNY - 3MiHW BHECEHO Y TEKCT MapKyBaHHs
yMakoBKM MiKapCbKOro 3acoby LoA0 3a3HauYeHHS
MDKHaPOAHWX NO3HaYeHb OAMHNLb BUMIPIOBAHHS.
BBeneHHs 3MiH NpoTAroM 6 micauis 3 gatu
3aTBEPAKEHHS

105.

PO34MH ANAa
iH'ekyii no 12 mr
(8,0 mr/mn) no
1,50 mny
KapTpumpkax Nel

Apec TpeiigiHr
C.A.

LLiseiiuapi
A

Mepk CepoHo C.A.,
Big4ineHHsa y M. OBGOHH,
LLiBefiuapis (BTOPUHHE
nakyBaHHs); Mepk
CepoHo C.n.A,, ITania
(BXigHWIA KOHTPOSb,
NPUroTyBaHHS PO3YMHY,
CTepubHUiA po3NuB,
nepBrHHE Ta BTOPYHHE
nakyBaHHs1, KOHTPO/Tb
SIKOCTIi, BUMYCK Cepiii);
Mepk CepoHo C.n.A.,
ITanis (KOHTPO/b AKOCTI)

LLiseiiuapi
a/ ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHM | TUNY - 3MiHa y TepMiHax npugartHocTi abo
ymoBax 36epiraHHsi roTOBOrO /likapCbkoro 3acoby - 3miHa
YyMOB 36epiraHHa npenapaTty nif 4yac 3acToCyBaHHS
(nicna BBeAEHHA nepLuoi iH'ekwii), a came nepiogy
36epiraHHsA No3a X0N04UILHUKOM, NPU Temneparypi He
Bue 25 °C, Ha OCHOBI pe3ynbTarTiB AOCNiAKEHb
CTabiNbHOCTI; 3MiHM BHECEHO A0 IHCTPYKLUIT Ansa
MeAUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby Ao
po3ainy "YMoBu 36epiraHHa" (YTOYHEHHS iHchopmalii
oo 36epiraHHsa nig Yac 3acTocyBaHHS)
3MiHM | TURy - 3MiHa NPUCTPOIB A1 BUMIPIOBaHHSA 403U
ab0 BBeAEHHS NikapcbKoro 3acoby - BHECEHHS 3MiH A0
maTepianiB peecTpauiiHoro focbe, a came: A0AaBaHHsA
iHchopmawii Npo npucTpili Ans BBeAEHHSA npenapaty—
Lwnpuy-pyykmn aluetta™. Wnpuu-pyyka aluetta™ He €
YaCTUHOI NEPBUHHOT YNaKoBKM, HE KOHTaKTYE 3
npenaparom nig yac 36epiraHHs abo BBEAEHHS iH €KL i
npu3HayeHa s 6aratopasoBoro BUKOPUCTaHHA. 3MiHU
BHeCeHO 0 IHCTPyKLii 418 MEeAUYHOIO 3aCTOCYBaHHS
niKapcbKoro 3acoby Ao po3ginis "Cnocié 3acTocyBaHHs
Ta fosu", "YMoBu 36epiraHHs" (4ogaBaHHs iHchopmaii
npo NPUCTpIli 415 BBEAEHHS - LUNPUL-PpyYkmM aluetta™);
3MiHM | TUNY - 3MiHW BHECEHO Y TEKCT MapKyBaHHS
yNaKoBKM NiKapCbKOro 3acoby LLoA0 3a3HaYeHHs
MDKHaPOAHWX NO3HAYEHb OAMHNL BUMIPIOBAHHS.
BBefeHHst 3MiH npoTsArom 6 micsuis 3 gatm
3aTBEPAKEHHS

3a
peyenmom

UA/17299/01/02

CAPTOKAA - H

TabneTkun, BKPUTI
NNiBKOBOIO
060/10HKO, 50
mr/12,5 wr, no 14

[xy6inant
LhxeHepikc
NimiTen

IHais

[xy6inanT [pxeHepikc
Nimiteq

IHais

BHECEHHSA 3MiH [0 peecTpayjiiiHux maTepianis:
3MiHKW | TURY - 3MiHW O IHCTPYKLUiT 418 MeanYHOro
3acToCyBaHHA y po3ainun "®apmMakosioriyHi BNacTMBoCTi",
"MpoTunoka3saHHa", "B3aeMogis 3 iHWMMK NiKapCbKUMu

Tabnetok y 3acobamu Ta iHwWi BuAy B3aemogiii”, "OcobamBocCTi
6nictepi; no 2 3acTocyBaHHs", "3acTocyBaHHs y nepio BariTHocTi abo
6nictepu B rogysaHHs rpygar”, "Cnocib 3actocyBaHHsa Ta fo3mn",
KapTOHHIN "MoGiuHI peakujii" 3rigHo 3 iHhopmauieto Wwoao
Kopobuj; MeAMYHOro 3acTOCYBaHHS ped)epeHTHOro NiKapcbKoro

