MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
20.02.2018 Ne 291
Kuis

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

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

HAKA3Y1O:

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

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

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

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

B.o. MinicTpa Y. CYIIPYH



MEPENIK
3APEECTPOBAHUX NNIKAPCBbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHUX NPEMAPATIB), SKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Aopatok 1

[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

20.02.2018 Ne 291

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu Peknamys
BionycKy aHHs

Homep
peecmpayitiHo
20
nocsioYeHHs1

L-METIOHIH

KpvcTaniuyHuii NopoLLOK
abo kpucTanu
(cy6eTaHuis) y
noaBinHuX
nonieTUIEHOBUX MilLiKax
ans hapmauesTnuHoro
3aCTOCYBaHHSA

AMIHO 'm6X

HimeyunHa

AMIHO 'm6X

HimeyunHa

peecTpauis Ha 5 pokiB

- He UA/16575/01/01

nionsieae

L-CEPUH

KpMcTaniuHWin NOPOLLIOK
abo kpuctanm
(cy6eTaHuin) y
noABiNHNX
noNieTUIEHOBUX MiLLIKax
ans hapmaueBTUYHOrO
3acTocyBaHHs

AMIHO 'm6X

HimeyunHa

AMIHO 'm6X

HimeyunHa

peecTpauis Ha 5 pokiB

- He
nidnsieae

UA/16576/01/01

L-TUPO3NH

KpMcTaniuyHWii NOpOLLIOK
abo kpuctanu
(cy6eTaHuis) y
noABINHNX
nonieTUNEHOBUX MilLKax
ansa dpapmauleBTUYHOro
3acTocyBaHHSA

AMIHO 'm6X

HimeyunHa

AMIHO 'm6X

HimeyunHa

peecTpauis Ha 5 pokiB

- He UA/16577/01/01

nionsieae

L-TPEOHIH

KpUCTaniuHWiin NOPOLLIOK
abo KkpucTanu
(cy6eTaHuis) y
noABiiHNX
NoNieTUIEHOBKX MilLKax
ansi hapmaueBTUYHOro
3acToCcyBaHHs

AMIHO 'm6X

HimeyunHa

AMIHO 'm6X

HimeyunHa

peecTpauis Ha 5 poki

- He
nidnsieae

UA/16578/01/01

L-TPUNTODPAH

KpucTaniyHmin abo
amopHM NOpPOLLIOK
(cybeTaHuis) y
NoABINHNX
nonieTUNEHOBUX MilLKax
4ns hapmaleBTMYHoro

AMIHO 'm6X

HimeuyunHa

AMIHO 'm6X

HimeuyunHa

peecTpauisi Ha 5 pokis

- He UA/16579/01/01

nionsieae




Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
3aCTOCyBaHHs
6. AJACYB MOPOLLIOK A1 iHransuii Peppep IcnaHis BMPOGHULITBO Ta CLA/ peecTpauis Ha 5 pokiB 3a He UA/16580/01/01
[030BaHwnit, 9,1 mr/gosy IHTepHauioHa nepBuHHE NakyBaHHS: IcnaHis peyenmom nionsieae
y nakeTi Nel Ta nb, C.A. Anekcsa MepioAnyHICTb MOA4AHHS PEryNsapHO
iHranaTopom Staccato® dPapmachboTikasc, OHOB/IHOBAHOrO 3BITY 3 6e3neku
Nel y KapTOHHIl nayuj IHK., CLUA; BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
BTOPUHHE NaKyBaHHS, thapmakoHarnagy, 3aTBepaKeHoro
KOHTPO/Ib AKOCTi Ta Haka3oMm MiHicTepcTBa OXOPOHW 340POB’A
BUNYCK cepil: Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
Peppep 3apeecTpoBaHuii B MiHiCTepCTBI tocTULii
IHTepHaujioHanb, C.A., Ykpainn 19 rpyaHa 2016 poky 3a Ne
IcnaHis 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’ YKpaiHu
Bif, 26 BepecHA 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4yeHUMN y NepiognMYHOCTI NodaHHS
perynspHux 3BiTiB 3 6e3nekn
7. FIAPOXNOPOTI | kpucTaniyHuii NOpoLIOK MAT YkpaiHa YaHnkoy KuTaii peecTpadist Ha 5 pokis - He UA/16581/01/01
A3nAa (cybeTaHuisa) y naketax "KuiBcbkuii dapmac'toTikan nidnsieae
noaBinHMX BiTaMiHHWI dexkTopi
nonieTuneHosux ans 3aBog"
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
8. AOKCENIHY KpucTaniyHuii NopoLLoK ToBapucTBo 3 YkpaiHa MnaxTeke N14. I3painb peecTpadist Ha 5 pokis - He UA/16582/01/01
FIAPOXNOPUA | (cy6ecTaHuis) y obmexeHo nionsizae
TEepMOI30/110I0HOMY BiANOBIA&/IbHI
naketi aAns CTHO
thapmaLeBTUYHOro "XapkiBcbke
3aCTOCYyBaHHSA dhapmaneBTNy
He
niANpPMEMCTBO
"340poB'a
Hapoay"
9. NEBOMIH 30 TabneTku, BKpUTI mi6e Mm6X HimeuunHa mi6e Mmb6X HimeuunHa peecTpauisi Ha 5 pokis 3a He UA/16583/01/01
NAiBKOBOK 060/IOHKOHO, ApuHaiimiTTen ApuHaiimitTTens peyenmom niosnsieae
no 0,03 mr/0,15 mr Ne 21 b MepiognyHICTb NOAAHHS PErynspHO

(21x1), Ne 63 (21x3), Ne
126 (21x6) y 6nictepax

OHOB/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAAKy 3A4iNCHEHHS
thapmakoHarnagy, 3aTBepaKeHoro

Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLi
Ykpainn 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’ YKpaiHu
Bif, 26 BepecHs1 2016 poky Ne 996), ans




Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
NiKapcbKoro 3acoby CTaHOBUTb:
BiANOBIAHO [0 NEPIOANYHOCTI CKNafaHHs
perynsipHo OHOB/IOBAHOIO 3BiTY 3 6e3nekn
niKapcbKoro 3acoby, 403BO/IEHOrO A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHi.
10. NEFETUH XN MOPOLLIOK (Cy6CcTaHLis) y TOB YkpaiHa HopricT Kutaii peecTpauis Ha 5 pokis - He UA/16584/01/01
naketax "Xainsen" dapmacstoTikan pyn niossieae
nonieTuneHoBux ons Ko., 114,
thapmaLeBTUYHOro
3aCTOCYBaHHSA
11. nypPoniT MOPOLLIOK (Cy6CcTaHLis) y TOB YkpaiHa MYPONIT Ec.Ep.En. PymyHis peecTpadist Ha 5 pokis - He UA/16555/01/01
(MONICTUPEHC | noagiliHNx "APTEPIYM nidnsieae
YNb®OHAT nosnieTuIeHoBMX nTa"
HATPIO) naketax gns
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
12. CMNEKTPALIE® TabneTku, BKpUTI Meiipxi AnoHis Tepnek-Mengxi Icnanis peecTpadist Ha 5 pokis 3a He UA/16586/01/01
N/1iBKOBOK 0BGO/IOHKOLO, Ceiika ®apma dapma, C.A. peyenmom nionsizae
no 200 mr Ne 20 (10x2) y Ko., N1A4.
6nictepax
13. CYMATPUMTAH | nopoluok (cy6ecTaHuis) y MAT YkpaiHa CiHeppxunH AKTuB IHAjsa peecTpadisi Ha 5 pokis - He UA/16587/01/01
Y CYKUUHAT nakeTax noABinHMX "KniBcbkuii IHrpegienTc MeT /174, niosnsieae
noslieTuNeHoBuxX oNs BiTaMiHHUIA
thapmaLeBTUYHOro 3asof”
3aCTOCYBaHHSA
14. TOPACEMIA, MOPOLLIOK (Cy6CcTaHuis) y MpuBaTtHe YkpaiHa Inka JlabopaTopic IHAjsa peecTpauis Ha 5 pokis - He UA/16588/01/01
NnoABINHMX akuioHepHe Nimiteq nionsieae
nonieTUIEHOBUX Millikax TOBapWCTBO
4ns hapmaleBTMYHOro "Jlekxim-
3acToCcyBaHHsA Xapkis"

