MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
02.10.2019 Ne 2005
Kuis

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

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

HAKA3Y1O:

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

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

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



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

Minictp 3. CKAJIEIIbKA



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

Jopartok 1

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

02.10.2019 Ne 2005

Hassa
JliKapcbKO20
3acoby

dopma suUnycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

Peknamys
aHHA

AMKECO/1®
YHO

cupon 2 % no 100 mn
y 6aHLj cknsHii pazom
3 JIOXKKOKO MipHOKO Y
nauuyj; mo 100 mny
6aHLi noniMepHii
pa3oMm 3 JIOXKO0
MIpHOIO Y MmauLi

NAT
"Ximthapm3asop
"YepBoHa 3ipka"

YkpaiHa

NAT
"Ximdhapmsasos
"YepBoHa 3ipka"

YKpaiHa

peecTpauisi Ha 5 pokis

MepioAnyHICTb NOAAHHA PerynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepayKeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 34,0POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepiogNYHOCTI
nofaHHa perynspHyX 3BiTiB 3 6e3neku.

6e3 niosisieae UA/17239/01/02

peyenma

APUTEPO

Tabnetkn no 10 mr; no
30 TabneTtok y
KOHTeliHepi; no 1
KOHTEliHepy y
KapTOHHIA KopooLi

leTepo /1a63
NimiTeq

IHgis

leTepo /1a63
Nimiteq

IHais

peecTpauist Ha 5 pokis
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
300poB’s YKpainu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMun y NepiognyHoCTI
NnoAaHHA perynsipHuX 3BiTiB 3 6e3neku

3a He UA/17596/01/02

peyenmom niosisieae

APUTEPO

Tabnetkv no 5 mr; no

[eTepo /1a63

IHAis

[eTepo /1a63

IHAjs

peecTpauis Ha 5 pokis

3a He UA/17596/01/01




no 20 cawey
KapTOHHI KopobLi; no
15 r y chnakoHi
noniMepHomy; no 1
donakoHy
noniMmepHomy y
KapTOHHI KOpooLi

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MOpPsAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTsepxeHoro
Haka3zoMm MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakaly MiHicTepcTBa
OXOPOHM 340P0B’A YKpaiHu Big 26

Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHsA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
30 Tabnetok y Nimiteq Nimiteq MepioAnYHICTb NOAAHHS PeErynsipHO peyenmom nionsieae
KOHTeliHepi; no 1 OHOB/IIOBAHOrO 3BITY 3 6e3neku
KOHTEliHepy y BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
KapTOHHiA KOpoo6Li hapmakoHarnsgy, 3aTBepKeHoro
Haka3om MiHicTepcTBa OXOPOHM
3040pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTpoOKamu,
3a3HayYeHMU Y NepiognNYHOCTI
nofaHHs perynsipHuxX 3BiTiB 3 6e3neKkn
4, NENA®EH TabneTku, BKPUTI ditochapm KneHka Monbla Bisenrys Mm6X HimeyunHa peecTpauist Ha 5 pokis 6e3 nionsicae UA/17679/01/01
060/10HKOI0, N0 20 Mr C.A. peyenma
no 15 tabnetok y MepioAnYHICTb NOAAHHSA PerynsapHO
6nictepi; no 1 OHOB/tOBAHOTO 3BITY 3 6e3neku
6nictepy, abo no 2 BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
6nictepu, abo no 3 hapmakoHarnsgy, 3arBepxeHoro
6nicTepn B KAPTOHHIlA Haka3zom MiHicTepcTBa OXOpPOHU
Kopoobui 300pOoB’s YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakady MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3TiHO 3i CTpOKamu,
3a3HavYeHMu1 y NepiognyHOCTI
NoJaHHA peryasipHuX 3BiTiB 3 6e3NeKu.
5. CTPENTOLUMU MOPOLLIOK HaLLKIpHWIA TOB "UcTok- YkpaiHa TOB "McTok- Ykpaina peecTpauist Ha 5 pokis 6e3 niossieae UA/17680/01/01
a no 2ra6o5ry cawe; Mntoc" Mntoc" peyenma




Ne 2 y nayui

"UepBoHa 3ipka"

"UepBoHa 3ipka"

BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepayKeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii Ykpainu 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB’SA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHVMU Y NepiognNYHOCTI

NofaHHs PerynisipHuX 3BiTiB 3 6e3neKu.

Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknavys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHsA peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepiogNYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku
6. POCPOMIUN | rpaHynu gns My6niuHe Ykpaina My6niuHe YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17681/01/01
H 0pasIbHOIO PO34YUHY NO akuioHepHe akuioHepHe peyenmom niossieae
3r,no8rycawe Ne 1 TOBapuCTBO TOBapuUCTBO MepioAnYHICTb NOAAHHS PErynspHO
y mayuyi; no 8 ry cawe "Ximthapm3asog "Ximchapm3saBoz OHOBJIOBAHOTO 3BITY 3 6e3nekn

B.o. HayanbHUKa BigAainy 3 nuTaHb (hapmaueBTUYHOT

AisnbHoCTI lenapTaMeHTy peasisauii NONiTUK

H.B. Myuan




BHOCATLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHI

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIO/TOINYHNX NPEMAPATIB), AKI

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
02.10.2019 Ne 2005

Hassa
niKkapcbkoa2
0 3acoby

dopma suUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3assBHUK

Kpaina
3asBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Pexknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

AMILTPO
H® BE3
LYKPY

MopoLUoK ANs
OpaJ/1bHOTr0
po3umHy no 13 ry
cawe; no13ry
cawe, no 10 cawe
y nauyuj 3 KapToHy

ToBapucTso 3
[04aTKOBOO
BiANOBIA&/IbHI
CTtO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/IbHI
CTiO
"IHTEPXIM"

YkpaiHa

nepepeecTpavisi Ha HEOOMEXEHNI TepPMiH

3MiHK | TUny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKiii XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeIM4YHOro 3aCTOCyBaHHS
reHepuyHuX/ribpuaHNx/6ionodibHNX nikapcbkmx 3acobis
nicns BHeCEHHs Tiel camMoi 3MiHM Ha ped)epeHTHUIA npenapar
(3MiHa He nNoTpebye HafaHHS XOAHUX HOBUX AOAATKOBUX
[JaHnX) - 3MiHW BHECEHi [0 IHCTPYKLUIi y po3ain
"apmakoTepaneBTMyHa rpyna” (Loso Has3su),
"apmakonoriyHi BnactusocTi", "lMoka3aHHs" (pegaryBaHHs),
"MpoTrnoka3aHHa", "B3aeMogis 3 iHLWIMMY NiKapCbKUMu
3aco6amu Ta iHWi Buau B3aemogiin”, "*Ocob6mBocCTi
3acTocyBaHHS", "3acToCyBaHHS Y nepiog, BariTHOCTi abo
rogyBaHHs rpyaar”, "34atHicTb BNMBATY Ha LUBUAKICTb
peakL,ii Npn KepyBaHHiI aBTOTPAHCNOPTOM a60 iHLWNMK
MexaHiamamu”, "Cnocib 3actocyBaHHa Ta gosu", "Oitn"
(yTouHeHHs), "MepenosyBaHHa", "Mob6iyHi peakuii”
BiANoBiAHO A0 iHdhopMaLjii pediepeHTHOro NiKapcbkoro
3acoby (PapmaunTpoH, NOPOLLOK A/151 OPaUTLHOrO PO3UKHY)
MepiognyHiCTb NOAAHHA PeryspHO OHOB/OBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTsepkeHoro Hakasom MiHictepctsa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepCTBI tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMW,
3a3HavyeHVMK y NepiogNYHOCTI NoOAaHHA perynsipHnX 3BiTiB 3
6e3neku

6e3
peuenma

nidnsieae

UA/14116/01/01

AHTINEKC-
30POB'AA

PO34MH Ana
poTOBOT
MOPOXHUHK NO
120 mn y dpnakoHi;
no 1 dpnakony y
KapPTOHHI KOpooL;ji

ToBapucTso 3
obmexeHoto
BiANOBIAA/TbHI
CTIO
"®bapmavesTu
YyHa KOMMaHis
"3p0pos'a”

YKpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/1b
SAKOCTI, BUMYCK
cepii:
ToBapucTtseo 3
06MexeHo

YkpaiHa

nepepeecTpalis Ha HEOOMEXEeHWIi TepPMIH

3MiHKM | TUny - 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLIT Ans
MeJNYHOro 3aCTOCYBaHHS
reHepUYHMX/TiIGPUaHNX/6ionoAiGHNX NiKapcbkMX 3ac0o6iB

6e3
peyenma

nionsieae

UA/10126/02/01




3 AoCnigpKeHb, NPOBeAeHVX BiAMOBIAHO A0 NiaHy
negiatpnyHux gocnimxkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHMM YNOBHOB&XEHNM OpraHoM) 3MiHM BHECEHI A0

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
BiANOBIA&/IbHI nicns BHECEHHS Tiel camMoi 3MiHM Ha ped)epeHTHUIA npenapar
CTI0 (3MiHa He NoTpebye HafaHHSA XOAHWUX HOBUX AOAATKOBUX
"®apmaueBTu [OaHuX) - 3MiHV BHECEHI 0 iHCTPYKLIiT y po3ainu
YyHa KoMMaHis "Oco6nmBoCTi 3acTocyBaHHs", "Mepeno3yBaHHA" BigNoOBIgHO
"3popos's"’, 00 iHdhopmaLii pedhepeHTHOro nikapcbKoro 3acoby
YKpaiHa; (FIBAJIEKC, po34vH 4715 pOTOBOI MOPOXHUHM).
BCi cTagii
BMPOGHMLTBA, MepiognyHiCTb NOAAHHA PEryspHO OHOB/IOBAHOTO 3BITY 3
KOHTpPO/b 6e3neku BignoBigHO A0 MNopsaaky 34iCHEHHS
SAKOCTI: thapmMakoHarnagy, saTsepxeHoro Hakasom MiHicTepcTBa
ToBapucTso 3 OXOPOHW 340p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
obmexeHor 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii Ykpainu 19 rpyaHs
BiANOBiA&/IbHI 2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
CTIO MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 26 BepecHs
"XapkiBcbke 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMU,
hapmaueBTny 3a3HavyeHVMu1 y NepiogNYHOCTI NoAaHHA perynspHuX 3BiTiB 3
He 6e3neku
niANpPMEMCTBO
"340poB's
Hapozy",
YKpaiHa
3. APTFETT Kancynu Denbta LLiBeiiuapis nepBuHHE Ta Himeuunna/ MepepeecTpauis Ha 5 pokiB. 3MiHKM | TUNY - 3MiHK WOA0 3a He UA/13123/01/01
PANIA KMLLKOBOPO3YMHHI Megiken BTOPUHHE Ipnangis 6e3nekn/edpeKTNBHOCTI Ta hapMakoHarisgy. BeegeHHs abo peyenmom nionsieae
TBEpAi no 75 wmr; MpomoyLwH3 nakyBaHHSA Ta 3MiHW A0 y3arasibHeHNX AaHuX Npo cuctemy
no 10 kancyny Al BUNYCK cepil: thapmakoHarnsgy (BBeeHHs y3arasibHeHUX gaHux npo
6nicTepi; no 1 abo Csicc Kanc cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
no 2, aéo no 3, v6X, BiANOBIAA/ILHOI 32 34iiCHEHHA hapmakoHarnsagy; KOHTakTHOT
a6o no 5 6nictepis HimeuuunHa; ocobu 3 hapMakoHarnsay 3asBHuKa ansi 34ilicHeHHS
Y KapTOHHIi BMPOGHMLITBO hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
KOpoo6Li Hepo3dacoBa YMOBHOBaXEHOT 0co6u, BiANOBIAAILHOI 3a 34iiCHEHHS
HOI NpoayKuil, hapmMakoHarnagy (BKIovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu
KOHTPO/b y pO3MiLLieHHi MacTep-haiina cuctemu hapmakoHarnsay)
AKOCTI: MponoHoBaHa peaakuis: YnoBHoBaxeHa ocoba 3asaBHUKa
Temmnep BifNOBigasbHa 3a dhapmakoHarnsg - PormHebka Onexa
IpnaHgjs MasniBHa. KOHTaKTHi AaHi ynoBHOBaXeHOT 0C06M 3asBHMKa
Nimiteq, BiANOBIAa/IbHOI 3a chapmakoHarnsg. MicLe3HaxomKeHHS
IpnaHgis; MacTep-haiina cuctemy hapMakoHarnisay 3asaBHuka. 3MiHn
nepBUHHE Ta | TMRy - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI Ta
BTOPUHHE thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
nakyBaHHs: nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
[NpareHochapm MeJMYHOro 3aCTOCyBaHHA Ha NigcTasi perynsipHo
AnoTekep OHOBJIIOBAHOTO 3BITY 3 6€3Mekn Nikapcbkoro 3acoby, abo
Mown rméxX, pocnimkeHb 3 6e3neku 3acTocyBaHHSA NikapcbKoro 3acoby B
HimeuunHa nicnapeecTpauiiHnii nepiof, abo Ak pe3ynbTar OLiHKM 3BITY




Hassa

n/n

JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

ALMKNOBI

Kpem ans

IHCTPYKUIT y po3ainun: "MpoTunokasaHHs", "B3aemogis 3
iHWMMK NikapcbkMMKM 3aco6amMu Ta iHLLi BUAW B3aemogiii",
"Oco6nmBOCTI 3acTocyBaHHA" (Y T. 4. "3acTocyBaHHS Y
nepiog, BaritTHoCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BMAVBATU Ha LUBUAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK MexaHismamun™), "Cnoci6
3acTocyBaHHA Ta gosun” (y T. u. "Aitn"), "MepenosysaHHA",
"Mo6iuHi peakyji" 3rigHO 3 AaHMK WoL0 6e3nekn Aitoyoi
PEyoBVHM.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigMNoBiAHO A0 Mopaaky 34IACHEHH:
chapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepctea
OXOPOHW 340p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

P BENYNO

BENOAEP

30BHILLUHLOTO
3acTocyBaHHsA 5%,
no2raéonosr,
abo no 10 r y Ty6i;
no 1 1y6i B
KapTOHHIN nayui

cnpeii 0,05 %, no

Benyno, nikn
Ta KocMeTuKa,
a.a.

Benyno, nikn

Xopsaris

Benyno, nikun
Ta KocMeTuKa,
A.4.

Xopsaris

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH
3MmiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii 41151 MeAMYHOr0 3aCTOCYBaHHS
reHepuyHuX/ribpuaHNx/6ionodibHNX nikapcbkmx 3acobis
nicnsi BHECEHHS Tiel camMoi 3MiHM Ha ped)epeHTHUIA Nnpenapar
(3miHa He NoTpebye HafaHHA XOLHNX HOBMX A0AATKOBUX
[AaHnx) - 3MiHN BHECEHO A0 IHCTPYKLii AN MeAUNYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3zainis
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs rpyaato”, "MobiuHi peakuyii™
BiANoBIAHO A0 iHGhopMaLii pedhepeHTHOro NiKapcbkoro
3acoby (30BIPAKC, kpem 5 %).

MepiofUyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHO A0 MNopsaaky 34iCHEHHSA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLji Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaaxuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i CTPOKaMW,
3a3HavYeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3

6e3neku.

6e3
peuyenma

nignarae

UA/14085/01/01

M

20 mn abo 50 mn y
thnakoHi, no 1

Ta KOCMETUKa,
a.a.

p1aKoHy y

Xopsaris

Benyno, niku
Ta KocMeTuKa,
A.a.

Xopsaris

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH

3MiHK | TUny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnsgy. 3MiHa y KOpoTKiil XxapakTepucTuui

3a
peyerimom

He
nignsrae

UA/9695/03/01




n/n

Hassa
JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

KapTOHHIN nayui

nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAUYHOro 3acToCyBaHHA Ha MiAgcTaBi perynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Mekun Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTar OLiHKW 3BITY
3 AOCNigpKeHb, NPOBEAEHVX BIAMOBIAHO A0 MiaHy
negiatpnyHux gocnimxkersb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHWM OPraHoM) - 3MiHW BHECEHO
[0 iHCTPYKUiT y po3ainu "OcobnnBOCTi 3aCTOCyBaHHSA",
"Mo6iyHi peakui™ BigNOBIAHO A0 OHOB/EHOT iHChopmMaLi 3
6e3nekun Ajtoyol pevoBUHN.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigMNoBiAHO A0 Mopaaky 34IACHEHH:
chapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepctea
OXOPOHW 340p0B’A YKpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6e3neku

BENOAEP
M

Masb 4N
30BHILLHLOrO
3aCTOCYyBaHHSA
0,05%; no15r
abo 30 ry Ty6i; no
1 Ty6i B KAPTOHHIl
KopoobUi

Benyno, nikn
Ta KocMeTuKa,
a.a.

Xopsaris

Benyno, nikun
Ta KocMeTuKa,
A.4.

Xopsaris

MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH

3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKiil XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi perynspHo
OHOB/OBAHOrO 3BITY 3 6e3neKkn Nikapcbkoro 3acoby, abo
[ocnimpKeHb 3 6e3Mekn 3acTocyBaHHS /likapcbKoro 3acoby B
nicnspeecTpauiiHnii nepios, abo K pe3ynbTaT OLiHKM 3BIiTy
3 AOCNigpKeHb, NPOBEAEHVX BIAMNOBIAHO A0 NiaHy
negjatpnyHux gocnigpkeHs (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHWM OPraHoM) - 3MiHW BHECEHO
00 IHCTPYKLi y po3ainm "Oco6/MBOCTI 3aCTOCYBaHHS",
"Mo6iyHi peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekun Aitoyoi pevyoBuHU

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MopsiaKy 34iCHEHHS
hapMakoHarnsay, 3aTBepAXeHoro Hakasom MiHicTepcTea
0XOPOHU 37,0p0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu,
3a3Ha4YeHVMU Y NepiogMYHOCTI NoAaHHS perynsipHuX 3BiTiB 3

3a
peyerimom

He
nignsrae

UA/9695/02/01
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iH'ekuili no 0,3 mr
(9600000 MO) 5
(hN1aKoHIB 3
niocpinizatom y
KOMMIEeKTi 3 5
amnynamm
PO34MHHMKA NO 2
MA (HaTpito
X/T0pUA, PO34MH
0,54%) y 6nicTepi;
no 2 6nictepn y
nayui

3MiHa y KOpOTKili xapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT A/19 MEANYHOrO 3aCTOCYBaHHA Ha
nigcTasi perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiHni
nepiog, abo sik pe3ynbTaTt OLiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHNX BiANOBIAHO A0 NaHy nejiatpuydHmnx
pocnigpkeHs (PIP) (3MiHy y3rogpkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHV BHECEHO A0 iHCTPYKLT
NS MeAMYHOro 3aCToCyBaHHA NikapCbKoro 3acoby y
po3ginu "MNpotunokasaHHA" Ta "MobiyHi peakuii” BigNoBIAHO
[,0 OHOBJIEHOI iH(hopMaLii 3 6e3nekun Aityoi pevyoBUHU.

MepiognyHiCTb NOAAHHA PeryspHO OHOB/OBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaKy 34iCHEHHS
thapmakoHarnsgy, 3aTsepkeHoro Hakasom MiHictepctsa
0XOPOHU 370p0B’A YKpaiHu Bifg 27 rpyaHs 2006 poky Ne 898,

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
6e3neku.
7. BENOAEP Kpem ans Benyno, nikun Xopsartis Benyno, nikn Xopsartis MepepeecTpauis Ha HEOOMEXEHUI TEPMIH 3a He UA/9695/01/01
M 30BHILLUHLOTO Ta KOCMeTuKa, Ta KOCMeTuKa, peyenmom nignsrae
3acToCyBaHHS o.o. o.a. 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
0,05% no 15 r abo thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTuui
30 ryTy6i; no 1 nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
Ty6i B KQPTOHHIlA MeAUYHOro 3acToCcyBaHHA Ha NiAcTasi perynspHo
KopoobUi OHOB/OBAHOrO 3BITY 3 6e3nekn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pe3ynbTaT OLiHKM 3BIiTy
3 AOCNigpKeHb, NPOBEAEHVX BIAMNOBIAHO A0 NiaHy
neajatpnyHux gocnigpkeHs (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHWM OPraHoM) - 3MiHW BHECEHO
00 IHCTPYKLi y po3ainm "Oco6/MBOCTI 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHS Ta A03U" (YTOUHEHHS), “[M06iuHi
peakuii” BignoBigHO 4,0 OHOBNEHOT iHchopMaLii 3 6e3neku
Lit0Y0T PEYOBUHN.
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHoO A0 MNopsaaky 34iCHEHHSA
chapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLji Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i CTPOKaMW,
3a3HavYeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku
8. BET®EP®- niocpinizat gns TOB "®3 YkpaiHa TOB "®3 YkpaiHa MepepeecTpauis Ha 5 pokiB. 3a He UA/13962/01/01
1B po34nHy Ans "BIOPAPMA" "BIOPAPMA" 3MiHu Woao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peyenmom niossieae
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n/n

Hassa
JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpPOKaMu,
3a3HavYeHMN Y NepiogMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

BIONNIEKTP
A
MArHE3IY
M
DOPTICCI
MYM

TabneTky Wwmnydi,
no 10 Tabnetok y
Ty6i; no 1 abo no
2 Ty6u B nauui 3
KapTOHY

AnbneH
Papma Al

LLiBeiiuapis

Fepmec
ApuHarimitTen
b 'M6X

HimeuunHa

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay.
3MiHU Y KOPOTKili XapakTepucTuLj NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT 4N MeANYHOro 3aCTOCYBaHHA Y
3B'A3KY i3 HOBUMW JAaHUMW 3 AKOCTI, AOKNIHIYHUMWU,
KTIHIYHUMW AaHVMU Ta fJaHuMy 3 papMakoHarnsagy - 3miHu
BHECEHO A0 IHCTPYKLIi 415 MEeAMYHOro 3aCTOCyBaHHS
NikapcbKoro 3acoby Ao po3ainy “lMNokasaHHa", a Takox 40
po3ginis "lNpoTunokasaHHsA", "B3aemMogis 3 iHLINMK
nikapcbk1UMK 3acobamu Ta iHLWi BUAM B3aEMOSiii",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs rpyaato”, "MobiuHi peakuyii™
BiANoBigHO A0 iHChopMaL,ii CTOCOBHO 6e3neku, sKa
3a3HayeHa B martepianax peecTpauiiHoro JOCbeE.
MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MopsiaKy 34iCHEHHS
hapMakoHarnsay, 3aTBepAxXeHoro Hakasom MiHictepcTea
0XOPOHU 37,0p0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu,
3a3HavYeHVMN Y NepiogMYHOCTI MOAaHHSA perynsipHuX 3BiTiB 3
6e3neku

6e3
peyenma

nionsieae

UA/13697/01/01

10.

BYMNPEH®
IC

Tabnetku
cy6niHrBaU1bHI NO
0,0002r, no 10
Tabnetok y
6nictepi; no 1
6nicTepy B nauui 3
KapTOHY

ToBapucTso 3
[0[aTKOBOKO
BignoBigabHi
CTtO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[0[aTKOBOKO
BignoBsigasbHi
CTiO
"IHTEPXIM"

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHUIA TEPMIH.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAUYHOro 3aCToCyBaHHA Ha MiAcTaBi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mnekn NikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku 3acTocyBaHHSA MikapCcbKoro 3acoby B
nicnapeecTpauiiHnii nepiod, abo Sk pe3ynbTar OLiHKMN 3BITY
3 focnifpKeHb, NPoBeAeHVX BignoBigHO 40 niaHy
negiatpnyHux gocnimxkernb (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHNM OpraHoM) - 3MiHU BHECEHO
[0 IHCTPYKLUIiT y po3ainy "®apmakonoriyHi BinactnsocTi”
(yTouHeHHs), "MpoTunokasaHHs" (418 Ao3yBaHHA no 0,2 mr
a60 0,4 wmr), "B3aemogisi 3 iHWMMK JlikapCbKMMKU 3acob6amm
Ta iHWIi BMAM B3aemogiin”, "OcobmBoCTi 3acTocyBaHHsA",
"Mo6iyHi peakui™ BigNOBIAHO A0 OHOB/EHOT iHChopmMaLi 3
6e3neku Ajtoyoi Ta AONOMKHOT (418 A03yBaHHA Mo 0,2 Mr

3a
peyenmom

He
nidnsieae

UA/10202/01/01




Hassa

12

n/n

JNliKapcbKo2
0 3acoby

dopma suUnycKy

(nikapcbka
¢popma,

yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

11.

BYNPEH®

TabneTtkn

a60 0,4 Mr) pe4yoBuHN.
MepiognyHiCTb NOAAHHA PEryipHO OHOB/OBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaKy 34iCHEHHS

chapmakoHarnsgy, 3aTBepixeHoro Hakasom MiHictepcTea
O0XOPOHU 37,0P0B’A YKpaiHu Bif 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs

2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMuK y NepiognYHOCTI NoAaHHA perynspHuX 3BiTiB 3
6e3neku.

12.

IC

BYMNPEH®

cybniHrBaUibHi No
0,0004 r, no 10
Tabnetoky
6nictepi; no 1
6nicTepy B navui 3
KapTOHY

TabneTkn

ToBapucTso 3
[04aTKOBOO
BiANOBiA&bHI
CTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBiA&bHI
CTIO
"IHTEPXIM"

YkpaiHa

MepepeecTpauis Ha HeOOMEXEHUA TEPMIH. 3MiHu | Tuny -
3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAnYHOro 3acToCyBaHHA Ha
nigcTasi perysisipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapcbkoro 3acoby B nicnspeecTpauiiinii
nepiog, abo sk pe3ynbTart OLiHKM 3BIiTY 3 AOC/IHKEHb,
npoBefeHnX BigNOBIAHO 40 NAaHy negiaTpuuHmX
pocnigpxeHs (PIP) (3MiHy y3rof)keHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO A0 IHCTPYKLUIT Y
po3ginu "dapmakonorivyHi BNacTmBoCTI" (YTOUHEHHS),
"MpoTunokasaHHa" (ana go3ysaHHs no 0,2 mr abo 0,4 mr),
"B3aemogia 3 iHWKMKM NiKapcbkumy 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobnmsocTi 3actocyBaHHs", "Mob6iyHI peakwii”
BiZANOBIAHO 4O OHOBMEHOI iHGhbopMaL,i 3 6e3neku gjtoyoi Ta
[0NOMIKHOT (45 fo3ysaHHa no 0,2 mr aéo 0,4 mr)
pPeYoBUHN.

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MopsiaKy 34iCHEHHS
hapMakoHarnsay, 3aTBepAXeHoro Hakasom MiHicTepcTea
0XOPOHU 37,0p0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu,
3a3HavYeHVMN Y NepiogMYHOCTI MOAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/10202/01/04

IC

cy6niHrBaU1bHI NO
0,002 r, no 10
Tabnetok y
6nictepi; no 1
6nicTepy B nauui 3

ToBapucTso 3
[0[aTKOBOKO
BignoBigabHi
CTtO
"IHTEPXIM"

KapToHY

YKpaiHa

ToBapucTso 3
[0[aTKOBOKO
BignoBsigasbHi
CTiO
"IHTEPXIM"

YKpaiHa

MepepeecTpaLisi Ha HEOGMEXEHWNIA TEPMIH. 3MiHK | Tuny -
3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLji NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTaBi perynspHo OHOB/IHOBAHOIO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku

3acTOCyBaHHs! NiKapcbKoro 3acoby B nicnspeecTpauiiinii

3a
peyenmom

He
nidnsieae

UA/10202/01/03




Hassa

13

n/n

JNliKapcbKo2
0 3acoby

dopma suUnycKy

(nikapcbka
¢popma,

yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

13.

BYMNPEH®

TabneTkn

ToBapucTso 3

YKpaiHa

ToBapucTso 3

nepiog, abo sk pe3ynbTar OLiHKM 3BIiTY 3 JOC/iHKEHb,
npoBefieHnX Bi4NOBIAHO 40 NNaHy neiaTpuyHmX
pocnigxeHb (PIP) (3MiHy y3rofkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO A0 IHCTPYKLUIT Y
po3ginu "dapmakonorivyHi BNacTMBOCTI" (YTOUYHEHHS),
"MpoTunokasaHHa" (4na go3yBaHHsa no 0,2 mr abo 0,4 mr),
"B3aemogis 3 iHWKMU NikapcbkMMK 3acob6amu Ta iHLi BUAN
B3aemogiit", "OcobnunBocTi 3acTocyBaHHA", "T0GIUHI peakLii”
BiZANOBIAHO 4O OHOBMEHOI iHGhopMaL,i 3 6e3neku gjtoyoi Ta
[0NOMIKHOT (418 fo3ysaHHa no 0,2 mr aéo 0,4 mr)
pPeyoBUHN.

MepiognyHICTb NOAAHHSA PerysipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaKy 34iCHEHHS
hapMakoHarnsgy, 3aTBepAXeHoro Hakasom MiHicTepcTsa
OXOPOHM 3[,0POB’A YKpaiHu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii YkpaiHu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpOHY 340pOB’A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHMN Y NepiogMYHOCTI NOAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

IC

cy6niHrBaUibHI NO
0,008, no 10
Tabnetok y
6nictepi; no 1
6nicTepy B nauui 3
KapTOHY

[04aTKOBOO
BiANOBiAA/IbHI
CTo
"IHTEPXIM"

[04aTKOBOO
BiANOBiAA/IbHI
CTIO
"IHTEPXIM"

YKpaiHa

MepepeecTpaLis Ha HEOBMEXEHWNIA TEPMIH. 3MiHK | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTaBi perynspHo OHOB/IIOBAHOIO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSI NiKapCcbKoro 3acoby B nicnspeecTpauiiHnii
nepiog, abo sk pe3ynbTaTt OUiHK/ 3BiTy 3 AOC/IAKEHb,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
pocnigpkeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHom) 3MiHN BHECEHO A0 IHCTPYKLi Y
po3ainu "dapmakosnoriyHi BNacTUBOCTI" (YTOUHEHHS),
"MpoTunokasaHHa" (oA fo3yBaHHA no 0,2 mr a6o 0,4 mr),
"B3aemogis 3 iHWVMK fikapcbkuMK 3acobamu Ta iHLWi BUAn
B3aemogiin”, "OcobnmBocTi 3acTocyBaHHs", "lMo6iuHI peakuii”
Bi4NOBIAHO 4O OHOBNEHOI iHChopMaLi 3 6e3neku Aioyol Ta
[0MNOMDKHOT (419 fA03yBaHHA o 0,2 mr a6o 0,4 wmr)
PeyoBVHM.

MepiogUyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHO A0 MNopsaaky 34iCHEHHSA
dhapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepcTea
OXOPOHW 340pO0B’A YKpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLji Ykpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy

MiHicTepcTBa OXOpPOHU 30POB’A YKpaiHu Bif, 26 BepecHs

2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMW,

3a
peyenmom

He
nionsieae

UA/10202/01/02




14

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
3a3HavyeHVMuK y NepiogNYHOCTI NoAaHHA perynspHnX 3siTiB 3
6e3neku.
14. FAINPECA NOPOLLOK AN1s ®eppiHr TM6X HimeuunHa BMPOGHUK HimeuunHa/ MepepeecTpauis Ha HEOBMEXEHWNA TEPMIH 3a He UA/9315/01/01
H pO34nHy Ans roToBOro LLiBeiiuapis 3MiHuM Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsamy. peuyenmom nionsieae
iH'ekyini no 1 wmr; 1 NPOAYKTY, 3MiHN Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
dhnakoH 3 BiANOBIAA/IbHA MapKyBaHHS Ta iHCTPYKUIT 4519 MEANYHOrO 3aCTOCYBaHHS y
MOPOLLKOM Y 11 3a nepBUHHE 3B’'A3KY i3 HOBUMMW JaHUMU 3 AKOCTI, JOKAIHIYHAMY,
KOMMekTi 3 1 nakyBaHHs, KAIHIYHUMW f@aHnMun Ta JaHuMn 3 hapmakoHarnsagy - 3MiHu
amnysioto KOHTPONb BHECEHO [0 IHCTPYKLT A1 MeANYHOTo 3aCTOCYBaHHS
PO3UMHHMKA AKOCTI Ta nikapcbKoro 3acoby y po3ainu : "®apmakonorivHi
(Hatpito xnopua, BWNYCK Cepil: BnacTMBOCTI"(YyTOUHEHHS iHchopmalii), "B3aemogis 3 iHwmMm
Kucnota ®eppiHr TM6X, nikapcbk1MmK 3acobamu Ta iHWi BUAW B3aEMoSiii",
X/1I0pUCTOBOAHEBA HimeuuunHa; "Oco6nmBOCTiI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
1 M, Boga ansa BiANOBIAA/IbHN posn"(geTtanisauis), "MobiyHi peakuii” BignosigHO 80
iH'ekyin) no 5 mny 11 3a BTOpPUHHE Marepianis peecTpaujiiiHoro AOChE.
KapTOHHiiA nakyBaHHS:
ynakoBLi ®eppiHr MepiognyHiCTb NOAAHHA PEryIipHO OHOB/IOBAHOTO 3BITY 3
IHTepHeLwH 6e3neku BignoBigHoO A0 MNopsaaKy 34iCHEHHS
CeHtep CA, hapMakoHarnsagy, saTBepAxeHoro Hakasom MiHicTepcTsa
LLIseliyapis OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBI tocTuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHY 340POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifAHO 3i CTPOKaMu,
3a3HavyeHVMuK y NepiogNYHOCTI NoLaHHA perynspHuX 3BiTiB 3
6e3neku.
15. AOKTOP NbOASAHUKM, MO 4 TOB YkpaiHa HOHiK IHais MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. Ne 1, Ne 16, Ne 1, Ne UA/6077/01/01
MOM® 3 NbOASAHUKN Y "[I>XOHCOH | PapmacboTHK 3MiHuM Wwopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsmy. Ne 20, Ne 24 | 16, Ne 20,
ArigHAM cTpuni; no 5 JKOHCOH an BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy —6e3 Ne 24 —
CMAKOM cTpunis y YkpaiHa" JNabopaTopis hapmakoHarnsgy (BBeeHHs y3arasibHeHUX gaHux npo peyenma; nions2ae;
KapTOHHii (BipLineHHn cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu, Ne 100 - 3a Ne 100 —
Kopob6ui; no 8 chipmn "Ox. B. BIANOBIAA/IbHOI 3a 34iiCHEHHS thapMakoHarnsdy; KOHTakTHo |  peyenmom He
NbOASAHUKIB Y Kemikans eHg ocobu 3 hapMakoHarnisay 3asBHvKa AN 34iCHEHHS nionsieae
6nictepi; no 2 abo PapmacbloTHK hapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
no 3 6nictepu B an3 ita.") YMOBHOBaXEHOT 0c06U, BigNOBiAaIbHOT 3a 34iCHEHHS

KapTOHHii
Kopo6bui; no 1
NbOASHUKY B
nnisyi; no 100
NbOASHUKIB B
nnisyi y 6aHui

hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo 3miHu
Y PO3MilLleHHI MacTep-haiina cuctemn hapmakoHarnsay) -
3MiHa yNnoBHOBaXXeHOI 0cobu, BiAMOBiAa/IbHOI 3a
hapmakoHarnsg.
Litoua pepakuis:
YnoBHOBaXKeHa ocoba 3asiBHMKa, BignoBigasibHa 3a
hapmakoHarnag — Mapis Cnit.

KoHTakTHa ocoba 3asBHUKa, BiANoBifa/bHa 3a
hapmakoHarnsg — ApHaytoBa HOnist JleoHigiBHa.
MponoHoBaHa peaakuis:

YnoBHOBaXKeHa ocoba 3asiBHMKa, BignoBiganbHa 3a
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n/n

Hassa
JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

16.

thapmakoHarnsg — ApHaytosa HOonist JleoHigiBHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAaXEHOI 0Co6M,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
3MiHa Micus 3[iiCHEHHST OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs macTep-daiina.
3MiHu Wopo 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy.
3MiHa y KOpOTKili XapakTepuCTuLL NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLT AN MeAnYHOro 3acToCyBaHHA Ha
nigcTasi perysspHoO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCcbKoro 3acoby B nicnspeecTpauiiinii
nepiog, abo sk pe3ynbTar OLiHKM 3BITY 3 AOC/iLHKEHb,
npoBefieHnX Bi4NOBIAHO 40 NNaHy neiaTpuyHmX
pocnigpxeHb (PIP) (3MiHy y3rofkeHo 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) - 3MiHV BHECEHO A0 IHCTpyKL;i
0151 MeANYHOro 3aCTOCyBaHHS fikapCcbKoro 3acoby Ao
po3ginis "MNpoTunokasaHHA", "B3aemogis 3 iHWNMK
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aeMoSiii",
"Ocob6nmBocTi 3acTocyBaHHA", "Mepeno3yBaHHA", "TTOGIYHI
peakuii" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Airounx Ta fOMNOMDKHOI PEYOBUH JTiKapCbKOro 3acoby.
MepiognyHiCTb NOAAHHA PEryspHO OHOB/OBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepixeHoro Hakasom MiHictepcTea
OXOPOHWM 340pOB’A YKpaiHu Big 27 rpyaHa 2006 poky Ne 898
3apeecTpoBaHuii B MiHicTepCTBI tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifAHO 3i CTPOKaMMU,
3a3HavyeHVMu1 y NepiognYHOCTI NoAaHHA perynspHuX 3BiTiB 3
6e3neku.

1

JIOKTOP
MOM® 3l
CMAKOM
AHAHACA

JIbOAAHVKN; MO 4
NbOASHUKNA Y
cTpwuni; no 5
cTpuniB y
KapTOHHii
Kopo6bui; no 8
NbOASHUKIB Y
6nictepi; no 2 abo
no 3 6nictepu B
KapTOHHif
Kopo6bui; no 1
NbOASIHUKY B
nnieui; no 100
NbOASHUKIB B

nnisyj y 6aHui

TOB
"[XOHCOH |
JP>KOHCOH
YkpaiHa"

YKpaiHa

HOHiK
PapmacboThK
an
NabopaTopis
(BipfineHHn
ipmn "Ox. B.
Kemikans eHpg,
PapmacboThK
an3 itg.")

IHais

nepepeecTpalist Ha He0OMeXeHWin TepMiH
3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu 40 y3arasibHEHUX
AaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHSA
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
3aABHUKA 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAaIbHOI 3a
3[jificHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-aiina cuctemu
hapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
[litova pepakuin: YnoBHoBaxeHa ocoba 3asaBHUKA,

BignoBigasibHa 3a dpapmakoHarnag — Mapis Cnit. KoHTakTHa

6e3
peyenma
(Ne 1, Ne 16,
Ne 20, Ne
24)
3a
peyenmom
(Ne 100)

Ne 1, Ne
16, Ne 20,
No 24 —
nions2ae;
Neo 100 —
He
nidnsieae

UA/2410/01/01
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n/n

JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

17.

J[IOKTOP

ocoba 3asBHMKa, BiANOBiAasIbHA 32 hapmakoHarnsag —
ApHayToBsa HOnist JleoHigiBHa. MNponoHoBaHa pefakuis:
YnoBHOBaXeHa ocoba 3asiBHMKA, BignoBigasibHa 3a
thapmakoHarnsag — ApHaytosa tOnis JleoHigiBHa. 3miHa
KOHTaKTHUX JaHuX yNMOBHOBaXKEHOI 0cobu, BifnoBifanbHOI 3a
thapmakoHarnag. 3MiHa Micus 34ilACHEHHS OCHOBHOI
LisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
macTep-aiina.; 3miHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3miHa 'y
KOPOTKIili XapakTepucTuLj NikapcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acTOCYBaHHA Ha
nigcTaBi perynsipHO OHOBJ/THOBAHOIO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3aCTOCYBaHHSA NiKapcbKoro 3acoby B nicnsipeecTpaviiHnii
nepiog, abo sik pe3ynbTaTt OUiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHuX BiANoBIAHO A0 NnaHy negiatpudHmnx
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpPraHoM) - 3MiH1 BHECEHO A0 IHCTPYKUi
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3ginis "MpoTunokasaHHs", "B3aemogist 3 iHWumun
nikapcbknMmK 3acobamu Ta iHWi BUAW B3aeMogiii",
"MepeposysaHHsa", "Mo6i4YHI peakui™ BiANOBIAHO A0
OHOBEHOT iHhopMaLii 3 6e3nekn AiloUnx pevoBUH
nikapcbKoro 3acooby.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiAHO A0 Mopaaky 34IACHEHH:
chapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepctea
OXOPOHW 340p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuji Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 3[40POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTL: 3riAHO 3i CTPOKaMW,
3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6e3neku.

MOM® 3lI
CMAKOM
ANENbCUH
A

NbOAAHNKM; Mo 4
NbOASAHVKNA Y
cTpwuni; no 5
cTpunis y
KapTOHHii
Kopo6Li; no 8
NbOASHUKIB Y
6nicTepi; no 2 abo
no 3 6nictepu B
KapTOHHIM
Kopob6ui; no 1

NbOASHVKY B

nnisyj; no 100

TOB
"DKOHCOH i

J>KOHCOH

YkpaiHa"

YKpaiHa

FOHiK
PapmacboThK
an
NabopaTtopi3
(BipgineHHs
ipmn "Ox. B.
Kemikans eHg,
PapmacboTuK

ans ita.")

IHais

nepepeecTpavisi Ha HEOOMEXEHUI TePMiH
3MiHM | TRy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiH 0 y3arasibHeHNX
AaHvx npo cuctemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3asBHMKa AN5 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
3fiicHeHHs hapmMakoHarisay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-caiina cuctemu
hapMakoHarnsgy) - 3aMiHa ynoBHOBaXeHoI ocobu,

BiANOBIAa/IbHOI 3a hapmakoHarisg. [liroya pegakuis:

6e3
peyenma
(Ne 1, Ne 16,
Ne 20, Ne
24)
3a
peyenmom
(Ne 100)

No 1, Ne
16, Ne 20,
Ne 24 —
nions2ae;
Ne 100 —
He
nionsieae

UA/2409/01/01
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n/n

JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

18.

JIOKTOP

NbOASAHUKIB B
nnisyj y 6aHui

JIbOAAHVKK, MO 4

TOB

YnoBHOBaxeHa ocoba 3asBHVKa, BifnoBiganbHa 3a
thapmakoHarnag — Mapis CniT. KoHTakTHa ocob6a 3asiBHMKa,
BiAnNoBigasibHa 3a dhapmakoHarnag — ApHaytosa Honis
NeoHigiBHa. MponoHoBaHa pefakuisn: YNoBHOBaXxeHa ocoba
3a8BHWVKa, BignosifanbHa 3a hapmakoHarnsg — ApHayTosa
KOnis NeoHigiBHa. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOT 3a hapmakoHarnsg. 3miHa micus
3[jiiCHEHHS1 OCHOBHOI AisiNIbHOCTi 3 chapMakoHarnsgy. 3miHa
MiCLLe3HaxXoMKeHHs macTep-dpainna; 3MiHn | Tuny - 3MiHn
oo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLj NikapcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta IHCTPYKLT AN MeAUYHOro 3acTOCyBaHHA Ha
nigcTasi peryssipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCcbKoro 3acoby B nicnspeecTpauiiinii
nepiog, abo sk pe3ynbTat OLiHKM 3BITY 3 AOC/iHKEHb,
npoBefieHnX Bi4NOBIAHO 40 NNaHy negiaTpuyHmX
pocnigpxeHb (PIP) (3MiHy y3rofkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiH1 BHECEHO A0 IHCTPyKUi
0151 MeANYHOro 3aCTOCyBaHHS fikapCcbKoro 3acoby Ao
po3ginis "MNpoTunokasaHHsA", "B3aemogis 3 iHLLNMK
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aeMoSiii",
"OcobnmBocTi 3acTocyBaHHA", "Mepepo3yBaHHs", "TTO6IYHI
peakuii” BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Lito4oi Ta JOMNOMDKHUX PEYOBUH NikapCbKoro 3acoby.
MepiognyHiCTb NOAAHHA PEryipHO OHOB/OBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepixeHoro Hakasom MiHictepcTea
OXOPOHW 340POB'A YKpaiHu Bif, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepCTBI tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMuK y NepiogNYHOCTI NoAaHHA perynspHuX 3BiTiB 3
6e3neku

MOM® 3l
CMAKOM
NMMOHA

NbOASHUKNA Y
cTpwuni; no 5
cTpuniB y
KapTOHHii
Kopo6bui; no 8
NbOASHUKIB Y
6nictepi; no 2 abo
no 3 6nictepu B
KapTOHHif
Kopo6bui; no 1

JIbOASIHNKY B

"[XOHCOH |
J>KOHCOH
YkpaiHa"

YKpaiHa

HOHiK
PapmacboThK
an
NabopaTopis
(BipoineHHn
ipmn "Ox. B.
Kemikans eHpg,
PapmacboThK
an3 itg.")

IHais

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.

3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy

dhapmakoHarnsgy (BBeieHHs y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHol ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsagy; KOHTakTHOT
ocobu 3 hapMakoHarnisay 3asBHVKa AN 34iCHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsagy (Bkovalouy KOHTakKTHI gaHi) Ta/abo 3miHu
Y PO3MilLleHHI MacTep-haiina cuctemn hapmakoHarnsay) -

3MiHa YNnoBHOBa)XeHOI 0cobu, BiAMOBiAa/IbHOI 32

Ne 1, Ne 16,
Ne 20, Ne 24
— 6es3
peyenma;
Ne 100 - 3a
peyenmom

Ne 1, Ne
16, Ne 20,
No 24 —
nions2ae;
Neo 100 —
He
nidnsieae

UA/2412/01/01




n/n

Hassa

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6Huk
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JNliKapcbKo2
0 3acoby

(nikapcbka
¢popma,

yrnakoskKa)
nnisui; no 100

3asiBHUKa

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

19.

JIOKTOP

NbOAAHWUKIB B
nniByj y 6aHui

NbOAAHNKM; Mo 4

TOB

Ykpaina

HOHiK

hapmakoHarnsg.
[itoya pepakuis:
YnoBHOBaXeHa ocoba 3asiBHMKA, BignoBigasibHa 3a
thapmakoHarnag — Mapis CniT.
KoHTakTHa ocoba 3asBHUKa, BiANoBiga/bHa 3a
thapmakoHarnag — ApHayTosa KOnist JleoHigiBHa.
MponoHoBaHa peaakuis:

YnoBHOBaXeHa ocoba 3asiBHVKa, BifnoBigasibHa 3a
thapmakoHarnag — ApHayTosa HOnist JleoHigiBHa.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXeHOI ocobu,

BiANOBIAabHOI 3a thapmakoHarnsg,
3MiHa Micus 34jiCHEHHS1 OCHOBHOI AisS/TbHOCTI 3
thapmakoHarnsagy.
3MiHa MicLe3HaxoMKeHHA MacTep-haina.
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLji NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acTOCYBaHHA Ha
nigcTaBi perynspHO OHOBJ/THOBAHOIO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3aCTOCYBaHHSA NiKapcbKoro 3acoby B nicnsipeecTpaviiHnii
nepiog, abo sik pe3ynbTaTt OUiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHnX BiANoBigHO A0 NnaHy negiatpudHmnx
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpPraHoMm) - 3MiHW BHECEHO [0 [HCTPYKL,i
AN MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3ginis "MpoTunokasaHHs", "B3aemogist 3 iHW1Mun
nikapcbknMmK 3acobamu Ta iHWi BUAW B3aeMogiii",
"MepeposysaHHsa", "Mo6iYHI peakui™ BiANOBIAHO A0
OHOBEHOT iHhopMaLii 3 6e3nekn AiloUnx pevoBUH
nikapcbKoro 3acoby.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigMNoBiAHO A0 Mopaaky 34IACHEHH:
dhapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepctea
OXOPOHW 340pOB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne 898
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy

MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif, 26 BepecHs

2016 poky Ne 996), cTaHOBMTL: 3riAHO 3i CTPOKaMu,
3a3HavYeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

i

MOM® 3lI
CMAKOM
MATNHN

NbOASAHVKNA Y
cTpwuni; no 5
cTpunis y
KapTOHHif
Kopo6Li; no 8

NbOASHUKIB Y

"DKOHCOH i
J>KOHCOH
YkpaiHa"

PapmacboTuK
an
NabopaTtopi3
(BipgineHHs
ipmn "Ox. B.

Kemikans eHg

IHais

MepepeecTpauis Ha HEOOMEXEHNI TEPMIH.
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
thapmakoHarnsgy (BBEAEHHS y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHOT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT

6e3
peyenma
(Ne 1, Ne 16,
Ne 20, Ne

24)

3a

0Ccobu 3 hapmakoHarnsay 3asBHVKa 4715 34iiCHEHHS

No 1, Ne
16, Ne 20,
Ne 24 —

nions2ae;
Ne 100 —
He

peyenmom

nidnsieae

UA/2408/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa

Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)

6nicTepi; no 2 abo PapmacblTHK
no 3 6nictepu B an3 ita.")
KapTOHHiM
Kopo6ui; no 1
NbOASHUKY B
nnieui; no 100
NbOASAHUKIB B
nnisyj y 6aHui

thapmMakoHarnagy B YkpaiHi, AKLO BOHa BifMiHHA Bif, (Ne 100)
YNOBHOBaXXeHOI 0c0o6M, BifANOBIfAIbHOT 3a 34iICHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3miHu
Y PO3MilLleHHI MacTep-haiina cuctemn hapmakoHarnsay) -
3MiHa ynoBHOBaeHOI 0cobwu, BiANOBiAa/IbHOI 3a
thapmakoHarnag. [litoua pefakuis: YnoBHoBaxkeHa ocoba
3asBHVKa, BignosigasibHa 3a hapmMakoHarnsag — Mapis CniT.
KoHTakTHa ocoba 3asBHUKa, BiANOBiga/bHa 3a
thapmakoHarnsg — ApHayTtosa tOnis JleoHigiBHa.
MponoHoBaHa peaakuis: YnoBHoBaxeHa ocoba 3asBHUKA,
BiAnoBigasibHa 3a dhapmakoHarnag — ApHaytosa Honis
NeoHigiBHa. 3MiHa KOHTaAKTHUX JaHWX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOT 3a hapmakoHarnsa. 3miHa micus
3[jiiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy. 3miHa
MiCL,e3HaxXoMKEHHS MacTep-dainna.
3MiHu Wopo 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy.
3MiHa y KOpOTKili XapaKTepuCTuLL NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLT AN MeANYHOro 3acTOCyBaHHA Ha
nigcTasi perysisipHoO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCcbKoro 3acoby B nicnspeecTpauiiinii
nepiog, abo sk pe3ynbTat OLiHKM 3BIiTY 3 AOC/iKEHb,
npoBefeHnxX Bi4NOBIAHO 40 NNaHy negiaTpuyHmX
pocnigpxeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
YMNOBHOB&XEHUM OpraHom) - 3MiHV BHECEHO A0 IHCTpyKL;i
0151 MeANYHOro 3aCTOCyBaHHS fikapCcbKoro 3acoby Ao
po3ginis "MNpoTunokasaHHsA", "B3aemogis 3 iHWNMK
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aeMoSiii",
"Ocob6nmBocTi 3acTocyBaHHA", "Mepeno3yBaHHA", "TTOGIYHI
peakuii" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Lito4oi Ta JOMNOMDKHUX PEYOBUH NikapCbKoro 3acoby.
MepiognyHiCTb NOAAHHA PEryipHO OHOB/IOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepixeHoro Hakasom MiHictepcTea
OXOPOHW 340POB'A YKpaiHu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepCTBI tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3rifAHO 3i CTPOKaMMU,
3a3HavyeHVMu1 y NepiognYHOCTI NoAaHHA perynspHuX 3BiTiB 3
6e3neku.
IHgjis nepepeecTpawis Ha HeobMeXeHWin TepMiH. 6e3 Ne 1, Ne UA/2411/01/01
3MiHuM Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsmy. peuyenma 16, Ne 20,
CMAKOM cTpuni; no 5 JKOHCOH an BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy (Ne 1, Ne 16, Ne 24 —
nonyHuul cTpuniB y YkpaiHa" NabopaTopis thapmakoHarnagy (BBeAeHHS y3arasibHeHVX AaHnX Npo Ne 20, Ne nionsizae;
KapTOHHii (BipfineHHn cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu, 24) Ne 100 -
Kopob6ui; no 8 chipmm "Ix. B. BIANOBIAA/IbHOI 3@ 3[iiCHEHHS ddapMakoHarnsay; KOHTakTHol 3a He

20. AOKTOP NbOASHUKN, MO 4 TOB YkpaiHa HOHiK
MOM® 3I NbOASHUKN Y "[XOHCOH | PapmacboThK




Hassa
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n/n

JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)
NbOOSAHUKIB Y

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

21.

JNIOKTOP

6nictepi; no 2 abo
no 3 6nictepu B
KapTOHHii
Kopo6bui; no 1
NbASHVKY B NAiBLy;
no 100
NbOAAHWUKIB B
nniByj y 6aHui

Kemikans eHg,
PapmacboThK
an3 /itg.")

ocobu 3 hapmakoHarnsgy 3asaBHUKa A5 34iNCHEHHSA
hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAAIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MilLleHHI MacTep-haiina cuctemn papmakoHarnsgy) -
3MiHa yNOBHOB&XEHOI 0c06M, BiANOBIAA/IbHOI 3a
thapmakoHarnsag. [itoya pefakuis: YnoBHoBaxeHa ocoba
3a8BHWVKa, BignosiganbHa 3a hapmakoHarnsag — Mapia CniT.
KoHTakTHa ocoba 3asiBHMKa, BiAMNoBiga/ibHa 3a
thapmakoHarnag — ApHaytosa HOonis fleoHigiBHa.
MponoHoBaHa pefakuis: YnoBHOBaXeHa ocoba 3asBHUKA,
BiAnNoBigasibHa 3a dpapmakoHarnag — ApHaytosa Honis
JeoHigiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHO!
ocobu, BiANoBiAaIbHOI 3a hapmakoHarnfg. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLLe3HaxX0KEHHSI MacTep-gpaiina.
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsaay.
3MiHa y KOpPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTaBi perynsapHo OHOB/IHOBAHOIO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCcTOCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiHnii
nepiog, abo Ak pe3ynbTaTt OUiHK/ 3BiTYy 3 AOC/IAKEHb,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuyHmX
pocnipxeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEeHTHUM
YMNOBHOB&XEHUM OpraHoM) - 3MiHN BHECEHO A0 IHCTPYKLi
AN MeANYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3ginis "MpoTunokasaHHsa", "B3aemogis 3 iHWMMK
nNikapcbkMMKU 3aco6amMu Ta iHLi BUAW B3aeMogii",
"Oco6nmBocTi 3acTocyBaHHs", "Mepepo3yBaHHs", "T06IYHI
peaxuii” BignoBigHO 4,0 OHOBNEHOT iHhopMaLii 3 6e3neku
Aito4nx Ta AONOMDKHOT PEYOBUH NiKapcbKoro 3acoby.
MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignNoBiaHO A0 MNopsaKy 34iCHEHHS
hapMakoHarnsay, 3aTBepAXeHoro Hakazom MiHicTepcTsa
OXOPOHM 300POB’A YKpaiHu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpPOKaMu,
3a3HavYeHMN Y NepiogMYHOCTI NOAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

peyenmom
(Ne 100)

nionsieae

MOM® I3
DPYKTOBU
M CMAKOM

NbOASHUKM; No 4
NbOAAHUKN Y
cTpuni; no 5
cTpunis y

KapTOHHiM

TOB
"[IKOHCOH i
J>KOHCOH
YkpaiHa"

YKpaiHa

HOHIK

PapmacboThK
an

Nab6opaTtopi3

(BigAineHHs

IHais

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MiHK WoA0 6e3nekn/edekTBHOCTI Ta thapmakoHariagy.
BBegeHHs1 ab0 3MiHM [0 y3arasibHEeHNX AaHuX Npo cuctemy
dhapmakoHarnsgy (BBeeHHS y3araslbHEHNX AaHWX Npo

cucTemy chapmakoHarasgy, 3miHa ynoBHOBaXKEHOI 0cobu,

6e3
peyenma
(Ne 1, Ne 16,
Ne 20, Ne

Ne 1, Ne
16, Ne 20,
Ne 24 —
nionsieae;
Ne 100 —

UA/6076/01/01

24)
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n/n

Hassa
JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

Kopo6ui; no 8
NbOAAHUKIB Y
6nicTepi; no 2 abo
no 3 6nictepu B
KapTOHHiiA
Kopob6ui; no 1
NbOASHUKY B
nnisyj; no 100
NbOASHUKIB B
nnisui y 6aHui

ipmn "Ox. B.

Kemikans eHg,

PapmacbTHK
ans ita.")

BiANOBIAA/ILHOI 3a 34iiCHEHHA (dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHuKa gisi 3aiicHeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,

YNOBHOBaXeEHOT 0c06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnagy (BKIYaoun KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MilLieHHI MacTep-haiina cuctemn hapmakoHarnsay) -
3MiHa ynoBHOBaxeHOoI ocobu, BiANoBiAabHOI 3a
thapmakoHarnsag. [itoya pefakuis: YnoBHOBaXeHa ocoba
3a8BHVKa, BignoBigasbHa 3a hapmakoHarnsg — Mapis CniT.
KoHTakTHa ocoba 3asBHUKa, BiAnoBiga/ibHa 3a
thapmakoHarnag — ApHaytosa HOnis SleoHigiBHa.
MponoHoBaHa pegakuis: YNnoBHoBakeHa ocoba 3asaBHUKa,
BignosigasibHa 3a hapmakoHarnsag — ApHaytosa HOonis
JeoHigiBHa. 3MiHa KOHTaAKTHUX JaHWX YNOBHOBaXKEHOT
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnifg. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLie3HaX0MKeHHs MacTep-dhaiina.
3MiHu Wwoao 6e3nekn/edheKTMBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLji NikapCbKoro 3acoby, TeKCTi

MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHA Ha

nigcTaBi perynsipHo OHOBJ/THOBAHOIO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3aCTOCYBaHHSA NiKapcbKoro 3acoby B nicnsipeecTpaviiinii
nepiog, abo sik pe3ynbTaTt OUiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHnX BiANoBIAHO A0 NnaHy negiatpudHmnx
pocnipkeHb (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpPraHoMm) - 3MiHW BHECEHO [0 [HCTPyKL,i
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3ginis "MpoTunokasaHHs", "B3aemogist 3 iHWumun
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii",
"Ocob6nmBocTi 3acTocyBaHHs", "Mepeno3yBaHHA", "Mo6IYHI
peakuji" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
[ito4oi Ta JOMOMDKHUX PEYOBYMH NiKapCbKOro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiAHO A0 Mopaaky 34IACHEHH:
chapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepctea
OXOPOHW 340p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi Ykpainu 19 rpyHa
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 3[40POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTL: 3riAHO 3i CTPOKaMW,

3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHS perynsipHuX 3BiTiB 3

6e3neku.

3a
peyenmom
(Ne 100)

He
nionsieae

22,

AOP30TUM
one

Kpansni ouHi,
po3uMH No 5 mMny
hN1aKoHi-
KpanenbHuui, no 1

AapaH-
[aneHcbkmit
JNabopaTopiii
4.4

Xopsaris

AapaH-
[aneHcbkuii
Na6opaTopiii
a.n.

Xopsaris

MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH
3MiHu Wwoao 6e3nekn/edheKTMBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLji NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii 4151 MeINYHOr0 3aCTOCYBaHHS

3a
peyerimom

He
nidnsieae

UA/14028/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
hNakoHy- reHepuyYHUX/ribpuaHNx/6ionofibHNX nikapcbkmx 3acobis
KpanesbHuLi B nic/si BHECEHHS TiEl camMoi 3MiHM Ha ped)epeHTHUIA npenapar
KapTOHHI Kopo6Lyi (3miHa He NoOTpebye HafaHHS XOAHMX HOBUX AOAATKOBUX
[aHuX) - 3MiHU BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby A0 po3ainis:
"MpoTrnoka3aHHs", "B3aeMogis 3 iHLWMMUK NiKapCbKUMuy
3aco6amu abo iHLWi BuAW B3aemogiit”, "OcobmBocTi
3acTocyBaHHs","Mo6iuHi peakuji” BignoBigHO A0 OHOBNEHOT
iHchbopmawii pedhepeHTHOro nikapcbkoro 3aco6y (Kocont)
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigMNoBiAHO A0 Mopaaky 34IACHEHH:
chapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepctea
OXOPOHW 340p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
23. EHrICTon poO34nH gns Bionoriwe HimeuunHa Bionoriwe HimeuunHa MepepeecTpauis Ha HEOOMEXEHN TEPMIH. 3a He UA/2053/01/01
iH'ekyi, no 1,1 ma | Xainbmittenb XalinbmiTrens 3MmiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy. peyenmom nionsizae
B amnyni; no 5 Xeenb Mv6X Xeenb M'v6X

amnyn y KOHTYpPHIi
YapyHKOBIli
ynakosLi; no 1,
abo no 2, a6o no
20 KOHTYPHUX
YapyHKOBUX
yNakoBOK Y
KOpOOGLii 3 KApTOHY

3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
MapKyBaHHA Ta iIHCTPYKUIT 419 MEANYHOIO 3aCTOCYBaHHA Y
3B’AA3KY i3 HOBYMU AaHVMU 3 SKOCTi, JAOK/TiHIYHUMMU,
KNHIYHUMW faHMK Ta faHuMK 3 dpapMakoHarnsgy - 3MiHu
BHECEHO A0 IHCTPYKLiT 4518 MeANYHOro 3acTOCyBaHHSA
nikapcbKkoro 3acoby A0 po3giny "MNokasaHHa"
[3aTBepmxeHo: FOCTpi Ta XPOHiYHi iIHGEKLiHI
3aXBOPIOBAHHSA BipyCHOro NOXOMKEHHS (renaTwuT,
LMTOMEranoBipycHa iHdekuis, reprnec, OpoHXIT, MHEBMOHIS,
koktow, rpun, FPBI); HelipoaepMmiT, ek3eMa, eH0KapauT,
MiOKapAWT, 3aXBOPIOBAHHA HUPOK, PEBMATUYHI
3aXBOPIOBAHHS.
3anponoHoBaHo: [OCTpi Ta XPOHiYHi iIHGEKLiliHI
3aXBOPIOBAHHSA BipyCHOro NOXOMKEHHS (renaTwuT,
LMTOMEranoBipycHa iHdekuis, reprnec, OpoHXIT, MHEBMOHIS,
Kokntowl, rpun, MPBI)], a Takox Ao po3ginis "OcobanBoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BarirTHocTi abo
roflyBaHHs rpyaar” (yTouHeHHs), "Cnoci6 3actocyBaHHs Ta
[031" (YTOYHEHHS) BignoBigHO A0 OHOB/EHOT iHhopmaLi 3
6e3nekn 3aCToCyBaHHA NiKapcbKoro 3acoby, 3a3HayeHoil B
mMarepianax peecTpauiiHoro JocbE.
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHO A0 MNopsaaky 34iCHEHHSA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepcTea
OXOPOHW 340pO0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi locTuii Ykpainu 19 rpyaHs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMu1 y NepiognYHOCTI NoAaHHA perynspHuX 3BiTiB 3
6e3neku.
24. EMNANAPA® | posunH gns TOB "CaHodi- YkpaiHa CaHodi- HimeuunHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/10240/01/01
iH'ekuiii, 100 ABeHTIC ABEHTIC 3MiHuM Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsamy. peuyenmom niossieae
Og./mn, Ne 5: no 3 Ykpaina", [oiiunang, 3MiHM Y KOPOTKIili XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MY KapTpUaXi; rm6X MapKyBaHHS Ta iHCTPYKLT 4N MeANYHOro 3aCTOCYBaHHA Y
no 5 kapTpuaxis y 3B’A3KY i3 HOBUMU AA@HUMMW 3 AKOCTI, AOKAIHIYHUMN,
6nicTepHil KNIHIYHUMW f@aHnMKn Ta JaHuMn 3 hapmakoHarnsagy - 3MiHu
ynakoBLj B BHeECeHO A0 IHCTPyKUili AN MeAnyHOro 3acToCyBaHHA
KapTOHHii nikapcbKoro 3acoby Ao po3ainis "®apmMakonorivHi
KOpoo6L; B/1acTMBOCTI", "B3aemMogia 3 iHWMMKN NikapcbKMu 3acobamm
Ne 5:no 1 Ta iHWIi BMAM B3aemogjin”, "OcobmBOCTi 3acTocyBaHHsA",
KapTpuaxy no 3 "3[aTHICTb BNAMBATMU Ha LWBUAKICTb peakLil Npy KkepyBaHHi
M/, aBTOTpaHCNopToM abo iHWuMK MexaHismamu', "Cnocié
BMOHTOBaHOMY B 3acTocyBaHHs Ta go3u", "MepegosyBaHHs", "Mo6iuHI peakyii™
0HOPAa30Buii BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro oche.
NPUCTPIN - Wnpuy-
pyyky ConoCrap® MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
(6e3 ronok ans 6e3neku BignoBigHO A0 MopsiaKy 34iCHEHHS
iH'ekuin), no 5 hapMakoHarnsay, 3aTBepAxXeHoro Hakasom MiHictepcTea
LUNPUL-PYHOK Y 0XOPOHU 37,0p0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne 898,
KapTOHHii 3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
KOpOoo6L; 2016 poky 3a Ne 1649/29779 (y peaakuii Hakasy
Ne 1: no 10 mny MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big 26 BepecHs
CKNSTHOMY 2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu,
dhnakoHi; no 1 3a3HavYeHVMN Y NepiogMYHOCTI MOAaHHSA perynsipHuX 3BiTiB 3
chnakoHy B 6e3nekxu.
KapTOHHIN KopobLii
25. E€BPOMNEHE | nopoLuok s €Bpo Benvka EiCiEc ITanis MepepeecTpauis Ha 5 pokiB 3a He UA/9945/01/01
M pO34nHy Ans Naiidokep NTg, BpuTaHis [o6dap 3MiHM | TNy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom niossieae
iH'ekyii no 500 wmr; C.MN.A. thapmakoHarnsgy. 3MiHU y KOPOTKili xapakTepucTuLi

1 a6o 10
(hN1aKoHIB 3
NMOPOLLKOM Yy
KapTOHHI Kopo6Lyi

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
Me/[IM4YHOro 3acTOCyBaHHS
reHepUYHNX/ribpUaHNX/6ioNoAi6HNX NikapCbkmx 3aco6iB
nicns BHECEHHS TiET camoi 3MiHM Ha pedhepeHTHWIN Npenapat
(3miHa He noTpebye HafaHHA XO4HWNX HOBMX A0AATKOBUX
LaHnX) - 3MIHW BHECEHI 10 IHCTPYKLUiT y po3ainu
"®apmakonoriyHi BnactmsocTi”, "lMokasaHHA" (YTOUHEHHS),
"B3aemogis 3 iHWVMU NikapcbkuMK 3acob6amu Ta iHLWi BUAn
B3aemogii", "OcobMBOCTi 3aCTOCyBaHHS", "3acTocyBaHHs Y
nepiog, BaritTHoCTi abo rogyBaHHs rpyaat”, "3aaTHicTb
BM/IMBATW Ha LWUBMAKICTb peakLjii Npu KepyBaHHI
aBTOTPaHCNoOPTOM abo iHWMMK MexaHi3mamu', "Cnoci6
3acTocyBaHHs Ta aosu", "MobiyHi peakuii” BiANOBIAHO A0
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n/n

Hassa
JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

iHhopmalii pethepeHTHOro nikapcbkoro 3acoby (MEPOHEM,
MOPOLLOK A/18 PO34MHY AN iH'ekuiii, no 500 mr a6o no 1000
Mr).