3a
peyenmom

UA/13677/01/01
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
no 10 TabneTok y 3acoby
6nictepi; no 3
6nictepn y
KapPTOHHI KOpooLy
106. | CAPTOKA/A -H TabneTkn, BKpUTI [bxy6inaHT IHais [bxy6inaHT [xeHepikc IHais BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/13677/01/02
NNiBKOBOIO [xeHepikc Nimiteq 3MiHKW | TURY - 3MiHW 0 IHCTPYKLUIT 418 MeanYHOro peyenmom
o6onoHkoto, 100 NimiTen 3acTocyBaHHA y po3ainvn "®apmMakosioriyHi BNacTMBoCTi",
Mmr/25 mr; no 14 "MpoTmnokasaHHA", "B3aeMogia 3 iHWIMMKN NiKapCbKUMu
TabneTtoky 3acobamu Ta iHWi BUAn B3aemogiii”, "Oco6amMBoCTi
6nictepi; no 2 3acTocyBaHHS", "3acTocyBaHHs y nepio BaritTHocTi abo
6nictepu B rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHA Ta 4o3un",
KapTOHHIi "Mo6iuHi peakwii” 3rigHoO 3 iHchopmauieto Wwoao
Kopobuyj; MeAMYHOr0o 3acTOCYBaHHS ped)epeHTHOro NiKapcbKoro
no 10 TabneTtok y 3acoby
6nictepi; no 3
6nictepu y
KapTOHHI KOopoo6Li
107. | CEQAJTTIH Tabnetku no 10 TOB "TeBa YkpaiHa BankaHdapma-AynHuus Bonrapis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/3271/01/01
nnroc TabneTtok y YkpaiHa" AT 3MiHu | TUNy - NnogaHHs oHoBeHoro CeptudikaTy peyenma
6nictepi; no 1 a6o BiAnoBigHOCTI EBponeiickkili hapmakonei R1-CEP 1998-
2, abo 5 6nicTepis 022-Rev 03 Big, BXe 3aTBEpAKEHOro BUpobHuka ans Adl
y nayLi KapTOHHiiA; KogpeiHy BHaAC/iOK 3MiHM Ha3BM BUPO6HUKa i3 BASF
no 20 TabneTok y PharmaChemikalien GmbH&Co. KG, Germany Ha
6nictepi; no 1 Siegfried PharmaChemikalien Minden GmbH, Germany
6nictepy B nauui
KapTOHHiiA
108. | CEOAPUACTOH® kancysnu; no 10 Ecnapma HimeuunH BMPOGHMLITBO HimeuunH BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu |l 6e3 UA/13150/01/01
KANCYnn Kancyn y énictepi; v6X a Hepo3hacoBaHOro a TMny - 3MiHK Woao 6esnekn/edpekTMBHOCTI Ta peuyenma
no 3 a6o 6, abo 10 NpPOAYKTY, NEPBUHHE hapmakoHarnsagy. 3mMiHM y TepaneBTUYHNX NoKa3aHHAX
6nictepis y nakyBaHHs, BTOPUHHE (hopaBaHHS HOBOrO TepaneBTUYHOIO NokasaHHA abo
KapTOHHiA KopooLi nakyBaHHs1, KOHTPO/1b 3MiHa Yy 3aTBEepIKEHOMY noKa3saHHi) 3MiHV BHECEeHO 0
AKOCTI, BUNYCK cepil: IHCTPYKUiT N8 MEANYHOro 3aCTOCYBaHHA NiKapCbKoro
dapma BepHirepoae 3acoby fo po3giny “"lMNokasaHHs".
'M6X, HimeuuunHa,;
NepBrHHE NakKyBaHHS,
BTOPVHHE NaKyBaHHS:
ecnapma ®apma
Cepsices 'M6X,
HimeyunHa
109. | CMEKTUT NOpPOLLOK TOB "TK YkpaiHa LWaHbayH fye Kutaii BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: - UA/14283/01/01
(cybeTaHuis) B "ABPOPA" dapmacsbtoTikan Ko., 3MiHY | TURY - 3MiHW Y METOANLj BU3HAYEHHS NOKa3HuKa
noABINHMX NTa. «Apcop6ujiiHa 34aTHICTb», Y 3B'A3KY 3 NPYBEAEHHAM
nosieTuIeHoBMX MeToAy Y BignoBigHICTb A0 akTyasibHOI MOHorpadii
MiLLKax Anas Kutaticbkoi thapmakonei Ha «CmekTUT (MOHTMOPINOHIT)»
chapmaveBTUyHOr
0 3aCTOCYBaHHSA
110. | COJIEPOH 100 Tabnetkn no 100 TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/10209/01/01
mr, no 10 YKPAIHA" 3MiHW | TMNY - BHECEHHS A04aTKOBOIo po3Mipy cepii peyenmom
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