HauyanbHuK YnpaBniHHA dpapMmaleBTUYHOI
OIANBLHOCTI Ta AKOCTI (hapmaueBTUYHOI NPOAYKLUiT

T.M. NIAacKOBCbKUA




MEPENIK

Jopatok 2

A0 Haka3y MiHicTepcTBa OXOPOHU
3[4,0pPOB’A YKpaiHu
20.02.2018 Ne 291

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
DEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoskKa) nocsi0O4YeHHs
1. ANI3BAPTPOH® Masb no 20 r abo no 30 Ecnapma M'm6X HimeuunHa NixTeHxenbaT HimeyunHa MepepeecTpauis Ha bes niosnsieae UA/8595/01/01
r, abo no 50 r, abo no 6X HeobMexeHuin TepMiH. 3miHu I peyenma
100 r y Ty6i; no 1 Ty6i B dapmaveBTny TMny - 3MiHN LWOA0
KapTOHHI KOpooLi Ha thabpuka 6e3nekun/edekTBHOCTI Ta

thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTu,i
niKapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y
3B'A13KY i3 HOBUMMW AaHUMK 3
SAKOCTi, AOKTIHIYHMMM, K/TiHIYHUMM
JaHuMu Ta AaHumn 3
hapmakoHarnagy - 3MiHu
BHECEHO A0 IHCTPYKUii Ans
MeANYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zinis
"MpoTunokasaHHs", "OcobaumBi
3axoam 3 6esnekn”, "Oco6IMBOCTI
3aCcToCyBaHHS", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyagio”, "Aitu",
"Mepeno3yBaHHA" BigNOBIAHO A0
marepianis peecTpauiiHoro
[OCbE.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHiCTepCTBa OXOPOHU 3[10pPOB’A
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
2. BICOMNPONON-KB Tabnetku no 5 mr, no 10 MAT "KuiBcbKuii YkpaiHa NAT YkpaiHa MepepeecTpauis Ha 3a He UA/8672/01/01
Tabnetok y 6nictepi; no BiTamiHHUIA 3aB0A" "KniBcbkuii HeoBbMeXeHWn TepMiH. 3MiHu | peyenmom nionsieae
3 6nicTepun y nauui BiTAMiHHWI TMny - 3MiHN LWOAO
3aBog" 6e3nekn/edeKTBHOCTI Ta

thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJNYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuagHyx/6ionoaioH
MX NiKapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pedhepeHTHW1 NpenapaT (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUWX A0AATKOBMX AaHUX) -
3MiHV BHeCeHi [0 iHCTPYKLUIT Y
po3ainu: "dapmakonoriyHi
Bnactueocti”, "Cnoci6
3acTocyBaHHsA Ta fo3n"
Bi4NoBiAHO A0 iHhopmaui
pedyepPEHTHOro NikapcbKoro
3aco6y (KoHkop, TabneTku, BKpUTI
nniBKOBOK 060I0HKOIO MO 5 Mr,
no 10 mr)

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/HOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO Ao Mopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaveHMmn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3MeKu.
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Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

BICOMPO/0/1-KB

Tabnetku no 10 mr, no
10 Tabnetok y 6nictepi;
no 3 6nictepu y naui

MAT "KniBcbkuii

BiTamiHHWIi 3aBog"

YkpaiHa

MNAT
"KniBCbKUiA
BiTaMiHHWIA

3aBof"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHN LWOA0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeANYHOro 3acTOCYBaHHS
reHepuyHuX/ribpuaHnx/éionoioH
nX Nikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHV Ha
pethepeHTHM npenapaT (3MiHa
He noTpebye HafaHHS XO4HNX
HOBUX AOAATKOBKX AaHUX) -
3MiHM BHECEHI 10 IHCTPYKUiT Yy
po3ainu: "®apmakosnoriyHi
BnactueocTi”, "Cnoci6
3acTocyBaHHsA Ta Ao3n"
BiANOBIAHO A0 iHhopmavi
pedhepeHTHOrOo JlikapCbKoro
3acoby (KoHkop, TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOIO MO 5 Mr,
no 10 mr)

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

3a
peyenmom

He
nionseae

UA/8672/01/02

BOM-BEHIE

Masb no 30 ry Ty6ax; no
25 r y 6aHkax

MPAT
"OITOPAPM"

YkpaiHa

MPAT
"OITOPAPM"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y

Ees
peyenma

nionsieae

UA/8240/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHSs Ta iHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA NiKapCbKOro
3aco6y B nic/speecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNiAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NaHy
negiarpuyHux gocnigpkers (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii ANns MeguyHoro
3aCcTOCyBaHHS NiKapcbKoro
3acoby Ao posginis
"MpoTrnokasaHHsA", "B3aemMogis 3
IHLWMMK NiKapcbknuMy 3acobamm
Ta iHWi BMAW B3aemogijin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHI peakuii BigNOBIAHO A0
OHOB/IEHOT iHdhopMaLiii 3 6e3neku
[it040i peYOBUHN.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

BANNICAPTAH

nopoLuok (cybcraHuis) y
nonieTMIEHOBOMY NakeTi

dapmaxem CA
M&M

LLiBeiiuapis

MaiinaH
JlabopaTopi3

IHais

MepepeecTpauis Ha
HeoOMeXeHWn TepMiH

He
nidnsieae

UA/7168/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
0N5 BUpo6HMLTBA NimiTen
HeCTepuIbHUX
NiKapCbknx chopm
6. BA/IbTPEKC™ TabneTku, BKpUTI nakcoCmiTKnaiiH Benuka BUpo6HMK Icnanis/ MepepeecTpauis Ha 3a He UA/7835/01/01
060/10HKO10, Mo 500 mMr Ekcnopt flimiTeq BpuTaHis Hepo3gacosa Monbwa HeOoOGMEeXeHUA TepMiH. 3MiHu I peyenmom nionseae
no 10 TabneTok y HOro TMny - 3MiHKU Woa0
6nictepi; no 1 6nictepy NPOAYKTY: 6e3nekun/edekTBHOCTI Ta
B KApPTOHHIl KOpo6L,; no "nakco thapmakoHarnagy. BHeceHHss abo
6 TabneTok y 6nictepi; Bennkom C.A., 3MiHa(v) fo 3060B'A3aHb Ta yMOB
no 7 6nictepis y IcnaHis; BMAAui peecTpauiiHoro
KapTOHHI KOpoo6Li Brpo6Huk ans nocsigyeHHs, Bknoyaoun Mnax
NepBUHHOTO Ta ynpaBsAiHHA pUsnkamu
BTOPUHHOTO (3acTocyBaHHSA 3MiH(1), Aki(a)
nakyBaHHs Ta B/MaraTb(€) nogasibLuoro
BUMYyCKy cepii: 06r'pyHTYBaHHS HOBMY
FnakcoCwmiTKn [,00aTKOBUM AaHVMU, L0 MatoTb
ANH HafaBaTncs KOMMNETEHTHUM
dapmMacbloThK opraHoMm, OCKiflbk/ BUMaraeTbcs
an3 C.A., CyTTEBA OLjiHKA KOMMNETEHTHUM
Monbwa opraHom) —
MepioAnyHICTb NOAAHHSA
perynspHoO OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO Ao Mopsaaky
3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3MeKu.
7. OEKCAMETA3OH PO34uH NS iH'eKUiR, 4 ToBapucTBO 3 YkpaiHa KOHTPO/b YkpaiHa MepepeecTpauis Ha 3a He UA/5274/02/01
mr/mn, no 1 mn a6o no 2 06MeXeHo AKOCTI, BUNYCK HeoBbMeXeHW TepMiH. 3MiHu | peyenmom nionsieae
M/1 B amnyni; no 5 BiANOBIAA/TbHICTIO cepii: TMny - 3MiHK WoA0
amnyn B nadui; no 1 mn «[locnigHuii 3aBog, ToBapucTBO 3 6e3nekn/edpekTMBHOCTI Ta
abo no 2 mn B amnyni; «HUNC» obmexeHo thapmakoHarnagy. 3miHa y
no 5 amnyn y 6nictepi, BiANOBiAa/IbHI KOPOTKIl XapaKTepucTuLi
no 1 6nictepy B naui CTH0 nikapcbKoro 3aco6y, TEKCTi
«[JlocnigHwii MapKyBaHHA Ta IHCTPYKUIT Ans
3aBof, MeAMYHOro 3aCTOCYBaHHA Ha
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
«HUC» nigcTasi perynsipHo
YkpaiHa,; OHOB/IIOBAHOrO 3BITY 3 6e3neku
BCi cTagil nikapcbKoro 3acoby, abo
BMPOOHULTBA, nocnimkeHb 3 6e3neku
KOHTPO/b 3aCTOCyBaHHS NiKapCbKoro
AKOCTI, BUNYCK 3acoby B mic/ispeecTpavyiiiHmii
cepi: nepiog, abo sk pesynbTar OLiHKU
TosapucTso 3 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
06MEeXeHO BiANOBIAHO A0 MnaHy
BiANOBIAA/bHI negiatpuyHux gocnipxeHs (PIP)
cTHO (3MiHy y3rofxeHo 3
«PapmaLesTn KOMNETEHTHUM YNOBHOBaXKEHVM
YHa KOMMaHis opraHom) - 3MiHW BHECEHO [0
«3,0pOB'sA», IHCTPYKLii 4Nna MegnyHoro
YkpaiHa 3aCTOCYBaHHS NiKapCbKoro