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigMNoBiAHO A0 Mopaaky 34IACHEHH:
dhapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepctea
OXOPOHW 340p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMW,
3a3HavYeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku

26.

EBPOIEHE
M

NopOLLOK AN
PO34uHY ANs
iH'ekuiino1,0r; 1
a60 10 chnakoHiB 3
NMOPOLLKOM Y
KapTOHHI Kopo6Lyi

€8po
Navidokep NTa,

Benvka
BputaHis

EWCIEc
[o6cpap
C.IN.A.

ITanis

MepepeecTpauis Ha 5 pokiB
3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeANYHOro 3aCTOCYBaHHS
reHepUYHNX/TiBpUAHNX/6IoNoAI6HNX NikapCbkMx 3aco6iB
nicns BHECEHHS TiET camoi 3MiHM Ha pedhepeHTHWIN Npenapat
(3miHa He noTpebye HafaHHA XOLHWNX HOBMX A0AATKOBUX
[aHnX) - 3MiHW BHECEHI [10 IHCTPYKLUiT y po3ainu
"®apmakonoriyHi BnactmsocTi”, "lMokazaHHA" (YTOUHEHHS),
"B3aemogis 3 iHWVMU NikapcbkuMK 3acobamu Ta iHLWi BUAn
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHA", "3acTocyBaHHs Y
nepiog, BaritTHoCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BMAMBATY Ha LUBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMOPTOM abo iHWMMK MexaHidmamu', "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiuHi peakuii” BiANOBIAHO A0
iHchbopmaw,ii pedhepeHTHOro nikapcbkoro 3acoby (MEPOHEM,
NOPOLLIOK AJ151 PO34MHY ANs iH'eKLiid, no 500 mr a6o no 1000
Mr).

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBiaHO A0 MNopsiaKy 34iCHEHHS
hapMakoHarnsay, 3aTBepaAXeHoro Hakasom MiHicTepcTea
0XOPOHU 37,0p0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii YkpaiHu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTpPOKaMu,
3a3HavYeHVMN Y NepiogMYHOCTI MOAaHHSA perynsipHuX 3BiTiB 3
6e3neku

3a
peyerimom

He
nidnsieae

UA/9945/01/02

27.

IMYHO-
TOH®

cupon in bulk: no
100 mn y 6aHu;;
no 48 6aHoK y
KOpOoobi
KapTOHHOMY; MO

MAT
"Tannudapm"

YKpaiHa

NAT
"Tannudapm”

YKpaiHa

MepepeecTpavis Ha HeOGMeEXeHUIA TEPMIH
MepiognyHiCTb NOAAHHA PeryspHO OHOB/OBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaKy 34iCHEHHS
thapmakoHarnsgy, 3aTsepkeHoro Hakasom MiHictepctsa
0XOPOHU 370p0B’A YKpaiHu Bifg 27 rpyaHs 2006 poky Ne 898,

He
nidnsieae

UA/9511/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
200 M1y h1akoHi; 3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
no 30 chnakoHiB y 2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
KOpOOGi MiHicTepcTBa 0XOpOHY 340POB’A YKpaiHu Big 26 BepecHs
KapTOHHOMY 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpPOKaMu,
3a3HavYeHMN Y NepiogMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
28. IMYHO- cupon no 100 mn y MAT YkpaiHa MAT YkpaiHa MepepeecTpauis Ha HeOBMEXeHUIA TEPMIH 6e3 niossieae UA/2179/01/01
TOH® 6aHLUi; no 1 6aHL,i "Tannudapm" "Tannudgapm" 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay. peyenma
y nauui; no 100 mn 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
a6o 200 mny MapKyBaHHS Ta IHCTPYKLUIT 418 MeANYHOro 3aCTOCyBaHHS Ha
dhnakoHi; no 1 nigcTaBi perynspHo OHOB/IIOBAHOIO 3BITY 3 6e3nekn
chnakoHy y nauui nikapcbKkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCcTOCyBaHHsI NiKapCcbKoro 3acoby B nicnspeecTpauiiHnii
nepiog, abo sk pe3ynbTaTt OUiHK/ 3BiTy 3 AOC/IAKEHb,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuyHmX
pocnipkeHs (PIP) (3MiHY y3roipkeHo 3 KOMNETEHTHUM
YMNOBHOB&XEHUM OpraHom) - 3MiHN BHECEHO A0 IHCTPYKLii
AN MeAnYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3zinis "MpoTunokasaHHs", "B3aemogis 3 iHWMMMK
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogin",
"Oco6nmBoCTi 3acTocyBaHHA", "M06iuHI peakuii” BignoBigHO
[,0 OHOBNEHOT iHGhopMaLii 3 6e3nekn Ail4nX peHoBUH
nikapcbKoro 3acoby.
MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBiaHO A0 MNopsiaKy 34iCHEHHS
hapMakoHarnsay, 3aTBepAKeHoro Hakasom MiHictepcTea
0XOPOHU 37,0p0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii YkpaiHu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pesakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTpPOKaMu,
3a3HavYeHVMN Y NepiogMYHOCTI MOAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
29. KAHAIA NOPOLLIOK FneHmapk IHais neHmapk IHais nepepeecTpauisi Ha He0BMeXeHWt TEPMIH. 6e3 nionsieae UA/9754/03/01
HawKipHuiA, 10 PapmacboThK PapmacbioThK MepioAnyHICTb NOAAHHS PEryNsiPHO OHOB/IKOBAHOIO 3BITY 3 peyernma
mr/rno 30ry ans /11g. ans /114, 6e3neku BignoBigHO A0 MNopsaaKy 34iCHEHHS
thnakoHi; no 1 thapMakoHarnsagy, 3aTBepAxeHoro Hakasom MiHicTepcTsa
pN1akoHy B OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
KapTOHHI Kopo6Li 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HavyeHVMK y NepiogNYHOCTI NOAaHHA perynsipHnX 3BiTiB 3
6e3neku
30. KAPOA3WH | TabneTku, BKPUTI ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa nepepeecTpaLisi Ha He0O6MeXeHWi TepMiH 3a He UA/3048/01/01
-300POB'AA | nniBKOBO obmexeHoto BMPOGHMLTBA, 3MiHY | Tuny - 3MiHK Wwoao 6e3nekun/ehekTUBHOCTI Ta peyenmom nionsi2ae
060/10HKO10, M0 20 BiANOBiAA/TbHI KOHTPO/1b hapMakoHarnisgy. 3miHa y KOpoTKiii XapakTepucTuui
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
mr; no 30 CTHO AKOCTI, BUNYCK nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
Tabnetok y "dapmavesTu cepii: MeJMYHOro 3aCTOCyBaHHA Ha NigcTasi perynsipHo
6nicTepi; no 1 abo YyHa KOMMaHis ToBapucTBo 3 OHOBJIHOBAHOTO 3BITY 3 6€3Mekun Nikapcbkoro 3acoby, abo
2 6nictepuy "3p0poB'a” 06MeXeHo [ocnimpKeHb 3 6e3Mekn 3acToCyBaHHS JlikapCbKoro 3acoby B
KapTOHHiiA BiANOBiAabHI nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTar OLiHKW 3BITY
Kopob6ui; no 10 cTHO 3 AOCNigpKeHb, NPOBEAEHVX BIAMOBIAHO A0 MiaHy
Tabnetok y "PapmaueBTu negiatpnyHux gocnimxkersb (PIP) (3MiHy y3romkeHo 3
6nicTepi; no 3 YyHa KoMnaHis KOMMNETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN BHECEHO
6nictepn y "3p0pos's"’, [0 IHCTpyKLUii AN MEeAMYHOr0 3aCTOCYBaHHS /TiKapCbKoro
KapTOHHI Kopo6Lyi YKkpaiHa; 3acoby Ao posginia: "Ocob6nnBocCTi 3acTocyBaHHA", "TM06iIuHI
BCi cTagii peakuji" BiANOBIAHO A0 OHOBMEHOI iHdhopMaL,i 3 6e3nekn
BUPOBHMLITBA, 3aCTOCyBaHHSA Ajitl040i PeYOBUHM.
KOHTpONb MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
AKOCTI: 6e3neku BigMNoBiAHO A0 Mopaaky 34IACHEHH:
ToBapucTBO 3 chapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepctea
06MeXeHo OXOPOHW 340p0B’A YKpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
BiANOBiAabHI 3apeecTpoBaHuii B MiHicTepcTBi tocTuLi Ykpainu 19 rpyHs
CTiO 2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
"®APMEKC MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif, 26 BepecHs
reymn:, 2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i CTPOKaMMu,
YkpaiHa 3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6e3neku
31. KBETUKCO | Tabnetku, BKpUTI 3AT JlnToBCbka AkTasic J1T4. ManbTa nepepeecTpavisi Ha HEOOMEXEHUI TePMiH 3a He UA/13882/01/02
n nniBKOBOIO «®apwmnira» Pecny6nika 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsizae
060/10HKO0, NO hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
100 mr, no 10 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
TabneTok y MeAMYHOr0o 3acCTOCYBaHHS
6nictepi, no 3 reHepUYHNX/TiBpUAHNX/6IoNoAI6HNX NikapCbkMx 3aco6iB
6nictepn y nicns BHECEHHS Tiel camoi 3MiHM Ha pedhepeHTHUIA npenapar

KapTOHHI nayui

(3miHa He noTpebye HafaHHA XOLHWNX HOBMX A0AATKOBUX
OaHunX) - 3MiHW BHECEHI A0 IHCTPYKUIT 4151 MeAUYHOrO
3aCTOCyBaHHSA NikapcbKoro 3acoby B po3giu: "MokasaHHs",
"®apmakonorivHi BractmsocTi”, "MpoTunokasaHHs",
"B3aemogia 3 iHWKMKM NiKapcbkumy 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHSA", "3acTocyBaHHS Y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”, "3aaTHicTb
BM/IMBATW Ha LUBMAKICTb peakLii Npu KepyBaHHI
aBTOTpaHCNopToM abo iHWuMK MexaHismamu', "Cnocié
3acTocyBaHHsa Ta go3u", "MepegosyBaHHs", "Mo6iyHI peakyii™
BiANOBIAHO A0 iHGhopMAaLi LLOA0 MeANYHOro 3aCTOCYBaHHSA
pedhepeHTHOro likapcbkoro 3acoby (Seroquel, film-coated
tablets, 25 mg, 100 mg, 200 mg He 3apeecTpoBaHuii B
YKpaiHi); 3MiHun | Tuny - 3mMiHu Wwoao 6esnekn/eddeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHsa abo 3miHM 40 y3arasibHEeHNX
AaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0c06U, BiANOBIAaIbHOI 38 3[iCHEHHSA
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n/n

Hassa
JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHUKA AN19 34iiCHEHHA hapMakoHarniagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jificHEeHHs1 hapMakoHarsay (BKIHYakUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu
hapmakoHarnsgy) - 3MiHa yrnoBHOBa)XEHOI 0COOU 3asBHUKA,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnsgy.
MponoHoBaHa pepakuisn: LWuronesa MapiaHHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOi 0co6u. 3miHa
Micus 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 dapmakoHarnsgy.
3MiHa HoMepy Ta agpecu macTep-chaiina cucremm
thapmakoHarnsagy.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigMNoBiAHO A0 Mopaaky 34IACHEHH:
chapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepctea
OXOPOHW 340p0B’A YKpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6e3neku

32.

KBETUKCO
n

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO0, M0 25
mr, no 10
Tabnetoky
6nictepi, no 3
6nictepn y
KapTOHHI nayui

3AT
«®Papmnira»

JlutoBCbKa
Pecny6nika

AxTasic /174,

ManbTa

nepepeecTpavisi Ha HEOOMEXEHUI TePMiH
3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOr0o 3acCTOCYBaHHS
reHepUYHNX/TiBpUAHNX/6IoNoAI6HNX NikapCbkMx 3aco6iB
nicns BHECEHHS TiET camoi 3MiHM Ha pedhepeHTHWIN Npenapat
(3miHa He noTpebye HafaHHA XOLHWNX HOBMX A0AATKOBUX
OaHunX) - 3MiHW BHECEHI A0 IHCTPYKUIT 4151 MeAUYHOrO
3aCTOCyBaHHSA NikapcbKoro 3acoby B po3giu: "MokasaHHs",
"®apmakonorivHi BractmsocTi”, "MpoTunokasaHHs",
"B3aemogia 3 iHWKMKM NiKapcbkumy 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHSA", "3acTocyBaHHS Y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”, "3aaTHicTb
BM/IMBATW Ha LUBMAKICTb peakLii Npu KepyBaHHI
aBTOTpaHCNopToM abo iHWuMK MexaHismamu', "Cnocié
3acTocyBaHHsa Ta go3u", "MepegosyBaHHs", "Mo6iyHI peakyii™
BiANOBIAHO A0 iHGhopMAaLi LLOA0 MeANYHOro 3aCTOCYBaHHSA
pedhepeHTHOro likapcbkoro 3acoby (Seroquel, film-coated
tablets, 25 mg, 100 mg, 200 mg He 3apeecTpoBaHuii B
YKpaiHi); 3MiHun | Tuny - 3mMiHu Wwoao 6esnekn/eddeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHsa abo 3miHM 40 y3arasibHEeHNX
AaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0c06U, BiANOBIAaIbHOI 38 3[iCHEHHSA

3a
peyerimom

He
nidnsieae

UA/13882/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)

dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHUKA AN19 34iiCHEHHA hapMakoHarniagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jificHEeHHs1 hapMakoHarsay (BKIHYakUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu
hapmakoHarnsgy) - 3MiHa yrnoBHOBa)XEHOI 0COOU 3asBHUKA,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnsgy.
MponoHoBaHa pepakuisn: LWuronesa MapiaHHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOi 0co6u. 3miHa
Micus 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 dapmakoHarnsgy.
3MiHa HoMepy Ta agpecu macTep-chaiina cucremm
thapmakoHarnsagy.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigMNoBiAHO A0 Mopaaky 34IACHEHH:
chapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepctea
OXOPOHW 340p0B’A YKpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHS perynsipHuX 3BiTiB 3

6e3neku
33. KBETUKCO | Tabnetku, BKpUTI 3AT JlnToBCbka AkTasic J1T4. ManbTa nepepeecTpavisi Ha HEOOMEXEHUI TePMiH 3a He UA/13882/01/03
n nniBKOBOIO «®apwmnira» Pecny6nika 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsizae
060/10HKO0, NO hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
200 wmr, no 10 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
TabneTok y MeAMYHOr0o 3acCTOCYBaHHS
6nictepi, no 3 reHepUYHNX/TiBpUAHNX/6IoNoAI6HNX NikapCbkMx 3aco6iB
6nictepn y nicns BHECEHHS Tiel camoi 3MiHM Ha pedhepeHTHUIA npenapar
KapTOHHI nayui (3MiHa He NoTpebye HafaHHS XOAHMNX HOBUX AOAATKOBUX

OaHunX) - 3MiHW BHECEHI A0 IHCTPYKUIT 4151 MeAUYHOrO
3aCTOCyBaHHSA NikapcbKoro 3acoby B po3giu: "MokasaHHs",
"®apmakonorivHi BractmsocTi”, "MpoTunokasaHHs",
"B3aemogia 3 iHWKMKM NiKapcbkumy 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHSA", "3acTocyBaHHS Y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”, "3aaTHicTb
BM/IMBATW Ha LUBMAKICTb peakLii Npu KepyBaHHI
aBTOTpaHCNopToM abo iHWuMK MexaHismamu', "Cnocié
3acTocyBaHHsa Ta go3u", "MepegosyBaHHs", "Mo6iyHI peakyii™
BiANOBIAHO A0 iHGhopMAaLi LLOA0 MeANYHOro 3aCTOCYBaHHSA
pedhepeHTHOro likapcbkoro 3acoby (Seroquel, film-coated
tablets, 25 mg, 100 mg, 200 mg He 3apeecTpoBaHuii B
YKpaiHi); 3MiHun | Tuny - 3mMiHu Wwoao 6esnekn/eddeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHsa abo 3miHM 40 y3arasibHEeHNX
AaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0c06U, BiANOBIAaIbHOI 38 3[iCHEHHSA
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n/n

Hassa
JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHUKA AN19 34iiCHEHHA hapMakoHarniagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jificHEeHHs1 hapMakoHarsay (BKIHYakUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu
hapmakoHarnsgy) - 3MiHa yrnoBHOBa)XEHOI 0COOU 3asBHUKA,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapmakoHarnsgy.
MponoHoBaHa pepakuisn: LWuronesa MapiaHHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOi 0co6u. 3miHa
Micus 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 dapmakoHarnsgy.
3MiHa HoMepy Ta agpecu macTep-chaiina cucremm
thapmakoHarnsagy.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigMNoBiAHO A0 Mopaaky 34IACHEHH:
chapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepctea
OXOPOHW 340p0B’A YKpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6e3neku

34.

KETO
Aantoc

wamMnyHb no 60
ma a6o no 150 mn
y thnakoHi; no 1
chnakoHy B
KapTOHHI Kopo6Lyi

"neHmapk
dPapmacboTuK
ans /114,

IHais

neHmapk
PapmacboTuK
ans /114,

IHais

MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH
3MiHM Woa0 6e3neku/ehekTMBHOCTI Ta dpapMakoHarisay.
3MiHa Y KOpOTKili XxapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT A/19 MEANYHOIO 3aCTOCYBaHHSA Ha
nigcTaBi perynspHo OHOBJ/THOBAHOIO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCcbKoro 3acoby B nicnspeecTpauiiHni
nepiog, abo sik pe3ynbTaTt OLUiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHnX BigNoBIiAHO A0 NaHy nejiatpuydHmnx
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLIi 418 MEAUYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby go posginis "OcobamBoCTi
3actocyBaHHs", "Mo6iYHi peakwii" BignoBigHO [0 OHOBMEHOI
iHhopMmaLii 3 6e3nekun AitUnx pevyoBmH Ta AOMOMDKHUX
PEYOBUH.

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MopsiaKy 34iCHEHHS
hapMakoHarnsay, 3aTBepAXeHoro Hakasom MiHicTepcTea
0XOPOHU 37,0p0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu,
3a3Ha4YeHVMU Y NepiogMYHOCTI NoAaHHS perynsipHuX 3BiTiB 3

6e3
peuyenma

nionsieae

UA/10142/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
6e3neku.
35. KONAPEKC | nopowok gns nakcoCmitKn Benvka CmiTKnsanH IcnaHis MepepeecTpauis Ha HEOOMEXEHN TEPMIH. 6e3 nionsieae UA/2560/01/01
XOTPEM 31 | opanbHoro ANRH BputaHis Bivem C.A. 3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. peyenma
CMAKOM po3unHy; no 5t KoHcblomep 3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
NMOHY NMOPOLLKY Y Xenckep (HOK) MapKyBaHHA Ta iIHCTPYKUIT 419 MEANYHOIO 3aCTOCYBaHHA Y
nakeTuky; no 5 TpelgiHr 3B’AA3KY i3 HOBYMU AaHVMU 3 SKOCTi, JAOK/TiHIYHUMMU,
a60 10 nakeTukis Nimitepn KNHIYHUMW faHMK Ta faHuMK 3 dpapMakoHarnsgy - 3MiHu
Y KapTOHHii BHECEHO [0 IHCTPYKL,i 415 MeANYHOro 3acTOCyBaHHSA
KOpoo6Li nikapcbKoro 3acoby fo posginis "Cknag'" (pegaryBaHHs
TeKcTy), "®apmakonorivyHi BNacTuBocTi" (pefaryBaHHs
TekcTy), "TpoTnnokasaHHsa", "B3aemogis 3 iHWuMun
nikapcbk1MK 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco6nmBOCTiI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
[03n" (YTOYHeHHs iHdhopmadii), "MepegosyBaHHS"
BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro focChe.
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHO A0 MNopsaaky 34iCHEHHSA
dhapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepcTea
OXOPOHW 340pO0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLji Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMW,
3a3HavYeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
36. NAMIBUN® | TabneTku no 250 HosaprTic LLiBeiuapis BMPOGHMLTBO, HimeuunHa MepepeecTpauis Ha HeOOMeEXeHNA TePMIH. 3MiHu | Tuny - 3a He UA/1005/02/01
mr; no 14 dapmva Al KOHTPO/b 3MiHu Woao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peyenmom niossieae
TabneTok y AKOCTI, BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
6nicTepi; no 1 nakyBaHHs, thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo
6nictepy B BUMYyCK cepii: cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
KopooLi HosapTic BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
dapma ocobu 3 hapmakoHarnagy 3asBHvKa ANs 34iCHEHHS
MpoaakLwH thapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
M6X

YNOBHOBaXXEHOT 0CO6U, BiANOBiAAILHOI 32 34iiCHEHHS
hapmakoHarniagy (BKIYaoun KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MiLLieHHI MacTep-dhaiina cuctemu hapmMakoHarnsay)
3MiHa yNnoBHOBaXKEHOT 0CO6M BifNOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy. 3MiHa KOHTakTHUX AaHUX YNOBHOBaXXEHOT
ocobu BignoBifanbHOI 3a hapmakoHarnag. [itova pefakuyis:
Gabriele Hecker-Barth, M.D., Ph.D. MNMponoHoBaHa peAakuisi:
David J Lewis, B.Sc (Hons), Ph.D. 3Mminu Il Tuny - 3MiHn
oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOPOTKIili XapakTepucTuLj NikapcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKUIT A/19 MEANYHOIO 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMU AA@HUMMW 3 AKOCTI, AOKNIHIYHUMN,
KNIHIYHUMW faHMK Ta faHMK 3 dpapMakoHarnsgy - 3MiHm
BHECEHO 10 iIHCTPYKLi 415 MeANYHOTr0 3acTOCyBaHHS
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n/n

Hassa
JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

nikapcbKoro 3acoby Ao po3ainis "®apmMakonorivHi
BnacTuBOCTI" (YTOUHEHHS iHchbopmawi), "MokasaHHa"
(peparyBaHHs TeKCTy), "B3aemMogis 3 iHLLIMMM NiKapCbKMM
3aco6amMu Ta iHLWi BUAY B3aemogiii”, "OcobmBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof BaritTHOCTi Ta
rogyBaHHs rpyaar” (yTouHeHHs iHdopmauii), "3gaTHicTb
BMMBATY Ha LIBUAKICTb peakLii npukepyBaHHi
aBTOTPaHCMopTOM abo iHWMMKN MexaHisMamu" (YTOUHEHHS
iHchbopmawii), "Cnoci6 3acTocyBaHHs Ta f03U" (YTOUHEHHS
iHbopmauii), "Mepeno3yBaHHsA", "MobiuHi peakwii "
BiNOBIAHO [0 MaTepianiB peecTpauiiHoro fochbe.
MepiognyHICTb NOAAHHSA PerysipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaKy 34iCHEHHS
hapMakoHarnsgy, 3aTBepAXeHoro Hakasom MiHicTepcTsa
0XOPOHU 37,0P0B’A YKpaiHu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii YkpaiHu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpOHY 340pOB’A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHMN Y NepiogMYHOCTI NOAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

37.

NEBOKIN3

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOI0, N0
250 mr; no 5
Tabnetok y
6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

Aypo6iHa0
dapwma JITg

IHais

Aypo6iHa0
dapma
NimiTen —
HOHiIT VII

IHais

MepepeecTpaLis Ha HEOBMEXEHWNIA TEPMIH. 3MiHK | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTaBi perynspHo OHOB/IIOBAHOIO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSI NiKapCcbKoro 3acoby B nicnspeecTpauiiHnii
nepiog, abo sk pe3ynbTaTt OUiHK/ 3BiTy 3 AOC/IAKEHb,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
pocnigpkeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHMM OpraHoM) 3MiHW BHECEHI [0 IHCTPYKLUIi Ans
MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby y po3ginu:
"MokasaHHA" (iHhopmauisa wonao 6esneku), "OcobamBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHA Ta A03U" (YTOUHEHHS
iHdhopmawii), "Mo6iyHi peakwii” BiANOBIAHO 4O OHOBMEHOI
iHbopmawii 3 6e3neku Aityoi pevHoBUHN.

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MopsiaKy 34iCHEHHS
hapMakoHarnsay, 3aTBepAXeHoro Hakasom MiHicTepcTea
0XOPOHU 37,0p0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu,
3a3Ha4YeHVMU Y NepiogMYHOCTI NoAaHHS perynsipHuX 3BiTiB 3

3a
peyenmom

He
nionsieae

UA/13743/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
6e3neku.
38. NEBOKIN3 TabneTkn, BKpUTI AypobiHgo IHAjis AypobiHao IHAiA MepepeecTpauis Ha HEO6MeEXeHUA TEPMIH. 3MiHu | Tuny - 3a He UA/13743/01/02
nniBKOBOIO dapma /lTg dapma 3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. peyenmom nionsizae
060/10HKO0, NO NimiTen — 3MiHa y KOpOTKili XxapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
500 mr; no 5 HOHIT VII MapKyBaHHS Ta iHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHSA Ha
Tabnetoky nigcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3nekn
6nictepi; no 1 nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
6nictepy B 3aCTOCyBaHHS NiKapCbKoro 3acoby B nicnspeecTpauiiHni
KapTOHHI Kopo6Lyi nepiog, abo sik pe3ynbTaTt OLUiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHWX BiANOBIAHO A0 NaHy nejiatpuydHmnx
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
YMOBHOBaXEHVM OpraHoM) 3MiHU BHECEHI A0 iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby y po3ginu:
"MokazaHHsA" (iHopmauisa woao 6esnekn), "OcobamBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta f0o3u" (YTOUHEHHS
iHhopMmawii), "Mo6iuHi peakwii" BiANOBIAHO 4O OHOBEHOI
iHchopmawii 3 6e3nekn Airoyoi pevyoBuHN.
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHoO A0 MNopsaaky 34iCHEHHSA
chapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLji Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i CTPOKaMW,
3a3HavYeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
39. NOPATAAWN | Ttabnetku no 10 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpalis Ha HEOOMEXEHUIA TePMiH. 3MiHK | Tuny - 6e3 nidnsieae UA/2191/01/01
H- mr, no 10 "apmaueBTu "®apmaueBTu 3MiHu Woao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peyenma
AAPHULA Tabnetok y YHa thipma YyHa hipma 3MiHa y KOpOTKili xapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
KOHTYPHIli "fapHuus” "fapHuus” MapKyBaHHS Ta iHCTPYKUIT A/19 MEANYHOrO 3aCTOCYBaHHA Ha
YapyHKOBIli nigcTaBi perynsipHo OHOBJ/IHOBAHOIO 3BiTYy 3 6e3nekn
ynakosLi; no 1 nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
KOHTYPHIl 3aCTOCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiHni
YapyHKOBIl nepiog, abo sik pe3ynbTaTt OLiHK/ 3BiTy 3 AOC/iAKEHb,

ynakosLi y navwi

npoBeAeHNX BiANOBIAHO A0 NaHy nejiatpuydHmnx
pocnigpkeHs (PIP) (3MiHy y3rogpkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHW BHeCeHi [0 IHCTPYKLUIi Ans
MeAMYHOro 3acTOCYBaHHA MikapCbKoro 3acoby y po3ginu:
"Oco6nmBoCTi 3acTocyBaHHA", "Mo6iuHI peakuii” BignosigHO
[10 OHOB/EHOT iHGhopMaLii 3 6e3Mnekun Aikoyol Ta JoONOMKHUX
PEYOBYH.

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 Mopsiaky 34iNCHEHHS
hapMakoHarnsay, 3aTBepAKeHoro Hakasom MiHictepcTea
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
OXOPOHW 340p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuji Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 3[40POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTL: 3riAHO 3i CTPOKaMu,
3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6e3neku.
40. MNAKCENAL | cupon, 10 mr/5 mn; INCEH ®paHuis Brpo6HMLTBO, ®paHuis MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH 6e3 nionsi2ae UA/2437/02/01
NH® no 125 mny ®APMA nepBrHHE Ta 3MmiHu Wwoao 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsgy. peyenma
thnakoHi; no 1 BTOPWHHE 3MiHU Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
dhnakoHy 3 MipHOIO nakyBaHHs: MapKyBaHHS Ta iHCTPYKUIT A/19 MEANYHOrO 3aCTOCYBaHHSA y
JIOXKOI Y CO®APTEKC, 3B’AA3KY i3 HOBYMU AaHVMU 3 SKOCTi, JAOK/TiHIYHUMMU,
KapTOHHI Kopo6Lyi dpaHuis; KNIHIYHYMY faHuMK Ta jaHuMu 3 chapMakoHarnsgy - 3miHu
KoHTposib BHECEHO [0 IHCTPYKL,i 415 MeANYHOro 3acTOCyBaHHS
AKOCTI, BUMYCK nikapcbKoro 3acoby Ao po3ginis: "OcobnnBoCTi
cepit: 3acTocyBaHHA", "3acTocyBaHHS y nepiog, BariTHoCTi abo
BOO®YP roflyBaHHs rpyaar” (yrouHeHHs), "Cnoci6 3actocyBaHHs Ta
INCEH po3n" (pegaryBaHHs), "Oitn" (pegaryBaHHs), "Mo6ivHi
IHOYCTPI, peakuii" Wwoao 6e3neku 3acTocyBaHHSA Bi4NoOBIAHO L0
®paHuisa marepianis peecTpaLiiHoro JOCbE.
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHO A0 MNopsaaky 34iCHEHHA
dhapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLji Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOpPOHU 30POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i CTPOKaMu,
3a3HavYeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku
41. MNEHTUNIH po3uunH ans KPKA, a.4., CnoBeHis KPKA, a.4., CnoBeHis MepepeecTpauis Ha HeOOMeEXeHUA TePMIH. 3MiHu | Tuny - 3a He UA/2694/02/01
iH'ekuiii, 100 mr/5 HoBo mecTo HoBo mecTO 3MiHu Woao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. peyenmom niossieae

M no 5 mn (100
Mr) B amnyni, no 5
amnyn y 6nictepi,
no 1 6nictepy B
KapTOHHI Kopo6Lyi

3MiHa y KOpOTKili XxapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKUIT A/19 MEANYHOrO 3aCTOCYBaHHSA Ha
nigcTasi perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapcbkoro 3acoby B nicnspeecTpauiiHni
nepiog, abo sik pe3ynbTaTt OLUiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHNX BiANOBIAHO A0 NaHy negiatpuydHmnx
pocnipkeHs (PIP) (3MiHy y3roapkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO [0 iHCTPYKLUIT Y
po3ainu "B3aemogis 3 iHWMMK fikapcbknMu 3acobamu Ta
iHLWi BMAW B3aemogiin", "OcobmBOCTi 3aCTOCYBaHHA",
"Mepepo3yBaHHs", "Mob6iyHI peakuii” BiANOBIAHO A0
OHOB/EHOT iHGhopMaLii 3 6e3nekn Ail4ol peyoBUHU.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigMNoBiAHO A0 Mopaaky 34IACHEHH:
chapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepctea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHVMU Y NepiogMYHOCTI MOAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
42, niPNAOKC KpUCTaniyHuii TOB YkpaiHa LbKaHrkci Kutaii MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH - He UA/14182/01/01
NHY NOPOLLIOK "BANIAPTIH TbSHKCIH nionsizae
rigpoxno (cy6eTaHuin) y PAPMA" dapmacbioTika
PUA nonieTuIeHoBNX n Ko., 1114,
(BITAMIH naketax gns
B6) hapmaueBTUYHOT
0 3aCTOCYBaHHS
43. MPOTAMIH | nopouiok MpAT «Mo YkpaiHa Annc AnoHis MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. - He UA/1059/01/01
Yy (cy6eTaHuin) y BUPOOHULITBY dapmaueyTika nionsieae
CYNb®AT MiLLKax 3 iHCyniHIB N Ing. Ko. /ita.
nonietTuneHy ans "IHOAP"
BUPOGHMLTBA
CTepUIbHUX
Nikapcbknx dhopm
44. cupPon Blf | cupon, no 50 mn, [Op. Taiicc HimeuunHa [Op. Tavicc HimeuunHa MepepeecTpalist Ha HeobMeXeHWi TepMiH. 3MiHu Il Tuny - 6e3 nionsi2ae UA/2336/01/01
KALUTHO a6o no 100 mn, HaTypBapeH HaTypBapeH 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peyenma
ap. abo no 250 mny M6X M6X 3MiHU Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
TANCCA thnakoHi; no 1 MapKyBaHHA Ta iHCTPYKUIT A/18 MEANYHOIO 3aCTOCYBaHHA Y

(pN1akoHy B
KapTOHHI Kopo6Lyi

3B’A3KY i3 HOBUMU AA@HUMMW 3 SIKOCTi, AOKAIHIYHUMN,
KNiHIYHUMY faHMK Ta faHuMK 3 dpapMakoHarnagy - 3MiHm
BHECEHO 10 IHCTPYKL,i A1 MeANYHOro 3acTOCyBaHHSA
NiKkapcbKoro 3acoby Ao po3ainis "MpoTunokasaHHa",
"Oco6nMBOCTI 3acTocyBaHHS", "3acTocyBaHHs y nepios
BariTHOCTi abo rofyBaHHA rpyaar”, "34aTHiCTb BNAMBATU Ha
LWBMAKICTb peakLii Npy KkepyBaHHi aBTOTPaAHCNOPTOM abo
iHLWIMMKW MexaHi3mamu'" BiANOBIAHO A0 MaTepianis
peecTpaLiiHoro AochbeE.

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiAHO A0 Mopaaky 34iACHEHH:
dhapmakoHarnsgy, 3aTBepipkeHoro Hakasom MiHictepctea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTui Ykpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i CTPOKamu,
3a3HaYeHVMM Y NepioAMYHOCTI NOJAaHHA PerynsipHuX 3BiTiB 3
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
6e3neku.
45, CO/NEPOH Tabnetkn no 100 TOB "ACIHO YkpaiHa TOB "®apma YkpaiHa MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/10209/01/01
100 mr, no 10 YKPAIHA" Crapt" 3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. peyenmom nionsizae
Tabnetok y 3MiHa y KOpOTKili XxapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
6nicTepi; no 1, 3 MapKyBaHHS Ta iHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHSA Ha
abo 6 6nicTepiB y nigcTaBi perynsipHo OHOBJ/THOBAHOIO 3BiTY 3 6e3nekn
nauui 3 KapToHy nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKoro 3acoby B nicnspeecTpauiiHni
nepiog, abo sik pe3ynbTaTt OLUiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHWX BiANOBIAHO A0 NaHy nejiatpuydHmnx
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3 KOMNETEHTHUM
YMOBHOB&XXEHVM OpraHoM) - 3MiHU BHECEHO A0 IHCTPYKLT
ONA MeAUYHOr0o 3aCTOCYBaHHS NiKapcbKoro 3acoby y po3fin
"Oco6nMBOCTI 3acTOCyBaHHA" Bi4NOBIAHO [0 OHOBIEHOT
iHcbopMmawii 3 6e3nekn [ONOMIXKHOT PEYOBUHU.
MepiognyHiCTb NOAAHHA PEryIipHO OHOB/IOBAHOTO 3BITY 3
6e3neku BignoBigHoO A0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepiXeHoro Hakasom MiHictepcTea
0XOPOHU 3[,0p0B’A YKpaiHu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBI tocTuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHY 340POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifAHO 3i CTPOKaMu,
3a3HavyeHVMuK y NepiogNYHOCTI NoLaHHA perynspHuX 3BiTiB 3
6e3neku.
46. CONEPOH Tabnetku no 200 TOB "ACIHO YkpaiHa TOB "®apma YkpaiHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/10209/01/02
200 mr, no 10 YKPAIHA" Crapt" 3MiHuM Wwopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsmy. peyenmom nionsieae
Tabnetok y 3MiHa y KOpOTKili XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI

6nicTepi; no 1, 3
abo 6 6nictepiB y
nauj 3 kKapToHy

MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTasi perysisipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
niKkapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA NiKapcbKoro 3acoby B micnsipeecTpaLiiHni
nepiog, abo sk pe3ynbTart OLiHKM 3BITY 3 AOC/IKEHb,
npoBefeHnX BigNoBIAHO A0 NAaHy negiaTpuyHmX
pocnigpxeHs (PIP) (3MiHY y3ropkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpPraHoMm) - 3MiHV BHECEHO A0 iHCTPYKLIT
0159 MeAMUYHOro 3acTOCyBaHHS NikapCbKOro 3acoby y po3gin
"Oco6nMBOCTI 3aCTOCyBaHHS" Bi4NOBIAHO O OHOB/IEHOT
iHhopmaLii 3 6e3nekun AONOMDKHOT PeYOBUHN.

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 Mopsiaky 34iNCHEHHS
hapMakoHarnsay, 3aTBepAXeHoro Hakasom MiHicTepcTea
OXOPOHW 340p0B’A YKpaiHu Bif 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi rocTuLii Ykpainu 19 rpyaHs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMu1 y NepiognYHOCTI NoAaHHA perynspHuX 3BiTiB 3
6e3neku.
47. COPBEKC® | kancynmno 0,25r TOB YkpaiHa TOB YkpaiHa MepepeecTpauis Ha HEOOMEXEHWNA TEPMIH 6e3 nionsizae UA/10156/01/01
no 10 kancyny "BAJNTAPTIH "BANTAPTIH 3MiHuM Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsamy. peyenma
6nicTepi; no 1 abo PAPMA" PAPMA" 3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
no 2 6nictepn y MapKyBaHHS Ta iHCTPYKLT AN MeAnYHOro 3acToCyBaHHA Ha
nauui 3 KapToHY; nigcTasi peryssipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
no 2 kancynmy niKkapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
6nicTepi; no 100 3aCTOCyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiinii
6nicTepiB y nauui nepiog, abo sk pe3ynbTar OLiHKM 3BITY 3 AOC/IHKEHb,
3 KapToHYy npoBefeHnX BigNOBIAHO 40 NAaHy negiaTpuyHmX
pocnigpxeHs (PIP) (3MiHy y3rof)keHo 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) - 3MiHV BHECEHO A0 IHCTpyKLi
0151 MeANYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby Ao
po3giny "Oco6nnBOCTi 3aCTOCYBaHHA" BiANOBIAHO A0
OHOBNEHOT iHhopMaLii 3 6e3neKky LONOMIXHOI Pe4OBUHU
nikapcbKoro 3acoby.
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHO A0 MNopsaaky 34iCHEHHA
dhapmakoHarnsgy, 3aTBeppkeHoro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLji Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOpPOHU 30POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i CTPOKaMu,
3a3HavYeHVMU Y NepiogMYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
48. CNA3MA/NI | po3unH gns AT Bonrapis AT Bonrapis MepepeecTpayis Ha HEOOMEXEHUA TEPMIH. 3a He UA/3531/01/01
OH® iH €KL, No 2 mn "Codpapma” "Codpapma” MepioAnyHICTb NOAAHHA PErynIspHO OHOBJIKOBAHOIO 3BITY 3 peyenmom niossieae
abo 5mnB 6e3neku BignoBigHO A0 Mopsiaky 34iCHEHHS
amnyni; no 5 abo thapmakoHarnsgy, 3aTBepxeHoro Hakasom MiHictepctea
10 amnyny OXOPOHW 340p0B’A YKpaiHu Bif 27 rpyaHsa 2006 poky Ne 898,
6nictepi; no 1 3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
6nictepy B 2016 poky 3a Ne 1649/29779 (y peaakuii Hakasy
KapTOHHIN nayui MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpPOKamu,
3a3HayYeHVMN Y NepiogMYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6e3neku.
49. CTATESI TabneTku, BKPUTI Mini Xenckepe Benvka Menpo IHais MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/9675/01/01
10/10 060/10HKOI0, M0 10 Niviteg BpuTaHis dapmacblTHK 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peuyenmom nidnsieae
Tabnetok y auc Mpisat 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
6nicTepi; no 3 Nimiten MapKyBaHHA Ta iHCTPYKUIT 4719 MEeANYHOro 3aCTOCYBaHHA Ha
6nicTepu B nigcTaBi perysisipHO OHOBJ/TOBAHOTIO 3BITY 3 6e3nekn
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n/n

Hassa
JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

KapTOHHI Kopo6Lyi

nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3aCTOCYBaHHSA NiKapcbKoro 3acoby B nicnsipeecTpaviiHnii
nepiog, abo sik pe3ynbTaTt OUiHK/ 3BiTy 3 AOC/iAKEHb,
npoBeAeHnX BiANoBigHO A0 NnaHy negiatpudHmnx
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpPraHoMm) - 3MiHW BHECEHO [0 [HCTPYKL,i
AN MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3zinis "B3aemopis 3 iHWMMK fikapcbknMuy 3acobamn Ta
iHWI BMAay B3aemogiin”, "OcobmBoCTi 3aCTOCyBaHHA"
BiANOBIAHO 0 OHOBNEHOT iHGhOpMaLlii 3 6e3neku
3aCTOCYBaHHS Ait040T PEYOBUHM.
MepiognyHICTb NOAAHHSA PerysipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaKy 34iCHEHHS
hapMakoHarnsgy, 3aTBepAXeHoro Hakasom MiHicTepcTsa
OXOPOHM 3[,0POB’A YKpaiHu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLii YkpaiHu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpOHY 340pOB’A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HavYeHMN Y NepiogMYHOCTI NOAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

50.

CcTonTyCcun
H-TEBA

Kpanni opasbHi,
po3ynH no 10 mn
abono25Mmny
hNakoHi 3
KPULLIKOO-
KpanenbHULelo ;
no 1 dpnakoHy B
KopoobUi

TEBA
dapmaueBTika
n lHaacTpi3
nra.

I13painb

TeBa Yex
IHpacTpi3
c.p.o.

Yecbka
Pecny6nika

nepepeecTpauis Ha HeobMexeHuit TepMiH
3MiHM | Tuny - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHu 0 y3arasibHeHNX
[JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
YMOBHOBaXEHOT 0co6u, BiANOBiAaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHMKa ANA 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jificCHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0o 3MiHM Yy po3MilLeHHI MacTep-haiina cuctemm
thapmakoHarnagy) - [litoya pegakuis: YnoBHoBaxeHa ocoba
3asBHVKa, BignoBigasbHa 3a hapmakoHarnsg — Dr. Hedva
Voliovitch MD, PhD. MponoHoBaHa pefakuis:
YnoBHOBaXeHa ocoba 3asiBHMKa, BifnoBigasibHa 3a
thapmakoHarnsag — Orit Stern-Maman. KoHTakTHa ocoba
3asBHWVKa, BignosiganbHa 3a hapmakoHarnsg - buctposa
OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0co6MU, BiANOBILabHOI 3a (hapmakoHarnsg,
3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0CO6M, BiANOBIAA/IbHOI
3a thapmakoHarnag. 3MiHa Micus 34iliCHEHHS OCHOBHOT
LisNbHOCTI 3 chapmakoHarnagy. 3miHa Homepa Ta
MicLie3HaxoMKeHHs macTep-dhainna; 3miHu | Tuny - 3MiHn
oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKIili XapakTepucTuL,j NikapCbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLIT NS MeAMYHOro 3aCTOCYBaHHSA Ha

6e3
peyenma

nionsieae

UA/2447/01/01
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n/n

Hassa
JNliKapcbKo2
0 3acoby

dopma suUnycKy
(nikapcbka
¢popma,
yrnakoskKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs

nigcTasi perysisipHoO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCcbKoro 3acoby B nicnspeecTpauiiinii
nepiog, abo sk pe3ynbTat OLiHKM 3BIiTY 3 AOC/iKEHb,
npoBefieHnxX Bi4NOBIAHO 40 NNaHy neiaTpuyHmX
pocnigpxeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHW BHECEHO A0 IHCTPYKLT
0151 MeANYHOro 3aCTOCyBaHHS fikapCcbKoro 3acoby Ao
po3ginis "MNpoTunokasaHHsA", "B3aemogis 3 iHWNMK
nikapcbknMu 3acobamu abo iHLi BUAY B3aeMogii",
"Oco6n1BOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaa” (YTOUHeHHs iHdhopmadii),
"3[aTHICTb BNAMBATU Ha LWBUAKICTb peakLil Npy KepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK MexaHiamamu'”, "Mo6iuHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Lit0UNX PEYOBUH.

MepiognyHiCTb NOAAHHA PEryspHO OHOB/IOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepixeHoro Hakasom MiHictepcTea
OXOPOHW 340POB'A YKpaiHu Bif, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBI tocTuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMuK y NepiogNYHOCTI NoAaHHA perynspHuX 3BiTiB 3
6e3neku

51.

TIBOPTIH®
ACIMAPTAT

PO34YUH OpasibHUA,
200 mr/mn, no 100
M a6o no 200 mn
y chnakoHi; no 1
(h1akoHy 3 MipHOI
JIOXKOIO B NauLj 3
KapTOHY; N0 5 mMn
a6o no 10 mn B
0[IHO,030BOMY
KOHTelHepi; no 10
0[1HOA,030BUX
KOHTEWHepiB Y
nakertax 3
noniMepHoI NiBkn
3 Hanucom; no 1
nakeTy B nauui 3
KapTOHY

TOB "tOpis-
Papm”

YKpaiHa

TOB "tOpis-
Papm”

YkpaiHna

nepepeecTpalist Ha He0ObMeXeHWin TepMiH
3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkn Aikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs NikapCbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo K pe3ynbTaT OLiHKM 3BIiTY
3 AOCNigpKeHb, NPOBEAEHVX BIAMNOBIAHO A0 NiaHy
neajatpnyHux gocnigpkeHs (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVWM OPraHoM) - 3MiHW BHECEHO
[0 IHCTPYKLT Ta KOPOTKOT XapakTepuCTUKM NiKapCbKoro
3acoby Ao po3giny “lNokasaHHa" Ta iHWKUX po3ginis
"MpoTunokasaHHA", "B3aeMogis 3 iHLWIMMKU NiKapCbKuMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobamBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta f0o3U" (YTOUHEHHS
iHhopmawii), "Mo6iuHi peakwii" BiANOBIAHO 4O OHOBEHOI
iHchopmawii 3 6e3nekn 3acTocyBaHHSA Ail040i Ta ONOMIKHUX
PEYOBYH.
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo A0 MNopsaky 34iCHEHHSA

6e3
peuyenma

He
nionsieae

UA/9941/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n | sikapcbKo2 (nikapcbka 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
0 3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
chapmakoHarnsgy, 3aTBepixeHoro Hakasom MiHictepcTea
OXOPOHW 340POB'A YKpaiHu Bif, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepCTBI tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMuK y NepiognYHOCTI NoAaHHA perynspHuX 3BiTiB 3
6e3neku
52. ®AMOTUA | nopoLuok MpAT YkpaiHa INKA IHgjis nepepeecTpalist Ha He0ObMeXeHWin TepMiH - He UA/3370/01/01
NH KpucTanivyHnii abo "apmaueBTu NABOPATOPI nionsieae

Kpuctanu YHa thipma C IMITEL
(cybeTaHuis) y "AapHuus"
nakertax
noAgiiHNX
nonieTNeHoBux
ans
hapmaveBTU4HOr

0 3aCTOoCyBaHHA

B.o. HayanbHUKa BigAiNny 3 nutaHb hapmaleBTUYHOI

AisnbHOCTI [lenapTamMeHTy peasti3auii NONITUK

H.B. Myuan




AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

02.10.2019 Ne 2005

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

Ne Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | snikapcbkoe BionycKy peecmpayiliHo2o
0 3acoby nocsio4YeHHs1
1. L-APFIHIHY | kpucTaniyHwii MpAT YkpaiHa dnemme C.n.A ITanisa BHECEHHS 3MiH [JO peecTpaLiiiHnx maTepianis: 3MiHuW | TUNY - 3MiHK 3 - UA/16973/01/01
L- MOpOLLOK (cybCTaHuis) | "dapmaueBT akocTi. A®l. BupobHMUTBO. 3MiHa BUPOGHUKA BYXiZHOro/MpOMiKHOrO
ACNAPTAT | y nakeTax noggiliHux nyHa oipma npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHUYOMY NPOLLEC
nonieTuIeHoBuxX ons "NapHuus" Adl, abo 3miHa BUpo6HMKa (BKIHOUaKOUM, e HEOOXifHO, MicLe
thapmaueBTUYHOro npoBefeHHs KOHTposo sikocTi) APl (3a BigcyTHOCTI cepTudiikata
3acToCyBaHHS BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepaXeHOMY [0ChE)
(3anponoHoBaHWit BUPOGHWK HaNIeXWTb A0 TiEl camol BUPOBHUYOI
rpynv NigNPUEMCTB, LLO 11 3aTBEPKEHWIA) -
BHECEHHS [04aTKOBOT BUPOOGHWYOI Ai/TbHULi 3aTBEPXKEHOTO
BMpo6HUMKa Flamma S.p.A, ska HanexuTb A0 TiEl caMoi BUPOGHNYOT
rpynu NignpuemcTB, WO i 3aTBepAkeHa AiNbHUUA
2. ABAMIC™ cnpeii HazasbHUiA, nakcoCmit Benuka "nakco Benuka BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB:3MiHu | TUny - 3MiHa 3a UA/9306/01/01
CyCneHsis, J030BaHWi, Knsaiin BputaHis OnepeiiwHc HOK BpuTtaHis po3mipy cepii (Bkntovaroun gianasonn) A®| abo NPOMIKHOTO NPOAYKTY, peyenmom
27,5 mkr/po3y no 30 Ekcnopt Niviten SIKWIA 3aCTOCOBYETLCA Y NpoLieci BUPO6HULTBA ADI - 36iMbLIEHHS
a6o no 120 po3y Nimites, po3Mipy napTii BUXigHOro Matepiany ®aymeTasoHy, Ha nepLiomy etani
dhnakoHi 3 4O3yUnM CMHTE3Y y NpoLeci BUPOOHNLTBA aKTUBHOI PEYOBUHW (PNIIOTUKA3OHY
MPUCTPOEM Ta chypoar; 3anponoHoBaHo: 60 Kr; 3MiHW | TUMY - 3MiHa BUPOGHWMKa
po3nuoBayveM i BUXiZHOTO/MPOMIXKHOTO NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCA Y
KoBMaykom; no 1 BMpO6HMYOMY npoueci A®I, abo 3miHa BUpO6HMKa (BKIOHaouu, ge
dh1akoHy B KapTOHHii HeobxigHO, MicLe NPOBeAEHHS KOHTPOO SKOCTi) AD| - BBEAEHHS
KOpo6Li abTePHATUBHOIO BUPOOHVKA /1 BUTOTOB/IEHHA NPOMiXHOIO
npoaykty CCI11400 Ha nepLiomy eTani CMHTe3y y NpoLeci
BMPOOHMLTBA aKTUBHOT PEYOBMHY (DIOTMKA30HY chypoart. A Takox
OHOBJIEHHS iHpopmaLii y po3aini 3.2.S.2.1 BupobHuk(n), a came
3a3HaveHHsi BupobHuka Farmabios S.p.A, Sknii 6yB 3apeecTpoBaHuii
SIK aNlbTePHATUBHWI BUPOOHMK MPOMIXHOT NpoAaykuii Adl, ane He
3a3HavaBcs B flaHOMy po3fini
3. ABEJIOKC® | po3uuH ans iHdysiid, Baiiep Al HimeuunHa Baiep Al HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis:3miHu | Tuny - 3MiHK 3a UA/4071/02/01
400 mr/250 mn, no 250 woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo peyenmom
M/ PO3UMHY Y 3MiHU [0 y3ara/lbHeHNX AaHnX Npo cuctemy hapmMmakoHarisay
dhnakoHax; no 1 (BBEAEHHSA y3araslbHEHUX AaHWX NPo cuctemy dapmakoHarnsgy,
th1akoHy B KapTOHHil 3MiHa YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
naui chapmakoHarnsgy; KOHTaKkTHoOI 0cobu 3 chapmakoHarnsagy 3asiBHuUKa
ONA 3aiicHeHHs hapMakoHarnsgy B YKpaiHi, AKLWO0 BoHa BigMiHHA Bif,
YMOBHOBaXeEHOT 0co6u, BigNOBiAaNbHOT 3a 34iiCHEHHS
hapmakoHarnagy (BKiovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cucteMmn hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0C06MU, BigNoBigaNbHOI 3a 34iiCHEHHS
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YapyHKOBIli ynakoBLi B
naJui

3MEHLLEHHS YacTOTK AOCNiMKEeHHS cTabinbHocTi MN13 AUUMH®, Ha
OCHOBI aHasi3y CTaTUCTUYHNX AaHWX. 3aTBEepPKEHO:
KoHTposb 06pa3sLoB OCyLLEeCTBASETCA C NepruoanyHocTbio: 0 mec., 3
mec., 6 mec., 9 mec., 12 mec., 18 mec., 24 mec. 3anpornoHoBaHoO:
KoHTposb 06pasLos NpoBoAnTCA € NnepuoanyHocTblo: 0 mec., 12 mec.,
24 mec., 36 mec. BBegeHHS 3MiH MPOTAroM 6-Tu MicALiB nics
3aTBEPMAXKEHHS. 3MiHM | TUny - 3MiHM 3 AKOCTi. OTOBWIA NiKapCbKuii
3aci6. CtabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax
36epiraHHsa roTOBOTO J1iKAPCbKOT0 3ac0o6y (36i/1bLUEHHS TEPMIHY

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
thapmakoHarnagy: MNponoHoBaHa pegakuis: Justin Daniels. 3miHa
KOHTaKTHUX AaHuX YNOoBHOBaXEHOT 0CO6MU, BiANOBigabHOI 3a
3ailicHeHHA hapMakoHarnsgy. 3MiHa micusa 34ilicHEHHA OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs MacTep-
doaiina
4. A3ATIMIH® | Tabnetku no 1 mr, no TOBAPUCT Ykpaina lanerikym Xenc, Icnanis BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/17013/01/01
10 TabneTok y BO 3 C.N., IcnaHis woao 6e3nekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
6nictepi; no 3 OBMEXEH (kOHTpONb cepil 3MiHM [0 y3ara/ibHeHUX JaHuX Npo cucTeMy dhapMakoHariagy
6nicTepy B nayu,i (0],0) (chizmko- (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy hapmakoHarnsgy,
BIANOBIOA XiMiuHW1) Ta 3MiHa YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
NBHICTHO BUNycK cepii); hapMakoHarnsay; KOHTakTHoOI 0cobu 3 thapmakoHarnsgy 3asBHUKa
"ACIHO €BpodiHc ONA 3aicHeHHs hapmMakoHarnsgy B YKpaiHi, AKLWO BOHA BigMiHHA Bif,
YKPATHA" Biodhapma YMOBHOBaXEHOT 0co6u, BigNOBiAaIbHOT 3a 34iiCHEHHS
MpopakT TecTiHr hapmMakoHarnagy (BKiovaoUun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
Icnanis, C.J1.Y., po3MiLeHHI MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
IcnaHis YMOBHOBaXEHOT 0co6u, BigNOBiAaNbHOT 3a 34iiCHEHHS
(kOHTpONb cepii thapmakoHarnsgy: NponoHoBaHa peakuis: CopokoneTosa Anna
(mikpobionoriuHu BopuciBHa. 3MiHa KOHTaKTHUX AaHNX YNIOBHOBAXXEHOI 0Co6M,
1 KOHTpONb)); X. BiANOBIAANbLHOI 3a 34ilicCHEHHA thapmakoHarnsgy
Ypiay i
Komnatisi, C.A.,
IcnaHis
(BUPOGHMLTBO,
nakyBaHHs1,
KOHTpO/b cepii
Ta BMNycK cepii)
A3ENTUN PO3UUH ANS iH EKLN, Megnokemi Kinp Megpokemi NTA Kinp BHECEHHS 3MiH [0 peecTpavljiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/15229/01/01
500 mr/5Mnno 5 mn B nTa (AMNynbHUIA AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peyenmom
amnyni; no 5 amnyny IH eKUiHNA NpoBaPKEHHS AiSNIbHOCTI BUPOOHUKa/iMnopTepa roToBOro Nikapcbkoro
6nicTepi; no 2 3aBoga) 3ac06y, BKIIOYAKUM fibHUL BUNYCKY cepii abo MicLe npoBeaeHHS
6nicTepy y KapTOHHIl KOHTPO/I0 SKOCTI. (AisNbHICTb, 3a Ky BiANOBigae BUpoGHMK/iMnopTep,
KopooLi BK/IOUAOUM BUMYCK cepild) - 3MiHa agpecu BupobHuka 13 Megokemi
NTA (AMnynbHuiA IH'ekuiiHnin 3aBog), Kinp, 6e3 3miHn micus
BMPOGHMLTBA (BBEAEHHS 3MiH NpoTArom 3-x MicAuiB nicns
3aTBEPKEHHS)
A3NUNH® kancysm no 250 mr, no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 pPeecTpaLiiHnX MmaTepiasiiB: 3MiHW | TUNY - 3MiHK 3 3a UA/0137/01/01
6 kancyn y KOHTYpHili "papmaueBT "®apmaueBTUYH AKkocTi. FoToBWiA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax peuyenmom
YapyHKOBIli ynakoBLyj; nyHa goipma a thipma npuaatHocTi abo ymoBax 36epiraHHs roTOBOro NikapcbKoro 3acoby
no 1 KOHTYpHil "NapHuus” "NapHuus” (3miHa y 3aTBEpAXEHOMY MPOTOKOI CTabiNbHOCTI) -
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

npuAaTHOCTI FOTOBOrO MiKapPCbKOro 3acoby) - 115 TOproBoi ynakoBKy
(niaTBEPOXKYETHCA AAHUMW PEeasIbHOrO Yacy) - 36i/bLUEHHS TEPMIHY
NPUAATHOCTI FOTOBOTO JiKAPCLKOr0 3aC06y Ha OCHOBI NO3UTUBHMUX
pe3ynbTaTiB 4OBrOCTPOKOBUX AOC/IMKEHb CTAGINBHOCTI y peasibHOMy
yaci: 3aTBepakeHo: TepMiH NpuaaTHOCTI 2 poKKU. 3anponoHOBaHO:
TepmiH npugaTHoCTi 3 pokn. BBeAEHHSA 3MiH NPOTAroM 6-Tu Micauis
nicns 3aTBepayKEHHs.