TabneTtok y roToBOroO fikapcbkoro 3acoby; 3anponoHoBaHo: ConepoH
6nictepi; no 1, 3 100, Tabnetkn no 100 mr: 30,06 kr abo 125 250
ab6o 6 6nicTepiB y Tabnetok, 120,24 kr a6o 501 000 Tabnetok, 240,480 kr
nayui 3 KApTOHY a60 1 002 000 TabneTok
111. | COJIEPOH 200 Tabnetkn no 200 TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/10209/01/02
mr, no 10 YKPAIHA" 3MiHM | TUNY - BHECEHHSA [0AAaTKOBOro po3mipy cepil peyenmom
TabneTtok y roTOBOrO fikapcbkoro 3acoby; 3anponoHoBaHo: ConepoH
6nictepi; no 1, 3 200, TabneTkn no 200 mr
abo 6 6nicTepiB y 90,18 kr abo 187 875 Tabnetok, 120,24 kr abo 250 500
nayli 3 KApTOHY Tabnetok, 240,48 kr a6o 501 000 TabneTok
112. | CTOMATO®IT A po3unH Ans diTodhapm MonbLa diTodpapm Knenka C.A. MonbLwa BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 6e3 UA/8656/01/01
poToBOT KneHka C.A. 3MiHK | TUNy - gogaBaHHa HoBoro CEP Big HoBoro peyenma
NOPOXHMHN Mo 25 BMPOGHMKa AP| «aHECTE3NH»
My thnakoHi; no
1 cbnakoHy y
KapPTOHHI KOpoo6Lyi
113. | CTPENTOUMNA NiHIMeHT 5 %, no AT YkpaiHa AT "ly6Hnhbapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3miHu | 6e3 UA/4611/01/01
30 ry Ty6i; no 1 "Nly6Hndhapm" TUny - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta peyenma
Ty6i y nauuj 3 thapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TeKCT
KapTOHYy MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby Lioao
3a3HayYeHHs1 MbXKHapPOAHWNX NO3HAYeHb OANHNLB
BMMIiptoBaHHs (BignosigHo Ao cuctemu Sl). BHeCeHHs
3MiH g0 p. «MapkyBaHHa» MKA 13 (BBeAeHHs 3MiH
NpPOTArom 6-Tu MiCALIB MiCNA 3aTBEPMXKEHHS); 3MiHM |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHS AisIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IO4AKOUM AiNbHUL BUMYCKY cepii abo micue
NpoBefieHHSA KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAA€E BUPOGHWMK/IMNOPTEpP, BKOYAOUN BUMYCK
cepiii) - 3MiHa HaliMeHyBaHHs BUpo6Huka N3 AT
«Jly6Hudhapm» 6e3 3MiHV MicLs BUPO6HULITBA
(BBegeHHs 3MiH MPOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS); 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHWN.
3MiHa HalimeHyBaHHA Ta/abo afpeck 3asBHMKa
(BnacHviKa peecTpauiiHoro NoCBifYEHHS) - 3MiHa
HaliMeHyBaHHS 3asiBHVKa (BNacHUka peecTpaLiiHoro
nocsigyeHHs)
114. | CYP®PAKTAHT- cycneHsis ans M.BioTek Benuka BNNEC BIOYEMIKAJC Kanaga BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/15565/01/01
MB iHTpaTpaxeanbHor NimiTen BpuTaHis IHK 3MiHM | TUMYy - BUNpaBEeHHS pefaKLiiiHUX NOMWMIOK B peuenmom
0 BBefleHHs, 27 TEKCTi iIHCTPYKLT, NOB'A3aHNX 3 HEKOPEKTHUM
mr/m; o 3 mn nepeknagoM 3 aHrincbKoi MOBU Ha YKpaiHCbKy, Y
ab6o no 4 mn, abo po3ainax "®apmakonoriyHi BnactusocTi”, "Cnoci6
5 MmNy pnakoHi; 3acTocyBaHHs Ta fo3u" Ta "MobiuHi peakwi”
no 1 donakoHy y
nayli 3 KapTOHY
115. | TABErIN pO34MH Ans FCK LLiseiiuapi Takepa AscTpis TM6X ABcCTpis BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/1238/01/01
iH'eKUin, 1 mr/mn; KoHcblomep a TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHA HalMEeHYBaHHSs! peyenmom
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