3acoby Ao po3ginis: "B3aemogis 3
HLIMMK NikapcbkMKn 3acobamm
Ta iHWi BMAKM B3aemogiit",
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs
rpyaao” (YTOUHeHHs), "3aaTHiCTb
BNAMBATY Ha LUBUAKICTb peakLil
npy KepyBaHHi aBTOTPaHCNOPTOM
a60 po6oTi 3 iHWUMYK
MexaHismamu", "Cnoci6
3acTocyBaHHA Ta fo3n"
(yTouHeHHs), "MobiuHi peakuii”
BiANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3nekn gitoyoi
PEYOoBUHM.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 MNopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMm, 3a3HaYeHMU y
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
8. AIOBAH® TabneTku, BKpUTI Hosaprtic ®apma LLiBefiuapis Hosapric LLBeiuapis/ MepepeecTpauis Ha 3a He UA/7169/01/02
NNiBKOBOIO 060/TI0HKOIO, Al dapma LUTeliH IcnaHis HeoBbMeXeHWn TepMiH. 3MiHu | peyenmom nionsieae
no 80 wr; no 14 Arl, TMny - 3MiHN LWOAO
TabneTok y 6nictepi, no LLiBeiiuapis; 6e3nekn/edeKTBHOCTI Ta
1 a6o 2 6nictepn y Hosapric hapmakoHarnsgy. BeeneHHs abo
Kopoo6Li dapmacboThK 3MiHW A0 y3araslbHEHUX AaHuX

a C.A., IcnaHis

npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3arasIbHEHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 chapmakoHarnagy
3asBHUKa A9 3AiAICHEHHS
thapmakoHarnsgy B YkpaiHi, SKL0
BOHa BifMiHHa Bif
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemu chapmakoHarnagy).
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOI 0cobu. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
oco6bu. 3miHu Il Tuny - 3miHn
woAo 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeZIMYHOro 3aCTOCYBaHHS y
3B'A13KY i3 HOBUMW JaHUMU 3
AKOCTi, AOKNIHIMHUMU, KNiHIYHUMMN
JaHMK Ta faHumMm 3
thapmakoHarnsgy - 3miHu
BHECEHO [0 IHCTPYKUiT Ans
MeZIMYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby [o posginis
"MpoTmnokasaHHA", "B3aemopis 3
iHLWMMK niKapcbknMy 3acobamm
Ta iHwWi BUAW B3aemogii",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta
[031"(yTO4HeHHs iHdopmaLii),
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

"OiTn"(yTOouHEeHHs iHchopmaui),
"Mo6iuHi peakuji " BIANOBIAHO A0
marepianiB peecTpaduiiHoro
[0CbE .

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakujii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

AIOBAH®

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0,
no 160 wmr; no 14
TabneTok y 6nictepi, no
1 abo 2 6nictepn y
KopoobLi

HoBapTic ®apma

Al

LLiBefuapis

HosaprTic
dapma LUTeliH
Al
LLsefiuapis;
Hosapric
PapmMacboThK
a C.A,, IcnaHis

LLsenuapis/
IcnaHis

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU WoAa0
6e3nekn/edeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX
npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOi 0cobw,
BiANoBiAa/bHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3AiCHEHHSA
hapmakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif,
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLeHHi MacTep-thaiina
cuctemun chapMmakoHaraingy).
3MiHa KOHTaKTHUX AaHnX
YNOBHOBAXEHO| 0co6U. 3MiHa

3a
peyerimom

He
nionsiecae

UA/7169/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

KOHTaKTHUX faHNX KOHTaKTHOT
ocobu. 3minn Il Tuny - 3MiHn
woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMMW AaHUMK 3
AKOCTI, AOKTIHIYHUMM, KIHIYHUMU
JaHUMU Ta AaHuMK 3
thapmakoHarnsgy - 3miHu
BHECEHO A0 IHCTPYKUiT ANns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHA", "B3aemopis 3
HLIMMK NikapcbkMKn 3acobamm
Ta iHWi B1an B3aemogii”,
"Oco611BOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHA Ta
[031"(YTOYHEHHS iHdhopmaLii),
"OiTn"(yTOoYHEeHHs iHchopmaui),
"Mo6iuHi peakuji " BIANOBIAHO A0
marepianis peecTpaduiiHoro
[0CbE .

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jiCHEeHHSs hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

10.

NOBYTAMIH
AAMEJA

pO3unH Ans iHdysiii, 250

Mr/50 mn no 50 mn (250
Mr) B amnyni; no 1

Aovega
ApuHaiimiTTens
mM6X

HimeuunHa

Faynt ®apma
BtonbiHr
6X

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHWin TepMiH. 3MiHu |
TMny - 3MiHK Woao

3a
peyenmom

He
niosnsicae

UA/5714/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

amny/i B KapTOHHii
Kopob6ui; no 50 mn (250
Mr) B amnyni); mo 1
amny/ii B KapTOHHii
KOpo6Li; M0 5 KAPTOHHNX
KOPO6OK y nniBLj
nonieTWNeHoBI

6e3nekun/ehekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCcTOCyBaHHS MiKapCbKOro
3acoby B mic/speecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKU
3BITY 3 AOCNIgKEHb, NPOBEAEHNX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnipxeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHV BHeCeHi A0
IHCTPYKUji y po3ainu "B3aemogis 3
HLIMMKM nikapcbkMKn 3acobamu
Ta iHWi BMAW B3aemogijin”,
"Mo6iuHi peakwyi" 3rigHo 3
iHcbopmavieto Wwoao 6e3nekn
Lit040i pevoBUHN.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jiCHEeHHSs hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

11.

ENIAEN®

KpeMm A5 30BHILLHbOrO
3actocyBaHHA 1 % no 15
ry T1y6i, no 1 Ty6i B
Kopoo6Li

MEJOA ®apma
m6X eHg Ko. KI

HimeuunHa

MELA
MeHbloghekye
pYHr

®paHuisa

MepepeecTpauis Ha
HeoOMeXeHW TepMiH

MepioAMYHICTb NOAAHHS

3a
peyenmom

He
nionsieae

UA/7137/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky
3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

12.

EXIHALLF[
HACTOUKA

HacToika no 50 mny
dhnakoHi; no 1 dpnakoHy
B nauuj; no 50 mny
dhnakoHax

MpAT

dapmaLeBThYHa
thabpuka "Biona"

Ykpaina

MpAT
dapmaLeBTuy
Ha thabpuka
"Biona"

YkpaiHa

MepepeecTpauis Ha
HeoOMeXeHW TepMiH.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakujii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHUMKn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

bes
peyenma

nionsieae

UA/0363/01/01

13.