A3OMEKC

Tabnetku no 2,5 mr;
no 10 Tabnetok y
6nicTepi; no 3
6nicTepy B KApPTOHHIi
KopoobUi

TOB "TeBa
YkpaiHa"

YKpaiHa

Emkiiop
dapmacbioTikan
c Niviteq,

IHAis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny - 3MiHK
wopo 6esnekn/echekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapmMmakoHarisgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy hapMakoHarnsgy,
3MiHa YNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobu 3 hapmakoHarnsgy 3asBHuKa
[ANA 3iicHeHHsT hapMakoHarsay B YKpaiHi, sKLLOo BOoHa BigMiHHA Bif,
YMOBHOBaXEHOT 0cO6U, BifNOBIAaIbHOI 3a 34iACHEHHSA
hapmakoHarnsgy (Bk/ovalouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHVKa, BiANOBifaIbHOT 38 34iICHEHHS
hapmakoHarnsgy: MNponoHoBaHa pegakuyis: Orit Stern-Maman. 3MiHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6U 3as1BHIKA, BifnoBiganbHOI
3a 3fjficHeHHs hapmakoHarnagy. 3miHa Micus 34iIliCHEHHS OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnagy. 3MiHa agpecu mactep-ghaiina Ta inoro
Homepa

3a
peyenmom

UA/3768/01/01

A3OMEKC

TabneTkn no 5 mr; no
10 TabneTok y
6nictepi; no 3
6nicTepy B KAPTOHHIi
Kopoo6Li

TOB "TeBa
YkpaiHa"

Ykpaina

Emkitop
PapmacbioTikas
¢ Niviteq,

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis:3miHu | Tuny - 3MiHK
woao 6e3nekn/edpekTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy dapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy 3asBHUKa
ONA 3aiicHeHHs hapMakoHarnsgy B YKpaiHi, AKLWO0 BoHa BigMiHHA Bif,
yMOBHOBaXeEHOT 0co6u, BigNOBiAaNbHOT 3a 34iiCHEHHS
hapmakoHarnagy (BKiovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu Y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHVIKA, BiANOBiAaIbHOT 3a 34iACHEHHS
dhapmakoHarnagy: NponoHoBaHa pejakuis: Orit Stern-Maman. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXXEHOT 0CObM 3asiBHMKA, BifnoBigasibHOT
3a 3[jlficHeHHs hapMakoHarnsay. 3miHa Micus 34iliCHEHHS OCHOBHOI
LisnbHOCTI 3 dhapmakoHarnagy. 3MiHa agpecu mactep-gpaiina Ta ioro
Homepa

3a
peyerimom

UA/3768/01/02

ANNIA®

PO34MH ANS iH'EKLi,
40 mr/mn, no 0,165 mn
y nonepeHbo
3aMoBHEHOMY LLUMPUL;
no 1 wnpuuy
(3anasiHomy y 6riicTep)
Y KApTOHHIlA ynakoBLyj;

Baiiep Al

HimeyunHa

Baiiep AT,
HimeuunHa
(BUPOGHMLTBO
(BKKOYarOUM
CTepubHy
inbTpadito,
HaNoOBHEHHS -

Himeuunna/
CLA

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK
wopao 6esnekv/ethekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHU [0 y3araJlbHeHNX AaHuX Npo cuctemy hapmMmakoHarisgy
(BBEAEHHSA Y3ara/lbHEHVX AaHUX NPO cucTemMy hapMakoHarnagy,
3MiHa YNOBHOBAXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHOi 0cobu 3 thapmakoHarnsgy 3asBHuKa
00151 3AjACHEHHA hapmakoHarnsay B YkpaiHi, Ko BoHa BiAMiHHA Bif

3a
peyenmom

UA/12600/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
no 0,278 mny nepBuHHA YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iiCHEHHS
CKNAAHOMY (hriakoHi; no ynakoBka), hapmakoHarnsgy (Bkouakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
1 conakoHy 3 BTOPUHHA PO3MiLLEHHI MacTep-ghaiiia cucteMun hapmakoHarnsgy) - 3miHa
hiNbTpyBanbHOW ynakoBka, YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iiCHEHHS
ronkotw 18 Gy KOHTPO/Ib cepil, thapmakoHarnagy: NponoHoBaHa pefakuis: Justin Daniels. 3miHa
KapTOHHIA ynakoBL,i BiZiNOBIAAbHWIA KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0co6y, BiANOBiAaIbHOT 3a

3a BUNycK cepii
0N5 hNAaKoHIB,
KOHTPOb cepii
AnA nonepeaHbL0
3anoBHEHUX
wnpwuis); baliep
AT, HimeuunHa,
BynnepTans,
HimeuunHa
(koHTpOnb
cepil); bBaiiep
Al', HimeuumnHa,
JleBepky3eH,
HimeuunHa
(kOHTpOnb
SAKOCTI Ans
hNakoHiB);
Betep ®apma-
®epTiryHr Frm6X
i Ko. KI,
HimeuunHa
(nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTpO/b cepii);
'T1 I'peHsax
MpopykTioHe
rm6X,
HimeuunHa
(BignoBiganbHwi
3a BUNycK cepil,
BTOPVHHA
ynakoBka: s
nonepegHL0
3anoBHEHNX
LnpuLiB);
Pep)xeHepoH
dapmacboTikan
c, IHk., CLLA
(BUpOGHMLTBO
Hepo3hacoBaHo

1 npoaykuii)

3pificHeHHs chapmakoHarnsgy. 3miHa micus 34iiCHEHHS OCHOBHOT
LifNbHOCTI 3 hapmakoHarnagy. 3MiHa MicLe3HaxoMKeHHs macTep-
(paiina
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
10. AIPTEK aepo3o/b Ans neHmapk IHAis neHmapk IHgis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianiB:3MiHu | TUny - 3miHa 3a UA/13756/01/01
iHransuii nososaHwui, dapmacbioT dapmacbioTuKa po3Mmipy cepii (BkIOYaoUK diana3oH po3mipy cepii) roToBoro peuenmom
25/250 mkr/go3y, no nkans /174, 3 Ita,. nikapcbkoro 3acoby (36inbweHHs [0 10 pasis NOPiBHAHO i3
120 po3 B 3aTBEPKEHVIM PO3MIPOM) - BBEAEHHS A0AATKOBOrO pO3Mmipy cepii
antomiHieBomy roToBOro NikapcbKkoro 3acoby; 3anpornoHOBaHO:
KOHTEWHepi 3 Po3wmip cepii: 3000 koHTeliHepiB, 8000 KoHTeliHepiB, 16000
[,03YI04MM K/1anaHoM i KOHTeliHepiB
PO3NMIOKYOI0
HacafKolo 3 3aXVCHUM
KOBMaykom; no 1
KOHTeliHepy B
KapTOHHI Kopobuji
11. AMAoAunl | tabnetku no 5 mr, no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianiB:3miHu | Tuny - 3MiHa y 3a UA/1427/01/01
H 10 TabneTok y "TexHonor" "TexHonor" MeToAax BUNPOOYBaHHSA rOTOBOrO JiKapCbKoro 3acoby (iHWi 3mMiHW Yy peuenmom
6nicTepi, no 3 abo no MeTofax BMNpobyBaHb (BK/IOYaoUM 3amiHy abo AOMOBHEHHS));
6, abo no 9 6nictepis CynyTHS 3MiHa: 3MiHa napameTpiB creumdikayiii Ta/abo fonycTVMUX
y nauyui; no 10 MeX rOTOBOr0 NiKapCbKoro 3acoby (iHLi 3MiHKW); 3MiHW | TRy -
Tabnetok y 6nictepi, BBeAeHHs oHoBneHoro CEP R1-CEP 2002-072-Rev 07 gns
no 100 6nicTepiB y 3aTBEPAXEHOr0 BUPO6HUKA; 3MiHW || TNy - BBEAEHHS HOBOTO
KOpo6Li 3 KapTOHY BMPO6HMKa A®| 3 HagaHHAM MacTep-haiina; 3anponoHOBaHO:
amnoguniny 6ecunaty Glochem Industries Limited, India a6o Amsal
Chem Private Limited, India
12. AMnoauni | tabnetku no 10 mr, no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianis:3miHu | Tuny - 3MiHa y 3a UA/1427/01/02
H 10 TabneTok y "TexHonor" "TexHonor" mMeToAax BUNPO6yBaHHS rOTOBOTO J1iKapCbKOro 3acoby (iHLWi 3MiHK y peyenmom

6nicTepi, no 3 abo no
6, abo no 9 bnictepis
y nadui; no 10
Tabnetok y 6nictepi,
no 90 6nicTepis y
KOpOOLi 3 KAPTOHY

MeToJax BUNpoGyBaHb (BK/IKOHYaUM 3aMiHy abo AOMOBHEHHS));
CynyTHsi 3MiHa: 3MiHa napameTpiB crneumdikayiii Ta/abo gonycTMUx
MEX roTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHKM); 3MiHK | Tuny -
BBefeHHs oHoBneHoro CEP R1-CEP 2002-072-Rev 07 gns
3aTBEPAXEHOr0 BUPOOHMKA; 3MiHM I TUNY - BBEEHHA HOBOTO
BUpO6HMKa A®I 3 HagaHHAM MacTep-ghalina; 3anponoHOBaHO:
amnoauniHy 6ecunaty Glochem Industries Limited, India a6o Amsal
Chem Private Limited, India
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
13. AMOKCUWKN | TabneTtku, BKpUTI CaHpo3 CnoBeHis Nexk CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/7064/01/02
AB® 2X nniBKOBOKO dapmachbHoTi dPapmaLeBTUYHA wopao 6e3snekv/epekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom
060n0Hkot0, 875 Kan3 A4.4. KoMnaHia 4. 4., 3MiHM [0 y3arasibHEHUX JaHuX NPo cuctemy dpapmakoHarnsagy
mr/125 mr no 7 CnoseHis (BBEAEHHA Y3araslbHEHVX AaHUX NPO cucTemy hapmMakoHariagy,
Tabnetok y 6nictepi; (Bunyck cepii); 3MiHa YNOBHOBaX€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
no 2 6nictepn y Nex hapMakoHarnaay; KOHTakTHOI 0cobu 3 chapmakoHarnsgy 3asBHUKa
KapTOHHI KOpo6Lyi thapmaueBTUYHa [ONA 3iicHeHHs hapMakoHarnsgy B YKpaiHi, KO BOHA BigMiHHA Bif,
KoMnaisa g.4., YNOBHOBaXEHOT 0c0o6U, BiANOBIAANLHOT 3a 34iACHEHHS
CnoBeHis hapmakoHarnsagy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
(BMpPOGHMLTBO pO3MiLLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
3a NOBHUM YNOBHOBaXXEHOI 0CO6M 3asBHUKa, BiAMOBIAaNbHOI 3a hapMakoHarnsag.
LMKIOM) MponoHosaHa pepgakuis: David John Lewis, B. Sc(Hons), Ph. D. 3miHa
KOHTaKTHUX JaHUX YMOBHOBaXKEHOT 0CObM 3asBHMKA, BignoBigabHOT
3a thapmakoHarnag
14. AMOKCUKN | TabneTku, BKpUTI CaHpo3 CnoseHis Nek CnoBeHis BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianiB:3mMiHu | TUny - 3MiHK 3a UA/7064/01/01
AB® 2X nniBKOBOIO dapmachbHoTi dapmaueBTUYHA woao 6e3nekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
060/10HKO0, No 500 kan3 g.4. KoMnaHia a.4., 3MiHU [0 y3ara/lbHeHNX AaHnX Npo cuctemy hapmMmakoHarisgy
Mmr/125 mr no 7 CnoBeHis (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy apmakoHarnsgy,
Tabnetok y 6nictepi, (BMpPOGHMLTBO 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
no 2 6nictepn y 3a NOBHUM chapmakoHarnsgy; KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asBHuUKa
KapTOHHI Kopo6Lyi LMK/IOM; BUMYCK ONA 3aicHeHHs hapmMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
cepii) YMOBHOBaXeEHOT 0co6u, BigNoBiAaNbHOT 3a 34iiCHEHHS
thapmakoHarnagy (BKiovatoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
pO3MilLEeHHI MacTep-ghaina cuctemn hapmakoHarnsagy) - 3miHa
YMOBHOBaXXeHOT 0C06M 3a8BHUKA, BiAMNOBigaIbHOI 3a dhapMakoHarnisag.
MponoHoBaHa pepakuis: David John Lewis, B. Sc(Hons), Ph. D. 3miHa
KOHTaKTHUX JaHnX YNOBHOBaXXEHOT 0COOM 3asiBHMKA, BifnoBigasibHOT
3a thapmakoHarnag
15. APTFETT Kancynu [enbta LLIBeiiuapis nepBrHHE Ta HimeuuunHa/ BHECEHHS 3MiH [J0 pEECTpaLjiiiHUX MaTepiasiB: TEXHIYHA NOMUIKa 3a UA/13123/01/01
PANIA KMLLKOBOPO3UUHHI Megiken BTOPUHHE IpnaHgjs (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - BunpaBneHHs peyenmom
TBepAi no 75 mr; no 10 | MNpomoyLuH3 nakyBaHHs Ta opdporpadiyHoro HanncaHHsa B Ha3Bi MicTa Litopux (3aTBepaXeHo:
Kancyn y 6nictepi; no Al BMNYCK cepil: MicTo Lltopix) B apeci 3asiBHIKA Y TEKCTi MapKyBaHHS Ha BTOPUHHIi
1 a6o no 2, abo no 3, Csicc Kanc yMakoBL{i NOB’A3aHO 3 HEKOPEKTHUM MEPEKNafOoM Ha YKpaiHCbKy MOBY
abo no 5 6nictepiB y M6X, MiCLie3HaX0MKEHHS 3asiBHMKA
KapTOHHI Kopo6Lyi HimeuuunHa;
BVPOGHMLTBO
Hepo3acoBaHo
T npoAykuii,
KOHTPO/b AKOCTI:
Temmnep
IpnaHgis
Nimites,
IpnaHgis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:

[pareHocapm
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
Anotekep lMowwn
mM6X,
HimeuunHa
16. APUAPOH® | Tabnetku, BKpUTI Ne PpaHLis AHO®APM Monbwa/ BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianiB:3miHu | Tuny - 3MiHa y 3a UA/1001/01/01
PETAP/ nNiBKOBOKO Nab6opatyap MignpuemcTBo PpaHuis/ MeToAax BUNpobysaHHa APl abo BUXigHOIrO MaTepiasy/npoMixHOro peuenmom
060/10HKOIO, CepB'e PapmaLeBTUYHe IpnaHgjs npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y MPOLECi BUPOGHULTBA
NpOJIOHroBaHoI Aii no AT, Monba A®| - foaaHHA anbTepHATMBHOIO MeToAY ANS KiNIbKICHOTO BU3HAUYEHHS
1,5 mr, 4ns BupobHukKa (BignoBifanbHwWit [it040i pevyoBuHY iHAanamify Ta BU3HAYEHHS CYMNyTHIX JOMILLIOK
AHOAPM 3a (oomiwka B nig Hassoto Y38 i HeigeHTuhikoBaHi AOMILLKM) | AOMILLKN A
NignpvemcTso BUPOGHULITBO, B [I0AATOK A0 TUX, Lo onucani B EP; 3miHn | Tuny - noaaHHs
dapmaueBTnUHe AT, KOHTPO/b SIKOCTI, OHOBJIEHOIO cepTudpikaTa BignoBigHOCTI EBponeiickkili hapmakonei Ne
Monsbuwa: no 30 nakyBaHHs Ta R1-CEP 2002-244-Rev 01 gns gjtoyoi peuosuHu Indapamide Big Bxe
Tabnetok y 6nictepi, BMNYCK cepii ); 3aTBEPXEHOro BUPOOHWMKa; 3MiHK | Tvny - 3MiHa y NapameTpax
no 1 6nictepy B Nab6opaTopii cneundikaLii Ta/abo AONYCTUMUX MEX, BU3HAYEHMX y cnewudikalisx
KOpPOOGLi 3 KapTOHY; Ceps'e IHgacTpi, Ha A®l, abo BMXigHWI/NPOMDKHWIA NpOoAYKT/peareHT, Lo
0151 BUPOOHUKIB dpaHLis BMKOPUCTOBYIOTbCS Y Mpoueci BUpobHuytBa A®I - 3MiHM y
Na6opaTopii Ceps'e (BignoBifansHwWit crneundikaii Ta MeToAax KOHTPO/IO AitoH0l PeYOBUHY 38 MNOKA3HUKOM
IHpacTpi, PpaHuis Ta 3a «CynpoBigHi AOMILLKM», a came 3BY)XEHHS BMICTY AOMilWkn Y37 Ta
Ceps'e (IpnaHgis) BMPOGHMLTBO, [O0[AaHHA BiANOBIAHOrO MeToAy KiflbKiCHOTO BU3HAYEHHS 3a JOMOMOroH
IHpacTipc /14, KOHTPO/b SIKOCTI, pignHHOT xpomatorpadii y BignosigHocTti 4o CEP; 3miHu | Tvny -
IpnaHgis: no 15 nakyBaHHs Ta noAaHHA OHOB/IEHOTO cepTudikaTa BignoBigHOCTI €Bponeicbkiii
Tabnetok y 6nictepi, BMNYCK cepii ); hapmakonei Ne R1-CEP 2002-244-Rev 02 ans Aitlo4oi peyoBrHN
no 2 6nictepun y Ceps'e Indapamide Big, BXe 3aTBepAXEHOro BUPOGHMKa
KOpOO6Li 3 KapPTOHY (Ipnangis)
IHgacTpic NTa,
IpnaHgis
(BignosiganbHwWin
3a
BMPOBHULTBO,
KOHTPO/b SKOCTI,
nakyBaHHs Ta
BMNYyCK cepii)
17. ACTEP TabneTky Wwunyyi no "KcaHTic Kinp CaHeka CnoBaubka BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3MiHu, WO NOTPedyoThL 6e3 UA/16604/02/01
500 mr/65 wmr, no 10 Papma PapmacbioTikas Pecny6nika HOBOI peecTpauii - 3miHa cuau aii, nikapcbkoi hopMu Ta cnocoby peyenma
a60 20 TabneTok y Nimiten" 3AT 3acTocyBaHHSA: 3MiHa abo foAaBaHHS HOBOI JTIKPCLKOI hopmu
Ty6i; no 1 Ty6i B (AofaHHA HOBOI NiKapcbkoi oopMm)
KapTOHHIN nayui
MepiognyHICTb NOAAHHSA PerynsipHO OHOBJIIOBAHOIO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iicHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHY 34,0P0B’SA YKpaiHu Bif,
27 rpypHsi 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi tocTuLii
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu Bif, 26 BepecHa 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3HAYEHUMU Y
nepiogMYHOCTI NOAAaHHS PErynsipHWX 3BiTiB 3 6e3neku.
18. ACTEP Tabnetku no 1000 "KcaHTic Kinp CaHeka CnoBaubka BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiHu, L0 NOTPebYTh 6e3 UA/16604/01/02
1000 mr/130 mr, no 10 dapma dapmacboTikan Pecny6nika HOBOI peecTpauii - 3MiHa cuam Aji, nikapcbkoi hopMmn Ta cnocoby peuyenma
TabneTok y 6rictepi; Nimiteg" 3 AT 3aCcTOCYBaHHS: 3MiHa abo AofAaBaHHs HOBOI cuau Aii (qoaaBaHHs
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
no 1, a6o no 2 HOBOT cyunu fii)
6nicTepy B nauky
MepiognyHICTL NOAAHHSA PErynsipHO OHOBJIIOBAHOIO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iicHeHHs hapMakoHarnsay,
3aTBEepKEHOro Hakasom MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHu Bif,
27 rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi tocTuuii
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaAMK, 3a3HAYEHNMUN Y
nepiognYHOCTI MOAAHHS PErysipHUX 3BITiB 3 6e3MeKu.
19. ALUUKNOBI nopoLLok (cybcTaHLis) CninbHe Ykpaina Pekopparti ITania BHECEHHS 3MiH [J0 peeCTpaLiiHMX maTepiasnis: 3MiHu | TUny - 3MiHa - UA/12527/01/01
P y NoABIliHNX YKparHCbKO- IHgycTpia Kimika HalilMeHyBaHHS Ta/abo agpecu MicLa NPOBaMXEHHS Ais/IbHOCTI
nonieTuIeHoBKX icnaHcbke e dapmaueyTika BMPOGHMKa (BK/TKOYAKOUM, 38 HEOOXIAHOCTI, MicLie NPOBeAEHHS
Millkax ons nignpuemMcTs C.n.A. KOHTPOJIH0 SIKOCTI), ab0 BacHuka mMacTep-ghaiina Ha A®l, abo
hapmaLeBTUUYHOTO 0 "CIMNEPKO noctavyanbHuka A®I/BnxigHoOro matepiany/peareHTy/MpoMiKHOro
3aCcToCyBaHHA YKPATHA" NpPoOAYKTY, L0 3aCTOCOBYHOTLCS Y BUPOOHULTBI ADI - 3miHa agpecu
BMpobHuka A®I Pekopgaari IHaycTpia Kimika e dapmaueyTika C.n.A.,
ITanis (opuanyHOI Ha hakTnyHy), 6€3 3MiHM MicLs BUpO6HULTBA
20. BETATIC Tabnetkv no 16 mr, no TOB Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiiB: 3MiHa 3asiBHUKA 3a UA/5027/01/01
10 TabneTok y "ACIHO Crapt" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big, peuenmom
6nicTepi; no 3 YKPATHA" 23.07.2015 Ne 460) 3MiHa 3as1BHVKa FOTOBOTO JIKAPCLKOTO 3aco6y y

6nicTepy y KapTOHHIl
nauui; no 18 Tabnetok
y 6nictepi; no 5
6nicTepiB y KAPTOHHIl
nauuj

3B'A3KYy 3 Nepejayeto npasa BNACHOCTI Ta MapKeTUHIOBUM PilleHHAM
KOMNaHili Ajryoro Ta HOBOrO 3asiBHUKIB. TEPMIH BBELEHHS 3MiH -
npoTArom 6 micsAuiB nicnsa 3aTBepAyKeHHs. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NpoBapPKEHHS AiS/IbHOCTI BUPOBOHMKa/iMnopTepa roToBoOro Nikapcbkoro
3ac06y, BKIIOYAKUM fibHUL BUNYCKY cepii abo MicLe npoBeaeHHS
KOHTPOJ0 SKOCTI. (AisNbHICTb, 3a Ky BiANOBigae BUpoGHMK/iMnopTep,
BK/IHOUAKOUM BUMYCK cepiil) 3MiHa HanncaHHsA agpecy Micus
NPOBaKEHHS AiSNIbHOCTI BUPOOHMKA rOTOBOrO /liKapcbKoro 3acoby,
komnaHii TOB «®apma CtapT», 6€3 3MiHM hakT4YHOro Micus
NPOBaPKEHHS AiSSIbHOCTI BHOCUTLCS Y 3B'A3KY 3 PilleHHsIM KNiBCbKOT
Micbkoi pagy Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepelimeHyBaHHsi 6ynbBapiB, By/MLb, HaliMEHYBaHHS N/ioLy, Ta
NPUCBOEHHS IMEH ckBepam B MicTi KueBi. TepMiH BBEEHHS 3MiH -
npoTArom 6 micsLiB NicNs 3aTBEPAKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) BHeceHHs1 pegakuiiiHnx npaBok Ta
npuBefeHHs iHchopmaL,i B TEKCTi MapKyBaHHS BignoBigHO 40
BHYTPILLHIX BUMOT KOMMNaHii LWoA0 0hOpMNIEHHS NaKyBasIbHOIO
mMartepiany. 3mMiHM He cynepeyartb Bumoram foaatky 23 Hakasy MO3
Ykpainuu Big, 26 cepnHs 2005 poky Ne 426 (y pegakuii Hakasy MO3
Ykpainu Big 23 nunHa 2015 poky Ne 460). 3miHu | Tvny - 3MiHK WoA0
6e3nekn/echekTMBHOCTI Ta thapmakoHarnagy. BeegeHHss abo 3MiHM Ao
y3arasibHeHVX faHux Npo cuctemy dpapmakoHarnisay (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy papmakoHarnsgy, 3miHa
YMNOBHOBaXXEHOT 0CO6U, BifNOBIAAILHOT 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy 3asBHUKa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
[ONA 3iicHeHHs hapMakoHarnsgy B YKpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0cO6U, BiANOBIAANLHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-haiia cuctemun papmakoHarnsgy) 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6MU, BiANOBigabHOI 3a
chapmakoHarnsg,. 3miHa Micus 34iiCHEHHS OCHOBHOT AisiIbHOCTi 3
dhapmakoHarisgy. 3miHa MicLie3Haxo4KeHHs MacTep-gainna.
21. BINE Tabnetku, 210 mr, nNo TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHuX MaTepiasliB: yTOUHEHHS1 HanucaHHsA 6e3 UA/16126/01/01
BYTnnaA® 10 TabneTok y "OMHIDAP "®APMEKC 3asiBHUKa B Hakasi MO3 YkpaiHu Ne 1820 Big 16.08.2019 B npoueci peyenma
6nicTepi; no 1 MA KuiB" reyn" BHECEHHS 3MiH (3MiHu | Tvny - 3MiHK LWoA0 6e3nekn/edpeKTNBHOCTI Ta
6nicTepy B KapTOHHIi chapmakoHarnsgy - OHOB/IEHHSI TEKCTY MapKyBaHHS NePBUHHOT Ta
nauuj; no 12 tabneTok BTOPUHHOI yMakoBKM MikapcbKoro 3acoby). Pefakuis B Hakasi:
y 6nicTtepi; no 2 ToBapnCTBO 3 0OGMEXEHOI BiANOBIAabHICTIO "OMHI®apma Kuis",
6nicTepy B KAPTOHHIi YkpaiHa; 3anponoHoBaHa pegakLis: TOB "OMHI®APMA KUIB",
nayui YKpaiHa.
22. BINOBIN® kancynu no 80 Mr, no KPKA, a.4a., CnoseHisa KPKA, a.4a., CnogeHis BHECEHHS 3MiH 40 peecTpaliiiHux MaTepiasiB:3MiHu | TUMY - NogaHHS 6e3 UA/1234/01/01
DOPTE 10 kancyn y 6nicTepi, HoBo mecTo HoBo mecTO , OHOBJIEHOIO cepTudpikaTa BignoBigHOCTI €Bponeiickkili hapmakonei Ne peuyenma
no 2 a6o no 6 CnoBeHis R1-CEP 2012-267-Rev 00 ans fitlo4oi peyoBuHU Bif BXe
6nicTepiB y KAPTOHHIl (BMpoGHMLTBO 3aTBepaxeHoro BupobHuka INDENA S.A.S.
KopooLi in bulk",
nepBrHHE Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b Ta
BUNYyCK cepii);
KPKA, a.4.,
Hoso mecTo,
CnoseHis
(koHTpO/Ib cepii)
23. BICAKOAUN TabneTkn, BKPUTI TOB «TeBa Ykpaina BankaHgapma- Bonrapis BHECEHHS 3MiH 4O PEECTPaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKA 6e3 UA/9022/01/01
n nniBKOBOKO YkpaiHa» OynHuus AT, (BnacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peyenma
060/10HKOIO, Bonrapis; 23.07.2015 Ne 460); 3minu | Trny - 3miHun Wwono 6e3nekn/ed)eKTMBHOCTI
KMLLKOBOPO34MHHI 1Mo 5 BankaHdapma- Ta hapmakoHarnsgy. BeegeHHs abo 3mMiHU [0 y3araslbHEHVX AaHnX
mr; no 10 TabneTok y Pasrpag AT, npo cucTemy dpapmakoHarnsgy (BBefeHHS y3araslbHEHUX AaHnx Npo
6nictepi; no 3 Bonrapis cuctemy thapmakoHarnisay, 3miHa ynoBHOBaXKeHoi ocobu,

6/1icTepy B KAPTOHHi
KOpoo6L;

no 30 Tabnetok y
6nictepi; no 1
6nicTepy B KApTOHHiIl
KopooLi

Bi4NOBiAa/IbHOI 32 34iICHEHHST hapMakoHars4y; KOHTaKTHOT ocobu 3
thapmakoHarnagy 3asiBHUKa AN 34iiCHEHH ddapmakoHarnsgy B
YkpaiHi, AKLLLO BOHA BiMiHHA Bifi YNOBHOBaXKEHOT 0CcobMU,
BiAMNOBiga/IbHOI 3a 34iCHEHHST dhapMmakoHarnsay (Bkaouarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy) - YnoBHoBaxeHa ocoba 3asBHuKa, BignosigansHa
3a thapmakoHarnsg — Dr. Hedva Voliovitch MD, PhD, MBA. KoHTakTHa
ocoba 3asBHUKa, BiANoBigabHa 3a hapmakoHarnsg — buctposa
OkcaHa BitaniiBHa. MponoHoBaHa pefakuis: YnoBHOBaxeHa ocoba
3asBHMKa, BiAgnoBiganbHa 3a hapmakoHarnag — buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX AAaHUX YNOBHOBaXKEHOT 0cobu,
BifNOBigaNbHOI 3a thapmakoHarnag. 3miHa MicLs 34iiCHeHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3mMiHa MicLLe3HaX04KEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
MacTep-caiina
24, BOHE®OC TabneTku, BKPUTI Baiiep Oy PiHnaHais Baiiep Oy PiHNAHAiA BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/6901/03/01
® nNiBKOBOKO wopo 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenmom
060/10HKOI0, No 800 3MiHU [0 y3araslbHEHNX AaHnX Npo cuctemy hapmMmakoHarisgy
mr, no 10 TabneTok B (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy hapMakoHarnsgy,
6nicTepi; no 6 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
6nicTepiB B Nayuj thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[ANA 3aiicHeHHsT hapMakoHarsay B YKpaiHi, sKLLO BoHa BigMiHHA Bif,
YMOBHOB&XEHOT 0CO6U, BifNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bk/ovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
thapmakoHarnagy: MNponoHoBaHa pefakuis: Justin Daniels. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6MU, BiANOBigabHOI 3a
3fjificHeHHs hapmakoHarnsagy. 3miHa micus 34iiCHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs MacTep-
paiina
25. BOPAKCAH | nopoLuok (cy6cTaHLis) My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHuX maTtepianis:3miHu | Tuny - 3miHa y - UA/15093/01/01
B nnswkax 3 NET® akuioHepHe akuioHepHe napameTpax cneuudikauii Ta/abo JONYCTUMUX MEX, BU3HAUEHUX Y
ons TOBapuCTBO TOBapuCTBO cneumdikauisix Ha Adl, abo BMXigHWIA/NPOMKHUIA NpoAyKT/peareHT,
hapmaL,eBTUUHOTO "HaykoBo- "HaykoBo- LLIO BMKOPUCTOBYIOTLCS Y Npoueci BUpobHULTBa A®| (BUTyUYEHHS
3aCTOCYyBaHHSA BUPOGHNUNIA BUPOBHNUNIG He3Ha4yHOro MoKasHuKa SIKOCTi (Hanpukiag BUTyYeHHs 3acTapifioro
LeHTp LeHTp nokasHuka)); 3miHu Il Tuny - 3miHa y napameTpax cneuudikayin Ta/abo
"BopLyariscb "BopLuariBCcbkuii [OMNyCTUMMX MEX, BU3HaueHux y cneyudikauisx Ha A®l, abo
KWiA XimiKo- XiMiKo- BVXIiAHWA/NPOMDKHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOTHLCS Y
chapmaneBT chapmaLeBTUYHN npoueci BUpo6HMLTBa AD| — PO3LLNPEHHS AONYCTUMUX MEX Y
NYHWI  3aBog" cneumdikauii 4OMOMKHOI peyoBMHM MeToKcaH 3a NoKasHUKOM «pH»
3asofa”
26. BPOMFEKC | Tabnetku, BKpUTI BEP/IH- HimeuunHa BEPJIIH-XEMI HimeuunHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianiB:3MiHv | TUNy - 3MiHK 6e3 UA/9663/01/01
NH 8 060/10HKOI0, M0 8 Mr XEMI AT Al', HimeuunHa wozo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuyenma
BEP/1IH- no 25 TabneTtok y (BupobHuuTteo 3MiHM [0 y3ara/ibHeHUX JaHuxX Npo cuctemy chapMakoHarnagy
XEMI 6nicTepi; no 1 Hepo3dacosaHo (BBEAEHHSA Y3araslbHEHUX AaHWX NPo cucTemy hapmakoHarnsagy,
6ricTepy y KapTOHHil ro NPOAYKTY, 3MiHa YNMOBHOBaXXEHOT 0COOMU, BifNoOBifabHOI 3a 34iACHEHHS
Kopo6Li KOHTPO/b Cepil; chapmakoHarnsgy; KOHTaKTHOT 0cobu 3 hapmakoHarnsagy 3asBHuUKa
nakyBaHHs, Ans 3piicHeHHs dhapmakoHarnsgy B YKpaiHi, AKLWOo BOHa BiMiHHA Big,

KOHTPO/b Ta
BUNYyCK cepii);
[LpareHochapm
Anotekep Mown
M6X,
HimeuunHa
(Brpo6HuuTBO
Hepo3dhacoBaHo
ro NpoayKTy,
KOHTPO/b cepii);
MeHapiHi-®oH
XeigeH 'm6X,

YNOBHOBaXXEHOI 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bk/ouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa

KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6M, BigNOBigabHOI 3a
thapmakoHarnag,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
Himeyunna
(BnpobHuuTBO
Hepo3acosaHo
ro NpoAyKTy,
nakyBaHHs,
KOHTpONb cepii);
CBICC KATIC
mM6X,
HimeuunHa
(makyBaHHs)
27. BPOHXO®I | HacToiika cknagHa no TOB Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny - 3MiHK 6e3 UA/3546/02/01
T 100 mn y 6aHui "HaykoBo- BMPOGHUYaA wopo 6esnekn/echekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
CKNsHIA, Mo 1 6aHui B BMPOBHMYA thapmaueBTUYHa 3MiHM [0 y3arasibHEHUX AaHuX MPo cucTemy dpapmakoHarnsgy
nauui, no 100 mny hapmauesT KoMnaHis "EM" (BBELEHHSA y3araslbHEHNX AaHUX MPO CUCTeMy hapmakoHarnsay,
6aHLi nonimepHili, no nyHa 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
1 6aHuj B nauui, no KoMnaHis thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
100 mn y cpnakoHi "ENM" [ANA 3iicHeHHsT hapMakoHarsay B YKpaiHi, sKLLO BoHa BigMiHHA Bif,
nonimepHomy, rno 1 YMOBHOBaXEHOT 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
chnakoHy B naui hapmakoHarnsgy (Bk/ovaouy KOHTaKTHI gaHi) Ta/abo 3miHn y
pO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHVKA, BiANOBifaIbHOT 38 34iCHEHHS
thapmakoHarnagy: MponoHoBaHa pegakuist: Maicko Map'a OnekciiBHa.
3MiHa KOHTaKTHMX faHWUX YNOBHOBaXeHOI ocobu, BiANOBIAa/IbHOI 3a
3[iiCHEHHs hapmakoHarnsgy
28. BANIbCAKO | TabneTku, BKpUTI KPKA, a.4., CnoseHisa BionosidasbHull CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHMX MmaTepiasliB: BUNPaB/IEHHS TEXHIYHOT 3a UA/9451/01/02
P® H 320 nniBKOBOO HoBo mecTo 3a NMOMW/IKU B APYKOBaHii BepcCii OHOBMEHOT IHCTPYKLIT 415 MEeLUYHOrO peyenmom
060/10HKO0, No 320 BUPOGHUYMBO 3acTocyBaHHs. [lomuka CTOCYETbCA HanNMcaHHA HoMepy
mr/12,5 mr, no 10 "in bulk”, peecTpauiiHoro NocBigYeHHs Ha Nikapcbkuii 3aci6 B "Lwanouyui”
Tabnetok y 6nictepi, rnepsuHHe ma IHCTPYKLT A/19 Me4NYHOr0o 3aCTOCYBaHHS.
no 3 abo 6 6nicTtepis y BMOPUHHE 3aTtBepmxeHa pepakuis: UA/9451/01/02; UA/9450/01/02.
KapTOHHiI kopobuj; no rnakyBsaHHs1, 3anponoHoBaHa pegakuis: UA/9451/01/02; UA/9450/01/03.
14 TabneToK y KOHMposib ma
6nicTepi, no 1, 2 a6o 4 BuMycK cepil:
6nicTepy B KapPTOHHii KPKA, 8.4,
Kopobui; no 15 HoBo mecTo,
TabneTtok y 6nictepi, CnoBeHis;
no 2 abo 4 6nictepu B BionosidasbHull
KapTOHHIi Kopo6Lyi 3a KOHMPOo/ib
cepii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis
29. BANIbCAKO | TabneTku, BKpUTI KPKA, a.4., CnoseHisa BionosidanbHull CnoBeHis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianiB: BunpaBneHHs TEXHIYHOI 3a UA/9450/01/03
P® HD 320 nNiBKOBOIO HoBso mecTo 3a NOMWUJIKM B ,PYKOBaHiii BEpCii OHOBMEHOT IHCTPYKLT A58 MeANYHOro peyenmom
0060/10HKOI0, N0 320 BUPOBHUYMBO 3acTocyBaHHs. MNMoMuIKa CTOCYETLCA HAaNUCaHHs Homepy
mr/25 mr no 10 "in bulk", peecTpauiiHoro NocBigYeHHs Ha Nikapcbkuii 3aci6 B "Lwanouyui”
Tabnetok y 6nictepi, rnepsuHHe ma IHCTPYKLi 415 MeAUYHOT0 3aCTOCYBaHHS.
no 3 a6o 6 6ricTepiB y BMOPUHHE 3arBepmkeHa pegakuis: UA/9451/01/02; UA/9450/01/02.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
KapTOHHiI kopobuj; no rnakyBaHHs1, 3anponoHoBaHa pegakuis: UA/9451/01/02; UA/9450/01/03.
14 TabneTok y KOHMposib ma
6nicTepi, no 1, 2 abo 4 BuUnycK cepil:
6nicTepy B KAPTOHHIi KPKA, a.4.,
Kopobui; no 15 HoBo mecTo,
Tabnetok y 6nictepi, CnoseHis;
no 2 abo 4 6nictepn B BionosidasnbHUl
KapTOHHI Kopo6Lyi 3a KOHMPOo/ib
cepii:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis
30. BAP®APEK | Tabnetku no 3 mr, no AT Natsis AT "I'piHgekc" Natsis BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasliB: yTOUHEHHS1 YNaKoBOK 3a UA/7943/01/01
C® 30 a6o 100 Ta6netok "I'piHaekc” B Hakasi MO3 YkpaiHu Ne 978 Big 26.04.2019 B npoLeci BHeCeHHs peuenmom
Y KOHTelHepi, no 1 3MiH (3MiHM | TUNY - 3MiHK 3 sKocTi. CepTudikat BignosigHocTI/TE-
KOHTeWHepy y nauui 3 cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei/MoHorpadii.
KapTOHY MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa Bi4NoBIgHOCTI a60
BWYyYEHHS cepTudikarta BifgnoBigHOCTI €EBponencokili hapmakonei:
ana A®l; ans BuxigHoOro marepiany/peareHTy/npoMikKHOro NpPoAyKTy,
LLIO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI API; ANs AONOMDKHOI peHOBUHN
(cepTudpikat BigNoBIAHOCTI €BpoNelichbkili hapmakoner) - OHOBMEHWI
cepTudikaT Bif y)xe 3aTBEpXEHOro BUPOOHMKA - NOJaHHS
OHOBJ/IEHOTO cepTudpikaTa BiAnoBigHOCTI EBponeiickkili hapmakonei
BiJ BXe 3aTBepxeHoro BupobHuka Taro Pharmaceutical Indusries,
Ltd, Israel; 3miHu | TURY - 3miHK 3 AkocTi. AdDI. CTabinbHiCTb. 3miHa
nepiogy NOBTOPHUX BUNPOGYBaHb/nepiogy 36epiraHHs abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAKEHOMY [0ChE cepTudikaTa
BiANOBIAHOCTI EBpoNeiickkili hapmakonei, LWo BKIoYaE nepiog,
NOBTOPHOro BUNpPobyBaHHSA) (nepios NOBTOPHOIoO
BMNpo6yBaHHsA/nepios 36epiraHHs) - 36inbLIEHHS abo BBeAEHHS
nepiogy NOBTOPHOro BMNpo6yBaHHs/nepiody 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOC/IAXKEHb Y peasibHOMY Yaci - 36i1bLUeHHS nepioay
nepekoHTposto AP, 3aTBEpKEHO: 2 POKM, 3anPONOHOBaHO: 4 POKU;
3MiHW | Tuny - 3miHK 3 sikocTi. CepTudikart BignoBigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO MPUBEAEHHS Y BiAMOBIAHICTb [0
MoHorpadii AdY abo €poneiicbkoi hapmakonei, abo iHLOoi
HauioHanbHOI hapmakonei gepxasu EC (3miHa y cneumdikayinx,
nos's3aHa 3i 3miHamu B 1®Y, abo €Bponeiickbkili hapmakonei, abo
iHWWIA HavuioHanbHIV dhapmakonei gepxasn €C) - 3miHa y cneumdikauii
A®I (HaTpito BapthapvHaTy knatpaty) BianosigHo 0o Bumor EP).
Pepakuis B Hakasi - no 30 Ta6neToK y KoHTeliHepi, no 1
KOHTeliHepy y nauli 3 KapToHy. BipHa pepgakuis - no 30 ao 100
TabneTokK y KOHTeliHepi, No 1 KOHTeliHepy Yy Nnayli 3 KAPTOHY
31. BAP®APEK | Tabnetku no 5 mr, no AT Nartsis AT "T'piHgekc" Natsis BHECEHHS 3MiH 4,0 peecTpaLiiHux maTepiasiiB: YTOUHEHHS yNaKoBOK 3a UA/7943/01/02
C® 30 a6o 100 TaGnetok "I'piHgekc” B Hakasi MO3 YkpaiHu Ne 978 Big 26.04.2019 B npoLieci BHeCeHHs1 peyenmom

Y KOHTelHepi, no 1
KOHTElHepy Yy nayui 3

3MiH (3MiHK | TUNy - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI €Bponeiicbkili hapmakonei/MoHorpadii.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
KapTOHY MopaHHA HoBOro abo oHOBEHOrO cepTudikaTa BigNOBIAHOCTI abo
BUyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkili hapmakonei:
ana A®l; ans BuxigHoOro matepiany/peareHTy/npomMikHOro NpoayKTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMUTBI API; AN [ONOMIXKHOT peyoBUHM
(cepTudhikaT BignoBigHOCTI €Bponelickkiii thapmakoner) - OHOBNEHU
cepTuaikaT Bif yxe 3aTBepAXeHOro BUPOOHUKA - NOAaHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeiickkili hapmakonei
Bif, BXe 3aTBepxeHoro BupobHuka Taro Pharmaceutical Indusries,
Ltd, Israel; 3miHW | TURY - 3MiHK 3 AkocTi. ADI. CTabinbHICTb. 3MiHa
nepiogy NOBTOPHUX BUMPOGyBaHb/nepiogy 36epiraHHs abo ymos
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAXEHOMY [0ChE cepTudikarTa
BiiNOBIAHOCTI E€Bponelickkill thapmakonei, Lo BK/IYaE Nepios,
NMOBTOPHOrO BMNPo6yBaHHS) (Nepiog, NOBTOPHOTO
BMNPO6YBaHHsA/Nepiog 36epiraHHs) - 36i/bLUEeHHsT a60 BBeEHHS
nepiogy NOBTOPHOro BUNpobyBaHHs/nepiogy 36epiraHHsA Ha OCHOBI
pe3ynbTaTiB AOC/IIKEHb Y peasibHOMY vaci - 36inbLUeHHs nepiogy
nepekoHTposito A®I, 3aTBep)KeHo: 2 PoKKM, 3anponoHOBaHO: 4 POKU;
3MiHM | Tuny - 3MiHK 3 akocTi. CepTudikart BignoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI €EBponeiickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiAMOBIAHICTL [0
MoHorpadii 4dY a6o €sponeiicbkoi hapmakonei, abo iHLWoi
HaujioHanbHoi chapmakonei gepxasu €C (3miHa y cneuudikauisx,
nos'sA3aHa 3i 3miHamu B 1Y, abo €Bponelicbkiin hapmakonei, abo
iHWIili HauioHanbHil hapmakonei aepxasu €C) - 3miHa y cneuudikaw;ii
A®| (HaTpito BapdhapuHaTy knaTpaTy) BignoBigHo Ao BuMor EP).
Pepakuis B Hakasi - no 30 Ta6/1eTOK y KOHTelHepi, no 1
KOHTeliHepy y nauui 3 kapToHy. BipHa pegakuis - no 30 a6o 100
TaGNeToK Y KOHTelHepi, N0 1 KoOHTeliHepy Y nayli 3 KAPTOHY
32. BEHOIEMA | renb no 40 ry Ty6i; no My6niuHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [10 peECTpaLiiiHuXx maTepianiB:3MiHu | TUNy - 3MiHa Ges UA/16813/01/01
HOJ1 1000 1 Ty6i B nauui akujoHepHe akujioHepHe TEKCTY MapKyBaHHS yNakoBKM Nikapcbkoro 3acoby. BeefeHHs 3MiH peyenma
TOBapUCTBO TOBapUCTBO npOTAroM 3-X MicsLiB NiC/1A 3aTBEPLKEHHS
"HaykoBo- "HaykoBo-
BMPOGHNUNIA BMPOGHNYNIA
LEeHTp LleHTp
"bopLuariscb "BopLuariBcbkuii
Knii XiMikO- XiMiKO-
thapmaueBT thapmaueBTUYHY
NYHWIA  3aBoa"
3asog”
33. BEPATAPQ, | kancynu My6niyHe Ykpaina My6nivyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3MiHu 3 3a UA/3845/01/01
180 NPOSIOHroBaHoI Aii No akuioHepHe akuioHepHe siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peuenmom
180 wmr; no 10 kancyn TOBapuCTBO TOBapuCTBO KOHTeliHep/3aKkynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
y 6nictepi; no 3 "HaykoBo- "HaykoBo- roTOBOrO JlikapcbKoro 3acoby (BU/Ty4YeHHS! yNakoBKy NEBHOr0 po3Mipy)
6nictepn y nauui BMPOGHNYNIA BMPOGHWYNIA - BUNy4eHHs ynakoBku no 10 kancyn y 6nictepi, no 5 6nictepis y navui
LeHTp LeHTp 3 BiANOBIAHUMYM 3MiHAMK A0 pPo34iny «Ynakoska» MKSA Ta iHCTpyKuii
"bopLuariscb "BopLuariBcbkuii ONs MeAVYHOro 3acTocyBaHHA J13. BBeeHHS 3MiH NpoTArom 3-x
KWiA Ximiko- XiMiko- MiCALIB NiCNA 3aTBEPAKEHHS.
thapmauesBT hapmaueBTUYHM
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

NYHWIA
3asof”

i 3aBog"

34.

BIHOKCUH
MB

Tabnetkun
NpOJIOHroBaHoI Aii no
30 wr; no 20 TabneTok
y 6nictepi; no 1 abo
no 3 6nictepu B
KapTOHHIN nauui

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 4O PEECTpaLiiHNX MaTepiasiiB: 3MiHa 3asBHUKA
(BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460): 3miHa 3asiBHMKA rOTOBOrO NikapCbKOro 3acoby y
3B A3KY 3 Nepegayeto npasa BNACHOCTI Ta MApKETUHIOBUM PiLUEHHAM
KOMMaHili Ajtoyoro Ta HOBOrO 3asiBHUKIB. TEpPMiH BBELEHHS 3MiH -
NpOTArom 6 MicsLiB nicNs 3aTBepiKeHHs. 3MiHun | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3aco0by, BKIYaUKN AiNbHAULL BUNYCKY cepii abo MicLle npoBefeHHs
KOHTPO/O AKOCTI. (Ais/IbHICTb, 3a Ky BiANOBigae BUPOGHMK/iMnopTep,
BK/IO4aA0UM BUMYCK cepiii). 3MiHa agpecy BUPO6HUKA rOTOBOrO
nikapcbkoro 3acoby TOB «®apma CtapT» 6€3 3MiH1 Micus
BMPOGHMLTBA. TEPMIH BBEAEHHS 3MiH - NPOTArOM 6 MicsLiB nicns
3aTBepMXeHHs. 3MiHu | Tuny - 3MiHn Wwoao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHKn). BHeceHHs1 peAakuiliHix npaBok Ta
npuBefeHHs iHhopmav,i B TEKCTI MapKyBaHHS BignoBigHO 40
BHYTPILLHIX BUMOT KOMMNaHii LWoA0 0hOPM/IEHHS NaKyBas/IbHOrO
mMaTtepiany. 3mMiHM He cynepeyartb Bumoram foaatky 23 Hakazy MO3
Ykpainu Big, 26 cepnHs 2005 poky Ne 426 (y pegakuii Hakasy MO3
Ykpaiuu Big 23 nunHsa 2015 poky Ne 460). 3miHu | Tvny - 3MiHM WwWoa0
6e3nekn/echekTMBHOCTI Ta thapmakoHarnagy. BeegeHHss abo 3MiHM A0
y3arasibHeHVX faHux Npo cuctemy dpapmakoHarnisgy (BBeAeHHs
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXeEHOT 0cO6U, BiNOBIAAILHOT 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[ONA 3aiicHeHHs hapMakoHarnsgy B YKpaiHi, SKL0 BoHa BigMiHHA Bif,
YNOBHOBaXEHOT 0cO6U, BiANOBIAAILHOT 32 34iACHEHHS
hapmakoHarnsagy (Bkvaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
po3milLeHHi MacTep-ghaiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6MU, BiANOBigabHOI 3a
thapmakoHarnag. 3miHa Micus 34ilCHEHHS OCHOBHOI AifNIbHOCTI 3
dhapmMakoHarisgy. 3mMiHa MicLie3HaxomKeHHs MacTep-dhaina.

3a
peyerimom

UA/11573/01/01

35.

BIHOKCWVH
MB

TabneTkn
NPOJIOHroBaHoI Aii no
30 wr; in bulk: no 7 kr
y nakeTax
nonieTuneHoBMX B
KOHTelHepax

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiB: 3MiHa 3asiBHUKa
(BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460): 3miHa 3asiBHVKa rOTOBOrO JlikapCbKoro 3acoby y
3B°A3KYy 3 Nepejayeto npasa BNACHOCTi Ta MapKeTUHIOBUM PilLleHHAM
KOMMaHili Ajtoyoro Ta HOBOrO 3asBHUKIB. TEPMIH BBEAEHHS 3MiH -
NPOTArom 6 MicALiB MicNs 3aTBepKeHHs. 3MiHn | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBafKEHHN AiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3acoby, BK/IIOYAKUN Ai/TbHUL BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPO/O SIKOCTI. (LiS/IbHICTb, 3a 5Ky Bignosigae BMpobHuk/imnopTep,
BK/IO4At0UM BUMYCK cepili). 3MiHa agpecy BUPO6HUKA rOTOBOrO
nikapcbkoro 3acoby TOB «®apma CtapT» 6€3 3MiHU MicLs
BMPO6GHULUTBA. TEPMiH BBEAEHHS 3MiH - MPOTAroM 6 MicALiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3miHn Wwogo 6e3nekun/edekTMBHOCTI Ta

UA/11574/01/01
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

thapmakoHarnagy (iHwi 3MiHNn). BHeceHHs peAakuiliHyix npaBok Ta
npuBeAeHHs iHhopMaLii B TEKCTI MapKyBaHHS BiAMOBIAHO [0
BHYTPILLHIX BUMOTI KOMNAHii LWoA0 0OOPM/IEHHS NaKyBaslbHOro
marepiany. 3MiHM He cynepeyaTb Bumoram flogatky 23 Hakasy MO3
Ykpainu Big 26 cepnHa 2005 poky Ne 426 (y pepakuii Hakasy MO3
Ykpaiuu Big 23 nunHa 2015 poky Ne 460). 3miu | Tvny - 3MiHM Wo8o
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3miHa
YMOBHOB&XEHOT 0c06U, BigNOBIAabHOT 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnsagy 3asBHuUKa
AN 3piicHeHHs dhapmakoHarnsgy B YkpaiHi, AKLWOo BOHA BiMiHHA Big,
YMOBHOB&XEHOT 0co6u, BigNOBIAaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bkouakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-thalina cuctemn hapmakoHarnagy). 3miHa
KOHTaKTHUX JaHuX YMOBHOBaXXEHOI 0cobu, BifnoBiganbHOT 3a
thapmakoHarnag. 3MiHa MicLs 34ilACHEHHSI OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsay. 3MiHa MicLe3HaxoMKeHHA MacTep-gaiina.

36.

BOBE-
MYTOC E

Tabnetku
KMLLKOBOPO34MHHI NO
20 TabneTtok y
6nicTepi; no 1 abo no
2, abo no 5 6nictepis
Y KapTOHHIi1 kopobu,i

MYKOC
Papma
v6X i Ko.
KIr

HimeuunHa

MYKOC
EmynbcioHcrese
nnbwadt M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianiB:3miHu | Tuny - 3MiHK
oo 6esnekv/ehekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHM [0 y3arasibHEHUX AaHuX MPo cuctemy dpapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy hapmMakoHarisgy,
3MiHa YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[ONA 3aiicHeHHs hapMakoHarnsgy B YKpaiHi, K0 BoHa BigMiHHA Bif,
YNOBHOBaXeEHOT 0cO6U, BiNOBIAAILHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a hapMakoHarnsag.
MponoHoBaHa pegakuis: Thomas Chatzopoulos. 3MiHa KOHTAKTHUX
[aHVX YNOBHOB&XeEHOI 0C06M 3asBHKKa, BifnoBiganbHoOT 3a
thapmakoHarnag. 3miHa MicLs 34ilACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmMakoHarniagy. 3miHa po3MmileHHA macTep-gaiina cuctemm
dhapmakoHarnsgy

3a
peyenmom

UA/14480/01/01

37.

BOBEH3U
M

Tabnetkun
KMLLKOBOPO3UMHHI MO
20 TabneTtoK y
6nictepi; no 2 a6o 10
6nicTepiB y KAPTOHHIN
Kopo6ui; no 800
Tabnetok y 6aHkax

MYKOC
Papma
'm6X i Ko.
Kr

Himeuunna

MYKOC
EmynbcioHcrese
nnbwadTt M6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:3miHu | Tuny - 3MiHK
wozo 6e3snekn/echekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHV [0 y3arasibHEHUX JaHuX Mpo cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHuX Npo cuctemy hapmakoHarnsagy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
chapmakoHarnsgy; KOHTakTHoOi 0cobu 3 hapmakoHarnsgy 3asBHuKa
[ONA 3piicHeHHsT hapMakoHarnsay B YKpaiHi, sIKLLO BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0c0o6u, BigNoBiAaIbHOT 3a 34iCHEHHSA
hapmakoHarnsgy (Bk/ouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLieHHi MacTep-thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BifnoBigasibHOI 3a dapMakoHarnsg.
MponoHoBaHa pegakuis: Thomas Chatzopoulos. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXKEHO! 0CO6U 3as1BHMKA, BifgNoBigabHOI 3a

6e3
peuyenma

UA/2842/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
thapmakoHarnag. 3miHa MicLs 34iACHEHHSI OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsgy. 3miHa po3MilleHHs MacTep-aiina cuctemu
dhapmakoHarnsay
38. BOTPIEHT TabneTku, BKpUTI HoBaprTic LLiBeiiuapis nakco Icnanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/12035/01/01
™ nNiBKOBOKO dapma Al Bennkom C.A., Benuka wopao 6esnekv/epekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom
060n0Hkoto, no 200 Icnanis BpuTtaHis 3MiHM [0 y3arasibHEHUX AaHWX MPo cuctemy dpapmakoHarnsagy
mr; no 30 TabneTok y (BMPOGHWK ans (BBEAEHHSA y3araslbHEHVX AaHUX NPOo cucTemy hapmMakoHariagy,
thnakoHi, no 1 nakyBaHHs Ta 3MiHa YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
h1aKkoHy B KapPTOHHIi BUMYCKY cepil); thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
KOpoo6Li nakco [ONA 3aiicHeHHs hapMakoHarnsgy B YKpaiHi, SKL0 BoHa BigMiHHA Bif,
OnepeiiwHc HOK YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOT 32 34iACHEHHS
Nimiten, Benuka hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
BpuTtaHis pO3MilLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
(BMPOGHUK YNOBHOBaXEHOT 0CO6U, BiNOBIAAILHOT 32 34iiCHEHHS
Hepo3acosaHo thapmakoHarnagy. MNponoHoBaHa pegakuis - David J Lewis, B.Sc
T npoaykuir) (Hons), Ph.D. 3miHa KOHTaKTHOI 0c0bV 3asBHWKa, BifMnoBifabHOT 3a
3[jicHeHHs1 hapMakoHarsay B YkpaiHi. [ponoHoBaHa pefakyis —
OpnoB B'auyecnas. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXKEHOI 0cobu,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay Ta KOHTakTHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA dapMakoHarnsay B YkpaiHi
39. BOTPIEHT Tabnetkun, BKpUTI HosaprTic LLiseiiuapis "nakco Icnanis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/12035/01/02
™ NNiBKOBOKO dapma Al Bennkom C.A., Benuka woao 6e3nekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
060/10HKOt0, No 400 IcnaHis BpuTaHis 3MiHU [0 y3ara/lbHeHNX AaHnX Npo cuctemy hapmMakoHarnsay
mr; no 30 TabneTok y (BMpPOGHYVK Ans (BBEAEHHSA y3araslbHEHUX AaHWX NPo cucTemy dapmakoHarnsgy,
hnakoHi, no 1 nakyBaHHs Ta 3MiHa YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
th1aKoHY B KapTOHHii BMNYCKY cepii); hapMakoHarnsay; KOHTakTHoOI 0cobu 3 thapmakoHarnsgy 3asBHUKa
KOpOoo6Li "nakco ONA 3aiicHeHHs hapmMakoHarnsgy B YKpaiHi, AKLWO0 BOHa BigMiHHA Bif,
OnepeiiwHc HOK YMOBHOBaXeHOT 0co6u, BigNOBiAaNbHOT 3a 34iiCHEHHS
NimiTen, Benuka hapmakoHarnagy (BK1ovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y
BpuTaHis po3MiLeHHI MacTep-haiina cuctemn hapmakoHarnsgy) - 3miHa
(BUPOGHWMK yMOBHOBaXeEHOT 0co6u, BigNOBiAaNbHOT 3a 34iiCHEHHS
Hepo3hacoBaHo thapmakoHarnsgy. NponoHoBaHa pefakuis - David J Lewis, B.Sc
T npoAykuir) (Hons), Ph.D. 3miHa KOHTaKTHOI 0c0bV 3asBHMKa, BiANOBifasIbHOT 3a
3[jicHeHHs1 hapmMakoHarisay B YkpaiHi. [ponoHoBaHa pefakuis —
Opnos B'ayecnas. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hapMakoHarnsay Ta KOHTakTHOI ocobw,
BiNoBiAa/IbHOI 3a 3MiICHEHHST hapMakoHarnsay B YkKpaiHi
40. BYHAEXIN Masb no 15 r abo no TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasi:3MiHU | TUMY - MiHK 6e3 UA/7236/01/01
30 ry Ty6i, no 1 Ty6i B "HaykoBo- BMPOGHUYaA oo 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsgy. BBegeHHs abo peuyenma
nauli BUPOGHMYA dhapmaLeBTNYHA 3MiHU [0 y3ara/lbHeHNX AaHnX Npo cuctemy hapmMmakoHarisgy
thapmavesT KOMnaHis (BBEAEHHSA Y3araslbHEHUX AaHWX NPo cucTemy hapmakoHarnsagy,
NYHa "ENM", YkpaiHa 3MiHa YNMOBHOBaXXEHOT 0COOMU, BifNoOBifabHOI 3a 34iACHEHHS
KOMMNaHis (BMPOGHMLTBO chapmakoHarnsgy; KOHTaKTHOT 0cobu 3 hapmakoHarnsagy 3asBHuUKa
"EVM"

Ta KOHTPO/1b
SIKOCTi; BAMYCK

cepi)

AN 3piicHeHHs dhapmakoHarnsay B YKpaiHi, AKLWOo BOHa BiMiHHA Big,
YNOBHOBaXXEHOI 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bk/ouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6M 3asBHUKA, BifNOBIgANIbHOI 3a 34iAiCHEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
thapmakoHarnagy: MponoHoBaHa pegakuist: Maicko Map'a OnekciiBHa.
3MiHa KOHTaKTHMX AaHuX YNOBHOBAXEHOI 0Co6U, BiAMNOBIAa/IbHOI 3a
3AjliCHeHHs1 hapmakoHarnaay
41. FAJOBICT PO34mnH ANS iH'ekuinn, 1 Baiiep Al HimeuunHa Baiiep Al HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/6664/01/01
1,0 MMO/Ib/MA, N0 5 MmN wopao 6esnekv/epekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom
abo no 7,5 mn, abo no 3MiHM [0 y3arasibHEHUX AaHWX MPo cuctemy dpapmakoHarnsagy
10 mn 'y cKIsHOMY (BBEAEHHSA y3araslbHEHVX AaHUX NPOo cucTemy hapmMakoHariagy,
wnpwui, BK1ageHomy y 3MiHa YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
npo3opy NiacTUKoBy thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
KOPOGKY, 3aKputy [ONA 3aiicHeHHs hapMakoHarnsgy B YKpaiHi, SKL0 BoHa BigMiHHA Bif,
nanepom; no 5 YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOT 32 34iACHEHHS
LUNPULIB Y KAPTOHHIN hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
Kopob6ui; no 5 mn a6o pO3MilLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
no 7,5 mn, a6o no 10 YNOBHOBaXEHOT 0CO6U, BiNOBIAAILHOT 32 34iiCHEHHS
M/1Y N1acTUKOBOMY thapmakoHarnsgy: MNponoHoBaHa pegakuis: Justin Daniels. 3miHa
LINpWLi, BKNageHoMy Yy KOHTaKTHUX AaHnX yNOBHOBaXKEHOI 0cOobu, BifNOBiAa/IbHOT 3a
npo3opy NNacTuKoBy 3piicHeHHs chapmakoHarnsgy. 3miHa micus 34ilicHEHHA OCHOBHOI
KOpPOOKY, 3aKpuUTy LisiNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3HaxoMKeHHs macTep-
nonietuneHom; no 5 haiina
LINPULIB Y KApPTOHHIl
KopoobUi
42, FACTPA/Ib | cycneHsia opasibHa no | ToBapuCTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - 3MiHu 3 6e3 UA/17032/01/01
MATHA 90 mn a6o no 180 mn 3 06MEXEHO siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peuyenma
CYCNEHSI y hnakoHi; no 1 obmexeHoro BiANOBIAAIbHICT KOHTelHep/3aKkynoptoBasibHWi 3aci6. 3MiHa Yy NepBUHHIM ynakoBLi
A thnakoHy y kopobui 3 Bignosigasb 10 roTOBOrO JlikapCcbkoro 3acoby (Tun koHTeliHepa abo JoAaBaHHs HOBOTO
KapToHy; no 10 mny HiCTIO "®apmaLeBTUYH KOHTeliHepa) - TBepAj, M'siki Ta HeCTepubHI piaki nikapceki hopmu -
cawe; no 20 cawe y "®hapmaueBT a KoMnaHis 3MiHa po3mipy Ta 06’eMy ynakoBku /13, a came fofaBaHHSA HOBOTO
KOpOO6Li 3 KAPTOHY N4Ha "3p0poB'a” BMAY NakyBaHHs no 10 MA y calle y KapToHHIl kopobLi. HK Hacnigok,
KomnaHis BBE/IeHHS 0AaTKOBMX BUPOOHYKIB NEPBNHHOIO NakyBaHHS
"3p0pos'a” (kombiHOBaHOro Matepiany) Ta BBEAEHHSA A0 cneuyndikaii HOBOro

nokasHuka «O4HOPIAHICTbL Macu (411 caile)» 3 BiANOBiAHUM METOA0M
KOHTpO/0. KombiHoBaHuii matepian MAT «YKpniacTuk», YkpaiHa AT
«TexHonoris», YkpaiHa Constantia Patz Ges.m.b.H., Austria
Cneupndpikauis/meToamn KOHTpono O4HOPIAHICTL MacK (419 cawle)
3MiHM BHECEHI B iHCTPYKLiIO ANS MeAMYHOro 3acTocyBaHHs /13y p.
"YnakoBka" sik Hacnigok y p. "Cnocib 3acTtocyBaHHA Ta go3un" 3
BiANOBIAHMMUN 3MiHAMW B TEKCTI MapKyBaHHS YNakoBOK. BBeeHHs 3MiH
nNpoTArom 3-X MicALiB nicnsa 3aTBepmkeHHs; CynyTHSA 3MiHa - 3MiHK 3
AKocTi. FoToBwWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa po3mipy ynakoBKu
roTOBOrO JlikapCbKoro 3acoby (3mMiHa macu/06'eMy BMICTY KOHTelHepa
6araTo030BOr0 JliKapCbKOro 3acoby /18 HenapeHTepaslbHOro
3acTocyBaHHA (260 04HOL030BOr0, YaCTKOBOrO BUKOPUCTAHHS)); -
3MiHK 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopioBasibHUIA 3aci6. 3MiHa nocTavyasibHUKa
nakyBaslbHVX MaTepiasliB abo KOMNNEKTYoUMX (SKLLO 3a3HaYeHO B
[ocbe) (3amiHa abo AoAaBaHHA nocTavyasnibHuKa); - 3MiHW 3 AKOCTI.
oTOBWI1 NikapcbKMii 3aci6. KOHTPO/b rOTOBOTO NiKapCbKoro 3acoby.




