MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKA3
27.03.2018 Ne
Kuis

U1
U1
(O8]

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

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

HAKA3Y1O:

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

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

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

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

B.o. MinicTpa Y. CYIIPYH



3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUNYHNX IMYHOBIO/TOINYHUX NMPEMNAPATIB), AKI

NMEPENIK

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn
27.03.2018 Ne 553

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHI

Ne Hassa dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo20
3acoby ynakosKa) nocBi0YeHHs1
1. | IPUHOTEKAH KOHLEeHTpaT 4719 PO34uHy MAT YkpaiHa MAT YkpaiHa peecTpauisi Ha 5 pokis 3a He UA/16638/01/01
ans iHdysii, 20 mr/mn, "KviBmegnpen "Kuismegnpenap peyenmom niossieae
no 5 mn (100 mr) y apart" aT", YkpaiHa
thnakoHax Nel (nakyBaHHs 3 in
bulk cpipmu-
BMpPOBHUKA
®peseHiyc Kabi
OHKONOXKN
NimiTen, HAis)
2. | KBEHTIAKC® TabneTkn, BKPUTI KPKA, a.4., CnoBeHisi BUPOGHMLTBO “in CnoseHisi/ peecTpauist Ha 5 pokis 3a He UA/16639/01/01
N1iBKOBOK 060/I0HKOMD, HoBo mecTo bulk", nepsuHHe Xopsaris MepioAnYHICTb NOAAHHS PEryNsApHO peuenmom niossieae
no 25 mr Ne30 (10x3), Ta BTOPUHHE OHOBJIIOBAHOrO 3BITY 3 6€3MeKn BifNoBiAHO
Ne90 (10x9) y 6nicTepax nakyBaHHs1, 0o MNopsaaky 34iCHeHHs Harnagy 3a
KOHTPONb cepii noGiYHNMMN peakLisimu flikapcbkux 3acobiB,
Ta BUNycK cepil: [03BOMIEHNX 10 MELMYHOT0 3aCTOCYBaHHS,
KPKA, a.4., 3aTBepAKeHoro Hakazom MO3 Big 27 rpyaHs
Hoso mecTo, 2006 poky Ne898, 3apeecTpoBaHoro B
CnoseHis; MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
BUPOGHMLTBO "in poky 3a Ne73/13340, CTaHOBUTb: BigNOBIgHO
bulk", nepsuHHe [0 NepioguyHOCTI CKNafaHHA perynspHo
Ta BTOPUHHE OHOB/IOBAHOrO 3BITY 3 6e3neKn Nikapcbkoro
nakyBaHHS, 3aco0y, [03BOIEHOTO [0 MELNYHOIO
KOHTpO/Ib cepii 3acTOCyBaHHS, Ha LeHTPasIbHOMY PIBHi.
Ta BUNyck cepii:
KPKA-®APMA
[.0.0., XopBarisi;
KOHTPO/b cepii:
KPKA, 4.4.,
HoBo mecTo,
CnoseHis
3. | KBEHTIAKC® TabneTku, BKpUTI KPKA, ao.4., CnoBeHis BMPOGHMLTBO "in CnoseHis/ peecTpauisi Ha 5 pokis 3a He UA/16639/01/02
NNiBKOBOK 060/IOHKOHO, HoBo mecTo bulk", nepsuHHe Xopsaris MepioAnYHICTb NOAAHHS PErynsapHO peuenmom niosnsieae

no 100 mr Ne30 (10x3),
Ne90 (10x9) y 6nicTepax

Ta BTOPWHHE
nakyBaHHsl,

OHOB/IIOBAHOrO 3BITY 3 6€3MeKMn BifNoBIAHO
0o MNopsaaky 34iNCHEHHs Harnisgy 3a




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTpOsb cepii NoGiYHNMKN peakLisiMu flikapCbknx 3acobiB,
Ta BUMYyCK cepii: [03BONEHNX [0 MEAMYHOIO 3aCTOCyBaHHS,
KPKA, a.4., 3aTBepMAXEHOro Hakasom MO3 Big 27 rpyaHs
HoBo mecTo, 2006 poky Ne898, 3apeecTpoBaHOro B
CnoseHis; MiHicTepcTBi tocTuULil Ykpainm 29 ciuHsa 2007
BMPOGHMLTBO "in poky 3a Ne73/13340, cTaHOBWTb: BifNOBIAHO
bulk", nepBuHHe 0,0 NepiogUYHOCTI CKNafaHHs perynsipHo
Ta BTOPUHHE OHOBJ/IIOBAHOTO 3BiTY 3 6e3nekmn NikapCbkoro
nakyBaHHs, 3aco0y, [103BOIEHOrO [10 MELNYHOIO
KOHTPO/Ib cepii 3aCTOCyBaHHS, Ha LEHTPa/IbHOMY PIBHi.
Ta BUNycK cepi:
KPKA-®APMA
[.0.0., XopBarTisi;
KOHTPO/b Ccepil:
KPKA, a.4.,
HoBo mecTo,
CnoseHis
4. | KBEHTIAKC® TabneTkun, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis/ peecTpauist Ha 5 pokis 3a He UA/16639/01/03
N/1iBKOBOK 060/TI0HKOIO HoBo mecTo bulk", nepBuHHe XopBarTis MepiognyHICTb NOAAHHSA PerynsipHo peyenmom nionisieae
no 200 mr Ne30 (10x3), Ta BTOPUHHE OHOBJOBAHOIO 3BITY 3 6e3neku BigNoBILHO
Ne90 (10x9) y 6nicTepax nakyBaHHs1, 0o MNopsagky 34iCHEHHs Harnagy 3a
KOHTpOsb cepii NoGiYHNMMN peakLisiMu likapcbkux 3acobiB,
Ta BUMYyCK cepii: [,03BONEHNX 10 MEAMYHOIO 3aCTOCYBaHHS,
KPKA, a.4., 3aTBEPMAXEHOro Hakasom MO3 Big 27 rpyaHs
HoBo mecTo, 2006 poky Ne898, 3apeecTpoBaHOro B
CnoseHis; MiHicTepcTBi tocTuULil Ykpainm 29 ciuHsa 2007
BMPOGHMLTBO "in poky 3a Ne73/13340, cTaHOBWTb: BifNOBIAHO
bulk", nepBuHHe 0,0 NepiogUYHOCTI CKNafaHHs perynsipHo
Ta BTOPWHHE OHOB/IIOBAHOTO 3BITY 3 6e3nekmn Nikapcbkoro
nakyBaHHs, 3aco0y, [103BOIEHOrO 10 MELNYHOIO
KOHTPO/Ib cepii 3aCTOCyBaHHS, Ha LeHTPa/IbHOMY PIBHi.
Ta BUNycK cepi:
KPKA-®APMA
[.0.0., XopBarTisi;
KOHTPO/b Ccepil:
KPKA, a.4.,
HoBo mecTo,
CnoseHis
5. | KBEHTIAKC® TabneTkun, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis/ peecTpauist Ha 5 pokis 3a He UA/16639/01/04
N/1iBKOBOK 060/TI0HKOO HoBo mecTO bulk”, nepsnHHe Xopsaris MepioAnYHICTb NOAAHHSA PEryNsApHO peyenmom niossieae

no 300 mr Ne30 (10x3),
Ne90 (10x9) y 6nicTepax

Ta BTOPUHHE
nakyBaHHs,
KOHTpONb cepii
Ta BMNyCK cepil:
KPKA, a.4.,
HoBo mecTo,
CnoseHis;
BMPOGHMLUTBO "in

OHOB/IOBAHOIO 3BITY 3 6e3neku BigNoBILHO
o Mopsaaky 34iiicHeHHs Harnsagy 3a
NnoGiYHNMKN peakLisimu flikapcbkux 3acobiB,
[03BOMEHMX 10 MEMYHOIO 3aCTOCYBaHHS,
3aTBepAXeHOoro Hakasom MO3 Big 27 rpyaHs
2006 poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLil Ykpainm 29 ciuHsa 2007
poky 3a Ne73/13340, cTaHOBWTb: BifnoBigHO




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
bulk", nepBuHHe 0,0 NepiogUYHOCTI CKNafaHHs perynsipHo
Ta BTOPUHHE OHOBJ/IIOBAHOTO 3BiTY 3 6e3nekmn NMikapCcbkoro
nakyBaHHs, 3aco6y, 03BOJIEHOT0 A0 MEANYHOIO
KOHTPO/Ib cepii 3aCTOCyBaHHS, Ha LeHTPa/IbHOMY PIBHi.
Ta BUNycK cepi:
KPKA-®APMA
[.0.0., XopBarTisi;
KOHTPO/b Ccepil:
KPKA, a.4.,
HoBo mecTo,
CnoseHis
6. | NMIATUDINIHY KpucTaniyHnii NOpPoLLOK ToBapucTBO 3 YkpaiHa TOB Ipysis peecTpauist Ha 5 pokis - He UA/16640/01/01
FAPOTAPTPAT (cybeTaHuis) y obmexeHo "Blonontoct niosisi2ae
noaBiliHMX BiANOBIAA/IbHI
nonieTusIeHoBMX nNakeTax CTiO
Ansa dpapmanleBTUYHOro "®GapmaueBTu
3aCTOCYyBaHHSA YHa KoMMaHis
"3p0pos'a"
7. | PUOPAMNIUUH 75 | TabneTkn AnUcneproBaHi, Makneopc IHAja Makneogc IHAja peecTpaduis Ha 5 pokiB 3a He UA/16648/01/01
Ml TA no 75 mr/50 mr no 10 PapmacbioThK PapmMacboTUKan peyernmom nionsicae
IBOHIA3MA, 50 Tabnetok y ctpuni, no 10 anc Nimiteq ¢ Nimitepq, MepioanyHICTb NOAaHHSA perynsipHo
Mmr CTPUNIB y KAPTOHHIi OHOBJIHOBAHOTO 3BITY 3 6€3MeKM BifnoBiAHO

ynakosLi; no 100
Tabnetok y
nonieTnieHoBoMy
nakeTi, BKNageHomy y
namiHoBaHe cae, no 1
calle y ni1acTuKoBomy
KOHTEliHepi

[0 MopsAaky 3aiicHeHHs dhapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10pOB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HayYeHMU y NepioanYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku

HayanbHuK YnpasniHHA chapmayeBTUYHOT
OIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT

T.M. JIAcKOBCbKUM




MEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOI4YHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
AEP)XXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Jopatok 2

A0 Haka3y MiHicTepcTBa OXOPOHU
3[4,0pPOB’A YKpaiHu
27.03.2018 Ne 553

Ne Hassa nikapcbko20 Popma sunycky 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo20
ynakoska) nocBi04Y€eHHs
1. | AAN-BIONIK CyCneHsist 4ns iH'eKuilii no MAT YKpaina NAT YkpaiHa MepepeecTpauis Ha 3a He UA/13005/01/01
0,5 mn (1 gosa) abo 1 mn (2 "®APMCTAHOAP "®APMCTAH HeoOMEeXeHU TepMiH. 3MiHK peyenmom niosnsieae
[o3u) B amnynax Ne 10 T-BIONIK" OAPT-BIOJIK" | Tuny - 3miHK wopao

6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTui
nikapcbKoro 3acoby, TeKcTi
MapKyBaHHs Ta IHCTPYKLUIT Ansa
Me[MYHOro 3aCTOCYBaHHA Ha
nigcTasi peryssipHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo gocnigpkeHb 3 6e3nekn
3acToCyBaHHS NiKapCcbKoro
3acoby B nicnsipeecTpaviiHni
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 JOC/TiIKEHb,
npoBefeHnxX BignoBigHO A0
nnaHy negjiatpuyuHnx
pocnipxeHs (PIP) (iHwi
3MiHUM) - 3MiHN BHECEHO [0
IHCTPYKUi Ans MegmyHoro
3acToCyBaHHS NiKapCcbKoro
3acoby Ao posginis
"MpoTnnokasaHHsa","OcobnuBi
3axoau 6esnekn"”, "Blaemogis
3 iHWMMW NiKapCbKMMu
3acob6amu Ta iHWi BUan
B3aemogiit”, "OcobnmBocCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 4o3n"
(yTo4HeHHs iHchopmadi ),
"Aitn" (oHoBMNU chopmy
IHCTPYKU,i 3 JONOBHEHHAM
posginy Aitn. 3acTtocoByBaTu




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

4iTam Bikom Bif 3 micALiB fo
6 pokis 11 micsauis 29 gHis),
"3acTocyBaHHs y nepiog,
BariTHOCTi Ta rogyBaHHs
rpyaa” (oHosunm chopmy
IHCTPYKLii 3 JONOBHEHHAM
po3giny ctasio - He
3aCTOCOBYETHLCSA. ),
"3paTHICTb BNAMBATU Ha
LIBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMOpPTOM
abo iHWK1MKY MexaHi3mammn"
(oHOBUNY hOpPMY IHCTPYKLT 3
[LOMOBHEHHSIM po34iny cTano
- DaHi BigcyTHi.), "Mo6iyHi
peakuii”, "HecymicHicTb"
BiANOBIAHO A0 mMaTepiasiB
peecTpauiiHoro Aochbe Ta
OHOB/1EHOT iHGhopMaLii 3
6e3nekun Ajtounx peyoBuH.

MepioanyHICTb NOfaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6e3neku BigNoBiAHO

o Mopagky 3aiicHeHHs

hapmakoHarnsgy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 3[0P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHnuMun y
nepiogu4HOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

ATNOE EKCTPAKT
PIOKWIA

eKCTPaKT piakuii Ans iH'ekuii
no 1 mn B amnynax; no 10
amnysn y nauyui 3 KapToHy

NAT
"ly6HMhapm"

YkpaiHa

NAT
"Jly6HMhapm"

YkpaiHa

MepepeecTpavis Ha 5 pokiB.
MepiognyHiCTb NOfaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6e3nekun BiANOBIAHO
o Mopagky 3ailicHeHHs
dhapmakoHarnsgy,

3a
peyenmom

He
nionsieae

UA/12761/01/01




Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa 0OXOPOHYU
340pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 340PO0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NOAAHHS
PErynsipHuX 3BiTiB 3 6e3neKku
3. | AIO®EPOH NopoLLoK (cybcTaHuis) y TOB Pociiicbka PenepasbHe Pociiicbka MepepeecTpavis Ha - He UA/13122/01/01
hnakoHax abo 6yTnsAX Ans "Annocepon" depepauis OepXxaBHe depepauis HEOOMEXEHUIA TEPMIH nionseae
BUPOOHMLTBA CTEPUBHUX YHiTapHe
nikapcbkux chopm nignpUeMCcTBO
"lepxaBHuii
HayKoBO-
focnigHwi
IHCTUTYT
0c0o6/1MBO
4yncTUx

6ionpenapaTis

depepansHor
0 MeauKo-
6ionoriyHoro
areHTcTBa
(eayn
"Oepx.HAl
O4B" ®MBA
Pocir),
Paocilicbka
depnepauis;
3AT
"|HHOBaUjHWI
HayKoBO-
BMPOGHUUNIA
LEeHTp
"MenToreH",
(3AT "IHBL},
"MenTtoren"),
Pocilicbka
Pepgepauis




Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
4. | AMIHOKANMPOHOBA | nopouwlok (cybcTaHuis) y [epxaBHe YkpaiHa [epxaBHe YkpaiHa MepepeecTpaLis Ha - He UA/7997/01/01
KNC/OTA noABIiHNX NONIETUNEHOBMX niANPMEMCTBO nigNpMEMCTBO HeobMexeHuin TepMiH nionsizae
naketax gns "3aBog, XiMiYHNX "3aBop,
hapmMaLeBTUYHOIO peakTusiB" XiMIYHUX
3aCTOCyBaHHA HaykoBo- peakTuBiB"
TEXHOMOrYHOro Haykoso-
Komnniekcy TEXHONOoriyHor
"IHCTUTYT 0 KOMMEKCY
MOHOKpUCTasiB" "l[HCTUTYT
HaujioHanbHoi MOHOKpUCTani
akagemii Hayk B"
Ykpainn" HauioHanbHoi
akagemii Hayk
Ykpaiuun"
5. | APTETT AYO Kancynum 3 MmogudikosaHum [enbTta Megiken LLiBeiuapis nepBuHHE Ta HimeyunHa/ MepepeecTpavis Ha 3a He UA/12811/01/01
BUBI/IbHEHHAM TBEpPAi No 75 MpomoyH3 Al BTOPWHHE Ipnangis HEoOMEXEHWI TepMiH. 3MiHK peyenmom nionsieae
mr, no 10 kancyn y 6nictepi; nakyBaHHs, | Tuny - 3miHK Wwoao
no 1, a6o no 2, a6o 3 BWNYCK Cepil: 6e3nekn/eheKkT1BHOCTI Ta
6nicTepn y KapTOHHiIl Csicc Kanc hapmakoHarnagy. 3miHa y
Kopoo6Li 62X, KOPOTKiil xapakTepucTuui
HimeuuunHa; nikapcbKoro 3acoby, TEKCTi
BMPOBHULITBO MapKyBaHHS Ta IHCTPYKLUIT Ansa
Hepo3acosa Me[MYHOro 3aCTOCYBaHHS Ha
HOI NpoayKuUil, nigcTasi perynsipHo
KOHTPO/b OHOB/IHOBAHOTO 3BITY 3
AKOCTI: 6e3rnekmn Nikapcbkoro 3acooy,
Temmnep abo gocnigpkeHb 3 6e3nekn
IpnaHgis 3aCTOCYBaHHSA NiKapcbKoro
Niviten, 3acoby B nicnsipeecTpavyinHuia
IpnaHgis; nepiog, abo sk pesynbtart
nepBuHHE Ta OL|iHKM 3BITY 3 AOC/iAKEHb,
BTOPVHHE npoBefeHnX BignoBigHO A0
nakyBaHHS: nnaaxy negiatpuuHnux
[pareHodhapm pocnimpkeHb (PIP) (3miHy
AnoTekep Y3rOKEHO 3 KOMMNETEHTHUM
Mown MméX, YNOBHOB&XEHWM OpraHom) -
HimeyunHa 3MiHW BHECEHO A0 IHCTPYKLT Y

po3ainu "B3aemogis 3 iHWmMK
nikapcbknMu 3acobamu Ta
iHWi BMAW B3aemogiit",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaa"”, "3aartHicTb
BN/IMBATY Ha LIBWAKICTb
peaxuii npu kepyBaHHi

aBTOTPaHCMOPTOM abo
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
HLIMMK MexaHi3mamn®,
"Cnocib 3acTocyBaHHsA Ta
no3n” (iHopmauis 3
6e3neku), "MepenosyBaHHA",
"Mo6iyHi peakuii" BiANOBIAHO
[10 OHOBJEHOT iHdhopMaL;i 3
6e3nekun jtyoi pevyoBUHN.
MepiognyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOIO
3BiTY 3 6e3neku BigNOBILHO
0o Mopsaaky 34iACHeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Hakasom
MiHicTepcTBa 0XOPOHYU
370pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuULii Ykpainm
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 3[4,0P0B’A YKpaiHu
Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnuMmn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
6. | BEH3UWIBEH3OAT pignMHa MacnsiHucTa abo [epxaBHe Ykpaina [epxaBHe YkpaiHa MepepeecTpavis Ha - He UA/8008/01/01
MEOVYHUI Kpuctanu (cybcraHuis) y nignpueMcTBo nignpPUeEMCTBO HeobMeXeHWin TepMiH. niosnsieae
nonieTuneHoBmx "3aBog, XiMi4YHNX "3aBog,
KOHTeliHepax gns peakTumBiB" XiMiYHMX
thapmMaueBTUYHOTO HaykoBo- peakTusiB"
3aCTOCyBaHHSA TEXHOMOTYHOro HaykoBo-
KOMMJekcy TexHoNoriyHor
"IHCTUTYT 0 KOMM/EKCY
MOHOKpUCTaniB" "l[HCTUTYT
HauioHanbHoi MOHOKpUCTai
akagemii Hayk B"
Ykpainun" HaujioHasnbHOT
akagemii Hayk
YkpaiHn"
7. | BEHSUWIBEH3OATY eMy/ibCia HallkipHa 20% no TOB "AKN Ykpaina TOB "AKN YkpaiHa MepepeecTpavis Ha 6e3 nionsieae UA/8378/01/01
EMY/NbCIA 50 r y dhnakoHax "hapmaueBTNYHA "®bapmaueBTn HeobMeXeHN TEPMIH. peuyenma
habpuka" YyHa chabpuka" 3MiHu | TUNYy - 3MiHK Woao

6e3nekn/edheKTUBHOCTI Ta
dhapmMakoHarisgy. 3miHa y
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

KOPOTKill XxapakTepucTuLi
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/1H0OBAHOTO 3BITY 3
6e3rnekun nikapcbkoro 3acooby,
abo gocnigpkeHb 3 6e3nekn
3aCTOCYBaHHSA MiKapCbKoro
3acoby B nicnspeecTpauiiiHuii
nepiog, abo sk pesynbTart
OLLiHKVM 3BITYy 3 AOC/iKEHb,
npoBeeHuX BifnoBigHO A0
nnaHy negjiatpuyuHnx
pocnimpkens (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM
YMNOBHOB&XEHVNM OpraHom) -
3MiHU BHECEHI A0 iHCTPYKLT
ANs MegnvHoro
3aCTOCYyBaHHSA NMikapCbKoro
3acoby Ao po3ainy "MobiyHi
peaxuii” BignoBigHo [0
OHOB/IEHOI iHhopmaUii 3
6e3nekun Ajtoyoi peHOBUHH.

MepiognyHiCTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHYU

340pOoB’A YKpaiHu Big, 27

rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 30P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAAHHS
perynspHux 3BiTiB 3 6e3neku.

BEPE3U/ BPYHbKIN

6pyHbKM No 50 r y navkax 3
BHYTPILLUHIM MakeToMm

MAT
"/ly6H1chapm"

YkpaiHa

MAT
"/ly6Hnchapm"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWin TepMiH.

6e3
peyenma

nionsieae

UA/8273/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

MepioanyHiCTb NOgaHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHYU

340pOoB’A YKpaiHu Big, 27

rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne

996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn Y

nepioguYHOCTI NOAAHHS

perynsipHux 3BiTiB 3 6e3neku.

BITAKAN

Kancynm m'ski, no 10 kancyn
y 6nictepi; no 3 6nictepu B
KapTOHHI ynakosLi; no 10
Kancyn y 6nictepi, no 1
6nicTepy B KApPTOHHIl
ynakoBLi; no 6 a6o 10
YyNaKoBOK Y KapTOHHIiiA
Kopoo6Li

Mera
NalidpcalieHcis
Mab6nik KomnaHi

Nimiten

TainaHg,

Mera
NaiicbcaineHcis
Mabnik
KomnaHi
Niviteq

TainaHpg

MepepeecTpavisa Ha
HeobMeXeHWin TepMiH.
3MiHu | TUnYy - 3MiHK Woao
6e3nekun/edheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs
ab0 3MiHN A0 y3arasibHeHNX
[aHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnx npo
cuctemMy chapmakoHarnaay,
3MiHa YNOBHOB&XeHOi 0cobu,
BifgnoBiganbHoI 3a
3[jACHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 34iCHEHHS
hapmakoHarnsgy B Ykpaii,
SKLLO BOHA BiAMiHHA Bif
YNOBHOB&XEHOT 0co6U,
BiANOBIA&/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHarnagy
(BK/KOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-aiina cuctemu
hapmakoHarnsgy) - 3miHa
YNOBHOB&XXeHOT

6e3
peuyenma

nionsieae

UA/6950/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

KBanichikoBaHoi 0cobu
3asBHWKA, BIANOBIAA/ILHOI 3a
thapmakoHarnsag;:
[itoua pepakuisi: Yaiika HOpiii
leHagjnosuny. MNponoHosaHa
pegakuisi: Mpamog,
MaHe/Pramod Mane. 3miHa
KOHTaKTHUX AaHuX. 3miHa
YNOBHOB&XXeHOT
KBanichikoBaHoi 0cobu
3asBHVKa B YKpaiHi ans
3fiiCHEeHHs
thapmakoHarnagy: firova
pegaxuis:Yavika HOpii
leHagjioBny. MNponoHoBaHa
pefakuis: BiTkoBcbka TeTsiHa
BiTaniiBHa. 3mMiHa KOHTaKTHUX
OaHuX.

MepioanyHiCTb NOgaHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa 0OXOPOHYU

340pOoB’A YKpaiHu Big, 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHmnii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 340PO0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn Y
nepioguYHOCTI NoAAHHS
perynspHux 3BiTiB 3 6e3neku.

10.

FENO®Y3UNH

pPO34nH ANs iHgysili no 500
MJ/1 PO34MHY Y dhriakoHax; no
10 dhr1akoHiB y KapTOHHii
Kopo6ui; no 500 M po3ynHy
y thrnakoHax

B. BpayH
Menb3yHreH Al

HimeyunHa

B. bpayH
Megukan CA

LLiseiiuapis

MepepeecTpavisa Ha
HeobMexeHuin TepMiH
3MiHu | TUnYy - 3MiHK Woao
6e3nekun/edheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs
ab0 3MiHN A0 y3arasibHeHNX
[aHux npo cuctemy
dhapmakoHarnagy (BBefeHHs

3a
peyenmom

He
nionseae

UA/5905/01/01
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs

y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0cooH,
BiAnoBiganbHOI 3a
34iiCHEeHHS
thapmakoHarnsay; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3a0BHVIKa AN 34iiCHEHHS
hapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif,
YNOBHOB&XXEHOT 0co6MU,
BiANoBiAa/IbHOI 3a
3[iliCHEeHHs1 hapmakoHarnagy
(BK/THOYAKOUMN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-aiina cucremu
hapmakoHarnagy) - Jitoua
pefakuis: KOHTaKkTHa ocoba
YNOBHOBaXEHOT 0co6U
3asBHWKA, BIANOBIAA/ILHOI 3a
hapmakoHarnag, -
CunpoTuHCLKa MapuHa
IOp'iBHa; nponoHoBaHa
pepakuisi - JIIX0BCbKMi
Bonogumup OnekcaHaposuy,
3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0cobm
YNOBHOBaXEHOT 0co6U
3asBHWKa, BIANOBIAA/ILHOI 3a
thapmakoHarnag
MepioanyHICTb NOfaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6e3neku BigNoBiAHO
o Mopagky 3aiicHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOrO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 3[0P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.
11. | FNIBOMET® TabneTkun, BKpUTI NiBKOBOKO Nab6opaTtopi ITania BupobHuuTBO Himeuunxa/ MepepeecTpavis Ha 3a He UA/7166/01/01
060/10HKOI0, N0 20 TabneTok raoTTI C.n.A. "in bulk": ITanisa HeobMeXeHuin TepMiH peyenmom nionsizae
y 6nicTtepi; no 2 abo 5 BEP/TIH-XEMI 3MmiHu |l TURy - 3MiHK WoAao
6nicTepiB y KAPTOHHIl Arl, 6e3nekun/edheKTMBHOCTI Ta
Kopoo6Li HimeuumnHa; thapmakoHarnsgy. 3mMiHu y
MakyBaHHS, KOPOTKill XxapakTepucTui

KOHTpO/b Ta

BWMYCK Cepiii:

BEPNIH-XEMI
AT,

HimeuumnHa;

Brpo6HMLUTBO
"in bulk",
nakyBaHHs Ta
BUMYCK Cepiii:

A. MeHapiHi
MaHyhakTypiH
r JIoricTiKC eHp,

Cepsicec
C.p.J1., Itanis;
KoHTposnb
cepiii:

A. MeHapiHi
MaHydakTypiH
r JloricTikc eHp,

Cepsicec
C.pJ1., Itanis;
Jomne
dapmaueyTivi
C.n.A, Itanis;
BupobHuuTBO
"in bulk",
nakyBaHHs,

KOHTpO/b Ta

BWMYCK Cepiii:
MeHapiHi-®oH
XeligeH TM6X,

HimeuunHa

nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii Ans
Me[MYHOro 3aCTOCYBaHHA Y
3B’AA3KY i3 HOBUMU JaHUMK 3
SAKOCTI, AOK/iIHIYHUMMU,
KNiHIYHMW AaHuMK Ta
AaHvMK 3 chapmakoHarnsgy -
3MiHM BHECEHO [0 IHCTPYKLT
Ana MeAuyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby [0 po3ginis
"MpoTunnokasaHHA",
"B3aemogisa 3 iHWMun
nikapcbkMmn 3acobamu Ta
iHLWIi BUAW B3aemMogijin”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs
rpyaato" (yToYHEHHS
iHdpopmawii), "Cnoci6
3acTocyBaHHA Ta
0031"(YTOYHEHHS
iHdhopmawii), "Mo6GiyHi peaku;i
" BiANOBIAHO 00 MaTepianis
peecTpaLiiHoro AocheE.