EXIHALIEA -
NYBHADAPM

TabneTkn, BKPUTI
060/10HKO0, NO 100 Mr
no 10 TabneTok y
6nictepi; no 2 a6o 3
6nicTepn y nauui 3
KapTOHY

MNAT
"Nly6Hnchapm"

YkpaiHa

NAT
"Jly6HUhapm”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHui TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekun/edeKkTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuL,i
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT Ansi
MeZMYHOro 3aCTOCyBaHHs Ha
nigctasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku

bes
peyenma

nionsieae

UA/6079/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA NiKapCbKOro
3aco6y B nic/sipeecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNIAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy
negiarpnyHux gocnigpkern (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKLii ANns MegnyHoro
3acTOCyBaHHS NiKapCcbKoro
3acoby Ao po3ginis "B3aemogis 3
HLIMMKM nikapcbkMKn 3acobamu
Ta iHWi BMAW B3aemogijin”,
"Mo6iuHI peakwii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMalLiii 3 6e3neku
Lit040l peYOBUHN.

MepiognyHiCTb NoAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 MNopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

14.

NOAAVNLEPVIH®

PO3YUH HaLLKIpHWIA 5
Mmr/r, no 25 mny
dnakoHi; o 1 dpakoHy
y naui 3 KapToHy

MAT "®apmak”

Ykpaina

MAT "®apmak”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHK WoAa0
6e3nekn/eeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XxapakTepucTuL,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigctasi perynspHo

bes
peyenma

nionsieae

UA/7890/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

OHOBJ1HOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapcbKoro
3acoby B nicspeecTpayiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BIiTY 3 OCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKUIT AN MeguyuHoro
3aCTOCYBaHHS NiKapCbKOro
3acoby Jo po3ginis:
"Oco611BOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHI peakwii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMalLiii 3 6e3neku
LitoY0i Ta AONOMDKHUX PEYOBUH.

MepiognyHiCTb NoAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 MNopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

15.

ioAY PO3UMH
CMNVPTOBWIA 5%

po3uunH ans
30BHiLLHLOTO
3aCTOCYBaHHS,
cnupToBMin 5 % no 9 mn
y thnakoHax; no 9 mny
dhnakoHi; no 1 dpakoHy
B NayL,i 3 KAPTOHY;

no 20 mn y donakoHax-
KpanenbHuusx; no 20
M/1 Y dp/1aKOHi-

TOB
"TepHodhapm™

Ykpaina

TOB
"TepHodhapm"

YkpaiHa

MepepeecTpauis Ha
HeoOMeXeHW TepMiH

bes
peyenma

nionsieae

UA/8249/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
KpanenbHuuj; no 1
dhnakoHy-KpanesibHULi B
nauii 3 KapToHY
16. KANIO nopoLuUok no 3rabo 5r MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha bes He UA/0283/01/01
NEPMAHIAHAT y 6aHkax dapmaveBTnyHa dapmavesTny HeobMeXeHW TEPMIH. peyenma nionsizae
thabpuka "Biona" Ha habpuka
"Biona" MepioAnyHICTb NOAAHHSA
perynspHoO OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO Ao Mopsaaky
3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[10POB’A
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3nekun
17. KNCEHb ras y ctasieBmx 6anoHax MNpuBaTHe Ykpaina MpusartHe YKpaiHa MepepeecTpauis Ha 3a He UA/6447/01/01
MEANYHUIA o6'emom o 2 n, abo no akujoHepHe akujioHepHe HeobMexeHuli TepMiH. 3MiHu | peyenmom nionsizae
rA30MoAIEHNN 5 n, abo no 10 1, abo no TOBapuCTBO TOBapUCTBO TMny - 3MiHK WoA0
40 n "NiHpe a3 "Ninge ras 6e3nekn/edeKTUBHOCTI Ta
YkpaiHa" YkpaiHa" thapmakoHarnagy. 3miHa y

KOPOTKIl XapaKTepucTuLli
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta IHCTPYKUIT A5
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3neku
3aCTOCYBaHHSA NikapCbKoro
3acoby B nicnsipeecTpauinHnii
nepiog, abo sik pe3ynbTat OLiHK/
3BITY 3 fOCNiAKeHb, NPOBEAEHNX
BigMoBigHO A0 NaHy
negiatpuyHux gocnigpxers (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKUIT NS MeanyHoro
3aCTOCYBaHHS NiKapCbKOro
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3acoby fo po3giny "lMokasaHHs",
a TakoxX 40 po3ainis:
"MpoTrnokasaHHs", "Croci6
3acTocyBaHHsA Ta Ao3n"
BiANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3neku gitoyoi
peyYoBUMHM NiKaPCbKOro 3acoby.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun BignosigHO f0 MNopsaaky

3[jiCHEeHHSs hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHMnN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

18.

NErANOH® 140

Kancynu no 140 wmr, no
10 kancyn y 6nictepi; no
2 abo 3, abo 6 6nictepis
Y KapTOHHIli Kopoobui

MEJOA ®apma
m6X eHg Ko. KI

HimeuunHa

MAJAYC
m6X

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHu |
TMny - 3MiHK WoAa0
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3aco6y B nicnsipeecTpaviiinmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 LOCNIIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy
negiatpuyHux gocnigpkern (PIP)
(iHWi 3miHW) - 3MiHN BHECEHO 10
IHCTPYKUIT N8 MeguyuHoro
3acTOCyBaHHSA nNpenapary Ao

6e3
peyenma

nionsieae

UA/7185/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

po3ginis "MpoTunokasaHHA",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mepeno3yBaHHA" BiAMOBIAHO A0
OHOBEHOT iHthopMaLii 3 6e3neku
Lit040T PeYOBMHN, JOMOMIXKHUX
peyvoBUH Ta matepianis
peecTpaLjiiiHoro AoCbeE.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun BignosigHO f0 MNopsaaky

3[jiCHEeHHSs hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHMnN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

19.

NErAIOH® 70

Kancynu no 70 mr, no 10
Kancyn y 6nictepi; no 2
abo 3, abo 6 6nicTepiB y
KapTOHHI KOpoo6Li

MEJOA ®apma
m6X eHg Ko. KI

HimeuunHa

MAJAYC
m6X

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHu |
TMny - 3MiHK WoAa0
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3aco6y B nicnsipeecTpaviiinmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 LOCNIIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy
negiatpuyHux gocnigpkern (PIP)
(iHWi 3miHW) - 3MiHN BHECEHO 10
IHCTPYKUIT N8 MeguyuHoro
3acTOCyBaHHSA nNpenapary Ao

6e3
peyenma

nionsieae

UA/7185/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

po3ginis "MpoTunokasaHHA",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mepeno3yBaHHA" BiAMOBIAHO A0
OHOBEHOT iHthopMaLii 3 6e3neku
Lit040T PeYOBMHN, JOMOMIXKHUX
peyvoBUH Ta matepianis
peecTpaLjiiiHoro AoCbeE.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun BignosigHO f0 MNopsaaky

3[jiCHEeHHSs hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHMnN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

20.