57

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3miHa napameTpiB cneuudikauin Ta/abo AoNyCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS cnevuudikalii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOBYBaHHS)
43. FEKCAKCWU | cycneHsia ans CaHodi PpaHLis CaHodi MNacTep, ®paHuia/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasiB:3miHu | Tuny - 3amiHa 3a UA/13080/01/01
M® | iH'ekui; no 0,5 mn (1 MacTep PpaHLis YropLmHa BMNPO6YBaHHSA Ha niporeHn (Pyrogen test) Ha BUNpobyBaHHS 3 peuenmom
HEXAXIM [03a) B nonepesHbLo (noBHWMIA LMKN BM3HAYEHHS BMICTY 6akTepiasibH1X eHJ0TOKCUHIB (Bacterial Endotoxin)
BAKLUUHA 3anoBHEHUX LWnpuuax BMPOGHMLITBA, y cneuudikauii npy BUMycKy npenaparty
anda 3 1-et0 (260 2-ma) BUNycK cepii);
MPO®IIAK | OKpemMuMmu rosikamu, CaHodpi-ABeHTic
TUKN no 1 wnpuuy B MpaiisiT Ko.
BUOTEPII, | kapToHHill ynakosuj Nta., YropuuHa
NMPABLA, abo craHgapTHO- (BTOPUHHE
KALU/TKIOKY | ekcrnopTHiii ynakosL,i B nakyBaHHs1)
(ALENMKONSA | KapTOHHIA KOpoo6Li; no
PHWIA 0,5 mn (1 gosa) B
KOMIMOHE nonepegHLo
HT), 3anoBHEeHNX LWnpuuax
FENATUTY 3 1-et0 (b0 2-ma)
B OKPEMUMM rofIKamu,
PEKOMBIH no 10 wnpuuis B
AHTHA, KapTOHHI ynakoBLi
noniomie abo ctaHgapTHO-
nrty €KCMOPTHIli ynakosL,i B
IHAKTUBO KapTOHHI KOpO6Li; No
BAHA TA 0,5 mn (1 gosa) y
3AXBOPHO thnakoHax, no 10
BAHDb, haKkoHIB y KapTOHHIi
CNPUYMHE | ynakosui abo B
HUX cTaHfapTHO-
HAEMOPHI | ekcrnopTHiii ynakosL, B
LUS TNy KapTOHHI Kopo6Lyi
B
KOH'FOroB
AHA,
AACOPBO
BAHA,
PIOKA
44, FEMUUTAB | KOHUeHTpaT ans EBEBE ABCTpis EBEBE ®apma ABCTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/10475/01/02
IH "EBEBE" | po3unHy Ans iHdysi, Papma lec.m.6.X. Hor. BUYYEHHS (Cuna fgji) - 3MiHWM BHECEHI LWOoA0 BUyYeHHs cuam aii 10 peyenmom
40 mr/mn no 5 mn (200 lec.m.6.X. Kr mr/Mn (peecTpauiiiHuii Homep - UA/10475/01/01)
Mmr), abo no 25 mn Hdor.KI
(1000 wr), a6o no 50
M (2000 mr) y
thnakoHi; no 1
(hN1aKkoHy B KApPTOHHI
Kopoo6Li
45, FIHEKO®IT | HacToiika cknagHa no TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianiB:3miHu | Tuny - 3MiHK 6e3 UA/4322/01/01
100 mn y 6aHuji "HaykoBo- BMpPOGHUYA oo 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsay. BBegeHHst abo peyenma
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
CKNSHI; Mo 1 6aHui B BMPOBHMYA thapmaueBTUyHa 3MiHM [0 y3arasibHEHUX AaHuX MPo cucTemy dpapmakoHarnsgy
nauui; no 100 mny hapmaueBT KoMnanis "EAM" (BBELEHHA y3araslbHEHNX AaHUX MPO cUcTemy hapmakoHarnsay,
6aHLi nonimMepHiii; no nuHa 3MiHa YNOBHOBAXEHOT 0CO6W, BiAMOBIAALHOI 32 3AjACHEHHS
1 6aHuj B nauuj; no KoMnaHis thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
100 mn y chnakoHi "ENM" [ANA 3iicHeHHs hapMakoHarnsay B YKpaiHi, SKL0 BoHa BigMiHHA Bif,
nonimepHomy; rno 1 YNOBHOBaXKEHOI 0c06M, BiANOBIfA/ILHOT 3a 34iCHEHHS
chnakoHy B nauui hapmakoHarnsgy (Bko4valouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6OU 3aABHUKA, BiANoOBiAa/IbHOI 3a 34iAICHEHHS
thapmakoHarnagy: MponoHoBaHa pegakuist: Maicko Map'a OnekciiBHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0co6U, BiAMNOBIAa/IbHOI 3a
3AjiliCHeHHs1 hapmakoHarnaay
46. FAINPECA NOPOLLIOK A1 PO3UNHY ®eppiHr HimeuunHa BMPOGHMK Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/9315/01/01
H Ons iH'ekuii no 1 mr; 1 6X roToBOro LLiBeiiuapis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecu micus peuenmom
dh1akoH 3 NOPOLLKOM Y NPOAYKTY, NPOBafKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
KOMMeKTi 3 1 BignoBiganbHMi 3aco0y, BKIIOYAKUN Ai/TbHUL BUNYCKY cepii abo MicLe NpoBeAeHHS
amnysiol PO3UMHHUKA 3a nNepBuUHHE KOHTPO/O SKOCTI. (LiS/IbHICTb, 3a 5Ky Bignosigae BMpobHuk/imnopTep,
(Hatpito xnopua, nakyBaHHs, BK/IOYAI0UM BMMYCK Cepiii) 3MiHa agpecy BupobHuka 13 deppiHr
Kucnota KOHTPO/Ib SKOCTI v6X, HimeyunHa, 6e3 3MiHM Micus BUpobHULTBA
xnopucrtosogHesa 1 Ta BUNycK cepil:
M, Boga gns iH'ekuin) deppiHr M'M6X,
no 5 M1y KapTOHHIl HimeyuunHa;
ynaxoBLi BiANOBigaIbHUI
3a BTOPUHHE
nakyBaHHS:
PeppiHr
IHTepHeLHN
CeHTtep CA,
LLiBeiiuapis
47. rNINPECK NMOPOLLIOK A/151 PO3UYUHY deppiHr HimeuunHa BMPOGHMK Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | Tuny - 3mMiHa 3a UA/9315/01/01
H Ons iH'ekuii no 1 mr; 1 rM6X, roToBOro LLiBefiuapis napameTpiB cneuudikauii Ta/abo AoMYyCTUMUX MEX NEPBUHHOI peyenmom
(h1aKoH 3 MOPOLLKOM Y HimeuunHa NPOAYKTY, yNaKkoBKM rOTOBOTO J1iKapCbKOro 3acoby - BHECEHHS 3MiH 0 MaTepianis
KOMMAeKTi 3 1 BiANoBigabHWI peecTpaLinHOro AoCbe: OHOBMEHHS p. 3.2.P.7. Cuctema KoHTeliHep/
amMnysiol Po3YMHHMKA 3a NepBuHHe 3aKynoproBasibHWiA 3aci6 — npuBeAeHHs BUMOT crneuudikauii 4ns n.
(HaTpito xnopua, nakyBaHHs, «BakTepianbHi eHAOTOKCUHW» A1 TYMOBOT NPO6KY Y BigNOBIAHICTL A0
Kucnora KOHTPO/Ib SKOCTI cneuudikaLii BUpobHMKa
xnopucrtosogHesa 1 Ta BUNYyCcK cepi:
M, Bofa ANst iH'eKLiiA) deppiHr MTM6X,
no 5 Mny KapTOHHIl HimeuuunHa;
ynakoBLj BignoBiganbHWi
3a BTOPWHHE
nakyBaHHs:
PeppiHr
IHTEepHeLwHN
CeHtep CA,
LLiBeliLapis
48. FMITENK niogpinizat ana MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianiB:3MiHv | Tuny - 3MiHa 3a UA/12177/01/01
PO34MHY A5 iH'EKLi "Kuismegnp "KviBmegnpenap napameTpiB cneundikauii Ta/abo AoNyCTUMUX MeX A51 AOMOMIKHOI peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
no 400 mr, 1 chnakoH 3 enapat” at" peyoBUHM - NpuBeAeHHs Cneundikauii Ta MeToAiB KOHTPOSIO SKOCTI
niocpinizaTom B [0NOMDKHOT Pe4yoBVHUN HaTpIlO X/10pyay A0 BUMOT MOHOrpadil
KOMMAekTi 3 1 €p.Papm. 0193 Ha Sodium chloride 3a nokasHuKamn «bakTepiasbHi
ammny/iol po3ynHHMKA €H0TOKCMHM» Ta «MikpobiosoriyHa ynctora
(BoZa ans iH'exuiii) no
3,2 M/ B KOHTYpHIlA
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHIWA
YyapyHKOBIli ynakoBLii B
nauuj 3 KApToHY
49. rniLePH cynosuTopii no 0,75, dapmiHa Monbwa dapwmiHa /114 Monbuwa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3mMiHu Il Tuny - 3MiHn 6e3 UA/11954/01/01
OBI no 5 cynosutopiis y nTp, wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo peuyenma
CYNO3UTO | 6GnicTepi, no 1 abo 2 3miHa(1) Ao 3060B'A3aHb Ta YMOB BuJavi peecTpauiiHoro
PIi 6nicTepy B KAPTOHHIi NoCBIAYEHHS, BKOUYaouum MnaH ynpasniHHA py3nmkamMu (3aCTOCyBaHHS
"®APMIHA KOpoo6Li 3MiH(K), AKi(a) BUMaratoTb(€) NOAaNbLUIOrO O6r'PYHTYBaHHSA HOBUMY
" [0AATKOBUM AAHVIMW, L0 MatoTb HafaBaTUCS KOMNETEHTHUM OpraHoM,
OCKi/IbKW BUMAraeTbCsl CyTTEBA OL[iHKA KOMNETEHTHUM OpraHoMm).
BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 NianyHKTY 1.13 nyHKTy 1,
nianyHkTy 2.3 NyHKTY 2 gogatky 15 go MNopspky npoBefeHHs
eKCnepTun3n peecTpauiiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
nofalTbCs Ha AepXaBHy peecTpalito (MepepeecTpaLiio), a Takox
eKcnepTM3n MaTtepianis NPo BHECEHHS 3MiH A0 peecTpauiiiHnX
marepianis NpoTArom Aii peecTpawiiiHoro nocBig4eHHs,
3aTBepMxeHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460).
50. rnibePUH cynosuTopiino 1,5, dapmiHa Monbwa dapwmiHa /114 Monbuwa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu Il Tuny - 3MiHn 6e3 UA/11954/01/02
OBI no 5 cynosutopiis y nTp, wopo 6e3nekn/echekTMBHOCTI Ta hapmakoHarisgy. BHeceHHs abo peuyenma
CYNO3UTO | 6nicTepi, no 1 abo 2 3miHa(1) Ao 3060B'A3aHb Ta YMOB BuJadi peecTpauiiHoro
PIl 6nicTepy B KApPTOHHIi NocBiAYEHHS, BKoYatoum MnaH ynpasniHHA pu3mkamm (3aCTOCyBaHHS
"®APMIHA KOpOoo6Li 3MiH(M), AKi(a) BUMaratoTb(€) NOAaNbLUIOrO O6r'PYHTYBaHHS HOBUMU
" [0AATKOBUM AaHVIMW, WO MaloTb HafaBaTUCS KOMNETEHTHUM OpraHoM,
OCKi/IbKW BUMaraeTbCsl CyTTEBA OL,iHKA KOMMNETEHTHUM OpraHoMm).
BriKoHaHHA 3060B'A3aHb BiANOBIAHO A0 NiaNyHKTY 1.13 nyHKTy 1,
nignyHKTY 2.3 NyHKTY 2 gogaTky 15 go Mopsgky npoBefeHHs
eKCnepTun3n peecTpauiiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
noJalTbCs Ha AepXaBHY peecTpalito (MepepeecTpaLiio), a Takox
eKkcnepTM3n Martepianis NPo BHECEHHS 3MiH A0 peecTpauiiHnX
marepianis NpoTArom Aii peecTpauiiiHoro nNocBig4eHHs,
3aTBepMAxeHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460).
51. rnoagy HacTolika, no 25 mn MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiitHux maTepianiB:3MiHu | TUny - 3MiHa 6e3 UA/8383/01/01
HACTOWKA | a6o 100 mny "Ximchapmsa "Ximchapm3sasog ¢opmMm ab0 po3Mipy KOHTelHepa Yun 3aKynoprBa/IbHOTO 3acoby peuyenma
thnakoHi, no 1 BO[, "UepBoHa 3ipka" (NepBUHHOI yNakoBKW) - flofaBaHHA HOBOT yNakoBkK: thriakoHa
chnakoHy B nauuyj; no "YepBoHa CKNAAHOro 06’emom 100 M1, 3 HOBUMW FrEOMETPUYHMMUN po3mipamu, 6e3
25 mn abo 100 mny 3ipka" 3MiHM SIKICHOrO Ta KifibKiCHOro Ckiagy martepiasy thsiakoHa; foAaBaHHs

thnakoHax; no 100 mn
y 6aHkax

HOBOrO 3aKynoptBa/IbHOTO 3acoby, 3i 3MiHOK Cklay nakyBaslbHOro
MaTepiany, a came: KpULLKM N1acTMacoBoi HOBOT (OOpMU 3 KOHTPOSIEM
nepLuoro poskputTs (tuny 1.4m 3 HDPE) Ans1 3anponoHoBaHOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
chnakoHa cknsHoro o6’emom 100 mn
52. FPOYTPOIMI | po3unH ans iH'ekuiid, 8 TOB Ykpaina [onr-A CT Ko., Kopes BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/8465/01/01
H MO/mn; no 0,5 mn (4 "®GapmaveBT nrtp, AfMiHIiCTpaTMBHI 3MiHWN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
MO/1,34 mr) a6o no 2 nyHa 3asBHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs) - 3MiHa agpecu
M (16 MO/5,34 mr) y KOMnaHis 3asBHMKa
dhnakoHi; no 1 a6o no Bicta"
10 chnakoHiB y
KapTOHHIN KopobLii
53. FPOYTPONI | Po3unH gns iH'ekuii, 8 TOB Ykpaina [oHr-A CT Ko., Kopes BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/8465/01/01
H MO/mn, no 0,5 mn (4 "papmaueBT nrp, woao 6e3nekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
MO/1,34 mr) a6o no 2 N4Ha 3MiHM [0 y3arasibHeHUX JaHuxX Npo cucTeMy dhapMakoHarnagy
mn (16 MO /5,34 mr) y KoMnaHis (BBEAEHHSA y3araslbHEHUX AaHWX NPo cucTemy dapmakoHarnsgy,
thnakoHi; no 1 abo no Bicta" 3MiHa YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
10 chnakoHiB y hapMakoHarnsay; KOHTakTHOI 0cobu 3 thapmakoHarnsgy 3asBHUKa
KapTOHHI Kopo6Lyi ONA 3aiicHeHHs hapMakoHarnsgy B YKpaiHi, AKL0 BOHa BigMiHHA Bif,
yMOBHOBaXeHOT 0co6u, BiANOBiAaNbHOT 3a 34iiCHEHHS
hapmakoHarnagy (BK1ovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu Y
pO3MilLEeHHI MacTep-ghaiina cuctemMn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHuX YMOBHOBaXeEHOI 0cobu, BiAnoBiganbHoT 3a
3piicHeHHs chapmakoHarnsgy. 3miHa micus 34ilicHeHHS OCHOBHOI
AiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa agpecu mactep-daiina
cucteMu dpapmakoHarnsgy
54. AEKCNPO PO34MH ANA iH EKLA, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux MaTepianis:3MiHu | Tuny - 3mMiHa y 3a UA/17373/01/01
no 50 mr/2 mano 2 mn | "®apmauest "®bapmaueBTUYH napameTpax cneyucikauii Ta/abo AONyCTUMKX MEX, BUSHAYEHNX Y peuyenmom
B amnyni; no 5 amnyn nyHa qoipma a thipma cneuudikauisix Ha Adl, abo BMXigHWA/NPOMDKHUIA NpoAyKT/peareHT,
Y KOHTYpHilA "fapHuus” "AapHnus” LLIO BUKOPUCTOBYIOTLCA Y NpoLieci BUpobHuLTea A®I; cynyTHs 3miHa:
YapyHKOBIli ynakoBLyji: 3MiHa y MeToAax BunpobyeaHHss APl abo BMXiAHOMO
no 1 KOHTYpHIWA mMartepiany/npomiKHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
YyapyHKOBIli ynakoBLii y npoteci Bupo6HuuTea A®I; 3miHM A0 cneundikauii Ta MmeToais
nauli KOHTpOsI0 AD| 3a nokasHukoM «Temnepatypa nnas/eHHs», a came:
[OMNOBHEHHA peAakUiiHMN YTOYHEHHSIMU, siKi 0DOPMIIEHI 3
pekomeHAaLisiMM Ta CTUNICTUKOI YMHHOI pefakuii AdY
55. MKA3 TabneTkn, BKpUTI Baiiep Al HimeuunHa Baiiep AT, HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/12143/01/01
nntc 060/10HKO0, Ne 28: o HimeuunHa wopao 6esnekv/ehpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom
24 Tabnetkn (nepBuHHa Ta 3MiHM [0 y3arasibHEHUX AaHuX NPo cuctemy dpapmakoHarnsagy
POXEBOro Konbopy i BTOPVHHA (BBEAEHHA Y3araslbHEHVX AaHNX NPOo cucTemy hapmMakoHariagy,
no 4 TabneTku CBiTN0- ynakoBKa, 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
OpaHXeBOro Kosbopy [03BiN Ha thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy 3asBHUKa

B GnicTepi; no 1
6nicTepy B KAPTOHHiIl
naJui

BWMYCK cepil);
Baiiep Baiimap
m6X i Ko. K,
Himeuunna
(BMPOGHULTBO
3a NOBHUM
LMKIIOM)

[ONA 3iicHeHHs hapMakoHarnsgy B YKpaiHi, SKLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0cO6U, BiANOBIAANLHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMn hapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0cO6U, BiANOBIAANLHOI 3a 34iACHEHHS
hapmakoHarnagy: NponoHoBaHa pefakuis: Justin Daniels. 3miHa
KOHTaKTHUX JaHuX YMOBHOBaXXEHOI 0cobu, BifnoBiganbHOT 3a
3pificHeHHs hapmakoHarnsgy. 3miHa micust 34ilicHEHHA OCHOBHOI
AiSNbHOCTI 3 dpapmakoHarnagy. 3MiHa MicLe3HaxoMKeHHss MacTep-
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
chaiina
56. AUMEKCWUA | po34vH HalUKipHWIA, NO MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peECTpaLiiiHuXx maTepianiB:3MiHu | TUNy - 3MiHa 6e3 UA/4522/01/01
® 50 mn y donakoHi; no 1 "Tannudpap "Tanuudapm” po3mipy cepii (BKIOUaOUK giana3oH po3mipy cepii) roToBoro peuyenma
chnakoHy B naui m" nikapcbKoro 3acoby - BBeAEeHHS [404AaTKOBOro po3Mipy cepii roToBOro
NikapcbKoro 3acoby; 3anponoHoBaHo: TeopeTUYHWA po3Mip: He
6inble 30,043 Tuc. ynak. abo 40,0 Tuc. ynak.
57. AIAHE-35 TabeTkv BKpUTI Baiiep Al HimeuyunHa Baiiep AT, HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/7893/01/01
060/10HKOI0, Mo 21 HimeuunHa wopao 6esnekv/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom
Tabnetui y 6nictepi 3 (nepBuHHa, 3MiHM [0 y3arasibHEHUX AaHuX NMPo cuctemy dpapmakoHarnsgy
KasleH4apHo BTOPVHHA (BBEAEHHSA Y3araslbHEHVX AaHUX NPo cucTemMy hapMakoHariagy,
wkasoto; no 1 ynakoBKa, 3MiHa YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
6nicTepy B KapTOHHIl [03BiN Ha thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
Kopoo6Li BUNYyCK cepii); [ONA 3iicHeHHs hapMakoHarnsay B YKpaiHi, K0 BoHa BigMiHHA Bif,
Baiiep Bailimap YNOBHOBaXXEHOT 0CO6U, BifNOBIAAILHOT 3a 34iACHEHHS
v6X i Ko. KT, hapmakoHarnsgy (Bkovatouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
HimeuunHa pO3MiLLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
(NoBHMIA LYKN YMNOBHOBaXXEHOT 0CO6U, BifNOBIAAILHOT 3a 34iiCHEHHS
BMPOGHMLITBA) thapmakoHarnsgy: MNponoHoBaHa pegakuis: Justin Daniels. 3miHa
KOHTaKTHUX JaHuX YMOBHOBaXeEHOI 0cobu, BiAnoBiganbHoT 3a
3piicHeHHs chapmakoHarnsgy. 3miHa micus 34ilicHeHHS OCHOBHOI
AiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLe3HaxoMKeHHs macTep-
haiina
58. AIHAP PO34MH ANA iH EKLA, TOB HB® Ykpaina MAT "®apmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiH1ux maTepianiB:3MiHu | TUny - 3MiHK y 3a UA/15275/01/01
50 mr/mn; no 2 mn abo | "MIKPOXIM" YkpaiHa MeTogax BMnpodyBaHHs A®I - BUIy4YeHO onmc aHaniTUYHOI npoueaypu peyenmom
no 5 mn B amnyni; no (BignoBigansHwWii T. CTEPUILHICTb 3 HaZ@aHHAM MocuNaHHa Ha EP fo Bxe
10 amnyn y nauui 3 3a BUPOBHULTBO 3aTBEPLPKEHOr0 nocunaHHa Ha AdY (2.6.1); 3MiHu |l Tuny - BBEAEHHSA
KapToOHY; No 2 ma abo Ta [04aTKOBOro BUpo6bHMKa A®I (eTUAMETWTIAPOKCUMIPUANHY CYKUMHAT);
no 5 mn B amnyni; no 5 KOHTPONb/BUNPO 3anponoHoBaHo: TOB "BioH", Pocilicbka ®eaepauis; MAT "dapmak”,
amnyn y énictepi; no 2 6yBaHHs cepii, YKpaiHa
6nicTepy y nauui 3 He BK/IHoYaoun
KapToHY BUNYCK cepii );
TOB HB®
"MIKPOXIM",
YkpaiHa
(BignoBiganbHwi
3a BUMYCK cepii,
He BK/oYatoun
KOHTPONb/BUNPO
6yBaHHs cepii)
59. AOP30/® Kpanni O4Hi, po34nH 2 AapaH- Xopsaris AapaH- Xopsaris BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu |l Tuny - 3miHa y 3a UA/14027/01/01
%, No 5 MN 'y o1akoHi- | FaneHcbKuii [aneHcbkuit NEePBUHHIl yNakoBLji rOTOBOTO JliKapCbKOro 3acoby - BHECEHHS 3MiH [0 peyenmom
KpanenbHuui ; no 1 Na6opaTtopi Na6opaTopiii marepianis peecTpadiiHoro gocee p. 3.2.P.7. Cuctema
hnakoHy-KkpanenbHuLI npa.n. o.4. KOHTelHep/3aKynoptoBasibHKIA 3aci6: 3aMiHa NPO30poro h/1akoHy-

B KapTOHHiii Kopobuj

KpanenbHuLj (6apBHUKA HE MICTWTb) Ha Ginnii dhakoH-kpanenbHUL0
(6apBHUK: TUTaHy Aiokcua)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
60. AOP30TUM | kpansi o4Hi, po34mH Nno AapaH- XopsarTis Aapan- Xopsartis BHECEHHS 3MiH 40 peecTpauiiiHux MaTepiasis:3MiHu |l Tuny - 3amiHa y 3a UA/14028/01/01
one 5 mn y chnakoHi- [aneHcbkuit [aneHcbkuit NepBUHHIl yNaKoBLji rOTOBOrO JlikapCbKOro 3acoby - BHECEHHS 3MiH 10 peuenmom
KpanenbHuui; no 1 Na6opatopi Jabopartopiii maTepianiB peecTtpauiliHoro fgocbe p. 3.2.P.7. Cucrtema
dhnakoHy-kpanenbHuLj na.n. o.a. KOHTelHep/3aKynoptoBasibHWIA 3aci6: 3aMiHa NPO30poro d/1akoHy-
B KapTOHHIi1 kopobui KpanenbHuLi (6apBHUKa HEe MICTUTb) Ha 6inniA dhakoH-KpanenbHUL0
(6bapBHUK: TUTaHY Aiokeua)
61. EBKA®ININ | cnpeii Ha3asbHWiA, NnAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHiX MmaTtepianiB:3miHu | Tuny - 3MiHK Jo 6e3 UA/17019/01/01
T® KCUNo fo3oBaHunii 0,1 %, no "Ximchapmsa "Ximhapmsasog IHCTPYKLUiT AN19 MeAMYHOr0o 3aCTOCYBaHHSA Y po3ainuv peuyenma
10 mn y donakoHax BOA, "YepBoHa 3ipka" "MpoTunnokasaHHsa", "OcobMBOCTI 3acTOCyBaHHA" BiAMNOBIAHO A0
CKMSAHWX 3 "UepBoHa OHOBJ/IEHOT iHdhopMaLii 3 6e3neku Ailo4oi peYOBMHY; CYMyTHS 3MiHa:
posnuaBayvemM 3ipKka" 3MiHK Woao 6e3nekn/eheKkTUBHOCTI Ta hapmakoHarnagy. BHeceHHs
HasanbHUM Nely a60 3MiHa(1) 40 3060B'A3aHbL Ta YMOB BuAadi peectpauiiHoro
nauui; no 10 mny nocBiAgYeHHs, BKtovaoun MnaH ynpasniHHA pyu3vkamm (3acToCyBaHHSA
dhnakoHax nonimepHmx TEKCTY, AKuUiA NOrogkeHuid 3 KOMNETEeHTHUM opraHom). MpeacTaBneHi
3 po3nuaBayYemM 3MiHM B iHthopMmawii 3 6e3neku LWoA0 BHECEHHS 3MiH Ta AOMNOBHEHb Y
HasanibHUM Nely pO34inu iIHCTPYKLIT A1s MeAMYHOro 3acTocyBaHHS: «[poTUNoKasaHHs»,
nauuj «OCc06MBOCTI 3aCTOCYBaHHA» Ha nigcTasi MnaHy ynpasniHHA
pv3nkammn, pekoMeHaauili Wwoao 6e3nekun Ailo4oi peyoBmHN
KcunomeTasoniHy rigpoxaopua, Wwo po3millieHi Ha odiliiiHoMy caiTi
€BponeicbKoro MeMYHOro areHTCTBa MOXyTb 6YyTU peKOMeHA0BaHi
[0 3aTBEPOKEHHS Ta BHECEHHS B IHCTPYKLtO AN MEAUYHOTO
3aCTOCyBaHHSA Nikapcbkoro 3acoby. BeefeHHA 3MiH NpoTArom 3-x
MicAILiB nicns 3aTBepIKEHHS
62. EAOAPBI™ Tabnetkv no 20 mr; no Takefa [JaHis Takepa Ipnangis Ipnangis/ BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasnis:3MiHu |l Tuny - 3miHn 3a UA/13312/01/01
14 TabneTok y dapma A/IC N, Ipnangis AnoHis uoao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy. BHeceHHs abo peyenmom
6nictepi; no 1, abo no (BUPOGHMLTBO 3MiHa(1) Ao 3060B'A3aHb Ta YMOB BuJadi peecTpauiiHoro
2, abo no 4 6nictepu y 3a NOBHUM noceigyeHHs, Bkoyaoun Mnax ynpasniHHA pyu3nkamu (3acTocyBaHHS
KapTOHHI Kopo6Lyi LMKIIOM); 3MiH(K), AKi(a) BUMaratoTb(€) NOAaNbLIOr0 O6rPYHTYBaHHS HOBUMU
Takepa [0AAaTKOBUM AaHVMK, L0 MatoTb HafaBaTUCs KOMNETEHTHUM OpraHoM,
dapmacbloTikan OCKi/TbKV/ BUMaraeTbCsi CyTTEBA OL,iHKA KOMNETEHTHUM OPraHom) -
Komnari HafiaHo AeTaslbHWI ONNC CUCTeMU YNpaBAiHHA pusukamu y BUrnagi
Nimiten, Ocaka MnaHy ynpaBniHHS pyU3nkamu, Lo MICTUTb PU3MK NPONOPLLHI 3axoau 3
MnaHT, Anokwis MiHiMi3aLii pu3nkiB Ta 3gjiiicHeHHs hapmakoHarnsagy. Pestome nnaHy
(BMPOGHMLTBO ynpaeiHHA py3vkamn JOAAETbCA
Hepo3dhacoBaHo
i npoAykuir)
63. EAQAPBI™ Tabnetku no 40 mr; no Takepa [JaHis Takepa lpnaHgis Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiB:3MiHu |l TUny - 3MiHK 3a UA/13312/01/02
14 TabneToK y dapma A/IC N, Ipnangis AnoHis wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo peyenmom
6nictepi; no 1, abo no (BUPOGHMLTBO 3MiHa(1) [0 3060B'A3aHbL Ta YMOB BUAadi peectpauiiHoro
2, abo no 4 6nictepun y 3a NOBHUM nocBigYeHHs, BKovaoun MnaH ynpasniHHA pyu3vkamm (3acTocyBaHHA
KapTOHHI Kopobuyj LMKIOM); 3MiH(K), AKi(a) BUMaratoTb(€) NOAaNbLLIOrO O6r'PYHTYBaHHA HOBUMU
Takega [0AaTKOBUM AAHVIMW, L0 MatoTb HaaBaTUCs KOMNETEHTHUM OpraHoM,
dapmacbloTikan OCKINIbKN BUMaraeTbCs CyTTEBA OL{iHKa KOMMNETEHTHUM OpraHoMm) -
KomnaHi Ha/iaHo AeTaslbHWI ONNC CUCTeMU YNpaBiHHA pusukamu y BUrnagi

Nimiteq, Ocaka
MnaHT, AnoHis
(BMpO6HMLTBO

MnaHy ynpaB/iHHA pU3nKaMm, WO MICTUTb PU3MK NPONOPLiiHI 3axoamn 3
MiHimi3aLii pu3ukiB Ta 3gjilicHeHHs1 hapmakoHarnsay. Pesome nnaHy
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
Hepo3sdacoBaHo ynpaeniHHA py3nkamn JOAAETbCA
T npoaykuir)
64. EAQAPBI™ Tabnetku no 80 mr; no Takepa [JaHis Takena lpnaHgis Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB:3MiHu |l TUNY - 3MiHK 3a UA/13312/01/03
14 TabneTok y dapma A/C N, lpnangis AnoHis wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo peyenmom
6nicTepi; no 1, abo no (BMpPOGHMLTBO 3miHa(1) Ao 3060B'A3aHb Ta YMOB BuJavi peecTpauiiHoro
2, abo no 4 6nictepn y 3a MOBHUM NoCBIAYEHHS, BKOUYaouum MnaH ynpasniHHA py3nmkamMu (3aCTOCYBaHHS
KapTOHHI Kopo6Lyi LMKIOM); 3MiH(K), AKi(a) BUMaratoTb(€) NOAaNbLUIOrO O6r'PYHTYBaHHSA HOBUMY
Takega [0AATKOBUM AAHVIMW, L0 MatoTb HafaBaTUCS KOMNETEHTHUM OpraHoM,
dapmacbloTikan OCKINIbKN BUMaraeTbCsl CyTTEBA OL{iHKa KOMNETEHTHUM OpraHoMm) -
Komnai HafaHo AeTasibHWil ONUC CUCTEMM YNPAB/IHHA PU3MKaMK Y BUTIAAI
Nimitea, Ocaka Mnany ynpaBAiHHA pyU3nkamu, L0 MICTUTb PU3MK NPONOPLLHI 3axoau 3
MnaHT, AnoHis MiHimi3aLii pu3ukiB Ta 3gjilicHeHHs1 hapmakoHarnsay. PesoMe nnaHy
(BUpPOGHMLTBO ynpas/iHHA pu3nkamy 40AaETbCs
Hepo3dacoBaHo
1 npoaykuii)
65. EAEM® TabneTkun, BKpUTI NAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis:3miHu | Tuny - 3miHa y 6e3 UA/8360/01/01
060n10HKo0, N0 5 Mr, "Papmak” MeToAax BUNPOGYBaHHS rOTOBOrO JlikapCbKoro 3acoby (ans peyenma
no 10 a6o no 30 npuBeaeHHs y BiaAnoBigHicTL 3 AdY abo EBponeiicbkoro
Tabnetok y 6nictepi; hapmakoneeto Ta BUYYEHHS MOCUIaHHS Ha 3acTapinnii BHYTPILLHIl
no 1 6nictepy B naui MeToZ BUNpobyBaHHs i ioro Homep); 3MiHK |l TuMny - 3MiHa BUPOGHMKa
BUXiZHOTO/MPOMIXKHOTO NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUpO6HUKa (BKIOYatouu, ae
HeobXxiAHO, MicLe NpoBeAeHHS KOHTPO/I0 AKocTi) AdI (3a BigcyTHOCTI
cepTudikaTa BiANoBigHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY [0CbE), (BBEAEHHS HOBOTO BUPOOHUMKa ADI 3
HafaHHAaM MacTep-thaiina Ha Adl); cynyTHA 3mMiHa: BBEEHHSN
anbTepHaTUBHOro BUpo6bHMKa APl BUpo6HuLTBa MAT «dapmak» 3
HagaHHAM macTep-gaiina Ha APl fo Bxe 3aTBepKeHNX BUPOOHMKIB
A®I; Ak HacnigoK, BHECEHHS 3MiH 40 06’egHaH0i cneuudikauii Ha AdI
nesnopaTtagyHy 3a nokasHukamu «lgeHTudikadis» - 40NoBHEHO
iaeHTugikauito metogom BEPX; «3a/MLWIKOBI KiNIbKOCTI OpraHivyHnx
PO3YMHHVKIBY - ONOBHEHO METOAOM Ta HOPMYBAaHHS Bif, HOBOrO
BMpPO6HUKA; «MiKpobionoriyHa YicToTa» - 0AaHO NocunaHHa Ha AdY,
HOPMYBaHHS Ta METoAMKA 3a/IULEH] 6€3 3MiH
66. EPFOKA/Ib | po34uH OniliHWiA MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB:3MiHu | TUny - 3miHa 3a UA/6299/01/01
LUN®DPEPO ( | opanbHuii 0,125 %, no "TexHonor" "TexHonor" po3Mmipy cepii (BkIOYaouK gianasoH po3mipy cepii) roToBoro peuenmom
BITAMIH 10 mny donakoHi; no 1 NiKapcbKoro 3acoby - 36iMbLUEHHsT PO3Mipy Cepii FOTOBOro NiKapCbKoro
D2) hnakoHy B nauui 3 3acoby; 3anponoHoBaHo: Po3mip cepii: 480,0 n (46290 chnakoHiB)
KapTOHY
67. EProc® Tabnetku no 50 mr, in TOB YKkpaiHa TOB YkpaiHa BHECeHHS 3MiH 0 peecTpauiiiHix martepianis: 3MiHu | Tuny - - UA/5760/01/02
bulk: no 5000 "dapmauesT "dapmaLeBTNyYH AAMIHICTPATWBHI 3MiHW. BUyyeHHs BUPOBHNYOI AiNbHNL (BK/THOHAI0UM
TabneToK y naswkax nyHa a Komnais AinbHUL Ana A®l, npoMiXHOro NpoAyKTy abo roToBoro JlikapcbKoro
KoMnaHis "®apKoC" 3acoby, AinbHULI A8 NPOBEAEHHS NakyBaHHSA, BUPOOHYIKa,
"®apKoC" BiANOBIA&/IbHOIO 3a BMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPOJIO Cepil)

ab0 noctavasibHVKa BUXIQHOrO MaTepiasny, peareHTy abo [OMOMKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - BUTYYEHHS BUPOGHWMKIB M13:
MpAT “dapmaueBTuyHa goipma “®apKoC”, YkpaiHa, BignoBigasbHoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3a BMMNYCK Cepii KiHLLeBOro NPOAYKTY Ta BTOPVHHE MakyBaHHs Ta TOB
“ACTPA®APM”, YkpaiHa, BUPO6HVKa [030BaHOT (hOpMU, NEPBUHHOIO
Ta BTOPVMHHOMO NakyBaHHSA. 3aULWnAn 3aTBEPLKEHOI0 BUPO6HMKa 13
TOB “®apmaneBTuyHa komnaHia “ ®apKoC”, YkpaiHa,
BifjNOBIAANbHOTO 3a NOBHWIA LMK BUPO6HULTBA /13, NepBuHHE Ta
BTOPVHHE MaKyBaHHS, KOHTPO/Ib SIKOCTI, BUNYCK Cepil, AK1IA BUKOHYE Ti
cami OyHKLUi, WO | BUIYYeHi
68. EProc® Tabnetku no 50 mr, no TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/6666/01/02
1 a6o 2 abo 4 "®GapmaveBT "®apmaueBTUyH ALMIHICTPaTMBHI 3MiHN. BuyyeHHs1 BUPO6GHMYOI AinbHUL (BKIOHYAKOUN peyenmom
Tabnetkn y 6nictepi; nyHa a KomnaHis AinbHUUi ana A®l, npomikHOro NpoAyKTy abo roToBOro JlikapcbKoro
no 1 6nictepy B KOMnaHis "®apKoC" 3acoby, AiNbHUL A8 NPOBeAEHHS NaKyBaHHS, BUPOOHUKA,
Kopob6ui; no 4 "®papKoC" BiANOBIA&1bLHOIO 3a BMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPO/IIO CepiT)
Tabnetkv B 6nicTepi, ab0 noctavasnibHVKa BUXIQHOrO MaTepiasy, peareHTy abo JOMOMKHOI
no 2 6nictepu B pPEYOBUHM (SKLLO 3a3HAYEHO Y OCLE) - BUSTYYEHHS BUPOBHUKIB M/13:
KOpoo6Li MpAT “dapmauesTnyHa dipma “®apKoC”, Ykpaina, BignosiganibHoOro
3a BUNYyCK cepii KIHLEeBOro NpoAyKTy Ta BTOPUHHE nakyBaHHA Ta TOB
“ACTPA®APM", YkpaiHa, BUPO6HVKa [030BaHOT (hOpMU, NEPBUHHOIO
Ta BTOPVMHHOIO MakKyBaHHSA. 3a/ULWNAN 3aTBEPLKEHOIO BUPO6HMKa 13
TOB “dapmaneBTuyHa KomnaHia “ ®apKoC”, YkpaiHa,
BifiNOBIAaNbHOMO 3a NOBHWIA LMK BUPO6HULTBA /13, NepBUHHE Ta
BTOPUHHE NaKyBaHHS, KOHTPO/Ib SIKOCTIi, BUMYCK Cepil, AK1 BUKOHYE Ti
cami OyHKLUii, WO i BUIYYeHi
69. EBPO®AC Kancysnum XenaTuHOBI €BPO IHais MapkcaHc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: yTOUHEHHS1 YMOB 6e3 UA/14043/01/01
T M'siki mo 200 wmr; no 10 NANGKEP dPapma /114, BignycKy B Haka3i MO3 Ykpaituu Ne 1820 Big 16.08.2019 B npoueci peyenma
Kancyn y énicrepi; no MPAMBIT BHECEHHA 3MiH (3MiHu | Tuny - 3MiHK 3 AKOCTi. [OTOBWIA NTikapcbKuii
1 a6o no 2 6nictepu B NIMITEL, 3aci6. Onuc Ta cknag. 3miHa y cknagi (4oNoMiKHMX pevoBUHaX)
KapTOHHI Kopo6Lyi rOTOBOrO /1iKapCbKOro 3acoby (iHLLi AOMOMiXHI pevyoBMHN) - 3aMiHa
OfHIET [OMOMDKHOI PEYOBMHMN Ha iHLLY 3 TUMW cCamMyMK
(PYHKLiOHa/TbHUMUN XapaKTepUCTUKaMm Ta Ha TOMY caMOMy PiBHI —
3MiHa A0NOMIKHOT PEYOBVHM PO3UnHY copbiTy 70% Ha copbiTo-
cop6iTaHOBUIA po34nH. BBeAEHHS 3MiH NPOTAroM 3-X MicsiB nicns
3aTBEPAXEHHS.). Pefakuif B Hakasi: 3a peLientom; 3anponoHoBaHa
peaakuin: 6e3 peuenTta.
70. EBPO®AC Kancysv xxenaTuHOBI €BPO IHais MapkcaHc IHais BHECEHHS 3MiH [10 peecTpaLiiiHuX MmaTepianiB: yTOUHEHHS1 YMOB 6e3 UA/14043/01/02
T M'siki no 400 wmr; no 10 NANGKEP Papma /114, Bianycky B Haka3i MO3 YkpaiHu Ne 1820 Big 16.08.2019 B npoueci peyenma
Kancysn y 6nictepi; no MPAMBIT BHECEHHSA 3MiH (3MiHu | Tuny - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKuii
1 a6o no 2 6nictepu B NIMITEL, 3aci6. Onuc Ta cknag,. 3miHa y cknagi (4oNoMiKHUX peyoBUHAaX)
KapTOHHi Kopobuyj rOTOBOrO /iKapCbKOro 3acoby (iHLLi AOMOMiXHI pevyoBMHK) - 3aMiHa
OAHI€ET JOMOMIKHOI PEYOBUHM Ha iHLY 3 TUMW CaMUMKn
(PYHKLiOHaU/TbHUMUN XapaKkTepucTUkammn Ta Ha TOMy caMoMy PiBHI —
3MiHa A0NOMDKHOT PEYOBUHM PO3UnHY copbiTy 70% Ha copbiTo-
COpbiTaHOBMI PO34nH. BBeAEHHS 3MiH MPOTAroMm 3-x MicsuiB nicns
3aTBEPMAKEHHSA.). Pefakuif B Hakasi: 3a peLienTom; 3anponoHoBaHa
peaakuin: 6e3 peuenTta.
71. EBPOLE® NOPOLLIOK A8 iH'EKLiA; TOB YkpaiHa Csicc IHAjs BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiastis: 3MiHu | Tuny - 3MiHn 3 3a UA/12595/01/01
TA3 1 chnakoH 3 NOPOLLKOM «KoHapk MapeHTepan3 AKkocTi. FoTOBWiA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax peyenmom
B KOPOGLi 3 KAPTOHY IHTenmen» nrp. npugaTHocTi abo ymoBax 36epiraHHsi rOTOBOrO JliKapCbKOro 3acoby

(36iN1bLUEHHS] TEPMiHY NPUAATHOCTI FOTOBOrO JiKApCbKOro 3acoby) -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
[ns Toprosoi ynakosku (NiATBEPMAXKYETLCA JaHNMUN PeasibHOTO Yacy) -
36i/bLUEHHSA TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro 3acoby.
3aTBepaKeHo: 2 poku 3anponoHoBaHo: 3 poku (BBeAeHHs 3MiH
npoTsirom 3-X MicsLiB Nicais 3aTBEpAKEHHS)
72. 3EPKAMIH® | po3uunH HawkipHuid, 1 AapaH- Xopsaris AapaH- Xopsaris BHECEHHS 3MiH [j0 peecTpauiiiHux maTepianis: 3MiHu | Tuny - 3MiHKn 6e3 UA/12443/01/01
% no 30 MmNy [aneHcbkni [aneHcbkni wopo 6e3snekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) - peyenma
cknsHomy donakoHi; no | Jlabopatopi Na6opaTopiii 3aTBEPXEHHS iIHCTPYKLIT 415 MeANYHOro 3acTOCyBaHHS POCICbKOH
1 conakoHy B npa.n. o.4. MOBO. 3MiHM | TUNY - 3MiHKM Woao 6e3nekn/eteKTUBHOCTI Ta
KapTOHHI Kopo6Lyi hapmakoHarnagy (iHwi 3MiHu) - 3aTBEPAKEHHS TEKCTY MapKyBaHHS 3
[0AaHHAM iHhopmauil pocilicbkolo MOBOH
73. 3O/IEAPOH | KoHueHTpart gns Akkoppg, Benuka BVPOGHULTBO IHpia/ BHECEHHS 3MiH O peecTpaLiiHnx maTepianis: 3MiHu | TUny - 3MiHK 3 3a UA/16073/01/01
OBA PO34unHy ANs iHdy3il, Xenckea BpuTtaHis roToBOro Benuka AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHMLTBI. 3amiHa abo peyenmom
KUCNOTA 4mr/5mMnno5mny Nimiteq niKkapcbKoro BpuTaHis BBEJEHHS A0AATKOBOI AifIbHULI BUPOOHMLTBA A1 YacTMHM abo BCbOro
AKKOPL, thnakoHi; no 1 3acoby, BMPOBHMYOro NpoLecy roToBOrO JiKapPCbKOro 3acoby (iHLWi 3MiHW) -
dhnakoHy B KOpoOLi cTepunisauis, A0AaBaHHA (PyHKLUIT BTOPMHHOIO NakyBaHHs 15 BupobHuka M3 IHTac
nepBrHHe Ta dapmacbtoTikans Jlimites, IHAiS, ska 6yna npucyTHa y maTepianax
BTOPVHHE peecTpauiiHoro AoCbe BUPOGHMKA
nakyBaHHs1,
KOHTPO/b AKOCTI
cepiii roToBoro
niKapcbKkoro
3acoby:
IHTac
dapmacbloTikan
3 Jliviteq, IHAis;
BTOPVHHE
nakyBaHHs:
Akkoppg Xenckea
NimiTen, Benuka
BpuTaHis;
BignoBiganbHWi
3a BUMYCK cepii:
AkKoppg Xesnckea
Nimiten, Benvka
BpuTaHis
74. 30/IEMEJA | KOHueHTpaT a/is Anbmega LLiBeliyapis AKTaBic ITanis ITanis BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB:3MiHM | TUNY - HE3HAYHA 3a UA/15794/01/01
pO3uunHy ans iHgysiii 4 | dapmacbHoTi C.n.A. 3MiHa y npoueci BUpo6HMLTBA rOTOBOrO NiKapCbKoro 3acoby, a came: peuyenmom
Mr/5 mano 5 wmn Kanc Al 3aMiHa CTePUIBHUX MNNACTUKOBUX QO/TAKOHIB 7151 PO3NNBY NIKAPCLKOro
KOHUEHTpaTy y 3aco6y Ha HecTepusbHi 3 oAaBaHHSM NpoLecy AeniporeHisawi
thnakoHi; no 1
dhnakoHy y KapTOHHil
KopoobUi
75. 30OMAKTOH | nopoLuoK A5 pO34nHy PeppiHr HimeuyunHa Baccepbyprep HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/10477/01/02
ONs iH’ekyjii no 4 mr, 1 6X ApuHalimMiTTeNsB Yecbka wopao 6esnekv/echekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peyenmom
dh/1aKOH 3 MOPOLLKOM Y epk Mv6X, Pecny6nika 3MiHM [0 y3arasibHEHUX AaHuX MPO cucTemy dpapmakoHarnsagy
KomnaekTi 3 1 Himeuunna (BBEAEHHSA Y3ara/lbHEHVX AaHUX NPO cucTemMy hapMakoHarnagy,

amnysoto no 3,5 mn
PO34MHHMKA (HATPIt0

(BignoBiganbHwui
3a BUPOBGHULITBO

3MiHa YNOBHOBAXEHOT 0CO6W, BiAMOBIAALHOI 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoOi 0cobu 3 hapmakoHarnsgy 3asBHuKa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
Xnopwg, cnvpT MOpOLLKY Ta [ONA 3iicHeHHs hapMakoHarnsgy B YKpaiHi, AKLO BOHA BigMiHHA Bif,
6eH3unosuii (9 mr/mn), PO3YMHHYKA); YNOBHOBaXXEHOT 0cO6U, BiANOBIAANLHOT 3a 34iACHEHHS
BOAA ANA iH'eKUi) y ®eppiHr MTM6X, hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
KapTOHHI ynakoBLi HimeuunHa pO3MilLEHHI MacTep-ghaiina cucteMn hapmakoHarnsgy) - 3miHa
(BignoBigansHwWit KOHTaKTHOI 0CO6U YNOBHOBaXEHOT 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
3a BUPOBGHNLTBO 3ailicHeHHs thapmakoHarnsgy B YkpaiHi. NMponoHoBaHa peaakuis:
MOPOLLKY, Kyuma Bonogumup OnekcaHgpoBuy. 3MiHa KOHTaKTHUX AaHUX
BTOPWHHE KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
nakyBaHHs, thapmakoHarnagy B Ykpaii
KOHTPO/b AKOCTI
Ta BUNycK cepir);
®eppiHr-
Nleunsa, a.c.,
Yecbka
Pecny6nika
(BignoBigansHwWii
3a BTOPWHHE
nakyBaHHs)
76. 30TEK®- TabneTku, BKpUTI OpraHocuH IHAis EBepTomXeH IHgis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiauiB:3MiHu | Tuny - 3MiHM y Ne 10 — 6e3 UA/11501/01/01
200 NnNiBKOBOKO Naiidp Naiigp CaeHcus npoueci BUPOGHULITBA rOTOBOTIO MiKapCbKoro 3acoby, BKIYaoun peyenma,
06010HKO0, N0 200 Mr CaeHcus Nimiten NPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETLCA NPV BUPOOHULITBI rOTOBOrO Ne 10x10 —
no 10 TabneTtok y MeT. NIT4. nikapcbKoro 3acoby (He3Ha4yHa 3MiHa y npoLeci BUPO6HMLITBA) 3a
6nictepi; no 1 a6o 10 peuenmom
6nicTepiB y KAPTOHHIN
Kopoo6Ui
77. 30TEK®- TabneTku, BKPUTI OpraHocuH IHais EBepTomxeH IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3MiHu y - UA/11502/01/01
200 nNiBKOBOKO Naiidp Naiidp CaeHcms npoueci BUPOGHULITBA rOTOBOrO MiKapCbKOro 3acoby, BK/Uaumn
060n0Hkoto, No 200 Mr CaeHcus Nimitep NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
in bulk: no 2500 MeT. N14. nNiKapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci BUPO6HMLTBA)
TabneTok y noAsiiHUX
naketax 3 gosbrm
nonieTuneHoBol y
KapTOHHI Kopo6Lii
78. 30TEK®- TabneTku, BKpUTI OpraHocuH IHais EBepTomxeH IHAis BHECEHHS 3MiH [JO peecTpaLjiiiHuX MmaTepianiB:3MiHu | Tuny - 3MiHM y Ne 10 — 6e3 UA/11501/01/02
300 nniBKOBOO Nalidp Nalicp CaeHems npoLeci BUPO6GHULITBA rOTOBOTO NiKapCbKOro 3acoby, BKIYaoun peyenma,
060/10HKO10, Mo 300 Mr CaeHcuns Nimiteq NPOMIXHWUIA NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOIO Ne 10x10 —
no 10 TabneTtok y MeT. N14. nikapcbKoro 3acoby (He3HayHa 3MiHa y NpoLeci BUPOOHMULITBA) 3a
6nicTepi; no 1 a6o 10 peyenmom
61icTepiB Y KAPTOHHIN
KOpOo6L
79. 30TEK®- TabneTku, BKpUTI OpraHocuH IHAiA EBepTopxeH IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianiB:3MiHu | TUNy - 3MiHK Y - UA/11502/01/02
300 naiBKOBOIO Naid Naiid CaeHens npoLeci BUpObHULITBA FOTOBOTO /iKapCbKOro 3acoby, BKIKYatoun
060/10HKOt0, N0 300 Mr CaeHcuns Nimitepn NPOMKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPY BUPOBHULITBI rOTOBOrO
in bulk: no 2500 MeT. N14. niKapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci BUPO6bHMLTBA)

TabneTok y noaBiiHUX
naketax 3 ¢osibru
nonieTuneHoBol y
KapPTOHHI Kopobui
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
80. 30TEK®- TabneTkun, BKpUTI OpraHocuH IHAis EBepTomKeH IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiauiB:3MiHu | Tuny - 3MiHN Y Ne 10 — 6e3 UA/11501/01/03
400 nniBKOBOKO Naiidp Naiigp CaeHcns npoLeci BUpo6HULITBA FOTOBOrO NiKapCbKOro 3acoby, BKIKYakun peyenma,
06010HKO0, N0 400 Mr CaeHcus Nimiten NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETHLCS MPW BUPOGHULTBI FOTOBOTO Ne 10x10 —
no 10 TabneTtok y MeT. NIT4. nikapcbKoro 3acoby (He3Ha4yHa 3MiHa y npoLeci BUPO6HMLTBA) 3a
6nicTepi; no 1 a6o 10 peuenmom
6nicTepiB Yy KAPTOHHIi
KopoobUi
81. 30TEK®- TabneTku, BKPUTI OpraHocuH IHais EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepianis:3miHu | Tuny - 3MiHu y - UA/11502/01/03
400 NNiBKOBOKO Naiidp Naiidp CaeHcmns npoLeci BUPOGHULITBA FOTOBOrO MiKapCbKOro 3acoby, BK/IUaum
o060n0oHkoto, no 400 Mr CaeHcus Niviten NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI rOTOBOrO
in bulk: no 2500 MeT. N14. niKapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci BUPO6HULTBA)
TabneTok y noAsiiHNX
naketax 3 gosbrm
nonieTuneHoBol y
KapTOHHI Kopo6Lii
82. 30TEOH NOPOLLOK A/1A Hosapric LLiBeiiuapis KoHadpapma Al , | Lseiiuapis/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/12920/01/01
NOAXAWNE | iHransuiit, Teepaj dapmva Al LLiBeiiuapis HimeuuunHa/ wopao 6esnekv/etpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom
P Kancynu no 28 mr; no (nepBuHHE Ta CnonyueHi 3MiHM [0 y3arasilbHEHMX JaHKX NPO cucTeMy hapMakoHarisgy
8 kancyn y 6nictepi; BTOPVIHHE LWratn (BBEAEHHSA Y3araslbHEHVX AaHUX NPOo cucTemMy hapMakoHariagy,
no 7 6nictepis Ta 1 nakyBaHHs Amepuku 3MiHa YNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
IHranATop y KapTOHHIN (anbTepHaTMBHM thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
naui; no 4 KapTOHHI 1 3aBon)); [ONA 3iicHeHHs hapMakoHarnsay B YKpaiHi, SKL0 BoHa BigMiHHA Bif,
naykm Ta 1 Hosaprtic ®apma YNOBHOBaXXEHOT 0CO6U, BifNOBIAAILHOT 3a 34iACHEHHS
[O[AaTKOBUIA iHransTop v6X, hapmakoHarnsgy (Bkvatouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
abo no 8 KapTOHHKMX HimeuunHa pO3MiLLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
nayok Ta 2 4oAaTKoBI (Bunyck cepii); YNOBHOBaXEHOI 0cO6M 3asBHMKa. MNponoHoBaHa pefakuis: Gabriele
iHranATopu y Kopo6Lii HosaprTic Hecker-Barth. 3miHa kOHTakTHOT 0c0bM 3asiBHMKa. MponoHoBaHa
dapmMacboTUKan pepakuis: Opnos B'ayecnas. 3MiHa KOHTAKTHUX AaHUX YNOBHOBaXXEHOT
¢ KopnopeiiH, 0co6u. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu. 3MiHa Micusa
CnonyyeHi 3[iICHEHHS OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa agpecu
LTtatn Amepukn macTep-chaiina cuctemun chapmakoHarnsgy 3asaBHka
(BUPOGHMLTBO,
nepBrHHE Ta
BTOPVIHHE
nakyBaHHs)
83. MOHOCTEP | po3uunH Ans iHdyaii; dpeseHiyc HimeuunHa dpeseHiyc Kabi HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/0950/01/01
mn no 500 My dp1akoHi; Kabi Hoiunang MmeX AAMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peuyenmom
no 10 cpnakoHiB y Loiunang NpoBaPKEHHS AiSNIbHOCTI BUPOBOHUKa/iMnopTepa roToBOro Nikapcbkoro
KapTOHHI KOpoo6Lj; No 6X 3aco6by, BK/IYaKUM AiNbHNLL BUNYCKY cepii abo MicLe NpoBeAeHHs
500 M1y MiLKy KOHTPOJO SKOCTI. (AisNbHICTb, 3a 5Ky BiANoBigae BUpo6HMK/iMnopTep,
Freeflex BK/IHOYat0UM BUMYCK cepild) - 3MiHa agpecn BUpobHUKa PpeseHiyc Kabi
[oitunang M'v6X, HimeuunHa, 6e3 3MiHM MicLs BUPOGHNLTBA. 3MiHK
BHECEHO B iHCTPYKLt0 4151 MELUYHOTO 3aCTOCYBaHHS 00
MiCLLe3HaxXOMKEHHS BUPOOHMKA, SIK HACNIAOK — BiANOBIAHI Y TEKCT
MapKyBaHHS YNakOBKW NikapCbkoro 3acoby
84. IBYNPO®E KpucTanivyHmi TOB "TK Ykpaina Kopnopauis CWA BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3MiHu 3 - UA/13938/01/01
H nopoLuUok (cybcTaHLis) "ABPOPA" BAC® akocTi. CepTucpikat BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI

y hibpoBmx

€Bponelicbkili dhapmakonei/moHorpadii. MogaHHa HOBOro abo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
6apabaHax 3 06040M OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI abo BUTyYeHHs cepTudikara
Ans BupobHuUTBa BiANoOBIgHOCTI EBponeiickkili hapmakonei: gns A®I; Ansa ByXigHOro
HecTepusibHUX marepiany/peareHTy/npoMiKHOro NPOAYKTY, O BUKOPUCTOBYIOTLCS Y
nikapcbkux hopm BMPO6HULTBI A®I; NSt 4ONOMIXHOT pevoBuHN (cepTudikar
BiANoBiAHOCTI EBponeiickkili hapmakonei) - OHOBNeHW cepTudikaT
Bifl y)Xe 3aTBEeP)KEHOro BUPOBHWMKA - NOAAHHS OHOB/IEHOIO
cepTtudikaTa BignosigHocTi €Bponelickkiin hapmakonei Ne R1-CEP
2000-087-Rev 03 (3aTBepmxeHo: R1-CEP 2000-087-Rev 02) ans
aitoyoi peyosuHy Ibuprofen Big Bxe 3aTBepaxeHoro BupobHuka BAC®H
CE, HimeuuuHa 3 BiZNOBIAHUMYM 3MiHAMM y Ha3Bi Ta afapeci BUPOOHUKa;
MpuBeneHHs MeToAiB KOHTPOO AKOCTI A®I 3a nokasHuKaMmu
«3a/IMLLKOBI KiNIbKOCTI OpPraHiyHMX po3UMHHUKIB» Ta «Pocdiop» y
BiANOBiAHICTb A0 BUMOr CEP; BunyyeHo nokasHuk «Baxki metanm» -
oLjiHKa pu3uky npeactassieHa B CEP 3rigHo Bumor ICH Q3D guideline
for elements impurities; MNpuBeAeHo po3ain «Ynakoska» y
BignosigHicTb o CEP; «TepMiH npuaaTHoCTi 5 pokiB 3amMmiHEHO Ha
TepMiH NepekoHTPoIo - 5 pokiB - NpuBeAeHO Yy BiANoBiAHICTL Ao CEP,
K HACNIAOK 3MiHW Y p. «MapKyBaHHs»
85. IBY®EH® CyCneHsis opasibHa 3 dapmauesT Monbwa MEOAHA Monbwa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiiB:3MiHu | TUMY - NogaHHS 6e3 UA/12829/02/01
DOPTE NOAYHUYHUM NYHWIA 3aBOJ, DAPMA OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI EBponeiickkili hapmakonei Ne peuyenma
apomartom, no 200 "TMIONb®AP AKuioHepHe R1-CEP 1996-061-Rev 13 ans gitouoi peyosumHu lbuprofen Big Bxe
mr/5 mn; no 40 a6o no MA" C.A. ToBapucTBO 3aTBEPKEHOr0 BUPOOHMKA, KU 3MiHNB Ha3BY
100 mn y chnakoHi; no
1 chnakoHy 3i
LUNPVLOM-[,03aTOPOM
Y KapTOHHIil kopobui
86. IBY®EH® CyCneHsis opasibHa 3 dapmaueBT Monbwa MEOAHA Monbuwa BHECEHHS 3MiH 40 peecTpaliiiHux MaTepiasis:3MiHu | TUMY - nogaHHA 6e3 UA/14437/01/01
POPTE Ma/IMHOBUM WNYHWIA 3aBOJ, PAPMA OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI EBponeiickkili hapmakonei Ne peyenma
apomaTtom, no 200 "TIONb®AP AKLjiOHepHe R1-CEP 1996-061-Rev 13 ans aitouoi pevosuHu Ibuprofen Big Bxe
mr/5 mn, no 40 mn abo MA" C.A. ToBapucTBO 3aTBEPL)KEHOr0 BUPOOHWMKA, KU 3MIHNB Ha3BY
no 100 mMn y do1akoHi;
no 1 pnakoHy 3i
LLINPULIOM-£03aTOpPOM
Y KapPTOHHIi KOpooLii
87. IMET® A1 | cycneHsia opaibHa, BEP/IH- HimeuunHa BEPJIIH-XEMI Himeuunna/ BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianiB:3MiHv | TUy - 3MiHK 6e3 UA/14969/01/01
DITENA 2% 100 mr/5 mn no 100 XEMI AT Al', HimeuunHa IcnaHis wozo 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsgy. BBegeHHs abo peuyenma

M abo no 150 mn,
abo no 200 mny
donakoHi; no 1
(hN1akoHy B KOMIJ/IEKTI
3 03y0UNM
NPUCTPOEM

(Bunyck cepii);
Nab6opaTtopioc
Ankana ®apma,
C.J1., IcnaHis
(BMpOGHMLTBO
"in bulk",
nakyBaHHs,
KOHTPO/b Ta
BUMYCK Cepiit);
dapmacbepa
MeHblodhekyepiH
r C.J1., IcnaHis

3MiHM [0 y3ara/ibHEHUX AaHWX MPo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX Npo cuctemy hapmakoHarnsagy,
3MiHa YNOBHOBaXXEHOT 0COOMU, BifNOBifabHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsay 3asiBHUKa
ANs 3piicHeHHs dhapmakoHarnsay B YKpaiHi, AKLWOo BOHa BiMiHHA Big,
YNOBHOBaXXEHOI 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bk/ovatouy KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0COOU 3asiBHKKA, BifnoBigasibHOI
3a (hapmakoHarnsg,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
(BMpPOGHMLTBO
"in bulk”,
nakyBaHHs,
KOHTPO/Ib Ta
BWMYCK Cepi)
88. IHOAHPUK cycneHsia (DTPa- nakcoCwmit Benuka nakcoCmiTKns Benbris BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianis:3miHn | Tuny - 3a UA/16235/01/01
C HBV-IPV) ans iH'exui KnsaiH BpuTtaHis H Bionomxikan3 [ofaBaHHA TecTy Ha 6io3abpyaHeHHs (Bioburden test) sik Tecty peyenmom
FEKCA™I/IN | no 0,5 mn (1 gosa) Ta Ekcnopt C.A. BUPOBHNYOrO KOHTPO/IO B NPOLLECT OUNLLEHHS NPOMIXHUX NPOAYKTIB;
FANRIX niocpinizat (Hib) 1 Nimiteq 3MiHK | TUNY - BUNYyYeHHs TecTy Ha 6io3abpyaHeHHs (Bioburden test) B
HEXA™ nonepegHL0 npovueci oumLLieHHs npoMikHoro npoaykTy (PRP-TT) nicns etany
KOMBIHOB | HanoBHeHwWiA eKCKM3iliHoT Xxpomartorpadii; 3mMiHu | Tuny - foAaBaHHA TECTY Ha
AHA 04HOpPa30BUIA LWNPWL, 6i03abpyaHeHHs (Bioburden test) B npoueci ouneHHs NPOMIXKHOTO
BAKUVHA (no 0,5 mn (1 gosa)) y npoaykty (PRP-TT conjugated bulks) Ha cTagii knapudikauii Ha
anda KOMMEKTi 3 ABOMA nOinbHUU B CiHranypi; 3MiHK | TUNYy - 3MiHa MaTepiany KOHTeHepIB, Lo
NMPO®INTAK rofikamu Ta os1akoH 3 BUKOPUCTOBYHOTbCA 471 36epiraHHsi O4MLLEHOro NpaBLEBOro
TUKN niodpinizatom (Hib) aHaTOKCUHY 3 KOHTeliHepiB 3 nosnikapboHaTy/Ckno Ha 0fHOPa30Bi
DUNOTEPII, ans 1 nosn, wo Miwkmn BioProcess Contaier (BPC), cymicHi 3 cucTeMoto
NMPABLA, 3MiLYOTbCA nepes 3akynoptoBaHHs (CDS); 3MiHW | TUny - BUNYyYEHHS BUNPOGYBaHHSA
KALUMKIOKY | BMKOpUCTaHHAM Sterility test B pe3ynbTarti 3miHW nigxody A0 knacudikaii BUpobHU4mnx
(ALENONA | (wnpwy 3 roikamu npuMiLLeHb (Bi CTEPU/ILHOTO 0 KOHTPO/IbOBAHOIO 3a PIBHEM
PHUI 3aKpUTi TYMOBUMU 6i03a6pyaHeHHs) Ha ginbHuui B Fogonno (Godollo); 3miHu | Tuny -
KOMMOHE KoBnaykamu); Ogi [opasaHHsA BunpobyeBaHHs Completeness of adsorption gns nig yac
HT), ronku (ogHoro BMPOBHULTBA NPOMIXHOrO NPOAYKTY afcopboBaHoro KoH'toraty PRP-
FENATUTY po3mipy), Wwnpuy, Ta TT; 3miHM | TUNY - AOAaBaHHA BUNPOGYBaHHA AN ifeHTudikai
B, chnakoH repMeTuyHO aHTureHy Haemophilus influenzae Tuny b metogom ELISA nig yac
nosniomie 3anakoBaHi y BMPOBHULTBA NPOMIKXHOrO NPOAYKTY afcopboBaHoro KoH'toraty PRP-
nTyY TA naacTVKoBWiA TT; 3miHun | Tvny - gogaBaHHA BUNpobyBaHHs Sterility test TSB
3AXBOPHO KOHTeliHep; no 1 abo (Trypcase Soy Broth) (20 - 25 °C) nig yac BUpo6HMLTBA NPOMDKHOIO
BAHDb, no 10 nnacTuKoBmX npoaykty agcopbosaHoro KoH'toraty PRP-TT; 3miHu | Tuny -
3BYAHWUKO | KoHTeliHepiB y [ofaBaHHs BMNpobyBaHHs Sterility test FTM (Fluid Thyoglycollate
M AKUX € KapTOHHiI kopobui 3 Medium) (30 - 35 °C) nig, yac BUPOGHMLTBA MPOMIXKHOIO NPOAYKTY
HAEMOPHI MapKyBaHHAM ancopbosaHoro koH'toraty PRP-TT; 3MiHu Il Tuny - fogasaHHA yHKLT
LUS YKpaiHCbKO MOBOIO; 1 3 BUPOOHMLTBA Ta NPOBEAEHHS KOHTPOJIHO SKOCTI yNbTpadinbTpaLiiio
INFLUENZA | nonepefgHbo oumweHoro Tetanus Toxoid (TTfp) carrier protein, wo
E TUNY B HanoBHEHUIA BMKOPUCTOBYETHLCA B BUPOOHULTBI akTMBHOI cy6cTaHLii Hib-TT hib-