no 2 M1 B amnyrni; Xenckep C.A. Ta/abo agpecy 3asiBHVKa (BlacHWKa peecTpaviliHoro
no 5 a6o 10 nocBifyeHHs) - 3MiHa HaliMeHyBaHHs Ta agpecu
amnys y KapTOHHIl 3anBHVKa. BBefeHHs 3MiH npoTsarom 6-Tv micsauiB nicns
Kopo6ui 3aTBEpPAKEHHS.
116. | TBIHPUKC™ cycneHsisa gns nakcoCwmiTKn Benvka nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/13056/01/01
BAKUWHA Ana iH'ekuin no 1 posi A ExkcnopT BpuTanis Bionoaxikans C.A. 3MiHM | TUMY - 3MiHW A0 onNucy aHaniTUYHOro MeToay peyenmom
MPO®INTAKTUKN (1 mn/po3sy) y NimiTen “Identity by DNA fingerprinting” Ana KNiTUHHOrO
FEMATUTIB A nonepegHL0 cybeTparty, Wo BUKOPUCTOBYETLCS NPU BUPOOHULLTBI
(IHAKTUBOBAHA | HanoBHeHOMy Aito40T peyvoBuHN (aHTUreH renatuty A), ans
)IB wnpuui Ne 1y npuBeAeHHs Yy BiANOBIAHICTb 3 BUPOGHMNYOI NPaKTUKOH.
(ALCOPBOBAHA | komnnekTi 3 PepakuiiiHi npaBku oo po3giny focee 3.2.S.4.2.
) r0JIKOK0
117. | TPUDAC® 20 pO34MH ans MeHapiHi INokcemby A. MeHapiHi ITanis BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/2540/03/02
AMNOYNN iH'eKUili, 20 mr/4 IHTepHeLloHan pr MaHythakTypiHr ™Mny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peuyenmom
M/T; N0 4 MN B OnepeiioHc NoricTikc eHp, Cepsicec Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
amnyni; no 5 NMokcembypr C.pJ. NOCBIJYEHHS) - 3MiHa Ha3BM Ta agpecu 3asBHUKA. 3MiHK
amnyn y KapTOHHiI C.A. BHECEHI B iHCTPYKLIitO A1 MEANYHOrO 3aCTOCYBaHHS
Kopobui LLIOA0 MicLe3HaxXoMKeHHs 3asiBHMKA, SIK HACMIAO0K —
BIAMOBIAHI 3MiHN Yy TEKCT MapKyBaHHS YNakoBKW
NiKapCbKoro 3acoby.
118. | YTPOXXECTAH® kancysm no 200 BeseH Benbris BMPOGHMLITBO ®paHuia/ BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/2651/01/01
Mr, No 7 Kancyny Xenckea CA Hepo3gacoBaHOl IcnaHis/ YTOYHEHHSA HaNUCaHHA YNaKoBKW B NpoLeci peyenmom
6nicTepi, no 2 NPOAYKLi: Benbris BHECEHHSA 3MiH B Hakasi MO3 YkpaiHu
6nictepu B Kancymxenb Ne 1820 Big 16.08.2019. Pepgakuis B Hakasi: no 15
KapTOHHiA KopooLi Mnoepmens, PpaHuis; Kancyn y 6nictepi, no 2 6nictepy B KApPTOHHIl KOpPOOGL;
BMPOGHULITBO 3anponoHoBaHa pefakLis: no 7 kancyn y énictepi, no 2
Hepo3dacoBaHoi 6nicTepy B KAPTOHHI kOpobL;.
npoaykLii, nepBrHHa Ta
BTOPUHHA YNaKoBKa,
KOHTPO/Ib SKOCTI, A03BIN
Ha BUMycK cepii:
Cingea ®apma, C/1,
IcnaHis;
nepBUHHA Ta BTOPUHHA
ynakoBka, KOHTPO/1b
AKOCTI, [,03BIN1 HA BUMYCK
cepit:
Be3eH MeHblodekuypiHr
Bengxiym CA, Benbris
119. | PAMOTUANH- TabneTtkn, BKpUTI MpAT YkpaiHa MpAT "®apmareBTuyHa YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/8956/01/01
AAPHULUA 060/10HKOI0, MO 20 "®apmavesTu ipma "AapHuug" 3MiHuW | TMNy - BBEAEHHA AOAATKOBOrO po3Mipy cepil peyenmom
mr; no 10 yHa dhipma roTOBOrO Jlikapcbkoro 3acoby; 3anponoHoBaHo: 146,97
Tabnetok y "OapHnus" Kr (880,0 Tuc. Tabn. (88,0 Tnc.yn. Nel0)) 293,94 kr
KOHTYPHili (1760,0 Tnc. yn. Ne10 (176,0 Tvc.yn Nel10)); 3miHm | Tuny
YapyHKOBIl - BHECEHHS 3MiH Ao po3giny 3.2.P.3. MNpouec
ynakosLi; no 2 BMPOGHMLITBA NiKapCbKOro 3acoby, 30kpema: YTOUHEeHHS
KOHTYPHi Ha3B [A0NOMDKHMUX PEYOBUH; BHECEHHS HE3HAYHNX