ME/TOKCUKAM-
3EHTIBA

pO3unH ANs iH'ekuin, 15
Mmr/1,5 mn, Ne5, Nel10: no
1,5 mn B amnyni; no 5
abo no 10 amnyny
KapTOHHIA KOpoo6Li

TOB "CaHodpi-
ABeHTIC YkpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHu |
TMny - 3MiHK WoAa0
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3aco6y B nicnsipeecTpaviiinmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 LOCNIIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy
negiatpuyHux gocnigpkern (PIP)
(3MiHY y3rofXeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM
opraHom) - 3MiHM BHECEHO A0

3a
peyerimom

He
niosnsiecae

UA/12604/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
IHCTPYKLUIT ANs MeanYHOro

perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3aCTOCYBaHHS MiKapCbKOro
3acoby Jo po3gainis
"MpoTmnokasaHHA", "Cnoci6
3acTocyBaHHs Ta go3n” ,
"B3aemogis 3 iHWMMKn
nikapcbknMmun 3aco6amu Ta iHLWi
BMAW B3aemogiin", "OcobnmsocTi
3actocyBaHHs", "lMob6iyHi peakuyii"
BiNOBIAHO 0 OHOB/IEHOT
iHchopmawuii 3 6e3neku gitouoi
PEeYOBUHM MiKAPCLKOro 3acoby.
3MiHu | TUNYy - 3MiHK WoA0
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX
npo cuctemy papmakoHarnisgy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3miHa ynoBHOBaXKeHOT 0cobw,
BiANOBIAa/IbHOI AN 3AiACHEHHS
hapmakoHarnsagy. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAaUTbHOI AN 3A4ICHEHHS
thapmakoHarnsgy

MepioAnYHICTb NOAAHHS

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM

MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHs 2006 poky




24

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHMn y
nepioguYHOCTI MoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
21. OMHITPON® PO34nH NS iH'eKLin, 5 CaHpo3 M'mbeX AscTpis Brpo6HMLTBO ABcTpist MepepeecTpauis Ha 3a He UA/12754/01/01
mr/1,5 mnno 1,5 mny in bulk, HeobMeXeHWn TepMiH. 3MiHu | peyenmom niosnsieae
KapTpuaxi; no 1, 5 a6o nakyBaHHs: TMny - 3MiHKU Woa0
10 kapTpuaxis y CaHpo3 'mbX 6e3nekn/edeKTMBHOCTI Ta
KapTOHHIA KOpoo6Li -Bn hapmakoHarnsgy. 3miHa y
LWadpTeHay, KOPOTKili XxapakTepucTuL,i
ABCTpIS; NiKapcbKoro 3acoby, TekcTi

BignosigansH
niA 3a BUNYCK
cepii:
CaHpo3 M'm6X
- Bl KyHanb,
AscTpist

MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ochigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3aco6y B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 JOCNIIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy
negiatpuyHux gocnigpkern (PIP)
(3MiHY y3rofXeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHVM BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCTOCyBaHHS NiKapcbKoro
3acoby Ao po3giny "Cnocio
3aCcToCyBaHHA Ta
003" (yTOoUYHeHHs iHchopmad,i),
"[iTn"(yTo4HeHHs iHdopmaLii),
"Mo6iyHi peakwji" BigNoBigHO A0
OHOBNEHOT iHhopMaLii 3 6e3neku
[io40oi peyoBrHY Ta maTtepianis
peecTpaLuiiiHoro Aocke. 3MiHu |
TMny - 3MiHK WoAa0
6e3nekn/eeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX
npo cuctemy dpapmakoHarnisgy
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiICHEHHSA
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BigMiHHa Bif,
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cmcTeMu dhapmakoHarnagy).
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeHOI 0cobu. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
oco6u. 3MiHa MicLs 3LiACHEHHS
OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy. 3miHa agpecu
mMacTep-alina. 3miHa Homepa

mMacTep-aiina.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBigHO fo0 MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

22,

OMHITPON®

PO34unH ANs iH'ekuin 10
mr/1,5 mnno 1,5 mny
KapTpuaxi; no 1, 5 abo
10 kapTpuaxis y
KapTOHHI KopooLi

CaHpo3 T'mM6X

ABCTpiIf

Brpo6HMLTBO
in bulk,
nakyBaHHS:
CaHpo3 M'm6X
- Bl
LadpTeHay,

ABCTpIA

MepepeecTpauis Ha
HeoBbMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuyi

3a
peyenmom

He
nionsieae

UA/12754/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
ABCTpIS; nNiKapcbKoro 3acoby, TekcTi
BignosiganbH MapKyBaHHS Ta IHCTPYKUIT Ans
nii 3a BUMYCK MeAMYHOro 3acTOCYBaHHA Ha
cepi: nigcTasi perynspHo
CaHpgos 'meX OHOB/IIOBAHOrO 3BITY 3 6e3neku
- BM KyHano, nikapcbKoro 3acoby, abo
ABCTpist nocnimkeHb 3 6e3neku

3aCTOCYBaHHS NiKapCbKOro
3acoby B mic/ispeecTpavyiiiHmii
nepiog, abo sk pesynbTar OLiHKU
3BITY 3 AOCNIgKEHb, NPOBEAEHMX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnipxers (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby no posginy "Cnocié
3aCTOCYBaHHSA Ta
[031"(YTOYHEHHS iHdhopmaLii),
"OiTn"(yTOoYHEeHHs iHchopmaui),
"Mo6iuHI peakwii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMalLii 3 6e3neku
[ito4oi peyoBUHM Ta MaTepianis
peecTpauinHoro Aocbe. 3MiHun |
TMny - 3MiHN LWOA0
6e3nekun/ehekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHNX
npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsagy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif,
YMOBHOBaXEHOI 0CO6Y,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnsgy (Bkiroyaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-chaiina
cucTtemu chapMakoHarningy).
3MiHa KOHTaKTHUX AaHuX
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

YMNOBHOBaXEHOT 0c06U. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu. 3miHa micua 34iicCHEeHHS
OCHOBHOI Aii/IbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu
macTep-caiina. 3miHa Homepa
macTep-gaiina.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun BignosigHO f0 MNopsaaky

3[jiCHEeHHSs hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHMnN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

23.

NIKOHOPM®

Kpanni opasibHi, PO34unH
no 7,5 mr/mn no 10 mn
abo no 15 mn, a6o no 30
MY dh/1akoHi 3
KpanenbHuuet; no 1
donakoHy 3
KpanesibHULUE B nauui

MpAT
"PapmavueBTnyHa
hipma "OapHuus"

Ykpaina

MpAT
"®apmauesTn
YyHa hipma
"AapHnus”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWi TepMiH. 3MiHu |
TMny - 3MiHK WoAa0
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOr0o 3aCTOCYBaHHS
reHepuyHuX/ribpuagHnx/6ionoibH
nX Nikapcbkyx 3acobis nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa
He noTpebye HafaHHA XOLHUX
HOBUX AOAATKOBUX AaHMX) -
3MiHN BHECEHO [0 IHCTPYKUIT Y
po3ain "MokasaHHs"
(3atBeppxeHo: Ans
KOPOTKOYACHOro 3aCTOCyBaHHSA
npu 3anopax abo cTaHax, ki
noTpebyoThb NoserweHHs
Aedekaduii. 3anponoHosaHo: [n1s

bes
peyenma

nionsieae

UA/12904/01/01




28

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

KOPOTKOYACHOr0 3aCTOCYBaHHS
npu 3akpenax abo ctaHax, Aki
noTpebyoTb NoserweHHs
nedpekauii. K i iHLWi NPOHOCHI
3aco6u, MKOHOPM® He cnig
npuiAiMaTu WwoaHs abo NpoTAarom
TpuBasIoro yacy 6e3
BCTaHOBJIEHHSI MPUYUHK 3anopy.)
a TakoX y po3ginu:
"MpoTmnokasaHHA", "OcobnBOCTI
3acTocyBaHHS", "3acTocyBaHHsA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaATU Ha
LWBMAKICTb peakLii Npu KkepyBaHHi
aBTOTpaHCMNopToM abo iHWMMK
MexaHismamu", "Cnocié
3acTocyBaHHs Ta fosu", "MobiyHi
peakujii” 3rigHo 3 iHhopmaLlieto
00 MEANYHOTO 3aCTOCYBaHHS
pedyepPEHTHOro NiKapcbKoro
3acoby (PEIY/IAKC®
MIKOCYNb®AT KPAM/I, kpanni
OopasibHi, PO34uH)

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBigHO fo0 MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

24.

PA®AXONIH L,

TabneTku, BKpUTI
060/10HKOI0, MO 30
TabneTok y 6nictepi; no
1 6nicTepy B KapTOHHIl
ynakoBLi

Bpounascbke
nigNPUEMCTBO

nikapcbknx Tpas
"TEPBANONbL" AT

Monba

Bpounascbke
nigNpPUEMCTBO
nikapcbKnx
Tpas
"rEPBANOJb
"AT

MonbLa

MepepeecTpauis Ha
HeoBbMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM A0 y3arasibHEHUX AaHuX

6e3
peuyenma

niosisieae

UA/6770/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHVKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif,
YMOBHOBaXEHOI 0COo6Y,
BiANoBiAa/IbHOI 3a 3AjACHEHHS
hapMakoHarnsgy (Bkiroyaroum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina
cuctemu chapMakoHarningy).
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI ocobm.
MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignNoBiaHO fo MNopsaaky
3[jiCHEHHS1 chapmakoHarnaay,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

25.