MepiognyHICTb NogaHHA
perynsipHo OHOB/IOBAHOTO
3BiTY 3 6e3neKku BigNOBILHO

o Mopagky 34iiCHeHH:

hapmakoHarnsgy,
3aTBEPIKEHOr0 HakasoMm
MiHicTepcTBa OXOPOHU

37,0pOB’sA YKpaiHu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm
19 rpyaHs 2016 poky 3a Ne
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 3[0P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMK Y
nepiogu4HoOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
12. | AOKUE® TabneTku, BKpUTI JtoniH NlimiTeq, IHAjs JltoniH JlimiTeq, IHAjA MepepeecTpavis Ha 3a He UA/12609/01/02
06010HKO10, No 200 mr, No HEOOMEXEHWI TepMiH. 3MiHK peyenmom nionsieae

10 Tabnetok y 6nictepi; no 1
6nicTepy B nauui 3 KAPTOHY

| TMny - 3MiHK Woa0
6e3nekn/eheKkTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs
ab0 3MiHN [0 y3arasibHEHNX
[JaHnx npo cuctemy
thapmakoHarnsay (BBeAeHHs
y3arasibHeHVX AaHnx npo
cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0co6M,
BiANOBIA&/IbHOI 3a
3/liiCHEeHHS
hapmakoHarnagy; KOHTaKTHoI
0cobu 3 dhapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Big,
YyMOBHOBaXeHOT 0cobw,
BiAnoBiAabHOI 3a
3fjficHeHHs chapmakoHarnsgy
(BK/KOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu
hapmakoHarnsgy). 3miHa
KOHTaKTHUX AAaHUX KOHTaKTHOT
ocobu. 3miHa micuA
3/1iiCHEHHS1 OCHOBHOI
LiSNbHOCTI 3
thapmakoHarnsgy. 3miHa
afpecu macTtep-chaiina.
3MiHa Homepa macTep-
thaiina.

MepiognyHiCTb NOfaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6e3nekun BiANOBIAHO

o Mopagky 3ailicHeHHs

dhapmakoHarnsgy,
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa 0OXOPOHYU
340pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 340PO0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.

13.

LNOKLE®

TabneTku, BKpUTI
060n10HKot0, Mo 100 mr, No
10 TabneTok y 6nicTtepi; no 1
6nicTepy B nayLi 3 KapTOHY

Nionin NMimiteq,

IHais

NioniH NMimitep

IHais

MepepeecTpauis Ha
HeoOMeXeHUn TepMiH. 3MiHK
| TMny - 3miHn Wwoao
6e3nekun/edheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs
ab0 3MiHN A0 y3arasibHeHNX
[aHnx npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHVX faHunx npo
cucTemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOi 0cobu,
BifnoBiganbHoI 3a
3[jACHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 dhapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
hapmakoHarnsgy B Ykpaii,
SKLLO BOHA BiAMiHHA Bif
YNOBHOB&XEHOT 0co6U,
BiANOBIA&/IbHOI 3a
3[jiCHEeHHSs1 dhapmakoHarnagy
(BK/KOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-aiina cuctemu
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AAaHUX KOHTaKTHOT
ocobu. 3miHa micus
3[iACHEHHS1 OCHOBHOT
OISNbHOCTI 3
thapmakoHarnagy. 3miHa
afpecu mactep-chaiina.
3MiHa Homepa macTep-

3a
peyenmom

He
nionseae

UA/12609/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o

noceio4YeHHs

14.

thaiina.

MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNOoBILHO

0o Mopsaaky 34iACHeHHS

thapmakoHarnsgy,
3aTBEPKEHOr0 HaKas3om

MiHicTepcTBa 0XOPOHYU

370pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuULii Ykpainm
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 3[4,0P0B’A YKpaiHu
Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpoKkamu, 3a3Ha4yeHnuMmn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

15.

EKCTPAKT
CKNALHWIA )
BIAXAPKYBAMbHUN

eKcTpakT pigkuii in bulk: no
200 kr B 6oukax

MAT "®apmak”

Ykpaina

diTodhapm
Knenka C. A.

Monbwa

MepepeecTpavis Ha
HeobMeXeHuin TepMiH

MepiognyHICTb NOgAHHSA
perynspHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

hapmakoHarnsagy,
3aTBEPKEHOr0 HaKka3om

MiHicTepcTBa 0OXOpOHYU

3[0pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuULii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 340PO0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMmn y
nepioguYHOCTI NoAAHHS
perynspHux 3BiTiB 3 6e3neku.

He
nionsiecae

UA/7902/01/01

EHAOMETPUH

TabneTkn BariHasibHi no 100

mr, o 6, 15 a6o 30

®eppiHr
dapmaueBTikani3

13painb

BeH-lWnmoH

dnopic iTa.

I3painb

nepepeecTpawis Ha
HEOOMEXEHU TEPMIH.

3a

He

nidnsieae

UA/7764/01/01

peyenmom
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
TabneToK y KOHTelHepi; no 1 nTa

KOHTeliHepy 3 annikatopomM
ans
BHYTPILLHbOBAriHaIbHOro
BBE/IEHHS Y KAPTOHHIN
Kopoo6Li

3Mminu |l TURy - 3MiHK Wopao
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKIil xapaktepucTuui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
Me[MYHOro 3aCTOCYBaHHA y
3B'A3KY i3 HOBUMUW JaHUMU 3
AKOCTI, AOKNIHIYHUMMU,
KMIHIYHUMN AaHMK Ta
JaHumMu 3 hapMakoHarnagy
(3MmiHV BHeceHO A0 IHCTpyKL,i
ANsi MegnvHoro
3aCTOCYBaHHSA MiKapCbKoro
3acoby a0 posgainy
"MokasaHHs" (6yno:
[opaTkoBa abo 3amicHa
Tepanis NporecTepoHoOM: -
[OV30BYNALUIS; - NPY NiKyBaHHI
6e3nnigaa y XiHok; - npu
LUTYYHOMY 3anfifHEHHI; -
npodinakTvka Ta nikyBaHHs
3BMYHOTO BUKUAHA ab0
3arpo3su CNoHTaHHOro
BVKWAHS; - 3arpo3a
nepefyacHux nonoris npu
nporecTepoHoBii
HeJOCTaTHOCTI. CTaU10:
[opaTkoBa abo 3amicHa
Tepanis NporecTepoHoMm, y
TOMY YWCi NPY JTiKyBaHHI
6e3nnigasa y XiHok Ta npu
LWITYYHOMY 3anigHeHHi.), a
TakoX [0 po3ginis
"MpoTunnokasaHHA",
"B3aemogisa 3 iHWMun
nikapcbkMmn 3acobamu Ta
iHLWIi BUAW B3aemogijin”,
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHS
rpyaar”, "MepenosysaHHA",
"Mo6iuHi peakuyii”, "3aaTHICTb
BN/IMBATY Ha LIBWAKICTb
peaxuii npun kepyBaHHi
aBTOTPaHCMOPTOM abo
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Homep

n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

peecmpayitiHo2o
nocsio4eHHs1

HWMK MeXaHi3mamn®”
BiANOBIAHO A0 mMaTepiasiB
peecTpaLuiiHoro Aocke
(KOpOTKOT XapaKTepUCTUKM
nikapcbKoro 3acoby).

MepioanyHICTb NOfAHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6e3neku BigNoBiAHO

o Mopagky 3aiicHeHHs

hapmakoHarnsgy,
3aTBEpPKEHOro Hakas3om
MiHicTepcTBa OXOpPOHU
340poB’A YKpainu Big 27
rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 3[0P0B’A YKpaiHn
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHnuMun y
nepiogu4HoOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

UA/12701/01/02

16.

KAPBEAWNON-
3EHTIBA

Tabnetkn no 12,5 mr, Ne 30
(15x2): no 15 Tabnetok y
6nicTepi; no 2 6nictepu B
KapTOHHIA KOpoo6Li

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

MepepeecTpadis Ha
HeobMeXeHW TepPMiH.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKkTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs
ab0 3MiHN [0 y3arasibHEHNX
[JaHnx npo cuctemy
thapmakoHarnsay (BBeAeHHs
y3arasibHeHVX AaHnx npo
cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0co6M,
BiANOBIA&/IbHOI 3a
3/liiCHeHHS
hapmakoHarnagy; KOHTaKTHoI
0cobu 3 dhapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Big,
YyMOBHOBaXeHOT 0cobw,

BiAnoBiAabHOI 3a

34jficHeHHs chapmakoHarnsgy

3a
peyenmom

He
nionsieae
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
(BK/KOUAKOYM KOHTAKTHI AaHi)

MiHicTepcTBi tocTuuii Ykpainu

B

Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-gaiina cuctemu
thapmakoHarnsgy) -
YnosHoBaxeHa ocoba
3asiBHMKA AN 34iNCHEeHHS
chapmakoHarnsgy:
[itoua pepaxuis — Ludmila
Filipova.
MponoHoBaHa pegakuis —
Eric Teo/Epik Teo.
KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXEHOT 0co6U
3asBHUKA ANA 34IACHEHHSA
dhapmakoHarnsgy:
[itoua pepakuis — BoiiTeHko
AHTOH [eopriiosuy.
MponoHoBaHa pegakuis —
KniwunH AHTOH MukonaioBuy.
3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHOT 0cobu. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
ocobwu.
3MiHa Micus 34iiCHeHHs
OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
agpecu mactep-goainna.
3MmiHa Homepa macTep-
thaiina.

MepioanyHICTb NOfaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6e3neku BigNoBiAHO
o Mopagky 3aiicHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOrO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B

19 rpyaHs 2016 poky 3a Ne

1649/29779 (y pepakuii
Haka3y MiHicTepcTBa

OXOPOHY 3[0P0B’A YKpaiHu

i1 26 BepecHst 2016 poky Ne

996), CTAaHOBUTb: 3riAHO 3i
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6nicTepi; no 3 6nictepn B
KapTOHHI KopooLi

6e3nekun/edheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs
ab0 3MiHN A0 y3arasibHeHNX
[aHnx npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHVX gaHunx npo
cucTemy thapmakoHarnsgy,
3MiHa YNOBHOB&XeHOi 0cobu,
BignoBiganbHoI 3a
3[jACHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 dhapmakoHarnsgy
3aABHUKA 419 34iCHEHHS
hapmakoHarnsgy B Ykpaii,
SKLLO BOHA BiAMiHHA Bif
YNOBHOB&XEHOT 0co6U,
BiANOBIA&/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHarnagy
(BK/KOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-aiina cuctemu
thapmakoHarnsgy) -
YnosHoBaxeHa ocoba
3aABHUKa 419 34iACHEHHS
thapmakoHarnagy:
[itoua pegaxuis — Ludmila
Filipova.
MponoHoBaHa pepakLis —
Eric Teo/Epik Teo.
KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXEHOT 0CO6U
3asBHVIKa AN 34iiCHEHHS
hapmakoHarnagy:
[itoua pepakuis — BoiiTeHko
AHTOH [eopriioBuny.
MponoHoBaHa pefakLis —
KniwunH AHTOH MukonaiioBuy.
3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHOT 0cobu. 3miHa
KOHTaKTHUX AAaHUX KOHTaKTHOT

ocobu.

Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
CTpOKamu, 3a3HavyeHMn Y
nepioguYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.
17. | KAPBEOWNON- Tabnetkun no 25 mr Ne 30 TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka MepepeecTpavis Ha 3a He UA/12701/01/03
3EHTIBA (10x3): no 10 TabneTok y Pecny6nika Pecny6nika HeobMeXeHWin TepMiH. peyenmom nionsizae
3MiHu | TUnYy - 3MiHK Woao
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
3MiHa Micus 3AiiCHEHHSI
OCHOBHOI AjsifIbHOCTI 3
hapmakoHarnsgy. 3miHa
agpecu macTtep-chaiina.
3MiHa HoMepa MacTep-
thaiina.
MepiognyHiCTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO
00 MNopsaky 34iNCHEHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHYU
340pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 30P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAAHHS
perynspHux 3BiTiB 3 6e3neku.

18. | KBEPLETUH nopoLuok (cybcraHuis) y My6niuHe YkpaiHa My6niyHe YkpaiHa MepepeecTpavis Ha - He UA/12893/01/01
NoABIiHNX CBITN03aXNCHUX akuioHepHe akujioHepHe HeobMeXeHWin TepMiH. nionsizae
nonieTUNeHOBUX NakeTax TOBap1CTBO TOBapWCTBO
0N5 BUpo6HMLTBA "HaykoBo- "HaykoBo-

CTepUIbHUX NiKaPCbKNX BMPOGHNUNI BMPOGHUUNIA
chopm LeHTp LieHTp
"BopLyariscbKuii "BopLuariscbk
XiMiKO- Wi XimiKo-
thapmaueBTUYHWI hapmaueBTny
3aBof" HWi1 3aBoa"

19. | KNOBECKIH kpem 0,05 % no 25 r y Ty6i; ToBapucTBo 3 YKpaina BCi cTagii YkpaiHa MepepeecTpauis Ha 3a He UA/13134/01/01
no 1 Ty6i y kopobuj 3 obMexeHo BMPOGHMLTBA, HeobMexeHuin TepMiH peyenmom nionsizae
KapToHYy BiANOBIAA/LHICTIO KOHTPO/1b 3MiHu | TURY - 3MiHK WoAao

"hapmaueBTNYHA SIKOCTi, BUNYCK 6e3nekn/edheKTMBHOCTI Ta
KOMnNaHis cepii: hapmakoHarnagy. 3miHn y
"3p0pos'a" ToBapucTso 3 KOPOTKili XapakTepucTui
06MEXEHO nikapcbKoro 3acoby, TekcTi
BiANOBIA&/IbHI MapKyBaHHS Ta IHCTPYKLUIT Ansa
CTiO Me[MYHOro 3aCTOCyBaHHS

"papmaueBTu

reHepuyHux/ribpuagHnx/6ionog
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs

YyHa KoMMaHis
"3p0poB'a”,
YKpaiHa;
BCi cTagii
BMPOGHMLTBA,
BWNYCK Cepil:
ToBapucTso 3
obmexeHoro
BiANOBiAA/TbHI
CTiO
"PapmaueBTu
YyHa KoMnaHis
"3p0pos'a”,
YKpaina;
KOHTpPO/Tb
SAKOCTI:
ToBapucTso 3
obmexeHo
BiANOBIAA/IbHI
CTiO
"®APMEKC
reyn-,
YkpaiHa

i6HUX Nikapcbknx 3acobis
nicns BHECEHHS Tiel camoi
3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HaaHHA XOLHWNX HOBMX
[0[aTKOBUX AaHWX) - 3MiHN
BHECEHI [0 iIHCTPYKLi Yy
po3ginu: "MNokasaHHa",
"MpoTunnokasaHHA",
"B3aemogisa 3 iHWMmn
nikapcbkMmn 3acobamu Ta
iHLWIi BUAW B3aemogijin”,
"Oco6nmBOCTI 3aCTOCyBaHHA"
(y T.u. "3acTocyBaHHs y
nepiog, BaritHocTi abo
rogysaHHa rpyaar”,
"3paTHICTb BNAMBATU Ha
LWIBMAKICTb peakuii npn
KepyBaHHi aBTOTpaHCNOPTOM
a60 iHWYMK MexaHismamn'),
"Cnoci6 3acTocyBaHHS Ta
nosn", "MepepnosyBaHHA",
"Mo6iyHi peakuii" BiANOBIAHO
[0 iHhopmau,ii pedhepeHTHOro
nikapcbKoro 3acoby
JEPMOBENT™, kpem 0,05
%. Po3gin "MokasaHHsA"
3aTBepxeHo: "lMNcopias (3a
BUHSATKOM MOLUMPEHOrO
615LKOBOro ncopiasy), CTiliki
ek3emu, YepBOHWI NneckaTwuii
NVLWain, ANCKOIgHWIA
4YepBOHMIA BOBYAK Ta iHLUi
3aXBOPHOBAHHS LUKIpW, L0 He
nigoatoTbCA SiKyBaHHIO MEHLL
aKTUBHUMU
KOpTUKOCTEpOigamun™;
3anponoHOBaHO:
"Knob6etason €
BWCOKOAKTVBHUM
KOPTMKOCTEPOiA0M MicLeBOT
aii, Aknii Npu3HavaTb
aopocnunm, ocob6am NiTHLOro
BiKy Ta AiTAM BiKOM Bif, 1 poky
TiNbKN AN51 KOPOTKOTPMBASIOTO
NiKyBaHHSA NOPIBHAHO GiNblLU

CTIlKMX 3anaibHuX Ta
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

cBepb6iXHUX NPOsBIB CTepoia-
YyT/IMBUX AepMaTosiB, SKi
HeuyT/MBI O MEHLU aKTUBHUX
KOPTUKOCTEPOIAiB. Takumu
3aXBOPIOBAHHAMU €: *
Mcopia3 (3a BUHATKOM
noLIMPeHOro 6ALLKOBOro
ncopiasy) * [lepmartosu, Lo
B&XKO NiaAarTbCs NiKkyBaHHIO
* UepBoHWii nneckatuii
nvwa « AnckoigHnii
4YepBOHMIA BOBYAK * |HLU
3aXBOPHOBAHHS LUKIpW, L0 He
nigoatoTbCA SiKyBaHHIO MEHLL
aKTUBHUMU
KOpTMKOCTEpOigammn”.

MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNOBILHO

0o Mopsaaky 34iACHeHHS

thapmakoHarnsgy,
3aTBEPIKEHOr0 HaKkasom

MiHicTepcTBa 0XOPOHYU

3[0pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuULii Ykpainm
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 3[4,0P0B’A YKpaiHu
Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnuMmn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

20.

NAMIBYVIH 150 MI
1 3U40BYAVH 300
Mr

TabneTku, BKpUTI
060/10HKO, No 150 mr/300
Mr 60 TabneTok y
NnacTVKOBOMY KOHTeHepi 3
KPYLLIEYKOIO Ta 3 KOHTPO/IEM
nepLUoro po3kpuTTs; no 1
KOHTelHepy y nauui 3
KapToHY

Aypo6iHgo ®apma
Nimiteq

IHgis

Aypo6iHao
dapma
Nimiten - FOHIT
n

IHais

MepepeecTpavis Ha
HeoOMEeXeHW TepMiH. 3MiHK
| TMny - 3miHK Woao
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKiil XxapakTepucTuLi
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIT Ana
MeAMYHOro 3acTOCyBaHHSA
reHepuyHux/ribpuagHvx/6ionog

3a
peyenmom

He
niosnsiecae

UA/4965/01/01
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs

i6HUX Nikapcbknx 3acobis
nicns BHECEHHS Tiel camoi
3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HaZjaHHS XOAHUX HOBUX
[0[aTKOBUX AaHWX) - 3MiHN
BHECEHO A0 IHCTpyKUii Ans
Me[MNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao
po3ziny "MokasaHHsA", a
TakoxX [0 po3ginis
"®apmakonoriyHi
BnacTmMBocCTi",
"MpoTnnokasaHHsa", "Cnoci6
3acTocyBaHHsa Ta fosn”,
"B3aemogisa 3 iHWMun
nikapcbkMmn 3acobamu Ta
iHLWIi BUAW B3aemogijin”,
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHS
rpyaar”, "MepenosysaHHA",
"Mo6iuHi peakuyji”, "AiTn",
"3paTHICTb BNAMBATU Ha
LIBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMOpPTOM
abo iHWK1MKY MexaHi3mammn"
BiANOBIAHO 4O OHOBMEHOT
iHchopmawii npo
pechepeHTHWI Nikapcbknii
3aci6 (Combivir). 3miHu | TUNY
- 3MiHu Wwogo
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs
ab0 3MiHN [0 y3arasibHEHNX
[JaHux nNpo cuctemy
thapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbLHOI 3a
3fiiCHEeHHs
hapMakoHarnagy; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEHHS
thapmakoHarnagy B YkpaiHi,

AKLLIO BOHA BigMiHHA Bif
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

YNOBHOB&XEHOT 0co6M,
BiANOBIA&/IbLHOI 3a
3[4jiCHEeHHs1 dhapmakoHariagy
(BK/KOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-gaiina cuctemu
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHnX
yMOBHOBaXeHOT 0cobu. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
ocobu. 3miHa micuA
3[iiCHEHHS OCHOBHOI
LiSNIbHOCTI 3
thapmakoHarnsagy. 3miHa
agpecu mactep-ghainna.

MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

Harnsgy 3a no6iyHumu
peakuisiMn NiKapCbKnx
3aco6iB, 403BOMIEHMX A0
MeAMYHOro 3acTOoCyBaHHS,
3aTBEPAKEHOIO Haka3oMm

MO3 Big, 27 rpyaHa 2006

poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
3rigHO 3i CTpoKamu,
3a3HayeHumn y
nepiogu4HoOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

21.

ninoig GPC 85 F

pignHa (cybcTaHuis) B
KOHTeliHepax
nonieTuNeHoBnx ans
BUPOOHWLTBA CTEPUBHUX
Ta HECTePUSIbHUX
nikapcbknx hopm

Jlinoig, Tm6X

HimeuunHa

Nlinoig, Tm6X

HimeuunHa

MepepeecTpavisa Ha
HeobMeXeHW TepPMiH.

He
nionsieae

UA/12866/01/01

22.

MOKCOIrAMA®

TabneTku, BKPUTI MNiBKOBOH
o6onoHKot, no 0,2 wmr, no 10
Tabnetok y 6nictepi, no 3
6nicTepu B Kopoo6Li; no 25
Tabnetok y 6nictepi, no 2
6/1icTepy B KOPOOLLi

Bbopsar ®apma
M6X i Ko. KI

HimeuunHa

BMPOGHMLTBO
in-bulk
LLlaHesb
Megikan,
Ipnangis;
nepBuHHe Ta

Ipnangis/
HimeuunHa

MepepeecTpauis Ha
HeobMexXeHuli TepMiH. 3MiHu
| TMny - 3MiHK Woa0
6e3nekun/edheKkTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs
a60 3MiHM [0 y3arajlbHEHMX

3a
peyenmom

He
nionsieae

UA/6103/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

BTOPVHHE
nakyBaHHs,
BMMYCK cepil

ApTesaH
dapma MmbX i
Ko. KT,
HimeuunHa

[aHux nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx npo
cuctemy chapmakoHarnaay,
3MiHa YNOBHOB&XeEHOI 0co6u,
BiANoBiAa/IbHOI 3a
3[jACHEeHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 dhapmakoHarnagy
3aABHUKa A1 34iACHEHHS
hapmakoHarnsgy B Ykpaii,
SIKLL,0 BOHA BiAMIHHA Bif
YNOBHOB&XEHOT 0co6M,
BiANOBIA&/IbLHOI 3a
3[4jiCHeHHs1 dhapmakoHarnagy
(BK/KOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-gaiina cuctemu
hapmakoHarnagy)

MepiognyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNOoBILHO

0o Mopsaaky 34iACHeHHS

thapmakoHarnsgy,
3aTBEPKEHOr0 Hakasom

MiHicTepcTBa 0XOPOHYU

370pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuULii YkpaiHm
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 3[4,0P0B’A YKpaiHu
Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4yeHnuMmn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

23.

MOKCOIrAMA®

TabneTkun, BKPUTI MiIBKOBOKO
o6onoHkoto, no 0,3 mr no 10
Tabnetok y 6nictepi, no 3
6nicTepu B KopobLi; no 25
TabneTok y 6nictepi, no 2
6nictepu B KOPOOLL

Bbopsar ®apma
'M6X i Ko. KI'

HimeuunHa

BMPOGHMLITBO
in-bulk
LLlaHenb
Megikan,
IpnaHgis;
nepBrHHe Ta
BTOPUHHE

IpnaHgis/
HimeuunHa

MepepeecTpavis Ha
HeoOMEeXeHW TepMiH. 3MiHK
| TMny - 3miHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHEeHMX
[aHnX npo cuctemy

3a
peyerimom

He
nionsiecae

UA/6103/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

nakyBaHHs,
BUMNYCK cepil
Apte3aH
dapma M'mM6X i
Ko. KT,
HimeyunHa

thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a
3fiiCHEeHHs
hapmMakoHarnagy; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Big,
YMOBHOBaXeHOI 0cobw,
BiAnoBiganbHOI 3a
3fjiicHeHHs hapmakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
mMacTep-ghaiina cuctemm
thapmakoHarnsgy)

MepioanyHiCTb NOgaHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa 0OXOPOHYU

340pOoB’A YKpaiHu Big, 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHmnii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 340PO0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAAHHS
perynspHux 3BiTiB 3 6e3neku.

24,

MOKCOIrAMA®

TabneTkun, BKpUTI NiBKOBOKO
o6onoHKoto, o 0,4 mr, no 10
TabneTok y 6nictepi, no 3
6nictepun B kOpo6Li; No 25
TabneTok y 6nictepi, no 2
6nicTepn B KOpooOLi

Bbopsar dapma
v6X i Ko. KI

HimeyunHa

BMPOBHULITBO
in-bulk
LLlaHenb
Megikan,
Ipnangis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,

Ipnangis/
HimeuunHa

MepepeecTpavisa Ha
HeoOMeXeHUn TepMiH. 3MiHK
| TMny - 3miHn Wwoao
6e3nekun/edheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs
ab0 3MiHN A0 y3arasibHeHNX
[aHux npo cuctemy
dhapmakoHarnagy (BBefeHHs

3a
peyenmom

He
nionseae

UA/6103/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

BUNYyCK cepii
ApTesaH
dapma M'mbX i
Ko. KT,
HimeuunHa

y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0cooH,
BiAnoBiganbHOI 3a
34iiCHEeHHS
thapmakoHarnsay; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3a0BHVIKa AN 34iiCHEHHS
hapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif,
YNOBHOB&XXEHOT 0co6MU,
BiANoBiAa/IbHOI 3a
3[iliCHEeHHs1 hapmakoHarnagy
(BK/THOYAKOUMN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-aiina cucremu
thapmakoHarnsgy)

MepioanyHICTb NOfAHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6e3neku BigNoBIAHO

o Mopagky 3aiicHeHHs

hapmakoHarnsgy,
3aTBEpPKEHOro Hakas3om
MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 3[0P0B’A YKpaiHn
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHnuMun y
nepioguYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

25.

M'ATHI TABJIETKU

Tabnetku no 2,5 mr no 10
Tabnetok y 6nictepax

MPAT
"®ITOPAPM"

YkpaiHa

MPAT
"®ITOPAPM"

YkpaiHa

MepepeecTpavisa Ha
HeobMeXeHWn TepMiH.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKkTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKiil xapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
Me[IM4YHOr0 3aCTOCYBaHHS Ha

6e3
peuyenma

niosnsiecae

UA/8485/01/01
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
nigcTasi perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,

abo pocnimkeHb 3 6e3neku
3aCTOCYBaHHSA NMikapCbKOro
3acoby B nicnspeecTpauiiiHui
nepiog, abo sk pesynbTat
OLLiHKVM 3BIiTYy 3 AOC/iKEHb,
npoBefeHNX BigNoBigHO A0
nnaaHy negiatpuuHnux
pocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHW BHECEHO A0 IHCTPYKL,i
AN MegnvHoro
3aCTOCYBaHHSA NiKapcbKoro
3acoby [0 po3ginis
"®apmakonoriyHi
BNacTUBOCTI" (YTOYHEHHS
iHcpopmawii), "Cnoci6
3acTocyBaHHA Ta fo3n"
(yTouHeHHs iHdopMauii),
"MobiuHi peakwyji”,
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiANOBIAHO 4O OHOBMEHOT
iHchopmawii 3 6e3neku gitoyoi
PeYoBUHN.