YapyHKOBI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

YNakKoBKMW Yy nauLj

pefakuiiHuX npaBok

120.

DPE3AM®

Kancynu TBepai no
10 kancyny
6nictepi, no 2 abo
6 6nicTepiB y
KapTOHHI Kopoo6Li

TOB «TeBa
YkpaiHa»

YKpaiHa

BankaHdapma-AynHuua
AT, bonrapis;
AT "dapmaueBTnyHa i
XimiyHa IHaycTpis,
3apasne”, Cepbist

Bonrapisi/
Cepbis

BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecu MicLs NPOBaKEHHS AiSNbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IOYAKOUM AiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHA KOHTPOJIHO AKOCTI. (LiANbHICTb, 3a AKY
BignoBigae BMPOGHMK/iIMNOpTep, BKAKOYAOUM BUNYCK
cepili) - 3MiHa HanMcaHHA Ha3BW BUPO6HMKa 13
YKpaiHCbKOI MOBOK AT "dapmaueBTuyHa i XimiyHa
IHaycTpia, 3gpaBne”, Cepbis 6e3 3MiHM MicLsA
BMPO6HULTBA (BBEAEHHS 3MiH NPOTArOM 6-Tu MicALiB
nicns 3aTBepAYKEHHS)

3a
peyenmom

UA/3371/01/01

121.

®EPE30/1

piavHa HawkipHa,
nols5ry
thnakoHu; no 1
hnakoHy B navi 3
KapToHy

AT
"Nly6Hnchapm"

YkpaiHa

AT "Nly6Hnhbapm"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHW) - 3MiHW BHECEHI B TeKCT
MapKyBaHHS YNakoBKM /ikapcbKOro 3acoby oo
3a3HaYeHHs1 MXKHapPOAHWUX NO3HaYeHb OAVHULL
BMMIiptoBaHHA (BignosigHo Ao cuctemu Sl). BHeCeHHs
3MiH 0 p. «MapkyBaHHs» MKA /13 (BBeAeHHS 3MiH
NPOTSArom 6-Tv MiCSILiB MiCNs 3aTBEPAYKEHHST); 3MiHM |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPoBaPKEHHN AiSNbHOCTI
BMPO6GHMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOHAK0UM AiNbHUL BUMYCKY cepii abo micue
npoBefeHHsA KOHTPOJII0 AKOCTI. (AIANbHICTb, 3a AKy
BignoBigae BMPOGHMK/iIMNOpTep, BKIKOYAOUM BUMYCK
cepiid) - 3MiHa HaliMeHyBaHHs BUpo6Huka 13 AT
«Jly6HUhapm» 6e3 3MiHV MicLi BUPOOHULITBA
(BBEAEHHS 3MiH NPOTArom 6-Tu MicsLiB micas
3aTBEPKEHHS); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHWN.
3MiHa HalimeHyBaHHA Ta/abo afpecu 3asBHKKa
(BNacHWKa peecTpauiitHOro NocBiAYEHHS) - 3MiHA
HaliMeHyBaHHS 3asiBHVKa (BNacHUKa peecTpaLiiHoro
noceifgyeHHs)

3a
peyenmom

UA/5060/01/01

122.

D/TYKOHA3O0N

PO34MH ANs
iHcpysiid, 200
mr/100 mn no 100
M1 B KOHTEHepi;
no 1 KoHTeliHepy B
Kopoo6ui

AHaHTa
Megikeap
nTa.

Benuka
BpuTaHis

€ponaliich XenTkeap
Mer. N114.

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu |
TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepmiHax npugatHocTi abo
ymoBax 36epiraHHsi rOTOBOrO J1ikapcbKoro 3acoby

(36iNbLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro

3acoby) - s Toprosoi ynakoBku (NigTBEPAKYETLCA
[aHVMUN peasibHOro 4acy) - 36iNbLLEHHS TEPMiHY
NpUAATHOCTI FOTOBOrO /iKAPCLKOro 3ac06y Ha OCHOBI
NO3UTUBHUX Pe3ynbTaTiB 4OBrOCTPOKOBUX LOCAIAKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci:
3arsepaxeHo: TEPMIH NMPUNOATHOCTI 2 poku.
3anponoHosaHo: TEPMIH NMPUAATHOCTI 3 poku.