OHOPAa30BUiA LLNPULY
(no 0,5 mn (1 gosa)) y
KOMN/eKTi 3 ABOMa
rofikamu Ta os1akoH 3
niodpinizatom (Hib)
ana 1 nosu, wo
3MiLYOTbCA nepes
BMKOPUCTAHHAM
(wnpwy, 3 ronkamu
3aKpUTi TYMOBUMU
KoBnaykamu); agi
ronku (ogHoro
po3mipy), Wwnpuu, Ta

BakuuHu ansa ginbHuui GSK Biologicals B Mogonno (Godollo),
YropuwwuHa: GlaxoSmithKline Biologicals Kft, Homoki Nagy Istvan utca
1., Godollo, 2100, Hungary. BHeceHHs pefakuiliHix NnpaBoK A0
po3ginie 3.2.S5.2.1, 3.2.8.2.2,3.2.5.2.3,3.2.5.2.4, 3.2.5.3.1.
3MiHuM |l TMny - 3MiHa po3mipy cepii Npy BUPOOHWLTBI O4KLLLEHOTO
MPOMDKHOIO NPOAYKTY KOH'IOraTy Kancy/sibHoOro nosnicaxapuay
Haemophilus influenzae tuny b 3 150 L (Bupo6bHunya ginsiHka B benbrii)
Ha 300 L (BMpo6Huya ainsHka B CiHranypi); 3miHu Il Tuny - gogaBaHHs
OYHKLT 3 BUPOBHULTBA Ta KOHTPOJI0 MPOMDKHOIO NPOAYKTY
Haemophilus influenzae tuny b (PRP) Ta akTmBHOI cy6cTaHLii Hib
(PRP-TT) ansa ginbHuui GSK Biologicals B CiHranypi: GlaxoSmithKline
Biologicals 10, Tuas South Avenue 8 Singapore 637421 Singapore.
BHeceHHs pefakuiiiHux npaBok o po3ainis 3.2 S.2.2, 3.2.5.2.3 1a
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chnakoH repMeTnyHO 3.2.5.2.4; 3miHu |l TMRY - 3MiHW B NpoLeci BUPOGHULTBA OYMLLEHOrO Ta
3anakoBaHi y yNbTpadiNbTPOBAHOro NPaBLLEeBOro aHaTOKCUHY Ha Ai/IbHUL B
NNacTUKOBUIA Fopgonno (Godollo): 3miHK NigxoAis A0 KOHTPOO BUPOBGHNUMX
KOHTelHep; no 1 abo nNpUMILLEHb; 3MiHU || TURY - 3MiHM B NpoLeci BUPOOHULITBA OYMLLEHOTO
no 10 nnacTuKoBmX NPOMIXXHOro NPOAYKTY KOH'toraty KancynbHoro nonicaxapugy (PRP) Ha
KOHTelHepiB y AinbHuui GSK Biologicals B CiHranypi
KapTOHHI kopobui 3
MapKyBaHHAM
aHrNiicbkolo MOBOIO 3i
CTvKepamm
YKPaIHCLKOK MOBOO
89. ICEHTPEC Tabnetkv xyBasibHi no | Mepk Wapni | Llseliuapis BMPOGHMK CLA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiauliB: TEXHIYHA NOMUKa 3a UA/9325/02/01
C 25 mr; no 60 TabneTok Ooym IOEA Hepo3dhacoBaHo | HigepnaHgm (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460), BunpaBneHHs! TEXHIYHOI peyenmom
XyBasIbHUX Y (DNIaKOH; 6X T npoAyku,i: nomunkn y MKA, sika 6yna gonyuieHa npv peectpauii '3 (Haka3 Ne
no 1 pnakoHy B MareoH 273 Big 15.09.2016 p.), npy nepeHeceHHi iHhopmaui 3
KapTOHHI Kopo6Lyi dapmachbloTikan peecTpauiiHoro gocke (p.3.2.P.5.1) y cneumdikauii B po3gini «Cknagy»
3 IHk., CLUA; 0151 03yBaHHA 25 MI NOMW/IKOBO HaBeA,eHO HasBHICTb AOMOMIKHOI
nepBrHHE Ta pPeyoBUHM «3astiza oKecmg YepBoHuin (E-172)». LA HETOUHICTb Y 3B'A3KY
BTOPVIHHE 3 0HOYACHOIO peecTpaLieto ABOX f03yBaHb 25 Mr Ta 100 mr (B cknagi
nakyBaHHs, [OMOMiXXHUX PeYOBUH Anst Ao3yBaHHA 100 Mr «3aniza oKCug, HepBOHWIA
[03BiN Ha (E-172)» micTuTbCS). BunpasBneHo TeXHIYHY MOMWAKY B IHCTPYKLUi Ans
BUMYCK Cepii: MeJMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby y p. "CK/IAL"
Mepk Wapn i (8onomikHI pevyoBUHY). 3a3HayeHe BUMNPaB/IeHHA BiANoBiAae apxiBHUM
[lloym B.B., mMarepianam peecTpauiiiHoro Aocbe
HigepnaHngm
90. KAPMETA/, | TabneTku, BKpUTI YOPNL TypeyunHa YOPNL TypeuunHa BHECEHHS 3MiH [0 peecTpauliiiHuX maTtepiasliB: yTOYHEHHSA 3a UA/14715/01/01
NH NNiBKOBOIO MEAVUNH MEAVUNH BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne 1655 Big, 22.07.2019 B peyenmom
060/10HKOI0, 3 ITAY CAH. INAY CAH. BE npoueci BHECEHHA 3MiH (3MiHu | Tuny - 3MiHK Woa0
MoauchikoBaHUM BE TIQX. TIOXK. A.LLL 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy. BeegeHHss abo 3MiHM Ao
BWBI/IbHEHHAM, N0 35 A.LL. y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy (BBefeHHs

mr no 30 TabneTok y
6nictepi; no 2
6nicTepy B KapPTOHHii
KopooLi

y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0c0o6u, BigNoBiAaIbHOT 3a 34iCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnsgy 3asBHuUKa
[ANA 3piicHeHHsT hapMakoHarnsay B YKpaiHi, sKLLO BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BifNOBiAaIbHOT 3a 34iCHEHHSA
hapmakoHarnsgy (Bkouvakouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-thaiina cucteMun papmakoHarnsgy) 3miHa
YNOBHOBAXXEHOT 0CO6M BifgnoBiganbHOI 3a hapMakoHarnag: Lditoua
pefakuis: XtoceiiH Towisni / Mr. Huseyin Tonyali. MponoHoBaHa
pefakuis: Mescim Inbkbaxap AiHyens / Mrs. Mevsim llkbahar Dincel.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0CcO6U, BiAMNOBIAa/IbHOI 3a
thapmakoHarnfg,. 3MiHa KOHTakTHUX AaHNX KOHTaKTHOT ocobw,
BiANOBIAa/IbHOI 32 hapmMakoHar/isa. 3MiHa Micus 34iICHEHHS
OCHOBHOI fisiIbHOCTI 3 dhapmakoHarnsagy. 3mMiHa MicLe3HaxoaKeHHs
MacTtep-chaiina.). Pegakuif B Hakasi: YOP/14 MEOULVH INAY CAH.
BE TIAK. A.LL., TypeyunHa. 3anponoHoBaHa pegakuis: Inko lnau
CaH. Be Tigk. A.LL., TypeuuuHa; YOPNA MEAVLUWH I1AY CAH. BE
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TIAXK. A.L., TypeuunHa
91. KAPHITUHY | kpuctaniyHwmii TOB Ykpaina TaiicaHr Kutaii BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny - 3MiHu 3 - UA/14419/01/01
OPOTAT nopoLuok (cybcTaHLis) "BAJNTAPTIH dapmacboTikan akocTi. A®l. KoHTponb A®L. 3miHa y meTogax BunpobysaHHa APl abo
y nonieTIeHoBUX PAPMA" dexTopi BVXifHOrO Marepiany/npoMiXHOIO NpoAyKTy/peareHTy, LWwo
naketax g BMKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa A®I (iHLWI 3MiHKM Yy MeTofax
thapmavueBTUYHOro BMNpobyBaHHA (BKIOYaOUM 3amiHy abo A0NoBHEHH:) APl abo
3acToCyBaHHS BWXi4HOro/MpOMiXXHOro NpoAyKTy)
CynyTHA 3MiHa
- 3MiHM 3 AkocTi. AL, KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMKX MEX, BU3HAUYeHMX y cnewudikalisx
Ha A®I, abo BUXigHWUIA/NPOMIXHWIA NpOAYKT/pearexT, Lo
BMKOPUCTOBYHOTbCA Y npoueci BUpobHuuTBa A®| (iHLWi 3MiHW) - 3aMiHa
3aTBEPMKEHVX METOAIB KifIbKICHOrO BU3HAYEHHSA KapHITUHY Ta
0poToBOi kucnoTu (EP 2.2.20) Ha eauHUIA METO/ BUSHAYEHHS
KapHiTuHy opoTtarty (EP 2.2.20), 3 BignoBigHO0 3MiHOO A0
cneundikauii A®I
92. KACAPK ® Tabnetkn, 32 mMr/25 OPIrAHOCU OAE EBepTomxeH IHAis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:3miHu | Tuny - 3MiHK 3a UA/12282/01/01
HD mr, no 10 TabneTok y H Naiidp CaeHcms BHECEHi B TEKCT MapKyBaHHS YNakoBKW MiKapCbKOro 3acoby o040 peyenmom
6nicTepi; no 1, no 3, NAVOCAEH Nimiteq 3a3HayvYeHHs MbKHapOAHUX No3HayYeHb OA4MHULbL BUMIPIOBaHHS.
no 10 6nicTepis y Cn3 (E® BBEJEHHS 3MiH NPOTAroM 6-Tu MiCSILLIB NiCNs 3aTBEPKEHHS
KopoobUi 3ET CI)
93. KACAPK ® Tabnetkn, 32 mr/25 mr | OPFAHOCHK OAE EBepTogeH IHais BHECEHHS 3MiH 40 peecTpaLiiHnx maTepiasiB:3MiHN | TUMy - 3MiHK - UA/12283/01/01
HD in bulk: no 2500 H Naiigp CaeHcnz BHECEHi B TEKCT MapKyBaHHS yNakoBKM NikapCbKoro 3acoby o0
TabneTok B NIAN®CAEH Nimiten 3a3HauYeHHs MKHapOAHUX NO3HAYEHb OUHULIb BUMIPIOBAHHS.
noAgiiHOMY nakeTi; no Cn3 (E® BBEJEHHS 3MiH NPOTAroM 6-T MiCALIB MiCNs 3aTBEPAYKEHHS
1 nakeTy B KapPTOHHIl 3ET CI)
KopoobLUi
94. KBETUKCO | Tabnetku, BKPUTI 3AT JintoBcbka AxTasic /174, ManbTa BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/13882/01/01
n nniBKOBOKO «Papmira» Pecny6nika AaMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus peyenmom
060/10HKOI0, MO 25 Mr, NpPoBaYKEHHS AiS/IbHOCTI BUPOBOHUKa/iMnopTepa roToBOro Nikapcbkoro
no 10 TabneTtok y 3aco0y, BK/IIOYAKUN [i/TbHUL BUNYCKY Cepii abo MicLe NpoBeAeHHS
6nicTepi; no 3 KOHTPOJO SKOCTI. (AisNIbHICTb, 3a 5Ky BiANoBigae BUpoGHMK/iMnopTep,
6nicTepy y KApTOHHiIl BK/THOHAI0UM BUMYCK CEPIid) - 3MiHa agpecy BUpobHuKa AkTasic /1Ta,,
nauuj ManbTa, 6e3 3mMiHW Micus BUpO6HULTBA (BBEAEHHS 3MiH MPOTATrOM 6-
TW MiCAUIB Nicnsa 3aTBEPKEHHS); 3MiHU | TUNY - 3MiHW WOoA0
6e3nekn/edekTUBHOCTI Ta thapmakoHarnsagy (iHwi 3mMiHn) - OHOBMIEHHSA
BXe 3aTBEepPPKEHOro TEKCTY MapKyBaHHA NEPBUHHOI Ta BTOPUHHOI
yNakoBKW 3 Bif4noBigHMMM 3MiHaMu1 A0 po3ainy “Mapkuposka” MKA 13
95. KBETUKCO | TabneTtku, BKpUTI 3AT JntoBcbka AkTaBic /114. ManbTa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/13882/01/02
n nniBKOBOIO «®apmnira» Pecny6nika AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu micus peyenmom

060/10HKO10, No 100
mr, no 10 TabneTok y
6nicTepi; no 3
6nicTepy y KapTOHHiIl
naJui

NpoBaPKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa roToBoro Nikapcbkoro
3ac06y, BKIIOYAKUM fibHUL BUNYCKY cepii abo MicLe npoBeaeHHS
KOHTPOJIIO SKOCTI. (AisNIbHICTb, 3a Ky BiANOBiAae BUPOGHMK/iMnopTep,
BK/IO4al0UM BUMYCK Cepild) - 3MiHa agpecn BUpobHuka AkTasic /T4,
ManbTa, 6e3 3miHW Micus BUpOOHULTBA (BBEAEHHS 3MiH NPOTATrOM 6-
TU MiCALIB NicNa 3aTBEPMKEHHS); 3MiHM | TMny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy (iHwi 3mMiHM) - OHOBNEHHSA
BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHA NepBUHHOI Ta BTOPUHHOT
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YNaKoBKW 3 BignoBigHMMM 3MiHaMK A0 po3ainy “Mapkuposka” MKA 13
96. KBETUKCO | Tabnetku, BKpUTI 3AT JNnToBCcbka AkTaBic /114. ManbTa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/13882/01/03
n nAiBKOBOO «®apmnira» Pecny6nika AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peyenmom
060n0Hkot0, No 200 Mr NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
no 10 Tabnetok y 3aco0by, BKIYaUKN AiNbHAULL BUNYCKY cepii abo Micle NpoBefeHHs
6nicTepi; no 3 KOHTPO/O AKOCTI. (Ais/IbHICTb, 3a Ky BiANOBigae BUPO6GHMK/iMnopTep,
6nicTepy y KapTOHHIl BK/IO4a0UM BUMYCK Cepil) - 3MiHa agpecyn BupobHuka AkTasic /T4,
nauuj ManbTa, 6e3 3MiHM Micus BUPO6HULTBA (BBEAEHHSA 3MiH NPOTArom 6-
TV MiCALIB NiCNA 3aTBEPMKEHHS); 3MiHM | TMny - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHn) - OHOB/IEHHS
BXe 3aTBep/KeHOro TEKCTY MapKyBaHHA NEPBUHHOI Ta BTOPUHHOI
yNakoBKK 3 BiANOBIAHUMYM 3MiHaMuK A0 po3giny “Mapkvposka” MKA /13
97. KEMMNPA® PO34unH opasbHuii, 100 HOCBb Benbris Hekctdapma ®paHuin BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianiB:3MiHu | TUny - 3mMiHa 3a UA/9155/02/01
mr/mn no 300 mny ®apma C.A. CAC NPUCTPOIB AN5 BUMIPIOBaHHSA 031 ab0 BBELEHHS NiKapCbKoro 3acoby peyenmom
dhnakoHi; no 1 (mopaBaHHA abo 3aMiHa NPUCTPOLO, SKNIA HE € HEBIA'EMHOI0 YaCTUHO
hN1aKoHy 3 MipHUM NepBUHHOT yNakoBkK) - MpucTpiid, Sknii mae CE-MapKyBaHHs
n1acTUKoBUM
LINPULIOM Y navui 3
KapTOHY
98. KETOAIH Kpem, 20 mr/rno 15ry CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianiB:3miHu | Tuny - 3MiHa y be3 UA/5825/02/01
Ty6i; no 1 Ty6i B nayui yKpaiHCbKO- yKpalHCbKO- MeToZax BMNpoGYyBaHHSI rTOTOBOTO J1iKapCbKOro 3acoby - BHECEHHSI peuyenma
3 KAPTOHY icnaHcbke icnaHcbke anbTepHATUBHOIO CNOCO6Yy NPUroTyBaHHA 6yepHOro po3ynHy B
nianpuemMcTB nignpreMcTBo MeToAWLi BU3HAYEHHS NoKasHMKa «KinbKiCHe BU3HAYEHHS», Y 3B'A3KY 3
0 "CIMNEPKO "Cnepko YCKNaAHEHHSIM MOCTa4YaHHs peakTMBY HaTpilo nepxaopaTty, SKui
YKPAIHA" YkpaiHa" BMKOPWCTOBYETbLCS [1/151 BUTOTOB/IEHHSI OCHOBHOIO 6ychepHOro po3yvHy
99. KETOTU®E | Tabnetku no 1 mr, no MAT Ykpaina AT "Codhapma”, Bonrapis/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis:3MiHu | TUMy - NoAaHHA 3a UA/5512/01/01
H 10 TabneTok y "BitamiHn" Bonrapis YkpaiHa oHoBsieHoro CepTudpikaty BiANOBIAHOCTI E€Bponeiickbkili hapmakonei peyenmom
COdDAPMA 6nicTepi, no 3 (BMPOGHULTBO R1-CEP 2004-269-Rev 01 Bif BXe 3aTBEpIKEHOro BUpobHUKa ans
6nicTepy B KAPTOHHIlA Hepo3dacosaHo A®| keToTUbeRY rigpoddymaparty; 3MiHu | Tuny - NpuBeaeHHs
navi T npopyku;i, nokasHuka sIKocTi MikpobionoriyHa unctoTta y cneyudikauii BUpobHuKa
nepBuHHa roTOBOro Nikapcbkoro 3acoby Ha A®l y BigNoBigHICTb A0 Aitoyoi
ynakoska abo MoHorpadii EP, a came Buy4yeHHs BUNPOGYBaHHS Ha cneundiyHi
BMPOGHMLTBO 3a MiKpoopraHiamu; 3miHu | Tuny - nogaHHsA oHoBrieHoro CepTudikarty
NOBHUM BiANoBigHOCTI EBponeiickkili hapmakonei RO-CEP 2012-054-Rev 02
uvknom); NMAT Bifl BX€e 3aTBEPAXEHOro BUPO6HUKa Ana A®l keToTudery
"BITAMIHN", rigpocpymaparty y 3B’A3Ky i3 3MiHOK Ha3By BMPO6HMKa i3 SIFAVITOR
YkpaiHa S.R.L., Italy Ha OLON S.P.A,, Italy; 3MiHK | TUNY - nogaHHsA
(BTopuHHa oHoBeHoro CepTudpikaTy BignoBigHOCTI €Bponelickkili hapmakonet
ynakoBka , R1-CEP 2012-054-Rev 01 Big BXe 3aTBEpaXeHoro BMpo6Hmka OLON
[03BiN Ha S.P.A,, ltaly gnsa A®I keToTudpeHy rigpodpymapary
BUMYCK cepii)
100. | KETOTU®PE | tabnetku no 1 mrin MAT Ykpaina AT "Codhapma" Bonrapis BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis:3MiHu | TUMY - nogaHHs - UA/12632/01/01
H bulk Ne 4240: no 10 "BiTamiHn" oHoBsieHoro CepTudpikaty BiANOBIAHOCTI E€Bponeiickkili hapmakonei
COdDAPMA | Tabnetoky 6nicTtepi; R1-CEP 2004-269-Rev 01 Big BXe 3aTBEpIKEHOro BUpobHUKa s

no 424 6nictepn y
noninponiesieHoBi

A®| keToTUbeRy rigpoddymaparty; 3MiHu | Tuny - npuBeaeHHs
NnoKasHWKa IKOCTi MiKpobiosioriyHa yncToTa y cneundikauii BUpobHuKa




73

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
Kopo6ui; in bulk Ne rOTOBOrO JlikapCcbkoro 3acoby Ha Ad| y BigNoBigHICTb A0 Aitoyoi
4000: no 10 TabneTtok MoHorpadii EP, a came BUyYeHHs1 BUNPOGYBaHHSA Ha creungidHi
y 6nicTepi; no 400 MiKpoopraHismu; 3miHu | Tuny - nogaHHsA oHoBrieHoro CepTudikary
6nictepn y BiANOBIAHOCTI €Bponeiickkili hapmakonei RO-CEP 2012-054-Rev 02
noninponieneHoBii Bifl BXXe 3aTBEPAXEHOr0 BMPO6HUKa Ans A®I keToTudgery
Kopob6ui aAns rigpocpymaparty y 3B’A3Ky i3 3MiHOK Ha3Bu BUPO6HMKa i3 SIFAVITOR
BUrOTOBJ/IEHHS TOTOBUX S.R.L., Italy Ha OLON S.P.A,, ltaly; 3miHu | TUNy - NogaHHsA
niKapcbkux 3acobis oHoBsieHoro CepTudpikaTty BiANOBIAHOCTI EBponeiickkili hapmakonei
R1-CEP 2012-054-Rev 01 Big BXe 3aTBEpakeHoro supobHuka OLON
S.P.A., ltaly ona A®l keToTudpeHy rigpodymaparty
101. | Knonigor TabneTku, BKPUTI TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/11699/01/01
PE/b- 060/10HKOI0, N0 75 Mr "®APMEKC "®APMEKC AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHsA Ta/abo agpecu peyenmom
DPAPMEKC no 10 TabneTtok y reyn" reyn" 3asBHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs) - 3MiHa agpecu
6nictepi; no 1 a6o 3 3asBHVKa (BBeAEHHS 3MiH NPOTAroM 6-Tu MicAUiB nicns
6nicTepy B KAPTOHHIN 3aTBEPKEHHS); 3MiHU | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
nauuj HalilmeHyBaHHs Ta/abo agpecu MicLA NPOBaMKEHHS Ais/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro JlikapCcbKoro 3acoby, BK/IoYaoun
AinbHULU BUNYycKy cepii abo micLe NpoBeAEeHHS KOHTPOSIKO AKOCTI.
(@isnbHICTb, 3a AKy BigNoBigae BUPOOHUK/IMNOPTEp, BKIKOYAKOUM
BWMYCK Cepiit) - 3MiHa agpecy B1pobHuka TOB “ODAPMEKC Py,
YkpaiHa, 6e3 3MiHM micus BUpobHuuTBa (BBEAEHHS 3MiH NPOTArOM 6-
TU MiCALIB NicNa 3aTBEPMKEHHS); 3MiHM | TMny - 3MiHW Woa0
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy. 3MiHu y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
0151 MeAUYHOr0 3aCTOCYBaHHS reHepuyYHUX/ribpyuaHmx/6ionoai6HmX
niKapcbKUx 3ac06iB Nic/1si BHECEHHS TiET camMoi 3MiHW Ha pedhepeHTHUIA
npenapar (3MiHa He NOTpebye HafaHHA XOAHUX HOBUX [0AATKOBUX
[OaHuX) - 3MiHV BHECEHO [0 iHCTPYKLii y po3ainu:
"apmakoTepaneBTUYHa rpyna” (YTOYHEHHs1 Ha3Bw), "®apMakosiorivHi
BnactmsocTi", "lMokasaHHA" (YTOUHEHHS iHdhopmadi), "B3aemogis 3
IHLIMMKM NikapcbkMK 3acobamu Ta iHWi B1uan B3aemMogiii",
"MepeposyBaHHA", "T06GIYHI peakuii” 3rigHO 3 iHhopmaLieto Wwoao
MEeAMYHOro 3acTOCyBaHHA pethepeHTHOro NikapCcbKoro 3acoby
(MNABIKC, TabneTku, BKpUTi 060/10HKOI NO 75 Mr). BBeAeHHS 3MiH
NPOTAroM 6-Tu MICALIB NiC/sA 3aTBEPAKEHHS.
102. | Knonigor Tabnetkun, BKpUTI TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - - UA/14674/01/01
PE/Nb- 060/10HKO0, N0 75 Mr "®APMEKC "®APMEKC AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
DPAPMEKC in bulk Ne1000: no reyn" reyn" 3asBHUKA (BNacHMKa peecTpauiiHoro NocBigYeHHst) - 3mMiHa agpecu

1000 TabneTtok y
noaBiHNX
nosieTNNEHOBNX
nakeTax B
NAacTUKOBUX
KOHTelHepax; in bulk
Ne25000: no 25000
Tab1eToK y noABiliHUX
nosieTUNEHOBNX

3asBHMKa (BBeAeHHSA 3MiH MPOTAroM 6-Tu MicsALiB nicns
3aTBEPKEHHS); 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHWU. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecy MicLA NPOBaXEHHS AisNIbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JIikapCbKOro 3acoby, BK/IYaoUn
AinbHUUI BUNYyCKy cepii abo MicLie NpoBeAEHHS KOHTPOJIKO AKOCTI.
(4isnbHICTb, 3a Ky BiANOBiIAAaE BUPOOHMK/IMIOPTEP, BKIOYAIOUU
BWMYCK Cepiit) - 3MiHa agpecy Bupo6Huka TOB “PAPMEKC Py,
YkpaiHa, 6e3 3MiHM micust BUpo6HUUTBa. BBEAEHHSA 3MiH MPOTAroM 6-
TV MicALIB NiCAsA 3aTBEPAXKEHHS.
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

naketax B
N1acTUKOBUX
KOHTelHepax

103.

KNO®ENIH
IC

Tabnetkv no 0,15 mr
no 10 Tabnetok y
6nicTepi; no 3 a6o 5
6nicTepiB y nauui

ToBapucTeo
3
[04aTKOBOO
BignoBiganb
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[0, aTKOBOO
BiANOBIAAbHICT
0 "IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasliB B MPOLECi BHECEHHS
3MiH: YTOYHEHHSAl ynakoBKu B Haka3i MO3 YkpaiHu Ne 1655 Bipg,
22.07.2019 B npoueci BHeCeHHS 3MiH (3MiHu | TUny - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHM Yy BUPOOGHULTBI. 3MiHV BUNpo6yBaHb
abo [onNyCTUMUX MeX, BCTAHOBJ/IEHUX Y cneumdikalisx, nig yac
BVMPOGHMLTBA rOTOBOrO JiKapCbKOro 3acoby (iHLWi 3MiHW) 3MiHK
BMNpo6yBaHb Mif yac BUpobHULTBa — T. «O4HOPIAHICTE BMICTY»,
«KisibKicHe BU3HaYeHHs» B MeToAMLI KOHTPO/0 [paHynsaT
HeonyapeHun ansa gosyeaHb 0,15 mr 1a 0,3 Mr 3i 3MiHOO
npo6oniAroToBKM — NPUrOTYBaHHSA €AVMHOT HABaXKKK, LLO BiAbMpaeTbes
3 €AMHOrO MPOMDKHOIO NPOAYKTY. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWMIA NiKapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHV BUNpO6yBaHb
abo gonycTumMmx Mex, BCTaHOBMEHMX y creuudikalisx, nig yac
BMPOBHMLTBA FOTOBOrO NiKapCbKOro 3acoby (3BY)XXEHHS [OMYCTUMMUX
MeX) 3MiHu BUNpobyBaHb B NPOLIECi BUPOOHULITBA — 3BY)XEHHS MEX
nokasHuka «KinbkicHe BU3HaueHHs» y cneyudikawii npoMiXKHOTo
npoaykTy «IpaHynaT HeonyApeHuii» BCiX A03yBaHb BiANOBIAHO A0
3aTBEPIKEHNX METOAB BUNPOOYBaHHA. 3MiHW | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema KoHTeliHep/3aKynopoBabHUiA
3aci6. 3MiHa napameTpiB cneyudgikalii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOTO NiKApCbKOro 3acoby (BUyYeHHS
He3Ha4yHOro nokasHuka (Hampvkiag, 3acTapifioro nokasHuka))
3MiHa napamMeTpiB cneumdikaLliii, BUIyYeHHs1 HE3HAYHOro MoKa3HKKa 3i
cneumdikaLii Ta MeTOAIB KOHTPOO NEPBUHHUX NaKyBaslbHUX
matepianis NniBka nonisiHinxopugHa ta Ponbra atoMiHieBa
nokasHuk MeomeTpuyHi po3mipn/Po3mipn.). Peaakuia B Hakasi:
Tabnetku no 0,15 mr no 10 Ta6neTtok y 6nictepi; no 3 6nictepu y
naui. 3anponoHoBaHa pepakuis: TaéneTtku no 0,15 mr no 10
TabneTtok y 6aictepi; no 3 a6o 5 6aicTepiB y nayi.

3a
peyenmom

UA/16533/01/02

104.

KOAAPEKC

cupon no 60 mny
hNaKoHi 3 MipHUM
KoBnaykom; no 1
hnaKkoHy y KapTOHHIl
Kopoo6Li

CKAH
BIOTEK
nTa

IHais

Bisimeg Jlabc
n1g,

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NpoBapPKEHHS AiS/IbHOCTI BUPOBOHMKa/iMnopTepa roToBoOro Nikapcbkoro
3ac06y, BKIIOYAKUM filbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJ0 SKOCTI. (AisNbHICTb, 3a Ky BiANOBigae BUpoGHMK/iMnopTep,
BK/IO4A0UM BUMYCK Cepiid) - 3MiHa aApecy BUPOGHUYOI AinbHUL, MicLe
BVMPOGHMLTBA HE 3MiHWI0Ch 3aTBEPAKEHO

3a
peyerimom

UA/10749/01/01

105.

KOAETEPN

Tabnetku no 10
Tabnetok y 6nictepi;
no 1 6nictepy y
KOpo6Lj 3 KAPTOHY

ToBapucTso
3
obmexeHo
Bignosiganb
HiCTIO
"XapkiBcbke
hapmauesT
nyHe
nignpuemMcTs

YKpaiHa

ToBapucTBO 3
obmexeHoro
BiANOBiAA/IbHICT
10 "XapkiBcbke
hapmaveBTuyHe
nigNpPUEMCTBO
"340poB'a
Hapogay"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | Tuny -
AaMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3as1BHMKa (BNacHMKa peecTpaL,iiniHOro Noceig4YeHHs) - 3MiHa agpecu Ta
HalilMeHyBaHHs 3asiBHUKa; 3MiHW | TUNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy MicuA NPOBaMXXEHHS Ais/IbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JlikapCbKOro 3acoby, BK/IoYaoUn
AiNbHULUI BUNYyCKy cepii abo micLie NpoBeAEeHHS KOHTPOJIKO SKOCTI.
(AisnbHICTb, 3a AKy BigNoBifae BUPOOHUK/IMIOPTEP, BKIKOYAKOUN
BMNYCK Cepiil) - 3MiHa agpecu Ta HallMeHyBaHHsS1 BUPO6HMKa, 6e3 3MiHM

3a
peyenmom

UA/3563/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
0 "3p0poB'sa Micus BUpo6bHULTBa (BBEAEHHS 3MiH NPOTArom 6-Tu MicALiB nicns
Hapoay" 3aTBEPKEHHS)
106. | KO- TabneTkn, BKpUTI HosaprTic LLiseiuapis Micapm C.n.A., ITanis/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/8688/01/01
AIOBAH® nniBKOBOIO dapma Al ITanisa LLiBefiuapis woao 6e3nekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
060/10HKOt0, No 80 (nepBunHHe Ta 3MiHU [0 y3ara/lbHeHNX AaHnX Npo cuctemy hapmMmakoHarisgy
mr/12,5 wmr; no 14 BTOPUHHE (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy hapmakoHarnsgy,
TabneTtok y 6nictepi; nakyBaHHs); 3MiHa YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
no 1 a6o 2 6nictepn y Hosaprtic ®apma hapMakoHarnaay; KOHTakTHOI 0cobu 3 thapmakoHarnsgy 3asBHUKa
KOpOO6Li 3 KapTOHY C.n.A, Itanis; ONA 3aicHeHHs hapMakoHarnsgy B YKpaiHi, AKLWO BOHA BigMiHHA Bif,
HoBapTic ®apma YMOBHOBaXEHOT 0co6u, BigNOBiAabHOT 3a 34iiCHEHHS
LTeitH AT, hapmMakoHarnagy (BKiovaoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
LLIseliyapis po3MiLeHHI MacTep-haiina cuctemn hapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0C06M 3a8BHUKA, BiAMNOBiga/IbHOI 3a dhapMakoHariaa:
MponoHoBaHa pepakuis — Gabriele Hecker-Barth, M.D., Ph.D. 3miHa
KOHTaKTHOT 0CO6M 3as1BHUKA, Bi4NOBIgaIbHOI 3a hapMakoHariag;
MponoHoBaHa pepfakuis — Opnos B’ayecnas. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0CO6M, BigNoBifanbHOI 3a hapMakoHarnag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0co6w, BignoBigasibHOI 3a
thapmakoHarnag. 3miHa Micus 34ilACHEHHSI OCHOBHOI AisNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxomkKeHHs1 MacTep-chaiina
107. | KO- Tabnetkun, BKpUTI HosaprTic LLiseiiuapis Micapm C.n.A., ITanis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/8688/01/02
AIOBAH® NNiBKOBOKO dapma Al ITanis LLiBefiuapis woao 6e3nekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
060/10HKOt0, No 160 (nepBunHHe Ta 3MiHU [0 y3ara/lbHeHNX AaHnX Npo cuctemy hapmMakoHarnsay
mr/12,5 wmr; no 14 BTOPUHHE (BBEAEHHSA y3araslbHEHUX AaHWX NPo cucTemy dapmakoHarnsgy,
Tabnetok y 6nictepi; nakyBaHHs); 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
no 1 a6o 2 6nictepn y Hosaprtic ®apma hapMakoHarnsay; KOHTakTHoOI 0cobu 3 thapmakoHarnsgy 3asBHUKa
KOpOO6Li 3 KAPTOHY C.n.A, Itanis; ONA 3aiicHeHHs hapMakoHarnsgy B YKpaiHi, AKLWO0 BOHa BigMiHHA Bif,
Hosaprtic ®apma YMOBHOBaXeHOT 0co6u, BigNOBiAaNbHOT 3a 34iiCHEHHS
LTeitH AT, hapmakoHarnagy (BK1ovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y
LLIBeliyapis po3MiLeHHI MacTep-haiina cuctemn hapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0C06M 3aBHUKA, BiAMNOBigaIbHOI 3a dhapMakoHariaa:
MponoHoBaHa pepakuis — Gabriele Hecker-Barth, M.D., Ph.D. 3miHa
KOHTaKTHOT 0CO6M 3asiBHUKA, BigNOBiga/IbHOI 3a hapMakoHariag;
MponoHoBaHa pefakuis — Opnos B’ayecnas. 3MiHa KOHTAKTHUX JaHUX
YNOBHOB&XEHOT 0CO6M, BigNoBifanbHOI 3a hapMakoHarnsg. 3miHa
KOHTaKTHUX AAaHUX KOHTaKTHOI 0Cco6w, BignoBigasibHOI 3a
thapmakoHarnag. 3miHa Micus 34ilACHEHHSI OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLe3HaxomkeHHs1 MacTep-chaiina
108. | KO- TabneTkn, BKPUTI HoBapric LLiBeliyapis Micpapm C.n.A., ITanis/ BHECEHHS 3MiH 40 peecTpaLiiHnx maTepiasiB:3MiHu | TUMy - 3MiHK 3a UA/8688/01/03
AIOBAH® nniBKOBOKO dapma Al ITanis LLiBefiuapis uono 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo peuyenmom
06010HKO0, No 160 (nepBuHHe Ta 3MiHW [0 y3arasibHEHUX AaHuX NPo cuctemy dpapmakoHarnagy
mr/25 wr; no 14 BTOPVHHE (BBEAEHHA y3araslbHEHVX AaHUX NPo cuctemy apmMakoHariagy,
Tabnetok y 6nictepi; nakyBaHHs); 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
no 1 a6o 2 6nictepn y HosapTic ®apma thapmakoHarnsy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy 3asBHUKa
KOpOO6Li 3 KAPTOHY C.n.A, Itanisi; 00151 34jCHEHHA hapmakoHarnsgy B YkpaiHi, SiKLWw0 BoHa BiAMIHHA Bif

HoBapTic ®apma

YNOBHOBaXEHOI 0C06MU, BiANoBigaNbHOI 3a 34iiCHEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
LTeiH AT, hapmakoHarnsgy (Bko4valouy KOHTakKTHI gaHi) Ta/abo 3miHn y
LLiBeiiuapis pO3MilLEeHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa
yNOBHOBaXEHOT 0CO6M 3asBHUKA, BiANOBIAa/IbHOI 3a dhapMakoHariag:
MponoHoBaHa pepakuist — Gabriele Hecker-Barth, M.D., Ph.D. 3miHa
KOHTaKTHOI 0CcO6M 3asiBHUKA, BiANOBIAA/ILHOI 32 hapMakoHarnsg;:
MponoHoBaHa pefakuis — OpnoB B'ayecnas. 3MiHa KOHTAKTHUX AaHNX
yMOBHOB&XeHOT 0cobw, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobw, BignoBigabHOI 3a
chapmakoHarnsg,. 3miHa Micus 34iiCHEHHS OCHOBHOT AisiIbHOCTi 3
thapmakoHarnsgy. 3miHa MicLie3HaxomkeHHss MacTep-chaiina
109. | KO- TabneTku, BKPUTI Hosapric LLiBeiiuapis Midpapm C.n.A., ITania/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/8688/01/04
AIOBAH® nNiBKOBOKO Papma Al ITanis LLIseliLapis wopo 6esnekn/echekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
060/10HKOI0, N0 320 (nepBuHHe Ta 3MiHU [0 y3araslbHeHNX AaHnX Npo cuctemy hapmMakoHarisgy
mr/12,5 mr; no 14 BTOPUHHE (BBELEHHSA y3araslbHEHNX AaHUX PO CUCTeMy hapmakoHarnsay,
Tabnetok y 6nictepi; nakyBaHHs); 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
no 1 a6o 2 6nictepn y HoBapTic ®apma thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
KOpOOLLi 3 KAPTOHY C.n.A, Itanis; [ANA 3iicHeHHsT hapMakoHarsay B YKpaiHi, sKLLO BoHa BigMiHHA Bif,
HoBapTic ®apma YMOBHOBaXEHOT 0cO6U, BifNOBIAaIbHOT 38 34iCHEHHSA
LTeiH AT, hapmakoHarnsgy (Bk/ovaouy KOHTaKTHI gaHi) Ta/abo 3miHn y
LLiBeiiuapis pO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa

YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BignoBigasibHOI 3a papMakoHarnsa:
MponoHoBaHa pepakuis — Gabriele Hecker-Barth, M.D., Ph.D. 3miHa
KOHTaKTHOT 0CO6M 3asBHUKA, BiANOBIgaIbHOI 3a thapMakoHariag;:
MponoHoBaHa pegakuis — OpnoB B'sayecnas. 3MiHa KOHTAKTHUX AaHNX
yMOBHOBaXeHOT 0cobw, BignoBiganbHoT 3a hapmakoHarnsg,. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu, BignoBigabHOI 3a
thapmakoHarnag. 3miHa Micus 3AilCHEHHS OCHOBHOI AifNIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLie3HaxomkeHHss MacTep-chaiina
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
110. | KO- TabneTkun, BKpUTI HoBaprTic LLiBeiiuapis Micapm C.n.A., ITanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianiB:3miHu | Tuny - 3MiHK 3a UA/8688/01/05
AIOBAH® nniBKOBOKO dapma Al ITanis LLiBefiuapis wopao 6e3snekv/epekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom
060n0HkKot0, No 320 (nepBuHHE Ta 3MiHM [0 y3arasibHEHUX JaHuX NPo cuctemy dpapmakoHarnsagy
mr/25 wr; no 14 BTOPVIHHE (BBEAEHHA Y3araslbHEHVX AaHUX NPO cucTemy hapmMakoHariagy,
Tabnetok y 6nictepi; nakyBaHHs); 3MiHa YNOBHOBaX€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
no 1 a6o 2 6nictepn y HosapTic ®apma thapmakoHarnsy; KOHTakTHOT 0cobum 3 dhapmakoHarnagy 3asBHUKa
KOpOO6L 3 KAPTOHY C.n.A, Itanis; [ONA 3iicHeHHs hapMakoHarnsgy B YKpaiHi, KO BOHA BigMiHHA Bif,
HosapTtic ®apma YNOBHOBaXEHOT 0c0o6U, BiANOBIAANLHOT 3a 34iACHEHHS
LTeliH AT, hapmakoHarnsagy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
LLiBefiuapis pO3MiLLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0C06M 3asBHUKA, BiAMNoBigaIbHOI 3a dhapMakoHarisa:
MponoHoBaHa pepakuis — Gabriele Hecker-Barth, M.D., Ph.D. 3miHa
KOHTaKTHOI 0CcObM 3asiBHUKA, BiANOBIAA/IbHOI 3a hapmakoHarnsaz;:
MponoHoBaHa pepfakuis — Opnos B’ayecnas. 3MiHa KOHTAKTHUX AaHNX
yrNoBHOBaXeHOT 0cobu, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0Cco6w, BignoBigasibHOI 3a
thapmakoHarnag. 3MiHa MicLs 34ilACHEHHSI OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLe3HaxomkeHHs1 MacTep-haiina
111. | KOMAKCOH | po3uuH Ans iH'ekuii, TeBa I3painb AGIK NT4., I13pains/ BHECEHHS 3MiH [0 peecTpaLjiiiHMX MaTepianiB:3miHu | Tuny - He3HauHi 3a UA/6307/01/01
®-TEBA 20 mr/mn no 1 mn dapmaueBTi 13painb YropwmHa/ 3MiHM Y 3aTBEpAXEHNX MeToAax BUNpobyBaHHSA MaTepianis, Lo peuenmom
npenapary y Kau (koHTpOsb cepii Benuka BMKOPWCTOBYETLCA Y NpoOLLeCi BUPO6HMLUTBA ADI: onTumisauis
nonepegHL0 IHpacTpi3 (TinbKn BpuTtaHis/ aHaniTMYHOT MeTOAMKM TUTPYBaHHS MOHOMEPIB. 3amiHa cuctemu
HanoBHEHOMY LUMPULL; n1g. 6ionoriyHe Higepnangn PYYHOrO KOHTPO/IO NOTOKY a30Ty reHepaTopom asoTy, A/s
no 1 nonepegHbo TECTYBaHHS)); MOKpaLLLeHHS KOHTPO/IKO MOTOKY rasy nif, yac TUTPyBaHHA Ta
HanoBHEHOMY LUMPULLY Asist Kemikan 3a6e3neyeHHs CTas10ro Ta KOHTPO/IbOBAHOTO NOAAHHA as30Ty Y
B KOHTYPHIl IHgacTpis /T4, nocyauHy Ans TMTpyBaHHSA
YapyHKOBIli ynakoBLyi 13painb
3anasHii nanepom (koHTpOb cepii
a6o no 1 nonepegHLO (ananiTnyHe
HanoOBHEHOMY LLUNPULY TecTyBaHHA Ta
B KOHTYpHili BMBYEHHS
YapyHKOBIli ynakoBLyj CTabifibHOCTI));
3anasHii NaisKo; No AT
28 nonepeaHbLO PapmaLeBTUYHN
HaMoBHEHMX LUNPWULIB i 3aBog TEBA,
Y KOHTYPHUX YropuwumHa
YapyHKOBUX ynakoBKax (KoHTpOnb cepii
Y KapTOHHIl1 kopobLi (TiNbkn
6iosnoriyHe
TECTYBaHHs));
AT
PapmaLeBTUYHN
i 3aBog TEBA,
YropLmHa
(koHTpOsb cepii
(TinbKn

6ionoriyHe




78

n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

TECTYBaHHS));
HopToH
Xenckea
Nimiteg T/A
AVBEKC
PapmacbioTuKas
3 10K, Benuka
BpuTaHis
(BUpOGHNLTBO
3a NOBHUM
LMKIIOM);
MnaHTekc N14,,
13painb
(KkOHTpOSb cepil
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHS
ctabinbHoCTI));
TeBa
$apmaueBTikan
IHpacTpis N14.,
13painb
(BMPOGHULTBO
3a NOBHUM
uuknom); Tesa
$apmaueBTikan
IHpacTpis N14.,
13painb
(KkOHTpOSb cepil
(TinbKn
MikpobiosoriyHe
TeCcTyBaHHs));
Papmaxemi
B.B.,
Higepnanaun
(koHTpoOnb cepii
(nosHe
TecTyBaHHS,
BK/IIOYAOUM Ha
CTEPUbHICTb Ta
b6akTepiasibHi
€HL,0TOKCUHMN,
asne okpim
6ios1oriYHoro
TecTyBaHHs))

112.

KOMEryc®

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, N0 200

®.XochcpmaH
H-J13 PoLu
Nt

LLiBeiiuapis

IBepc-Ni AT,
LLiBeiiuapis
(nakyBaHHs);

LLseiiuapisi/
KaHnapa/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavLjiiiHiX maTtepianiB:3miHu | Tuny - 3MiHK
wopo 6e3snekv/ethekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo
3MiHa(1) A0 3060B'A3aHb Ta YMOB Buadi peecTpauiiHoro

3a
peyenmom

UA/8616/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
Mr, no 168 tabnetok y MateoH IHk., NOCBiAYEHHS, BKoYatouy MNnaH ynpaBaiHHA py3vikamu (iHWwi 3MiHu) -
dhnakoHi; no 1 KaHapa [AeTanbHW onnc cucTemu ynpasniHHA pusukamu y surnagi Mnaxy
dhnakoHy B KapTOHHiiA (BUpPOGHNLTBO ynpaBiHHA pU3vKamu, Lo HafaHWi 3asiBHUKOM, MiCTUTb PU3NK
KOpoo6Li Hepo3dhacoBaHo NPONOPLifHI 3ax04u 3 MiHIMi3aLjii pU3nKiB Ta 34iiCHEHHS
T npoaykuii); thapmakoHarnagy. lHdopmauis 3 6e3neku, LWo npeacTasieHa B
Pow dapma AT, NPOEKTi IHCTPYKL,ii 415 MEAUYHOT0 3aCTOCYBaHHS /likapcbKoro 3acoby,
HimeuunHa Bijo6pakae 3axoam 3 MiHimi3aLii pu3ukiB, BignoBsigae iHchopmaLii,
(BNpo6yBaHHSA BUKNAAEHIV y NNaHi ynpaBniHHA pu3nkaMu, HaaaHoro 3asiBHUKOM
KOHTPO/O
AKOCTI);
®.XodpdpmaHH-
Na Pow /114,
LLiBefiuapis
(Bunyck cepii);
®.XothdpmaHH-
Na Pow 114,
LLiBeiiuapis
(nakyBaHHs)
113. | KOPBAJON | kpanni opanbHi no 25 NnAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiiHuX MaTepiasliB: YTOYHEHHS cTaTycy 25 mn — 6e3 UA/2554/01/01
® M1 a6o no 50 mny "@apmak” peknamyBaHHA B Hakasi MO3 YkpaiHn Ne 1925 Big 30.08.2019 B peyenma,
(hN1akoHi 3 Npo6Koto- npoueci nepepeecTpauii. Pegakuis B Hakasi: 25 mn - nignsarae; 50 50 mn — 3a
KpanenbHuueto; no 1 M/ - He nignarae; 3anponoHoBaHa pefakuifa: He nignsarae. peyernmom
hnakoHy B nauui 3
KapTOHY
114. | KCANATAH | kpanni o4Hi, po3unH Mdpaiizep CLWA Mdpaiizep Benbris BHECEHHS 3MiH IO peecTpaLiiiHuX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/11617/01/01
® 0,005 % no 2,5 mny IHK. MeHtodekuypuH wopno 6esnekun/edpekTMBHOCTI Ta dhapmakoHarnsaay (iHWwi 3mMiHK) - 3MiHK peuenmom
nonieTuneHoBoOMy r benbris HB BHECEHO A0 IHCTPYKLi 418 MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
hnakoHi; no 1 3aco6y Ao po3ginis "Ocob/MBOCTi 3acTocyBaHHA", "34aTHICTb
h1aKoHY B KapTOHHii BM/IMBATY Ha LUBUAKICTb peakwii Npu kepyBaHHi aBTOTpaHCNopTOM abo
KOpOoo6Li iHWKMK MeXaHi3mamu”, "Mo6ivHI peakuii”, a TakoX pefaroBaHo TekcT
po3ainis "®apmakoTepaneBTUyHa rpyna ", "®apmakooriyHi
BnactusocTi", "lMoka3aHHA" (pegaroBaHo TEKCT 6e3 PakTUUHOT 3MiHN
3aTBEPAXEHMX NoKasaHb), "Cnocib 3acTocyBaHHA Ta 4o3un”,
"Mepepno3yBaHHA" (BBeEHHSA 3MiH MPOTArOM 6-TW MicAUiB nicns
3aTBEPKEHHS)
115. | NA3O0JIEKC | po3uuH gns iH'ekuin, TOB "HIKO" Ykpaina LOEMO CA Ipeuis/ BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianiB:3miHu | Tuny - 3a UA/12750/01/01
7,5 mr/mn, no 2 Mn B PAPMACBIOTIK YkpaiHa [ONOBHEHHS cneumdikayii A®I NoKasHNKOM SIKOCTi «bakTepianbHi peyenmom
amnyni; no 5 amnyny AT IHOACTPI, €HI0TOKCUHM - He GinbLue 3,4 MO/Mr» 3 BiANOBIAHUM METOA0M
nauuj 3 KapToHy Ipeuist BMNPOOYBaHHS; 3MiHW | TUNY - BUSTYYEHHST OAHOTO i3 BUPO6HMKIB ADI
(Hepo3sdracosaH Ambpokcony rigpoxnopuay, Ven Petrochem & Pharma (India) Pvt.Ltd.,
nii NPoayKT, IHAain
nepBuHHa
ynakoBka,
BTOPUHHA
ynakoBka,
KOHTpOnNb); TOB
"HIKO", YkpaiHa

(KOHTPO/Tb,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
BMNYyCK cepii)
116. | NNAHIEC PO34mnH opasibHMiA, 50 CninbHe Ykpaina NABOPATOPIO IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasiiB:3MiHu | TUMNY - NoAaHHS 6e3 UA/11561/01/01
mr/mn, no 60 mn B YKpaiHCbKO- C AJIKANA Ykpaina oHoBneHoro CEP Big BXe 3aTBEpAXEHOro BUPOGHMKa Ha Ad| peyenma
KOHTelHepi; no 1 icmaHcbke ®APMA, C.11., KapbouucTeiny, BHacnigok gofaBaHHS HOBOTO BUPOGHMKA BUXIAHOI
KOHTElHepy 3 nignpuemMcTs IcnaHis; CninbHe peyoBuHM L-umucteiny rigpoxnopuay; 3anponoHosaHo: NeR1-CEP
[,03YH04MM LUNPULLOM Y 0 "CIMNEPKO YKpaiHCbKO- 1997-037-Rev 06
navLi 3 KapToHy; no YKPATHA" icnaHcbke
200 M B KOHTeliHepi; nigNpPUEMCTBO
no 1 koHTeiHepy 3 "Cnepko
MipHMM CTakaH4MKOM y Ykpaina",
nauui 3 kKapToHy; no 15 YkpaiHa
M/1Y NakeTuky; no 12
nakeTvkiB y mauui 3
KapTOHY
117. | NEBITPA® Tabnetku, Wo Baiiep Al HimeuunHa Baiiep Al HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepianis:3MiHu |l Tuny - 3mMiHW A0 3a UA/0226/02/01
oAaT avcneprytotscs, no 10 IHCTPYKLUIT 4719 MEAUYHOr0o 3aCTOCYBaHHS fikapCbKoro 3acoby [0 peyenmom
Mr, N0 4 TabneTkn y po3ainy "OcobnmnBocCTi 3acToCyBaHHA"
6nictepi, no 1
6nicTepy B KapTOHHiIl
nauuj
118. | NIEBOKIN3 TabneTkn, BKPUTI Aypob6iHA0 IHgis Aypob6iHa0 IHais BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/13743/01/01
nniBKOBOKO dapma /114 dapwma Jlimiteq, AaMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peuyenmom
06010HKO0, No 250 — HOHiT VII NPOoBaPKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa roToBoro /likapCbKoro
Mr; no 5 TabneTok y 3aco6by, BK/IYaKUM AiNbHALL BUNYCKY cepii abo MicLe NpoBeAeHHs
6nicTepi; no 1 KOHTPO/O SKOCTI. (AisNbHICTb, 3a 5Ky BiANoBigae BUpo6HMK/iMnopTep,
6nicTepy B KapTOHHii BK/THOUAOYM BUMYCK cepiid). 3mMiHa agpecy BUpobHuka M3 AypobiHao
KopoobUi dapma Jlimiteg- KOHIT VII, IHAs, 6€3 3MiHM Micus BUPO6HMLUTBA.
119. | NEBOKIN3 TabneTku, BKPUTI Aypo6iHao IHais Aypo6iHao IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/13743/01/02
nniBKOBOO dapma /114 dapma fNimiteq, AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecy Micus peyenmom
obonoHkoto, no 500 — HOHiIT VII NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbkoro
Mr; no 5 TabneTtok y 3aco0by, BKIYauun AinbHAULL BUNYCKY cepii abo Micue npoBefeHHs
6nicTepi; no 1 KOHTPOO AKOCTI. (AisNbHICTb, 3a Ky BiANOBigae BUPO6HMK/iMNopTep,
6nicTepy B KAPTOHHIl BK/IOYA0UM BUMYCK cepili). 3miHa agpecy BupobHuka M3 AypobiHao
KopoobLi Papma Jlimiteg- KOHIT VII, IHAiA, 6€3 3MiHM Micus BUPOGHULTBA.
120. | NEBOMEK Ma3b no 30 r abo no My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianis:3miHn | Tuny - 6e3 UA/8367/01/01
O/lb 40 r y Ty6i; no 1 Ty6i B akujioHepHe akujioHepHe CKOPOYeHHS TPMBaIOCTi BUPOOGHUYOrO NPOLLECY LU/IAXOM 3MEHLLEHHS peyenma
nauui 3 KapToHy TOBapuCTBO TOBapUCTBO yacy nNpoBefieHHa nepemillyBaHHs Ta roMoreHisadii Masi nicns
"HaykoBo- "HaykoBo- [ofaBaHHA OCTaHHLOrO KOMMOHEHTY - 6-MeTunypaununy
BMPOGHNYNIA BMPOGHWYNIA
LEeHTp LieHTp
"BopLyariscb "BopuuarisCcbkuii
KNI XiMiko- XiMiKO-
hapmaueBT thapMaLeBTUYHM
WNYHUIA i 3aBog"
3asoAa”,
121. | MAHIHIN® Tabnetku no 3,5 wr, BEPIH- HimeuunHa Bupo6HULTBO HimeuumHa | BHeECEHHSsI 3MiH 40 PeecTpaLiiiHuX MaTepiasiB: YTOUHEHHS HanNUCcCaHHA 3a UA/9669/01/01
3,5 no 120 tabneTtok y XEMI AT «in bulk», 3aABHMKa B Hakasi MO3 YkpaiHu Ne 1655 Big 22.07.2019 B npoueci peyenmom

on1akoHi; no 1

KOHTPO/b Cepiil:

BHECEHHS 3MiH (3MiHK | TMny - 3MiHK 3 sKocTi. CepTudpikat
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
dh1aKkoHy B KapTOHHii BEP/IH-XEMI BignosigHocTI/I E-cepTudikat BiANOBIAHOCTI EBPONEChKIl
KopooLi Al', HimeuunHa; thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
Bupo6HULTBO cepTugikaTa BignoBigHOCTI abo BUyYeHHs cepTudiikara
«in bulk», BiANOBIAHOCTI €Bponelickkili hapmakonei: gns A®l; onsa ByxigHoro
nepBuHHe Ta maTepiany/peareHTy/MpOMKHOrO NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA Y
BTOPUHHE BMPOOHULTBI A®I; Ans AONOMDKHOT pevoBuHN (cepTudikar
nakyBaHHs1, BiANOBIAHOCTI EBponeiickbkili hapmakonei) - OHOBNeHW cepTudikat
KOHTPOb Cepil: Bif] y)Xe 3aTBepXeHOro BUPOGHMKa - NOAaHHA OHOB/IEHOTO
MeHapiHi-®oH cepTudikaTa BignosigHocTi E€Bponeiickkiii hapmakonei Ne R1-CEP
XenpgeH M'vbX, 2000-289-Rev 06 ans gitouoi pevosuHu Glibenclamid Big Bxe
HimeuuunHa; 3aTBepxeHoro BupobHrka SRI KRISHNA PHARMACEUTICALS
KoHTposb Ta LIMITED, India; 3miHu | Tuny - 3miHun 3 akocTi. CepTudikart
BUWMYCK Cepiii: BignosigHocTI/I E-cepTudikat BiANOBIAHOCTI EBPONEChKIl
BEPIH-XEMI thapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
Al, HimeyunHa cepTtuddikaTa BiANOBIAHOCTI a0 BUYyYEHHA cepTudikara
BiANOBIAHOCTI €Bponelickkili hapmakonei: gns A®I; onsa ByxigHoro
maTepiany/peareHTy/MpOMKHOrO NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA Y
BMPOOHULTBI A®I; Ans AONOMDKHOT pevoBuHN (cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei) - OHOBNeHW cepTudikat
Bif] y)Xe 3aTBepXeHOro BUPOGHMUKa - NoAaHHA OHOB/IEHOTO
cepTudcpikaTa BignosigHocTi €Bponeiickbkiit hapmakonei Ne R1-CEP
2000-289-Rev 05 (3atBepmxeHo: R1-CEP 2000-289-Rev 04) ans
nitoyoi pevosuHY Glibenclamid Big, Bxe 3aTBepAXeHOro BUPOGHMKa
SRI KRISHNA PHARMACEUTICALS LIMITED, India). Pegakuis B
Hakasi:
BEPNIH-XEMI AT
Fninikep Ber 125, 12489 BepniH, HimeuunHa
BERLIN-CHEMIE AG
Glienicker Weg 125, 12489 Berlin, Germany. 3anponoHoBaHa
pegakuis: BEP/IIH-XEMI AT, HimeuuuHa.
122. | MENINPAMI | TabneTtku, BKpUTI 3AT YropumHa 3AT YropwuHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianiB:3miHu | Tuny - 3MiHa y 3a UA/0320/02/01
H® NiBKOBOO dapmaueBT dapmMaueBTUYHN NepBUHHI yNakoBLi rOTOBOr0 NikapcbKoro 3acoby - BBEAEHHS HOBOI peyernmom
060/10HKO0, N0 25 Mr WNYHWIA 3aBOf,  3asog ETC NepBNHHOT yNakoBkK, a caMme hnakoHiB 3 kopnyHeBoro ckna 3 MNE
no 50 TabneTtok y Erc Kpywkamun FG-7, 3 KOHTPO/IEM MEPLLOrO PO3KPUTTS, 3abe3neyeHmnx
CKNSAHOMY (h/1aKoHi; No amMopTV3aTOPOM-rapMOLLKOK 3aMiCTb 3aTBEPAXKEHOI YNakoBK/
1 conakoHy B hNakoHn 3 KopuyHeBOro ckna 3 MNE kpuwkamun G-7 Ta MEANYHO
KapTOHHI Kopo6Lyi BaTO!0, 3 BiAMOBIAHVMU 3MiHAMK Y p. «YNakoBka». BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPIKEHHS
123. | MEMAHTUN TabneTkun, BKpUTI TeBa 13painb AT YroplmHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/14465/01/01
H 10 - TEBA | n/niBKOBOK $apmaveBTi PapmaLeBTUYHN 13painb woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo peyenmom
060/10HKO10, N0 10 Mr Kan 1 3aBog TEBA, 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTeMy dhapMakoHarnagy
no 10 TabneTtok y IHAacTpi3 YropmHa (BBEAEHHSA y3araslbHEHUX AaHWX NPo cuctemy dapmakoHarnsgy,
6nicTepi; no 3 nra. (nepBuHHa Ta 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
6nictepu B KOPO6L BTOPVHHA hapMakoHarnsay; KOHTakTHOI 0cobu 3 thapmakoHarnsgy 3asBHUKa
ynaKoBKa, ONA 3aiicHeHHs hapMakoHarnsgy B YKpaiHi, AKLWO0 BoHa BigMiHHA Bif,

KOHTPO/b SIKOCTI,
BUNycK cepii);

YMOBHOBaXeHOT 0co6u, BigNOBiAaNbHOT 3a 34iiCHEHHS
hapmakoHarnagy (BKI1K4Yaymn KOHTaKTHI AaHi) Ta/abo 3MiHu y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
TeBa pO3MiLLEHHI MacTep-ghaiina cucteMun dhapmakoHarnsgy) - 3miHa
$apmaueBTikas YMNOBHOBaXXEHOT 0C06M 3asBHUKA, BiAMNoBigabHOI 3a dhapMakoHarnisa:
IHpacTpis N14., MponoHoBaHa pegakuis: Orit Stern - Maman. 3MiHa KOHTaKTHUX AaHnX
13painb YMOBHOBaXEHOT 0C06M 3a8BHUKA, BiAMOBIiga/IbHOI 3a dhapmakoHarisag.
(BMPOGHULTBO 3MmiHa MicLA 3AiiCHEHHSI OCHOBHOI AisSiNIbHOCTI 3 hapMakoHarsay.
3a MOBHUM 3MiHa MicLe3HaxoMKeHHA MacTep-haiina cuctemu thapmakoHarnsay
uuknom); Tesa Ta /ioro Homepy
$apmaueBTikas
IHpacTpis N14.,
13painb
(nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTpO/b
AKOCTI)
124. | MEMAHTU TabneTku, BKpUTI TeBa I3painb AT YropmHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/14465/01/02
H 20 - TEBA | nniBKOBOW dapmaueBTi dPapmaLeBTUYHN I13painb wopao 6e3snekv/ehekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom
06010HKO0, N0 20 Mr Kau 7 3aBog TEBA, 3MiHM [0 y3arasibHEHUX AaHWX NMPo cuctemy dpapmakoHarnsagy
no 10 Tabnetok y IHaacTpi3 YropuuHa (BBEAEHHA y3araslbHEHVX AaHUX NPo cucTemy hapmMakoHarisgy,
6nictepi; no 3 nra. (nepBuHHa Ta 3MiHa YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
6nicTepy B KOPOOL BTOPVHHA thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
yMakoBKa, [ONA 3aiicHeHHs hapMakoHarnsgy B YKpaiHi, SKL0 BOHa BigMiHHA Bif,
KOHTPO/b SIKOCTI, YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOT 3a 34iACHEHHS
BUMNYCK cepil); hapmakoHarnsagy (Bkvaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
TeBa pO3MilLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
dapmaueBTikas YNOBHOBaXEHOT 0CO6U 3as1BHYMKA, BifnoBigaibHOI 3a hapMakoHarnsaa:
IHpacTpis N14., MponoHoBaHa pepgakuis: Orit Stern - Maman. 3MiHa KOHTaKTHUX AaHnX
13painb YMOBHOBaXXEHOT 0C06M 3a8BHUKA, BiAMNOBigaIbHOI 3a dhapMakoHarnisag.
(BMPOGHULITBO 3MiHa MicLAa 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3 hapMakoHarisay.
3a NoBHUM 3MiHa MicLle3HaxomKeHHSA MacTep-haina cuctemy dpapmakoHarnsgy
uuknom); Tesa Ta iioro Homepy
dapmaueBTikas
IHpacTpis N14.,
13painb
(nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/b
AKOCTI)
125. | MEMOKC TabneTkn, BKpUTI TOBAPUCT Ykpaina TOB "dapma Ykpaina/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianiB:3MiHu | TUny - 3mMiHa 3a UA/13188/01/01
10 nniBKOBOKO BO 3 Crapt", YkpaiHa IcnaHis PO3Mipy YNakoBKM1 rOTOBOr0 NiKapCbKoro 3acoby - BHECEHHS 3MiH 40 peyenmom
06010HKot0, No 10 Mr; OBMEXEH (chacyBaHHA Ta marepianis peectpaduiinHoro gocse (po3gin 3.2.P.7. Cuctema
no 10 TabneTtok y (0]}0) nakyBaHHs 3 KOHTeliHep/ 3aKynoproBasibHUiA 3acib); BBeAEHHS A0AATKOBMX
6nictepi; no 3 abo 6 BIANOBIOA opmum in bulk ynakoBok chopmu in bulk, 3 sikoi hacyeTbesa Ta NakyeTbCs roTOBOro
6nicTepiB y KAPTOHHIN NBHICTIO ipmn CiHTOH niKkapcbKkoro 3acoby, 6e3 3mMiHV NakyBas/lbHOr0 MaTepiany
nadui; no 10 TabneTok "ACIHO XicnaHig, C.J1.,
y 6nictepi; no 3 YKPAIHA" IcnaHist)