MepioanyHiCTb NOgaHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

thapmakoHarnsgy,

3aTBEPKEHOr0 Haka3om

MiHicTepcTBa 0XOPOHYU
340pOoB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa

OXOPOHY 30P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne

996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHnMun y

nepioguYHOCTI NoAAHHSA
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
perynspHux 3BiTiB 3 6e3neku.
26. | HEBIPAMNIH TabneTkn no 200 mr no 60 Aypo6iHgo ®apma IHAjis Aypo6iHao IHAiA MepepeecTpauis Ha 3a He UA/4537/01/01
TabneToK y KOHTelHepi 3 Nimiten dapma HeoOMeXeHWn TepMiH. peyenmom niossieae
KPUWLLIEYKOIO Ta 3 KOHTPOIEM NimiTen 3MiHu | TUnYy - 3MiHK Woao

NepLLIOro Po3KpUTTS; no 1
KOHTelHepy B nauj 3
KapTOoHY

6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKiil XxapakTepucTuLi
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIT Ana
MeAMYHOro 3acTOCyBaHHSA
reHepuyHux/ribpuagHux/6ionog,
iBHMX Nikapcbknx 3acobis
nicnsi BHECEHHs Tiel camoi
3MiHW Ha pethepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOLHWNX HOBMX
[04aTKOBUX AaHNX) -3MiHN
BHECEHO A0 IHCTpyKUii Ans
MeAMYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby Ao
po3gainy "MokazaHHs" (byno:
NikyBaHHs BI/1-1-
iHchikoBaHuX, y cknagi
KOMGiHOBaHOI
NpoOTUPETPOBIPYCHOT Tepanii.
Mpodinaktuka nepegavi BIN-
1 Big MaTepi 40 AUTUHK Y
BariTHUX, sIKi He NpUiiMarTb
NpPOTUPETPOBIPYCHOI Tepanil
nig Yac nonoris.; ctano: Y
KOMGiHaUji 3 iIHWMMK
aHTUPEeTPOBIPYCHUMM
npenaparamu Ans NikyBaHHS
nopocnux Ta fiteid 6yab-
AIKOTO BIiKY, iH(pikOBaHMX
BipycoMm imyHoaediumTy
nogvkun tuny 1 (BIN1-1).
HakonunueHnwnii Benvkumi
[0CBIf, 3aCTOCYBaHHSA
HeBipaniHy 3 HyKNeo3ngHuMmn
iHribiTopamy 3BOPOTHOI
TpaHckpunTasun (NRTI). Mpu
BMOOpPI HOBMX
aHTUPETPOBIPYCHNX
npenapartis 41
3acTocyBaHHS X y KOMbiHaL,i
3 HeBipaniHom cnig,
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs

BpaxoByBaTu BiporigHiCTb
nepexpecHoi
PE3VCTEHTHOCTI.), & TAKOX A0
po3ainis "®apmakonorivHi
B/1ACTUBOCTI",
"MpoTunokasaHHs", "Cnocio
3acTocyBaHHs Ta no3n”,
"B3aemogis 3 iHWyMK
nikapcbknMu 3acobamu Ta
iHLWI BMAW B3aemogiin”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpygar”, "MepenosysaHHA",
"Mo6iuHi peakwyii”, "3aaTHiCTb
BN/MBATY Ha LIBUAKICTb
peakuii npy KepyBaHHi
aBTOTpPaHCNopToM abo
HWMK MeXaHi3mamn®”
BiANOBIAHO A0 iHGopMmaLii
pedhepeHTHOro NikapcbKoro
3aco06y, AKMii B YKpaiHi He
3apeecTtpoBaHuii (Viramune,
tab. 200 mg, Boehringer
Ingelheim, EMA), BUCHOBKY
KOHCY/1bTaTVBHO- eKCrepTHOI
rpynu “TpoTUMIKPOGHI ,
aHTUre/IbMiHTHi Ta
NPOTUBIPYCHI Nikapcbki
3acobu”.
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeeferHs
a60 3MiHN [0 y3arasibHEeHMX
[JaHnx npo cuctemy
thapmakoHarnagy (BBegeHHs
y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiAnoBiganbHOI 3a
34iiCHEeHHS
thapmakoHarnsay; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3anBHVIKa AN 34iiCHEHHS
hapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif,

YNOBHOB&XXEHOT 0co6MU,
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Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs

BiAnoBiganbHOI 3a
3[jiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemm
thapmakoHarnsgy) - Jiroua
peakuis: YnoBHoBaxeHa
ocoba 3anBHMKA,
BignoBigasnbHa 3a
chapmakoHarnsg Coyuek
CsiTnaHa BacunisHa.
KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXEHOT 0co6U
3anBHVIKa AN 34iiCHEHHS
dhapmakoHarnsagy: Coyuek
CsiTnaHa BacunisHa.
MponoHoBaHa pegakuis:
YnoBHoBaxeHa ocoba
3asBHVKa, BigNoBigasibHa 3a
thapmakoHarnag MNax
XaHymaHTy NeHyanas.
KoHTakTHa ocoba B YkpaiHi
YMOBHOBaXeHOT 0cobm
3asiBHMKA AN 34iNCHEeHHS
chapmakoHarnsgy
CamolineHko Aptem
MaenoBuy. 3MiHa KOHTaKTHUX
AaHux. 3miHa
MiCLie3HaXOKEHHS MacTep-
dhaiiny. 3miHa Micua
3[iACHEHHS1 OCHOBHOT
OISNbHOCTI 3
thapmakoHarnsgy.

MepiognyHICTb NOgaHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om

MiHicTepcTBa OXOPOHYU

340pOoB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHunii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii




Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0P0B’A YKpaiHu
Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4eHnumMmn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
27. | HI®PYPOKCA3UA- kancynum no 200 mr no 12 CninbHe Ykpaina CninbHe YkpaiHa MepepeecTpavis Ha 3a He UA/8638/01/01
CNEPKO ab6o 24 kancynu B YKpaiHCbKO- YKpaiHCbKO- HeoOMeXeHW TepMiH peyenmom niosnsieae
KOHTeliHepi; no 1 icnaHcbke icnaHcbke 3MiHu | TUnYy - 3MiHK Woao
KOHTeliHepy B nauuj 3 niANPMEMCTBO nigNpMEMCTBO 6e3nekn/epekTnBHOCTI Ta
KapToHY "Cnepko Ykpaina" "Cnepko hapmakoHarnagy. 3miHa y
YkpaiHa" KOPOTKiil XxapakTepucTuLi

nikapcbKoro 3acoby, TekcTi
MapKyBaHHs Ta IHCTPYKUIT Ansa
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun Nikapcbkoro 3acooby,
abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA NiKapCbKoro
3acoby B nicnapeecTpauiiiHuii
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 JOC/iIKEHb,
npoBeAeHWX BignoBigHO A0
nnaHy negjiatpuyuHnx
pocnimpkeHb (PIP) (3miHy
Y3rO)KEHO 3 KOMMETEHTHUM
YMNOBHOB&XXEHVWM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
ANsi MegnvHoro
3acTOCyBaHHSA MikapCbKoro
3acoby 4o posainis
"MokasaHHs" (Byno: Noctpa
Aiapes iHdeKuUiliHoro reHesy y
AiTell Ta gopocnux;
XPOHIYHWUIA KOMIT, EHTEPOKONIT
iHthekLiiiHOro NoXomKeHHs; B
KOMMNIEKCHOMY JiKyBaHHi
ancbakTepiosy KULLEYHNKY,
Ansa npodinakTnkm
iHtheKUiHMX ycknagHeHb 3
60Ky LLIYHKOBO-KMLLKOBOTO
TPakTy npu XipypriyHnx
BTpyyaHHsx. Ctano: Foctpa
niapesn iHgekuiliHOT eTionoril),

"B3aemogis 3 iHWrMK
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

nikapcbkMun 3acobamu Ta
iHLWI BMAW B3aemogiin" Ta
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiANOBIAHO 4O OHOBNEHOT
iHchopmawii 3 6esnekn
3acTocyBaHHs fjtoyoi Ta
[OMOMiXXHUX PEYOBUH

MepiognyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOIO
3BiTY 3 6e3neku BigNOBILHO

0o Mopsaaky 34iACHeHHS

thapmakoHarnsgy,
3aTBEPKEHOr0 Hakasom

MiHicTepcTBa 0XOPOHYU

370pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuULii Ykpainm
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 3[4,0P0B’A YKpaiHu
Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnuMmn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

28.

OMENPA30N

niodpinizaT Ana po3unHy Ans
iHdpy3ii no 40 mr, 1 donakoH
3 niogpinizatom B navui

TOB "®APMEKC
reymn

Ykpaina

TOB
"®APMEKC
reyn

YkpaiHa

MepepeecTpavis Ha
HeoOMEeXeHW TepMiH. 3MiHK
| TMny - 3miHK Woao
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKiil XxapakTepucTuLi
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIT Ana
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun Nikapcbkoro 3acooby,
abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS MiKapCbKoro
3acoby B nicnapeecTpauiiiHuii
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 JOC/iAKEHb,
npoBeAeHWX BignoBigHO A0

nnaHy negiatpuyHmx

3a
peyerimom

He
niosnsiecae

UA/12924/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

29.

CNASMOMEH®

pocnimpkeHb (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YMOBHOB&XXEHUM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT
y po3ainu "B3aemogis 3
IHLIMMKW NiKapCbKUMKN
3acobamu Ta iHWi BUAn
B3aemogiii", "OcobnnBocCTi
3aCToCyBaHHSA",
"3acTocyBaHHA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaaro”, "MobivHi peaxuii”
BiANOBIAHO 4O OHOBNEHOT
iHchopmawii 3 6e3neku gjtoyoi
PeYoBUHN.

MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm

MiHicTepcTBa 0OXOPOHYU

340pOoB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898,

3apeecTpoBaHunii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 30P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NOAAHHS
PErynsipHuX 3BiTiB 3 6e3neKkun

TabneTkun, BKpUTI NiBKOBOKO
060/10HKO0, 1Mo 40 mr; no 10
TabneTok y 6nictepi; no 3
6nicTepy B KapPTOHHIiA
Kopo6ui; no 15 Tabnetok y
6nicTepi; no 2 6nictepn B
KapTOHHI KopooLi

A. MeHapiHi
IHgycTpie
dapmaueyTnye
Piynite C.p.J.

ITanisa

BupobHuuTBO
"in bulk":
BEP/IH-XEMI
Al,
HimeuumnHa;
MNakyBaHHs,
KOHTPO/b Ta
BWMYCK Cepiii:

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHWin TepMiH.

MepiognyHiCTb NOfaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6e3neku BigNOBIAHO

o Mopagky 3ailicHeHHs

hapmakoHarnsgy,

BEP/IH-XEMI 3aTBEPKEHOro Hakasom
Arl, MiHicTepcTBa OXOpPOHU
HimeuunHa 340pOB’sA YKpainu Big 27

3a
peyenmom

He
nionseae

UA/7146/01/01
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHmnii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 340PO0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn Y
nepioguYHOCTI NoAAHHS
perynspHux 3BiTiB 3 6e3neku.

30. | TAMCYNOCTAL Kancynm 3 MoaudikosaHum CTALA HimeuunHa Bunyck cepiii: Himeuunna/ MepepeecTpavis Ha 3a He UA/12831/01/01
BVBI/IbHEHHAM, TBEPAi N0 ApuHaiimitTTens CTAOA Mpevis/ HeobMexeHuin TepMiH peyenmom nionsizae
0,4 wr; no 10 kancyn y Al ApuHaiimitTen IcnaHis/ MepiognyHICTb NogaHHA
6nictepi; no 3 6nictepn y b AT, ITania/ perynsipHoO OHOB/IHOBAHOr0
KapTOHHI KOPOOL HimeuumnHa; HigepnaHngmn 3BiTYy 3 6e3neku BigNOBILHO

Brpo6HMUTBO 0o Mopsaaky 34iACHeHHS
Hepo3gacoBa thapmakoHarnagy,
HOro 3aTBEPIKEHOr0 Hakasom
NpPOAYKTY, MiHicTepcTBa OXOPOHU
nepBuUHHE Ta 37,0pOB’sA YKpaiHu Big 27
BTOPUHHE rpyaHsa 2006 poky Ne 898,
nakyBaHHs, 3apeecTpoBaHuii B
KOHTPO/1b MiHicTepcTsi tocTuuii Ykpainm
cepili: 19 rpygHs 2016 poky 3a Ne
damap A.B.E. 1649/29779 (y pepakuii
AHTOYyCCa Haka3y MiHicTepcTBa
MnaHT, OXOPOHY 340POB’A YKpaiHn
Ipeuis; Bif, 26 BepecHsa 2016 poky Ne
CiHTOH 996), CTaHOBUTb: 3rigHO 3i
XicnaHisa C.J1., CTpOKamu, 3a3HavyeHnMn y
IcnaHis; nepioguYHOCTI NoAAaHHSA
BupobHuuTBO perynspHux 3BiTiB 3 6e3neku.
Hepo3sgacoBa
Horo
NPOAYKTY,
KOHTPO/b
cepiii:
PotteHzopd
dapma 'vbx,
HimeuuunHa,;
lNepBuHHe Ta
BTOPUHHE
nakyBaHHS:
PotteHzopd

dapma 'vbx,
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs
HimeuumnHa,;
NAMIM CAH
MPOCMEPO
CMA, ITanis;
KoHTposib
cepiii:
CiHTOH BB,
HigepnaHngm
31. | ®ITOCEA® nopoLuokK (cybcTaHuis) 3 MAT Ykpaina NAT YkpaiHa nepepeectpauis Ha - He UA/13151/01/01
CyMiLLi nikapcbKoT "Ximthapm3asosg "Ximthapm3as HeobMexeHuit TepMiH nionsieae
POC/IMHHOI CUPOBUHN Y "UepBoHa 3ipka" of "YepsoHa
nanepoBux Milkax ans 3ipka”
BMPOBHNLTBA HECTEPUIIBHUX
nikapcbknx hopm
32. | LE®TPUAKCOHY nopoLLoK (cybcTaHuis) y MpAT YkpaiHa Kiny Kutai MepepeecTpauis Ha - He UA/13215/01/01
HATPIEBA Cl/lb KOHTelHepax antoMiHiEBUX "papmMaLeBTnYHa AHTIGIOTIKC HeobMeXeHuli TepMiH. nionsizae
CTEPU/IbHA 0ns hapmaleBTUYHOTO ipma "OapHuua” dapmac'toTika
3acToCyBaHHA n Ko., 1114,
33. | WABAIIINCTA et no 40raéono 50T B MNAT YkpaiHa MNAT YkpaiHa MepepeecTpauis Ha 6e3 nidnsizae UA/8566/01/01
nayvkax 3 BHYTPILHIM "Nly6Hnchapm” "Ny6Hnchapm"” HEeoOMeXeHW TepMiH. peyenma

nakeTom

MepiognyHICTb NOgaHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

o Mopagky 3aiicHeHHs

thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU

340pOB’sA YkpaiHu Big, 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHY 340P0B’A YKpaiHu
Bifl 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i
CTpoKamu, 3a3HavyeHMK y
nepiogMYHOCTI NoAaHHA
perynsipHux 3BiTiB 3 6e3neku.
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HauyanbHUK YnpaBniHHA hapMaueBTUUYHOI AiANNIbHOCTI Ta .
AIKOCTi thapmavLeBTUUHOT NPOAYKLiT T.M. JIackoBCbKuUK



Jopatok 3

A0 Haka3y MiHicTepcTBa OXOPOHU

3[4,0pPOB’A YKpaiHu
27.03.2018 Ne 553

MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOTIOMNYHUX NPEMNAPATIB), WWLOAO0 AKX BY/MI BHECEHI 3MIH/ A0 PEECTPALUINHNX MATEPIANIB, AKI
BHOCATbLCS A0 AEP)XABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHN
Ne Hassa nikapcbko2o dopma sunycky 3asiBHUK Kpaina Bupo6HuUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocBi04Y€eHHs1
1. | ADAXNO® TabseTku, BKpUTI NAIBKOBOO MAT "dapmaxk” YkpaiHa Brpo6HMLUTBO KaHaga BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: - UA/15809/01/01
060/10HKO10, 10 5 Mr, in bulk roToBOro 3MiHu Il TUny - 3MiHK Woao
Ne 11760 (7x1680): no 7 nikapcbKoro 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy.
TabneTok y 6nictepi; no 3acoby, BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
1680 6nicTepiB y kOpoO6L KOHTPO/b YMOB BUAaui peecTpaviliHoro noceigyeHHs,
AKOCTI, BUMYCK BK/OYatoun MnaH ynpasniHHA pu3vkamu
cepii: (3acTocyBaHHs 3MiH(1), Ski(a) BUMaratoTb(€)
AnoTekc IHK, noAasibLLIoro 06I'pyHTYBaHHS HOBUMM
Kanaga; [0[AaTKOBUM JaHUMK, WO MatoTb HagasaTucs
MepBuHHE Ta KOMNETEHTHUM OpraHoM, OCKI/TbKV BUMaraeTbCs
BTOPVHHE CyTTEBA OL|iHKA KOMMNETEHTHUM OpraHoMm)
nakyBaHHs (BukoHaHHs 3060B'A3aHb BigNOBIAHO A0
nikapcbKoro nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 oo
3acoby : Mopsiaky NPOBEAEHHS eKCNepTU3n
Anotekc IHK, peecTpauiiiHux maTepiasis Ha Nnikapcbki
KaHapa,; 3acobu, Lo NoJatTbCA Ha AePXaBHyY
KoHTposb peecTpavuito (nepepeecTpadito), a Takox
AKOCTI, eKcnepTn3n MaTepianis NPo BHECEHHS 3MiH A0
nepBuHHE Ta peecTpauiiHux maTepiasnis NpoTArom aii
BTOPVHHE peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
nakyBaHHs Hakazom MO3 Big, 26.08.2005 Ne 426 (y
nikapcbKoro pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
3acoby:
AnoTekc IHK,
KaHaga;
Mikpo6ionoriy
HWIN KOHTPOSb
nikapcbKoro
3acoby:
AnoTekc IHK,
KaHaga
AJQAXNO® TabneTku, BKpUTI NNiBKOBOKO MAT "®apmak” YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15810/01/01
060/10HKO0, N0 5 Mr, no 7 “®apmak”, 3minu |l TUny - 3MiHn Wwopo peyenmo
TabneTtok y 6nictepi, no 4 YkpaiHa 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. M
6nictepu y nauui (BUPOBHMLTBO BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta
3 MaKkyBaHHs in YMOB BUAAui peecTpaviliHoro nocsigyeHHs,
bulk chipmu- BKOYaoun MNnaH ynpassiHHA pusnkamu

BMpPOGHUKA

(3acTocyBaHHs 3MiH(K), siki(a) BUMaratTb(€)
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
AnoTekc IHK, noAasibLLIoro 06r'pyHTyBaHHS HOBUMM
Kanaga) [0[AaTKOBUM JaHUMK, WO MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKI/TbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMMNETEHTHUM OpraHoMm)
(BnkoHaHHs1 3060B'si3aHb BifNoOBigHO 40
nignyHkTy 1.8.2 nyHkTy 1.8 gogartky 5 oo
Mopsiaky NPOBEAEHHS eKCNepTU3n
peecTpavuiiiH1X MaTepiasiiB Ha flikapcbki
3aco6u, L0 NOAAKTLCA Ha AepXKaBHY
peecTpavuito (nepepeecTpadito), a Takox
eKCnepTn3n matepiasnis NPo BHECEHHS 3MiH [0
peecTpauiiHux maTepiasnis NpoTArom aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
3. | ADAXNO® TabneTkun, BKPUTI MNiBKOBOIO MAT "®apmak” YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15810/01/02
060710HKo0, No 10 mr, no 7 “®apmak’”, 3minu |l TUny - 3MiHn Wwopo peyenmo
TabneTok y 6nictepi, no 4 YkpaiHa 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. M
6nictepn y nauui (BUPOBHMLTBO BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta
3 MaKkyBaHHs in YMOB BUAaui peecTpaviliHoro nocsigyeHHs,
bulk chipmu- BKOYaoun MnaH ynpassiHHA pusnkamu
BMPOOHUKA (3acTocyBaHHs 3MiH(K), siKi(a) BUMaratoTb(€)
Anotekc IHk, NoAa/IbLIOr0 06r'pyHTYBaHHSA HOBMMMU
KaHapa) [08aTKOBUM Ai@aHMK, Lo MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHVM OpraHoM)
(BukoHaHHs1 3060B's13aHb BifNOBIAHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gopatky 5 ao
Mopsaky NpoBeAeHHs ekcnepTuan
peecTpauiiiHux MaTepiasiiB Ha Nikapcbki
3aco6wu, LU0 NOAAITLCS Ha AepXaBHY
peecTpavuiio (nepepeecTtpadito), a Takox
eKkcnepTu3y MaTepianis NPo BHECEHHA 3MiH [0
peecTpavuiiHux maTepianis NpoTArom faii
peecTpaviniHOro NocBiAYEHHS, 3aTBEPAKEHOTO
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y
pefakuii Hakazy MO3 Big 23.07.2015 Ne 460)
4. | AQAXNO® TabneTkun, BKPUTI M/1iIBKOBOK MAT "®dapmak” YKpaina BupobHMuTBO KaHaga BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/15809/01/02
060/10HKOI0, Mo 10 Mmr, in roToBOro 3MiHu 1l TNy - 3MiHK Woa0
bulk Ne 11760 (7x1680): no nikapcbKoro 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
7 TabneTtok y 6nicTepi; no 3acoby, BHeceHHs abo 3miHa(u1) 4o 3060B'A3aHb Ta
1680 6nicTepiB y kopobui KOHTPO/1b YMOB BUAaui peectpaviliHoro noceigyeHHs,
AKOCTI, BUMYCK BK/OYatouun Mnax ynpasniHHA pu3vkamu
cepii: (3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
AnoTekc IHK, noAasibLLIOro 06I'pyHTYBaHHSA HOBUMM
Kanaga,; [0[AaTKOBUM JaHuMK, WO MatoTb HagasaTucs

[epBuHHE Ta

KOMNETEHTHMM OpraHom, OCKiJIbKM BYMaraeTbcs
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
BTOPVHHE CyTTEBA OL|iHKA KOMMNETEHTHUM OpraHoMm)
nakyBaHHs (BukoHaHHs 3060B'A3aHb BigNOBIAHO A0
nikapcbKoro nignyHkTy 1.8.2 nyHkTy 1.8 gogartky 5 oo
3acoby : Mopsiaky NPOBEAEHHS eKCnepTu3n
Anotekc IHK, peecTpauiiHux maTepiasis Ha Nnikapcbki
KaHapa,; 3aco6u, L0 NOAATLCA Ha AepXKaBHY
KoHTpOsb peecTpavuito (nepepeecTpadito), a Takox
AKOCTI, eKcnepTn3n MaTepianis NPo BHECEHHS 3MiH 40
nepBuHHE Ta peecTpauiiHux maTepiasnis NpoTArom aii
BTOPVHHE peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
nakyBaHHs Hakazom MO3 Big, 26.08.2005 Ne 426 (y
nikapcbKoro pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
3acoby:
AnoTekc IHK,
KaHaga;
Mikpo6ionoriy
HWIN KOHTPOSb
nikapcbKoro
3acoby:
AnoTekc IHK,
KaHaga
5. | AEBIT® Kancynm m'ski, no 10 kancyn MAT "KuiBcbKuii YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/7362/01/01
y 6nictepax; no 10 kancyny BiTaMiHHMIA 3aBo4" "KuiBcbkuii 3MiHn | TMNy - 3MiHK 3 AKOCTI. FoTOBUIA peyenma
6nictepi, no 1, abo 3, abo BiTaMiHHWI nikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y
no 5 6nictepis y naywi; no 3aBog" cknagi (4ONOMDKHUX pevyoBMHax) roToBOro
20 kancyn y 6nictepi, no 1, nikapcbkoro 3acoby (iHwWi 3MiHN) (BunyueHHs
abo 2, abo no 3 6nictepu y mMeTunnapabeHy i nponininapabeny 3i cknagy
naJui; no 50 kancyn y XenaTtnHoBoi 06010HkM [N13) (TepmiH
6nictepi, no 1 6nictepy y BBEJEHHS 3MiH MPOTAroM 3-x MicsiLiB micns
navui 3aTBEPKEHHS)
6. | ANNOKIH-ANMb®A niogpinizaT Ana po3unHy ans TOB Pociiicbka MpAT YkpaiHa BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/8668/01/01
iH'ekuin no 1,0 mr, gns "AnnocepoH" depnepauis "BIO®APMA", 3MiHK | TURy - 3MiHK WOoA0 peyenmo
BMpOGHMKa MpAT YkpaiHa; TOB 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy - M
"BIO®PAPMA", YKpaiHa, M. "P3 He3HauHi 3MiHW Y TEKCTi MapKyBaHHS NepPBUHHOT
Kuig: 3 amnynu 3 "BIO®PAPMA", Ta BTOPVHHOI YNakoBOK
niogpinizaTom y KaceTHii YkpaiHa

KOHTYPHIli YapyHKOBIA
ynakoBLji; Mo 1 KaceTHii
KOHTYPHIli YapyHKOBIl
yNakoBLji y nayLii 3 KApTOHy;
0ns BupobHuka MpAT
"BIOPAPMA", YKpaiHa,
KviBcbka 0611., M. Bina
Llepksa: 3 th/iakoHu 3
niogpinizaTom y KaceTHii
KOHTYPHIli YapyHKOBIA
ynakoBLi; Mo 1 KaceTHii
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
KOHTYPHIli YapyHKOBIl
yMakoBLji y nayLi 3 KApTOHy;
3 amnynu 3 niodpinizatom y
KaCETHIl KOHTYpHIlA
YapyHKOBIli ynakosLj; no 1
KaCETHIl KOHTYpHIl
YapyHKOBIli yNakoBLj y nauli
3 KapTOHY
7. | APTELXXA IH’EKUII PO34unH ANs iH exuiii, 200 MPAT Ykpaina MpAT "Jlekxim- YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/15621/01/01
Mr/2 M1 No 2 M B amnynax, "®ITOPAPM" Xapkis" 3MiHuM | TUNY - 3MiHa Ha3Bu BUPOOHUKa AD| peuenmo
no 10 amnyn B nayui; no 2 XOHAPOITUHY cynbaty HaTpito, 6e3 3MiHK M
M/1 B amnynax no 5 amnyn B MicL BUPOGHMLTBA, 3 BiAMNOBIAHUMY 3MiHAMU Y
6nictepi, no 2 6nictepu B p. «Cknag»
nauj 3 KapToHy
8. | AUMKNOBIP- niodpinizaT 4N posumHy ons PYyn Pecny6nika PYM Pecny6nika BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/16018/01/01
BENMEL iHdpy3iii no 250 mr; 1 "Benmeanpenapar Binopycb "Benmeanpen Binopycb 3Minu [l TUny - 3MiHN Wopao peyenmo
nakoH 3 niocponizatom y n" apartun" 6e3nekn/edekTBHOCTI Ta hapMakoHarisgy. M
KapTOHHIN nauui BHeceHHs abo 3miHa(1) 4o 3060B's13aHb Ta
YMOB BMAaui peecTpaLiiiHoro nocBiAYeHHs,
BK/IIOYa0UM MNnaH ynpasniHHA pusnkamu
(3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBYMU
[0[aTKOBUM Ai@aHMMK, L0 MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
CYTTEBA OLiHKa KOMNETEHTHUM OpraHoM)
(BnkoHaHHS1 3060B'si3aHb BignNoBigHO 40
nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 no
Mopsaaky NpoBefeHHA ekcnepTuan
peecTpavuiiiH1X MaTepiasiiB Ha Jlikapcbki
3aco6wm, L0 NOAAITLCA Ha AepXaBHY
peecTpavuiio (nepepeecTpadito), a Takox
eKcrnepTn3n MaTepianis NPo BHECEHHS 3MiH 40
peecTpauiiHux maTepianis NpoTArom aii
peecTpaLiiHoro nNocBiAYeHHs, 3aTBEPIAXKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
9. | ALMKNOBIP- niogpinizaT Ana po3unHy ans PYn Pecny6nika Pyn Pecny6nika BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/16018/01/02
BENMEL iHcpysii no 500 mr; 1 "Benvegnpenapar Binopycb "Benmeanpen Binopycb 3miHu |l TUny - 3MiHK Wwopao peyenmo
hnakoH 3 niodponizatom y n" apatun" 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy. M

KapTOHHI nauj

BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta
YMOB BUAaui peecTpaviliHoro noceigveHHs,
BK/IIOYa0uM MNnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasIbLLIOro 06I'PYHTYBaHHS HOBUMM
[08aTKOBUM AaHnMK, Lo MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCcs
CyTTEBA OLIIHKA KOMMNETEHTHUM OpPraHoM)
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

(BuKoHaHHs1 3060B's13aHb BifNoBigHO 40
nignyHkTy 1.8.2 nyHkty 1.8 gogartky 5 go
Mopsaky NPoOBeAEHHS eKCrnepTu3n
peecTpauiiiHux MaTepiasiiB Ha Nikapchbki
3aco6w, WO NofaTbCsA Ha AePKaBHY
peecTpaujio (MepepeecTpaLiio), a Takox
eKcnepTu3y MaTepianis Npo BHECEHHS 3MiH [0
peecTpauiiHnux maTepianis NpoTArom Aii
peecTpauiiHoro NocBigYeHHs, 3aTBEpPIKEHOr0
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

10.