3a
peyenmom

UA/10739/01/01




82

Ne

Hassa

o ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
BBefeHHs1 3MiH NpoTArom 3-x MicAuiB micns
3aTBEPAKEHHS.
123. | dYUMNC® AT TabneTku KYCYM IHAjsa KYCYM XENTXKEP IHAjsa BHECEHHS 3MiH [0 peecTpaLliiiHuxX maTepianis: 3MiHu | 3a UA/7617/02/01
aucrneprosaHi no XENTXKEP MNBT NTA TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
50 mrno 4 NBT NTA CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
Tabnetkn y ctpuni yMoBax 36epiraHHsi roTOBOrO MikapCbKoro 3acoby
abo 6nictepi, no 1 (36inblUEHHSt TEpMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
cTpuny abo 3aco6by) - [lna Toproeoi ynakoBkv (MiATBEPAKYETLCSA
6nictepy B [aHVMN peasibHOro 4acy) - 36iNbLIEHHS TEPMiHY
KapTOHHIi npuaaTHOCTI FOTOBOTrO NiKapPCbKOro 3acoby Ha OCHOBI
ynakoBLi NO3UTUBHUX pe3y/nbTaTiB [OBrOCTPOKOBKX AOCNIAKEHD
CTabiNbHOCTI y peasibHOMY Yaci:
3aTBepmkeHo: TepMiH NpuaaTHOCTI 3 POKNU.
3anponoHoBaHo: TepMiH npuaaTHOCTI 4 pokn. BBeaeHHs
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPMAKEHHS.
124. | XABPUKC™ 1440 | cycneHsis gns "nakcoCmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/16497/01/02
BAKUVHA And iH'ekuii 1440 Of AliH EkcnopT BputaHis Bionogxikans C.A. 3MiHM | TUMy - 3MiHK A0 onucy aHaniTUYHOro MeToay peuyenmom
MPO®ITAKTUKN ELISAno 1 wmn (1 Nimiteq “Identity by DNA fingerprinting” g5 KniTMHHOrO
FEMNATUTY A [o3sa ans cybcTparty, Lo BUKOPUCTOBYETLCS NPU BUPOBGHULTBI
Aopocnux) y Aio40i peyoBUHU, ANS NPUBEAEHHS Y BiANOBIAHICTD 3
chnakoHax; no 1 BMPOOHMYOI MPaKTUKOK. PedakuiiiHi npaBku go posginy
dhnakoHy B nocbe 3.2.5.4.2.
KapTOHHIiA KOpo6Li
abo nonepegHbLo
HanoBHEHNX
Lwnpuuax y
KOMN/IEeKTi 3
rosikoto; no 1
Lnpuy B
KapPTOHHI KOpooLj
125. | XABPUKC™ 720 cycneHsis gns nakcoCmiTKn Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3a UA/16497/01/01
BAKUWHA And iH'ekwUiii 720 O[, AliH EkcrnopT BpuTanis Bionogxikans C.A. 3MiHY | TUMy - 3MiHK [0 onNucy aHaniTUYHOro MeToay peyenmom
MNPO®INTAKTUKN | ELISA, no 0,5 mn Niviten “Identity by DNA fingerprinting” Ans kniTMHHOro
FENATUTY A (1 po3a gns pitei) cybcTparty, Lo BUKOPUCTOBYETLCS NPU BUPOBGHULTBI
y donakoHax Nel [io40i peyoBVHY, ANS NPUBEAEHHS Y BiANOBIAHICTb 3
abo nonepegHbL0 BVMPOGHMYOIO NMPaKTMKOK. PepakuiiiHi npaBku o po3ainy
HanoBHEHMX nocbe 3.2.5.4.2.
wnpuuax Nely
KOMNEeKTi 3
ro/1IKoKo
126. | XINAK ®OPTE Kpanni opasibHi, paTiochapm HimeuunH Mepkne 'v6X, HimeuunH BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 6e3 UA/1013/01/01
po3uuH, no 30 mn M6X a HimeuumHa (BuUnyck a 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma

ab6o no 100 mny
donakoHi 3
npo6koto-
KpanenbHULEL;
no 1 donakoHy y
Kopo6ui

cepii); Mepkne 'vbX,
HimeuunHa
(Bpo6HMLTBO in bulk);
Mepkne 'vbX,
HimeuunHa (nepBuHHe
Ta BTOPVHHE NaKyBaHHS,

thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6M 3 chapMakoHarnsay 3asBHUKa gns
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs
KOHTPO/Ib SKOCTI) 3pificHeHHs hapMakoHarnsay B YKpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXeHOI 0co6y, BignoBiganbHOI 3a
3fificHeHHs thapmakoHarnsagy (BKIHOYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-caiina
cucTemu dhapMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO|
0cobu 3asiBHUKA, BIANOBIAA/ILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy. MponoHoBaHa pefakLis:
YnoBHOBaxeHa ocoba 3asaBHMKa, BignosiganbHa 3a
hapmakoHarnag — Orit Stern-Maman. KoHTakTHa ocoba
3asBHUKA, BiANOBigasibHA 3a hapmakoHarnag B YKpaiHi -
Buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBAaXEHOT 0CO6MU, BigNoOBiganbHOI 3a
dhapmakoHarnsag. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
ocobw, BignoBiganbHOI 3a hapmakoHarnsag B YkpaiHi.
3MiHa MicuA 3[iICHEHHS OCHOBHOI AisNIbHOCTI 3
chapmakoHarnsgy. 3MmiHa HoMepa Ta MiCLe3Hax0KeHHS
mMacTep-gaiina
127. | LEHTPABIH® TabneTku, BKPUTI MNAT "®dapmak” YkpaiHa IHTac ®apmacbloTikanic IHgis/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/16757/01/01
NNiBKOBOIO NimiTeq, IHAiA ManbTta 3MiHW | TUNY - BBEEHHA [OAATKOBOro po3mipy cepii 2 peyenmom
060/10HKOH0, MO (BUPOGHMLTBO, 000 000 TabneTokK, 40 BXe 3aTBepKEHNX PO3MIpiB
150 wmr; no 10 nepBrHHE Ta BTOPUHHE cepiii: 120 000 TabneTtok, 500 000 TabneTok Ta 840 000
TabneTtok y nakyBaHHs); ®apmakea TabneTok
6nictepi, no 6 Mpewmiym /T4, ManbTa
6nicTepis y naui (kOHTpOSIb Ta BUMYyCK
cepii)
128. | LE®ABOPA Kpanni opasibHi; no Llecpak KI HimeuunH Llechbak KI HimeuunH BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 6e3 UA/10843/01/01
50 mn a6o 100 mn a a 3MiHM | TUNY - BUYYEHHS BUPOGHUYOT AiflbHML, peyenma
y thnakoHi 3 (BrTrovaroum ginbHuUi ans A®Il, NpoMixXHOro NPoaykTy
HacafKoto- ab0 roToBoro fiKkapcbKoro 3acoby, AiNbHUL A1
fosatopom; no 1 NpoBefieHHs NakyBaHHS, BUPOGHMKA, BiANOBIAa/IbHOMO
dhnakoHy B 3a BUNYCK Cepiii, MicLe NpoBeAEeHHS KOHTPOIHO cepil)
KapTOHHIA KOpooLi ab0 nocTavyasibHMKa BUXIAHOIO MaTepiany, peareHTy abo
[,0MOMIDKHOT PEUYOBMHM - BUSTYYEHHST BUPOOHUMKA AjitoYoi
peyoBuHu Crataegus O (PlantExtrakt, Romania) 3a
H6axaHHAM 3asBHUKa/BUPO6HMKaA Llecbak KI', FepmaHis
129. | LE®TPAKTAM MOPOLLOK AN My6niyHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/13736/01/01
PO34mnHYy Ansa akuioHepHe TOBapuCTBO "HaykoBo- 3MiHK | TUNY - 3MiHW [0 IHCTPYKLUIT AnA MeanYyHOoro peyenmom
iH'ekuii1, 500 TOBapucTBO BUPOGHUYNIA LEHTP 3acToCyBaHHA NiKapCbKoro 3acoby y po3gim
mr/250 wr; 1 "HaykoBo- "BopLyariBCbkuiA XiMiko- "Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
hnakoH 3 BMPOGHUYNIA thapmaueBTUYHWIA BiANOBIAHO 4O OHOBNEHOT iHChopMaLi Woao 6e3neku
nopotukom; 1 LeHTp 3aBsog" AitoYoT pevoBuHN. BBeAeHHS 3MiH NpoTArom 3-x MicsAuiB
chnakoH 3 "BopLyariscbk nicns 3aTBepmkKeHHs
NOPOLLKOM Y naui niA Ximiko-
3 KapToHy; 5 thapmavreBTny
h1aKoHIB 3 H¥i 3aBog”
MOPOLLKOM Y

kaceTi; no 1 kaceTi
B NneHani 3
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsBi0O4YeHHs

KapTOHY

130. | LE®TPAKTAM NMOPOLLOK A5 My6niyHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/13736/01/02
PO3UMHY AN aKuioHepHe TOBapucTBO "HaykoBo- 3MiHM | TUMY - 3MiHK A0 IHCTPYKUIT A58 MeANYHOro peyenmom
iH'ekuiin, 1000 TOBapucTBO BMPOGHUYUIA LEHTP 3acTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
mr/500 mr; 1 "HaykoBo- "BopLyariBcbkuid XiMiko- "Oco6mBoCTi 3acTocyBaHHS", "M06IYHI peakwi”
hnakoH 3 BMPOGHNYNIA hapmaueBTUYHWi BiANOBIAHO [0 OHOBMEHOT iIHGhopMmaLi Wwoao 6e3nekn
nopotukom; 1 LeHTp 3aBofa” [ito40i pevoBUHW. BBeAEHHS 3MiH NPOTAroM 3-x MicsiLiB
dhnakoH 3 "BopLuariBcbk nicnsa 3aTBEpKEHHS
MOPOLLKOM Y mayLi Ui XimiKo-
3 KapTOHy; 5 thapmaueBTuy
donakoHIB 3 Hui 3aBoa”
MOPOLLKOM Yy
KaceTi; no 1 kaceTi
B neHani 3
KapToHy

131. | UWMNPODP/IOKCA | po3uvH gns AHaHTa Benvka €ponalich XenTkeap IHais BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/10746/01/01