6/1iCTepy Y KAPTOHHIW
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
nauuj
126. | MEMOKC TabneTku, BKPUTI TOB Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasiiB: yTOUHEHHS1 YNaKOBKU 3a UA/13188/01/02
20 nNiBKOBOKO "ACIHO Crapt" B Haka3i MO3 YkpaiHu Ne 1925 Big 30.08.2019 B npoueci BHECEHHSA peyenmom
060n0Hkot0, no 20 Mr; YKPATHA" (chacyBaHHA Ta 3MiH (3MiHa 3asiBHVKa rOTOBOrO Jlikapcbkoro 3acoby. TepMiH BBEAEHHS
no 10 Tabnetok y nakyBaHHs 3 3MiH - NPOTArom 6 MicsAUiB Nicns 3aTBePAKEHHA. 3MiHM | TUNy -
6nicTepi; no 3 dopmu in bulk AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
6nicTepy y KapTOHHIl oipmun CiHTOH NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
nauuj XicnaHis, C.J1., 3aco0by, BKIYaKUUN AiNbHAULL BUNYCKY cepii abo MicLle npoBefeHHs
Icnanis) KOHTPO/O AKOCTI. (Ais/IbHICTb, 3a Ky BiANOBigae BUPOGHMK/iMNopTep,
BK/1OUAK0UM BUMYCK Cepiid) - 3MiHa HanucaHHsA agpecu Micua
NPOBaPKEHHS Aii/IbHOCTI BUPOBHMKA rOTOBOIO NiKapCbKoro 3acoby,
KomnaHii TOB «®apma CtapT», 6€3 3MiHW hakTYHOro micus
NPOBaPKEHHS AiS/IbHOCTI BHOCUTLCS Y 3B’A3KY 3 PilieHHAM KuiBCbKoi
MicbKoi paau Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepeimeHyBaHHs 6ynbBapis, BY/I1Lb, HAIMEHYBaHHS MN/10LY, Ta
NMPUCBOEHHS iIMEH CkBepam B MicTi Knesi. TepMiH BBeAEHHS 3MiH -
nNpoTArom 6 MicsiLiB nicns 3aTBepmKeHHs. 3MiHuM | Tuny - 3MiHK Wwoao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsay. BeegernHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 3a 34iNCHEHHSA
chapmakoHarnsgy; KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHuKa
[ANA 3iicHeHHsT hapMakoHarsay B YKpaiHi, sKLLO BoHa BigMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bk/ovalouy KOHTakKTHI gaHi) Ta/abo 3miHn y
po3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy). 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0cobu, BifnoBiganbHOT 3a
thapmakoHarnag. 3MiHa Micus 34iACHEHHSI OCHOBHOI AisNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs1 MacTep-haiina.).
Pepakuis B Hakasi: TaGneTku, BKPUTI NJ1iIBKOBOIO 060/10HKOIO, NO
20 wr; no 10 TabneTok y 6nictepi; no 3 a6o 6 GnictepiB y
KapTOHHIl nauyi; no 10 TabneTok y 6nictepi; no 3 6nictepu y
KapTOHHIl nayui; 3anponoHoBaHa peAakLifi: TabneTku, BKPUTI
n/1iBKOBOKO 0G0NOHKO0, Mo 20 mr, no 10 Ta6neTok y 6nictepi; no
3 6nicTepu y KapTOHHIli nauui.
127. | MEMOKC TabneTkn, BKPUTI TOBAPUCT YkpaiHa TOB "®apma Ykpaina/ BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianiB:3miHu | Tuny - 3MiHa 3a UA/13188/01/02
20 nNiBKOBOKO BO 3 CrapT", YkpaiHa IcnaHis PO3Mipy YNakoBKM rOTOBOr0 MikapCbKOoro 3acoby - BHECEHHS 3MiH A0 peyenmom
060/10HKO10, M0 20 Mr; OBMEXEH (dbacyBaHHA Ta marepianis peecTpadiiiHoro gocke (po3gin 3.2.P.7. Cuctema
no 10 TabneTtok y (0],0) nakyBaHHs 3 KOHTeliHep/ 3aKynoproBasibHUIA 3aci6); BBEAEHHS [04aTKOBUX
6nicTepi; no 3 abo 6 BIANOBIOA chopmu in bulk ynakoBok chopmu in bulk, 3 Akoi dhacyeTbeca Ta NakyeTbCA roTOBOro
6nicTepiB y KAPTOHHIl NBHICTHO ipmn CiHTOH nikapcbKoro 3acoby, 6e3 3mMiHV NakyBaslbHOro MaTepiany
nauui; no 10 TabneTok "ACIHO XicnaHis, C.J1.,
y 6nicTepi; no 3 YKPATHA" IcnaHist)
6nicTepy y KapTOHHiIl
navui
128. | META®IH® | Tabnetku no 5 mMr no ToBapucTBo Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMX maTepianiB: yTOUHEHHSA 3a UA/14448/01/01
IC 10 TabneTok y 3 [0[aTKOBOIO npoueaypu B Hakasi MO3 Ykpainu Ne 1772 Big 12.08.2019 B peuyenmom
6nicTepi; no 1 [0[aTKOBOI Bi4NoBiAa/IbHICT npoueci BHECEHHS 3MiH - 3MiHu | Tuny - 3MiHM 3 IKOCTi. [OTOBWIA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
6nicTepy B nauui 3 Bignosigaib 10 "IHTEPXIM" nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
KapToOHY HiCTIO 3MiHa napameTpiB cneuudikauii Ta/abo AoNYyCTUMMX MEX NEPBUHHOI
"IHTEPXIM" yNakoBKM rOTOBOTO NiKapCbKOro 3acoby ([0MOBHEHHS cneuudikawii

HOBMM MOKA3HVKOM 3 BiAMNOBIAHUM METOA0M BUNPOOYBaHHS) -
[OMOBHEHHS cneumdikavii Ta MeToAiB KOHTPO/O NEPBUHHOTO
nakyBasibHOro matepiany /13 nniska noniBiHiNX10puaHa TeCTOM
«laeHTudikauis» 3 BiANOBIAHUM METOA0M BUNPOGYBaHHA. 3MiHW | Tuny
- 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb AOMOMIXHMX
peyoBuH (iHLWi 3MiHM) - 3MiHM Y crieymdikaLisx Ta MeToAax KOHTPOO
AKOCTI JONOMIKHMNX PEYOBUH: /1TaKTO3a MOHOTIAPAT (3a NoKasHMKamu:
"OnTnyHa ryctmHa", "I'paHynomeTpuyHuii cknag"), uennosa
MiKpOKpUCTasTivHa (3a nokasHukamu: "Onuc”, "PO3YnHHICTB",
"loeHTUdikauis", "PO34nHHICTb B Mifi TETpaamiakaTa po3uuHi
amMiayHomy", "PeyoBuHM, PO34nHHI B eqipi") Ta MarHito cteapar (3a
nokasHukamm: "PO34nHHICTL", "KNCNoTHICTb abo NyxHicTk", "KinbkicHe
BM3HAYEHHS MarHito"). 3miHu | Tuny - 3miHu 3 SKocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHN BUNpobyBaHb abo
LOMYCTUMMUX MEX, BCTAHOBIEHUX Y cneuudikauisx, nig vyac
BVMPOGHMLTBA rOTOBOrO J1iKapCbKOro 3acoby (iHWi 3mMiHW) - 06" eaHaHHSA
cneuudikauin npoMikHUX NpoAykTiB «Cymill Ana TabneTyBaHHsA» BCIX
[03yBaHb B OHY cneundikaiio; - yTOUHeHHs y TecTax «OfHOpIHICTb
BMiCTy» Ta «KifbkicHe BU3HAYEHHS» (BUKOPUCTaHHS EANHOI HABXKKM
[0N151 BCiX f,03YBaHb) B METOAMKAX KOHTPOSHO SAKOCTi NPOMIXHOro
npoaykTy «Cymill ans TabneTyBaHHA» Ta y METOAML KOHTPOSIO SKOCTI
MeTadiH® IC, TabneTku no 5 mr, 10 mr, 25 Mr. BusHayeHHs
OLHOPIAHOCTI BMICTY Ai040T PeYOBUHUB NMPOMDKHUX MPOAYKTax
npenaparta MeTtaciH® IC, Tabnetkv no 5 mr, 10 mr, 25 Mr». -
He3HayHa 3MiHa onucy npoueaypu NpoBeAeHHs Bigbopy npob ans
NPOMDXHOro NpoAykTy «CyMilwl Ans TabnetyBaHH:» ; - nepeBefeHHs
OAMHULIb BUMIpY MiKaPCLKOT 403K 3 T B MT Y cneuudikauisx Ta
MeTOoAMKax KOHTPOJIO SKOCTi MPOMKHMUX NPOAyKTiB «Cymilw ans
TabneTyBaHHs», "TabneTkn B npoueci TabneTyBaHH:A",
"HeposdacoBaHi TabneTkn" Ta y MeTOANLI KOHTPO/IHO SKOCTI
MeTadiH® IC, TabneTku no 5 mr, 10 mr, 25 Mr». BusHaueHHs
O HOPIAHOCTI BMICTY A1il040T PEYOBMHU B MPOMDKHUX NPOAYKTax
npenapata MeTtaciH® IC, Tabnetkv no 5 mr, 10 mr, 25 Mr». -
YTOUYHEHHS METOAVKN BUKOHaHHA Ta 3abapB/ieHHA PO34MHY B TECTi
"lgeHTudpikauis B" y cneumdikauii Ta MeToamKax KOHTPOO SAKOCTI
nNpoMiXHOro npoAykTy "Hepo3sdacosaHi Tabnetkn" BCix A03yBaHb.
3MmiHu | TMNY - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbknii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby (iHLWi 3MiHWN) - YTOYHEHHS
hopMy/toBaHHS HOPMYBaHHA TecTiB "OAHOPIAHICTb A030BaHNX
oavHMLUp", "Po3unHeHHs" Ta "MikpobionoriyHa unctoTa”; yToUHEeHHs
Ha3B peakTuBiB y TecTax "laeHTudikauis B", "Po3unHeHHs",
"CynposigHi gomilkmn","KinbkicHe BusHaueHHs" y MKA N3. CynyTHA
3MiHa - 3MiHM 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHM BUNPObByBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig yac BUpo6HMLTBA roTOBOrO
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

NiKapCbKOro 3acoby (iHLWi 3MiHN) - yTOYHEHHS! HAa3B PeakTUBIB y TECTi
"KinbkKicHe BU3HaYeHHA" Y MeToAMKax KOHTPOSIO SKOCTi NPOMIXHUX
npoaykTis "Cymiw Ansa tabnetysaHHs" Ta "HeposdacosaHi Tabnetkn';
YTOUYHEHHSI (POPMY/IHOBAHHS HOPMYBaHHS TecTy "OfHOPIAHICTb
[030BaHVX OAMHULB", YTOYHEHHS HA3B PeakTUBIB Y TECTi
"loeHTudbikauia B" y cneundikauii Ta MeToamMKax KOHTPOSIKO SKOCTI
NpPOMKHOro npoAykTy "HeposdacoBaHi Tabnetkn". 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. BUyyeHHs1 BUPOOHMYOT AiNbHULL (BKIHOYa0UN
AinbHUUI Ana A®l, npoMikHOro NPoAyKTy abo roToBOro JlikapCbKoro
3acoby, AinbHULI 418 NPOBEAEHHS NaKyBaHHS, BUPOOHNKa,
BiANOBIAAIbLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS KOHTPOJIHO cepil)
ab0o noctavasibHVKa BUXIAHOrO MaTepiasly, peareHTy abo [ONOMKHOI
PEUYOBMHY (AIKLLIO 3a3HAYEHO Y AOCHE) - BUyHEHHS BUPOBHWMKA Aito4Ooi
peyoBUHM rOTOBOTO JliKaPCbKOro 3acoby - Macfarlan Smith Limited,
UK. CynyTHs 3MiHa - 3MiHu 3 akocTi. A®I. KoHTponb A®| (iHLWi 3MiHK) -
BiANOBIAHO MPOMOHYETLCS BUTYYEHHS TECTY "3a/IULLIKOBI KiTbKOCTI
opraHiyHMX PO34MHHKKIB" 3i cneuudikalii Ta MeToAiB KOHTPOI AKOCTI
A®I; BUNYyYEHHS 3a3HAYEHHA BUAY YNakoBKW, MapKyBaHHS Ta TEPMIHY
npugatHocTi A®| ans uboro BUpo6HuKka (BAHL).

129.

META®IH®
IC

Tabnetku no 10 mr no
10 TabneTok y
6nicTepi; no 1
6nictepy B navui 3
KapTOHY

ToBapucTso
3
[0aTKOBOO
Bignosiganb
HicTIO
"IHTEPXIM"

YKpaiHa

ToBapucTBO 3
[04aTKOBOO
BiANoBiAa/IbHICT
0 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepianiB: yTOUHEHHSA
npoueaypv B Hakasi MO3 Ykpainu Ne 1772 Big 12.08.2019 B
npoueci BHECEHHSA 3MiH - 3MiHW | Tuny - 3MiHK 3 sKoCTi. [0TOBWIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoptoBasibHUIA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX NEPBUHHOI
yMakoBKM rOTOBOrO NiKapCbKOro 3acoby ([0MOBHEHHS cneuudikawii
HOBWM MOKa3HMKOM 3 BiZNOBiAHUM METOAOM BUMNPOBYBaHHS) -
[OMNOBHEHHA creumdikavii Ta MeToZiB KOHTPO/IHO NEPBUHHOMO
nakyBasibHOro Matepiany /13 nniBka noniBiHiIX10pUaHa TECTOM
«lgeHTundikauis» 3 BignoBigHAM MEeTOA0M BUNPOOYBaHHSA. 3MiHW | TUny
- 3MiHu 3 sKoCTi. FoTOBMIA NiKapCbkuii 3aci6. KOHTPOb AONOMIXKHMX
peyoBuH (iHLWi 3MiHW) - 3MiHW Y crieumdikalisx Ta MeTogax KOHTPOsIo
AKOCTi AONOMIXXHMX PEYOBMH: /1TaKTO3a MOHOrIAPAT (3a NokasHMKamm:
"OnTuyHa ryctuHa", "I'paHyIoMeTpuyHWiA cknag”), uesnosa
MiKpOKpUCTasTivHa (3a nokasHukamu: "Onuc”, "PO34MHHICTBL",
"laeHTudikauisa”, "Po34nHHICTbL B Mifi TeTpaamiakaTa po3UnHi
amiauHomy", "PeyoBrHM, PO3UnHHI B edpipi') Ta marHito cTeapar (3a
nokasHukamm: "PO34mnHHICTB", "KNcnoTHiCTb abo NyxHicTb", "KinbkicHe
BM3HAYEHHS MarHito"). 3miHu | Tuny - 3miHu 3 siKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHKN BUNpobyBaHb abo
O0NYyCTUMKX MEX, BCTAHOB/IEHMX Y crieumdpikayisx, nig vac
BMPOGHMLTBA rOTOBOTO JliKapCbKOro 3acoby (iHLWi 3MiHW) - 06 eQHaHHS
crneumgikalii NPOMKHMX NPOAYKTIB «CyMilw Ans TabneTyBaHHsA» BCiX
[03yBaHb B 04HY crneundikaLito; - yTOUHeHHs y Tectax «OfHOpIgHICTb
BMicTy» Ta «KiflbkicHe BU3HAYEHHS» (BUKOPUCTaHHS EANHOI HABAaXXKM
0119 BCiX 403yBaHb) B METOAMKAX KOHTPO/IHO SAKOCTi MPOMIKHOIO
npoaykty «Cymill ans TabneTyBaHHs» Ta y METOAMLI KOHTPOSIHO SKOCTi
MeTaciH® IC, Tabnetkv no 5 mr, 10 mr, 25 Mr. BusHaueHHs
OHOPIAHOCTi BMICTY Ail040I Pe4YOBUHUB MPOMiXHUX NPOoAyKTax

3a
peyenmom

UA/14448/01/02
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

npenaparta MetaciH® IC, Tabnetkv no 5 mr, 10 mr, 25 mr». -
He3HayHa 3MiHa onucy npoueaypu NpoBeAeHHs Bifg6opy Npob Ans
NMPOMIXHOro NPoAyKTy «CyMill Ans TabneTyBaHHA» ; - NepeBefeHHs
OAMHULL BUMIpY MiKapCbKOT 403K 3 T B MT Y cneuudikauisx Ta
MeTOoAMKax KOHTPO/II0 SAKOCTi NPOMKHUX NPoAyKTiB «CyMilw Ans
TabneTyBaHHsa», "TabneTkn B npoueci TabnetyBaHHsA",
"Hepo3dacoBaHi TabneTkn" Ta y METOAULI KOHTPOJIHO SKOCTI
MeTadiH® IC, TabneTku no 5 mr, 10 mr, 25 Mr». BusHaueHHs
O[JHOPIAHOCTI BMICTY fit040T PEYOBMHN B NPOMDKHUX MPOAYKTax
npenaparta MetaciH® IC, Tabnetkv no 5 mr, 10 mr, 25 mr». -
YTOUYHEHHSI METOAVKN BUKOHAHHA Ta 3a0apB/IeHHA PO34MHY B TECTi
"loeHTudbikauia B" y cneundikauii Ta MeToamKax KOHTPOSIO AKOCTI
npoMikHOro npoAaykTy "HeposdacoBaHi TabneTkn" BCix A03yBaHb.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW) - YTOYHEHHS
chopmMystoBaHHS HOPMYBaHHS TecTiB "OfHOPIAHICTb A030BaHNX
oanHULE", "Po3unHeHHsA" Ta "MikpobionoriyHa ymctoTa"; yTOYHEHHS
Ha3B peakTuBiB y TecTax "lgeHTudikauia B", "Po3unHeHHs",
"CynposigHi gomiwwkmn","KinbkicHe Bu3HaueHHs" y MKA N13. CynyTHsA
3MiHa - 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac BUpO6HMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHW) - YTOYHEHHS HAa3B PeakTUBIB y TeCTi
"KinbkicHe BU3HAYEHHA" y MeTOAMKaxX KOHTPOO SKOCTi NMPOMDKHUX
npoaykTis "Cymiw ansa TabnetysaHHs" Ta "Hepo3sdacoBaHi Tabnetkn';
YTOUYHEHHS1 (hOPMY/IHOBAHHSI HOPMYBaHHS TecTy "OAHOPIAHICTb
[1030BaHVX OAMHUL", YTOYHEHHS HA3B PEaKTUBIB Y TECTi
"laeHTudbikauis B" y cneundoikauii Ta MeToamKax KOHTPOSIKO SKOCTI
NpPOMiXHOro npoAykTy "HeposhacoBaHi Tabnetkun”. 3MiHu | Tuny -
ALMIHICTPaTMBHI 3MiHW. BuiyyeHHs1 BUPO6HUYOI AinbHUL (BKIOYA0UN
AinbHUUi Ana A®l, npomikHOro NpoAyKTy abo roToBOro JlikapCbKoro
3aco0y, AiNbHUL A8 NPOBeAEHHS NaKyBaHHS, BUPOOHMKA,
BiZJNOBIAAILHOMO 3a BUMYCK Cepild, MicLie NPOBELEHHS KOHTPOSIO cepii)
ab0 noctavasnibHVKa BUXIQHOrO MaTepiasly, peareHTy abo JOMOMKHOI
PEYOBUHY (SIKLLO 3a3HAYEHO Y [JOCbE) - BUSTYYEHHS] BUPOOHMKA Aito4oT
PEYOBUHM FOTOBOTO JliKapCbKOro 3acoby - Macfarlan Smith Limited,
UK. CynyTHs 3MiHa - 3MiHu 3 akocTi. A®I. KoHTponb ADI (iHLWi 3MiHK) -
BifNOBIAHO NPOMNOHYETLCA BUTYYEHHS TECTY "3a/IULLKOBI KiNbKOCTI
opraHiyHUX Po3UMHHUKIB" 3i cneuudikaLii Ta MeTOAiB KOHTPO/IHO AKOCTI
A®l; BUNyYeHHS 3a3Ha4YeHHs BUAY YNakoBKWU, MapKyBaHHsS Ta TEPMiHY
npugatHocTi A®| ans uboro BUpo6Huka (BAHL).

130.

META®IH®
IC

Tabnetkv no 25 mr no
10 TabneTok y
6nictepi; no 1
6nicTepy B navui 3
KapTOHY

ToBapucTeo
3
[0aTKOBOO
Bignosigaib
HiCTIO
"IHTEPXIM"

Ykpaina

ToBapucTBO 3
[0aTKOBOO
BiANOBiAa/IbHICT
10 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiaslis: YTOYHEHHSA
npoueaypv B Hakasi MO3 YkpaiHu Ne 1772 Big 12.08.2019 B
npoueci BHECEHHA 3MiH - 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbknii 3aci6. Cuctema KOHTenHep/3aKynopoBasibHW 3aci6.
3MiHa napameTpiB cneundikauii Ta/abo AoNyCTUMMX MEX NEPBUHHOI
YyNaKoBKM rOTOBOTO JliKapCbKOro 3acoby ([OMOBHEHHS creuundikaL,i
HOBMM MOKA3HVKOM 3 BiANOBIAHWM MEeTOA40M BUNPOOYBaHHS) -

3a
peyerimom

UA/14448/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs

[LOMOBHEHHA creumdikaLii Ta MeTOZiB KOHTPO/IH0 MEPBUHHOMO
nakyBa/nibHOro matepiany 13 nniBka noniBiHiIXN0pUAHa TECTOM
«lpoeHTudikauis» 3 BiANOBIAHUM METOAOM BUNPOGYBaHHA. 3MiHM | Tuny
- 3MiHu 3 sKoCTi. FoTOBMIA NikapCbkuii 3aci6. KOHTPOb AOMOMIXKHMX
peYoBUH (iHLLI 3MiHW) - 3MiHW Y cneumdikalisx Ta MeTogax KOHTPO/
AKOCTI [ONOMDKHUX PEYOBUWH: /TaKTO3a MOHOTIAPAT (3@ NOKa3HMKaMu:
"OnTnyHa ryctmHa", "IpaHynomeTpuyHnii cknag"), uenonosa
MikpoKpucTaniyHa (3a nokasHukamu: "Onuc”, "PO34nHHICTBL",
"loeHTndikauis", "PO34nHHICTb B Mifi TeTpaamiakaTa po3uunHi
amiayHomy", "PeyoBVHM, PO34MHHI B edpipi') Ta marHito cTeapar (3a
nokasHukamu: "PO34mHHICTL", "KMCNOTHICTb ab0 NyxHicTb", "KinbkicHe
BM3HAYEHHSA MarHito"). 3miHu | Tuny - 3MiHn 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
LOMYyCTUMMUX MeX, BCTAHOB/IEHUX Y cneuudikauisx, nig vyac
BVMPOGHMLTBA rOTOBOrO J1iKapCbKOro 3acoby (iHLWi 3MiHW) - 06" eAHaHHSA
cneumdikauin NpoMikHUX NpoAykTiB «Cymill Ans TabneTyBaHHsA» BCIX
[03yBaHb B OZHY cnewuundikayiio; - yTOUHEeHHS y TecTax «O4HOPIAHICTb
BMICTy» Ta «KiflbKiCHe BU3HAUYEHHS» (BUKOPUCTAHHS EAMHOI HABaXKKU
0117 BCiX A03yBaHb) B METOAMKAX KOHTPO/THO SKOCTi MPOMIXXHOIO
npoaykTy «CyMmil ana TabnetyBaHHa» Ta y METOANLi KOHTPOO SKOCTI
MeTaciH® IC, Tabnetkn no 5 mr, 10 mr, 25 Mr. BusHayeHHs
OJHOPIZHOCTI BMICTY Ait040T PEYOBVHMB MPOMDKHMX MPOAYKTax
npenaparta MetaciH® IC, Tabnetkv no 5 mr, 10 Mr, 25 Mr». -
He3HayHa 3MiHa onucy npoueaypu NpoBeAeHHs Bigobopy Npob ans
NPOMDKHOIo NpoAykTy «CyMill A58 TabneTyBaHHsA» ; - NepeBefeHHs
OAMHWLb BUMIpPY NiKapCbKOi 403K 3 T B Mr Yy cnewudikauisx ta
MeTOoAMKaxX KOHTPOO AKOCTi MPOMIKHMX NPoAyKTiB «Cymill Ans
TabneTyBaHHs», "TabneTkn B npoueci TabneTtyBaHH:A",
"Hepo3dacoBaHi TabneTkn" Ta y METOAULL KOHTPO/IHO SKOCTI
MeTaciH® IC, Tabnetkv no 5 mr, 10 mr, 25 Mr». BusHaueHHs
OHOPIAHOCTI BMICTY Ajit040T PEYOBMHN B MPOMDKHUX MPOAYKTax
npenaparta MetaciH® IC, Tabnetkv no 5 mr, 10 Mr, 25 Mr». -
YTOYHEHHS METOAVKV BUKOHaHHS Ta 3a6apBfieHHs PO3UMHY B TECTI
"laeHTudbikauis B" y cneundoikauii Ta MeToamKax KOHTPOSIKO SKOCTI
NPOMIXHOro NpoAaykTy "HeposdacoBaHi TabneTkn" BCiX 403yBaHb.
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JIiKaPCbKOro 3acoby (iHLi 3MiHW) - YTOYHEHHS
hopMy/ItoBaHHA HOPMYBaHHS TecTiB "O4HOPIAHICTb A030BaHMX
oAvHMLR", "Po3unHeHHa" Ta "MikpobionoriyHa unctoTa"; yTOUHEHHS
Ha3B peakTuBIB y TecTax "lgeHTudikauia B", "Po3unHeHHs",
"CynpoBigHi gomiwku","KinbkicHe BU3HauyeHHs" y MKA N13. CynyTHsA
3MiHa - 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM BUNPObyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuundikauisx, nig yac BUpoOHULTBA rOTOBOrO
NikapcbKoro 3acoby (iHLi 3MiHW) - yTOYHEHHS HA3B PeakTUBIB Y TECTI
"KinbkicHe BU3HaYeHHS" y MeToAVKaxX KOHTPOJIHO SKOCTi MPOMDKHUX
npoaykTis "Cymiw ansa TabnetyBaHHs" Ta "Hepo3sdacoBaHi Tabnetkn';
YTOYHEHHS (hOPMY/IHOBaHHS HOPMYBaHHS TecTy "OfHOpIgHICTb
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

[030BaHVX OAMHWLB", YTOYHEHHS Ha3B PeakTUBIB Yy TECTi
"lgeHTudpikauis B" y cneumdikauii Ta MeToamKax KOHTPOO SAKOCTI
NPOMKHOro NpoAykTy "Hepo3sdacosaHi Tabnetkn". 3MiHu | Tuny -

AZMIHICTPaTUBHI 3MiHN. BuyuyeHHs1 BUPO6GHMYOI AinbHNL (BKIHOYAKUN
OinbHUUi gns A®l, NnpoMiXXHOro NPoAyKTy abo roToBOro NikapcbKoro
3acoby, AinbHULI A8 NPOBEAEHHS NaKyBaHHSA, BUPOOHNKa,
BiANOBIA&/ILHOIO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPOJIO Cepil)
ab0 noctavasibHVKa BUXIQHOrO MaTepiasny, peareHTy abo [OMOMKHOI
PEYOBUHY (AIKLLIO 3a3HAYEHO Y [0CHE) - BUyYEHHS BUPOOHWMKA Aito4Ooi
PeyvoBMHM FOTOBOTO Nikapcbkoro 3acoby - Macfarlan Smith Limited,
UK. CynyTHs 3miHa - 3MiHK 3 fikocTi. A®l. KoHTponb A®I (iHLWi 3MiHN) -
BiANOBIAHO MPOMNOHYETLCA BUYYEHHS TECTY "3a/IULLIKOBI KiIbKOCTI
OopraHiYHUX PO3UMHHUKIB" 3i cneuudikaLlii Ta MeTOAiB KOHTPO/IHO AKOCTI
A®I; BUyYEHHS 3a3HaYeHHA BUIY YNakoBK1, MapKyBaHHS Ta TEpMiHY
npugatHocTi A®| ans uboro Bupo6Huka (BAH).

131.

METOK/ION
PAMI-
JAPHULA

PO34YuMH ANS iH'eKUiid, 5
Mr/M N0 2 MN B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1 a6o no
2 KOHTYpPHI YapyHKOBI
ynakoBkW B navLi

MpAT
"®apmaueBsT
nyHa hipma

"OapHuua”

YkpaiHa

MpAT
"®apmaueBTUYH
a thipma
"fapHuua”

Ykpaina

BHECEHHS 3MiH 40 peecTpaliiiHux MaTepiasiiB:3MiHu | TUMY - NogaHHS
HoBoro CEP Ne R1-CEP 2004-075-Rev 04 ana A®| meTokionpamigy
rigpoxnopvay Bif 3aTBepA)KeHoro BUpo6Hyka Ipca laboratories limited,
[0[aTKOBO BHOCATBLCS 3MiHM A0 cneuudikauii Ta MeToAiB KOHTPOSIO
A®I 3a noKasH1Kamu:

- «lgeHTudpikayis C», «CynpoBifHi AOMILLIKM» - cneumndikayiio Ta
MeToAu BUNpoGYyBaHHSA NpUBEAEHi Y BigMoBigHICTb [0 BUMOT
MoHorpadii Metoclopramide Hydrochloride monohydrate EP; -
[ONOBHEHO NOKa3HUKOM «[loMillka E» - HopMyBaHHS Ta METOAUKY
BMNpo6yBaHHSA BignoBigalTk BUMora moHorpadii Metoclopramide
Hydrochloride monohydrate EP; - «Baxki MeTanu» -BUIy4eHO 3rigHO
mMaTtepianis BUpO6HMKa Ta BUMOr EP; - «3a/nLwiKoBi KiNbKiCTi
OpraHiYHNX PO3UNHHWIKIB» - HOPMYBaHHS Ta METOANKY NMPUBELEHO Y
BiANOBIAHICTb A0 MaTepianis BUpo6HuKa (CEP); - «TepMmiH 36epiraHHs
5 pokiB» 3aMiHEHO Ha «TepMiH NepeKoHTPO0 5 pokiB» y
BiANOBIAHICTL A0 MaTepianis BupobHuka (CEP). BBegeHHsA 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHa Y
mMeTofax BunpobysaHHs A®| abo BuxigHOro matepiasy/MpoMixHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLieci BUPobHNLTBa
A®| (iHWi 3MiHM y MeTofax BUNpobyBaHHSA (BKIOYatouy 3amiHy abo
[0MN0oBHEHHS) A®| abo BUXIAHOro/NPOMIKHOTO MPOAYKTY); CYNyTHSA
3MiHa: 3MiHa y napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo BUXigHWIA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTbCSA Y npoueci BupobHuytBa Ad|
(iHLWi 3MiHW) - BHECEHS 3MiH A0 cneuudikauii Ta MeToAiB KOHTPOSIO
A®I 3a nokasHukamu: «OnNnc» - BUMOTU A0 30BHILLUHLOTO BUrSay Adl
3a/MLeHi 6e3 3MiH, iHhopMaLiio LWoAo TeMnepaTypu niasBNeHHs
BMHeCeHa y po3ain «3arasbHi BNacTUBOCTI»; «PO3UMHHICTb»,
«lpeHTudpikauis A, B, D, E», «[1p030picTb po3unHy», «CynbgarHa
30na», «Boga», «AHOMaibHa TOKCUUHICTb» Ta «KinbkicHe
BM3HAYEHHS» - BHECEHI peAakuiliHi NpaBku, METOAM BUMPOOYBaHHSA Ta
KpuTepii NPUAHATHOCTI 3anuLLeHi 6e3 3MiH; - «MikpobionoriyHa
4YMCTOTa» - NPMBEAEHO Y BiANOBIAHICTL A0 BUMOT 3arasibHOi cTatTi EP

3a
peyenmom

UA/7726/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
2.6.12, 5.1.4; BBegeHHs 3MiH MPOTAroM 6-Tu micsiB nicns
3aTBEPAXKEHHS
132. | MOKCUBA TabneTkn, BKpUTI Aypo6iHao IHAis Aypo6iHgo IHAis BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/14296/01/01
P nniBKOBOIO dapma NlTg dapwma Jlimitepg, - woao 6e3nekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
060/10HKO10, No 400 HOHIT VII 3MiHM [0 y3ara/ibHeHUX JaHuX Npo cucTeMy chapMakoHarnisgy
mr, no 10 TabneTok y (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy hapmakoHarnsgy,
6nicTepi; no 1 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
6nicTepy B KAPTOHHIl hapMakoHarnaay; KOHTakTHOI 0cobu 3 thapmakoHarnsgy 3asBHUKa
Kopoo6Li ONA 3aicHeHHs hapMakoHarnsgy B YKpaiHi, AKLWO BOHA BigMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BigNOBiAabHOT 3a 34iiCHEHHS
hapmMakoHarnagy (BKiovaoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
YMOBHOBaXXEHOT 0C06M 3a8BHUKA, BiAMNOBigaIbHOI 3a dhapMakoHariag.
MponoHoBaHa pepakuin: MaH XaHymaHTy MNMeHyanasn. 3miHa
KOHTaKTHUX JaHnX YNMOBHOBaXXEHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a (hapmakoHarnsg. 3MiHa KOHTaKTHOT 0co6uM YNMoBHOBaXEHOT 0co6u
3asBHMKa, BigNOBiAa/IbHOI 3a hapmakoHarnsag B YkpaiHi. 3miHa
KOHTaKTHUX SAaHMX KOHTaKTHOT 0CO6M YNOBHOBaXKEHOI 0CO6M 3asiBHYKA,
BiANOBIAa/IbHOI 32 hapMakoHarnifg B YkpaiHi. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy. 3MiHa MicLLe3HaxXoKEHHS
mMacTep-ghaiina cuctemu hapmakoHarnsgy
133. | MOMELEP KpeM, 1 mr/rno 15 r TOB Ykpaina $apm3asop, Monbwa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/10968/02/01
M® a6o no 30 r y Ty6i, no "BAJIEAHT €nbha A.T. BMNPO6YyBaHb ab0 AONYCTUMUX MEX, BCTAHOBNEHMX Y cnewumdikawisx, peuenmom
1 Ty6i B KAPTOHHIl ®APMACH nifg, Yyac BUPO6HMLITBA FOTOBOTO NiKapCbKoro 3acoby (fofaBaHHs
Kopoo6Li HOTIKAN3" HOBOrO MeToAy BUNpobyBaHHs Ta AONYCTUMMX MEX); 3MiHW | Tuny -
3MiHM Yy NpoLeci BUPOGHMLTBA rOTOBOTO JTIKapCbKOro 3acoby,
BK/1HOYAOUM NPOMIXKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO NikapCbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMpPO6GHMLTBA)
134. | MYKANTUH | cupon no 100 mny MAT Ykpaina MAT YKkpaina BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianiB:3mMiHu | Tuny - 3MiHa 6e3 UA/8800/01/01
® 6aHLj CKNsHIN abo y "Tanuudpap "Tanuucgapm” po3Mmipy cepii (BkIOYaoUK dianasoH po3mipy cepii) roToBoro peyenma
dhnakoHi CKAsSHOMY; No M" nikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHSA [0AATKOBUX PO3MIpiB

1 6aHui abo thrakoHy
3 JIOXKOI MipHOH B
nauui; no 100 mny
pNakoHi
noniMepHomy; rno 1
h1akoHy 3 TOXKOI0
MipHOIO B Mauuj; no
200 M1y donakoHi
CKNsiHoMy abo
nonimMepHomy; o 1
chnaKkoHy 3 T0XKOH
MipHOI0 B nayui

cepii roToBOro slikapcbkoro 3acoby. MNponoHoBaHa pegakuis
TeopeTnyHuii po3mip: He binble 15,536 Tuc. yn. (ans gosysaHHs 100
M) Ta He Binblle 7,768 Tuc. yn. (413 fo3ysaHHa 200 M) He GinbLue
20,0 Tuc. yn. (gna gosyBaHHa 100 mn) Ta He 6inbwe 10,0 Tuc. yn. (ans
[o3yBaHHs 200 mn)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
135. | MYKANTUH | cupon in bulk: no 100 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianiB:3MiHu | TUny - 3miHa - UA/9508/01/01
® My 6aHLi CKNsHIN, "Tanuudap "Tanuucapm” po3Mmipy cepii (BkIOYaoUK diana3oH po3mipy cepii) roToBoro
abo y cnakoHi m" nNikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHSA [0AATKOBUX PO3MIpiB
CKnsiHOMYy, abo cepil roToBOro nikapcbkoro 3acoby. MponoHoBaHa pefakuis
hNakoHi TeopeTnyHuii po3mip: He binble 15,536 Tuc. yn. (ans gosysaHHs 100
nonimepHomy; no 48 MJ1) Ta He Ginblie 7,768 Tuc. yn. (405 fo3ysBaHHsA 200 M) He Ginblue
6aHOK CKNAHNX, abo 20,0 Tuc. yn. (ana gosyeaHHsa 100 mn) Ta He 6inbwe 10,0 Tuc. yn. (gns
(hN1aKOHIB CKNAHUX, [o3yBaHHs 200 mn)
a6o donakoHiB
noniMepHKX y Kopobi
KapTOHHOMY; in bulk:
no 200 mn 'y chnakoHi
CKNsiHOMY a6o
hNakoHi
nonimepHomy; rno 30
h/1aKOHIB CKNSIHMX
a6o donakoHiB
noniMepHuX y Kopoobi
KapTOHHOMY
136. | MYKOTEK® | cupon no 100 mn abo “HOHIK IHais HOHIK IHAis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/11169/01/01
no 200 mn y chnakoHi; dapmackioT PapmacboTuKas AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW SliKapCbKoro 3acoby - peyenmom
no 1 conakoHy pasom 3 nkan NabopaTtopis 3artBepmxkeHo: JXKOCET JOCET 3anponoHoBaHo: MYKOTEK ®
MIpHUM CTakaH4ukom y | Jlabopatopi3 (BipfineHHs MUCOTEK®; 3MiHu | Tuny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
Kopoo6Li " chipmn Ix. b. HalilMeHyBaHHS Ta/abo agpecu MicLA NPOBaMKEHHS AiSIbHOCTI
(BipgineHHs Kemikans eHg, BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby, BKIoUaun
hipmun “x. dapmacboTuKan OinbHULI BUNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPOHO SKOCTI.
B. Kemikans 3/1Tn) (AisnbHICTb, 3a Ky BiANOBIAAE BUPOOHMK/IMIOPTEP, BKIOYAIOUN
eHa BUMYCK Cepiii) - yTOYHEeHHS Ha3BM BUPOGHWMKa 13, 6e3 3miHn micus
dapmacbioT BMPOBHULTBA; 3MiHU | TUNy - AAMIHICTPATUBHI 3MiHW. 3MiHa
vkans Nitg.”) HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA (BNacHUKa peecTpauiiHoro
NOCBIAYEHHS) - YTOUHEHHA Ha3BW Ta afpecy 3asBHMKA 3a3HaYeHNX
YKPaiHCbKOK MOBOIO; 3MiHUM | TUMY - 3MiHK w040
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHn) - OHOBIEHHS
BXe 3aTBepPKEHOro TeKCTY MapKyBaHHA BTOPUHHOI Ta NePBUHHOI
ynakoBoK /13 3 BHECEHHAM 3MiH [0 TEKCTY MapKyBaHHS. [JONOBHEHHS
TEKCTY MapKyBaHHS BTOPUHHOT Ta NEPBUHHOI YNaKOBKW aHTMiACbKOK0
MOBOIO
137. | HEO- NbOAAHNKM no 12 [vsadapma HimeuunHa [Avnsadapma HimeuunHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis:3miHu Il Tuny - 3miHa 6e3 UA/10972/01/01
AHIH® NbOASAHUKIB y 6AicTepi; 16X m6X, napameTpiB cneyndikauii Ta/abo AONyCTUMUX MeX A/151 [OMOMIKHOI peyenma
LWABMIA no 2 6nictepu B HimeuunHa pevoBUHM (3MiHa 3HAXOAUTLCA N03a 3aTBEPLKEHVMMN AOMYCTUMUMU

KapTOHHI Kopo6Lyi

(Bignosigae 3a
BWMYCK cepil);
Knoctepdpay
Bepnin M'vbX,
HimeuunHa
(BMpPOGHMLTBO
Hepo3hacoBaHo

1 npoaykuii)

Mexamuy cneuycikadiii)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
138. | HEO®EH TabneTkun, BKpUTI Benyno, XopsarTis Benyno, niku Ta Xopsartis BHECEHHS 3MiH 10 peecTpavliiiHiX MaTepianiB:3miHu | Tuny - 3MiH1 J0 6e3 UA/14740/01/01
BENYNO nniBKOBOKO nikn Ta KocmeTuka, A.4. IHCTPYKUIT 4159 METOAMYHOTO 3aCTOCYBAHHSA Y PO3Aiv peyenma
DOPTE 060/10HKO10, N0 400 Mr KOCMeTHKa, "Mepeno3yBaHHA", "M06IYHI peakui” BigNOBIAHO A0 OHOB/EHOT
no 10 TabneTtok y a.a. iHchbopmaw,ii 3 6e3neku AjtoHoi pevoBUNHN
6nicTepi; no 1
6nicTePY B KAPTOHHIl
nauuj
139. | HE®POTEK | po3uuH ans iHdysiii dpeseHiyc HimeuunHa ®peseHiyc Kabi ABCTpis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3miHu | Tuny - 3a UA/10733/01/01
T no 250 mn a6o no 500 Kabi AscTpis TM6X BWYYEHHA BUPOOHNYOT AiNbHULI (BKOYaoUM AinbHuLi ans Adl, peyenmom
My donakoHi, no 10 [JoiunaHg MPOMiXXHOro NPoAyKTy abo roToBOro Jlikapcbkoro 3acoby, AiNbHWL 41
(h1aKOHIB Y KapTOHHii 6X NpoBeEeHHS NakyBaHHs, BUPOOHMKa, BIAMNOBIA&/IbLHOIO 3a BUMYCK
KOpoo6Li cepili, MicLe NpoBefEeHHs KOHTPOIO cepii) abo nocTavyanbHMKa

BMXiQHOrO Marepiany, peareHTy abo AONOMiXHOT PEYOBUHY -
BMAAIEHHS1 BUPo6HUMKa A®I L-i3oneiumH Ajinomoto North America,
Inc., CLWA; BuganeHHsa BupobHunka A®I L-izoneliuyH Ajinomoto Co.
Inc., Kawasaki Plant, AnoHis; BnganeHHs Bupo6Hmka A®| L-neiumH
Ajinomoto Co. Inc., fANoHisi; BuaaneHHs BupobHunka A®| L-neiumH

Ajinomoto North America, Inc., CLUA;
BMAa/IEHHS BUpobHUKa A®I L-ni3nHy MoHoaueTaT (L-nisuHy) Ajinomoto
Co. Inc., Kawasaki Plant, AnoHis; BuganeHHs BupobHuka APl L-cepuH
Kyowa Hakko Bio Co., Ltd., Ube Plant, Japan; BuganeHHs BupobHvka
A®| L-cepuH Evonik Rexim S.A.S. France; BuganeHHs BupobHuka Ad|
L-Tupo3uH Nippon rika Co., Ltd., Japan; 3MiHu | TUNy - nogaHHA
OHOBJ/IEHOrO cepTucpikaTa BiANOBIAHOCTI €Bponeichbkili hapmakonei:
ana A®l Big 3atBepaxeHoro BupobHunka A®I L-anaHiH Shanghai
Kyowa Amino Acid Co., Ltd., China; 3anponoHoBaHo: RO-CEP 2007-
351-Rev 03; 3MiHM | TUMy - NOAAHHA OHOBEHOrO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei: ana Ad®l Big,
3aTBEpxeHoro Bupo6Huka APl L-apriHiH Shanghai Kyowa Amino Acid
Co., Ltd., China; 3anponoHoBaHo: R1-CEP 2010-045-Rev 00; 3miHu |
TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa BignoBigHOCTI EBponeichKiii
thapmakonei: gns A®I Big 3atBepKeHoro BupobHuka A®I L-saniH
Evonik Rexim Nanning Pharmaceutical Co., Ltd., China;
3anponoHoBaHo: R1-CEP 2008-128-Rev 01; 3miHu | Tuny - nogaHHA
OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI EBponeiickkili hapmakonei:
ana A®l g 3atBepmxeHoro supobHuka A®I L-rictugmn Shanghai
Kyowa Amino Acid Co., Ltd., China; 3anponoHoBaHo: R1-CEP 2010-
046-Rev 01; 3miHM | TUNY - NogaHHA OHOB/IEHOro cepTuddikara
BiANOBIAHOCTI €Bponeiickbkilt hapmakonei: ana APl sig,
3aTBepAXeHOoro BupobHuka A®l L-isoneiiyuH Amino GmbH, Germany.;
3anponoHoBaHo: R1-CEP 2004-228-Rev 02; 3miHu | Tuny - nogaHHsA
OHOBJ/IEHOrO cepTucpikaTa BiANoBIAHOCTI €Bponeichbkili hapmakonei:
ans A®l Big 3aTBepmxeHoro BupobHuka A®I L-isoneiumH Shanghai
Kyowa Amino Acid Co., Ltd., China; 3anponoHoBaHo: R1-CEP 2010-
188-Rev 00; 3miHu | Tvny - nogaHHA OHOB/IEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei: ana Ad®l Big,
3aTBEpAXEHOro BUpobHuka A®| L-neliumH Shanghai Kyowa Amino
Acid Co., Ltd., China; 3anponoHoBaHo: R1-CEP 2010-189-Rev 00;
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3MiHM | TUMY - NOAAHHA OHOBNIEHOTO cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®I Bifg 3aTBepAxeHoro BUpobHMKa
A®| L-nponit Shanghai Kyowa Amino Acid Co., Ltd., China;
3anponoHoBaHo: R1-CEP 2010-263-Rev 00; 3miHu | Tuny - nogaHHA
OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI EBponeiickkili hapmakonei:
ana A®l g 3ateepmxeHoro BupobHuka A®I L-cepun Shanghai Kyowa
Amino Acid Co., Ltd., China.; 3anponoHosaHo: R1-CEP 2008-003-Rev
00; 3MiHu | TUNY - NOAAHHS OHOB/IEHOrO cepTudikaTa BignoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I Bif 3aTBep)KEHOr0 BUPOGHMKa
A®| L-cepnH Amino GmbH, Germany; 3anponoHosaHo: R1-CEP 2006-
315-Rev 02; 3miHM | TUNY - nogaHHA OHOB/IEHOro cepTuddikara
BiANOBIAHOCTI €Bponelickkilt thapmakonei: ana Ad| Big,
3aTBepaxeHoro BupobHunka A®| L-TpeoHiH Shanghai Kyowa Amino
Acid Co., Ltd., China; 3anponoHoBaHo: R1-CEP 2010-044-Rev 00;
3MiHM | TUNY - NoAaHHA HOBOro cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ansa A®I Ne RO-CEP 2013-157-Rev 00 Big
HOBOro BMpo6HuMka A®| L-anaHiH Amino GMBH, Germany; 3miHu |
TUNY - NOAAHHS HOBOTO cepTudikaTta BignoBigHOCTI €Bponelickkili
thapmakonei: ans A®l Ne R1-CEP 2007-364-Rev 00 Big HOBOro
BUpo6HUKa A®I L-BaniH Shanghai Kyowa Amino Acid Co., Ltd., China;
3MiHM | TUNY - NoAaHHA HOBOro cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei: ansa A®I Ne RO-CEP 2012-052-Rev 01 Big
HoBOro BMpo6Huka A®I L-neiiuuH Shanghai Ajinomoto Amino Acid
Co., Ltd., China; 3miHun | Tuny - nogaHHsA HOBOro cepTudikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans A®l Ne RO-CEP 2014-
063-Rev 00 Big HoBOro Bupo6HuKa APl L-nisnHy MoHoaueTat (L-ni3unH)
Ajinomoto North America, Inc., CLUA; 3miHn | Tuny - nogaHHa HOBOro
cepTtudikaTa BignosigHocTi E€Bponelickbkiin hapmakonei: ans A®l Ne
RO-CEP 2014-227-Rev 00 Big, 3aTBEpAXEHOro BUpobHUka AP L-
ni3nHy MmoHoaueTart (L-nisuH) Kyowa Hakko Bio Co., Ltd, AnoHis;
3MiHM | TUMy - NoAaHHA HOBOro cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkint hapmakonei: ansa A®I Ne RO-CEP 2014-132-Rev 00 Big,
HoBoro Bupo6Huka AP L-cheHinanaHiH Shanghai Ajinomoto Amino
Acid Co., Ltd., China; 3miHn | TUny - 3miHa nepiogy NOBTOPHUX
BMNpOoGyBaHb/Nepioy 36epiraHHA abo yMoB 36epiraHHs AdI -
3a3HayeHHs nepiofy NOBTOPHOro BUNPobyBaHHA 24 Micaui ans L-
anaHiH Bupo6HuuTBa Amino GmbH, Germany; 3miHu | Tuny -
BUYYEHHS BUPOOHUYOT AiNbHULI (BKIOYaouM ginbHuLi ans Adl,
NPOMIXXHOro NPoAyKTy abo roToBOro NikapCbkoro 3acoby, AifbHULI Ans
NpoBefeHHA NakyBaHHs, BUPOOHWMKa, BiANOBIAa/IbHOIO 3a BUMYCK
cepili, Micue NpoBeAeHHSI KOHTPOSIKO cepii) abo nocTavanbHMKa
BMXiAHOro Marepiany, peareHTy abo A0NOMiIKHOT pEYOBUHY -
BMAaIeHHS BUpo6HMKka APl L-PeHinanaHiH Evonik Rexim S.A.S.
France; BuganeHHs supobHuka A®I L-cheHinanaHiH Kyowa Hakko Bio
Co., Ltd., Hofu Plant, Japan