ALVIKNOBIP-
LAPHULA

Tabnetkn no 200 mr no 10
Tab1eToK Y KOHTYPHIi
YapyHKOBIli ynakoBLyj; Mo 2
KOHTYPHIi YapyHKOBI
ynakoBKW B nayLyj

MpAT
"@apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

MpAT
"®GapmaueBTu
YyHa hipma
"OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3miHa ynoBHOBaXxeHoT
ocob6u, BiAnoBigabHOI 3a 3A4iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34ilCHeHHS
thapmakoHarnsay B YkpaiHi, K0 BOHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0cobu,
BiANOBiAa/bHOI 3a 3AjACHEHHS
hapmakoHarniagy (BKIYaoUun KOHTaKTHI AaHi)
Ta/abo 3MiHM Y po3MilLeHHiI MacTep-thaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XEHOT 0cO6M, BiANOBILaNbHOI 3a
hapmakoHarnag;

[itova pegakuis - CmoBx CTtaHicnasa
AHatoniiBHa; MponoHoBaHa pepakuis - Cipaxos
Irop OnekcaHgpoBumY

3a
peyenmo
]

UA/0991/0101

11.

BEHAAMYCTUH-
BICTA

NOPOLLOK A1 NPUrOTyBaHHS
KOHLeHTpaTy ans
MPUroTyBaHHA PO34nHY A1
iHdpysiin, 2,5 mr/mn, no 25 mr
a60 no 100 Mr nNOpoLUKy y
hnakoHi; No 1 dplakoHy y
KapTOHHI Kopoo6Li

Mictpan Kenitan
MeHeXmeHT
Nimiteq

Benuka
BputaHis

CiHgaH ®apma
C.P.N.

PymyHis

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUeHHs
TepMiHy NpuAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - s TOproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK peasibHOro Yacy)
(36inbLUEHHS TepPMiHY MPUAATHOCTI TOTOBOrO
nikapcbKkoro 3acoby (3 2-x Ao 3-X pokiB)
(TepMiH BBEAEHHS 3MiH NPOTArOM 3-X MicsiLiB
nicnsi 3aTBEPAKEHHS)

3a
peyenmo
M

UA/15258/01/01

12.

BEH3U/IBEH30AT
MEANYHNN

piavHa MacnaHucTa abo
Kpuctanu (cybcraHuis) y
nonieTNEHOBUX

JepxasHe
niANPUEMCTBO
"3aB0og, XiMiYHNX

Ykpaina

[epxasHe
nigNPMEMCTBO
"3aBof

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TURNY - AAMIHICTPATVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus

UA/8008/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

KOHTeliHepax ans
hapmaLeBTUYHOIO
3acTOCyBaHHs

peakTusiB"
HaykoBo-
TEXHOMOrYHOro
Komnnekcy
"IHCTUTYT
MOHOKpUCTasiB"
HaujioHanbHoi
akagemii Hayk
Ykpainn"

XiMIYHUX
peakTuBiB"
HaykoBo-
TexXHosOoriYHor
0 KOoMMneKkcy
"l[HCTUTYT
MOHOKpUCTani
B
HaujioHasbHOT
akagemii Hayk
Ykpainun"

NPOBaKEeHHSA AiSIbHOCTI BUPOOHMKa
(BKtOYALOUM, 3a HEOBXiAHOCTI, Micue
NpoBefeHHS KOHTPOJIIO SIKOCTi), a60 BiacHuKa
macTep-paiina Ha A®l, abo nocTavasibHUKa
Adl/BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCA Y BUPOOHMUTBI ADI (AKLLO
3a3HaYeHo y A0CLE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[oCbe, ab60 BUPOOHMKA HOBOI fLOMOMIXHOT
PEUOBMHM (SIKLLLO 3a3HAYEHO Y A0CLE) (3MiHA
anpecu BupobHuka Adl, 6e3 3amiHn micus
BMpo6HULTBa) (TEepMiH BBEAEHHS 3MiH
npoTsrom 3-x MicsLUiB Nicas 3aTBepKEHHs)

13.

BA30MNPO®

kancynu no 250 mr, no 10
Kancyn y 6nictepi; no 4
6nicTepun y nauui 3 KapToHy

MAT "®apmak”

Ykpaina

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
BUNPABIEHHS TEXHIYHNX MOMWIOK Y PO34iNi
YnakoBka MeTOofiB KOHTPO/IO AKOCTI Ha
nikapcbkuii 3acio

3a
peyenmo
M

UA/11505/02/01

14.

BA30MNPO®

kancynu no 500 mr, no 10
Kancyn y 6nicrepi; no 6
6nicTepiB y nautli 3 KapToHY

MAT "®dapmak"

YkpaiHa

MAT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
BUNPABEHHS TEXHIYHUX MOMWIIOK Y pO34ini
YnakoBka MeTOfiB KOHTPO/II0 AKOCTi Ha
nikapcbkuii 3acio

3a
peyenmo
]

UA/11505/02/02

15.

BA3OCEPK ®OPT

Tabnetku no 16 mr, no 15
Tabnetok y énictepi; no 2
6nicTepun y KapTOHHIl
KopoobLi

NMPO®APMA
IHTEepHeLwHN
TperguHr Miviteq

MasibTa

AB/ll IBPAXIM
Ilnay CaHai Be
Tipkapet
A.LL

TypeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkunii 3aci6. CtabinbHiCTb. 3miHa y
TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUeHHs
TepMiHy NpuaaTHOCTI FOTOBOTO J1iKapCbKOro
3aco6y) - 119 Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHMMK peasibHOro Yacy)
(36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby 3 2-x Ao 3-X pokiB) (TepMmiH
BBEEHHSA 3MiH NPOTAroM 6-Tv MicsAuiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oToBWiA Nnikapcbkuii 3aci6. CTabinbHICTL. 3MiHa
y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHsa roTOBOro NiKapCbKoro 3acoby (3miHa
B YMOBax 36epiraHHs roToBOro JlikapCbKoro
3aco6y abo nicns PO3YNHEHHA/BILHOBMEHHS)
(3miHa B ymoBax 36epiraHHs [/13) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-T1 MicsALiB nicns
3aTBEPKEHHS)

3a
peyenmo
M

UA/3098/01/02

16.

FENO®Y3UNH

po3uunH ANns iHgysili no 500
MJ1 PO3UKHY Y hiakoHax; no
10 dhnakoHiB y KapTOHHii
Kopo6ui; no 500 MA po3ynHy

B. BpayH
Menb3yHreH Al

HimeuunHa

B. BpayH
Megukan CA

LLiseiiuapis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micua
NpPoBaKEeHHS Ais/IbHOCTI

3a
peyenmo
]

UA/5905/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

y thnakoHax

BUpO6HMKa/iMnopTepa roToBoro JlikapcbKoro
3acoby, BK/IYaun AiNbHMLI BUMYCKy cepii abo
MicLie NPOBeAEHHS KOHTPOJTIO AKOCTI.
(oisnbHICTb, 3a Ky Bignosifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKYM BUMYCK Cepili)
(npvBegeHHs agpecu BUpo6Huka MN3 go
OpUriHaNIbHNX AOKYMEHTIB 3 BifnoBigHMMMN
3MiHamu B TEKCTIi MapKyBaHHS yNakoBOK)

17.

rPMNento

TabneTku no 4 Tabnetkn y
cTpuni; no 1 ctpuny y
KOHBEpTi; No 4 Tabnetkn y
cTpuni; no 1 ctpuny y
KOHBepTi; no 50 KoHBepTIB Yy
KapTOHHI KOpoo6Li

AHaHTa Megikeap
nra.

Benuka
BpuTaHis

dnamiHro
PapmacboThK
aunc Nita.,
IHAjs;
ApTtypa
dapmacbioTika
n3 ner. 174,
IHAis

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCA BUNYCKY cepil
Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs BUPOOHUKA, L0
BiANOBiAaE 3a BBe3eHHs Ta/abo BMMYCK cepil) -
Br/itoyaroumn KOHTPO/Ib/BUNPOBYBaHHA cepii
(BBEAEHHSA [0AATKOBOI BUPOOHMYOI AibHNL
ApTypa ®apmacsbtoTikans MeT. /114, IH4iA)
(TepMiH BBEAEHHS 3MiH NPOTArOM 3-X MicsiLiB
nicnsa 3aTBepmxeHHs); 3MiHu | Tuny - 3miHn 3
sKocTi. FoToBwMIA Nikapcbkuid 3aci6. 3mMiHM y
BMPOBGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUPOGHMLTBA ANs
4acTnHK abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO NikapCbKoro 3acoby (OibHULSA, Ha
AKili NPOBOAATLCA OyAb-AKi BUPOGHMYI cTag,i,
3a BUHATKOM BUMYCKY Cepiil, KOHTPO/IIO AKOCTI,
NepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, AN
HecTepWbHKX fikapCbknx 3aco6iB) (BBeAEHHS
[,04,aTKOBOT BUPOOHMYOT AinbHULI ApTypa
dapmacbtoTikans MeT. 1T4., IHAiA) CynyTHA
3MiHa - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuit
3aci6. 3MiHN y BUpo6HMLTBI. 3amiHa abo
BBEEHHS OAATKOBOI AiNIbHUL BUPOOHMLTBA
AN15 YacTUHU abo BCbOro BUPOGHMYOrO mpouecy
roTOBOrO JlikapcbKoro 3acoby (AinbHuUA Ans
BTOPVHHOrO NakyBaHHS). - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI AiNibHUL BUPOBHULTBA A5
YyacTuHM abo BCbOro BUPOGHUYOro npoLiecy
roTOBOrO JlikapcbKoro 3acoby (AinbHuUA aAns
NePBUMHHOTO NakKyBaHHS)

6e3
peyenma
— Ne 4, 3a
peyenmo
M — Ne 200

UA/6965/01/01

18.

IEKACAH®

po3uuH 0,2 mr/mn, no 50 mn
abo no 100 mn, abo no 200
M abo no 400 mn B

nasiwkax ckasHux; no 50 mn

TOB "tOpis-dapm”

YkpaiHa

TOB "tOpis-
Papm”

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHu | TUNy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa

6e3
peyenma

UA/5364/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
ab6o no 100 mn, a6o no 250 pO3Mipy yNakoBK/ roTOBOrO NikapCcbKoro 3acoby
mn, abo no 500 mn, abo no (3MiHa KinbKOCTi 0AMHMLE (Hanpuknag
1000 mn, abo no 2000 mn, TabneTok, amnyn ToLW0) B yNakoBLi:) - 3MiHa
ab6o no 3000 mn, abo no no3a Jjiana3oHoM 3aTBepXeHNX po3MipiB
5000 M7 B KOHTEliHepax ynakoBku (BBEAEHHSA AOAATKOBUX BULIB
noniMepHux; no 2 ma abo no yMakoBOK Mo 2 M abo no 5 M B KOHTelHepi
5 M1 B KOHTelHepi ofHoA030BOMY, Mo 4, abo no 8, abo no 12
ofHoA030BOMY, MO 4, abo no KOHTEliHepiB B NayLj 3 kapToHy) (TepMiH
8, abo no 10, abo no 12 BBE/EHHS 3MiH MPOTAroM 3-X MicsiB nicns
KOHTElHepiB B naui 3 3aTBEPXKEHHS)
KapToHY
19. | AEKATUNEH™ TabneTku ans TeBa 13painb AuunHo dapma LLBeruapis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/6633/01/01
PO3CMOKTYBaHHsA no 10 dapmaLeBTikan Arl, HimeyunHa 3MiHu Il TMny - 3MiHK Woao0 peyenma
TabneTok y 6nictepi; no 2 IHpacTpi3 N14. LLiBeiuapis; 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
abo 3, abo 4 6nictepu y JopartkoBa BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
KapTOHHI KopooLi nab6opaTopis, YMOB BUAaui peectpauiliHoro noceigyeHHs,
Lo npuiimae BK/OYatoun MnaH ynpasniHHA pu3nkamu
y4yacTb B (3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)
KOHTpOni nofanbLIoro 06rpyHTyBaHHA HOBMMUN
AKOCTI: [0[AaTKOBUM JaHUMK, WO MatoTb HagasaTucs
YHTep3yxXyHrci KOMNETEHTHUM OpraHoM, OCKI/TbKV BUMaraeTbCs
HCTUTYT CyTTEBA OL|iHKA KOMMNETEHTHUM OpPraHoMm)
Xennenep, (BukoHaHHs 3060B'A3aHb BifNOBIAHO A0
HimeyunHa nignyHkTy 1.13 nyHkTy 1 gopatky 15 go
Mopsiaky NPOBEeAEHHS eKCNepTU3n
peecTpavuiiiH1X MaTepiasiiB Ha flikapcbki
3aco6wm, L0 NOAATLCA Ha AepXKaBHY
peecTpavuito (nepepeecTpadito), a Takox
eKCnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux maTepianis NpoTArom aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
20. | AENOP® Masb, 0,5 mr/r; no 25 rB dapma VoppaHis dapma VioppaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3092/02/01
Ty6i; N0 1 Ty6i y KApPTOHHIl IHTepHeLLeHan IHTepHeLueHan 3MiHM | TMNY - AgMiHICTPATUBHI 3MiHK. 3MiHa peyenmo
KOpooLi KomnaHi KomnaHi HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa M

(BnacHuKa peecTpauiiiHoro NocBigYeHHs)
(3MiHa HalilMeHyBaHHS 3asiBHMKA); 3MiHW | TNy
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHs OisfIbHOCTI

BMpPOGHMKa/iMnopTepa roToBOro JlikapCbKoro
3aco0y, BKIOYAKUM AiNbHNLi BUNYCKY cepii abo
MicLie NpoBefEHHS KOHTPOJIHO AKOCTI.
(AisnbHICTb, 3a 5Ky BigNoBigae
BMPOGHUK/IMNOpTEp, BK/IKOYAKOUM BUMYCK cepili)
(3miHa HaliMeHyBaHHA Ta afgpecy BUPOGHUKA,
6€e3 3MiHM MicusA BUPOOHMLTBA)
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
21. | AEHIFMA® TabneTku, BKpUTI KYCYM IHAis KYCYM IHAis/ YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13254/01/01
060710HKO, N0 5 ™mr, no 14 XENTXKEP MNMBT XENTXKEP 3MiHM | TUny - 3amiHa rpadiyHoro ohopMIEHHS peyenmo
TabneTok y 6nictepi; no 1 nTa NBT NTA, NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT M
6nicTepy B KAPTOHHIi IHais; MapKyBaHHS YNakoBOK 3 BiAMNOBIAHUMW 3MiHAMMU
ynakosLj; no 14 TabneTtok y anbTepHaTUBH Ao posginis MKA 113 (po3gin «padivHe
6nicTepi; no 1 6nictepy B WA BUPOGHMUK, 0(hOPM/IEHHS» 3aMiHEHO PO34i/IOM
KapTOHHI ynakosLi; no 10 LU0 3Ail/iCHI0E «MapkyBaHHs>»). BBefieHHA1 3MiH NPOTArom 6-
KapTOHHMX YNaKkoBOK y BTOPVHHE TV MicsILiB Nicna 3saTBepAKeHHsA
KapTOHHI KOpooLi nakyBaHHs,
KOHTPO/b
AKOCTI Ta
BVNYCK Cepil:
TOB "KYCYM
SAPM",
YKpaiHa
22. | QEHIFMA® TabneTku, BKpUTI KYCYM IHais KYCYM IHAis/ YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13254/01/02
o60noHkKot, no 10 mr, no 14 XENTXKEP MNMBT XENTXKEP 3MiHM | TUny - 3amiHa rpadiyHoro ohopMIEHHS peyenmo
Tabnetok y 6nictepi; no 1 nTa MNBT NTA, NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT M
6nicTepy B KAPTOHHIi IHais; MapKyBaHHS YNakoBOK 3 BiAMNOBIAHUMW 3MiHAMM
ynakoBLj; no 14 TabneTok y anbTepHaTUBH Ao posgainis MKA N13 (po3gin «padiuHe
6nicTepi; no 1 6nictepy B 1A BUPOGHMUK, 0(hOPM/IEHHSA» 3aMiHEHO PO34i/IOM
KapTOHHI ynakosLi; no 10 LU0 3AiliCHIOE «MapkyBaHHs»). BBefieHHA1 3MiH NPOTArom 6-
KapTOHHUX YNaKkoBOK y BTOPVHHE TV MicsILiB nicns 3saTBepAKeHHsA
KapTOHHI KOpooLi nakyBaHHs,
KOHTPO/b
AKOCTI Ta
BUNYCK cepil:
TOB "KYCYM
OAPM",
YKpaiHa
23. | AEHIFMA® TabneTku, BKpUTI KYCYM IHAis KYCYM IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/15791/01/01
060/10HKOH0, 1Mo 5 Mr in bulk: XENTXKEP NBT XENTXKEP 3MiHK | TUNy - 3amiHa rpadivyHOro 0hOpPMEHHS
Ne 14x200: no 14 TabneTok nTa NBT NTA NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
y 6nictepi; no 200 6nicTepis MapKyBaHHS yNakoBOK 3 BiANOBIAHUMY 3MiHaMU
Y KapTOHHI KOPOOLLi [0 posginie MKA N13 (po3gain «lpadivHe
0hOpPMIEHHS» 3aMiHEHO PO3/i/IOM
«MapkyBaHHs1»). BBeAeHHA1 3MiH NpoTArom 6-
TU MicAILIB Nicnsi 3aTBePAKEHHSA
24. | QEHIFMA® TabneTkun, BKpUTI KYCYM IHAis KYCYM IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/15791/01/02
060/10HKOI0, N0 10 Mr in XENTXKEP MNMBT XENTXKEP 3MiHM | TUny - 3amiHa rpadiyHoro ohopMIEHHS
bulk: Ne 14x200: no 14 nTa NBT NTA NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
Tabnetok y 6nictepi; no 200 MapKyBaHHS YNakoBOK 3 BiAMNOBIAHUMW 3MiHAMM
6nicTepiB Yy KAPTOHHIi Ao posginis MKA N13 (po3gin «padivHe
Kopoo6Li 0(hOPM/IEHHSA» 3aMIHEHO PO34i/TIOM
«MapkyBaHHs»). BBefieHHs1 3MiH NPOTArom 6-
TN MicsILiB Nicna 3aTBepAKeHHsA
25. | ANMEAPOIN- PO34MH ANns iH'ekuiin, 10 MpAT YKpaiHa MpAT YkpaiHa BHECEHHs1 3MiH 10 peecTpauiiHux maTepianis: 3a UA/4851/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

OAPHULA

Mr/mn no 1 mn B amnyni, no
10 amnyn y kopob6u,; no 1
M B amnyni, no 5 amnyny
KOHTYPHIli YapyHKOBIl
YMaKkoBLii, N0 2 KOHTYPHI
YapyHKOBi YNakoBKW B naui

"@apmaueBTnyHa
thipma "AapHuug"

"GapmaueBTu
YyHa hipma
"fapHuus"

3MiHu | TUNy - 3MiHa y NapameTpax
cneumdikauin Ta/abo 4oNyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSA Y NMpoLeci BUpO6HULTBA
A®I; cynyTHs 3MiHa: 3MiHa y MeToaax
BMNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiXHOro NPoayKTy/peareHTy, Lo
BMKOPMCTOBYETbLCS Y NpoLieci BUpo6HMLUTBa AD|
(iHWi 3miHM y MeTofax BUNPO6YyBaHHA
(Bkntovaroum 3amMiHy abo fonoBHeHHS) APl abo
BVXifHOro/MpoMiKHOro NpoaykTy). BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHN | TURY - 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMMX
MeX roTOBOr0 /likapCbKOro 3acoby; cynyTHsA
3MiHa: 3MiHa y MeTodax BUNpobyBaHHsA
rOTOBOrO JlikapCcbkoro 3acoby (He3HavyHa 3miHa
y 3aTBEpLKeHNX MeToAax BUNPOOYBaHHS);
3miHu | Tyny - BBeAEHHA BUPOOHMKa AD| Ha
3aMiHy 3aTBepKeHOoMy, SiK Hac/ifoK, 3amiHa
«TepMiHy 36epiraHHa» Ha «TepMiH
NnepekoHTPosI0». BBeAeHHA 3MiH npoTsarom 6-
TU MicAILiIB Nicnsi 3aTBePAXKEeHHA

peyenmo
]

26.

DIGEHAA

TabneTku, BKpUTI NiBKOBOKO
o6onoHkoto, 3 mr/0,02 mr, no
28 Tabnetok y bnicTtepi (24
TabneTkn poxesoro Ta 4
TabneTku nnaue6o 6inoro
Konbopy); no 1 6nictepy y
nauui

AnsoreH IMNMKo
C.ap.n

Nokcembypr

Nab6opaTtopioc
NeoH dapma
C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUny - 3MiHK Wo[0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
Me[MNYHOro 3aCTOCYBaHHSA
reHepUUHNX/TiBpPUAHNX/6I0NOAIGHNX NiKapChKMX
3ac06iB Nicnsi BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHW npenapaT (3MiHa He noTpebye
HaZlaHHSA XXOAHWX HOBUX [0AATKOBUX AaHNX)
(3miHK BHeceHO [0 IHCTPYKUIiT y po3ainu:
"Moka3aHHSA", a TakoX y po3ainu:
"PapmMakonorivyHi BnactmsocTi”,
"MpoTunokasaHHsa", "B3aeMogis 3 iHLLIUMK
nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogiit", "Oco6/MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
roflyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
no3un", "MobivHi peakuii” BignosigHO A0
iHhopMmaLii WoA0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro fikapcbkoro 3acoby (IXKA3,
TabneTtku, BKpUTi 060/10HKO, 3 Mr/0,02 Mr)
(TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicsauiB

3a
peyenmo
M

UA/13227/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
nicns 3aTBepKEHHS)
27. | EBOMEP TabneTku MEPPEPI ITanis BUNYCK cepil, ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/16273/01/01
racTpopesncTeHTHi no 40 mr OAPMAYEYTIMI nepBuHHe Ta BUNPaB/IEHHS TEXHIYHOT NOMUNKM Y MeToAax peyernmo
no 7 Tabnetok y 6nictepi; no CPN BTOPWHHE KOHTPO/IO SIKOCTi rOTOBOrO NikapCbKoro 3acoby M
2 abo no 4 6nictepn y nakyBaHHs: B METOAVLj BUNPOGYBaHHS NoKasHuka
KapTOHHI KOpooLi NAMIMN CAH «P0O34nHEHHS»
MPOCMNEPO
C.M.A., lTanis;
NpUroTyBaHHs
npoaykTy in
bulk:
BAJTPAPMA
IHTEPHELLWN
HAN C.M.A,,
ITanisa
28. | EKBEMECTAH TabneTkun, BKPUTI NNiBKOBOIO AT "IpiHaekc" Nartsis TOB Ipnangis BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/15026/01/01
rPIHOEKC 060/10HKOH0, Mo 25 Mr; no 10 "MinamoyHT 3MiHu | TMNy - 3MiHK 3 AKOCTI. FoTOBUIA peyenmo
TabneTok B 6nicTepi; no 3 Xenckeap", nikapcbkunii 3aci6. CTabinbHicTb. 3MiHa y M
6nicTepu B NayLj 3 KAPTOHY IpnaHgis TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
(anbTepHaTUB rOTOBOrO NiKapCbKoro 3acoby (36ibLUeHHs
Ha AinbHULSA, TepMiHy NpuaaTHOCTI rOTOBOro NikapCcbKoro
Ha sKiit 3aco6by) - 1119 TOprosoi ynakoBku
NpoBOANTLCA (nigTBEPAXYETHCA AAHUMU PEasIbHOTO Yacy)
nepBuHHE (36inbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nakyBaHHS; nikapcbKoro 3acoby (3 2-x Ao 3-X pokis)
aNbTepHaTMBH (TepMiH BBEAEHHSI 3MiH MPOTArOM 3-X MiCsILiB
a ginbHuug, nicns 3aTBepKeHHs)
Ha sKili
NpoBOANTLCA
BTOPVHHE
naxkyBaHHs);
NOBHUIA
BMPOGHUYNIA
npotec:
EipleH ®apma
Nimiten,
Ipnaxgis
29. | EHOOMETPUH TabneTkun BariHasibHi no 100 deppiHr MTM6X HimeuunHa BignosigansH LLBeuis/ BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/9321/01/01
Mr, No 3 TabneTkn y uii 3a HimeyunHa 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. peuenmo
6nicTepi; no 7 6nictepis 3 BMPOGHMLTBO, BunyueHHs BUPO6HNYOI AinbHUL (BKIHOYA0UN M
ansikatopom As KOHTPO/Tb OinbHUUi ana A®l, npomikHOro npoaykTy abo
BHYTPILUHbOBAriHa/IbHOro AKOCTI, roTOBOrO JliKapCbKOro 3acoby, AiNbHULI Ans
BBE[EHHS Y KapTOHHIi nepBuHHe Ta NPOBEeEHHS NakyBaHHs, BUPOGHUKA,
yMakoBLi BTOPUHHE BiAMOBIAA/ILHOrO 3a BUMYCK Cepiii, MicLe
nakyBaHHs: NpoBeAeHHs KOHTPO cepii) abo
Kiodapma AB, nocTtayasibHvKa BUXIAHOrO MaTepiasy, peareHTy
LLIBeuisi; a60 [0NOMiXKHOT Pe4yOBMHM (SIKLLIO 3a3HAYEHO Y
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
BignosigabHM [0CbE) (BUNYUYEHHS BUPOBHNYOIT AiNbHULL
11 32 KOHTPO/1b dapmaLeBTUK3 IHTepHeLWHN IHKopropeiiTes,
SAKOCTi: CLUA)
Anotek
MpoaykTioH
eHp
Nabopatopiep
AB Masibmo,
LLiBeuist;
BignosiganeH
i 3a
KOHTPO/b
AKOCTI Ta
BWNYCK Cepil:
®eppiHr TM6X,
HimeyunHa
30. | EHOOMETPUH TabneTku BariHanbHi no 100 ®eppiHr 13painb BeH-LLUnmoH I3painb BHeceHHs 3MiH f0 peecTpauiiiHuX maTepianis: 3a UA/7764/01/01
Mmr, no 6, 15 a6o 30 dapmaLeBTiKa3 ®nopic NTa,. 3MiHuW | TUNY - 3MiHK Woa0 peyenmo
TabneToK y KOHTelHepi; no 1 nTa 6e3nekun/edhekTUBHOCTI Ta hapMakoHarniagy. M
KOHTelHepy 3 annikaTopom BeefeHHs ab0 3MiHU [0 y3arasibHeHNX AaHnX
ans npo cucTemy dhapmakoHarnsgy (BBefeHHs
BHYTPILUHbOBAriHa/IbHOro y3arasibHeHUX JaHnx npo cucTemy
BBEJEHHS Y KAPTOHHIl thapmakoHarnsgy, 3miHa ynoBHOBaXeHOl
KopooLi 0co6w, BignoBiganbHOI 3a 34jiACHEHHS]
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3
hapmakoHarnsgy 3asiBHuKa AN 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy (BK/IovaroUn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHIIKa,
BignoBigasbHOI 3a hapmakoHarnsag. Jitoya
pegakuisi: Leslie Ronald Krause, MD
MponoHoBaHa pepakuis: Lene Holdrup, M Sc
Pharm, PgD PV Senior Director, Global
Pharmacovigilance
31. | EHTUBIO® NMOPOLLIOK A/171 KOHLeHTpaTy Takena dapma [JaHis Xocnipa, IHK., CWA/ Itania/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/15405/01/01
[ANSA PO34MHY ANns iHdysili no AIC CLWA AscTpis/ 3MiHM | TUny - 3MiHa y MeTofax BunpobyBaHHs peyenmo
300 mr y donakoHi; no 1 (BUPOGHMLTBO Benvka rOTOBOrO JIiKAPCbKOro 3acoby (He3HayHa 3miHa M
pN1aKoHy Y KapTOHHiiA M3 Ta BpuTanis/ y 3aTBEpAXEHUX MeTogax BUNpobyBaHHS) -
Kopoo6Li nepsuHHe HimeuunHa BHECEHHS He3HauYHVX 3MiH B OMUCi MeToay, Lo
nakyBaHHs); 3aCTOCOBYETLCA MPU NPOBEAEHHI KOHTPO/IO
Takega Itanis AKOCTI FOTOBOTO NlikapCbKoro 3acoby 3a
C.N.A., ITanisa NOKa3HNKOM «BU3HAYEHHSA YNCTOTU»; 3MiHN |
(BTOpUHHE MMy - 3MiHa y MeTogax BunpobysaHHa A abo
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
nakyBaHHs Ta BMXiAHOrO MaTepiany/npomibKHOro
[03Bin Ta npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
BMMYCK cepii); npoueci BupobHuLTBa A®| (He3HaUHi 3MiHW Y
Takepa 3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
AscTpis TmM6X, BBE/IEHHS BM3HA4YeHHs nocnigosHocTi AHK
ABcTpist aHanisy renis uutoxpomy C okcmgasu | (COI),
(BTOPYHHE AK anbTepHaTUBHOTO MeTozy, Lo
nakyBaHHA Ta BMKOPUCTOBYETLCA A5 iAeHTUdiKaLii Buais
[03BiN Ha KMITUHHOT NiHiT; 3MiHKW | TMNY - 3MiHa Yy MeTogax
BUNYyCK cepil); BMNPOGYBaHHS rOTOBOrO SiKApCbKOro 3acoby
KosaHc (oHOBREHHS NpoLeaypy BUNPObyBaHHA A1s
NabopaTopis npuBELEHHS Y BiANOBIAHICTb 3i 3MiHEHO
Nimites, 3arasibHo cTaTTelo JdY abo €BponeicbKoi
Benuka thapmakone’) - BHECEHHS HEe3HaYHVX 3MiH [0
BpuTaHis meToAy BUMPOOYBaHHSA 3a NOKasHWKOM «BMmicT
(kOHTpPO/b BOAM» (BHECEHO NOcuNaHHA Ha EP 2.5.32)
AKOCTI cepil);
Bikxem
Nab6opaTtopi3
Niviten,
Benvka
BpuTaHis
(koHTpO/b
SKOCTI cepil:
"CTepubHICTb
"Ta
"BakTepianbHi
€HO0TOKCUHN")
; Yapnb3
PiBep
Biochapmacsto
Tikan Cepsici3
rmo6X,
HimeuunHa
(koHTpO/b
SKOCTI cepil:
"Bu3HauveHHA
3B'A3yBaHHA")