PETABONIN

PO34uH NS iH'eKuiid, 50
mr/mn, no 1 mn B
amnyni; no 1 amnyni 'y
nnacTvKoBili hopmi y
KapTOHHI KopooLi

BAT "TeneoH
PixTep"

YropLmHa

BAT "TeneoH
PixTep"

YropumHa

MepepeecTpauis Ha
HeobMeXeHuit TepMiH. 3MiHu I
TMny - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHUMK 3
AKOCTI, AOKTIHIYHUMM, KTIHIYHUMU
JaHMMK Ta aHUMK 3

3a
peyenmom

He
nionsieae

UA/7501/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

hapmakoHarnagy - 3MiHu
BHECEHO [0 IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zinis
"dapmMakosorivyHi BnactTuBocTi"
(yTouHeHHs1 iHchopmau,i), "Cnocio
3acTocyBaHHsA Ta Ao3n"
(yTouHeHHs iHchopmauii),
"MpoTrnokasaHHs", "MNo6GivHi
peaxui”, "MNMepeno3ysaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaao” (YTouHeHHs iHdopmauii),
"[iTn" (yTOUHEHHSA
hopmyntoBaHHs), "Ocob6MBOCTi
3acTocyBaHHs", "B3aemogis 3
HLIMMK NikapcbkMKn 3acobamm
abo0 iHWi BUAN B3aeMogiii"
Bi4NoBigHO A0 maTepianis
peecTpavuiniHOro AoCbe.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignNoBiaHO fo MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

26.

PUBACTUIMIH
OPIOH

Kancynu Teepai no 1,5
Mmr, no 14 kancyn y
6nicTepi; no 2 6nictepn
B KapTOHHI kopobui

OpioH
KopnopeiiLuH

[OIENERTE]

Brpo6HWK, LWo
3[jiicHI0E
BTOPVHHY
ynakoBky,
KOHTPONb

AKOCTI, BUNYCK

cepiii:
OpioH
KopnopeiiwH,

diHnangis/
IHais/
ManbTa

MepepeecTpauis Ha
HeobMeXeHui TepMiH. 3MiHu I
TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT Ans
MeZMYHOro 3aCTOCyBaHHS y

3a
peyenmom

He
nionsieae

UA/11943/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
PiHNAHAIA; 3B’A3KY i3 HOBMMMW JaHUMU 3
Brpo6HuK, Lwo AKOCTI, AOKNIHIYHUMW, KTIHIYHUMM
3[iliCcHI0E OaHUMK Ta AaHUMK 3
BMPOOHULITBO, thapmakoHarnagy - 3MiHu
NepPBUHHY, BHECEHO [0 IHCTPYKLi Ans
BTOPVHHY MeANYHOro 3acTOCYBaHHS
yNakoBKyY, nNiKapcbKoro 3acoby A0 po34inis:
KOHTPONb "apmakonoriyHi BnactmsocTi”
AKOCTI: (yTouHeHHs1 iHchopmau,i), "Cnocio
ToppeHT 3acTocyBaHHsA Ta Ao3n"
dapmacbioTika (yTouHeHHs iHchopmauii),
n Nimiteq, "MpoTrnokasaHHs", "MNo6GivHi
IHAis; peaxuir”, "MNMepeno3ysaHHA",
AnbTepHaTUBH "3acTocyBaHHs y nepiog
1A BUPOGHWK, BariTHOCTi abo rogyBaHHs
LLLO 3AjiCHI0E rpyaaro” (YTouHeHHs iHdopmadii),
KOHTPONb "Oco61MBOCTI 3aCTOCYyBaHHA",
SIKOCTI: "3paTHiCTb BN/IMBATU Ha
Ei.Mi.EN. LWIBMAKICTb peakuii npy KkepyBaHHi
Csitht aBTOTpaHCNopToM abo iHWMMK
Cepsicec MexaHismamu", "B3aemogis 3
(ManbTa) NTA, IHLWMMK NiKapcbknuMy 3acobamm
ManbTa abo iHwi Bnan s3aemogin"
BiAMOBIAHO A0 MaTepianis
peecTpaLjiiiHoro AoCbeE.
MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky
3[jiCHEeHHSs hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
27. PUBACTUIrMIH Kancynu Teepgi no 3,0 OpioH PiHNAHAIA Brpo6HWK, LWo ®iHnaHgia/ MepepeecTpauis Ha 3a He UA/11943/01/02
OPIOH Mmr, no 14 kancyny KopnopeiiLH 3[jicHI0E IHais/ HeobMexeHuin TepMiH. 3MiHu I peyenmom niosnsieae
6nicTepi; no 2 6nictepu BTOPUHHY ManbTta TMny - 3MiHK WoAa0
B KapTOHHI kopobuj ynaKoBKy, 6e3nekn/edeKTMBHOCTI Ta
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
KOHTPONb thapmakoHarnsgy. 3miHu y
AKOCTI, BUNYCK KOPOTKili XapaktepucTuy,i
cepiii: nNiKapcbKoro 3acoby, TEKCTi
OpioH MapKyBaHHS Ta IHCTPYKLUIT Ans
KopnopeiwH, MeJMNYHOro 3aCTOCYBaHHS y
diHNAHAIA; 3B’AA3KY i3 HOBUMM AaHVMU 3
Bupo6HuK, Lo AKOCTI, AOKTIHIYHUMM, KTIHIYHUMU
3[jcHI0E JaHMK Ta JaHnMK 3
BMPOOGHMLITBO, thapmakoHarnsgy - 3miHm
NepBUHHY, BHECEHO [0 iHCTPYKLiT Ans
BTOPVHHY MeJMNYHOro 3aCTOCyBaHHS
yMakoBKy, nikapcbKoro 3acoby A0 po3ainis:
KOHTPONb "apmakoorivyHi BnactuBocTi"
AKOCTI: (yTouHeHHs iHcbopmaui), "Cnoci6
ToppeHT 3acTocyBaHHA Ta fo3n"
dapmacbioTika (yTouHeHHs iHdopMmaLir),
n Nivitepg, "MpoTunokasaHHA", "MobiyHi
IHAis; peakuii®, "MNepenosyBaHHs",
AnbTepHaTnBH "3acTocyBaHHSA y nepiog
WA BUPOBHWK, BariTHOCTi abo rogyBaHHs
LLLO 3AjiCHI0E rpyaaro” (YTouHeHHs iHdbopma,i),
KOHTPO/1b "Oco611BOCTI 3aCTOCyBaHHA",
SAKOCTI: "3paTHiCTb BNMBATU Ha
Ei.Mi.EN. LWBMAKICTb peakLii Npu KkepyBaHHi
CaigpT aBTOTPaHCMNOPTOM a60 iHWKMK
Cepsicec MexaHismamu", "B3aemogis 3
(ManbTta) N4, HLIMMKM nikapcbkMKM 3acobamm
ManbTa abo iHWi Buam Bzaemogiii"