140.
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UA/3551/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
BK/1afleHOMY B MauKy; BUPOGHMYA dhapmaLeBTnyHa 3MiHU [0 y3ara/lbHEHVX AaHuX Npo cuctemy hapmakoHarisgy
no 1,5 ry ginbtp- hapmaueBT KoMnanis "EAM" (BBELEHHA y3araslbHEHNX AaHUX MPO cUcTemy hapmakoHarnsay,
naketi; no 20 ginbTp- nuHa 3MiHa YNOBHOBAXEHOT 0CO6W, BiAMOBIAALHOI 32 3AjACHEHHS
nakeTiB y nauui KoMnaHis thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
"ENM" [ANA 3iicHeHHs hapMakoHarnsay B YKpaiHi, SKL0 BoHa BigMiHHA Bif,
YNOBHOBaXKEHOI 0c06M, BiANOBIfA/ILHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bko4valouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6OU 3aABHUKA, BiANoOBiAa/IbHOI 3a 34iAICHEHHS
thapmakoHarnagy: MponoHoBaHa pegakuist: Maicko Map'a OnekciiBHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0co6U, BiAMNOBIAa/IbHOI 3a
3pjiiCHeHHs1 hapmakoHarnaay
141. | HOBOKAIH | posunH ans iH'eKujii, 5 NnAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MaTepiauiB:3MiHu | Tuny - 3MiHK y 3a UA/5126/01/01
Mmr/mn no 5 mn B "Tanuudpap "Tanuudapm” npoueci BUPOBGHULITBA rOTOBOIO MiKapCbKoro 3acoby, BKIYaoun peuenmom
amnyni, no 5 amnyny Mm" NPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETLCA NPV BUPOOHULITBI rOTOBOrO
KOHTYPHIli YapyHKOBIi nNiKapcbKoro 3acoby - BHECEHHS 3MiH o po3giny 3.2.P.3. MNpouec
ynakoBLi, no 2 BUPOGHMLITBA NiKApPCbKOro 3acoby, 30KpeMa: BUKNAAEHHS TEKCTY
KOHTYPHi YapyHKOBI KOPOTKOro OMMCY TEXHOONYHOrO MPOLLECY Ta TEXHOONYHOT CXemu
YyNakoBKM B nauvLli BMPOGHMLTBA /13 3 yTOYHEHHAM WoA0 Micus BupobHuuTea (AP Nel
ab6o [P Neo2) B HoBIli peaakuil
142. | HOBOKAIH | posunH anis iHdoysili MpusatHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianiB:3MiHu | TUny - 3miHa 3a UA/4883/01/01
0,5% no 200 mn abo akuioHepHe akuioHepHe po3Mipy cepii (BkIOYaoun dianasoH po3mipy cepii) roToBoro peyenmom
no 400 mMn y nasLwKax TOBapuCTBO TOBapUCTBO nikapcbKoro 3acoby - BBeAieHHS AOAATKOBOro po3mipy cepii roToBOro
"lHdpy3ia" "lHdpysia” nikapcbKoro 3acoby - 8000,0 n. 3anponoHosaHo: 2000,0 n1; 4000,0 5;
8000,0 5 (no 200 mn — 39 702 nnAwok, no 400 mn — 19 846 NAALIOK)
143. | HOMIT'PEH TabneTku, BKpUTI BocHanek BocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH 1O peecTpaLiiiHix MmaTepianis:3MiHW | TUNY - 3MiHK, 3a UA/2791/01/01
BOCHAJNEK | nniBkoBow o.4. [epueroBuH epueroBuH NnoB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiAMNOBIAHICTL A0 MOHOrpadii peuyenmom
® o6onoHkoto, no 10 a a [dY abo €sponelicbkoi hapmakonei, abo iHLWOT HaLioHaNbHOT
Tabnetok y Ty6i; no 1 thapmakonei gepxasun €C - npusegeHHa Cneumndikadii woao
Ty6i B KQPTOHHiIlA KOHTponto Ad| EprotamiHy TapTparty y BignoBiAHICTb A0 MOHOrpadii
Kopoo6Li 0224 €p.Papm. Ergotamine tartrate. BunyyeHo nokasHuka
«30BHILLHI BUrNAA PO3UnHY» Ta «CneungiyHe onTUYHE 06epTaHHs»,
nokasHuK «CynpoBigHi AOMILLKM» NPUBEAEHO Y BigNOBIAHICTb 40
MOHorpadoii
144. | HOPMOMNP Tabnetku no 10 AT Ykpaina AT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiitHux maTepianiB:3MiHu | TUNy - BBEAEHHS 3a UA/3668/01/01
EC Tabnetok y 6nictepi, "KNIBCbKW "KNIBCbKUIN [04aTKOBMX PO3MIpiB cepii roTOBOro /ikapcbKoro 3acoby. peyenmom
no 2 6nictepun y nauw; i BITAMIHHW MponoHoBaHa pegakuis Po3amip cepii Ana nakosku Nel0 40 000 yn.
no 10 TabneTtok y BITAMIHHU 3ABO" [JopatkoBuii po3mip cepii 80 000 yn. Ans ynakoBku Ne20 20 000 yn.
6nictepax " 3ABOA" [Jonatkosuii po3mip cepii 40 000 yn; 3MiHW | TUMY - 3MiHK y NpoLieci
BMPOGHULITBA rOTOBOrO NiKApPCbKOro 3acoby, BK/IHUAKUM NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOGHULITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpobHNLTBA)
145. | OKCUNPOI | po3unH Ans iH'ekuiit TOB "$3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/3616/01/01
ECTEPOHY | oniliHwnii, 12,5%; no 1 "BIO®PAPMA "BIO®APMA" O0NYyCTUMKX MEX, BCTAHOB/IEHMX Y crieumndikayisx, nig vac peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
KAMPOHAT | mn B amnyni; no 5 " BMPOGHMLTBA rOTOBOrO JlikapCbkoro 3acoby , a came B po3gini Onuc
amnyn y 6nictepi; no 2 BUyYeHO (hpasy " Moxnnee NOMYTHIHHA PO3UYMHY BHAC/iA0K
6nicTepy B navwj 3 BUMAJAHHA KPUCTaNIB, L0 PO3UMHSIOTLCS NPW HarpiBaHHi Ha KUnasdii
KapTOHY 6aHi", OCKi/IbkM NOTOYHI YMOBY 36epiraHHs NPOMKHOI NpoayKLUii B
npoLieci BUPOGHULITBA HE MOXYTb NPU3BECTU A0 BUNAZaHHSA KpUcTanis
PEYOBUH, LLIO BXOAATb A0 CKNagy NPOMiIKHOT NPoAyKLii . 3MiHK Mexi
HOpMyBaHHSA 0 po3giny KinbkicHe BU3HAYEHHS TiAPOKCMPOrecTepoHy
KanpoHart 3 "Big 12,2 mr go 12,8 mr" Ha "Big 0,121 1 80 0,129 r" B 1 mn
NPOMDKHOI NpoAyKLii. MeToauKy BUKOHaHHA BUNPOGYBaHHS NpuBeLeHo
Y BigMOBIZHICTb 1O METOAUKN KifIbKICHOrO BU3HAYEHHS
riAPOKCMNPOrecTepoHy KanpoHaTy roToBOro MikapCbKoro 3acoby, a
came 3aMiHa meTofy BunNpobyBaHHA 3 cnekTpochoTomeTpii (APY,
2.2.25) Ha meTog BEPX (AdY, 2.2.29); 3miHu | TURY - 3MiHK A0
MeTOAiB BUNPOOYBaHHA MPOMDKHOT npoAykuii T. "KinbkicHe
BM3HaYeHHs. beH3nnbeH3oaTt" OHOBEHHS MeTOZ, BUNPOOYBaHHSA
(meTopg rasoBoi xpomaTtorpadii) (APY, 2.2.28)
146. | OKTAMNEK | nopolok ass po3unHy | OkTtachapma ABCTpiIs OkTathapma HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianis:3miHu | Tuny - 3MiHa y 3a UA/14313/01/01
C 500 MO Ans iH'ekui no 500 dapmauesT [leccay Mmb6X, AscTpisi/ MeToAax BUNpo6yBaHHSA roTOBOrO JlikapcbKoro 3acoby, 3miHu Ao peyenmom
MO; aBi kKOpobkn nka HimeuunHa ®paHuis METOAMKN BU3HAYEHHS 3a NOKa3HUKOM SKOCTi «BMicT chakTopy X»,
06’€eHYIOTbCS MK MpoaykTioHC (BMPOGHUMK «Bofa», «BMIiCT LuuTpaTiB»; 3MiHa TECTOBOro Habopy A1 BU3HAYEHHS
€06010 NNacTNKOBOIO rec. m.6.X. (anbTepHaTMBHM 6inky C 3a NOKa3HNKOM SKOCTi «BMICT 6in10K C»; 3MiHW | TURY - 3MiHK
NiBKOIO: KApPTOHHA i), BMNpobyBaHb abo JOMYCTVMUX MeX Y npoLeci BUpobHuuTea AdI, 1o
Kopobka Ne 1: no 1 BiANOBigaIbHUI BCTaHOB/EHI Y creuudgikaLisx
h1akoHy 3 NOPOLLKOM 3a BTOPUHHE 3MiHN [0 METOAUKN BU3HAYEHHS 38 MOKA3HWKOM AKOCTi «3arasbHuii
07151 pO34VHY Ans nakyBaHHs); 6inoK»
iH’eKUili Ta iIHCTpYKLiE0 OkTathapma
Npo 3aCTOCYBaHHS,; dapmaueBTmKa
KapTOHHa Kopobka Ne MpogaykTioHcrec
2: 1o 1 conakoHy i3 M.6.X., ABCTpIs
PO34MHHMKOM (BOAa (BUPOGHMK,
Ons iH'ekyjin, 20 mn) y BignoBiganbHWi
KapTOHHI Kopo6Lyi 3a BMPOBGHULTBO
pa3om 3 KOMM/IEKTOM 3a NOBHUM
0N PO3YMHEHHA Ta LK/IOM);
BHYTPILUHLOBEHHOIO OKTA®APMA,
BBefeHHs (1 wnpuy, PpaHuin
oaHopasoBuii; 1 (BUPOGHMK,
KOMMNEKT oNs BiANOBigaIbHUI
nepeHocy (1 3a BUPOBGHNLTBO
ABYXKiHUeBa rosnka, 1 3a NOBHUM
hinbTpoBasibHA LIMKIIOM)
ronka); 1 komnnaekrt
Ons iHdysili (ronka-
MeTenuk); 2
NPOCOYEHNX CNUPTOM
TaMMOHiIB)
147. | OHBPE3 NOPOLLOK A/1s Hosapric LLIBeiiuapisi BMPOGHMUTBO 3a | LlBeiiuapis/ BHECEHHS 3MiH 10 peecTpaLiiiHMX MaTepiasis: 3MiHu | Tuny - 3MiHK 3 3a UA/11706/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
BPU3XAWUN | iHransuii, TBepai dapma Al NMOBHUM LK/IOM: Icnanis AKocTi. [0TOBWiA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax peyenmom
EP kancynu no 150 mkr, HosapTtic ®apma npugaTHocTi abo ymoBax 36epiraHHsi rOTOBOTO JlikapcbKoro 3acoby
no 10 kancyny LTeitH AT, (36iNbLUEHHS TEepPMiHY NPUAATHOCTI FOTOBOrO NikapCbkoro 3acoby) -
6nicTepi; no 1 abo no LlBeiiuapis; [lna ToproBoi ynakoBku (NiATBEPKYETLCA 4AHUMMW PEasTbHOrO Yacy) -
3 6nictepn 31 KOHTPO/b AKOCTI 36i/1bLLEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO Nikapcbkoro 3acoby Ha
iHranATopom B (3a BUHATKOM OCHOBI NO3NTUBHWX Pe3yNbTaTiB AOBrOCTPOKOBUX AOCHIIKEHb
KapTOHHI KOpo6Lyi Tecty CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepkeHo: Cpok rogHoCcTU. 2 roga
Mikpo6ionoriyHa 3anponoHoBaHo: Cpok rogHocTu. 2,5 roga (BeegeHHst 3MiH NpoTArom
yncToTa): 3-x MicALiB MiC/A 3aTBEPLKEHHSR); 3MiHN | TUNY - AGMIHICTPATUBHI
dapmaHaniTnka 3MiHW. BrunyyeHHsi BUPO6HUYOI AinbHUL (BKAOYAKUN AiNbHULi 415
CA, Weeliyapis; A®I, npomiXHOro NpoaykTy abo roToBoro JlikapcbKoro 3acooy,
KOHTPO/Ib AKOCTI AiNbHULI ANA NPOBeAEHHA NakyBaHHS, BUPOOHUKA, BiANOBIAA/IbHOIO 3a
3a noKasHuKamu: BWMYCK CEPiii, MicLle NpOBEAEHHSI KOHTPO/IO cepii) abo nocTavasbHmKa
"Onuc BmicTy", BUXiQHOrO MaTepiany, peareHTy abo AOMOMDKHOI pe4OBUHM (AKLLO
"O60/10HKa"; 3a3HaYeHO Y JOCLE) - BUTYUYEHHSI BUPOOHMKA, BiANOBIA&/IbHOMO 3a
nepBuHHe Ta NepBUHHE Ta BTOPWHHE NakyBaHHS; 3MiHW | TNy - AAMIHICTPaTUBHI
BTOPWHHE 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecy MicLs NPOBaKEHHS
nakyBaHHs, LisiNbHOCTI BUpO6HMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BMMYCK Cepii: BK/1OUAI0UM AiNbHULI BUNYCKY cepii abo micLe NnpoBeAeHHSI KOHTPO/T0
Hosapric AKOCTI. (QiSNIbHICTb, 3a AKYy Bignosigae BMpoOHUK/iMnopTep, He
PapmacboTuka BK/THOHAI0UM BUMYCK CEPIid) - 3MiHa afpecy BUPOBHNYOI AiflbHAL
C.A., IcnaHis Pharmanalytica SA, Switzerland, 6e3 3MiH1 Micusi BUPOGHMLTBA
148. | OHBPE3 NOPOLLIOK A5 Hosapric LLiBeiiuapis BMPOGHMLUTBO 3a | LlBeiiuapis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | TUny - 3MiHu 3 3a UA/11706/01/02
BPU3XAWN | inransuiit, Teepai dapma Al MOBHUM LMK/TOM: Icnanis AKocTi. FoTOBWiA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax peyenmom
EP kancynu no 300 mkr, HoBapTic ®apma npugaTHocTi abo ymoBax 36epiraHHs rOTOBOTO JlikapcbKoro 3acoby
no 10 kancyny LTeitH AT, (36iNbLUEHHS TEePMiIHY NPUAATHOCTI FOTOBOrO Nikapcbkoro 3acoby) -
6nicTepi; no 1 abo no Llseiuapis; [lna Toprosoi ynakoBku (NiATBEPLKYETbCA AAHUMU PEasIbHOrO Yacy) -
3 6nictepn 31 KOHTPO/Ib SKOCTI 36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO JliKapCbKoro 3acoby Ha
iHranaTopom B (3@ BUHSATKOM OCHOBI NO3UTVBHWX Pe3y/bTarTiB 4OBrOCTPOKOBUX AOC/iIKEHb
KapTOHHI KOpoOL; Tecty CTabiNbHOCTI y peasibHOMY Yaci: 3aTtBepakeHo: Cpok rogHoCcTU. 2 roga
Mikpob6iosoriyHa 3anponoHoBaHo: Cpok rogHocTu. 2,5 roga (BBefeHHs 3MiH NpoTArom
yncToTa): 3-x micsLiB nicns 3aTBEPLKEHHS); 3MiHW | TUNY - AGMIHICTPaTUBHI
dapmaHaniTnka 3MiHW. BunyyeHHs BUpOOHNYOT AiNbHULI (BKAOYAUM AiNbHUL ANns
CA, WWBeliyapis; A®I, npomiXHOro NPoAyKTy abo roToBOro MikapcbKoro 3acoby,
KOHTPO/b AKOCTI OiNbHUL ANS NPOBEAEHHSA NakyBaHHS, BUPOOHMKa, BiANOBIA&/IbLHOIO 3a
3a MokasHvKamu: BWMYCK CEPiiA, MicLie NPOBEAEHHS KOHTPO/IO cepii) abo noctavanbHuKa
"Onwuc BmicTy", BVXiHOTO Matepiany, peareHTy abo [ONOMiXHOT pevyoBUHU (SKLLO
"O60/10HKa"; 3a3HayYeHo Yy [JOCbE) - BUSTYYEHHSI BUPOOHUKA, BiANOBiAa/IbHOMO 3a
nepBrHHE Ta NepBrHHE Ta BTOPMHHE MakyBaHHS; 3MiHu | Tuny - AgmiHicTpaTuBHI
BTOPUHHE 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecy MiCUs NPOBaKEHHS
nakyBaHHs, LisiNbHOCTI BUpOOHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BMNYCK cepil: BKJ/THOYAKOUN AiNbHULI BUMYCKY cepii abo Micue NPOBEeAEHHST KOHTPO/IO
HoBaprTic AKOCTI. (AISNbHICTb, 3a AKy BignoBigae BUPOOHUK/iMIopTep, He
$apmacbloTuka BK/IOUAOUM BUMYCK Cepild) - 3MiHa agpecy BUPOBHUYOI AinbHUL
C.A,, IcnaHis Pharmanalytica SA, Switzerland, 6e3 3MiHM Micus BUPOGHMLTBA
149. | OPHIAA30 PO34uH ANs iHdy3il MpuBatHe Ykpaina MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianiB:3MiHu | TUny - 3miHa 3a UA/15676/01/01
n 0,5% no 100 mn y akuioHepHe akuioHepHe aapecy BUpo6HUYOT AinbHULI BUpo6HMKa APl OpHiga3on y 3B8'A3ky 3 peuenmom
naswui; no 1 naswyiy | TOoBApUCTBO TOBapuCTBO nepeHeceHHsiIM BUPOOHULITBA HA HOBY AifIbHULIKO; 3MiHW | Tuny -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
navi "lHdpy3ia" "IHdpy3ia” Y3rO[PKEHHS HANUcaHHs iHchopmMaLlii CTOCOBHO ynakoBku Ad|
BiANOBIAHO A0 Y3roMKEeHHS HanncaHHs iHopMaLii CTOCOBHO ynakoBKU
A®I BignosigHo o DMF; 3miHu | Tuny - BBEAEHHA Nepiody NOBTOPHOro
BunpobysaHHa A®| OpHigason, y 38'A3Ky 3 HaaHHAM OHOBJIEHOrO
DMF Ta no3nTBHMX pe3ynbTaTiB AOCiLKeHHSA cTabisibHocTi AdI;
3anponoHoBaHo: TepMiH NpuMAAaTHOCTI TepMiH NEPEKOHTPO/II0 3 POKM
150. | OP/IOKCA PO34uH NS iHQy3il, AHaHTa Benuka €ponaiic IHAjs BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiastiB:3MiHN | TUny - 3MiHN 3a UA/10735/01/01
LUWH 200 mr/100 mn no 100 Megikeap BpuTaHis XenTtkeap MMBT. Lono 6e3nekn/ethpeKkTBHOCTI Ta chapmakoHarnagy. 3MiHa y KOpoTKiii peuenmom
My KOHTelHepi; no 1 nrg. nra. XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
KOHTelHepy B 4N MeVYHOro 3acTOCyBaHHA Ha NiACTaBi perysispHO OHOB/IOBAHOTO
noniBiHiNXnopuaHii 3BiTY 3 6e3nekun NikapcbKoro 3acoby, abo focnimKeHb 3 6e3neku
nnisLi B KOPOOGL 3acTOCyBaHHS MikapCbKoro 3acoby B nicnsipeecTpauiiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iIKEHb, MPOBEAEHNX BiAMOBIAHO A0
nnaxy negiatpuyHmx gocnimpxkers (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHVM YNOBHOB&XXEHVM OPraHoM) - 3MiHW BHECEHI A0
IHCTPYKLT 4719 Me4MYHOro 3acToCyBaHHS NiKapCbKOro 3acoby B po3fin
"MokasaHHA", Ta BigNoBiAHI 3MiHM ¥ po3ain "Cnocib 3acTocyBaHHA Ta
[,031"; 3MiHN BHECEHI Y po34isn "Oco6MBOCTI 3aCTOCYBaHHS",
"Mo6iYHI peakujii" 3rigHO 3 gaHMMK WOA0 6e3MeKn Aityoi PpevyoBMHU
151. | OPOP® TabneTku, BKPUTI OpraHocuH IHais EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpaLiiiHMX MmaTepiasis: BUNPaB/EHHSI TEXHIYHOT 3a UA/7732/01/01
nNiBKOBOKO Naiidp Naiidp CaeHcms NoMW/IKM B OHOBieHMX MK, siki 3aTBepakeHi Hakazom MO3 YkpaiHm peuyenmom
o6onoHkoto, no 10 CaeHcus Nimitep Ne 872 Big 19.08.2016 (npoueaypa - 3MiHun | Tuny - AamiHicTpaT1BHI
Tabnetok y 6nictepi, MeT. N14. 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecy MicLsi NPOBaZKEHHS
no 1 6nictepy B LisiNbHOCTI BUpO6HMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
KapTOHHIN nayui BK/1H0HAKUY AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHSI KOHTPO/IH0
AKOCTI. (AiSNIbHICTb, 3a 5Ky BiAnoBigae BUpo6HUK/iMnopTep,
BK/IO4At0UM BUMYCK cepili) (3MiHa HalimeHyBaHHS BUpobHuka 13, 6e3
3MiHW Micus BUpo6HMUTBA) (TEepMiH BBEAEHHS 3MiH - MPOTAroM 3-X
MicaLiB nicna 3aTBepakeHHst). Momunka ctocyeTbes n. 10 KinbkicHe
BM3HaueHHs (MeTog BEPX) posainy "MeTtoau aHanisy", dopmyna
pOo3paxyHKy BMICTY Ait04NX PEYOBMH B TabMeTLi.
152. | OPOP® TabneTku, BKpUTI OpraHocuH IHAi EBepTomxeH IHAjs BHECEHHS 3MiH [0 peeCTpaLiiiH1X MaTepianis: BUNPaBIEHHSA TEXHIYHOI - UA/7733/01/01
NNiBKOBOKO Naiidp Naiidp CaeHcms NOMW/IKM B OHOB/IeHMX MKS, siki 3aTBepakeHi Hakazom MO3 YkpaiHu
060n0Hkoto, in bulk: CaeHcus Nimitepn Ne 872 Big 19.08.2016 (npoueaypa - 3MiHun | Tuny - AamiHicTpaT1BHI
no 2500 TabneTok y Met. N14. 3MiHU. 3MiHa HalilMeHyBaHHSA Ta/abo afpecy MicList NPOBaKEHHS
nakerti, no 1 nakety y LisiNbHOCTI BUpO6OHMKa/iMnopTepa roToBOro JIiKkapCbKoro 3acoby,
Kopoo6ui i3 BK/1H0HAKUY AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHSI KOHTPOSIHO
rohpokapToHy AKOCTI. (AIANbHICTB, 3a AKy Bignosigae BUPOOHUK/iMIopTep,
BK/1HOYAOUM BUMYCK Cepili) (3MiHa HaliMeHyBaHHS1 BUpO6HuKa 13, 6e3
3MiHW MicLs BUpo6HMLTBA) (TEepMiH BBEAEHHS 3MiH - NPOTAroM 3-x
MicsLiB nicnsa 3aTBepapkeHHs). NMomunka ctocyeTbes M. 10 KinbkicHe
BM3HaYeHHsi (MeToa BEPX) po3giny "MeTtoan aHanisy", hopmyna
pO3paxyHKy BMICTY Ait04NX PEYOBMH B TabMeTLi.
153. | OPOP® TabneTkun, BKpUTI OpraHocuH IHAiA EBepTopxeH IHAis BHECEHHS 3MiH 10 peeCTpaLiiiHX maTepianiB: yTOUHEHHs 3a UA/7732/01/01
nAiBKOBOIO Naid Naiid CaeHens peecTtpauiiiHoro Homepa B Haka3si MO3 YkpaiHu Ne 1860 Big peyenmom
060/10HKO0, M0 10 CaeHcuns Nimitepn 21.08.2019 B npoueci BHECEHHA 3MiH (3MiHV | TUNY - 3MiHK WOA0
TabneTok y 6nictepi, Met. T4, 6e3nekn/edhekTMBHOCTI Ta hapmakoHarisgy. 3MiHa y KopoTkil
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n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
no 1 6nictepy B XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
KapTOHHI navui AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi peryispHo OHOB/IOBAHOTO
3BiTY 3 6e3neKkun Nikapcbkoro 3acoby, abo focnimpkeHb 3 6e3neku
3aCTOCYBaHHSA NikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepioa, abo
AK pe3ynbTar OUiHKM 3BITY 3 A0CNiAKEHb, NPOBEAEHUX BifnoBigHO A0
nnaHy negiatpuyHux gocnigpkens (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHVIM OpraHom). 3MiHV BHECEHO A0 po34iny
"MokasaHHs" (YTOUYHEHHS iHdhopMaLiT), a TakoX A0 po3ainis
"MpoTunokasaHHa", "OcobamMBOCTI 3acTocyBaHHs", "MobiuHi peakwii"
BiANOBIAHO [0 OHOBMEHOT iH(hopMaLlii 3 6e3Mekn 3acTOCyBaHHS LilounxX
peyosBuH (pekomeHgauii EMA- PRAC)). Peaakuia B Hakasi:
UA/7733/01/01. 3anponoHoBaHa pegakuisa: UAI7732/01/01.
154. | NAKNIBICT | KoHUeHTparT Ans Mictpan AHrnis XaynT dapma HimeuunHa BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/16374/01/01
A PO34unHY ANs iHGy3ilA, Kenitan Bonbparcxay3 AnMiHilcTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peuenmom
6 mr/mnno 5 mn (30 MeHnepxmeH eH 'mbX 3asBHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs) - 3miHa agpecu
mr), 16,7 mn (100 wmr), T Nlimiteq, 3asBHMKA
25 mn (150 mr) a6o 50
M (300 mr) y
thnakoHi; no 1
hnakoHy 3
KOHLEHTpaToM Y
KapPTOHHI Kopobui
155. | MAHKPEAT | TabneTku, BKpUTI ToBapucTBo Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasiiB: yTOUHEHHS1 YNaKOBKU 6e3 UA/7381/01/02
NH- 060/10HKOI0, 3 06MEXEHO0 B Haka3i MO3 YkpaiHu Ne 1772 Big 12.08.2019 B npoueci BHECEHHSA peuyenma
340POB'A KMLLKOBOPO34YMHHI; N0 o6MexeHo BiANoBiAa/IbHICT 3MiH (3MiHu | TUNY - BBEAEHHA A0AAaTKOBMX PO3MIpIB Cepii roToBOro
DOPTE 10 TabneTok y Bignosiganb 10 nikapcbkoro 3acoby ans supobHuka TOB "®APMEKC MPYyM".
14000 6nicTepi; no 1, abo no HiCTIO "®dapmaLeBTUyH MponoHoBaHa pegakuis. BupobHuk TOB "®APMEKC MPYIM". Po3mip
2, abo no 5 6nictepis "papmaueBT a KoMnaHis cepii ynakoBka Ne 10 (10x1): 12,96 tuc. yn. (85,536 kr); 1,2 Tuc. yn.
Y KapTOHHIli kopobui N4Ha "3popos's", (7,920 «r). ynakoska Ne 20 (10x2): 6,48 Tuc. yn. (85,536 «r); 0,6 TuC.
KoMnaHis YkpaiHa (BcCi yn. (7,920 kr) ynakoska Ne 50 (10x5): 2,592 Tuc. yn. (85,536 «r);
"3p0poB'a” cragji 0,24 Tuc. yn. (7,920 kr). JlogaTkoBuiA po3mip cepii: ynakoBka Ne 10
BMPOGHULTBA, (10x1): 30,0 Tunc. yn. (198,0 kr); ynakoBka Ne 20 (10x2): 15,0 Tuc. yn.
KOHTPOb AKOCTI, (98,0 «r); ynakoska Ne 50 (10x5): 6,0 Tuc. yn. (198,0 kr)). Pepakuis B
BUNYyCK cepii); Hakasi: TabneTKu, BKpUTi 0G0TOHKOIO, KALIKOBOPO3UUHHI no 10
ToBapucTBO 3 Tabnetok y 6nictepi; no 1, aéo no 2, aéo no 5 6nicrtepis y
06MEXEHO0 KapTOHHI Kopoo6Li; fre-20-FabReToiy-6AicTepi-no-1-6aicTepy B
BifjNOBIgaNbHICT KapToHHii-kepo6ii; 3anponoHoBaHa pefakLis: TabneTkn, BKPUTI
10 "®APMEKC 060/10HKOI0, KULLKOBOPO34MHHI; No 10 Ta6neToK y 6nictepi; no 1,
FPYM", Ykpaina a60 no 2, a6o no 5 6nicTepiB y KAPTOHHI KOpPOGL,i.
(Bci cTagji
BMPOGHULTBA,
KOHTPO/b
AKOCTI)
156. | MAPAKO/A Tabnetku, no 10 ToBapucTeo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO pEECTPaLiiiHMX MaTepiasiB: yTOUHEHHS 3a UA/12054/01/01
IC® TabneTtok y 6nictepi; 3 [04aTKOBOIO peecTpauiiiHoi npoueaypn B Hakasi MO3 YkpaiHu Ne 1772 Bipg, peuyenmom
no 1 6nictepy B naui [0[aTKOBOIO BiANOBiAa/IbHICT 12.08.2019 B npoueci BHeCEHHS 3MiH - 3MiHW | TUNY - 3MiHW 3 AKOCTI.
3 KapToHy; no 10 Bignosigasib 0 "IHTEPXIM" A®I. KoHTponb A®I. 3miHa y meTofax BunpobysaHHs A®| abo
TabneTok y 6rictepi HICTIO BUXiAHOTO MaTepiasy/NpoMiXXHOro NpoAyKTy/peareHTy, Lo
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n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
"IHTEPXIM" BMKOPWCTOBYETbLCA Y NpoLLeCi BUPO6HMUTBA AP (iHLWi 3MiHM y MeToAax

BMNPOBYBaHHSA (BKIHOHa0UM 3aMiHy abo [onoBHEHHS)) APl abo
BUXIiHOro/MPOMiXHOro NPoAyKTY) - 3MiHW y MeToAax BUNpobyBaHHA
A®| - 3MiHa METOAMKN BUKOHAHHSA TeCTy 3aMLLKOBI Ki/TbKOCTi
OpraHi4YH1X po34nHHUKIB Ans AD| koaeiHy chocdpaTy y 3B A3Ky 3i
3MIHOI0 HOPMYBAaHHSI TECTY Ta ONTUMI3aLi€0 PYyTUHHUX aHani3iB. 3MiHW
| Tuny - 3miHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y napameTpax
cneundikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHMX y cneLudikalisx
Ha A®l, a6o BUXigHWIA/NPOMIKHUI NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y NpoLeci BUPobHuLTBa ADI (3BY)XKEHHSA
OONyCTUMUX MEX, BU3HAYEHUX Y crieumdikauii) - 3miHa HOpMyBaHHS
TecTy «3a/IULLKOBI KifIbKOCTi OpraHiyHnx po3umHHuKiB» y BAH/ Ha AdI
KopeiHy cbocdat Ta npusegeHHss HOPMyBaHHS A4/151 KOXXHOIO
BMPOGHMKA OKpeMO. 3MiHu | Tuny - 3MiHM 3 AKOCTIi. FOTOBUIA NiKapCbKuii
3aci6. KOHTposib fONOMDKHUX PeYOBUH (iHLWi 3MiHK) - MNprBeAeHHA
cneuudikayii Ta MeToAiB BUNPOOYBaHHSA AOMOMDKHUX PEYOBUH A0
BumMor EP/A®Y: - MNo.igoH 3a n. " Jomiwka A", " Jomika B",
"laeHTudikauis", "B A3KiCTb, BUPaXXeHa 3HaYeHHAM BennmuuHmn K",
"KinbkicHe BU3HaueHHs". - MarHito cTeapar 3a n. "KinbkicHe
BM3HAYEHHs MarHito", "KUCNOTHICTb abo NyXHICTb". 3MiHu | Tuny -
3MiHM 3 siKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHM Y BUPOGHULTBI.
3MiHV BUNpo6yBaHb abo AOMYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikayisix, nig yac BUPO6GHULITBA FOTOBOrO /liKapCbKOro 3acoby
(BUNYYEHHS HECYTTEBOIO BUNPOBYBaHHA B NpoLeci BUPOOHNLTBA) -
BrnyuyeHHst nokasHuka «3a/mwKoBa BOONiCTb» i3 cneyndikadii Ta
MeTOZIB KOHTPOJ0 MPOMIKHOTO NPOAYKTY «[paHynAT HeonyApeHnins.
3MiHu | TUNY - 3MiHK 3 AKocTi. FOTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHW 3aci6. 3MiHa napameTpiB cneundikauiii
Ta/abo [oNyCTUMUX MEX NEPBVHHOI YNaKoBKW rOTOBOTO NiKapCbKoro
3aco6y ([0NOBHEHHS cneuudikaLii HOBYM NOKa3HWKOM 3 BifMoBigHUM
MeToAO0M BUMPOGYBaHHS) - lonoBHEHHS cneuudikalii Ta MeTogis
KOHTPO/I0 NePBMHHOTO NakyBanbHOro Matepiasy 13 nniska
nonisiHinxnopugHa Tectom «laeHtudikadis» 3 BigNoBigHUM METOA0M
BMNPOGYBaHHA. 3MiHM | TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KOHTpOos1b roTOBOro NikapcbKoro 3acoby (iHLi 3MiHK) - 3MiHK y
cneumgikauii, MeTogax BunpobyBaHHs rOTOBOrO NiKapCbKoro 3acooby -
T. "PO34MHEHHS" yTOYHEHHS (DOPMY/IOBaHHS HOPMYBaHHS; T.
"KinbkKicHe BU3Ha4YeHHA" - yTOYHEHHS HAa3BW peakTuBiB Ta
hopMy toBaHHA NpuaaTHOCTI XpoMaTtorpadivyHoi cuctemu, 3MiHa
Ha3BW nika Aitoyoi pevoBuHN. CynyTHS 3MiHa - 3MiHM 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. 3MiHU y BUPOGHMUTBI. 3MiHN BUNpobyBaHb abo
LOMYCTUMMUX MEX, BCTAHOB/IEHUX Y cneuudpikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /iKapCbKOro 3acoby (iHLwi 3miHu) - B meTogax
KOHTPOJI0 SIKOCTi NPOMDKHUX NPOAYKTIB “[paHynaT HeonyapeHuin" Ta
"HeposdacoBaHi TabneTtkn" B TecTi "KisibkicHe BU3Ha4eHHs"
MPOMNOHYETLCA: YTOUHEHHS 3a3HaYeHHS O4UHNL BUMipOBaHHS
HaBaXXKU NpY NPUroTyBaHHi po34rHy pocdOpHOT KUCIoTH: By/1o
BKa3aHo y MA (Mininitpax), NOBMHHO 6YTW y T (rpamax); YTOYHEHHS
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n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
Ha3BW peakTVBIB Ta NPUAATHOCTI XpoMaTorpadivyHoi cuctemu, 3MiHa
Ha3BW Nika Ailo4ol PeYOBUHU. Y METOAMLI KOHTPOSO AKOCTI «[Mapakop,
IC®. Bu3HayeHHs 04HOPIAHOCTI BMICTY AjiH0UNX PEYOBUH Y MPOMDKHUX
npogykTax npenaparty Mapakog IC®. TabneTkn» NPONOHYETLCA:
YTOYHEHHS 3a3HAYEeHHA OAVHWL BUMIPIOBAHHSA HaBaXKKM Npu
NPUroTyBaHHi PO34nHy (pOCOPHOT KNCOTK, HA3BM PEaKTUBIB,
chopmy toBaHHS NpuAaTHOCTI XpoMaTtorpadivyHoi cuctemu, 3MiHa
Ha3BM nika Ailo40T peYoBUHN Ta NPMBELAEHHS Pe3y bTaTiB BU3HAYEHHS
O/IHOPIAHOCTI BMICTY fil04MX PEYOBUH Y BiCOTKAX B PO3PaxyHKOBUX
dhopmyiax.
157. | NEHTACA CyCMeH3is pekTanibHa PeppiHr LLiBeiiuapis PeppiHr- Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiiB:3MiHu | TUMNY - NoAaHHS 3a UA/4990/04/01
no 1 r/100 mn, no 100 IHTEepHeLwwHN NeuuBa, a.c. Pecny6nika OHoBneHoro CepTudikaty BignoBigHOCTI €Bponelichbkili hapmakonei peyenmom
MJ1 CyCrneHsii y CeHtep CA R1-CEP-2004-056-Rev 04 ons Aito4oi pevoBrHN MecanasuH Bif Bxe
hNakoHi 3 3aTBEpPKEHOro BUPOGHYMKA B 3B’A3KY 3 BUYYEHHSAM 3i crieuumdikaLi
HaKOHEYHMKOM i Ad| nokasHuka «Badkki MeTasi» Ta OHOB/IEHHS aApecn BUPOGHMKa
BHYTPILLUHIM K/1anaHoM; NPOMDKHOrO NpoAyKTy
no 1 pnakoHy y nakeTi
3 a/IlOMiHiEBOT honbru;
no 5 abo 7 donakoHiB
Ta5ab6o 7
nonieTuIeHoBNX
nakeTiB Y KapTOHHIl
KopooLi
158. | MEPTYCUH | cupon, no 100 mny MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianiB:3miHu | Tuny - 3MiHa 6e3 UA/0749/01/01
thnakoHax abo "Tanuudpap "Tanuugapm” po3Mipy cepii (BkIOYaoun dianasoH po3mipy cepii) roToBoro peyenma
6aHkax; no 100 mny M" niKapcbKoro 3acoby - BBeAEHHS [0AATKOBOro po3mipy cepii roToBOro
dhnakoHi abo 6aHui, no nikapcbKoro 3acoby; 3anponoHOBaHO: TeopeTUYHWi po3Mip: He
1 chnakoHy abo 6aHLi 6inble 16,897 Tuc. yn. abo He GinbLue 20,0 Tuc.yn.
y nauuj
159. | NEPTYCWUH | cupon in bulk: no 100 MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianiB:3MiHv | Tuny - 3MiHa - UA/9554/01/01
My ch/1akoHi abo "Tanmudpap "Tanmudgpapm” po3mipy cepii (BK/IOUaUK gianasoH po3mipy cepii) roToBoro
6aHLuji, no 48 dnakoHiB M" nikapcbKoro 3acoby - BBeAEHHS [404aTKOBOro po3Mipy cepii roTOBOro
abo 6aHoK y Kopobi NikapcbKoro 3acoby; 3anponoHoBaHO: TeopeTUYHWA po3Mip: He
KapTOHHOMY Ginbwe 16,897 Tuc. yn. abo He Ginbwe 20,0 Tuc.yn.
160. | PENI®® Masb pekTanbHa, 200 TOB Ykpaina damap A.B.E. peuis BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis:3miHu | Tuny - 6e3 UA/1953/01/01
AOBAHC mr/r no 28,4 ry Ty6i; "BANEP" ABJ/IOH MnaHT [eTanizoBaHO METOAUKY NPO6oNiAroTOBKM /151 KiNbKiCHOro peyenma
no 1 Ty6i y komnnekTi BM3HAYEHHS MeTunaparigpokcmbeHsoary Ta
3 ansikatopoM y nponinnaparigpokcnbeHsoary
KapTOHHI Kopobuji
161. | PE®AKTO niodpinizat ana NPANIEP CLWA BaeT dapma Icnanis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianiB:3MiHu | TUny - 3miHa 3a UA/15929/01/01
A® PO3UUHY NSt iH ekl EVY.CLII. C.A,, IcnaHis HimeuunHa nocravasibHuMKa nakyBasibHUX MaTepianiB abo KOMMIEKTYUMX - peuenmom
no 250 MO; 1 donakoH KOPMOPEW (BUpOGHMLTBO BWAA/IEHHS MOCUIAHHS Ha nocTavasibHMKa agantepis Ans hnakoHis
3 niodpinizatom y LH niogpinizaTy 3a West UK, Bucklers Lane, Holmbush, St Austell, Cornwall, PL25 3JL,

KOMMNEKTi 3 1
nonepegHL0
HaMoBHEHUM

MOBHUM LWYIK/IOM;
KOHTPO/Ib SKOCTI
PO3YMHHMKA

UK, aBTopu3oBaHoro npegcrasHuka Medimop Medical Products, Ltd y
€Bponi; 3MiHa HaliMeHyBaHHA nocTavyasbHyKa agantepa an1s
cdnakoHiB 3 Medimop Medical Products, Ltd., 17 Hatidhar St. P.O Box
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n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
LINPULIOM 3 (okpim 2499, Ra anana 43665 Israel Ha West Pharma Services IL Ltd., 4
PO3UYNHHWUKOM M0 4 MnN LocnimKeHHA Hasheizaf Street, Ra’anana 4366411, Israel;
(Hatpito xnopug (9 cuan TepTa 3MiHM | TUNY - 3MiHa NoCTavYaslbHKKa NakyBaslbHUX MaTtepianis abo
Mmr/mn), Boga ans NOpLUHS); KoMMiekTytoumnx - BBegeHHsa APE Medical, Route de Souppes, 77570
iH ekuii), 1 nakyBaHHs CHATEAU-LANDON, France sk a/flbTepHaTUBHOIO noctadasibHuKa
aganTtepom Ans PO3YMHHUKA Y afantepis Ana ynakoHis
chnakoHy, 1 cucremoro Habip;
ons iHgysii, 2 BiANOBigaIbHUI
TamnoHamm 3i 3a BMnNyck cepii);
cnmpTom, 1 Betep ®apma-
nnactupem 1a 1 PepTuryHr N6 X
mapneBsor & Ko. KI™,
noAyLLIEYKo B Himeuunna
KapTOHHI Kopo6Lyi (Bi3yasibHUIA
KOHTPO/b
PO3YMHHYIKA,
KOHTPO/b AKOCTI
PO34YNHHMKA
(okpim
LocnimKeHHA
repMeTUYHOCTI,
cuamn TepTa
NOPLLHSA));

Betep ®apma-
depTuryHr N6 X
& Ko. KI',
HimeuunHa
(Bi3yasibHUIA
KOHTpO/b
PO3YMHHYIKA,
KOHTPO/b AKOCTI
PO34MHHMKA
(okpim
OOCNiMKEHHS
repMeTUYHOCTI,
cunm TepTa
MOpLUHS));
Betep ®apma-
depTuryHr rm6x
& Ko. KT,
HimeuunHa
(Bi3yanbHwiA
KOHTPO/b
PO3YMHHYIKA,
KOHTPO/Ib AKOCTI
PO3YMHHMKA
(okpim
[OCNifKEHHS
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

repMeTUYHOCTI,
cuamn TepTa
MOPLUHS));
Bettep ®apma-
PepTuryHr N6 X
& Ko. KIM,
Himeuunna
(BMPOGHULTBO
PO34MHHKKA B
wnpuuax ta
KOHTPO/b AKOCTI
(okpim
OOCNiMKEHHS
repMeTUYHOCTI,
cunm TepTa
NopLUHS),
Bizya/lbHWiA
KOHTPO/b
PO34YUHHVKA);
NabopaTopis
Biona6, C.J1.,
IcnaHis
(anbTepHaTVBHA
naboparopis
NS TeCTyBaHHSA
npenapary 3a
NMOKa3HNKOM
CTEpPW/IbHICTb)

162.

PE®AKTO
A®D

niodpinizat gns
PO3UUnHY ANS iH ek
no 500 MO; 1 donakoH
3 niogpinizatom y
KOMMekTi 3 1
nonepegHLo
HanoBHEHUM
LUNPULIOM 3
PO3YMHHWKOM MO 4 M/
(HaTpito xnopug (9
mr/mn), Boga ans

iH ekuin), 1
ajantepom gns
hnakoHy, 1 cuctemotro
Ons iHQysii, 2
TamnoHamm 3i
cnmpTom, 1
nnactupem 1a 1
Map/ieBoto
NoAYLUEYKO B

MNPAN3EP
ENY.CLML.
KOPMOPEW
LLIH

CLA

BaeT dapma
C.A., IcnaHis
(BUpOGHMLTBO
niodpinizaty 3a
NMOBHUM LMK/IOM;
KOHTPO/b SKOCTI
PO34MHHMKA
(okpim
OOCNimKEHHs
cunmn TepTa
NOpLUHSA);
nakyBaHHS
PO3YMHHMKA Y
Habip;
BignoBiganbHWi
3a BUnyck cepir);
Betep ®apma-
PepTuryHr N6 X
& Ko. KI',
HimeuunHa

IcnaHis/
HimeuunHa

BHECEHHS 3MiH [10 peECTpaLiiiHuXx maTepianiB:3MiHu | TUNy - 3MiHa
nocTavasibHvKa nakyBasibHVX marepianis abo KOMNAEKTYHUNX -
BUAA/IEHHA MOCUIaHHA Ha NocTavYasibHUKa afantepis A5 nakoHis
West UK, Bucklers Lane, Holmbush, St Austell, Cornwall, PL25 3JL,
UK, aBTOpM3oBaHoro npegcrasHuka Medimop Medical Products, Ltd y
€Bponi; 3MiHa HaliMeHyBaHHs1 nocTavYasibH1Ka agantepa Ais
chnakoHiB 3 Medimop Medical Products, Ltd., 17 Hatidhar St. P.O Box
2499, Ra anana 43665 Israel Ha West Pharma Services IL Ltd., 4
Hasheizaf Street, Ra’anana 4366411, Israel;
3MiHK | TUNy - 3MiHa NOcTaYasibHMKa NakyBasibHUX MaTepianis abo
KOMMekTytoumnx - BBegeHHs APE Medical, Route de Souppes, 77570
CHATEAU-LANDON, France fik a/isTEpHaTUBHOrO noctadasibHuKa
afanTepis ons h1akoHiB

3a
peyenmom

UA/15929/01/02
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

KapTOHHI Kopo6Lyi

(Bi3yasibHUIA
KOHTpO/b
PO3YMHHYIKA,
KOHTPO/b AKOCTI
PO34MHHMKA
(okpim
OOCNiMKEHHS
repMeTUYHOCTI,
cunm TepTa
MOpLUHS));
Betep ®apma-
depTuryHr rm6x
& Ko. KI',
HimeuunHa
(Bi3yanbHwiA
KOHTPO/b
PO3YMHHYIKA,
KOHTPO/Ib AKOCTI
PO3YMHHMKA
(okpim
[OCNigpKEHHA
repMeTUYHOCTI,
cuamn TepTa
MOPLUHSA));
Betep ®apma-
PepTuryHr N6 X
& Ko. KT,
Himeuunna
(Bi3yasibHUIA
KOHTPO/b
PO3YMHHYIKA,
KOHTPO/b AKOCTI
PO34MHHMKA
(okpim
LocCnimKeHHA
repMeTUYHOCTI,
cunm TepTa
NOPLLHSA));
BeTTtep ®apma-
epTuryHr N6 X
& Ko. KI',
HimeuunHa
(BUpOGHMLTBO
PO3YMHHKKA B
wnpuuax Ta
KOHTPO/b AKOCTI
(okpim
[OCNifKEHHS
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

repMeTUYHOCTI,
cuamn TepTa
NopLUHS),
BizyasibHWi
KOHTpO/b
PO3UYNHHVKA);
NabopaTopis
Biona6, C.J/1.,
Icnanis
(anbTepHaTMBHA
na6oparopis
NSl TeCTyBaHHSA
npenapary 3a
NOKa3HUKOM
CTEPUSIBHICTD)

163.

PE®AKTO
A®

niodpinizat ana
PO3UUHY NSt iH ekl
no 1000 MO; 1
chnakoH 3
niocpinizaTom y
KOMMIekTi 3 1
nonepegHL0
HanoBHEHUM
LINpYLOM 3
PO3YMHHWKOM MO 4 M/
(HaTpito xnopug (9
mr/mn), Boga ans

iH ekuin), 1
ajantepom gns
hnakoHy, 1 cuctemotro
Ons iHQysii, 2
TamnoHamm 3i
cnmpTom, 1
nnactupem 1a 1
Map/ieBoto
NOAYLLEYKOIO B
KapTOHHI Kopo6Lyi

MN®AN3EP
ENY.CLML.
KOPMOPEN
LLIH

CLWA

BaeT dapma
C.A., IcnaHis
(BUpOGHMLTBO
niogpinizaTy 3a
MOBHUM LWYIK/IOM;
KOHTPO/Ib SKOCTI
PO3YMHHMKA
(okpim
[OCNifpKEHHA
cuamn TepTa
NOPLUHSA);
nakyBaHHs
PO3YMHHMKA Y
Habip;
BiANOBIAAIbHNI
3a BMnyck cepii);
Betep ®apma-
®epTuryHr rm6X
& Ko. KI',
HimeuunHa
(Bi3yasibHUiA
KOHTPO/b
PO3YMHHKIKA,
KOHTPO/Ib SKOCTI
PO3YMHHMKA
(okpim
[OCNigpKEeHHA
repMeTUYHOCTI,
cunmn TepTa
MOPLUHS));
Betep ®apma-
DepTuryHr Frmex
& Ko. KI™,

Icnanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianiB:3MiHu | TUny - 3miHa
noctavasibHUKa NakyBaslbHVUX MaTepianiB abo KOMMNEKTYIOUMX -
BWAA/IEHHS NMOCUIAHHS Ha nocTavasibHMKa agantepis Ans hnakoHis
West UK, Bucklers Lane, Holmbush, St Austell, Cornwall, PL25 3JL,
UK, aBTopusoBaHoro npegcrasHuka Medimop Medical Products, Ltd y
€Bponi; 3MiHa HaliMeHyBaHHA nocTavyasbHyKa agantepa ans
dnakoHiB 3 Medimop Medical Products, Ltd., 17 Hatidhar St. P.O Box
2499, Ra anana 43665 Israel Ha West Pharma Services IL Ltd., 4
Hasheizaf Street, Ra’anana 4366411, Israel;
3MiHM | TUNY - 3MiHa NOCTaYa/ibHKKa NaKyBaslbHUX MaTepianis abo
KoMnnekTytounx - BBefeHHsa APE Medical, Route de Souppes, 77570
CHATEAU-LANDON, France sk a/lbTepHaTUBHOIO nocradasibHuKa
afanTtepis Ana onakoHiB

3a
peyenmom

UA/15929/01/03
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

Himeyunna
(Bi3yasibHUIA
KOHTPO/Ib
PO3YMHHYIKA,
KOHTPO/b AKOCTI
PO34YNHHMKA
(okpim
LocCnimKeHHA
repMeTUYHOCTI,
cunm TepTa
NOPLLHSA));
Betep ®apma-
epTuryHr N6 X
& Ko. KT,
HimeuunHa
(Bi3yasibHUIA
KOHTPO/b
PO3UYNHHKIKE,
KOHTPO/b AKOCTI
PO3YMHHMKA
(okpim
OOCNiMKEHHS
repMeTUYHOCTI,
cunn TepTa
MOpLUHS));
BeTTep dapma-
depTuryHr rm6Xx
& Ko. KI',
HimeuunHa
(BUpPOGHNLTBO
PO34MHHVKKa B
wnpuuax ta
KOHTPO/Ib AKOCTI
(okpim
LocCnimKeHHA
repMeTUYHOCTI,
cunm TepTa
NOPLUHSA),
Bi3yasibHUiA
KOHTPO/b
PO3YMHHVKKA);
Na6opaTopis
Biona6, C.J1.,
Icnanis
(anbTepHaTMBHA
naboparopis
NS TecTyBaHHSA
npenapary 3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
MOKa3HNKOM
CTEepPW/IbHICTb)
164. | PE®AKTO niogpinizat gna MNPANIEP CLWA Baet dapma Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianiB:3MiHu | Tuny - 3miHa 3a UA/15929/01/04
AP PO34YUHY ANS iH EKLii EWY.CLMI. C.A., IcnaHis HimeuunHa nocTavasibHvKa nakyBasibHVX Martepianis abo KOMNIEKTYHUNX - peyenmom
no 2000 MO; 1 KOPMOPEW (BMPOGHULITBO BUAANEHHS NOCUAHHA Ha NocTavasibHYKa afanTtepis 418 0NakoHIB
hnakoH 3 LIH niocpinizaty 3a West UK, Bucklers Lane, Holmbush, St Austell, Cornwall, PL25 3JL,

niodpinizatom y
KOMMIeKTi 3 1
nonepegHL0
HanoBHEHUM
LUINPYLOM 3
PO3UYNHHWUKOM MO 4 MA
(Hatpito xnopug (9
mr/mn), Boga ons

iH ekuin), 1
ajanTepom gns
dhnakoHy, 1 cuctemoro
Ons iHdysii, 2
TamnoHamm 3i
cnmpTom, 1
nnactupem 1a 1
Map/ieBoto
noAyLLIeYKor B
KapTOHHI Kopo6Lyi

MOBHUM LWIK/IOM;
KOHTPO/b SKOCTI
PO34MHHMKA
(okpim
LOCNiMKEeHHA
cunmn TepTa
NOpLUHSA);
nakyBaHHs
PO3UMHHKKA Y
Habip;
BiANOBigaIbHUI
3a BUMNYCK cepii);
Betep ®apma-
DepTuryHr Frmex
& Ko. KIM,
HimeuunHa
(Bi3yasibHUIA
KOHTPO/b
PO3UMHHYIKA,
KOHTPO/b SKOCTI
PO34MHHMKA
(okpim
OoCNimKEeHHA
repMeTNYHOCTI,
cuamn TepTa
NOPLUHSA));
Betep ®apma-
PepTuryHr N6 X
& Ko. KI',
HimeuunHa
(Bi3yasibHUiA
KOHTPO/b
PO3YMHHYIKA,
KOHTPO/b SKOCTI
PO34MHHMKA
(okpim
OOCNimKEHHs
repMeTUYHOCTI,
cunmn TepTa
NOpLUHS));
Betep ®apma-
PepTuryHr rm6X

UK, aBTOpM30BaHoro npeacrasHuka Medimop Medical Products, Ltd y
€Bponi; 3MiHa HaliMeHyBaHHs1 nocTavyasibH1Ka agantepa s
nakoHiB 3 Medimop Medical Products, Ltd., 17 Hatidhar St. P.O Box
2499, Ra anana 43665 Israel Ha West Pharma Services IL Ltd., 4
Hasheizaf Street, Ra’anana 4366411, Israel;
3MiHK | TNy - 3MiHa NOCTaYasibHMKA NakyBasibHUX MaTepianis abo
KOMMekTytoumnx - BBegeHHsa APE Medical, Route de Souppes, 77570
CHATEAU-LANDON, France siK a/flbTepHaTUBHOIO noctadasibHuKa
aganTepis ons dh1akoHiB
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

& Ko. KT,
HimeuunHa
(Bi3yanbHuiA
KOHTPO/b
PO3YMHHYIKA,
KOHTPO/Ib AKOCTI
PO3YMHHMKA
(okpim
[OCNigpKEHHA
repMeTUYHOCTI,
cuamn TepTa
MOPLUHSA));
Bettep ®apma-
PepTuryHr N6 X
& Ko. KIM,
Himeyunna
(BMPOGHULTBO
PO34MHHKKA B
wnpuuax ta
KOHTPO/b AKOCTI
(okpim
OOCNiMKEHHS
repMeTUYHOCTI,
cunm TepTa
MOpLUHS),
Bizya/lbHWi
KOHTPO/b
PO34YNHHVIKA);
NabopaTopis
Biona6, C.J1.,
IcnaHis
(anbTepHaTVBHA
naboparopis
NS TeCTyBaHHSA
npenapary 3a
NMOKa3HNKOM
CTEpPW/IbHICTb)

165.

POTALE®

NMOPOLLOK A/151 PO34KHY
ans iH'ekuiino 1 r; 10
CKNSIHWX (p1aKoHIB 3
MOPOLLKOM Y
KapTOHHiI kopobuj; 1
CKNSAHWIA chnakoH 3
MOPOLLKOM Y
KOMMekTi 3 1
amnysiol PoO3YMHHMKA
(BoZa Ans iH ekujid) no
10 MmNy KapTOHHii

POTA®APM
INAUNAPI
AT, WTI.

TypeyunHa

PapmaBixH
CaH. Be Tigx.
A.LL.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
ALMIHICTPaTUBHI 3MiHN. BuyyeHHs1 BUPO6HMYOI AinbHUL (BKIOHYAKUN
AinbHUUi ana A®l, npomikHOro NpoAyKTy abo roToBOro JlikapCbKoro
3acoby, AiNbHUL A8 NPOBEAEHHS NaKyBaHHS, BUPOOHUKA,
BiANOBIA&bHOIO 3a BMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPO/IIO CepiT)
ab0 noctavasnibHVKa BUXIQHOrO MaTepiasly, peareHTy abo JOMOMKHOI
PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE) - BUyYEHHS BUPOOHUKA
roTOBOro fikapcbkoro 3acoby — 3eHTiBa Carnvk YpyHnepi CaH. Be
Tipk. A.LL., TypeyumHa.

3a
peyenmom

UA/14808/01/01
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

KOpoo6Ui; 1 ckIsHuiA
dhakoH 3 NOPOLLKOM Y
KOMMAekTi 3 1
amnysiol PO3YMHHMKA
(PO3uunH nigokainy
rigpoxnopugy 1 %
(nipokainy
rigpoxnopug, HaTpito
rigpokcna, Boga ans
iH’ekuiii)) mo 3,5 mny
KapTOHHI KopobLli

166.

POTALEE®

NMOPOLLOK A/151 PO34UHY
ons iH'ekuin no 0,5 ;
10 cknsiHUX hnakoHiB
3 MOPOLLKOM Y
KapTOHHiI kopobuj; 1
CKNSAHWIA ¢p/1aKoH 3
NMOPOLLKOM Y
KomnaekTi 3 1
amnysiol Po34MHHMKA
(BOfa Ans iH ekujin) no
5 My KapTOHHIl
KOpoo6Li; 1 cknsAHUiA
dh1akoH 3 NOPOLLKOM Y
KomnaekTi 3 1
amMnysiol Po34MHHMKA
(po3urH nigokainy
rigpoxnopugy 1 %
(nipokainy
rigpoxnopua, HaTpito
rigpokcng, Boga ans
iH’eKUiA)) no

2 MNy KapTOHHIl
Kopoo6Ui

POTAGAPM
INAUNAPI
ATA. WTI.

TypeyunHa

dapmaBixH
CaH. Be Tigx.
A.LL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny -
AZMIHICTPaTUBHI 3MiHN. BuydyeHHsI BUPOGHUYOI AinbHNL (BKIOYAKUN
OinbHUUi gns A®l, npoMiXXHOro NPoAyKTy abo roToBOro Nikapcbkoro
3acoby, 4inbHULI 418 NPOBEAEHHS NakyBaHHSA, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MiCLe NPOBEAEHHS KOHTPOJIO cepil)
ab0o nocrtavyasibHUKa BUXIAHOIO MaTepiasny, peareHTy abo A0NOMIKHOI
PEYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) - BUTYYEHHS BUPOGHMKA
roTOBOrO Jlikapcbkoro 3acoby — 3eHTiBa Carnvk YpyHnepi CaH. Be
Tipk. A.LL., TypeyunHa.

3a
peyerimom

UA/14808/01/02

167.

CEAABIT®

PO34MH OpasibHKiA No
100 MmNy cknssHOMY
abo nonimepHomy
thnakoHi; no 1
dhnakoHy y nauu; no
100 M1y CKNSHiIi
6aHLi; no 1 6aHLi B
nauui; no 200 mn y
CKNAAHOMY hr1akoHi; no
1 chnakoHy y nauui

MAT
"Tannudgpap
o

YKpaiHa

MAT
"Tanuudgpapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis:3MiHu | TUny - 3miHa
po3mipy cepii (BKIOYaOUK gianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHN) - BBEAEHHS [0AATKOBUX PO3MipiB
cepii roToBoro nikapcbkoro 3acoby. MNponoHoBaHa pefaxLis
TeopeTnyHuii po3mip: He binbwe 16,475 Tuc. yn. (ans gosysaHHs 100
M) Ta He 6inblwe 8,237 Tuc. yn. (413 fo3yBaHHa 200 M) He binbLue
20,0 Tuc. yn. (gna gosysaHHa 100 mn) Ta He 6inblwe 10,0 Tuc. yn. (ans
[o3yBaHHa 200 M)

6e3
peuyenma

UA/8992/01/01

168.

CEJABIT®

PO34MH OpasbHUIA in
bulk: no 100 mny
CKNsiHoMy abo
nosaiMmepHoMy

NAT
"Tanuudpap
"

YkpaiHa

MAT
"Tanuugapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepianiB:3MiHu | Tuny - 3MiHa
po3Mipy cepii (BkIOYaoUK dianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHSA [0AATKOBUX PO3MIpiB
cepii roToBoro sikapcbkoro 3acoby. MNponoHoBaHa pefakuis

UA/9515/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
chnakoHi; no 48 TeopeTnyHuii po3mip: He binbwe 16,475 Tuc. yn. (ans gosysaHHsA 100
chnakoHiB y Kopobi M/1) Ta He 6inble 8,237 Tuc. yn. (415 fo3ysaHHA 200 M) He GinbLie
KapTOHHOMY; in bulk: 20,0 Tuc. yn. (gna gosysaHHa 100 mn) Ta He 6inblwe 10,0 Tuc. yn. (ans
no 100 mn y CKsHIN [o3yBaHHs 200 M)
6aHLuj; no 48 6aHOK y
KOpO6i KapTOHHOMY
169. | CENNIEHA3A | po3uuH ANns iH'ekuii, 6iocKH HimeuunHa 6iocKH HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/8796/02/01
® 50 mkr/mn; no 10 mn ApuHaimiTT ApuHaiimiTTens wopao 6e3snekv/ehekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom
abono20 mny enb Mv6X 62X, 3MiHM [0 y3arasibHEHUX AaHWX NMPo cuctemy dpapmakoHarnsagy
thnakoHi; no 10 HimeuunHa (BBEAEHHSA y3araslbHEHUX AaHVX NPo cucTemy apmakoHarnsgy,
(h1aKOHIB Y KapTOHHii (Bunyck cepii); 3MiHa YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
KOpoo6Li 6ioCKH thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
ApuHaiimiTTens [ONA 3iicHeHHs hapMakoHarnsgy B YKpaiHi, K0 BoHa BigMiHHA Bif,
m6X, YNOBHOBaXEHOT 0CO6U, BiNOBIAAILHOT 32 34iiCHEHHS
HimeuunHa hapmakoHarnsagy (Bkvaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
(BTOpYHHE pO3MilLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
nakyBaHHs); KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
Baccepbyprep thapmakoHarnagy B YkpaiHi. NponoHosaHa peaakuis: OniliHuK
ApuHaiimiTTeNnsB Hatanisi IBaHiBHa. 3MiHa KOHTAKTHUX JaHWX KOHTAKTHOT 0CO6Mn
epk M'm6X, 3asBHIKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS (hapMakoHarnaay B Ykpaii
HimeuunHa
(BMpPOGHMLTBO
Hepo3hacoBaHo
ro npoaykty,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs)
170. | CEMTAHA3 | cnpeii Ha3anbHWiA, KPKA, a.4a., CnoBeHisa KPKA, a.4a., CnogeHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/14128/01/01
AN® po3uuH, 1 mr/50 HoBo mecTo HoBo mecTo AAMIHICTpaTVBHI 3MiHW. 3MiHa kogy ATX - 3MiHV BHECeHI Lwoao peuyenma
mr/mn, no 10 mny hapMakoTepaneBTMUHOI rpynu Ta kogy ATX 3rigHo 3 kiacudikatopom
hNakoHi 3 4,03YyUUM thapm.rpyn i kogis ATX BOO3: 3aTBepaeHo: MpoTnHabpsKoBi Ta iHLWi
ny/bBEpU3aTopomM; no PVHOOrIYHI NpenapaTty 415 MiCLEBOr0 3aCTOCYBaHHS.
1 chnakoHy y CumnaToMiMeTUKM, KOMBIHaLLiT, 3a BUHATKOM KOpTMKOCTepoigis. Kog,
KapTOHHI Kopo6Lyi ATX RO1A B. 3anponoHoBaHo: MNpoTUHA6PAKOBI Ta iHLLI PUHOMOTIYHI
npenapatun A5 MiCLEeBOro 3acTocyBaHHs. CuMNaToMiMeTHKK,
KOMGiHaLii, 3a BUHATKOM KopTukocTepoigis. Kog ATX RO1A B06
(BBefeHHs 3MiH NpoTAroM 6-Tv MicSLIB MiCNA 3aTBEPMKEHHS)
171. | CENTAHA3 | cnpeii Ha3anbHWiA, KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3miHu | TRy - 6e3 UA/14129/01/01
AN® Ana po3uuH, 0,5 mr/50 HoBo mecTo HoBo mecTo AAMIHICTpaTVBHI 3MiHK. 3MiHa kogy ATX - 3MiHW BHECEHI LWo40 peuyenma
DITEN mr/mn, no 10 mny thapmakoTepaneBTUUHOI rpynu Ta kody ATX 3rigHo 3 k1acudikatopom
hnakoHi 3 A03yUnM hapm.rpyn i kogis ATX BOO3: 3aTsepaKeHo: MpoTnHabpskosi Ta iHLLi
ny/ibBEpU3aTopom; no PVHONOTIYHI NpenapaTty 415 MiCLEBOro 3aCTOCYBaHHS.
1 chnakoHy y CrMnaToMiMETUKM, KOMBIHALLiT, 3a BUHSITKOM KOpTMKOCTepoigis. Kog,
KapTOHHI Kopobuyj ATX RO1A B. 3anponoHoBaHo: MNpoTUHa6pAKOBI Ta iHLLi PUHOMOTIYHI
npenapartu 4715 MiCLeBOro 3actocyBaHHs. CumnaTomMimeTukm,
KOMGiHaLlii, 3a BUHATKOM KopTukocTepoiais. Kog ATX RO1A B06
(BBeeHHA 3MiH NpOTAroM 6-TW MicsiLiB nicns 3aTBEPAKEHHS)
172. | CEPMIOH® | niodvinizat gns Mdparizep CLIA BupobHMuTBO, Icnanis/ BHECEHHS 3MiH 40 pPeECTpaLiiHNX MaTepiasiiB: 3MiHW | TUNY - 3MiHK 3 3a UA/5183/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
PO3UMHY ANS iH'EKLi IHK KOHTPO/Ib SIKOCTI, Benebris AKocTi. [oToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
no 4 mr; 2 dpnakoHu 3 nepBuHHE KOHTeliHep/3aKynoptoBasibHKiA 3aci6 (iHLWi 3MiHK) - BBEAEHHS
NOpPOLLKOM Ta Mo 2 nakyBaHHs, fopatkosoi ynakosku /13 3 anbTepHaTUBHUM PO3MilLeHHsM /13 B
amnynu 3 BWMYCK cepii Ans KapTOHHI kopobui (no 1 conakoHy 3 nopowkoM Ta 1 amnyni 3
PO3YMHHMKOM NO 4 M MOPOLLKY: PO34YMHHMKOM NOMILLAI0Tb B KAPTOHHY KOPOOKY pa3oM 3 iHCTPYKLiEo
(HaTpito xnopua, Baet ®apwma, 0151 MeANYHOro 3aCTOCYBaHHS; No 4 KapTOHHI KOPOGKYM, ynakoBaHi
6eH3aKOoHIl0 Xnopua, C.A., IcnaHis; pa3oM B KapTOHHY KOpPOG6KY), 6€3 NepBNHHOIO NakyBas/lbHOro
BOAa AN iH'EKUIN) y Bupo6bHuuTBO, marepiany, 3 BignoBigHMMMN 3MiHAMK Y p. «YNnakoBka». 3MiHW BHECEHO
YapyHKOBIli ynakoBLyj; KOHTPO/Ib SIKOCTI, B IHCTPYKLitO 4719 MeAMYHOro 3aCTOCYBaHHSA y p. "YnakoBka", sk
no 2 YapyHKOBI nepBuHHE HacnifoK — BiANOBIAHI Y TEKCT MapKyBaHHS YNakoBKU NiKapCbKOro
YNaKoBKM B KapTOHHIi nakyBaHHs, 3acoby.
Kopob6Li; 1 chnakoH 3 BUMNYCK cepii Ans
nopoLkom Ta no 1 PO3UNHHVIKA,;
amny’ii 3 PO34YVHHKOM BTOPVHHE
(Hatpito xnopua, nakyBaHHs Ta
6EeH3aKOoHIl0 Xnopua, BWMYCK cepii Ans
BOAa AN iH'EKUIN) B KiHLLeBOro
KapTOHHi KopobLj; no NPOAYKTY:
4 KapTOHHI KOpOOKW, Mdpaiizep
yrnaxkoBaHi pa3om B MeHtodekuypuH
KapTOHHY KOPOGKY r Benbria HB,
Benbris
173. | CHYN® cnpeii HazabHUiA, CTALA HimeuunHa CTALOA HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasniB:3MiHu | TUNY - BHECEHHS 6e3 UA/16231/01/01
po3unH 0,05% no 15 ApuHaimiTT ApuHarimitTTens Icnanis/ 3MiH go po3giny 3.2.P.7 Cnctema KoHTelHep/3aKynopioBasibHUA 3aci6, peyenma
My donakoHi; no 1 enb Al Al, HimeuunHa YopHoropis 30Kpema: 3a3HaveHHs macTtuia MNoniMeTuacuiokcaHoBe Macso B

(h/1aKOHY B KapTOHHii
KopoobUi

(Bunyck cepiit);
YPCA®APM
ApuHaiimiTTens
M6X,
HimeuunHa
(BMpPOGHMLTBO
Hepo3hacoBaHo
ro npoaykty,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTpPO/b cepiid);
PAMAP XEJIC
KEP CEPBICEC
MAZPUA,
C.AY, IcnaHis
(BUpPOGHMLTBO
Hepo3dacoBaHo
ro nNpoaykTy,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b cepiif);

cneuundikauii Ha cknaf HacocHol cuctemu PFP N 90
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

XeMOMOHT
4.0.0.,
YopHoropis
(BUpOGHMLTBO
Hepo3dhacoBaHo
ro NPoayKTy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs)

174.

CHYN®

cnpeii HasasTbHUiA,
po3umH 0,1% no 15 mn
y hnakoHi; no 1
th1akoHy B KapTOHHii
KopooLi

CTALOA
ApuHaimiTT
ens Al

HimeuunHa

CTALA
ApuHaiimiTTens
Al', HimeuyunHa
(Bunyck cepiit);

YPCA®APM
ApuHavimiTTens
rm6X,
HimeuunHa
(BUpOGHMLTBO
Hepo3dacoBaHo
ro nNpoaykTy,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b cepiii);
®AMAP XEJIC
KEP CEPBICEC
MALPWA,
C.AY, IcnaHis
(BMPOGHULITBO
Hepo3acosaHo
ro npoAykty,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b cepiid);
XeMOMOHT
4.0.0.,
YopHoropis
(BUpPOGHMLTBO
Hepo3dacoBaHo
ro nNpoaykTy,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs)

HimeuuunHa/
Icnanis/
YopHoropis

BHECEHHS 3MiH [0 peecTpaviiiHux MmaTepiasiB:3MiHu | TUMNY - BHECEHHS
3MiH 0 po3giny 3.2.P.7 CrucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6,
30Kpema: 3a3HavyeHHs MacTuna MoniMeTnICnIoKcaHoBe Macso B
cneumdikauii Ha cknag, HacocHoi cuctemn PFP N 90

6e3
peyenma

UA/16231/01/02

175.

COJNIEPOH
100

Tabnetkn no 100 mr; in
bulk: no 6 kr TabneTok
y nakeTax
nonieTUIEeHOBUX

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHa 3asiBHUKA
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne460) (TepMiH BBEAEHHS 3MiH - MPOTArOM 6 MicALiB nicns
3aTBEPKEHHS); 3MiHU | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa

UA/10210/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs

HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaMKEHHS Ais/IbHOCTI
BMpOGHUKa/iMnopTepa roToBoro JlikapCcbKoro 3acoby, BK/IoYaoum
AinbHULU BUNYCKy cepii abo micLe NpoBeAeHHS KOHTPOSIIO AKOCTI.
(misnbHICTb, 3a AKy BigNoBigae BUPOOHUK/IMNOPTEp, BKIKOYAKOUM

BUMNYCK CEPiii) - 3MiHa HaNMcaHHSA aapecy MiCUs NPOBaKEHHS

AifNbHOCTI BUPOOHMKA roTOBOrO Jlikapcbkoro 3acoby, komnaHii TOB
«®apma CTtapT», 6€3 3MiHM DaKTUYHOrO MiCLSA NPOBAaKEHHS
LisANIbHOCTI BHOCUTLCA Y 3B’A3KY 3 PilleHHAM KUIBCbKOT MiCbKOI paau
Big 10 nuctonaaa 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHS
6ynbBapiB, By/1Lb, HAliMEHYBaHHS MN/10LL, Ta MPUCBOEHHS IMEH
ckBepaMm B MicTi Kuesi (TepMiH BBeZ,eHHS 3MiH - NPOTArom 6 Micsuis
nicns 3aTBepAkKeHHs); 3MiHW | Tuny - 3MiHK Wwoao
6e3nekn/ecdhekTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3miHa
YMOBHOB&XEHOT 0c06U, BiANOBIAaIbHOT 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnsgy 3asBHuUKa
AN 3giicHeHHs dhapmakoHarnsgy B YKpaiHi, AKLWOo BOHA BiMiHHA Big,
YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iiCHEHHS

hapmakoHarnsgy (Bkouakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thalina cuctemu hapmakoHarnagy) - 3miHa

KOHTaKTHUX JaHUX YMOBHOBaXXEHOI 0cobw, BifnoBiganbHOT 3a
thapmakoHarnag. 3MiHa MicLs 34ilACHEHHSI OCHOBHOI AisiNIbHOCTI 3

hapmakoHarnsgy. 3miHa MicLe3HaxomkeHHs1 MacTep-chaiina

176. | CONNIEPOH Tabnetkv no 100 wmr; TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHMX MaTepiasliB: 3MiHa 3asBHUKa 3a UA/10209/01/01
100 no 10 Tabnetok y "ACIHO Crapt" (BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakaszy MO3 Big, peuenmom
6nictepi; no 1, 3 a6o 6 YKPAIHA"

23.07.2015 Ne460) (TepMiH BBEAEHHS 3MiH - NPOTArOM 6 MicALIB nicns
3aTBEPKEHHS); 3MiHU | TUMNY - AGMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu MicLA NPOBaXEHHS AisIbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JIikapCbKOro 3acoby, BKIYaoun
AinbHUUI BUNYCKy cepii abo micLe NpoBeAeHHS KOHTPOJIKO AKOCTI.
(OisnbHICTb, 3a Ky BiANOBiAaE BUPOOHMK/IMIOPTEP, BKIOYAIOUU
BWMNYCK CEPiil) - 3MiHa HanMcaHHsA agpecy MiCUs NPOBaKEHHS
[iSNbHOCTI BUPOOHMKa roTOBOrO Jlikapcbkoro 3acoby, komnaHii TOB
«®apma CtapT», 63 3MiHM (pakTUYHOro MiICLA NPOBaAXEHHS
AiSNIbHOCTI BHOCUTBCS Y 3B’A3KY 3 PilueHHsam KniBCbKoi MicbKoT paau
Bia 10 nuctonaga 2016 poky Ne 315/1319 npo nepelimeHyBaHHS
6ynbBapiB, BYNMLb, HaliMeHyBaHHS N/IOLL, Ta NPUCBOEHHS iIMEH
cksepam B MicTi Kuesi (TepmiH BBEAEHHSA 3MiH - MPOTAroM 6 micauis
nicns 3aTBepMKeHHS); 3MiHW | Tuny - 3MiHK Woao
6e3nekn/echekTMBHOCTI Ta thapmakoHarnagy. BeegeHHss abo 3MiHM A0
y3arasibHeHVX faHux Npo cuctemy dpapmakoHarnisgy (BBeAeHHs
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0cO6U, BiANOBIAAILHOT 32 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[ONA 3aiicHeHHs hapMakoHarnsgy B YKpaiHi, SKL0 BoHa BigMiHHA Bif,
YNOBHOBaXEHOT 0cO6U, BiANOBIAAILHOT 32 34iACHEHHS
dhapmakoHarnsgy (Bka4vayy KOHTakKTHI gaHi) Ta/abo 3MiHn y

6nicTepiB y navuj 3
KapTOHY
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

po3MilLleHHi MacTep-chaiina cuctemm hapmakoHarnsagy) - 3miHa
KOHTaKTHUX AaHuX YNOoBHOBaXEHOT 0CO6MU, BiANOBigabHOI 3a

chapmakoHarnsg,. 3miHa Micus 34iACHEHHS OCHOBHOT AisiIbHOCTi 3
hapMakoHarnsay. 3miHa MicLe3HaxomKeHHs1 MacTep-cthainna

177.

CO/NEPOH
200

Tabnetku no 200 wmr;
no 10 Tabnetok y
6nicTepi; no 1, 3 abo 6
6nicTepiB y nauui 3
KapTOHY

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHa 3asBHUKa
(BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne460) (TepMiH BBeAEHHS 3MiH - IPOTArOM 6 MicALUiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecu MicLA NPOBaMKEHHS AiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby, BKIoUaun
OinbHULI BUNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPOHO SKOCTI.
(misnbHICTb, 3a AKy BigNoBigae BUPOOHUK/IMNOPTEP, BKIKOYAKOUN
BWMNYCK Cepiii) - 3MiHa HanMcaHHSA agpecy MiCUs MPOBaKEHHS
[iSTbHOCTI BUPOOHUKA rOTOBOTO JliKapCbKoro 3acoby, komnaHii TOB
«®apma CtapT», 6€3 3mMiHM aKTUYHOro MiCLA NPOBAaLKEHHS
LiSSTbHOCTI BHOCUTBLCS Y 3B’A3KY 3 PileHHsaM KuiBCbKOi MicbKoT paau
Bia 10 nuctonaga 2016 poky Ne 315/1319 npo nepeliMeHyBaHHS
6ynbBapiB, BY/IMLb, HAiMEHYBaHHS NOL, Ta NPUCBOEHHS IMEH
ckBepam B MicTi Kuesi (TepmiH BBEAEHHS 3MiH - MPOTAroM 6 micauis
nicnsa 3aTBepKEHHS); 3MiHM | TUny - 3MiHK WOoA0
6e3nekn/echekTMBHOCTI Ta thapmakoHarnsay. BeegernHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dpapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
chapmakoHarnsgy; KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asBHuKa
[ANA 3aiicHeHHsT hapMakoHarsay B YKpaiHi, sKLLO BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bk/ovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
po3MiLLleHHi MacTep-thaiina cuctemm hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHuX yNOBHOBaXXEHOI 0cobu, BifnoBiganbHOT 3a
thapmakoHarnag. 3miHa Micus 34iACHEHHSI OCHOBHOI AisNIbHOCTI 3
hapmakoHarnagy. 3mMiHa MicLie3HaxomKeHHs1 MacTep-haiina

3a
peyenmom

UA/10209/01/02

178.