32. | ENAAON HEO Kancynum m'saki, no 5 kancyny MAT "KuiBcbKuii Ykpaina NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/12187/01/01
6nictepi; no 6 abo 12 BiTamiHHWIi 3aBoA” "KniBcbkuii 3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBMIA peyenma
6nicTepis y nauyui; no 10 BiTaAMiHHWI nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
Kancyn y 6nictepi; no 3 abo 3aBog" cknagi (4ONOMIKHUX pevyoBMHax) roToBOro

6 6nicTepis y nayui

nikapcbKkoro 3acoby (iHwi 3miHM) (BunyyeHHs
KOHcepBaHTiB MeTunnaparigpokcubeHsoart (E
218) Mponinnaparigpokcnbexsoar (E 216) 3i
cknagy xenaTuHoBoi 06010HKM) (TepMmiH
BBE/IEHHS 3MiH MpoTsAroM 3-x micsuis nicns
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
3aTBEPKEHHS)
33. | ENNENTAN® Tabnetkn no 25 mr no 10 MAT "dapmax” YkpaiHa MAT "dapmax” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/6296/01/01
TabneTok y 6nictepi; no 3 3MiHM | TNy - 3MiHa napameTpiB cnewudikawii peyenmo
6nictepu y nauui Ta/abo fonyCTUMUX MEX FOTOBOMO NiKapChbKOro M
3aco06y (BW/TyYEHHSI HE3HAYHOIO MOKa3HMKa

(Hanpviknag 3acTapinioro nokasHuka, Takoro sk
3anax Ta cMmak, abo igeHTudikalis 6apBHUKIB
YM CMaKoBUX A06aBOK)); 3MiHU | TUMY - 3MiHA Y
MeTogax BUNPo6yBaHHSA rOTOBOTO /iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHNX
MeTodax BUMPOGYBaHHS); 3MiHW | Tvny - 3MiHa y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneumndikayisx Ha Ad®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCA Y NPOLieCi BUPO6HULTBA
A®| (BUNYyYEHHA HE3HAYHOrO NOKa3HWKa SKOCTI
(Hanpvknag BUIyYeHHs 3acTapisnioro
nokKasHuka)); 3MiHu | Tuny - 3MiHa y napameTpax
cneuudgikauii Ta/abo AONYCTUMKX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BMXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y NPOLIECi BUPOOHULTBA
A®I (iHWi 3MiHW); 3MiHK | TUNY - BBEAEHHSA
oHossieHoro CEP R1-CEP 2008-261 Rev 01
LitoY0i pevoBUHY JTaMOTPUIXMHY Bif Ail04Oro
BMPOGHMKa 3i 3MiHamK y cneuudikauii BXigHoro
KOHTPO/II0 AD| - BHECEHHSA T. "BTpaTta B Maci
npu BUCyLLYyBaHHI" He BinbLue 0,5% ans
BM3HAYEHHSA BMICTY 2-nponaHony; T.
"CynpoBigHi AOMILLKM" 3MiHEHO
npo6oniAroToBKY PO3UMHY NOPIBHAHHS; 3MiHN |
TMny - 3MiHa napameTpis crneumdikauin Ta/abo
[0MyCTUMUX MEX A1 AONOMKHOT peyYoBUHN
(iHWi 3MiHK); 3MiHK | TUNY - 3MiHA Y MeToAax
BMNPOGYBaHHSA roOTOBOrO MiKapCbKOro 3acoby
(ansa npuBeaeHHs y BiAgnosigHicTb 3 AdY abo
€BponeicbKo hapMakoneeto Ta BUIyUYeHHs
NOCUNAaHHA Ha 3acTapisinii BHYTPILLHIA MeTop,
BUNPOOYBaHHS | IOro Homep) - NpUBeAEeHHs
TecTy "MikpobionoriyHa uncrorta" y
BignosigHicTb 3 JPY/EP Ta BUNy4YeHHs onucy
MEeTOAMKM; 3MiHW | TUNY - 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMmnX Mex
roTOBOrO NiKapCbKOro 3acoby - BBEAEHO
nepioguYHICTb KOHTPO/IIO T. "MikpobionoriyHa
yMCTOTa": NEPLUY Ta KOXHY M ATY HACTYMHi cepil
YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/6296/01/02

34. | ENINENTAN® Tabnetkn no 50 mr no 10 MAT "®dapmak" YkpaiHa MAT "®apmak”
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

Tabnetok y 6nictepi; no 3
6nictepu y nauui

3MiHM | TUNy - 3MiHa napameTpiB cnevudikawii
Ta/abo fonyCTMMUX MEX FOTOBOMO NiKapChKOro
3aco0y (BMly4YEeHHS HE3HAYHOrO NOKa3HMKa
(Hanpviknag 3acTapinoro nokasHuka, Takoro sk
3anax Ta cMak, abo igeHTudikauis 6apBHKIB
un CMaKoBUX A06ABOK)); 3MiHW | TUMY - 3MiHa Y
MeToAax BUNPo6YyBaHHSA rOTOBOTO MliKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpPAYKEHNX
MeToAax BUMPOGYBaHHS); 3MiHW | Tuny - 3MiHa Y
napameTpax crneuudikauii Ta/abo AonycTUMmX
MeX, BU3HaueHux y crneuudikanisx Ha Ad®l, abo
BVXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCA Y NPOLIECi BUPOBHULTBA
A®I| (BUNYYEHHS HE3HAYHOrO MOKA3HMKa AKOCTI
(Hanpviknag BUIyYeHHs 3acTapifioro
nokKasHuka)); 3mMiHu | Tuny - 3MiHa y napameTpax
cneumdikauin Ta/abo 4oNyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSA Y NMpoLeci BUpO6HULTBA
A®I (iHWi 3MiHW); 3MiHK | TUNY - BBEAEHHS
oHossieHoro CEP R1-CEP 2008-261 Rev 01
[i040i peyoBrHY J1aMOTPUIKMHY Bif, Ail0HOro
BMPOGHMKa 3i 3MiHamK Y cneuudikauii BXigHoro
KOHTPO/II0 ADI - BHECEHHS T. "BTpaTta B Maci
npu BUcyLlyBaHHI" He 6inbLue 0,5% ans
BU3HAYEHHSA BMICTy 2-NponaHorny; T.
"CynpoBifHi AOMILLKK" 3MIHEHO
npo6oniAroToBKY PO34MHY NOPIBHAHHS; 3MiHM |
TMny - 3MiHa napameTpis crneumdikayii Ta/abo
[0MyCTUMUX MEX A1 AONOMKHOT pe4YoBUHN
(iHWi 3miHK); 3MiHK | TURY - 3MiHa Y MeTogax
BMNPO6YBaHHSA rOTOBOrO /iKapCbKoro 3acoby
(ans npuBefeHHsA y BignoBigHicTsL 3 AdPY abo
€BponecbKo thapmakoneeto Ta BUNYyYEHHS
NOCUIaHHSA Ha 3acTapisinii BHYTPILLHIA MeTop,
BMNPOGYBaHHS | 1Oro HoMep) - NPUBEAEHHS
TecTy "Mikpob6iosioriyHa uncroTta" y
BignosigHicTb 3 APY/EP Ta BUy4YeHHs onucy
MEeTOAMKY; 3MiHV | TUNY - 3MiHa napameTpis
cneundikauii Ta/abo AONYCTUMUX MEX
roTOBOrO /liKapCbKOro 3acoby - BBeieHO
nepiognYHICTb KOHTPOSO T. "MikpobionoriyHa
yucToTa": NepLUy Ta KOXHY M ATY HACTYMHi cepii

peyenmo
]

35.

ENINENTAN®

Tabnetku no 100 wr, no 10
Tabnetok y 6nictepi; no 3
6nicTepu y nauui

MAT "®apmak"

YkpaiHa

MAT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHM | TUNy - 3MiHa napameTpiB cnevudikauii
Ta/abo foNyCTMMUX MEX FOTOBOMO MiKApChKOro

3a
peyenmo
M

UA/6296/01/03
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Ymosu

Homep

n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4eHHs1

3aco0y (BMyYEHHS HE3HAYHOrO NOKa3HMKa
(Hanpukniag, 3acTapifioro NokasHvka, Takoro sk
3anax Ta cMak, abo igeHTudikauis 6apBHYKIB
4/ CMakoBUX [06aBOK)); 3MiHM | TUNY - 3MiHa Y
MeToAax BUNPOGYBaHHS FOTOBOIO JliKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpA)KEHNX
MeToAax BUNpPoObyBaHHSA); 3MiHW | TUny - 3MiHa Y
napameTpax cneundikauii Ta/abo AoNycTUMUX
MeX, BU3Ha4eHux y crneumdikayisx Ha Ad®l, abo
BMXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSA Y NMpoLeci BUpO6HULTBA
A®| (BUNYyYEHHA HE3HAYHOIO MOKA3HMKa AKOCTI
(Hanpviknag BUyUYeHHs 3acTapinoro
nokasHuKa)); 3MiHu | Tuny - 3MiHa y napameTpax
cneundikauii Ta/abo JONYCTUMMX MEX,
BM3HAYeHUX y cneuudikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BMKOPWCTOBYIOTLCA Y NPOLieCi BUPO6HNLTBA
A®I (iHWi 3MiHW); 3MiHK | TUNY - BBEAEHHSA
oHosrieHoro CEP R1-CEP 2008-261 Rev 01
[il040i peyoBVHY J1aMOTPUIKMHY Bif, 4il0HOro
BUPOGHMKa 3i 3MiHaMK y cneuudikauii BXigHOro
KOHTpO/t0 A®| - BHeCeHHSA T. "BTpaTta B Maci
npu BUcyLlyBaHHI" He 6inbLie 0,5% ans
BWU3HAYEHHSA BMIiCTy 2-nponaHony; T.
"CynpoBigHI JOMILLKN" 3MIHEHO
npo6oniAroToBKY PO34MHY NOPIBHAHHS; 3MiHU |
TMNy - 3MiHa NapameTpiB crneumdikauiii Ta/abo
[ONYCTUMMX MEX A/151 AONOMDKHOI PEHOBUHN
(iHWi 3miHKW); 3MiHK | TURY - 3MiHa Y MeTogax
BMNPOGYBaHHS rOTOBOrO SiKApCbKOro 3acoby
(ansa npuBedeHHs y BignosigHicTL 3 Y abo
€BponencLKo hapmMakoneeto Ta BUyYeHHs
NOCUIaHHSA Ha 3acTapisinii BHYTPILLHIA MeTop,
BMNPOGYBaHHS | MOro Homep) - NpMBEAEHHS
TecTy "MikpobiosioriyHa unctora” y
BignoBiaHICTb 3 APY/EP Ta BUTYyYEHHS onucy
MEeTOAMKYM; 3MiHN | TUMY - 3MiHa NnapameTpiB
cneuudikauin Ta/abo fonycTMMmNX Mex
roTOBOrO /liKapCcbKoro 3acoby - BBeeHO
nepiognYHICTb KOHTPO/IIO T. "MiKpobionoriyHa
yncToTa": mepuly Ta KOXHY N SATY HACTYNHi cepii

6e3

UA/5632/01/01

36.

ECKYNHOC
KOMMO3UTYM

Kpanni opasibHi no 30 My
nakoHi-kpanesibHuuj, no 1
hnakoHy-KpanesnbHULi y
KOpobLi 3 KapTOHY

Bionoriwe
Xainbmitrens
Xeenb M'm6X

HimeyunHa

Bionoriwe
XalinbmitTens
Xeenb M'm6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLiiiHni MmaTepianis:
3MiHn Il TMny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta

peyenma

YMOB BMAAui peecTpauiiHoro nocsigyeHHs,
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

BK/TIOYa0UM MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasIbLLIOro 06I'pPyHTYBaHHSA HOBUMM
[00aTKOBUM A@aHMK, L0 MatoTb HagasaTucs

KOMNETEHTHUM OpraHom, OCKiNIbKV BUMaraetbCs

CyTTEBA OL{iHKA KOMMETEHTHUM OpraHoMm)
(BuKoHaHHs1 3060B's13aHb BifNoBigHO 40

nianyHkTy 2.3 NyHKTY 2 gogatky 15 go Mopsagky

NPoBEefEeHHA ekcnepTu3n peecTpauiiHnx
mMartepianis Ha fnikapcbki 3acobu, Lo
noJatTbCA Ha iepxasHy peecTpauito
(nepepeecTpauito), a TakoX ekcnepTuan
mMartepianis NPo BHECEHHS 3MiH 0
peecTpauiiHnux matepianis NpoTArom Aii
peecTpavuiiHoro NocBigYeHHs, 3aTBEpPIKEHOr0
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)

37.

ECNIKON BEBI

Kpanni opasbHi no 15 mn
a6o no 30 M y hnakoHi; no
1 chnakoHy y KapTOHHiIl
KOpPOO6Li pa3oM 3 MipHO
nineTkow B iHAMBIAYaIbHIl
ynakoBLi

€Bpo /laiidkep
nrh

Benuka
BpuTaHis

IHOOKO
Pemegic
Niviteq

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3MiHa

pO3Mipy yNakoBK/ roTOBOrO NikapCbKoro 3acoby

(3miHa macu/o6'eMy BMICTY KOHTellHepa
6araTof,030BOro MikapcbKoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHs (abo

0/1HO,030BOr0, YaCTKOBOTO BUKOPUCTAHHS))
(BEAEHHA [0AATKOBOro po3mipy ynakosku 30
M1, 6€3 3MiHM NePBUHHOMO NaKyBaslbHOro
maTepiany) (TepmiH BBELEHHS 3MiH MPOTATOM
3-X MicsUIB Nicns 3aTBEPAYKEHHS)

6e3
peyenma

UA/12949/01/01

38.

ECNIKO/ BEBI

Kpanni opasibHi no 15 mny
hnakoHi; No 1 dplakoHy y
KapTOHHI Kopo6Li pa3om 3
MipHOIO NINETKON B
iHAMBIAYaNbHIl ynakoBL,i

€Bpo aiickep
nTa

Benuka
BpuTaHis

IHOoKO
Pewmegic
Nimiten

IHais

BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis:
3MiHu | TMNy - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuid 3aci6. Onuc Ta cknag. 3miHa y
cKnagi (4ONOMiIXHUX peyoBMHax) roToBoro
niKapcbKoro 3acoby (CcMakoBi o6aBku abo
6apBHUKY) - [loaaBaHHs, BUNYyYeHHs abo
3aMiHa (3MiHa y cknagji AONOMDKHUX PEYOBUH
['N13: BUNy4yeHHs1 6apBHMKa NoHCO 4R (E 124)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsiLiB
nicns 3aTBepKeHHs)

6e3
peyenma

UA/12949/01/01

39.

ETAMBYTON

Tabnetkun no 400 wr, no 10
Tab1eToK Y KOHTYPHIi
YapyHKOBIll ynakoBLi; no 5
KOHTYPHUX YapyHKOBUX
ynakoBOK B nauii; no 1000
Tab/1eToK Y KOHTEiHepax

MpAT
"@apmaueBTnyHa
thipma "AapHuug"

YkpaiHa

MpAT
"GapmaueBTu
YyHa hipma
"fapHnus"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
3MiHu Il TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BUAaui peectpauiliHoro noceigyeHHs,
BK/TIOYa0UM MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaratTb(€)

3a
peyenmo
]

UA/5716/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
noAasibLLIoro 06r'pyHTyBaHHS HOBUMM
[04aTKOBUM A@HMMK, L0 MatoTb HajaBaTucs
KOMNETEHTHUM OpraHoM, OCKI/TbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMMNETEHTHUM OpraHoMm)
(BnkoHaHHs1 3060B'si3aHb BifNoOBigHO 40
nignyHkty 1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY
2 popatky 15 po MNopsaaky nposeneHHs
eKkcnepTm3n peecTpauiiHnx matepianis Ha
nikapcbki 3aco6u, L0 NoAAKTLCA Ha AepXaBHy
peecTpavuito (nepepeecTpadito), a Takox
eKCnepTn3n matepiasnis NPo BHECEHHS 3MiH [0
peecTpauiiHux maTepiasnis NpoTArom aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
40. | ETOKCUCKNEPON PO34mH ANs iH'ekuiid, 10 mr/2 Kemive ®abpik HimeuunHa Kemive ®abpik HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13387/01/01
0,5% M, No 2 MA B amnyni; no 5 Kpeyccnep & Ko. Kpeyccnep & 3MiHn | TURY - 3MiHK 3 sKocTi. FoToBMIA peyenmo
amnys y nnacTUKoBii M6X Ko. 'm6X nikapcbkuii 3aci6. Cuctema M
KOHTYPHIli ynakoBLji y KOHTeliHep/3akynopoBasibHWi 3aci6 (iHLWi
KapTOHHI KOpoo6Li 3MiHM) (3MiHa MaTepiany KOHTYpPHOI ynakoBku, B
SKI MICTATbCA amMmnynu: 3MiHEHO 3 NanepoBol
Ha NNacTyKoBy, 3 BiANOBIAHMMMN 3MiHAMM Y p.
«YnakoBka». MNepBUHHWI NaKyBabHWI
mMaTepian He 3MiHUBCS.
41. | ETOKCUCKNEPO/ PO34MH ANs iH'ekuid, 20 mr/2 Kemive ®abpik HimeuunHa Kemive ®abpik HimeuunHa BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/13387/01/02
1% M/1, N0 2 MA B amny/ii; no 5 Kpeyccnep & Ko. Kpeyccnep & 3MiHn | TMNy - 3MiHK 3 AKOCTI. FoTOBMIA peyenmo
amnys y nnacTUKoBii M6X Ko. T'm6X nikapcbkuii 3aci6. Cuctema M
KOHTYPHIli ynakoBLji y KOHTeliHep/3aKynopoBasibHWi 3aci6 (iHLWi
KapTOHHI KOPOOL 3MiHK) (3MiHa maTepiasly KOHTYPHOI YNakoBKu, B
SKIA MICTATbCSA amMmnynu: 3MiHEHO 3 NanepoBol
Ha NiacTuKoBY, 3 BIANOBIAHUMY 3MiHAMU Y p.
«YnakoBka». [epBMHHWIA NaKyBasbHWI
mMaTepian He 3MiHUBCS.
42. | ETOKCUCKNEPON PO34MH ANa iH'ekuid, 60 mr/2 Kemive ®abpik HimeuunHa Kemive ®abpik HimeuunHa BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/13387/01/03
3% M/, Mo 2 MA B amnyni; no 5 Kpeyccnep & Ko. Kpeyccnep & 3Minu | TUny - 3MiHK 3 SKocTi. FoToBMIA peyenmo
amny/s y nnacTUKoBii M6X Ko. T'm6X nikapcbkuii 3aci6. Cuctema M
KOHTYPHIli ynakoBLji y KOHTeliHep/3akKyrnoptoBasibHWiA 3aci6 (iHLWi
KapTOHHI KOpoo6Li 3MiHM) (3MiHa MaTepiany KOHTYpHOI ynakoBku, B
SKIli MICTATbCA amMnynn: 3MiHEHO 3 NanepoBol
Ha N1acTuKoBY, 3 BIANOBIAHUMY 3MiHAMU Y p.
«YnakoBka». MNepBUHHWI NaKyBasbHWI
mMartepian He 3MiHUBCS.
43. | EXIHAUEA-TEBA Tabnetku no 100 wr, no 10 paTiodhapm M6X Himeuunna Mepkne Mv6X HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/3712/01/01
TabneTok y 6nictepi; no 2 (Bupo6HuuTBO 3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenma
abo 5 6nicTepis y Kopobui Hepo3gacoBa Ha3BW JlikapcbKoro 3acoby (6yno - EXIHALIEA-
Horo paTiodhapm) (TepMiH BBEAEHHSA 3MiH MPOTATOM

npoaykTy,

3-X MicsiLiB micnsi 3aTBEpMKEHHS); 3MiHM | TMny
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
[03BiN Ha - 3MiHM Wwoao 6e3nekn/edeKkTUBHOCTI Ta
BWNYCK Cepil; hapmakoHarnsgy (iHwi 3MiHn) (BHECEHHS 3MiH
MNepBuHHa Ta [0 TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
BTOPVHHA YyNakoBKW: BHECEHHS iHhopmaLii woa0
ynakoBKa, I0roTUNY KOMMAHIT Ta iHWOT TeXHIYHOI
KOHTPO/b iH(hopMaL,ii; BUNYyYEHHSI TEKCTY MapKyBaHHS
AKOCTI) pocilicbkoto MoBO) (TepMiIH BBEEHHS 3MiH
npoTArom 3-x MicsaUiB Nic/sA 3aTBEPAKEHHS)
44, | 30BIPAKC® AYO Kpem no 2 r kpemy y Ty6i; no nakcoCmiTKnsiiH Benvka nakco Benvka BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/14784/01/01
1 Ty6i y KapTOHHIli kopobLi KoHcblomep BpuTaHis OnepeiilHe BpuTaHis BUNPAB/IEHHS TEXHIYHOT MOMUIKN Y METOA) peyenma
Xenckep (KOK) HOK Nimiten KOHTPO/IO SIKOCTi FOTOBOrO /iKapCbKOro 3acoby
TpengiHr Nimiteq y NOCUIaHHI Ha MeTOoZ, KiNlbKICHOro BU3HaYeHHs
NponiNEeHrNiKoa
45. | 30/IEAPOHOBA niocpinizat Ans posunHy gns PYN Pecny6nika PYM Pecny6nika BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/15581/01/01
KNCNOTA iHdpysiit, 4 mr; 1 hnakoH 3 "Benmeanpenapar Binopycb "Benmeanpen Binopycb 3MiHu 1l TNy - 3MiHK Woa0 peuenmo
niodhinizaTom y KapTOHHIl n" aparu” 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. M
nauuj BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta
YMOB BUAaui peecTpawiliHoro noceigyeHHs,
BK/OYatouun Mnax ynpasniHHA pu3vkamu
(3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
noAasibLLIoro 06r'pyHTYBaHHSA HOBUMM
[0[AaTKOBUM JaHuMK, WO MatoTb HafasaTucs
KOMNETEHTHUM OpPraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B's13aHb BifnNoOBigHO A0
nignyHkTy 1.13 nyHkTy 1 gogatky 15 go
Mopsiaky NPoOBEeAEHHS eKCnepTu3n
peecTpavuiiiHux MaTepiasiB Ha Nikapchbki
3acobu, Lo NoJaTbCA Ha AepXaBHy
peecTpavuito (nepepeecTtpadito), a Takox
eKCcnepTu3n matepiasnis NPo BHECEHHS 3MiH [0
peecTpauiiiHMX MaTepianis NPOTArom Aji
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
46. | 30/10TEM-180 Kancynu no 180 mr no 5 a6o Akkopg, Xenckea Benuka BignoBiga bHU Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14851/01/02
no 20 kancyn y cnakoHi, no Nimiteq BputaHis 71 3a BUNyCK BpuTtaHis/ 3MiHM | TUNy - 3MiHa NocTayYasibHYKa peyenmo
1 donakoHy y KapTOHHIiA cepii: Akkopg, IHAis nakyBaJIbHUX MaTepiasiiB ab0 KOMM/IEKTYOUMX - M
KopoobLi Xenckea 3aMiHa nocTavyasibHUKa NnosliMepHoro marepiany
Nivites, «for the 33 mm PP CR closure» Exxon Mobil
Benwvka PP 5262 Ta Phillips SUMIKA HGL -200 Ha
BpuTaHis; Phillips 66 CH 200L, Braskem FT 200 WV (gns
nepBUHHE Ta 20 kancyn); 3miHun | Tuny - 3miHa hopmn abo
BTOPVHHE PO3Mipy KOHTEHepa 4un 3aKynoproBasibHOTO
nakyBaHs: 3aco0by - BBeleHHS a/lbTepHaTUBHOI NEPBUHHOT
AKkopp, yrnakoBku 3 TemHoro ckna 15 CC/ 28 mm (gns 5
Xenckea Kancyn); 3miHu | TMny - 3MiH1 y Npoueci
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
Nimites, BMPOGHMLTBA FOTOBOIO NiKapCbKoro 3acoby,
Benuka BK/IHOYAI0UM MPOMIXHUI MPOAYKT, WO
BputaHis; 3aCTOCOBYETHLCSA NPY BUPOGHULTBI FOTOBOTO
BMPOBHULITBO nikapcbKoro 3acoby - He3HauHi 3MiHM B NpoLeci
roToBOro BMPOBGHMLTBA FOTOBOrO NiKapCbKoro 3acooby -
nikapcbKoro 3MiHM 3MillyBaHHS 3 "16 06/xB" Ha " 16 +1
3acoby, 06/x8"), oHOBNEHHS p. 3.2.P.3.3. Onuc npotecy
nepBuHHE BMPOGHMLTBA; 3MiHM | TUNY - 3MiHa po3Mipy
nakyBaHHs, cepii (BkOYaKOUM gianasoH po3mipy cepii)
BTOPVHHE roTOBOrO /liKapcbKoro 3acoby (3MeHLLEHHS A0
nakyBaHHs, 10 pasis); 3miHu Il TMNY - 3miHa napameTpis
KOHTpPO/Tb cneuudikauin Ta/abo fonycTMMmNX Mex
AKOCTI cepil: roTOBOrO JIIKAPCbKOro 3acoby - 3mMiHa KpuTepiis
IHTac NPUAHATHOCTI T."CynpoBigHi AOMILIKN" Ha
dapmachboTika Bmnyck (impurity A is major degradation product
n3 Nivitepn, of Temozolomide and also an active metabolite)
IHais;
BMPOGHMLTBO
roToBOro
nikapcbkoro
3acoby,
nepBuHHe
nakyBaHHSl,
BTOPVHHE
nakyBaHHs,
KOHTPO/1b
AKoCTi cepil
(anbTepHaTuB
HWlA
BVPOGHMK):
IHTac
dapmacbloTika
n3 Nimitep,
IHAis
47. | NOKC-TEBA cnpeii 4nsa poToBoi TeBa I13painb TeBa Yex Yecbka BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/9964/01/01
NOPOXHWHK, no 30 MmNy dapmaLeBTikan IHoacTpi3 Pecny6nika 3MiHu | TUNY - AOMiHICTPaTUBHI 3MiHW. 3MiHa peyenma
hNakoHi 3 MexaHiuYHUM IHpacTpi3 /T4, c.p.o. Ha3BW NikapcbKoro 3acoby - 3MiHa Ha3Bu
posnuaoBayem; no 1 nikapcbKoro 3acoby (6yso - MOKC) (TepMiH
hNakoHy y KOMMIEeKTi 3 BBEJEHHS 3MiH NPOTAroM 6-T1 MicALiB nicns
annikaTopom An1s poToBOi 3aTBEPKEHHS)
NOPOXHWHW Y KOpobLi
48. | 130-MIK® 5 MI" TabneTkn cybniHrBasbHi no TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/3186/03/01
5 mr no 50 Tabnetok y "Mikpoxim" "Mikpoxim" 3MiHK | TURNY - AAMIHICTPATVBHI 3MiHW. 3MiHa peyenmo
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKa M

6aHLi, No 1 6aHLi y nayui 3
KapTOHY

(BNacHvKa peecTpauiiHoro NocBigYeHHs)
(3miHa Ha3Bw Ta agpecy 3aaBHuKa) (TepmiH
BBEJEHHS 3MiH MPOTAroM 3-X MicsiLiB micns
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

3aTBepXeHHS); 3MiHu | Tuny - AgMiHICTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MiCLii NPOBaPKEHHS AiSNbHOCTI
BUpO6HMKa/iMnopTepa roToBoro JlikapcbKoro
3acoby, BKIYaun AiNbHMLI BUMYCKy cepii abo
MicLie NPOBeAEHHS KOHTPOJTIO AKOCTI.
(oisnbHICTb, 3a Ky Bignosifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOYM BUMYCK Cepili)
(3miHa Ha3Bu Ta agpecy BUpPOGHWKa, 6e3 3MiHM
Micua BUPO6HULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MicsaUiB Nic/sA 3aTBEPAKEHHS)

49,

IB0O®PA

cnpeii Ha3asbHWiA, PO34NH
8000 MO/mn no 15 mn'y
hnakoHi 3 po3nuBayeM,
no 1 conakoHy B KapTOHHIi
Kopobui

Na6opaTopii
Bywapa
Pekopgari

PpaHuis

CodhapTekc

PpaHuis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
TEeXHiYHi BUNpasneHHs Ao po3giny "KinbkicHe
BM3HAYEHHs hpamiueTuHy cynbarty" MKA
roTOBOrO NiKapcbkoro 3acoby

3a
peyenmo
]

UA/2830/01/01

50.