LVH iHdpysiit, 200 Megikeap N14. BputaHis Mer. N14. UMy - 3MiHK LWoAo 6e3nekn/edpeKkTUBHOCTI Ta peuyenmom

mr/100 mn no 100
M1 B KOHTeiHepi;
no 1 koHTeliHepy B
NOAIBIHIIXT0PUAHI
7 nniBLj B KOPOOL

hapMakoHarnisgy. 3miHa y KOpoTKili XxapakTepucTuui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
[N MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/OBAHOTO 3BITY 3 6e3MneKkn fikapcbkoro 3acoby, abo
[OCnigpKeHb 3 6e3MeKn 3acToCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo sk pesynbTtar
OL}iHKM 3BITY 3 AOC/iAKEHb, MPOBEAEHNX BIAMOBIAHO A0
nnaxy negiatpuyHux gocnimkeHb (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHoMm) -
3MiHM BHECEHI [0 iHCTPYKLiT 4151 MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ain “fokasaHHsa"
Ta po3ginun: "OcobnmnBocTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta Ao3un”, "MobivHi peakuii” BignoBigHO A0
OHOB/EHOI iHdhopMaLli LLoao 6e3nekn Aikoyoi peYoBUHU

HauanbHUK Bigginy 3 nutaHb (papmaneBTUYHOI
pianbHOCTI lenapTaMeHTy peasisauii NoONiTUK

T.M. NACKOBCbKUM




NEPENIK
NIKAPCbKUNX 3ACOBIB (MEAVUYHUX IMYHOBIONIOTIYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH O PEECTPALUIMHNX MATEPIANIB

85
AopaTok 4
A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
21.11.2019 Ne 2320

TA JEP)XXABHOI'O PEECTPY /IIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa ®opma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa lliocmasa lpoyedypa
n/n NiKapcbKo20
3acoby
KPAN/I Kpanni opasibHi, No 3AT "bepew | YropwuHa 3AT "Bepew dapma” YropwmHa 3acifgaHHs BigmMoBUTM y 3aTBepA)KeHHi - TexHiyHa nomunka (3rigHo Hakasy MO3 Big
BEPELL 30 mn a6o no 100 dapma” HTP Ne 41 23.07.2015 Ne 460) 3rigHo nn.4 n.2.4. posginy VI, y p. «Cknag» MK4A, ska
nArCce® My prakoHi 3 Bif, 6yna pgonyuieHa npu nepepeectpauii [N13 (Haka3 Ne 149 Big 26.02.2016 p.)
npoo6Kot- 24.10.2019 | npv nepeHeceHHi iHopmaLii 3 peecTpauiliHoro focbe (p.3.2.S.2.1), a came B
KpanenbHuLeto; no 1 HaliMeHyBaHHI BUPOOHVKa Ail0UMX PEYOBWH, OCKINbKN 3a3HaYeHe BUNpaB/ieHHs
dhnakoHy B He BiANOBiAae MaTepianamMm peecTpaLiiHoro AOCke K NpeAcTaBeHi B apxiBi
KapTOHHiiA Kopo6L;
no 30 mn y cpnakoHi
3 NPo6Koto-
KpanenbHuLeto; no 4
chnakoHn B
KapTOHHI Kopoo6Li
OMENPA30/1- kancynu 10 mr no 10 NAT YKpaiHa MAT "®apmak” YKpaiH | 3acigaHHs BigmoBUTY y AepxaBHili peecTpauii - peecTpauisi Ha 5 pokis - BigMoBa Ha
PAPMAK Kancyn y énictepi; "®apmak” a HEP Ne 14 eTani crewiani3oBaHoi eKcnepTM3n BIAMOBIZHO [0 BWCHOBKY YNpaB/liHHA
no 3 6nictepu B Bif, eKkcnepTm3n MaTepianis 3 6i0ekBiBa/IEHTHOCTI. 3a pe3y/ibTaTaMu ekcnepTusun
nadui; no 20 mr no 25.07.2019 peecTpauiiiHMx martepianis BCTAHOB/IEHO, WO NpeAcTaBfieHi martepiann He

10 kancyny
6nictepi; no 1 a6o 3
6nictepu B nayui

MOXYTb OyTW MpWIAHATI ANa  [okasy 6iOeKBiB/IEHTHOCTI  3asBIEHOr0O
nikapcbkoro 3acoby Owmenpason-®apmak, kancynu no 10 mr, no 20 wmr
Bnpo6HuuTBa MAT "dapmak”, YkpaiHa, OCKifbk1 npefcTaBneHi fOCAiMKEHHS
6i0eKBIBA/IEHTHOCTI He  BIiAHOCATbCA OO0 [Jokasy 6ioekBiBasleHTHOCTI
3a5B/1IEHOr0 reHepNYHOro NiKapcbkoro 3acoby, a A0BOAATb 6i0eKBIBa/IEHTHICTb
nikapcbkoro 3acoby Omenpason, kancynu no 20 mr, Bupo6HuutBa LICONSA
S.A., IcnaHis

HavyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
AisnbHOCTI [lenapTamMeHTy peasiisauii NONITUK
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T.M. IacKOBCbKUu
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