COJNIEPOH
200

Tabnetkn no 200 mr; in
bulk: no 6 kr TabneTok
y nakeTax
nonieTuNeHoBMX

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHa 3asiBHUKA
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne460) (TepMiH BBEAEHHS 3MiH - MIPOTAroM 6 MicALiB nicas
3aTBEPKEHHSR); 3MiHU | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLA NPOBaXEHHS AisIbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JlikapCbKOro 3acoby, BK/IKoYaoun
AiNbHULU BUNYcKy cepii abo micLe NpoBeAEHHS KOHTPOSIKO AKOCTI.
(misnbHICTb, 3a AKy BigNoBigae BUPOOHUK/IMNOPTEp, BKIKYAKOUM
BUMNYCK Cepiii) - 3MiHa HaNMCcaHHs aapecy MicUsi NPOBaKEHHS
[iSNbHOCTI BUPOOHMKA roTOBOrO Jlikapcbkoro 3acoby, komnaHii TOB
«®apma CTtapT», 6€3 3MiHM DaKTUYHOrO MiCLA NPOBAaKEHHS
LisiNIbHOCTI BHOCUTLCA Y 3B'A3KY 3 PilleHHAM KUIBCbKOI MiCbKOI paaun
Bia 10 nnuctonaga 2016 poky Ne 315/1319 npo nepelimeHyBaHHS
6ynbBapiB, BYNMLb, HaiMEHYBaHHS N/IOLL, Ta NPUCBOEHHS IMEH
ckBepaMm B MicTi Kuesi (TepMmiH BBeA,eHHS 3MiH - NPOTArom 6 MicsiLis
nicns 3aTBepMAkKeHHs); 3MiHW | Tuny - 3MiHK woao

UA/10210/01/02
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3miHa
YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnsgy 3asBHuUKa
NS 3giicHeHHs dhapmakoHarnsgy B YkpaiHi, AKLWOo BOHA BiMiHHA Big,
YMOBHOB&XEHOT 0co6u, BigNOBIAaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thalina cuctemu hapmakoHarnagy) - 3miHa
KOHTaKTHUX JaHuX YMOBHOBaXXEHOI 0cobw, BifnoBiganbHOT 3a
thapmakoHarnag. 3miHa MicLs 34iliCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3mMiHa MicLesHaxomkeHHs1 MacTep-chaiina

179.

COH/IOKC
®

Tabnetku no 0,015,
no 10 Tabnetok y
6nictepi; no 1 a6o 3
6nicTepu y nauui 3
KapTOHY

NAT
"Ximchapmsa
BOA,
"YepBoHa
3ipKka"

YKpaiHa

NAT
"Ximchapmsasopg
"YepBoHa 3ipka"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MaTepiasiB:3MiHun | Tuny - 3MiHM y
npoueci BUPOGHULITBA FOTOBOIO NiKapCbKOoro 3acoby, BK/IYaouun
NPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETLCA NPV BUPOOHULITBI rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y nNpoLeci BUPO6bHMLTBA); 3MiHU |
TUNy - 36iNbLLIEHHA PO3Mipy cepii roTOBOro NikapcbKoro 3acooby;
3anponoHosaHo: BupobHuk MAT "Ximdapm3asog" YepsoHa 3ipka" TP
64-00481241-180-17 Po3mip cepii: TeopeTuyHuii 06 em cepii:62,686
TnC. yn. Ne10 20,895 Tunc. yn. Ne30 (10x3) 62, 64 yn. in bulk Ne10
x1000 OuikyBaHwWin 06 €M cepii:

Bia 58,2 o 61,2 Tuc. yn. Ne10 Big 19,4 o 20,4 tnc. yn. Ne30 (10x3)
58,0-61,0 yn. in bulk Ne10 x1000; TP 64-00481241-106-18
Po3wmip cepii: TeopeTnuHuii 06 em cepii: 184,64 tuc. yn. Ne10(10x1)
61,54 Tnc. yn. Ne30 (10x3) 184,64 yn. in bulk Ne10 x1000, OuikyBaHuii
06°eM cepii: 169,86 - 181, 86 Tuc. yn. Ne10 (10x1) 56,62 - 60,62 Tuc.
yn. Ne30 (10x3) 169,86 - 181,86 yn. in bulk Ne10 x1000
169,86 - 181,86 yn. in bulk Ne10 x1000; 3miHu |l TURY - 3amiHa abo
BBE/leHHS A0AATKOBOI AiNbHUL BUPOBHMLTBA 151 HACTUHW abo BCbOro
BMPOBHNYOTr0 NpoLEeCy rOTOBOrO NiKapCbKOro 3acoby

6e3
peyenma

UA/7257/01/01

180.

COH/OKC
®

Tabnetkn no 0,015,
in bulk: Ne10000 (no
10 TabneToK y
6nicTepi; no 1000
6nictepis y Kopobu,i 3
KapTOHY)

NAT
"Ximchapmsa
BOfA,
"YepBoHa
3ipka"

YKpaiHa

NAT
"Ximchapm3sasog
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH O peecTpaLjiiiHuX MmaTepianiB:3MiHu | Tuny - 3MiHK Y
npoueci BUPOGHULITBA rOTOBOIO MiKapCbKoro 3acoby, BKIYaum
NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y nNpoLeci BUPO6HULTBA); 3MiHU |
TUny - 36iNbLLIEHHA PO3Mipy cepii roTOBOro NikapcbKoro 3acoby;
3anponoHoBaHo: BupobHuk MAT "Ximdapmsasog" YepsoHa 3ipka" TP
64-00481241-180-17 Po3mip cepii: TeopeTuyHuii 06 em cepii:62,686
TnC. yn. Ne10 20,895 Turc. yn. Ne30 (10x3) 62, 64 yn. in bulk Ne10
x1000 OuikyBaHwWi1 06 €M cepii:

Bif, 58,2 o 61,2 Tnc. yn. Nel0 Big 19,4 no 20,4 tuc. yn. Ne30 (10x3)
58,0-61,0 yn. in bulk Ne10 x1000; TP 64-00481241-106-18
Po3wmip cepii: TeopeTnuHuii 06 em cepii: 184,64 tuc. yn. Ne10(10x1)
61,54 Trc. yn. Ne30 (10x3) 184,64 yn. in bulk Ne10 x1000, OuikyBaHuii
06°eM cepii: 169,86 - 181, 86 Tuc. yn. Nel10 (10x1) 56,62 - 60,62 Tuc.
yn. Ne30 (10x3) 169,86 - 181,86 yn. in bulk Ne10 x1000
169,86 - 181,86 yn. in bulk Ne10 x1000; 3miHu |l TURY - 3amiHa a6o
BBe/IeHHS 0AATKOBOI AiNbHUL BUPOBHMLTBA 151 HACTMHM ab0 BCbOro

UA/13739/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
BMPOGHNYOr0o NPOoLLeCy roTOBOTO MiKaPCbKOro 3acoby
181. | CTIBAP® TabneTku, BKPUTI Baiiep AT HimeuunHa Baiiep Al HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/13395/01/01
nNiBKOBOKO wopo 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
060/10HKOI0, N0 40 Mr; 3MiHU [0 y3araslbHEHNX AaHnX Npo cuctemy hapmMmakoHarisgy
no 28 Tabnetok y (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy hapMakoHarnsgy,
dhnakoHi; no 3 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
h/1aKOHM Yy KapTOHHIl thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
ynaxoBLi [ANA 3aiicHeHHsT hapMakoHarsay B YKpaiHi, sKLLO BOHa BigMiHHA Bif,
YMOBHOB&XEHOT 0CO6U, BifNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bk/ovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
thapmakoHarnagy: MNponoHoBaHa pefakuis: Justin Daniels. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6MU, BiANOBigabHOI 3a
3fjificHeHHs hapmakoHarnsagy. 3miHa micus 34iiCHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs MacTep-
paiina
182. | TANNITOH Tabnetku no 12,5 wr, 3AT YropLmHa 3AT YropLmHa BHECEHHS 3MiH 4,0 peecTpaLiiHuX MmaTepiasliB: YTOUHEHHS HanucaHHsA 3a UA/0947/01/02
® no 20 a6o 30 dapmaueBT PapmaLeBTUYHN ynakoBOK B Hakasi MO3 YkpaiHu Ne 1655 Big 22.07.2019 B npoueci peyenmom
TabneTok y hNakoHi; NYHWIA 3aBOJ, 1 3aBog ElC BHECEHHA 3MiH (3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
no 1 conakoHy B Erc 3aci6. KoHTposb fONOMKHUX peyoBMH. 3amiHa mpkepena ofepxXaHHs
KapTOHHI Kopobuj; no [OMOMIXHOI PevOBMHM abo peakTVBY, L0 CTAHOBUTb PU3VK Nepegadi
14 Tabnetok y 36yaHukiB 'E (MaTepiany, WO CTaHOBUTL PU3UK Nnepeaadi 36yaHWKIB
6nicTepi; no 1 a6o 2 I'E, Ha maTepias pOC/IMHHOTO ab0 CUHTETUYHOrO NOXOMKEHHS) - [ins
Gnictepu 'y [OMOMiKHUX PevoBKH abo peakTuBIB, ki He BUKOPUCTOBYIOTLCA Y
KapTOHHili KopooLi BMPOBHULTBI aKTUBHOI pe4OBUHM 6i0N0riYHOro/iMyHONONYHOro
NOXOXXEHHS, abo NMikapcbKoro 3acoby 6i0n0riYHOro/iMyHOMorvYHOro
NOXOKEHHS - BHECEHHSA 3MiH 10 MaTepiasliB peecTpaviliHoro oCbe
Ha 13 y 3B'A3KY 3 TUM, LU0 BUPOOHMKOM A0MOMDKHOI peyoBuHu (FACI
S.p.A. ITanis) 6yna npoBegeHa 3amiHa MarHito creapaTy TBapyHHOTO
MOXOPKEHHA HA MarHito cTeapaT POC/IMHHOIO NMOXOAKEHHS 3 METO
NMOBHOMO BUK/HOYEHHS pU3nKy nepefadi 36yaHukis M'E.). Pepakuin B
Hakasi: no 20 a6o 30 Ta6n1eToK y hnakoHi; no 1 p1akoHy B
KapTOHHIli Kopoo6ui; no 7 TabneTok y 6ictepi; no 2 aéo 4
6nicTepu y KapTOHHIli KOpO6Lji; 3anponoHoBaHa pegakLis: no 20
a60 30 TabneTtok y chnakoHi; no 1 ¢pnakoHy B KapTOHHIi KOPOOGLIi;
no 14 TabneTtok y 6nictepi; no 1 a6o 2 6nictepy y KapTOHHIl
KOpOGLi.
183. | TANNITOH Tabnetku no 25 mr, no 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH A0 peecTpaLiiHnX MmaTepiasliB: YTOUHEHHS HanucaHHsA 3a UA/0947/01/03
® 20 a6o 30 Tabnetok y dPapmaueBT dapmaueBTUYHU ynakoBOK B Hakasi MO3 YkpaiHu Ne 1655 Big 22.07.2019 B npoueci peyenmom
thnakoHi; no 1 N4HWiA 3aBOA, 7 3aBog ETIC BHECEHHA 3MiH (3MiHK | TUNy - 3MiHK 3 SKOCTi. FTOTOBWIA NiKapCbKMIA
(pN1akoHy B KApPTOHHI ErC 3aci6. KoHTponb f4ONOMiIXXHUX pevyoBrH. 3aMiHa mkepena ofgepXaHHs

Kopo6Li; no 14

Tabnetok y 6nicrepi;
no 1 a6o 2 6nictepun
Y KapTOHHI Kopoo6L;

[OMOMIXHOI Pe4OBMHM abo peakTVBY, L0 CTAHOBUTb PU3VK Nepegadi
36yaHuUKiB 'E (MaTepiany, WO CTaHOBUTL PU3UK Nnepeaadi 36yaHuKIB
I'E, Ha maTepiasl POC/IMHHOIO ab0 CUHTETUYHOIO NOXOMKEHHS) - A
[OMOMiKHUX PevoBKH abo peakTUBIB, SIKi He BUKOPUCTOBYIOTLCA Y
BMPOGHULITBI aKTUBHOT PEYOBMHM 6i0N10M4YHOro/iMyHONOrYHOrO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
NOXOKEHHS1, ab0 NMikapcbKoro 3acoby 6ioN0riyHOro/iMyHOorYHOro
NOXOKEHHS - BHECEHHSA 3MiH 10 MaTepiasliB peecTpaLiliHoro 4ocbe
Ha N3y 3B'A3KYy 3 TUM, LLLO BUPOOHUKOM A,0MOMIKHOI pevosuHun (FACI
S.p.A. ITanis) 6yna npoBegeHa 3amiHa MarHito creapaTy TBapyHHOTO
NOXOKEHHSA HA MarHito cTeapaT POC/MHHOTO NMOXOAKEHHS 3 METO
MOBHOIO BUK/OYEHHS pU3KKy nepegadvi 36yaHvikis M'E.). Pegakuia B
Hakasi: no 20 a6o 30 Ta6neTokK y hniakoHi; no 1 dpniakoHy B
KapTOHHili Kopob6ui; no 7 TabneTok y 6nictepi; no 2 aéo 4
6nicTepu y KapTOHHIli KOpo6Li; 3anponoHoBaHa pegakLuis: no 20
a60 30 TabneTok y chnakoHi; no 1 ¢pnakoHy B KapTOHHIi KOPOOGLIi;
no 14 rabneTtok y 6nictepi; no 1 a6o 2 6nictepy y KapTOHHIl
KOpOoGLii.
184. | TEMOAAN kancynum no 20 mr, no LepiHr- LLiBeiiuapis OpioH ®apwma, PiHnaHgia/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/4893/01/02
® 1 kancyni y cawe; no 5 Mnay PiHnaHaia Benbris BHECEHI Yy TeKCT MapKyBaHHS YNakoBKM JlikapCcbKoro 3acoby, a came: peuenmom
abo no 20 cawe y CeHTtpan Ict (BUpOGHMLTBO npuseeHHs opMy/ioBaHHa y p. 4. "Mepenik AONOMKHUX peyoBuH"
KapTOHHI Kopo6Lyi Al Hepo3dacoBaHo BTOPWHHOI YNakoBkM A0 hOpMy/toBaHHs, HaBefeHoro B Pl1; BkaszaHHS
T npoAyku,ii, HasIBHOCTi /IOrOTMNY KOMMNAHii Ha NEPBUHHIN Ta BTOPWHHII ynakoBKax.
nepBuHHA BBefeHHs1 3MiH NpoTArom 6-T MiCALIB MIiC/A 3aTBEPLKEHHS
ynakoBka Ta
KOHTPO/b
akocTi); LWepiHr-
Mnay Na6o H.B.,
Benebris
(nepsBuHHa Ta
BTOPVHHA
ynakoBka,
L03BiN Ha
BMNYyCK cepii)
185. | TEMOAAN kancynu no 100 mr, no LLepiHr- LLIBeiiuapis OpioH ®apma, diHnaHpia/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis:3miHu | Tuny - 3MiHK 3a UA/4893/01/03
® 1 kancyni y cawe; no 5 Mnay PiHNAHAA Benbris BHECEHI Yy TEKCT MapKyBaHHS yMakoBKM fikapcbKoro 3acoby, a came: peyenmom
abo no 20 cawe y CeHTpan Ict (BMpPOGHMLTBO npuBefeHHA popmyntoBaHHA Y p. 4. "lNepenik JONOMDKHUX pevoBUH"
KapTOHHI Kopo6Lyi Al Hepo3hacoBaHo BTOPWHHOI YNakoBKK A0 hopmynioBaHHSA, HaBeaeHoro B PI1; Bka3aHHs
T npoayku;i, HasBHOCTI NIOrOTV1NY KOMNaHii Ha NEPBUHHIN Ta BTOPWHHI ynakoBKax.
nepBuHHA BBefeHHA 3MiH NPOTAroM 6-Tu MiICALIB NiCNA 3aTBEPAKEHHS
ynakoBka Ta
KOHTPO/b
AKocTi); WepiHr-
Mnay Na6o H.B.,
Benebris
(nepBuHHa Ta
BTOPVHHA
ynakoBka,
[03BiN Ha
BMNYyCK cepii)
186. | TUPO30N TabneTkn, BKPUTI Mepk KlraA HimeuunHa Mepk KlraA HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx maTepiasiB:3MiHu | TUMy - 3MiHK 3a UA/8848/01/01
N/1iBKOBOO BHOCATbCA [151 KOPUTYBaHHS 3aTBEPKEHNX MEX napaMeTpiB peyernmom

060/10HKOI0, N0 5 Mr,
no 10 TabneTok y

cneumdikaii In-process-control nokasHuka «CTilikicTb TabneTok 1o
pPO34aB/BaHHA». Mexi Moka3HuKa 3MiHeHi 3 40 — 110 H Ha 30 — 110
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
6nicTepi; no 5 H.
6nicTepiB y KApTOHHIl
KopoobLi
187. | TUPO30N TabneTku, BKpUTI Mepk KlraA HimeuunHa Mepk KlraA HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/8848/01/02
NiBKOBOO BHOCATbCA 1151 KOPUTYBaHHSA 3aTBEPKEHNX MEX napaMeTpiB peyernmom
06010HKot0, No 10 wMr, cneumdikauii In-process-control nokasHuka «CTiikiCTb TabneTok fo
no 10 TabneTtok 'y po3aaBnoBaHHS». Mexi nokasHuka 3miHeHi 3 40 — 110 H Ha 30 — 110
6nictepi; no 5 H.
6nicTepiB y KAPTOHHIN
Kopoo6Ui
188. | TIAMIHY PO3YMH ANS iH'EKLiA, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianis:3miHu | Tuny - 3MiHa y 3a UA/5489/01/01
XNoPUA- 50 mr/mn no 1 mn B "®papmavesT "®apmaueBTUyH napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX, BUSHAUEHUX Y peyenmom
AAPHULUA amnyni; no 5 amnyny NyHa goipma a hipma cneumdikauisix Ha Adl, abo BMXigHWIA/NPOMDKHUIA NpoAyKT/peareHT,
(BITAMIH KOHTYPHIli YapyHKOBIi "NapHuus" "OapHuus" LLIO BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHULTBa API; cynyTHS 3MiHa:
B1- ynakosLi, no 2 3MiHa y MeToAax BunpobyeaHHs APl abo BMXiZHOMO
AAPHULSA) | KOHTYpHi YapyHKOBI mMartepiany/npomiKHOro NPOAyKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
ynakoBKU B navi npoueci BupobHuuTea APl - 3miHM f0 cneyudikauii Ta meToais
KoHTposito APl TiaMiHy rigpox/iopug 3a nokasHukamm «POo3UNHHICTb»,
«lpeHTudpikauis», Ta «MBU», y 3B’A3Ky 3 NpuBefeHHAM 40 BuMor JdY
Ta EP Ta BHOCSAITbCS BiANOBIAHI pefakLiiiHi yTOYHEHHST; 3MiHK | Tuny -
3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOTO
maTepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci Bupo6bHuULTBa AP - 3MiHM 4,0 MeTOoAiB KOHTPOsto AD| TiamiHy
rigpoxnopua 3a nokasHvkamm «CynyTHI AOMILLKN», «3a/INLLKOBI
KiNNbKOCTi OpraHiyHnX po3vnHHUKIB», «Boga» Ta «KinbkicHe
BU3HAYEHHS», Y 3B'A3KYy 3 NpUBEAEHHAM A0 BuMor A®Y T1a EP Ta
BHOCATbCS BifNOBIAHI pefakuiiHi yTOUHEHHS;
3MiHM | TNy - 3MiHa y MeTogax BunpobyBaHHsA A®l abo BuxigHoro
maTepiany/npoMiXKHOro NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®I; cynyTHs 3miHa: 3MiHa y napameTpax
cneundikauii Ta/abo JONYCTUMKX MEX, BU3HAYEHMX y cnewudikalisx
Ha A®I, abo BMXigHWI/MPOMIXHWI NpoAYyKT/pearexT, Lo
BVIKOPVCTOBYIOTbCSA Y npoueci BUpobHuLTBa A®I - BUTyYeHHS 3i
cneundikauii A®I 3 BigNOBIAHUM METOA0M KOHTPOJIHO NOKa3HMKa
«Baxki meTanu»
189. | TIBOMAKC PO34MH opasibHUiA, 200 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: be3 peyenma UA/16994/01/01
®A Mr/mn no 100 mn abo "papmaueBT "®apmaueBTUYH 3MiHM | TUMy - 3MiHa BUPOOHMKA BUXigHOTrO/MPOMiXXHOIo
no 200 mMn y chnakoHi; nyHa hipma a thipma NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECI
no 1 dpnakoHy 3 "NapHuus” "NapHuus” Adl, abo 3miHa BUpobHMKa (BK/IOUAKOUM, Ae HEOOXigHO, MicLe
MipHOI0 JTOXXKOH abo NpoBeeHHSA KOHTPO/0 AKOCTI) APl - BHECEHHS [04ATKOBOI
MIpHUM CTakaH4MKoM Yy BUPOBHMYOT AiNbHULLI Bif 3aTBEPAKEHOIO BUPO6HMKa AdI, ska
nauuj Ha/IeXUTb A0 TiEI caMoi BUPOOHMYOI rpynu MiANPUEMCTB, WO i
3aTBEPAXKEHA AiNbHULA
190. | TIOTPUAS3 Tabnetku no 200 wmr, MAT YKpaiHa MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis:3miHu | Tuny - 3a UA/5819/01/02
ONIH® no 10 TabneTtok y "Kvuismegnp "Kuismegnpenap OHOBJIEHHA 3aTBEPKEHOIO TEKCTY MapKyBaHHA NEPBUHHOT YNakoBKM peyenmom
6nicTepi; no 3 abo no enapar” at" nikapcbKoro 3acoby. BeefeHHs 3MiH npoTarom 6-T1 micsuiB nicns

9 6nicTepiB y nayui; no

3aTBEPAXKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
15 TabneTok y
6nicTepi; no 6
6nicTepiB y nauui
191. | TPUPAMO TabneTku, BKpUTI Na6opaTtopi ApreHTUHC Na6opaTtopioc ApreHTUHC BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasiB: yTOUHEHHS KpaiHu 3a UA/6849/02/01
KC I6/1 060/10HKO10, 500 oc baro C.A. bka Baro C.A. bKa 3asiBHUKA Ta BUPOOHMKa B Hakasi MO3 YkpaiHu Ne 1772 Big peyenmom
mr/500 mr; no 8 PecnyGnika PecnyGnika 12.08.2019 B npoueci BHeCeHHs1 3MiH (3MiHu | Tvny - 3MiHK Wo40
TabneTtok y 6nictepi; 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay. BeegeHHs abo 3miHu o
no 1 6nictepy B y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy (BBefeHHs
KapTOHHI Kopo6Lyi y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
YMOBHOBaXEHOT 0co6u, BigNOBiAabHOT 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnsagy 3asBHuUKa
ONA 3aicHeHHs hapmMakoHarnsgy B YKpaiHi, AKLWO BOHA BigMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BigNOBiAaIbHOT 3a 34iiCHEHHS
hapmMakoHarnagy (BKiovaoUun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MilLEeHHI MacTep-thaiina cuctemmn papmakoHarnsgy) 3miHa
KOHTaKTHOI 0co6W, BiAMNOBIAa/IbHOI 3a hapMakoHarsg Ha TepuTopii
YkpaiHuu: gitoda pegakuis — FOnis AHaHKiHa, NponoHoBaHa pefakLis —
BiTkoBcbka TeTsAHa BitaniiBHa. 3MiHa KOHTaKTHUX faHuX.). Pegakuia B
Hakasi: Pecny6nika ApreHTuHa; 3anponoHoBaHa pefakLis:
ApreHTMHCbKa Pecny6ika.
192. | TPUDAMO Tabnetkun, BKpUTI Na6opaTtopi ApreHTuHC Na6opaTtopioc ApreHTuHC BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianiB: yTOYHEHHSA KpaiHu 3a UA/6849/02/02
KC Ibn o6onoHkoto, 250 oc baro C.A. bKa Baro C.A. bKa 3afBHMKA Ta BUPOGHUKa B Haka3i MO3 YkpaiHu Ne 1772 Bipg, peyenmom
Mr/250 mr; no 8 Pecny6nika Pecny6nika 12.08.2019 B npoueci BHeCeHHs 3MiH (3MiHu | TMny - 3MiHK WoA0
Tabnetok y 6nictepi; 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsay. BeegerHs abo 3miHu o
no 2 6nictepu B y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy (BBefeHHs
KapTOHHI Kopo6Lyi y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy, amiHa
yMOBHOBaXeEHOT 0co6u, BigNoBiAaIbHOT 3a 34iCHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnsagy 3asBHuUKa
[ONA 3piicHeHHsT hapMakoHarnsay B YKpaiHi, sIKLLO BOHa BigMiHHA Bif,
yMOBHOBaXeEHOT 0co6U, BigNOBiAaIbHOT 3a 34iCHEHHSA
hapmakoHarnsgy (Bk/ouvakouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cucteMun papmakoHarnsgy) 3miHa
KOHTaKTHOI 0co6W, BiANOBIAaUIbHOI 3a hapMakoHarnsg Ha TepuTopii
YkpaiHuu: gitoya pegakuis — FOnis AHaHKiHa, NponoHoBaHa pejakLis —
BiTkoBcbKa TeTsiHa BiTaniiBHa. 3MiHa KOHTaKTHUX AaHuX.). Pegakuis B
Hakasi: PecnyGnika ApreHTuHa; 3anponoHoBaHa pefakLin:
ApreHTMHCbKa Pecny6iika.
193. | TYNIIKCOH NOPOLLOK A4/1A Tynin Na6 IHAi 3elicc IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis:3amiHu Il Tuny — 3a UA/12534/01/01
NpUroTyBaHHs Mpaiisit dapmac’ioTikenc BBE/leHHs1 a/lbTEePHATUBHOIO BUPOGHUKA Ait040i PeHOBNHM peyernmom
PO3UUHY ANS iH ekl Nimitepn MeT. N14. cynbbakTamMy HaTpito; 3MiHu Il TNy — BBEAEHHS a/lbTEPHATVBHOMO
1 chnakoH 3 NOPOLLKOM BMPOGHMKA Ail040T pEYOBUHY e TPUAKCOHY HaTpIlo
B KQPTOHHIlA Kopobui
194. | YNbTPABI PO34YuMH ANS iH'eEKLi Ta Baiiep Al HimeuunHa Baiiep Al HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/1987/01/01
CT 370 iHdpy3iin, 370 mr/mn no wopao 6esnekv/ehpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom

50 a6o 100 mny
dhnakoHi; no 1
thNaKoHy y KapTOHHilA
nasui; no 500 mn y

3MiHM [0 y3arasibHEHUX AaHWX NPo cuctemy dpapmakoHarnsagy
(BBEAEHHA Y3araslbHEHVX AaHNX NPo cucTemy hapmMakoHariagy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarna4y; KOHTakTHOT 0cobu 3 dhapmakoHarnagy 3asBHUKa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
dhnakoHi; no 8 [ONA 3iicHeHHs hapMakoHarnsgy B YKpaiHi, AKLO BOHA BigMiHHA Bif,
(h1aKOHIB y KapTOHHii YNOBHOBaXXEHOT 0cO6U, BiANOBIAANLHOT 3a 34iACHEHHS
naJui hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEHHI MacTep-ghaiina cucteMn hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0c0o6U, BiANOBIAANLHOT 3a 34iACHEHHS
hapmakoHarnagy: NponoHoBaHa pefakuis: Justin Daniels. 3miHa
KOHTaKTHUX JaHuX YMOBHOBaXXEHOI 0cobu, BifnoBiganbHOT 3a
3pificHeHHs hapmakoHarnsgy. 3miHa micus 34ilicCHEHHA OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs macTep-
haiina
195. | YPOIrPA®I PO34MH ANS iH'EKLin 76 Baiiep AT HimeuunHa Bepniveg C.A. IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianiB:3miHu | Tuny - 3MiHK 3a UA/3678/01/02
H %; no 20 mn B amnyi; wopo 6esnekn/echekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
no 10 amnyny 3MiHU [0 y3araslbHeHNX AaHnX Npo cuctemy hapmMakoHarisgy
KapTOHHI Kopo6Lyi (BBELEHHSA y3araslbHEHNX AaHUX PO CUCTeMy hapmakoHarnsay,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
chapmakoHarnsgy; KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHuKa
[ANA 3iicHeHHsT hapMakoHarsay B YKpaiHi, sKLLO BoHa BigMiHHA Bif,
YMOBHOBaXEHOT 0cO6U, BifNOBIAaIbHOT 38 34iCHEHHSA
hapmakoHarnsgy (Bk/ovaouy KOHTaKTHI gaHi) Ta/abo 3miHn y
pO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 3a 34iNCHEHHSA
thapmakoHarnagy: MNponoHoBaHa pefakuis: Justin Daniels. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6MU, BiANOBigabHOI 3a
3fjificHeHHs hapmakoHarnagy. 3miHa micus 34iiCHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs MacTep-
paiina
196. | PAPI cnpeii gns poToBOi CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis:3miHu Il Tuny - 6e3 UA/16539/01/01
BEPAE NOPOXHWHN 1,5 Mr/mn, YKpaiHCbKO- YKpaiHCbKO- oHoBneHHs DMF chaiiny Ha cy6cTaHuito beHangaminy rigpoxnopuay, peyenma
no 30 M/ y KOHTelHepi icnaHcbke icnaHcbke Bupo6HuuTBa Certaur Pharmaceutical Pvt.Ltd., India; 3anponoHoBaHa
3 KPULLIKOKO B nignpuemcTs nigNpPUEMCTBO pegakuisi: CPPL/033/AP/JANUARY 2019)
KOMM/IEKTi 3 0 "CMNEPKO "CMNEPKO
NPUCTPOEM ANA YKPAIHA" YKPATHA"
PO3nuAoBaHHA y
nayui
197. | ®IPMAIOH | nopoLLoK A48 PO34UHY ®eppiHr LBeliuapis ®eppiHr MTM6X, Himeuunna/ BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianiB:3MiHv | TMRy - 3MiHK 3a UA/10182/01/01
ANs iH'exuivi no 80 wr, IHTEepHeLHN HimeuunHa Yecbka wozo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BBegeHHs abo peuyenmom
1 dpnakoH 3 NOPOLLKOM CeHtep CA (BMPOGHYMK Pecnyb6nika 3MiHU [0 y3ara/lbHeHNX AaHnX Npo cuctemy hapmMmakoHarisgy
y KOMNekTi 3 1 roToBOro (BBEAEHHSA Y3araslbHEHUX AaHWX Npo cuctemy hapmakoHarnsagy,
nonepegHLo NpPOAYKTY, 3MiHa YNMOBHOBaXXEHOT 0COOMU, BifNoOBifabHOI 3a 34iACHEHHS
HanoBHEHUM BiZJNOBIAabHWIA chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsagy 3asBHuUKa
wnpuom 3 3a nepBuHHE AN 3piicHeHHs dhapmakoHarnsay B YKpaiHi, AKLWOo BOHa BiMiHHA Big,
PO34MHHMKOM (BOAa nakyBaHHs1, YNOBHOBaXXEHOI 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS

Ans iH'exuiid) no 5 mn 3
MapKyBaHHAM 4,0 M
Ta 06'emomM
HanoBHeHHsA 4,2 mn, 1

KOHTPO/1b AKOCTI
Ta Bunyck cepii);
deppiHr-
Jleumnsa, a.c.,

hapmakoHarnsgy (Bk/ovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOU 3asiIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi. lNponoHoBaHa pefakuis: Kyuma
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
ajanTepom gns Yecbka Bonoavmup OnekcaHapoBuy. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT
hnakoHa, 1 rosikoto Pecny6nika 0co6u yNoBHOBaXKEHOT 0C06M 3aiBHUKA, BiAMNoBigaIbHOI 3a
ONns BBeAeHHA Ta 1 (BignoBiganbHwui hapmakoHarnag B Ykpaini
CTEPXXHEM MOpPLUHA B 3a BTOPWHHE
KapTOHHI ynakoBLi; 1 nakyBaHHs)
dh1akoH 3 NOPOLLKOM Y
KomnaekTi 3 1
nonepeaHLo
HanoBHEHUM
LUNPWLOM 3
PO34MHHKKOM (BOAA
ONA iH'ekuUild) no 5 mn 3
MapkysBaHHsAM 4,0 MmN
Ta 06'emoM
HanoBHEHHS 4,2 MmN, 1
ajanTepom gns
hnakoHa, 1 rosikoto
ONns BBeAeHHA Ta 1
CTEPXXHEM MOPLUHSA B
KapTOHHI ynakoBLi
198. | ®IPMAIOH | nopoLUOK A4/15 PO3YUHY deppiHr LLiseiuapis ®eppiHr MTM6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis:3miHu | Tuny - 3MiHN 3a UA/10182/01/02
ons iH'ekujn no 120 IHTEpHeLHN HimeuunHa Yecbka woao 6e3nekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
Mr, 2 do1akoHu 3 CeHTep CA (BMPOGHUMK Pecny6nika 3MiHM [0 y3aras/ibHeHUX JaHuxX Npo cucTeMy dhapMakoHariagy
NOPOLLKOM Y roToBOro (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy hapmakoHarnsgy,
KOMMJIEKTI 3 2 NpoayKTY, 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
nonepeaHLO BifiNOBIgabHWIA chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 chapmakoHarnsagy 3asBHuUKa
HanoBHEHMMU 3a nepBuHHE ONA 3aicHeHHs hapmMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
wnpuuamm 3 nakyBaHHs, YMOBHOBaXEHOT 0co6u, BigNOBiAabHOT 3a 34iiCHEHHS

PO34MHHKKOM (BOAA
0N H'eKuiin) no 5 mn
(mapkyBaHHs 3,0 mn
Ta 06'eM HaNOBHEHHS
3,0mn), 2
afantepamu ans
hNakoHiB, 2 rosikammu
[J/19 BBEAEHHSA Ta 2
CTEPXHAMM NOPLUHSA B
KapTOHHI ynakoBLi; 2
h1aKkoHM 3 NMOPOLLKOM
y KOMNexTi 3 2
nonepeaHLo
HanoBHEHNMMU
wnpvyamm 3
PO34MHHKKOM (BOAA
LN iH'eKuiin) no 5 mn
(mapkyBaHHs 3,0 mn
Ta 06'eM HaNOBHEHHS
3,0mn), 2

KOHTPO/b AKOCTI
Ta BMnyck cepii);
deppiHr-
Neyusa, a.c.,
Yecbka
Pecny6nika
(BignoBifanbHwWit
3a BTOPWHHE
nakyBaHHs1)

hapmakoHarnagy (BKiovaoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
KOHTaKTHOI 0CO6GU YNOBHOBaXXEHOT 0C0OM 3aiBHUKA, BiANOBIAA/IbHOI 32
thapmakoHarnag B YkpaiHi. MponoHoBaHa pefakuis: Kyuma
Bonogumunp OnekcaHapoBmy. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXKeHOT 0C06M 3aABHUKA, BiAMOBiga/IbHOI 3a
hapmMakoHarnag B YkpaiHi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
afantepamu ans
hNakoHiB, 2 rosikammu
ONs BBeAEeHHA Ta 2
CTEPXHAMM NOPLUHA B
KapTOHHI ynakoBLi
199. | PITOAEHT HacToika; no 100 mn y MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianis:3miHn | Tuny - 6e3 UA/3681/01/01
® dhnakoHi cknsiHoMy "Ximcpapmsa "Ximcpapmsasos [0faBaHHA HOBOI yNakoBKuW: chiakoHa cknsiHoro o6’emom 100 mn, 3 peyenma
a60 nonimepHoMmy; rno BO[, "UepBoHa 3ipka" HOBUMW reOMeTPUUYHUMUN po3MipamMu, 6e3 3MiHW AKICHOro Ta
1 chnakoHy B nauwy; no "UepBoHa KiNlbKiCHOro cknagy marepiany thnakoHa; 3MiHv | Tuny - gogasaHHs
100 mn y 6aHL;j 3ipka” HOBOrO 3aKynoptoBa/IbHOrO 3acoby, 3i 3MIHOK Ckilay nakyBaslbHOro
CKNsHIlA; no 1 6aHui B MaTepiany, a came: KpULLKM N1acTMacoBoi HOBOT (OOPMU 3 KOHTPOIEM
nauj 3 kKapToHy nepwioro po3kputTa (Tvny 1.4 m 3 HDPE) gns 3anponoHoBaHoro
chnakoHa ckisiHoro o6’emom 100 M.
200. | ®NIEBABE Tabnetkn, no 1000 mr KPKA, a.4., CnoseHisn KPKA, a.4., CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasi:3MiHu | TUMNY - NogaHHS 6e3 UA/16995/01/02
H® 1000 no 10 TabneTok y Hoso mecto HoBo mecTo, HoBoro CepTtudikaTy BignoBigHOCTI €Bponeiickkin hapmakonei Ne R1- peyenma
6nicTepi; no 3 abo 6 CnoseHisa CEP 2011-177-Rev 00 an1sa Aito40i pe4oBUHM MiKPOHI30BaHOIo
6nicTepiB y KAPTOHHIl (BMPOGHULITBO niocminy Big HoBoro BupobHmka HUNAN YUANTONG
KOpoo6Li "in bulk", PHARMACEUTICAL CO., LTD., China
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b cepii
Ta BMNyck cepi');
KPKA, a.4a.,
HoBo mecTO,
CnoseHis
(koHTpOsIb cepii)
201. | ®/IOFEH3UN | Tabnetku, BKPUTI MYKOC HimeuyunHa MYKOC HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 6e3 UA/2843/01/01
M 060/10HKO0 M0 20 dapma EmynbcioHcrese wopao 6esnekv/ethekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuyenma
TabneTtok y 6nictepi; m6X i Ko. nnbwadgt M6X 3MiHM [0 y3ara/lbHeHMX JaHuX NPo cucTeMy hapMakoHarisagy
no 2, no 5 a6o no 10 KIr (BBELEHHA y3araslbHEHNX AaHUX MPo cucTemy hapmakoHarnsgy,
6nicTepiB y KAPTOHHIi 3MiHa YNOBHOBAXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
Kopo6ui; no 800 hapMakoHarnsay; KOHTaKTHOI 0cobu 3 chapmakoHarnisgy 3asiBHUKa
TabneTok y 6aHkax [ONA 3aiicHeHHs hapMakoHarnsay B YKpaiHi, K0 BoHa BigMiHHA Bif,
YNOBHOBaXXeHOI 0c0bK, BifNOBIfaIbHOI 3a 34iCHEHHS
thapmakoHarnisgy (BKIoYaoun KOHTaKTHI AaHi) Ta/abo 3MiHM Y
pO3MilLeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
YNOBHOBaXXeHOI 0c06K, BifNOBIfa/IbHOT 3a 34iACHEHHS
hapMakoHarnsgy 3asiBHMKa Ta 3MiHW Y pO3MilLeHHiI MacTep-chainny
cuctemn dpapmakoHarnsgy. NMponoHosaHa pegakuis - Thomas
Chatzopoulos. 3MiHa KOHTaKTHUX JaHuX YNOBHOBaXKeHOT 0cobu. 3miHa
afipecu posTallyBaHHA MacTep-ghaliny cuctemun dpapmakoHarnsgy
202. | ®TYKOHA3 | po3unH Ans iHdysii, 2 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/14391/01/01
on- mr/mn no 100 mn y "®GapmaveBT "®apmaueBTUyH Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy - BBefeHHs peyenmom
AAPHUNUA thnakoHi, no 1 nyHa dipma a chipma anbTepHaTMBHOIO TEKCTY MapKyBaHHS BTOPUHHOI yMakoBKM
hnakoHy B nauuyj; no "fNapHnus” "fapHuua" NiKapcbKoro 3acoby 3 MOX/IMBICTIO HaHeceHHs 2D Koay Ha A04aToK A0

100 mn y cprakoHax

BXE 3aTBEPPKEHOr0 TEKCTY MapKyBaHHs (6e3 3a3HayveHHs 2D Koay).
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
BBefeHHs1 3MiH NpoTArom 6-T MiCALIB MIiC/1A 3aTBEPKEHHS
203. | XE®PEPO/N kancynu no 350 mr no Ankanoig, Pecny6nika Ankanoig AL - Pecny6nika | BHeCeHHsi 3MiH [0 peecTpaLiiiHMX MaTepiasiB: BUNPaB/IEHHSI TEXHIUHOT 3a UA/0263/01/01
10 kancyn y 6nictepi; ALl - Ckon'e MakefoHis Ckon'e MakenoHis nomusnku B oHoBrieHnx MK, ski 3atBepgpkeHi Hakasom MO3 YkpaiHu peyenmom
no 3 6nictepu (30 Ne 1134 Big 17.05.2019 (npoueaypa - 3miHu | Tuny - 3MiHW 3 AKOCTI.
Kancyn) y nauuj [oTOBMIA Nikapcbkuii 3aci6. Cuctema KoHTeliHep/3aKynopoBasbHUiA
KapTOHHIM 3aci6. 3MiHa y NepBMHHIl ynakoBLji FOTOBOr0 NikapCbKoro 3acoby (Tvn
KOHTeliHepa abo fofaBaHHS HOBOTO KOHTelHepa) - BunyyeHHs
NepBUHHOT YNakoBKK, L0 He MPU3BOAWTL [0 NOBHOMO BU/TyYEHHS
nNikapcbKoro 3acoby 3 NeBHOK CU/IOK AiT abo y NeBHil nikapcbkili
dopmi. BunyyeHHs nepBuHHOI ynakoBku /13, a came no 30 kancyn y
donakoHi, 1 pnakoH y nayli 3 KapToHy 3 BifNoBIAHUMYN 3MiHAMK Y
po3aini «YnakoBka»).
Mig yac npoBeAeHHA 3MiH o MKA y cneyudikauii 6y/10 TOMUIKOBO
3a3HayeHo HenpasWbHUIA ONnC Kancyn.
204. | XIBEPUKC niocpinizat gns nakcoCwmit Benuka nakcoCmiTKns Benbris BHECEHHS 3MiH 0 peecTpauiiHux matepianis:3miHn Il Tuny - 3a UA/13048/01/01
™ PO34YMHY ANS iH'EKLi KnsaiH BpuTaHis H Bionomxikan3 OofaBaHHA OYHKLIT 3 BUPOOHULTBA Ta KOHTPO/THO MPOMIXXHOIO peyenmom
HIBERIX™ no 1 posiy donakoHi Ne Ekcnopt C.A. npoaykty Haemophilus influenzae tuny b (PRP) Ta akT1BHOI
BAKUMHA 1 B KOMNJIEKTI 3 Nimiten cy6eraHuii Hib (PRP-TT) ana ginbHuui GSK Biologicals B CiHranypi:
Aana PO3UYNHHUKOM Y GlaxoSmithKline Biologicals 10, Tuas South Avenue 8 Singapore
MPO®I/IAK | nonepefHbo 637421 Singapore. BHeceHHs1 pefakLiiiHUX npaBoK A0 po3ainis
TUKN HaMoOBHEHOMY LUNPUL 3.2.8.2.1,3.2.5.2.2,3.2.5.2.3,3.2.5.2.4, 3.2.S.3.1; 3miHun Il Tvny -
3AXBOPHO Ne 1 Ta gBOMa [oaaBaHHA yHKUIT 3 BUPOOHMLTBA Ta NPOBEAEHHS KOHTPO/TH SAKOCTI
BAHb, ronkamu; no 1 nosiy ynbTpadinbTpavyiiHo ounileHoro Tetanus Toxoid (TTfp) carrier
3BYAHUKO | dhnakoHax Ne 100 y protein, L0 BUKOPUCTOBYETHLCHA B BUPOBHMLTBI aKTUBHOT CybCTaHLil
M AKUX € KOMNJIEKTI 3 Hib-TT hib-BakunHun gns ginbHuui GSK Biologicals B Mogonno
HAEMOPHI | pO34nMHHUKOM Yy (Godollo), YropwuHa: GlaxoSmithKline Biologicals Kft, Homoki Nagy
LUS amnynax Ne 100 B Istvan utca 1., Godollo, 2100, Hungary. BHeceHHs peakLiiiHnx
INFLUENZA | okpemux Kopobkax npasok Ao po3ginis 3.2.5.2.1, 3.2.5.2.2, 3.2.5.2.3, 3.2.5.2.4, 3.2.5.3.1;
ETUNY B

3MiHu |l TUny - 3MiHa po3Mmipy cepii Npy BUPOBHULTBI OUULLLEHOTO
MPOMIXXHOro NPOAYKTY KOH'toraTy KancysibHOro nonicaxapugy
Haemophilus influenzae tuny b 3 150 L (Bupo6Hunya ginsiHka B benbrii)
Ha 300 L (BupobHuya ginsHka B CiHranypi); 3mMiHu | Tuny - AoaaBaHHSA
TecTy Ha 6i03abpyaHeHHs (Bioburden test) B npoueci ounieHHs
npomixHoro npoaykty (PRP-TT conjugated bulks) Ha cTagji
knapudikauii Ha ainbHuU B CiHranypi; 3miHu | Tuny - gogaBaHHsA TecTy
Ha 6i03abpyaHeHHs (Bioburden test) sk TecTy BUPOGHWUYOrO KOHTPOSIO
B NPOLECi OYMLLIEHHSA MPOMDKHUX NPOAYKTIB; 3MiHW | TUNY - BUTyYEHHS
TecTy Ha 6i03abpyaHeHHs (Bioburden test) B npoueci ounLLeHHs
npomixHoro npoaykTy (PRP-TT) nicns etany ekckto3iiHoi
XpomaTtorpadii; 3mMiHu | TUNY - BUTyYeHHs1 BUNpobysaHHs Sterility test
B pe3ynbTarti 3MiHU nigxoAy A0 knacudikauii BUpo6HUUMX NpUMILLEHb
(Bif, cTEPUIBHOTO A0 KOHTPOILOBAHOIO 3a PiBHEM 6i03abpyAHEHHS) Ha
ginbHuui B Fogonno (Godollo);
3MiHM | TUNy - 3MiHa MaTepiany KOHTEHepIB, L0 BUKOPUCTOBYOTHLCS
[Ans 36epiraHHsa OYMLLEEHOO MPaBLEBOr0 aHAaTOKCKHY 3 KOHTEHEPIB 3
nonikapboHaTty/ckno Ha ogHopas3osi Millkn BioProcess Contaier
(BPC), cyMicHi 3 cuctemoto 3akynoptoaHHs (CDS);
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3MiHuW |l TMNy - 3MiHKM B NpoLLeCi BUPOGHMLTBA OUMLLLEHOTO MPOMIKHOTO
NPoAYKTY KOH'loraty kancysbHoro nonicaxapugy (PRP) Ha ginbHuULi
GSK Biologicals B CiHranypi; 3miHu Il Tuny - 3MiHu B npoueci
BMPOOHMLITBA OYNLLLEHOrO Ta ybTpadinbTPOBaHOro NpaBLEBOro
aHaToKCUHY Ha AinbHuui B Fogonno (Godollo): 3miHu nigxoais oo
KOHTPOJI0 BUPOBHWUYMX NPUMILLEHD
205. | XOnicAn renb 455 poToBOi TOB YkpaiHa dapmsaBog Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:3miHu |l Tuny - nogaHo 6e3 UA/7298/01/01
NOPOXHWHK no 10 1 "BANEAHT €nba A.T. OHOB/IEHMA ASMF Ha fitody peyoBUHY LEETASIKOHIK X/10pvAYy Bif, peyenma
rento y Ty6i, no 1 Ty6i PAPMACH Bupo6Huka AMRI Rensselaer, Inc., CLUA; 3anponoHosaHo: April 2017
B KapTOHHIil kopobu,i IOTIKAN3"
206. | XOonicAn renb AN poToBOI TOB Ykpaina $apm3asop, Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:3miHu |l TMny - nogaHo 6e3 UA/7298/01/01
NOPOXHMHM Mo 10 1 "BAJIEAHT €nbha A.T. OoHoB/ieHUA ASMF Ha fitody peyoBUHY X0/iHy caniumnary Big, peuyenma
rento y Ty6i, no 1 1y6i PAPMACH BMpo6Huka ICN Polfa Rzeszow S.A., Monbla
B KapTOHHIil kopobu,i IOTIKAN3"
207. | XYMYNIH cycneHsia gns Ninni ®paHc PpaHuis Ninni ®paHc PpaHuin BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu |l Tuny - 3miHa y 3a UA/8569/01/01
HMNX iH'ekuili, 100 MO/mn, NepBUHHIlA yNakoBLi rOTOBOTO JlikapCbKoro 3acoby - fofaBaHHs peyenmom
no 3 My CKAsiHOMY B3aEMO3aMIHHOTO YLLiNIbHIOYOro ANCKY (KOMMNOHEHTY YNakoBku 4151
KapTpuaxi; no 5 KapTpuaxie). MaTepian HOBOrO YLLiNIbHIOKYOrO ANCKY, WO KOHTaKTYeE 3
KapTpuaxXie y nikapcbknM 3ac060M — x1opbyTuA, B TOI Yac sk matepias
KapTOHHIN nayyi; no 3 YLLIIbHIOKYOro AMCKY, L0 BUKOPUCTOBYETLCS foTenep - 6poModyTunn
MY CKNSIHOMY
KapTpuaxi; no 1
KapTpuaKy y Lnpuu-
pyuui KikleH; no 5
LUNPUL-PYYOK Y
KapPTOHHIN nayuyj
208. | LE®A3O/I | nopoLlok ANnsi po3vmHy MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasliB: yTOUHEHHS1 HanucaHHsA 3a UA/6216/01/01
H- ansiH'ekuin no0,5r, 1 | "®apmauesT "®apmaLeBTUyH ynaKkoBOK, a caMe: Ki/IbKOCTi PO3YMHHUKA A1 KOXHOro peyenmom
AAPHUNUA ch/1akoH 3 MOPOLIKOM B | MyHa dhipma a chipma [,03yBaHHS OKpeMo B Hakasi MO3 Ykpainu Ne 1920 Big 22.10.2018
nauui; 5 gpnakoHis 3 "NapHuus” "OapHnus" B npoueci BHeCeHHs 3MiH (3MiHu | Tuny - 3MiHu Woao

NMOPOLLKOM B
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIA
ynakoBuj B nauuj; 1
dhakoH 3 NOPOLLKOM Y
KOMMAekTi 3 1
amnysiol PO3YMHHMKA
(Boaa poNns iH'ekuiii-
[apHuusa) no 5 mn B
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIA
ynakoBLji B nauuj; 40
(h1aKOHIB 3 NOPOLLKOM
y Kopob6Lii

6e3nekn/ehekTMBHOCTI Ta thapMakoHarnsgy. 3MiHa y KopoTkil
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
AN MeAVYHOro 3acToCyBaHHA Ha NiACTasi peryispHo OHOB/IOBAHOTO
3BiTY 3 6e3nekun Nikapcbkoro 3acoby, abo focnimkeHb 3 6e3neku
3aCTOCYBaHHSA NikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepiod, abo
AK pe3ynbTar OUiHKW 3BITY 3 AOCNiAKEHb, NPOBEAEHUX BifnoBigHO A0
nnaHy negiatpuyuHux gocnigpxkens (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHVUM YMOBHOBaXXEHM OpraHoM) 3MiHU BHECEHI A0 IHCTPyKUil
4N MeAnYHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby Ao posginy
"Mo6iuHI peakuii" 3rigHo 3 iHhopmaLieto LWoa0 6e3nekn 3aCToCyBaHHS
[ito40i peyoBrHY. BBeAEHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHu Il Tvny - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) [0 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiiHoro noceig4YeHHs, BkIovaouy MaaH ynpaeiiHHA
pusmKamm (3acTocyBaHHs 3MiH(M), siki(a) BUMaratTb(€) nogansbLioro
06I'pyHTYBaHHS1 HOBMMW A0AATKOBMM JaHUMK, L0 MaloTb HadaBaTucs
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n/n

Hassa
JNliKapcbKo2
0 3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCsi CyTTEBA OLjiHKa
KOMNETEeHTHNUM opraHom) BukoHaHHsA 3060B'sA3aHb BifnoBigHO A0
nignyHkTy 1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY 2 godatky 15 no
Mopsaky NpoBeAEeHHS ekcnepTy3n peecTpaLiiHux MaTepiasis Ha
nikapcbki 3ac06m, L0 NOAATLCA Ha AepXKaBHY peecTpaLiio
(nepepeecTpadito), a TakoX ekcnepTnsn martepiasiis Npo BHECEHHS
3MiH [0 peecTpauiliHix maTtepianis NpoTArom Aii peecTpauiiHoro
NnocBiAYeHHs, 3aTBepakeHoro Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)). Pefakuis B Hakasi:
MOPOLLOK A4/15 PO34MHY An1s iH'ekuiii mo 0,5 r, 1 dhnakoH 3 NOpPOLLKOM B
nauuj; 5 pyiakoHiB 3 MOPOLLKOM B KOHTYPHIlA YapyHKOBIli ynakoBLj; no 1
KOHTYPHIli YapyHKOBIiA ynakoBLji B nayui; 1 (hnakoH 3 NOPOLLIKOM Y
KommnekTi 3 1 amnynoto pos3unHHuka (Boga ans iH'ekuin-AapHuuys) no
5 M a6o no 10 M1 B KOHTYPHIli YapyHKOBI ynakoBLi; N0 1 KOHTYpHIl
YapyHKOBIl ynakoBLi B nauLli; 40 h1akoHiB 3 NOPOLLKOM Yy KopobLyj;
3anponoHoBaHa pefakLisi: MOPOLLOK ANS PO3UMHY AN iH' €KL
no 0,5 r, 1 piakoH 3 NOPOLIKOM B nauli; 5 chnakoHiB 3 NOPOLIKOM
B KOHTYPHIili YapyHKOBI1 ynakoBLi; No 1 KOHTYPHIii YapyHKOBI A
ynakoBLji B nauui; 1 ¢oyiakoH 3 NOPOLIKOM y KOMMAEKTi 3 1
amMnynol posuuHHuKa (Boaa ans iH'ekuiii-OapHuus) no 5 mn B
KOHTYPHIili YapyHKOBIii ynakoBLi; N0 1 KOHTYPHIili YapyHKOBIA
ynakoBui B nayuyi; 40 dpsiakoHiB 3 MOPOLIKOM Y KOPOOLi

209.

LE®A3ONI
H-
OAPHULA

NMOPOLLOK A/151 PO34KHY
ansiH'ekuinno1,0r, 1
dp1akoH 3 NOPOLLKOM B
nauui; 5 gpnakoHis 3
NMOPOLLKOM B
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBuj B nauyj; 1
dh1akoH 3 NOPOLLKOM Y
KOMMekTi 3 1
amnysiol Po3YMHHMKA
(Boaa pns iH'ekuiii-
[apHuus) no 10 mn B
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nauuj; 40
(h1aKOHIB 3 NOPOLLKOM
y KOpoo6u;j

MpAT
"®GapmaveBT
nyHa dhipma
"OapHuua”

YKpaiHa

MpAT
"®apmavueBTUyH
a chipma
"fapHuua”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHuX MaTepiasliB: yTOUHEHHS1 HanucaHHs
yNaKoBOK, a caMe: Ki/IbKOCTi PO3YMHHUKA A1 KOXXHOTo
[,03yBaHHS OKpeMo B Haka3si MO3 Ykpainu Ne 1920 Big 22.10.2018
B npoueci BHeCEeHHs 3MiH (3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y KopoTkili
XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
AN MeAMYHOro 3aCToCyBaHHA Ha NiACTaBi perynspHo OHOB/IIOBAHOIO
3BiTY 3 6€3neKkun NiKapcbkoro 3acoby, abo focnigpkeHb 3 6e3neku
3aCTOCYBaHHS NikapcbKoro 3acoby B Mic/iApeecTpaviiiHvii nepioa, abo
AK pe3ybTar OLiHKM 3BITY 3 A0CNIMKEHb, NPOBEAEHNX BigNoBigHO A0
nnaHy negiatpnyuHux gocnigpkenb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHVUM YMOBHOBaXXEHNM OpraHoM) 3MiHU BHECEHI A0 IHCTPyKUil
AN MeMYHOro 3aCTOCYBaHHA likapCbKoro 3acoby Ao po3giny
"Mo6iyHI peakuii" 3rigHo 3 iHhopmaLieto Woa0 6e3nekn 3aCToCyBaHHS
Ailo40i peyoBrHN. BBeAEHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpKEHHS. 3MiHu Il TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(v) [0 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiiHoro noceigyYeHHs, BkIoYakouy MaaH ynpaBiiHHS
pusmkKamm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€) nofanbLioro
06I'pyHTYBaHHS1 HOBUMU AOLATKOBMM JaHUMMK, LLO MatoTb HadaBaTucs
KOMMETEeHTHUM OpraHoM, OCKi/TIbK/ BUMaraeTbCsi CyTTEBA OLjiHKa
KOMNETEHTHNUM opraHom) BukoHaHHs 30008B'A3aHb BiANoBigHO A0
nignyHkTy 1.13 nyHkTy 1, nignyHkTy 2.3 nyHKTY 2 godaTky 15 o
MopsakKy NpoBeAEeHHS eKcnepTy3n peecTpaLiiHux MaTepiasis Ha
nikapcbki 3aco6u, L0 NoAaTbCA Ha AepXaBHY peecTpaLiio
(nepepeecTpadlito), a TakoX eKCnepTn3n martepiasiiB Npo BHECEHHS

3a
peyenmom

UA/6216/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3MiH [0 peecTpauiliHix maTtepianis NpoTArom Aii peecTpauiiHoro
NnocBiAYeHHs, 3aTBepakeHoro Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)). Pefakuis B Hakasi:
MOPOLLIOK A1 PO34MHY A8 iH'ekyin no 0,5 r, 1 donakoH 3 MOpPOLIKOM B
nauuj; 5 py1akoHiB 3 MOPOLLKOM B KOHTYpPHIlA YapyHKOBIli ynakoBLj; no 1
KOHTYPHIli YapyHKOBIiA ynakoBLji B nayui; 1 hnakoH 3 NOPOLLKOM Y
KommnekTi 3 1 amnynoto po3unHHuka (Boga ans iH'ekuin-AapHuuys) no
5 M a6o no 10 M1 B KOHTYPHIli YapyHKOBI ynakoBLj; N0 1 KOHTYpHIl
YapyHKOBIl ynakoBLi B nauyLli; 40 h1akoHiB 3 NOPOLLUKOM Yy KopobLyj;
3anponoHoBaHa peAakLiis: MOPOLIOK A/ PO3UUHY ANA iH'EKLil
no 1,0 r, 1 dpiakoH 3 NOPOLUKOM B nauli; 5 chnakoHiB 3 NOPOLLIKOM
B KOHTYPHIili YapyHKOBI1 ynakoBLi; No 1 KOHTYPHIii YapyHKOBI A
ynakoBLji B nauui; 1 ¢oyiakoH 3 NOPOLIKOM y KOMMAEKTi 3 1
amMnysiol po3unHHuka (Boga ans iH'ekuiii-QapHuusa) no 10 mn B
KOHTYPHIili YapyHKOBIii ynakoBLi; N0 1 KOHTYPHIili YapyHKOBI A
ynakoBui B nayuyi; 40 dpsiakoHiB 3 MOPOLIKOM Y KOPOOLi
210. | UNBOPAT- Kpanni o4yHi no 10 mny MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiitHMx maTepianis:3MiHu |l TUny - 3miHa 3a UA/0760/01/01
O®PTAH dhnakoHax "®ITOPAPM "®ITOPAPM" BMPOGHMKA BUXIAHOrO/NPOMIKXHOTO MPOAYKTY/peareHTy, Lo peyenmom
" BMKOPMCTOBYIOTbCS Y BUPOBHUYOMY npoeci A®l, abo 3miHa
BMpPOOHUKa (BK/IHOYakoUn, e HeobXigHO, MicLie NPOBEAEHHS KOHTPO/IO
akocTi) APl — BBeeHHS HOBOro BUPo6HUka A®I kncnotn 60pHoi
KRONOX LAB SCIENCES PVT. LTD, Ingis
211. | UWATPAD/I NOPOLLOK A/1A KaceH IcnaHis KaceH IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiani:3miHu | Tuny - 3amiHa 3a UA/13820/01/01
T OPa/TLHOIO PO34UHY NO Pexopgari, Pekopgari, C./1., abo BBeAEHHA A0AATKOBOI AibHULI BUPOGHMLTBA A5 YaCTUHM abo peyenmom
15,08 r nopoLuky B C.J. IcnaHis BCbOr0 BYPOGHMYOr0 MPOLECY FOTOBOrO NiKapCbKOro 3acoby
nakeri-cawue; no 2 (nepBuHHa Ta (£inbHUUSA, Ha AKi NpoBOASATLCS ByAb-AKi BUPOGHUUI cTagjl, 3a
naketn a6o 50 naketiB BTOPUHHA BUHSITKOM BUMYCKY Cepili, KOHTPO/tO SIKOCTi, MEPBMHHOIO Ta
(ynakoBka gns ynakoBka, BTOPVHHOIO NakyBaHHSA, 415 HECTePUSIbHUX NiKapCbKUX 3aco6iB)
NiKyBaNbHUX 3aKNajis) [03BiN Ha
Y KaPTOHHIlA Kopobui BUNycCK cepii);
NabopaTopis
Canbsar, C.A,,
Icnanis
(BUPOGHWMK
Hepo3chacoBaHo
i npoAykuir)
212. | APUHA® TabneTku, BKpUTI Baiiep Al HimeuyunHa Baiiep AT, HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianiB:3miHu | Tuny - 3MiHK 3a UA/12155/01/01
nnoc 060/10HKO10; Ne 28: no HimeuunHa wopao 6esnekv/ethekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peyenmom
21 Tabnetu,i (MepBuHHa Ta 3MiHM [0 y3ara/lbHeHMX JaHKX NPo cucTeMy hapMakoHarisgy
OpaHXeBoro Kobopy i BTOPVHHA (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTemMy hapMakoHarnagy,
no 7 tTabneTok cBiTn0- ynaKoBKa, 3MiHa YNOBHOBAXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
OpaHXeBoro Kobopy [03BiN Ha chapmakoHarnsgy; KOHTaKTHOi 0cobum 3 thapmakoHarnsgy 3asBHuKa

B 6nicTepi; no 1
6nicTepy B KAPTOHHIl
nauuj

BUNYyCK cepii);
Baiiep Baiimap
v6X i Ko. KT,
HimeuunHa
(BupobHuuTeo
Hepo3dhacoBaHo

[ONA 3aiicHeHHs hapMakoHarnsay B YKpaiHi, K0 BoHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0c06K, BifNOBIfa/IbHOI 3a 34iCHEHHS
thapmakoHarnisgy (BKIoYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHM Y
pO3MilLEeHHI MacTep-ghaiina cucteMun hapmakoHarnsgy) - 3miHa
YNOBHOBaXXeHOI 0c06K, BifNOBIfa/IbHOT 3a 34iACHEHHS
dhapmakoHarnsay: NponoHoBaHa pefakuisi: Justin Daniels. 3miHa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n | sikapcbKo2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
T npoaykuir) KOHTaKTHUX JaHuX YMOBHOBaXXEHOI 0cobw, BifnoBiganbHOT 3a

3pificHeHHs chapmakoHarnsgy. 3miHa micus 34iicHEHHA OCHOBHOI
AiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs macTep-
haiina

B.o. HauanbHUKa Bigainy 3 nuTtaHb (hapmMmayeBTUYHOT
pisnbHOCTI lenapTamMeHTy peasiisauii NONiTUK H.B. Nyuan
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