IMYHO-TOH®

cupon in bulk: no 100 mny
6aHLji; no 48 6aHOK y Kopoobi
KapTOHHOMY; no 200 mny
nakoHi; no 30 chsiakoHIB y
KOpOo6i KapTOHHOMY

MAT "rannudapm”

YkpaiHa

NAT
"Tanuucapm"

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
Ha3su APl abo AONOMIKHOT PevoBUHN
(npuBegeHHs Ha3en AP| go BUMOr moHorpadii
Aoy 2.0) (TepmiH BBEAEHHS 3MiH NPOTAIrOM 6-
TN MiCALB NiCNA 3aTBEPMKEHHS); 3MiHM | Tuny -
3MiHu 3 siKocTi. A®I. KoHTponb AdI. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmX
MeX, BU3Ha4YeHux y crneuudikanisx Ha A®l, abo
BUXIAHWIA/MPOMIKHWI NpoAyKT/pearexT, Wwo
BMKOPWCTOBYIOTLCA Y NPOLieCi BUPO6HULTBA
A®I| (pofasaHHs abo 3amiHa (3a BUHATKOM
aKTMBHOI pevyoBWHN GiosioriyHoro abo
iMyHOMOrYHOro NOXOMKEHHS) NapameTpa
cneuudikauii 3 BifnoBiAHUM METOAOM
BUMNPOOYBaHHA 3a pe3ysbTaTtamut A0CNIMKEHb 3
6e3nekn abo skocTi) (3MiHa y napameTpax
cneuudikaLii, metogax smunpobysaHb APl T."
lgeHTundikauis” (4PY 2.2.27; T."[Hwi Bnam
Echinacea " (A®Y 2.2.27); T."KinbkicHe
BU3HauYeHHs"(JPY 2.2.25)y 3B°A3Ky 3
npvBeAeHHAM [0 BUMOT MoHorpadii AdY 2.0.
CynyTHSA 3MiHa - 3MiHK 3 AkocTi. APl KoHTponb
A®|. 3miHa y meTogax BunpobysaHHs A®| abo
BMXiAHOTO MaTepiany/MpomMiKHOro
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci Bupo6HuuTBa AP (iHLWi 3MiHA Y
MeToZax BUNPOOyBaHHs (BK/IOUAKOYM 3aMiHy
abo gonoBHeHHs)) A®I abo
BUWXifHOro/MpoMiXHOro NpoayKTy)

UA/9511/01/01

51.

IMYHO-TOH®

cupon no 100 ma y 6aHLi; no

MAT "lrannudpapm”

YkpaiHa

MAT

YKpaiHa

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis:

6e3

UA/2179/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

1 6aHui y nayui; no 100 mn
a6o 200 mn y chnakoHi; no 1
dhnakoHy y nauui

"Tanuudapm"

3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. 3MiHa
Ha3su APl abo AONOMIKXHOT PevoBUHU
(npvBegeHHsA Ha3Bu AD| fo BUMOr MOHorpadii
Aoy 2.0) (TepmiH BBeAEHHS 3MiH NPOTAroM 6-
TU MICALB NiCNA 3aTBEPMKEHHS); 3MiHM | Tuny -
3MiHu 3 sKocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuucikauii Ta/abo AonycTUMmMX
MeX, BU3Ha4yeHux y crneuudikanisx Ha Ad®l, abo
BVXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCA Y NPOLIECi BUPOBHULTBA
A®| (gopaBaHHs abo 3amiHa (3a BUHATKOM
aKTMBHOI peYoBYHYM GionoriyHoro abo
iMyHOMOrYHOro NOXOMKEHHS) NapameTpa
cneundikauii 3 BifnoBiAHUM METOAOM
BUMNPOOYBaHHA 3a pe3ysibTaTamu AO0CAIMKEHb 3
6e3nekun abo AkocTi) (3MiHa y napameTpax
cneuudikauii, metogax sunpobysaHb APl T1."
laeHTudikauis" (4PY 2.2.27; 7."IHwi Buan
Echinacea " (A®Y 2.2.27); T."KinbkicHe
BU3HauYeHHs"(JPY 2.2.25)y 3B°A3Ky 3
npuBeAeHHSAM A0 BUMOr MoHorpadii ®Y 2.0.
CynyTHS 3MiHa - 3MiHK 3 AkocTi. APl KoHTponb
A®I. 3miHa y meTogax BunpobysaHHs AD| abo
BMXiAHOr0 Marepiaay/npomMibKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHN Y
MeToAax BUNPOOyBaHHS (BK/HOHAKUN 3aMiHy
abo fonoBHeHHs) APl abo
BWXifHOro/MpOMiXXHOro NpoAyKTy)

peyenma

52.

KAMBLIIIO
r/IFOKOHAT-
LAPHULA

Tabnetkn no 500 mr, no 10
TabneToK y KOHTYPHUX
YapyHKOBUX ynakoBkax; no
10 TabNeTOK Y KOHTYpHIlA
YapyHKOBIli ynakoBLj; no 3
a60 10 KOHTYpHUX
4yapyHKOBUX YNakoBOK Y
nauui

MpAT
"@apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

MpAT
"®GapmaueBTu
YyHa hipma
"OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHM | TUNy - 3MiHa napameTpiB cnevudikauii
Ta/abo foMyCTMMUX MEX FOTOBOMO NiKapChbKOro
3aco0y; cynyTHA 3MiHa: 3MiHa y MeTofax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
(iHwWi 3mMiHW y MeTogax BunpobyBaHb
(BKtOYAKOUM 3aMiHy @60 [OMOBHEHHS)); 3MiHU |
TMny - 3MiHa y MeTtofax BunpobysaHHA APl abo
BMXiAHOr0 Marepiasy/npomKHOro
npoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci Bupo6HULUTBa AP (iHLWi 3MiHN Y
MeTofax BUNPoOyBaHHs (BK/IOUAKYM 3aMiHy
abo gonoBHeHHs)) AdI abo
BUXIAHOTO/NPOMIXHOr0O NPOAYKTY); CYNyTHS
3MiHa: 3MiHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BUSHAUEHUX Y
cneumgikauisx Ha A®l, abo
BUXIAHWIA/MPOMIXKHWI MpoAYyKT/pearexT, o

6e3
peyenma
— Ne 10,
Ne 30; 3a
peyenmo
M — Ne 100

UA/6589/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
BMKOPWCTOBYIOTLCSA Y NPOLIECi BUPOBHULTBA
A®I; 3miHM | TMNY - 3MiHa nepiofy NOBTOPHMX
BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHa A®I (3a BigCcyTHOCTI Y
3aTBEpPAKEHOMY [OCbE cepTudiikara
BiANOBIAHOCTI EBponeiickkili hapmakonei, Wwo
BK/IlOYAE Mepios NOBTOPHOro BUNPO6YBaHHS)
(nepiog, NOBTOPHOro BUNpo6yBaHHa/nepiog,
36epiraHHs) - 3MeHLIEHHs!
53. | KIEKCAH® 300 PO34MH ANA iH'ekwii no 10 TOB "CaHodi- YkpaiHa OAMAP XEJIC Icnanis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/10143/01/01
000 aHTn-Xa MO/mn Ne 1 ABeHTIC YkpaiHa" KEAP HimeuunHa 3MiHM | TURY - 3MiHN LWoA0 peyenmo
(no 1 6araTof030BOMY CEPBICI3 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. M
dhnakoHy no 3 M1 B MALPWA, BBefeHHA abo 3MiHW [0 y3arasibHeHUX AaHnX
KapTOHHI Kopo6Lii) CAY., npo cuctemy chapmakoHarnsgy (BBefeHHS
IcnaHis; y3arasibHeHUX JaHnx npo cucTemy
CaHodi- hapmakoHarnsay, 3MiHa yrnoBHOBaXKeHOT
ABeHTIC ocobu, BiAnoBigabHOI 3a 3A4iICHEHHS
[Hoiunang thapmakoHarnsay; KOHTakTHOi 0cobm 3
vbX, thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
HimeuunHa hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0co6u,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bkouaoun KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina
cuctemu chapmMakoHarnsgy) - 3miHa
YNOBHOB&XeHOI 0co6bu, BignoBigabHOT A5
34ilicHeHHa hapmakoHarnsgy: MNponoHoBaHa
pepakuisi — KniwmH AHTOH Mukonaiiosumy. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu,
BignoBiganbHOI ANs 34iACHEHHS
chapmakoHarnsgy
54. | KNO®PENIH- Tabnetku no 0,15 mr, no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/6594/01/01
AAPHULA Tab1eToK Y KOHTYPHIii "@apmaueBTnyHa "GapmaueBTu 3MiHu Il TNy - 3MiHK Woa0 peyenmo
YapyHKOBIll ynakoBLi; no 5 hipma "AapHuua" YHa hipma 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. M
KOHTYPHUX YapyHKOBUX "NapHuus"” BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta

yNaKoBOK Yy nauti

YMOB BUAaui peectpawiliHoro noceigyeHHs,
BK/IIOYa0UM MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
noAasIbLIOro 06r'pyHTYBaHHS HOBUMMU
[00aTKOBUM i@aHMMK, L0 MatoTb HajaBaTucs
KOMMETEHTHMM OpraHoM, OCKi/IbKU BUMaraeTbCcs
CYTTEBA OLliHKa KOMNETEHTHVM OpraHoM)
(BuKoHaHHs1 3060B's13aHb BifNoOBigHO A0
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY
2 popatky 15 po MNopsaky nposeneHHs
eKcnepTn3n peecTpaviiHux MaTtepianis Ha
niKapcbki 3ac06M, W0 NoAalTbCs Ha AepXaBHY
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
peecTpavuito (nepepeecTpadito), a Takox
eKCnepTn3n maTepiasnis NPo BHECEHHS 3MiH [0
peecTpauiiHux maTepiasnis NpoTArom aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
55. | KYN/IATOH Kpanni opanbHi (300 mr/ms), OpioH PiHNAHAIA OpioH PiHnsaHpia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/7479/01/01
no 30 mn 'y doakoHi; no 1 KopnopeiiwH KopnopeiiH, Yecbka 3MiHn | TURY - 3MiHK 3 SKocTi. FoToBMIA peyenma
hN1aKoHy Y KapTOHHiiA DiHNAHgIs; Pecny6nika nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
KopoobLi AnbTepHaTuBH iMnopTepa/3miHy, L0 CTOCYIOTLCS BUNYCKY cepil
N BUPOOHMK, Ta KOHTPO/It0 SIKOCTi FOTOBOTO J1iKapCbKOro
L0 34jliCHI0E 3acoby (3amiHa abo gofaBaHHA AinbHULI, Ha
KOHTPO/1b SKilA 3AICHIOETLCA KOHTPO/b/BUNPOBYBaHHS
AKOCTI (TiNbKN cepii) (BBeAeHHA AOAATKOBOI AinbHULi KBiHTa -
KinbkicHwii AHaniTika c.p.o., Uecbka Pecny6nika,
BMICT Ta BIANOBIAA/ILHOT 32 KOHTPO/b AKOCTI (TiSIbKN
laeHTndikauis iAeHTUdiKauis Ta KiIbKiCHW BMICT)
):
KBiHTa -
AHaniTtika
C.p.0., Yecbka
Pecny6nika
56. | NTAMIBYAVH 150 Ml TabneTku, BKpUTI Aypob6iHgo dapma IHgis Aypob6iHa0 IHais BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/4965/01/01
13M40BYAVH 300 060s10HKO, No 150 mr/300 Nimiten dapma 3MiHu | TUNY - AQMiHICTPaTUBHI 3MiHW. 3MiHa peuenmo
Mmr Mmr, 60 TabneTok y Nimitepn - tOHIT HaliMeHyBaHHs Ta/abo agpecu micus M
NNacTUKOBOMY KOHTEHEpI 3 1} NPOBaZKEHHS AiS/IbHOCTI
KPWLLEYKOIO Ta 3 KOHTPO/IEM BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro
nepLUoro poskpuTTs; no 1 3acoby, BKIYaun AinbHUL BUNycKy cepii abo
KOHTeliHepy y nadui 3 MicL,e NpoBeAEeHHS KOHTPOJIHO SKOCTI.
KapToHYy (oisnbHICTb, 3a Ky Bignosigae
BMPOGHMK/iIMNOPTEp, BKIOYAKUMN BUMYCK Cepilf)
(3miHa Ha3BuM Ta agpecu BupobHuka M3, 6e3
3MiHM Micust BUpo6HuuTBa) (TepmiH BBeAEHHS
3MiH NPOTArom 6-Tu micauis nicns
3aTBEPKEHHS)
57. | NIBEKCUH® Tabnetku no 100 mr Ne 20 TOB "CaHoi- YkpaiHa XIHOIH 3aBog YropwuHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/8252/01/01
(20x1): no 20 TabneTok y ABeHTiC YKpaiHa" PapmaLesTuy 3MiHM | TURY - 3MiHK LWOA0 peyenma
6nictepi; no 1 6nictepy B HUX Ta 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
KapTOHHI KOpooLi XiMidyHUX BBefeHHs1 ab0 3MiHU 10 y3araslbHEHUX AaHUX
MpopykTis npo cuctemy thapmakoHarnsgy (BBefeHHs
Mpavisit Ko. y3ara/ibHeHUX JaHnX npo cucTemy
nra. hapmakoHarnsagy, aMiHa yrnoBHOBaXeHOT

ocob6u, BiAnoBigasibHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHOT 0cobm 3
thapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
hapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BifMiHHa Bif, YNOBHOBaXXEHOI 0CO6MU,




65

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bkaouaroun KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-dhaiina
cuctemu chapmMakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0c06u, BigNOBiAaIbHOT AN15
3pjficHeHHs hapmakoHarnsgy: NMponoHoBaHa
pepakuisi — KniwmH AHTOH Mukonaiiosumy. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXeHOI 0cobu,
BignoBiga/IbHOT AN 34iACHEHHS
chapmakoHarnsgy
58. | IOBAPTAH KPKA TabneTkun, BKPMTi MNiBKOBOIO KPKA, a.4., Hoso CnoBeHis BiANOBIAA/IbHN CnoseHis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/14818/01/02
060/10HKO, No 50 mr, no 10 MecTo n3a Kutaii 3MiHu | TUnNYy - 3MiHK 3 SKocTi. FoTOBMIA peyenmo
Tabnetok y 6nictepi; no 3 BMPOBHULITBO nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa M
abo no 9 6nictepis y "in bulk", iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
KapTOHHii KOpo6Lli nepBuHHe Ta Ta KOHTPO/IIO AKOCTi FOTOBOTO NliKapCbKOro
BTOPVHHHE 3acoby (3amiHa abo goaaBaHHA AifbHUL, Ha
nakyBaHHs, AKil 30iACHIOETLCSA KOHTPONb/BMNPOGYBaHHS
KOHTPO/1b cepii) (BBeeHHA 00AAaTKOBOT AiNbHUL AN
cepiii Ta KOHTPO/IO cepii roTOBOro Nikapcbkoro 3acoby)
BUMYCK Cepiii:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
BignoBiganbHu
n3a
BMPOGHMLITBO
"in bulk”,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
CaHwwainH
Nenk ®apma
Ko., ita,.,
Kutaii;
KOHTPO/b
cepii:
KPKA, a.4.,
HoBo mecTo,
CnoseHis;
KOHTPO/b
cepii:
NabeHa g.0.0.,
CnoseHis
59. | IO3APTAH KPKA TabneTkun, BKPUTI M/1iIBKOBOK KPKA, a.4., HoBo CnoBeHis BiANOBiAA/TbHM CnoseHisi/ BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/14818/01/01
060/10HKO0, No 100 mr, no MecTo n3a Kutai 3MiHu | TUNy - 3MiHK 3 siKoCTi. FoTOBMIA peyenmo
10 Tabnetok y 6nicTepi; no 3 BMPOGHMLITBO nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHa M
abo no 9 6riicTepiB y "in bulk", iMnopTepa/amiHu, L0 CTOCYHTbCS BUNYCKY cepii
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4eHHs

60.

KapTOHHI KOpooLi

nepBuHHe Ta
BTOPWHHHE
nakyBaHHS,
KOHTPO/b
cepili Ta
BUMYCK Cepiii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
BignosigabHW
n3a
BMPOGHMLTBO
"in bulk",
nepBrHHE Ta
BTOPVHHE
nakyBaHHS:
CaHwaiH
Nevik dapma
Ko., N14.,
Kutaiz;
KOHTPO/b
cepi:
KPKA, a.4a.,
HoBo mecTo,
CnoseHis;
KOHTPO/1b
cepii:
NabeHa p.0.0.,
CnoBeHis

Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3aco6y (3amiHa abo gogasaHHsA AiNbHULI, Ha
AKIW 34ICHIOETLCA KOHTPO/TIb/BUNPOOYBaHHS

cepii) (BBeEeHHA A0AATKOBOI AiNbHULI AN

KOHTPO/IH0 Ccepii roTOBOro NMikapcbKoro 3acoby)

NIOTEIHA

TabneTkn cybniHrBasbHi no
50 mr no 30 Tabnetok y
KOHTeliHepax; no 30
TabneToK y KoHTeliHepi; no 1
KOHTEHepY Yy KapTOHHiIl
KOpoo6L;

no 15 TabneTok y 6nictepi;
no 2 6nicTepy B KAPTOHHIi
Kopoo6Li

TOB "Apamepg"

MonbLa

Mab'AHiLbKWiA
hapmaueBTny
HWA 3aBO4
Monbcha A.T.

Monba

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3MiHa
pO3Mipy yNnakoBK/ roTOBOrO NikapCbKoro 3acoby
(3MiHa KinbKOCTi 0AMHMLE (Hanpuknag
TabneTok, amny TOLL0) B ynakoBLi:) - 3mMiHa y
[Jiana3oHi 3aTBepaKeHNX PO3MipiB ynakoBKU
(BBEAEHHSA aNbTEPHATUBHOIO BUAY YNakoBKM)
(TepMiH BBEAEHHS 3MiH MPOTArOM 6-TW MicALiB
nicns 3aTBepakeHHs); 3MiHu | Tuny - 3miHn 3
AKocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO NikapCbKoro 3acoby
(BUTyYEHHS! yNakoBKv NEBHOrO po3Mipy)
(BUNyyeHHA NepBUHHOI ynakosBku no 30
Tabnetok y 6nictepi) (TepMiH BBEAEHHS 3MiH

NPOTAroM 6-T1 MICALIIB MiC/S 3aTBEPKEHHS)

3a
peyenmo
]

UA/5244/02/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
61. | MA/IbTO®EP® Kpanni opasbHi, 50 Mmr/mn no Bidhop LLiBeiiuapis BMPOBHULITBO LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5869/03/01
10 mn a6o 30 mn 'y dhnakoHi (IHTEepHeLwHn) IHK. Hepo3sgacoBa BUNPAB/IEHHSI TEXHIYHOT MOMUKM Y MEeTO4ax peyenmo
abo KoHTeliHepi (Ty6i) 3 HOT MpoAyKu;i, KOHTPO/I0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby, M
KpanenbHuLeto; no 1 KOHTPO/b a came JonyLeHo NOMWUIIKY B 3a3HaYeHHi
hnakoHy abo KOHTeHepy AKOCTI, OAVHWLb BAMIPIOBAHHS 3@ NOKA3HUKOM
(Ty6i) B KAPTOHHI kOpo6L nepBrHHA Ta «Bur3HaueHHs ioHIB 3as1i3a» Npu BUNYCKy Ta B
BTOPUHHA KiHLi TepMiHy 36epiraHHs
ynakoBka:
Bichop C.A.,
LLiBeiiuapis;
KOHTPO/b
SIKOCTi, 03BN
Ha BMMNyCK
cepii: Bidop
(IHTepHeLwHn)
IHK.,
Lseiiuapis
62. | METPOHIAA30N Tabnetku no 250 mr no 10 MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/6538/01/01
Tabnetok y 6nictepax; no 10 "ly6HMhapm" "Jly6HMhapm" 3MiHu |l TUNy - BBEAEHHA A0AATKOBOIO peuenmo
TabneTok y 6nictepi; no 2 BMPOGHMKA Ail040i PEYOBVHY METPOHIAA30/ M
61icTepyn y nayi 3 KAPTOHY
63. | MIP3ATEH TabneTkun, BKPUTI NNiBKOBOIO KPKA, a.4., Hoso CnoseHis Brpo6HMUTBO CnoseHis BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/3009/01/01
060/10HKOH0, Mo 30 mr, no 10 MecTO "in bulk", 3MiHu | TMNy - 3MiHK 3 AKOCTI. FoTOBMIA peyenmo
TabneTok y 6nictepi; no 3 nepBuHHE Ta nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa M
abo no 6, abo no 9 BTOPUHHE iMnopTepa/3aMiHu, LLIO CTOCYIOTLCA BUNYCKY cepil
6/1icTepiB Y KAPTOHHIN nakyBaHHs, Ta KOHTPO/IO SIKOCTi FOTOBOTO J1iKapCbKOro
KOpooLi KOHTpO/b Ta 3acoby (3amiHa abo AofaBaHHs AiNbHULI, Ha
BUNYCK cepil: AKIW 3AiACHIOETLCA KOHTPO/L/BUNPOBYBaHHSA
KPKA, a.4., cepii) (BBeAeHHA A0AATKOBOI AiNlbHULI ANs
HoBo mecTo, KOHTPOJIH0 Cepii rOTOBOrO NiKapCbKoro 3acoby.
CnoseHis; 3asHayeHHs yHKLil paHille 3aTBepKeHoro
KoHTposb BUPO6HMKA); 3MiHM | TUNY - AGMIHICTPaTUBHI
cepii (i3nyHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Ta XiMiyHi MiCLii NPOBaKEHHA AiNIbHOCTI BUPOOHUKA
MeToam (BKKOYAKOUM, 32 HEOOXIAHOCTI, Micue
KOHTPO/I0): NpoBefeHHA KOHTPOJII0 SIKOCTi), abo BnacHuKa
KPKA, a.4., macTep-haiina Ha A®l, abo noctayanbHUKa
HoBo mecTo, Adl/BnxigHoro
CnoseHis; mMaTtepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, Lo
KoHTposnb 3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (SKLLO
cepii (i3nyHi 3a3HayYeHo y A0CLE Ha Nikapcbkuii 3acib) 3a
Ta XiMiyHi BifiCYTHOCTI cepTudikaTa BifnosigHOCTI
meTtoamn €Bponeicbkiil hapmakonei y 3aTBepAKeHOMy
KOHTPO/TI0): [0Cbe, ab60 BUPOOHMKA HOBOI [,OMOMIXHOT
HN30X PEYOBUHM (KO 3a3HAYeHO Y J0CbE) (3MiHa
(HaujoHanbHi agpecu Bupo6Huka AP, 6e3 3mMiHn micua
na6oparopist BMpPO6HMLTBA)
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
3a 34paB'e,
OKOJIE iH
XpaHo),
CrnoseHis
64. | MIP3ATEH TabneTku, BKPMTi MNiBKOBOIO KPKA, a.4., Hoso CnoBeHis Brpo6HMLUTBO CnoBeHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/3009/01/02
060/10HKO, No 45 Mr, no 10 MecTo "in bulk", 3MiHu | TUNYy - 3MiHK 3 sKocTi. FoToBMIA peyenmo
Tabnetok y 6nictepi; no 3 nepBuHHE Ta nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa M
abo no 6, abo no 9 BTOPUHHE iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
6nicTepiB y KAPTOHHIl nakyBaHHs, Ta KOHTPOJII0 AKOCTi FOTOBOTO J1iKapCbKOro
KopoobLi KOHTpONb Ta 3acoby (3amiHa abo foaaBaHHA AifbHULI, Ha
BMNYCK Cepil: AKil 30iACHIOETLCSA KOHTPONb/BMNPOGYBaHHS
KPKA, a.4a., cepii) (BBeeHHA 00AAaTKOBOT AiNbHUL AN
HoBo mecTo, KOHTPO/II0 Cepii rOTOBOrO NiKapCbKoro 3acoby.
CnoBeHis; 3asHayeHHs yHKUil paHille 3aTBepAKeHoro
KoHTpoOsib BMPOGHMWKA); 3MiHM | TUny - AAMIHICTPaTWBHI
cepii (pi3nyHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
Ta XiMiyHi MiCLii MPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
MeToamn (Bkt0MaKOUN, 3a HEOOXiAHOCTI, Micue
KOHTPO/I10): NpoBeAEeHHS KOHTPO/IO AKOCTI), ab0 BNacHuMka
KPKA, a.4., macTep-haiina Ha A®l, abo noctavanbHuka
HoBo mecTo, Adl/BuxigHoro
CnoseHis; MaTepiany/peareHTy/NpoMbKHOIo NPOAYKTY, LLO
KoHTposnb 3aCTOCOBYIOTbCS Y BUPOOHMUTBI ADI (SIKLLO
cepii (i3nyHi 3a3HayeHo y A0CbE Ha NikapcbKuii 3acib) 3a
Ta XiMiyHi BiCYTHOCTI cepTudikaTa BignoBigHOCTI
MeToamn €Bponeiicbkili hapmakonei y 3aTBepakeHoMy
KOHTPO/I10): [ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
HN30X PEUYOBUHM (SKLLO 3a3HAYEHO Y A0CbE) (3MiHa
(HaujoHanbHi agpecyu BMpo6Huka A®l, 6e3 3mMiHn micua
naboparopis BMPOGHMLITBA)
3a 34paB'e,
OKOJIE iH
XpaHo),
CnoseHis
65. | MITOKCAHTPOH KOHUEHTPAT A/18 PO3UnNHY EBEBE dapma ABCTpIst MOBHWIA LMKN ABcTpisi/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/3145/01/01
"EBEBE" Ans iHdysil, 2 mr/mn no 5 lec.m.6.X. Hopr. BMPOGHMLTBA: HimeyunHa 3MiHM | TUNY - 3MiHKW, NOB'sA3aHi 3 HEOOXIAHICTIO peuenmo
mn (10 mr) a6o no 10 mn (20 KI EBEBE npuBeLeHHs Y BiANOBIAHICTL A0 MOHOrpadii M
Mr) y dolakoHi; no 1 dapma Loy abo €Bponeiicbkoi hapmakonei, abo
hN1akoHy B KOpooLyi lec.m.6.X. iHLWOT HaujoHanbHOT thapmakonei fepxasu €C -
Hdor. KT, npusefeHHs cneundikauii A®| MiTOKCAHTPOHY
ABCTpIS; rigpoxnopuay y BiANOBIAHICTb 40 BUMOT
TeCTyBaHHS: EP/USP, 110 06yMOB/IEHO rapMoHi3aLlieto
Mrn cneumdikauii A®| MiTOKCaHTPOHY rigpoxiopuay
Mikpo6ionoriw BMpo6HMUTBa Synthesia, Yexia 3 MoHorpadieto
ec Mitoxantron HCI EP/USP 3 BignosigHvMu
Mptodhnadop 3MiHamu y po3gini DMF Synthesia, 3.2.5.4.1.
'm6X, Crneupndpikauisi (BBegeHO NiMiT 1% N5 4OMILIOK




69

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
ABCTpISi; A, B, C, D); 3MiHu | Tuny - 3mMiHa napameTpis
TEeCTyBaHHS: cneuudikavin Ta/abo fonycTumMmnx Mex
Na6op N+C rOTOBOrO J1iKapCbKOro 3acofy - AOMNOBHEHHS
Arl, crneundikaLii Ha BUNYyCK Ta Ha TepMiH
HimeyunHa NpUAATHOCTI FOTOBOTO JiKAPCLKOr0 3acoby
fomiwkamu B Ta C, y 38’3Ky 3 OHOBJ/IEHHAM
crneundikaii Ha APl MiTOKCaHTPOHY
rigpoxnopuay BMpobHuuTea Synthesia, Yexis
66. | MOBECIMNA3M TabneTku, BKpUTI Mosi Xenc M'm6X LLiBeiuapis CaBa Xenckea peuist/ IHAjiA BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/10010/01/01
060/10HKO10, N0 10 TabneTok nta, IHais; 3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHS peyenma
y 6nictepi; no 1 a6o 2 Knesa CA, rOTOBOrO /iKapCbkoro 3acoby - 3aMiHa
6nicTepy y KapTOHHIl navwy; Ipeuis; METOAVKM BUNPOGYBaHHS rOTOBOTO J1iKapCbKoro
no 20 Tabnetok y 6nictepi; Bannec 3acoby 3a NokasHUKOM «laeHTudikauis.
no 1 6nictepy B KApTOHHIl dapmachbloTika [numknoBepurHy rigpoxnopug», a came
nauuj nc nert. /14, MeTOAMKM TOHKOLLAPOBOiI Xxpomarorpadii Ha
IHAis piavHHY Xpomatorpadito. JaHuii nokasHuk
KOHTPOJIIOETLCA B pamMKax 3aTBepxXeHol
meToamnkn BEPX «KinbkicHe BU3HAYEHHS.
[Jvumknosepury rigpoxnopus». BBegeHHA
3MiH npoTarom 6-tn micauis nicna
3aTBEPAKEHHSA
67. | MOBECIMA3M TabneTkn, BKPUTI Mosi Xenc M'v6X LBeliuapis CaBa Xenckea Ipevis/ IHais BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis: - UA/10011/01/01
060/10HKoH0, in bulk: no 5000 Nta, IHais; 3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS
TabneTok y noAgiiHomy Knesa CA, roTOBOrO /liKapCbKoro 3acoby - 3amiHa
nonieTMIeHoBOMy nakeTi y Ipevys; METOAMKMN BUNPOGYBaHHS rOTOBOTO J1iKapCbKOro
KOHTeliHepi Bannec 3aco6by 3a NoKa3HMKOM «lgeHTudikauis.
dapmacbloTika [JvumknoBepuHy rigpoxnopua», a came
nc Mnert. /4., MeTOAMKM TOHKOLLAPOBOI XxpomaTtorpadii Ha
IHais piaVHHY XpomaTorpacito. JaHnil nokasHMK
KOHTPO/IOETHLCS B paMKax 3aTBEPMKEHOT
meToamkn BEPX «KinbkicHe BU3HaYEHHS.
Jvumnknosepuny rigpoxnopua». BBegeHHs
3MiH npoTArom 6-T1 MicsAuis nicnsa
3aTBepKEHHsA
68. | MOKCWUH TabneTku, BKpUTI MIIBKOBOHO CKAH BIOTEK IHAjs BadHa IHAis BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/11530/01/01
060/10HKO0, NO 400 Mr Ne 5: nTa dapmachbioTika 3MiHu Il TNy - 3MiHK Woa0 peyenmo
no 5 tabnetok y 6nictepi; no nc nTg. 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. M

1 6nicTepy B KApTOHHIl
KopoobLi

BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BUAaui peectpaviliHoro noceigyeHHs,
BK/TIOYa0UM MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasibLLIoro 06rpyHTyBaHHSA HOBUMM
[0[aTKOBUM A@aHMMK, L0 MatoTb HajaBaTucs
KOMNETEHTHUM OpPraHoM, OCKi/TIbKV BUMaraeTbCs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B's13aHb BifNoOBigHO 40
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NYHKTY
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

2 popatky 15 po MNopsaky nposeneHHs
eKkcnepTm3n peecTpauiiHnx matepianis Ha
nikapcbki 3aco6u, L0 NoAAKTLCA Ha AepxaBHy
peecTpavuito (nepepeecTtpadito), a Takox
eKCnepTn3n matepiasnis NPo BHECEHHS 3MiH 4O
peecTpauiiHux maTepiasnis NpoTArom Aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

69.

MOKCWH

TabneTkun, BKpUTI NiBKOBOKO
060/10HKO0, 10 400 Mr in
bulk: Ne 1000 (5x200): no 5
Tabnetok y 6nictepi; no 200
6nicTepiB y KAPTOHHIN
Kopo6ui; in bulk: Ne 1000: no
1000 Tabnetok y
KOHTeliHepax

CKAH BIOTEK
nTh

IHais

BadHa
dapmachbloTika
nc n1pg.

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn Il TMny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta
YMOB BUAAui peecTpaviliHoro nocsigyeHHs,
BK/TIOYa0UM MNnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), siKi(a) BUMaratoTb(€)
NoAasIbLIOr0 06r'pyHTYBaHHSA HOBUMMU
[08aTKOBUM Ai@aHMMK, Lo MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OLjiHKa KOMNETEHTHVM OpraHoM)
(BukoHaHHs1 3060B's13aHb BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NyHKTY
2 popatky 15 fo Mopsaky npoBefeHHs
eKcnepTn3n peecTpauiiHux maTepianis Ha
nikapcbki 3ac06y, L0 NoAaTLCA Ha AepXaBHY
peecTpavuiio (nepepeecTtpadito), a Takox
eKkcnepTu3y MaTepianis NPo BHECEHHA 3MiH [0
peecTpavuiiHux maTepianis NpoTArom faii
peecTpavuiniHOro NocBiAYEHHS, 3aTBEPAKEHOIO
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y
pefakuii Hakazy MO3 Big 23.07.2015 Ne 460)

UA/11531/01/01

70.

MYKANTUH®

NopoLUOK (CybCcTaHuist) y
naketax nonieTueHoBmX
015 BUpo6HULTBA
HECTEPWU/TbHUX MIKapPCbKMX
chopm

MAT "rannudapm”

YkpaiHa

NAT
"Tanuucapm"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHM | TUny - 3MiHa y MeToAax BUNpo6yBaHHS
Ad| ab0o BUXigHOTrO MaTepiany/npoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoveci BUpo6HuUTBa AP (iHLWi 3MiHN Y
MeTofax BUNpo6yBaHHSA (BKIOYAKUYM 3aMiHy
abo fonoBHeHHs) Ad| abo
BUXiAHOro/MPOMIXXHOro NPoAyKTYy)

UA/10042/01/01

71.

HA30/1® AABAHC

cnpeii HazanbHuiA 0,05 % no
10 mn 'y chnakoHi 3
po3npuckysayem; no 1
(h/1aKOHY B KapTOHHIi
Kopoo6Li

TOB "Bbaiiep"

YkpaiHa

IcTityTo fle
Awnxeni C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis:
3MiHM | TUMy - NoAaHHA HOBOrO cepTudikaTy
BiAnoBigHOCTI EBponeiickbkili hapmakonei R1-
CEP 2008-064-Rev 01 ans gito4oi peyoBuHu
OKCMMETA30/1iHY TiApPOXI0pUA, Bif,
3aTBepKEeHOro BUPO6HYMKa 3i 3MiHOK Ha3BU
BMPOGHUMKA

6e3
peyenma

UA/9480/01/01

72.

HEIH®EKLINHI

Apaxe; no 15 apaxe y

TOB "ImyHos0r"

YkpaiHa

TOB

YKpaiHa

BHECEHHs1 3MiH 10 peecTpauiiHux maTepianis:

3a

UA/16140/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
ANEPIrEHU (MIKCT- KOHTeliHepax A1 MeAnyHmX "ImyHoM0r" 3MiHu Il TUny - 3MiHK Woao peyernmo
ANEPrEHN) npenaparis Ta Nikapcbknx 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. M
NOBYTOBOI rPYN 3aco6iB (5 KOHTeliHepiIB 3 BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
Y BUrNA4l APAXE BMiCcTOM anepreHis: 0,2 PNU YMOB BUAaui peecTpauiliHoro noceigyeHHs,
(koHTeiHep Ne 1), 2,0 PNU BK/OYatoun MnaH ynpasniHHA pu3nkamu
(koHTeiHep Ne 2), 20,0 PNU (3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
(koHTelHep Ne 3), 200,0 nofanbLioro 06rpyHTyBaHHA HOBUMU
PNU (koHTeliHep Ne 4), [0faTKOBMM AaHuMu, Lo MaloTb HagaBaTucs
1000,0 PNU (koHTeliHep Ne KOMMETEHTHMM OpraHoM, OCKifIbku BUMaraeTbCcs
5)). CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom)
MakytoTb y BUrAAA (BukoHaHHs 3060B'A3aHb BifgNOBIAHO A0
KOMNIIEKTY, KNI BK/TIOHaE nignyHkTy 1.13 nyHKTY 1, NigNYyHKTY 2.3 NyHKTY
75 ppaxe (no 15 gpaxe y 2 popatky 15 po MNopsaky nposeneHHs
KoHTeliHepax Ne 1, Ne 2, Ne eKcnepTM3n peecTpaviiHnx martepianis Ha
3, Ne 4 Ta Ne 5), ski nikapcbki 3aco6u, L0 NOAAKTLCA Ha AepXaBHy
PO3MILLEHO Y 3aranbHy peecTpavuito (nepepeecTpadito), a Takox
KOPOOGKY i3 kapToHy. [ns eKCnepTn3n maTepiasnis NPo BHECEHHS 3MiH 4O
niaTpYMyoYoi anepreH- peecTpauiiHux maTepiasnis NpoTArom aii
crneundiyHOT iMyHoTepanii peecTpauiiiHoro NocBigYeHHs1, 3aTBEPIKEHOTO
OKpemo BunyckatTb 15 Hakazom MO3 Big, 26.08.2005 Ne 426 (y
Apaxe y KoHTeiHepi Ne 53 pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
BMicTOM asiepreHis 1000,0
PNU
73. | HEOTEMOJAE3 po3uunH ANs iHdysili no 200 MpuBaTHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/11070/01/01
M1 abo no 400 mny akuioHepHe akuioHepHe 3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBMIA peuenmo
nasLWKax TOBapuCTBO TOBapuCTBO nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa M
"IHdy3ia" "IHdpy3ia” iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUNYCKY cepil

Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs BUPOOHUKA, L0
BiANOBiAaE 3a BBe3eHHs Ta/abo BMMYCK cepil) -
Br/itoyaroumn KOHTPOIb/BUNPOBYBaHHA cepii
(BBEAEHHA [0AATKOBOI AiNbHULi BUPOOHMLTBA:
YkpaiHa, 23219, BiHHULbKa 0671., BiHHWLbKWI
p-H, €. BiHHUUbKI XyTOpW, BYN. Hemupiscbke
woce, 6. 84 A); 3miHn | TUNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. 3MiHN Yy
BUPOGHMUTBI. 3MiHa po3Mmipy cepii (BKIoUatum
AianasoH po3mipy cepii) roTOBOro NikapcbKoro
3aco6y (3mMeHLweHHs Ao 10 pasiB) (3MEHLUEHHS
TEOopPEeTUYHOro PO3Mipy cepii roToBOro
nNikapcbKoro 3acoby 3arsepgkeHo: 2000,00 A,
3anponoHosaHo: 2000,00 n ta 500,00 n); 3MiHn
| TNy - 3MiHM 3 AKOCTi. FOTOBMIA NiKapCbKMiA
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBE/leHHA AO0AATKOBOI AiNbHUL BUPOBHMLITBA
[ANSA YacTuHK abo BCbOro BUPOGHMYOro npouecy
rOTOBOrO J1iKapCbKOro 3acoby (finbHUUS, Ha
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1

BUPOGHMYOT AiNbHUL (BKNHOYAOUN AiNbHULI ANA

AKili NpoBOAATLCA OyAb-siKi BUPOGHWMYI cTagi,
3a BYHATKOM BUMNYCKY Cepil, KOHTPO/IIO SKOCTI Ta
BTOPWHHOTO NakKyBaHHA 415 CTEPUIbHUX
nikapcbkunx 3acobis (BKIOYAOUM BUPOG/IEHI
acenTUYHUM METOLOM), KPIM SliKapCbknX
3aco06iB 6i010r4YHOro/iMyHOOriYHOTO
noxomkeHHs1) CynyTHsA 3MiHa - 3MiHW 3 SIKOCTi.
[oTOBWIA Nikapcbkmit 3aci6. 3MiHN Y
BMPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT Ai/IbHULI BUPOBHULTBA A5
YyacTuHM abo BCbOro BUPOOHNYOro npoLiecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuUA Ans
BTOPVMHHOrO NakyBaHHS). - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmit 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHULTBa
roToBOrO NiKapcbkoro 3acoby, BKIYaoun
MPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NpU
BVMPOGHMLTBI TOTOBOTO NiKApCbKOro 3acoby
(iHWi 3MiHW) (BBEAEHHS 0,04ATKOBOI AiNbHUL
BMPOGHMLTBA: YKpaiHa, 23219, BiHHULbKa 0671.,
BiHHULbKWIA p-H, C. BiHHMLUBKI XyTOpW, By/.
Hemupiscbke Lwoce, 6. 84 A. Cxema,
TEeXHOJIOriYHI CTagil BUPOGHMLTBA, NapameTpu
KOHTPO/10 B NPOLLECi BUPOGHULITBA HE
3MiHIOIOTbCA. He3HauHi 3MiHM B 06/1agHaHHI
BignosigaoTb BUMoram GMP; 3miHa
BUK1ageHHs iHpopmauii y cxemi i onuci
BUPOGHMLTBA; 3MiHA TepMiHy 36epiraHHs
MPOMIXHOI NPOAYKLT; 3anponoHOBAHO: Y
peakTopi nicns NpUroTyBaHHS Ta oro po3nvey
CYMapHO He 6inblue 24 roauvH; y naswkax o
cTepunisauii He 6inbLlue 24 roguH); 3minu | Tuny
- AgMiHICTpaTuBHI 3MiHW. BunyuyeHHs

A®I, npomi>XHOro NPoAyKTy abo rotosoro
NiKapCcbKoro 3acoby, AiNbHUL 4518 NPOBEAEHHS
nakyBaHHs1, BUPOOHMKa, BiNOBILaIbHOIO 3a
BWMYCK Cepiii, MiCcLie NPOBEAEHHSA KOHTPOII0
cepii) abo nocTavanbHVKa BUXIAHOTO
martepiany, peareHTy abo 4OMNOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE)
(BUTyYEHHS BUPOGHMYOT AinbHuLi Ans Adl:
noBigoH - «ISP Technologies, Inc», CLUA
HimeuunHa 3aTBepmkeHo: «ISP Technologies,
Inc», CLUA, “BASF SE, HimeuunHa”;
3anponoHoBaHo: “BASF SE, HimeuyuuHa”);

Kanito xnopug - "BAT "BocToksiT", Pociiicbka
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
denepauis
3aTBepAXeHo: “Macco Organiques s.r.0.”,
Yecbka Pecnyb6nika; "BAT "BocTOKBIT",
Pocilicbka ®epnepauis; 3anponoHoBaHo: “Macco
Organiques s.r.0.”, Yecbka Pecny6bnika)
74. | ONNIPEH® nnacTvp AikyBasbHWA No TeBa 13painb BMPOGHUK, AnoHis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/5930/01/01
140 mr/12 roguH Ha 140 cm2 dapmaLeBTikan KNI HimeyunHa TEeXHiYHa NOMU/IKa B TEKCTI MapKyBaHHS peyenma
Ne 2: no 2 nnactupu y nakeTi IHpacTpi3 N14. Bignosigae 3a NepBNHHOT Ta BTOPVMHHOI YNakoBOK B Nepestiky
3 nanepoBOo-a/IlOMIHIEBO- BMPOGHMLTBO O0NOMDKHMX PeYOBUH. 3anpornoHoBaHo: HaTpito
nonieTuneHoBol NniBkx; No 1 Hepo3gacoBa cynbiT 6e3BoaHMIA (E 221)
nakeTy B KAPTOHHIli KOpPooLyi; HOro
Ne 5: no 5 nnactupis y NPoAyKTY;
nakeTi 3 nanepoBo- nepBuHHA Ta
atoMiHIEBO-NOMIETUNEHOBOI BTOPVHHA
nniskvi; no 1 nakety B ynakoBka,
KapTOHHI kopo6ui; Ne 10: KOHTPO/1b
no 5 nnacTupis y nakeTi 3 cepii: Telika
nanepoBo-a/ItlOMIHIEBO- PapmacblTHK
nonieTuNeHoBol NiBKK; No 2 an Ko., 114.,
nakeTn B KAPTOHHIN KOPOOLi AnoHis;
BMPOGHUK,
AKNIA
Bignosigae 3a
KOHTPO/b
cepii: Mepkne
m6X,
HimeuuunHa,;
BUPOBHUK,
AKNN
Bignosigae 3a
BUNYCK cepil:
Mepkne 'm6X,
HimeyunHa
75. | O®TAMIPUH Kpanni o4Hi/BYLUHI/ Ha3anbHI, MpAT Ykpaina MpAT YkpaiHa BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/12521/01/01
po3uuH 0,1 mr/mA, no 5 mny "®apmaueBTnyHa "papmaueBTu 3MiHun Il TMny - 3MiHK WoA0 peyernmo
chnakoHi, No 1 dpakoHy B ipma "OapHuua” YHa hipma 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. M
nauui "NapHuus" BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta

YMOB BMAaYi peecTpauiiiHoro nocBig4yeHHs,
BK/OYatouun Mnax ynpasniHHA pusvkamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasIbLLIOro 06I'pPYHTYBaHHS HOBUMM
[0AAaTKOBUM JaHumu, WO MatoTb HaZasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbkU BUMaraeTbCcs
CYTTEBA OL{iHKA KOMMETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B'si3aHb BifNOBIAHO A0
nignyHkTy 1.13 nyHkTy 1, NiANYHKTY 2.3 NYHKTY
2 popatky 15 no MNopsaky npoBefeHHs
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

eKcnepTn3n peecTpaLiitHux maTepianis Ha

nikapcbki 3acobu, L0 NOAAITLCA Ha AepxaBHYy

peecTpaujio (MepepeecTpadiio), a Takox
eKcnepTu3y MaTepianis Npo BHECEHHS 3MiH [0

peecTpauiiHnux maTepianis NpoTArom Aii
peecTpauiiHoro NocBigYeHHs, 3aTBEpPIKEHOr0

Haka3zom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

76.

NIPUAOKCUH-
OAPHULSA (BITAMIH
B6-AAPHULIS)

PO34uH NS iH'eKUiid, 50
mr/mn no 1 mn B amnyni, no
5 amnyn y KOHTYpHil
YapyHKOBIli ynakoBLyj; Mo 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

MpAT
"@apmaueBTnyHa
hipma "AapHuug"

YkpaiHa

MpAT
"®GapmaueBTu
YyHa hipma
"OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu Il TMny - 3MiHK Woao0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
YMOB BUAaui peectpauiliHoro noceigyeHHs,
BK/OYatoun MnaH ynpasniHHA pu3nkamu
(3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBUMU
[0[AaTKOBUM JaHUMK, L0 MatoTb HafasaTucs
KOMMETEHTHUM OpraHoM, OCKi/IbKU BUMaraeTbCs
CYTTEBA OL|iHKA KOMNETEHTHUM OpraHoM)
(BukoHaHHS1 3060B'si3aHb BifnNoBigHO 40
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY
2 popatky 15 po MNopsaaky nposeneHHs
eKcnepTm3n peecTpauiiHnx matepianis Ha
nikapcbki 3ac06m, L0 NOAAKTLCS Ha fepXaBHy
peecTpavuito (nepepeecTpadito), a Takox
eKCnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux maTepianis NpoTArom Aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmo
]

UA/5420/01/01

77.

NMPALAKCA®

Kancynu Teepgi no 75 mr, no
10 kancyn y 6nictepi; no 1
abo 3, abo 6 6nictepiB y
Kopoo6Li

Bepinrep
IHrenbxanm

IHTepHewwHn MTM6X

HimeuunHa

BepiHrep
IHrenbxanm
dapma M'moX i
Ko. KI

HimeuunHa

BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis:
3MiHM | TMNy: 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuid 3aci6. Onuc Ta cknag. 3miHa y
cKnagi (4ONOMiIXHUX peyoBMHax) roToBoro
niKapcbKoro 3acoby (CcMakoBi o6aBku abo
6apBHUKY) - [loaaBaHHs, BUNYyYeHHs abo
3amiHa (BUy4eHHs 6apBHUKIB iHOMrokapMiHy (E
132) Ta xoBToro 3axogy FCF (E 110) 3i cknagy
Kancynu i K Hacnifok 3MiHa onucy karcyn)
(TepMiH BeeHHA 3MiH NPOTArom 6 Micsuis
nicna 3aTBepMKeHHs); 3MiHun | Tuny: 3MiHn 3
AKocCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO /liKapcbkoro 3acoby. 3miHa y MeTogax
BMNPOOGYBaHHSI TOTOBOTO JIiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAAX
BUNPOGYBaHHS) (BUyYEHHS albTepHATUBHOI
METOAVKM 3 BUKOpUCTaHHAM ASE (npuckopeHa

3a
peyenmo
M

UA/10626/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

€KCTPaKLis PO3YNHHMKOM) ANS NPOBEAEHHS
aHani3y 3a nokasHukamu «lgeHtudikauis BIBR
1048», «BmicT akTMBHOrO iHrpegieHTy BIBR
1048» Ta «[poayKTv po3nagy akTMBHOro
iHrpedieHTy» 3 MeTOAiB KOHTpo/to /13, a Takox
3 MeTOZIB KOHTPOJIH0 NPOMIXXHOTO NPOAYKTY
fJabiratpaHy eTekcunaty nenetu ans
NpOBeAEHHS aHasli3y 3a NoKasHUKaMmu
«lpeHTudikalis» Ta «BMICT aKTUBHOTO
iHrpeieHTa», Npy HasABHOCTI METOANKA 3
pigvHHUM xpomaTtorpacom 3 DAD-geTekTopom
(TepmiH BefeHHS 3MiH NpPOTAroM 6 MicALiB
nicns 3aTBepKEHHS)

78.

NMPAOAKCA®

Kancynm Teepgi no 110 wr,
no 10 kancyn y 6nrictepi; no
1 a6o 3, abo 6 6nicTepiB y
Kopoo6Li

BepiHrep
IHrenbxaim
IHTepHeLwwHN MTM6X

HimeuunHa

BepiHrep
IHrenbxanm
dPapma M'M6X i
Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3miHu | TMny: 3MiHK 3 aKocTi. FoToBWMiA
nikapcbkuid 3aci6. Onuc Ta cknag. 3miHa y
cKnagi (4ONOMiXHMX peyoBMHaX) roToBOro
nikapcbKoro 3acoby (cMakoBi J06aBku abo
6apBHVKN) - lofaBaHHs, BUTyYeHHs abo
3amMiHa (BU/Tly4eHHs 6apBHUKa XXOBTOr0O 3axody
FCF (E 110) 3i cknagy kancysnu i ik Hacnigok
3MiHa onucy kancyn) (TepMiH BeAeHHS 3MiH
npoTArom 6 micALiB nicns 3aTBepAKEHHS);
3miHu | TMny: 3MiHK 3 aKocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTPOb roToBOrO
NiKapcbKoro 3acoby. 3miHa y MeToaax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMXEHNX METOAAX
BMNPOGYBaHHS) (BUyYEHHS aflbTepHATUBHOI
MeTOAVKM 3 BUKOpUCTaHHAM ASE (npuckopeHa
€KCTPaKLis PO3YNHHIKOM) N5 NPOBELEHHS
aHani3y 3a nokasHukamu «lgeHtudikauis BIBR
1048», «BMmicT aKkTMBHOrO iHrpegieHTy BIBR
1048» Ta «[poayKTv po3nagy akTMBHOro
iHrpedieHTy» 3 MeTOAiB KOHTposto /13, a Takox
3 MeTOZiB KOHTPOJIH0 NPOMIXXHOrO NPOAYKTY
pabiratpaHy eTekcunaty nenetu ans
NpPOBeAEHHS aHasli3y 3a NOKasHMKaMu
«lpeHTudpikauis» Ta «BMicT akTUBHOIO
iHrpeieHTa», Npy HasABHOCTI METOAMKA 3
pigvHHUM xpomaTorpachom 3 DAD-geTekTopom
(TepMmiH BefieHHA 3MiH NPOTArom 6 MicsuiB
nicns 3aTBePAXKEHHS)

3a
peyerimo
M

UA/10626/01/02

79.

NMPAOAKCA®

kancysm TBepgi no 150 wr,
no 10 kancyn y 6nictepi; no
3 abo no 6 6nictepis y
KapPTOHHI KOpoOU;i

BepiHrep
IHrenbxanm
IHTepHewHn M6X

HimeuunHa

BepiHrep
IHrenbxanm
dapma MmeX i
Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3miHu | TMNy: 3MiHK 3 sKocTi. [oTOBWMIA
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y
cknagi (4oNoMiXKHMX pevyoBrHax) rOTOBOIO

3a
peyenmo
M

UA/10626/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4eHHs

nikapcbKoro 3acoby (cmakosi fo6aBku abo
6apBHVKY) - [logaBaHHs, BUNYyYEHHS abo
3amMiHa (BU/Tly4eHHs 6apBHUKa XXOBTOrO 3axoay
FCF (E 110) 3i cknagy kancynu i ik Hacnigok
3miHa onwucy kancys) (TepmiH BeAeHHS 3MiH
npoTArom 6 micsiB nicns 3aTBEpLKEHHS);
3MmiHu | TMny: 3MiHK 3 siKoCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y MeToAax
BMNPOGYBaHHS rOTOBOrO SiKApCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEpMAXEHUX MeTogax
BMNPOGYBaHHS) (BUyYEHHS anlbTepHATUBHOI
MEeTOAMKM 3 BUKOPUCTaHHAM ASE (npuckopeHa
eKCTpaKLis PO34YMHHUKOM) AN1A NPOBEAEHHS
aHani3y 3a nokasHukamu «lgeHtudikauis BIBR
1048», «BMicT aKkTMBHOrO iHrpesieHTy BIBR
1048» Ta «[1poayKTn po3nagy akTMBHOro
iHrpedieHTy» 3 MeToAiB KOHTposio /13, a Takox
3 MeTOZiB KOHTPOJIH0 NPOMIXXHOrO NPOAYKTY
AabiratpaHy eTekcunary nenetu gns
NpoBefEeHHA aHasli3y 3a nokasHkamm
«lpeHTudpikauis» Ta «BMiCT akTUBHOIO
iHrpeieHTa», Npy HasiBHOCTI METOANKN 3
pigvHHUM xpomaTorpacom 3 DAD-geTekTopom
(TepMiH BefieHHA 3MiH NPOTArom 6 MicsiLiB
nicns 3aTBepmKeHHs)

80.

MPOreCTEPOH

PO3YUH NS iH'EKLN,
oniiHWiA 1 % anst BUPOGHUKaA
MpAT "BIO®APMA": no 1
M/ B amnyni; no 10 amnyn y
nauui 3 KapToHy; Ans
BMpO6HMKa TOB "®3
"BIO®APMA": no 1 mn B
amnyni; no 5 amnyn y
6nicTepi, no 2 6nictepn y
nayi 3 KapToHy

TOB "®3
"BIO®APMA"

YkpaiHa

MpAT
"BIO®APMA",
YkpaiHa; TOB

"®3
"BIO®APMA",
Ykpaina

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHS
roTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
mMeTogax BUNpobyBaHb (BKIHOHaOUM 3aMiHy abo
[ONOBHEHHS)); 3MiHM | TUNY - 3MiHa Yy MeTofax
BMNPOGYBaHHSA roOTOBOrO /iKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAAX
BUMNPOBYBaHHS)

3a
peyenmo
]

UA/3556/01/01

81.

PECMIBPOH /
RESPIBRON

Tabnetkn cybniHreasibHi Ne
10, Ne 30

NannemaHg
dapma
IHTepHaujoHan

LBeliuapis

BpycueTTiHi
c.p.n.

ITanis

BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis:
3MiHM | TMNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AiSNIbHOCTI
BMpPOGHMKa/iMnopTepa roToBOro JlikapCbKoro
3aco0y, BKIOYAKUM AiNbHNLi BUNYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPOJIHO AKOCTI.
(AisnbHICTb, 3a 5Ky BigNoBigae
BMPOGHUK/IMNOpTEp, BK/IKOYAKOUM BUMYCK cepili)
(MpviBeAeHHA HaNMCcaHHA Ha3BW Ta agpecu
BMPOOHMKA, L0 BiANOBIgAE 3a BUMYCK cepii, ¥

6e3
peyenma

UA/13025/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

Bi4NOBIAHICTb 40 BUCHOBKY L1040
NiATBEPKEHHS Bi4NOBIAHOCTI BUPOOHMLITBA
nNiKkapcbknx 3acobiB Bumoram HBIM)

82.

PUHT HA3A/TbHUIA
CMPEN®
3BO/JTOXYHOUUIA

cnpeii HazanbHuiA 0,5 mr/imn,
no 10 mn y donakoHi pasom 3
HacocoM-£03aTOpoM 3
po3nuntoBayem; no 1
hnakoHy B navui 3 KapTOHY

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHK | TNy - 3MiHa NocTavasibHMKa
nakyBaslbHVX MaTepiaiB abo KOMNIEKTYIOUNX -
BHECEHHS a/ibTepHaTUBHOro BUpo6HMKa MNAT
«Map'siHIBCbKWiA CkN03aBog», YkpaiHa,
ch/1aKoHIB 3i ckna A1 nikapcbkrx 3acobis
€MHICTIO 10 MA; 3MiHM | TUNY - 3MiHa y MeTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby -
3MiHN B METOAax KOHTPOJI0 rOTOBOro
NiKapcbKoro 3acoby 3a NoKasHUKOM
«CynpoBigHi AOMILLKW»; 3MiHW | TURY - 3MiHA Y
MeTogax BUNpobyBaHHSA rOTOBOTO /iKapCbKOro
3acoby (iHLWi 3MiHK y MeToAax BUNpobyBaHb
(BKOYaKOUM 3aMiHy abo [OMOBHEHHS)); 3MiHM |
T™Mny - 3MiHa y MeToAax BUNpo6yBaHHSA
roTOBOrO NikapCbKOro 3acoby - 3MiHU METOAUKN
KOHTPOJIH0 FTOTOBOrO NiKapCbKOro 3acoby 3a
nokasHMKoM «MBY»

6e3
peyenma

UA/12120/01/01

83.

PO34YMHHA PIANHA
ANA ANEPrEHIB

PO34MH ANs iH'ekiii no 4,5
M1y dhakoHi; no 10
hNakoHIB PO3MILLEHNX B
KapTOHHY KOPOOKY

TOB "ImyHosnor"

YkpaiHa

TOB
"IMmyHos0r"

YKpaiHa

BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis:
3MiHun Il TMny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta
YMOB BMAaYi peecTpayiiiHoro nocBig4yeHHs,
BK/TIOYa0UM MNnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasIbLLIOro 06I'pPYHTYBaHHS HOBUMM
[00aTKOBUM Ai@aHMK, Lo MatoTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbkU BUMaraeTbCcs
CYTTEBA OL{iHKA KOMMETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B'si3aHb BifNOBIAHO A0
nignyHkTy 1.13 nyHkTy 1, NiANYHKTY 2.3 NYHKTY
2 popatky 15 po MNopsgky npoBeneHHs
eKcnepTn3n peecTpauiitHux MmaTepianis Ha
nikapcbki 3acobu, Lo NOAAITLCA Ha AepxaBHYy
peecTpavuiio (nepepeecTtpadito), a Takox
eKcrnepTu3y MaTepianis Npo BHECEHHA 3MiH [0
peecTpauiiHix maTepianis npoTsarom i
peecTpavuiiHOro NocBiAYeHHs1, 3aTBEPAKEHOTO
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Bif 23.07.2015 Ne 460)

3a
peyenmo
M

UA/16159/01/01

84.

CUBYTIH

Tabnetku no 5 mr, no 10
Tabnetok y 6nictepi, no 3
6nicTepu y nauui

MAT "Kuiscbkuii
BiTamiHHWI1 3aBoA”

YkpaiHa

MNAT
"KuiBcbkuii
BiTAMiHHWIA

3aBofa”

Ykpaina

3MiHY | TUMy - 3MiHU Woao
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy -
3amMiHa rpadpiuHOro ohopmIEHHSA NEPBUHHOI Ta
BTOPWHHOT YNakOBOK Ha TEKCT MapKyBaHHS

3a
peyenmo
]

UA/6115/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

yNakoBOK 3 BignoBigHVMM 3MiHaMK 4,0 PO34iNis
MKSA N3 (po3ain «IpaciuHe odhopmaeHHs»
3aMiHeHO po3ZinomM «MapkKyBaHHS»).
BBepeHHA 3MiH npoTarom 3-x MicAuis nicns
3aTBepPAKEHHSA

85.

COMMNAAEIH®

TabneTku, no 12 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI KOpoo6Li

nakcoCmiTKnsiiH
KoHcbomep
Xenckep (HOK)
TpengiHr Nimiteq

Benuka
BpuTaHis

nakcoCmiTKn
aiH
[axrapsaH
Nimiteq

Ipnangis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHW | TUNY - NOAAHHS OHOB/IEHOTO
cepTuguikaTy BiANOBIAHOCTI €EBpONenchKil
thapmakonei R1-CEP 1998-022-Rev 03 ans
Lit040i pevoBUHY KODETHY Bif, 3aTBEPAXEHOrO
BMPOGHUKA, 3MiHa Ha3BM BUPOOHMUKA; 3MiHW |
TUNY - NOAAHHS OHOB/IEHOTO cepTudikarty
BiAnoBigHOCTI E€Bponeiickbkili hapmakonei R1-
CEP 2003-100-Rev 02 ans gito4oi peyoBuHM
KofeiHy chocdpaT remirigpar Big, 3aTBepAKeHoro
BUPOGHMKA, 3MiHA HAa3BWM BUPOBHMKA

3a
peyenmo
]

UA/4740/03/01

86.

COMMNAAEIH®

TabneTkn po3unHHi Ne 12
(2x6) y cTpunax y KapTOHHil
Kopoo6Li

"nakcoCmiTKnsiiH
KoHcbomep
Xenckep (FOK)
TpeigiHr Niviteq

Benuka
BpuTaHis

nakcoCmitKn
aiH
[axrapsaH
NimiTeq

Ipnangis

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHM | TNy - NoAaHHA OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeichkiii
thapmakonei R1-CEP 1998-022-Rev 03 gns
Lir040i pevoBUHY KODETHY Bif, 3aTBEPAKEHOrO
BMPOOHMKA, 3MiHa Ha3BW BUPOGHMKA; 3MiHY |
TUMY - NOAAHHS OHOBMIEHOTO cepTudikaTty
BiAnoBigHOCTI EBponeiickbkili hapmakonei R1-
CEP 2003-100-Rev 02 ans gito4oi peyosuHU
KoZeiHy chocdpaT remirigpart Big 3aTBepAKeHOro
BUPOGHMKA, 3MiHA HA3BWN BUPOGHMKA

3a
peyenmo
M

UA/4740/01/01

87.

CONNAJAEIH®

Kancynu, no 12 kancyny
6nictepi, no 1 6nictepy y
KapTOHHI KOpooLi

nakcoCmiTKNAiiH
KoHcblomep
Xenckep (HOK)
Tpenginr Nimites

Benuka
BputaHis

CMITKNsiiH
Biuem C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis:
3MiHW | TUNY - NOAAHHS OHOB/IEHOIO
cepTudikaTa BiANoBiAHOCTI EBPONEiChKilt
hapmakonei Ne R1-CEP 1998-047-Rev 05 ans
Aitoyoi peyoBrHK Paracetamol Big Bxe
3aTBEPAKEHOr0 BUPOOHMKE; 3MiHM | Tuny -
nofaHHa OHOB/IEHOro cepTudpikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2001-090-Rev 05 ans gjto4oi
peyosuHM Codeine phosphate hemihydrate Big
BXE 3aTBEPPKEHOro BUPOOHWMKA; 3MiHK | Tuny -
nofjaHHA OHOB/IEHOTO cepTudikaTa
BiZJNOBIAHOCTI €Bponeiichbkiit thapmakonei Ne
R1-CEP 1998-022-Rev 03 ans gjto4oi
peyoBuHu Caffeine Bif BXe 3aTBEpAKEHOIO
BMPOBHMKA 3i 3MIHOK Ha3BU BNPOGHKKa ADI

3a
peyerimo
M

UA/4740/02/01

88.

CTPENCI/IC® 3
BITAMIHOM C 3I
CMAKOM
ANENbCUHA

NbOASHUKM no 12
NbOASAHUKIB y 6AicTepi; no 2
6nicTepy B KapPTOHHIi
Kopo6Ui

PekkiTT BeHkizep
Xenckep
IHTEepHeLwHN
JNimiTeq

Benuka
BpuTaHia

PexkkiTT
BeHkizep
Xerickep

IHTEpHELLHN

Benuka
BpuTaHis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu Il TUny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta

6e3
peyenma

UA/7436/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

NimiTen

YMOB BUAaui peecTpawiliHoro noceigyeHHs,
BK/OYatoun MnaH ynpasniHHA pu3nkamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
nofasibLLIoro 06r'pyHTYBaHHS HOBUMM
[0[AaTKOBUM JaHUMK, WO MatoTb HafasaTucs
KOMNETEHTHUM OpraHoM, OCKI/TIbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMMNETEHTHUM OpraHoMm)
(BnkoHaHHs1 3060B's13aHb BifnNoOBigHO 40
nianyHkty 1.13 nyHkty 1 gopatky 15 go
Mopsiaky NPOBEAEHHS eKCnepTU3n
peecTpavuiiiH1X MaTepiasiiB Ha flikapcbki
3aco6u, L0 NOAAKTLCA Ha AepXKaBHY
peecTpavuito (nepepeecTpaLito), a Takox
eKCnepTn3n matepiasnis NPo BHECEHHS 3MiH [0
peecTpauiiHux maTepiasnis NpoTArom aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

89.

CTPENCI/IC® 3
MEOOM TA
NMMOHOM

NbOASAHUKM No 12
NbOAAHUKIB Y 6nicTepi; no 2
6nicTepy B KapTOHHIA
KopoobLi

PekkiTT BeHkizep
Xerckep
IHTepHeLwHN
Nimiten

Benvka
BputaHis

PekkiTT
BeHkizep
Xernckep

IHTepHeLwHN

Niviteq

Benwvka
BputaHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHwn Il TMny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta
YMOB BUAAui peecTpaviliHoro nocsigyeHHs,
BK/TIOYa0UM MNnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), siKi(a) BUMaratoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHSA HOBUMMU
[08aTKOBUM Ai@aHMK, Lo MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OLjiHKa KOMNETEHTHVM OpraHoM)
(BukoHaHHs1 3060B's13aHb BifNOBIAHO A0
nignyHkTy 1.13 nyHkTy 1 gopatky 15 no
Mopsaky NpoBeAeHHS ekcnepTuan
peecTpauiiiHux MaTepiasiiB Ha Nikapcbki
3aco6wu, LU0 NOAAITLCS Ha AepXaBHY
peecTpavuiio (nepepeecTtpadito), a Takox
eKkcnepTu3y MaTepianis NPo BHECEHHA 3MiH [0
peecTpavuiiHux maTepianis NpoTArom faii
peecTpavuiniHOro NocBiAYEHHS, 3aTBEPAKEHOTO
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y
pefakuii Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/6400/01/01

90.

CTPENCINC® _
OPUMHANBHWIA

NbOASHUKM No 12
NbOASAHUKIB Y 6nicTepi; no 2
6nicTepy B KAPTOHHIl
Kopoo6ui

PekkiTT BeHkizep
Xernckep
IHTEepHeLUHN
Nimiteq

Benuka
BpuTaHis

PexkkiTT
BeHkizep
Xerckep

IHTEepHeLLHN

Nimiten

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHu Il TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(u1) 4o 3060B'A3aHb Ta
YMOB BUAaui peectpawiliHoro noceigyeHHs,
BK/IIOYa0UM MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)

6e3
peyenma

UA/6479/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
noAasibLLIoro 06r'pyHTyBaHHS HOBUMM
[0[AaTKOBUM JaHUMK, WO MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKI/TbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMMNETEHTHUM OpraHoMm)
(BnkoHaHHs1 3060B'si3aHb BifNoOBigHO 40
nianyHkty 1.13 nyHkty 1 gopatky 15 go
Mopsiaky NPOBEAEHHS eKCNepTU3n
peecTpavuiiiH1X MaTepiasiiB Ha flikapcbki
3aco6u, L0 NOAAKTLCA Ha AepXKaBHY
peecTpavuito (nepepeecTpadito), a Takox
eKCnepTn3n matepiasnis NPo BHECEHHS 3MiH [0
peecTpauiiHux maTepiasnis NpoTArom aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
91. | CTYFTEPOH Tabnetku no 25 mr no 25 TOB "[I>XOHCOH & Pocilicbka AHccen-Cinar ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/2754/01/01
TabneTok y 6nictepi; no 2 [xoHCoH" degepauis C.n.A. 3MiHY | TURy - 3MiHU Woao peyenmo
6nicTepy y KapTOHHIl nayuj 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy - M
He3HayHi 3MiHW Y TEKCTi MapKyBaHHS
92. | TANTIKOM® Kpansi o4Hi, no 0,3 Mny CaHTeH AT diHNAHAIA Nabopatyap dpaHuis BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/15538/01/01
THO6VKY-KpanenbHuj; no 10 HOHiTep 3MiHu I TMny - 3MiHK A0 IHCTPYKUiT AN peuenmo
TIOOVMKIB-KpanenbHULb y MeMYHOro 3aCTOCYBaHHS 10 PO34iNiB M
nakeTi; no 3 naketn y "Oco6nmBoCTi 3acTocyBaHHA", "MO6IYHI
KapTOHHI Kopoo6Li peaxkuii”. BBegeHHs 3MiH npoTsirom 3-x
MicsiLliB nicns 3aTBepAKeHHs
93. | TPASOINPA®® 60% PO34uH ANs iH'ekuin 60 % no "HOHik IHgis "HOHiK IHais BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 3a UA/7388/01/01
20 mn B amnyni; no 5 amnyn dapmacbroTuKan dapmacboThK 3MiHU | TUNY - BUNYyYeHHSA BUPOOHMYOI AiNTbHUL peyenmo
ynakoBaHi Ha nigHoc i3 Na6opaTtopiz" an (Brtovatoun ginbHuui 4na A®l, npoMixxHoOro M
Tepmokony; no 1 nigHocy y (BipaineHHs dipmun Na6opatopiz" npoaykTy abo rotToBOro NikapcbKoro 3acooy,
KapTOHHI ynakoBLi "Ix. b. Kemikan3s (BipoineHHn OiNbHULI 4NS NPOBeAEHHS NakyBaHHS,
eHa chipmn "Ox. B. BMPOGHWKA, BiANOBIAAILHOMO 3a BUMYCK Cepil,
dapmacbloTrKan3 Kemikans eHg, MicLie NpoBeAeHHS KOHTPO/IIO cepil) abo
nrp.™) dapmacboTUK noctavasibHVKa BUXigHOro martepiasny, peareHty
an3 itg.") a60 4ONOMDKHOT PevOBMHN (SIKLLLO 3a3HAYEHO Y

[0CbE) — BUTyYEHHS BUPOOHMKA BMXigHOTO
matepiany MernymiHy gns A®l mernymiHoBoT
coni AjiaTpr30iHOT KUCAOTKW; 3MiHK I TUny -
3MiHa BUPOGHMKA BUXIAHOr0/MPOMIXKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa
BMPOGHMKa (BK/THOYaoUM, e HeobxigHo, micue
NpoBeeHHSA KOHTPO0 AKocTi) APl (3a
BifICYTHOCTI cepTudikara BifnoBsifHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BMPOOHUKa AdI 3
HafaHHAM MacTep-chaiina Ha A®I) - BBeeHHS
BUPOBHMKA BUXIAHOTO MaTepiany MernymiHy
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
ans A®| mernymiHoBOI coni fjiaTpU30oiiHOI
KNCNoTH
94. | TPA3OINPA®® 76% PO34UH ANS iH'eKLR 76 %, "HOHIK IHAjs "HOHIK IHAja BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/7388/01/02
no 20 mn B amnyni; no 5 PapmacbioTuKan PapmacboThK 3MiHU | TUNY - BUNYyYeHHS BUPOOHWYOI AibHUL peyernmo
amnysn ynakoBaHi Ha nigHoc Na6opaTtopiz" an (Brtovatoun ginbHuui Ana A®l, npoMixXHOro M
i3 Tepmokony; no 1 nigHocy (BipAineHHs dipmun Na6opatopiz" npoaykTy abo rotToBOro nikapcbKoro 3acooy,
Y KapPTOHHiIli ynakoBLi "Ix. b. Kemikan3 (BipLineHHn OiNbHULI ANS NPOBEAEHHS NaKyBaHHS,
eHa chipmn "Ox. B. BMPOGHWKA, BifMoBifasibHOr0O 3a BUMYCK cepil,
dPapmacbloTukan3 Kemikans eHp, MicLie NpoBeAeHHS KOHTPO/IHO cepil) abo
ntp.™) PapmacboThK nocTavasibHVKa BUXigHOro martepiany, peareHty
ans itg.") a60 [0NOMIKHOT PevyOBMHN (SIKLLLO 3a3HAYeHOo y
[0CbE) - BUNYyYEHHS BUPOOHMKA BUXIAHOTO
matepiany MernymiHy ans A®l mernymiHoBo1
CO/li AiaTpM30NHOT KNCNOTK; 3MiHK Il Tuny -
3MiHa BUPOGHMKA BUXiAHOro/NPOMIXXHOTO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCH Y
BMPOGHMYOMY npoueci A®l, abo 3miHa
BMPOGHMKa (BK/IHOYaouM, e HeobxigHo, micue
NpoBeAEeHHS KOHTPO AkocTi) APl (3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOrO BUpPOOHUKa AdI 3
HaJaHHAM MacTep-gaiina Ha A®l) - BBEAEHHS
BMPOGHMKA BUXiAHOrO MaTepiany MernymiHy
ans A®| mernyMiHoBOI coni fiaTpu3oiiHoI
KNCNOTH
95. | TPAUDEMOJT H cvpon no 100 mn a6o no TOB "XapkiBcbke Ykpaina TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/13900/01/01
200 mn y dpnakoHi; no 1 hapmaueBTUyHe "Xapkiscbke 3MiHM | TUMY - NOAAHHA OHOB/IEHOTO peyenmo
hnakoHy pasom i3 nignpueMcTBo hapmaueBThy cepTuguikaTy BiANOBIAHOCTI €BPONENChKil M
[,03yH4YUM NPUCTPOEM Y "340poB'a He thapmakonei R1-CEP 2002-127-Rev 02 Big, Bxe
KOpo6Li 3 KapTOHY Hapoay" nignpUeMCcTBO 3aTBEPKEHOro BUPOGHMKA Ait0H0i peyoBUHN
"340poB'A ncesfoedefpyiHy riapoxnopug Ta 3asHaueHHs
Hapoay" NOBHOI Ha3BW BUPOGHKKa AD| B MeTogax
KOHTPO/IO SIKOCTi FOTOBOrO NikapCcbKoro 3acoby
Y BiANOBIAHOCTI A0 peecTpaLiiiH1X MaTepianis
96. | TPAHEKCAMOBA NnopoLUokK (cybcTaHuis) y MAT "lrannudapm” YkpaiHa XyHaH Kutaii BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/12870/01/01
KNC/IOTA [BOLLAPOBUX JOHITIHr 3MiHM | TUNYy - 3MiHa y napameTpax
nonieTuIeHOBKX NakeTax dapmachbloTika cneundikauii Ta/abo JONYCTUMMX MEX,
0Ns BUpo6HMLUTBA n Ko., 1a. BM3HAYeHUX y cneuudikauisx Ha A®l, abo

CTePUNbHUX Ta
HEeCTePUSIbHUX NIKAPCLKNX
thopm

BUXiQHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTLCA Y NPOLIECi BUPOOHNLTBA
A®I (pogaBaHHA abo 3aMiHa (3a BUHATKOM
aKTMBHOI pevyoBuHN GionoriyHoro abo
iMyHO/T0TiYHOrO MOXOKEHHS) NapameTpa
cneumdikauii 3 BiANOBIAHNM METOAOM
BUNPOOYBaHHA 3a pe3ysibTaTamu AOCNIAKEHb 3
6e3nekn abo SKOCTI); CynyTHSA 3MiHa: 3MiHa y
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

nocsio4eHHs

97.

TPU3NMNNH®

MeTofax BunpobysaHHsa APl abo BuxigHoro
marepiany/npoMiXHOro NPoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y MpoLeci BUpobHuuTBa Ad|

98.

TPAMICTUH® -

TabneTku, BKpUTI
060/10HKO0, M0 250 Mr, Mo
40 TabneTtok y 6aHui, no 1
6aHLi B nayLi 3 KapToHy; No
10 Tabnetok y 6nictepi, no 4
6nicTepy B NayLj 3 KApTOHY

TOB HB®
"Mikpoxim"

YkpaiHa

TOB HB®
"Mikpoxim"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn Il TMny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta
YMOB BUAAui peecTpaviliHoro nocsigyeHHs,
BK/IIOYa0UM MNnaH ynpasniHHA pusnkamu
(3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMMU
[08aTKOBUM Ai@aHMMK, Lo MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLjiHKa KOMNETEHTHVM OpraHoM)
(BukoHaHHs1 3060B's13aHb BifNOBIAHO A0
nignyHkTy 1.13 nyHkTy 1 gopatky 15 no
Mopsaky NpoBeAeHHS ekcnepTuan
peecTpauiiiHux MaTepiasiB Ha Nikapcbki
3aco6wu, L0 NOAAITLCS Ha AepXaBHY
peecTpavuiio (nepepeecTtpadito), a Takox
eKkcnepTu3n MaTepianis NPo BHECEHHA 3MiH [0
peecTpavuiiHux maTepianis NpoTArom faii
peecTpavuiniHOro NocBiAYEHHS, 3aTBEPAKEHOIO
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y
pefakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmo
M

UA/12303/02/01

JAPHULA

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

MpAT
"@apmaueBTnyHa
hipma "AapHuua"

YkpaiHa

MpAT
"GapmaueBTu
YHa hipma
"OapHnua"

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHu 1l TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(u1) 4o 3060B'A3aHb Ta
YMOB BUAaui peectpawiliHoro noceigyeHHs,
BK/IIOYa0UM MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
noAasIbLIOro 06r'pyHTYBaHHSA HOBUMMU
[00aTKOBUM Ai@HMMK, L0 MatoTb HajaBaTucs
KOMMETEHTHUM OpraHoM, OCKi/IbKU BUMaraeTbCcs
CYTTEBA OLliHKa KOMNETEHTHVM OpraHoM)
(BuKoHaHHS1 3060B's13aHb BifnNoOBigHO 40
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY
2 popatky 15 po MNopsaky nposeneHHs
eKcnepTn3n peecTpaviiHux MaTtepianis Ha
nikapcbki 3ac06y, W0 NoAalTbCA Ha AePXaBHY
peecTpavuito (nepepeecTpadito), a Takox
eKcnepTun3n MaTepianis Npo BHECEHHS 3MiH A0
peecTpauiiiHMX MaTepianis NPOTArom Aji
peecTpavuiiHoro NocBigYeHHs, 3aTBEPIKEHOT0
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y

6e3
peyenma

pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)

UA/6123/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo20
ynakoska) nocsi0O4YeHHs1
99. | YPOIPA®IH PO34UH ANs iH'eKLA 76 %; Baiiep Al HimeuuunHa Bepnivep C.A. IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3678/01/02
no 20 mn B amnysi; no 10 3MiHa 3asiBHMKa (BNacHMKa peecTpawiinHoro peyernmo
aMnyn y KapTOHHI Kopobui NocBigYEHHSs) M
100. | X/IOPBYTAHON nopoLuok (cybcraHuis) y ToBapucTso 3 YkpaiHa Monigpar IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/9506/01/01
FEMITIAPAT noABIiHNX NONIETUNEHOBMX obmexeHor NabopaTtopi3 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
nakeTtax A/1s BUpobHuLTBa BifjNOBIAabHICTIO Net. NitA. HaliMeHyBaHHs Ta/abo agpecy 3asBHMKA
HecTepUsbHUX NiKapCbKux "®apmaLeBTnyHa (BnacHuKa peecTpauiiiHoro NocBigYEHHS)
dopm KOMMaHis (3miHa HaliMeHyBaHHA Ta agpecu 3asBHKa)
"3p0pos'a”

HauyanbHUK YnpaBniHHA hapmaleBTUYHOI
AIANBbHOCTI Ta AKOCTi (hapmaueBTUYHOT NpoAYKLUil

T.M. JIackoBCbKUM




Aopatok 4

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

27.03.2018 Ne 553

MEPENIK
NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIONOTYHUX MPEMNAPATIB), AKUM BIAMOB/IEHO Y OEPXXABHIN PEECTPALLII, NEPEPEECTPALIII TA BHECEHHI
3MIH O PEECTPALUIMHNX MATEPIANIB
TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa nikapcbko20 dopma 3asBHUK Kpaina Bupo6HuK KpaiHa lMiocmasa Mpoyedypa

n/n 3acoby BuUnyckKy

1. HICNA3M ®OPTE Tabnetkn, Bkputi | CYH-®APM Cn. 3 MonbLa mi6e MmeX HimeuunHa 3acigaHHa HTP Ne 08 BigmoBuTM y 3aTBepAKeHHi 3MiH - BUMpaB/IEHHSA
nAiBKOBOIO 0.0. ApuHaimiTTens Big 22.02.2018 TEXHIYHUX NOMW/IOK Y TpaHchiTepalii Ha3Bu 3asaBHUKA
060/10HKOI0 N0 Ha TWUTYNbHIA CTOPIHUI METOAIB KOHTPO/O SKOCTI
80 mr no 10 3amicTb «CAH-®APM» - «CYH-®APM>», OCKiNbKu
TabneToky 3a3HayeHe BUMNpaB/IEHHA He Bignosigae matepiasiam
6nictepi, no 2 peecTpaLuiiiHoro Aocbe SKi NpefcTaBfeHi B apxisi. B
6nictepu B maTtepianax peecTpauiiHoro gocbe (Mogynb 1:
KapTOHHiiA peecTpadiiHa hopma, NNCT-3BEPHEHHS KOMNaHii i T.4.)
Kopobui 3a3HayeHo: «CAH-®APM Cn. 3 0.0., MNMonbLwa»

HavanbHUK YnpaBniHHA hapmaleBTUYHOI
AIANBHOCTI Ta AKOCTi (hapmaueBTUYHOT NPOoAYKLUiT T.M. NIAcKoBCbKUi
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