BiAMNOBIAHO A0 maTepianis
peecTpaujiiHoro AOChbE.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognYHOCTI NOAaHHS
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
perynsipHux 3BiTiB 3 6e3neKu.
28. CMIPOHONAKTOH nopoLLoK (cybcTaHuis) y MpAT YkpaiHa TiaHmKWH Kuraii MepepeecTpauis Ha - He UA/7295/01/01
naketax "PapmavueBTnyHa LDKUHIKUH HeoOMeXeHWn TepMiH niosnsicae
nonieTuneHoBux A5 hipma "OapHuus" dapmac'ioTika
hapmaLeBTUYHOro n Ko, Nita,.
3aCTOCYyBaHHA
29. ®JTIOKOPUK kancynu no 150 mr, no 1 CaH IHais CaH IHais MepepeecTpauis Ha bes nionsieae UA/6786/01/03
kancyniy énictepi, no 1 dapmacbloTukan dapmacboTUK HeobMeXeHui TepMiH. 3MiHu | peyenma
6nicTepy y KapTOHHIi IHpacTpi3 Nlimiteq, an IHgacTpis TMny - 3MiHK Woao0
Kopoo6Li Niviten 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnsgy. 3miHum y
KOPOTKIili XapakTepucTu,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKUiT Ansi
MeJMNYHOro 3aCTOCYBaHHs
reHepuyHuX/ribpuaHMx/6ionofibH
MX NiKapCbKnx 3acobiB nicns
BHECEeHHS Tiel caMol 3MiHW Ha
pethepeHTHW1 npenapaT (3MiHa
He noTpebye HafJaHHS XOOHNX
HOBMX A0AATKOBMX AAHUX) -
3MiHW BHECEHI [0 IHCTPYKLTy
po3ainu: "dapmakonorivHi
BnactusocTi", "lMokasaHHA"
(peparysaHHs iHchopmadyii),
"B3aemogis 3 iHWMMKn
nikapcbknMmn 3acobamu Ta iHLi
BMAW B3aemogijii", "Mo6iuHi
peakuii” — BiANOBIAHO A0
pecthepeHTHOro npenapary
ONOHOKAH®, kancynu no 150
Mmr. Po3gin "lMNokasaHHA".

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiAHO A0 Mopsaaky

3pjiicHeHHst hapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpainu Bif 26 BepecHa 2016
poky Ne 996), CTaHOBUTb: 3rigHO
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asasHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3i CTpOKaMu, 3a3Ha4YeHMU y
nepiogNYHOCTI NOAAHHS

perynsipHux 3BiTiB 3 6e3MeKu.

HauyanbHUK YnpaBniHHA chapMaueBTUYHOI AiANbHOCTI Ta

AKOCTI (hapmaLeBTUUHOI NPOAYKLT

T.M. IackoBCbKUu




NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOMYHUX MPEMNAPATIB), LLOAO AKNX BY/IN BHECEHI 3MIHU A0 PEECTPALINHUX MATEPIAJIB, SKI

MEPENIK

Jopatok 3

A0 Haka3y MiHicTepcTBa OXOPOHU

3[4,0pPOB’A YKpaiHu
20.02.2018 Ne 291

BHOCATbLCA A0 AEP)XXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa nikapcbko2o Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
1. | AKTOBETIH PO34UH NS iH'eKuiid, 40 TOB "Takega Ykpaina Takepa ABCTpis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: - UA/9048/02/01
mr/mn in bulk Ne 1500: Ykpaina" AscTpia M'mM6X 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKNI
no 2 mn (80 mr) B 3aci6. Onuc Ta cknag, (iHwi 3miHn) (NpuBeaeHHs
amnyni; no 5 amnyn y onucy Aito4oi pevoBUHM Y BIAMNOBIAHICTb A0
nn1acTMKoBOMY opuriHasibHMX AOKYMeHTiB) (TepMiH BBEAEHHS 3MiH
KOHTeliHepi; no 5 NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPIXKEHHS);
KOHTEWHEPIB Y 3ax1CHIlA 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
KOpo6Lii; No 60 3axXMCHMX HalilmeHyBaHHs Ta/abo agpecu MicLs NPOBafXEHHS
KOPOGOK y KapTOHHIi AiSnbHOCTI BUpo6OHMKa/iMnopTepa roToBoro
Kopo6ui; in bulk Ne900: niKkapcbKoro 3acoby, BKYAUM Ai/TbHULI BUMYCKY
no 5 mn (200 mr) B cepii abo micue NpoBefeHHs KOHTPOJIIO AKOCTI.
amnyni; no 5 amnyn y (misnbHiCTb, 3a AKy BignoBigae BUPOOHMK/iMmopTep,
nn1acTMKoBOMY BK/IOUA0UM BUMYCK cepild) (3MiHa agpecu
KOHTeliHepi; no 4 BMpOGHMKa Takega AscTpis TM6X, ABCTpis, 6e3
KOHTEHepy B 3aXMCHIli 3MiHM Micus BUPO6HULTBA); 3MiHW | Tumy -
KopobLi; no 45 3axmcHnx AfMiHICTpaTWBHI 3MiHU. 3MiHA HaliMEeHYBaHHSs!
KOPOGOK y KapTOHHIi Ta/abo agpecu 3asBHMKA (B/1aCHUKA
Kopo6ui; in bulk Ne440: peecTpaLiiHoro noceig4yeHHs) (3miHa agpecu
no 10 mn (400 mr) B 3asBHVKa) (TepMmiH BBeEeHHS 3MiH NPOTArom 6-Tu
amnyni; no 5 amnyn y MiCALIB MiCNA 3aTBEPL)KEHHS)
nnacTUKoBOMYy
KOHTeliHepi; no 2
KOHTEiHEpU B 3axXUCHil
KOpOoO6Li; Mo 44 3aXMCHUX
KOPOBGOK Y KapTOHHIl
Kopoo6ui
2. | Alb®A-NINOEBA NnopoLUoK (cybcTaHuis) y MAT "®apmak” Ykpaina OJ10H EcniEi ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: - UA/0589/01/01
KNCNOTA MiLLKax noAagiliHMx 3MiHuM | TUNYy - 3MiHK 3 AKkocTi. CepTudikat
(TIOKTOBA nonieTuneHoBux ans BignosigHocTi/l E-cepTudikar BignosigHoCTi
KUC/IOTA) BMPOGHMLTBA €Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
CTepUbHUX Ta HoBOro abo OHOB/IEHOro cepTudikaTa
HecTepubHNX Bi4MNOBIAHOCTI ab0 BUIYyYeHHS cepTudiikaTa

niKkapcbknx hopm

BiANoOBIgHOCTI E€Bponeiickkili hapmakonei: ans Adl;
ONs BUXIAHOTO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI

A®I; onsA 4ONOMIXHOT pevyoBuHY (cepTudpikart
BiAgnoBigHOCTI EBponeiickbkii hapmakonei) -
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
OHoBeHWin cepTudpikat Big, y)e 3aTBEPAKEHOTO
BMPOGHMKA (MOAAHHSA OHOB/IEHOTO cepTudikaTty
BiAnoBiaHOCTI EBponeiickkilt hapmakonei R1-CEP
2009-044-Rev 01 gnsa gitouoi peyoBuHn Anbga-
Ninoesa kncnota (TiokToBa K1cnoTa), 3MiHa Ha3BW
BUpO6HMKa A®I, 3MiHa OpuANYHOT agpecu dipmu
BMPOGHMKA, BUPOOHMYA AiNbHULA Ta YCi BUPO6HUYI
onepadii 3aN1WakTbCst HE3MiHHMMM)
3. | AMAXECTIH® TabneTkn, BKPUTI Amakca Papma Benuka BVPOGHULTBO HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/14917/01/01
NAiBKOBOK 060/I0HKOI, nTa BpuTtaHis 3a MOBHUM 3MiHW | TURY - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbkuii peyenma
no 105 mr no 10 LMKIOM: 3aci6. KOHTpos1b rOTOBOrO NiKapcbKoro 3acoby (iHLwi
Tabnetok y 6nictepi; no [pareHochapm 3MiHW) - NpUBEAEHHS cnevumdikauii Ta MeTosis
3 abo 6 6nicTepiB y AnoTtekep KOHTPOJTH0 FTOTOBOTO J1iKaPCbKOro 3acoby A0
KapTOHHI kopobuj; no Mownb MM6X, opuriHa/IbHMX MaTepianis BUPOGHMKa
30 Tabnetok y 6nictepi; HimeuuunHa;
no 1 a6o 2 6nictepn y nepBuHHE Ta
KapTOHHIA KOpoo6Li BTOpWHHE
nakyBaHHs:
Csicc Kenc
rm6X,
HimeuunHa
4. | AN-BIONIK CycneHsist Ans iH'exuii NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3a UA/13091/01/01
no 0,5 mn (1 go3za) abo 1 | "®APMCTAHOAP "®APMCTAH 3MiHN | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peuyenmom
MA (2 fo3un) B amnynax; T-BIOJIIK" OAPT-BIOJIK" Ta thapmakoHarnsagy. BeegeHHus abo 3miHv o
no 10 amnyn pasom 3 y3ara/ibHeHNX JaHnx npo cucTemy
IHCTpYKLieo Npo hapmakoHarnsgy (BBeeHHs y3araslbHeHUX AaHnX
3aCTOCYBaHHA Ta npo cuctemy hapmakoHarnsagy, smiHa
ckapudpikaTopom YNOBHOB&XXEHOT 0CO6M, BiANOBiAa/IbHOI 3a
yNakoByHOTb B Nayky 3 34ilicHeHHA hapMakoHarniaay; KOHTaKTHOT 0cobu 3
KapToHy. Mpu nakyBaHHi chapmakoHarnsgy 3asBHWKa AN 34iACHEHHS
amMnyn 3 KisibLem 3namy hapmakoHarsisagy B YKpaiHi, SKLLLO0 BOHa BigMiHHA
ab0o TouUKow 3/1amMy Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifanbHOT 3a
ckapudikaTop He 3[jicHeHHs1 hapMakoHarnsay (BkYarum
BK1a4alTb KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - Airoua
pefakuis: YnoBHOBaxKeHa 0coba 3asiBHYKa,
BignoBiAasibHa 3a hapmakoHarnsag: JlicHa CeitnaHa
OnerisHa. MNponoHoBaHa pejakuis: YNoBHOBaXeHa
ocoba 3asBHMKa, BiANOBiAaIbHA 3a
thapmakoHarnag: Ob6ockanosa [iaHa CepriiBHa.
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXXEHOT 0co6u
5. | APTPO-TPAH rpaHynm, no 10 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/8451/01/01
neHani abo chnakoHi 3 "HauioHanbHa "HauioHanbHa 3MmiHu | TMRY - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNI peyenma
KpuLkoto; no 1 neHany romeonatnyHa FomeonaTnuH 3aci6. Cuctema koHTeliHep/3akynoptoBasibHUi
abo chnakoHy 3 Cninka" a Cninka" 3aci6. 3MiHa y NepBUHHIli ynakoBLji roTOBOro

KPVLLKOHO B Naulli 3

NiKapCcbKoro 3acoby (Tun KoHTeliHepa abo
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

KapTOHY

[ofiaBaHHsA HOBOTrO KOHTelHepa) - Teepai, M'aki Ta
HeCTepWUsbHI pigki nikapcbki chopmu (fofaBaHHSA
HOBOrO KOHTelHepa: h1akoHy 3 KPULLIKOH, 3
BigMNOBIgHMMM 3MiHAMM Y p. «YNakoBKa»); 3MiHu |
TUny - AAMiHICTPaTWBHI 3MiHU. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHMKa
peecTpauiiHoro noceigyeHHs) (3miHa agpecu
3asBHUKA); 3MiHu | TUNY - 3MiHK WoAo
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) (3MiHM [0 IHCTPYKLi y po3gin "OcobamBocTi
3acTocyBaHHsA" (A0AaHHSA 3acTepeXxeHHs 415 ocib 3
HenepeHOCUMMICTIO LyKpiB); 3MiHKM | Tuny - 3MiHK
o0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3miHW) (3MmiHa rpadiiyHoro ochopmIeHHs
yNakoBKN Ha MapKyBaHHS ynakoBku); 3miHu | Tuny -
3MiHM 3 KOCTi. [0TOBWIA NiKapcbknii 3aci6.
CurcTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6.
3MiHa noctavanbHUKa nakyBasibHUX MaTepianis
ab0 KOMMNEKTYOUMX (SKLWO 3a3Ha4YEHO B [A0CHE)
(3amiHa abo foAaBaHHS nocTavanbHUKa)
(oofaBaHHs BUpobHUKa MpAT «Pipma Enic»,
YKpaiHa y 3B'3Ky 3 BBE,EHHSIM HOBOTO (p/1akoHy 3
KPWLLIKOK LjbOro BUPOGHMKA)

ACMIrPENb

kancynu; no 10 kancyn
(Wwo micTaTb
rpaHy/iboBaHui
NMOPOLLOK Ta TabneTky,
BKPUTY 060/TOHKOHO
YNOBINbHEHOT Aji) ¥
6nictepi; no 3 a6o 10
6nicTepiB y KAPTOHHIN
KopooLi

Mini Xenckepe
Nimiteq

Benvka
BpuTtaHis

Menpo
PapmacboTuK
anc lMpisar
Nimiten

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy Micusa NPoBaKEHHS
LisANbHOCTI BUPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHUL| BUNYCKY
cepii abo micue NpoBefeHHSI KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a SAKy BignoBigae BUpoGHUK/iMNopTep,
BK/IOYa0UM BUMYCK Cepili) (MPUBEAEHHA HaNMCaHHSA
Ha3BW Ta agpecy BUpOGHYMKA Y BiANOBIAHICTb A0
BUCHOBKY LLOA0 NiATBEPAKEHHS BigNOBIAHOCTI
YMOB BMPOGHULTBA /13 BUMOraM Has1eXHoi
BMPOGHMYOT NpakTukn); 3MiHK | TUNY - 3MiHK LWoA0
6e3nekn/edpekTBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) (3MiHa TEKCTY MapKyBaHHS B 3B’A3KY 3
npuBeAeHHAM HanvcaHHs Ha3Bu Ta agpecu
BMpOo6HUKa Y BIANOBIAHICTbL 4O BUCHOBKY LWOAO
niATBEPXEHHS Bi4NOBIAHOCTI YMOB BUPOOHMLTBA
13 BUMOram HasieXXHoi BUPOGHMYOI NPaKTUKK.
3amiHa rpadiuHOro 306paxeHHs1 Ha TeKCT
MapKyBaHHS BignoBigHO A0 BMMOr Hakasy MO3
Ykpainu Big 23.07.2015 p. Ne 460)

3a
peyenmom

UA/7304/01/01

AT®-JIOHI®

Tabnetku no 20 mr no 10
Tabnetok y 6aictepi; no

MpAT
"PapmaueBTnyHa

Ykpaina

B1po6HuK,
BignoBigasibHN

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHu | TMNYy - AGMIHICTPATUBHI 3MiHW. 3MiHa

6e3
peyenma

UA/3121/01/02
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3 abo 4 6nictepu B thipma "®apKoC" 7 3a BMNYyCK HalilMeHyBaHHs Ta/abo agpecu MicLs NPOBafXEHHS
Kopoo6Li cepii LisTbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
KiHLLeBOro niKapcbKoro 3acoby, BKIYAUM Ai/TbHULI BUMYCKY
NPOAYKTY Ta cepii abo micLe NpoBeAEeHHS KOHTPOJIHO SKOCTI.
BTOpWHHE (misnbHiCTb, 3a AKy BignoBigae BUPOGHMK/iMIopTep,
nakyBaHHs: BK/IOUaOUM BUMYCK cepild) (3MiHa agpecu
MpAT BMpo6HMKa 13 TOB «®apmaueBT1YHa KOMNaHis
"®apmavneBTu ®apKoC» (noBHUiA LMK BUPOGHMUTBA /13,
YHa hipma nepBMHHE Ta BTOPUHHE NakyBaHHSA, KOHTPO/b
"®apKoC", AKOCTI, BUMYCK Cepii), 63 3MiHM micus
YkpaiHa; BMPOGHMLTBA)
Bupo6HMK
[,030BaHoOIl
chopmum,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
TOB
"ACTPA®APM
", YKpaiHa;
MoBHWIA UMK
BMPOGHMLTBA
N3, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b
SAKOCTI, BUNYCK
cepii:
TOB
"®apmaueBTun
YHa KoMnaHis
PapKoC",
YKpaiHa
8. | AUMKNOBIP MOPOLLIOK KpUCTaiuHuia BE3 dapmaxem Xopsartis MaiinaH IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: - UA/7707/01/01
(cybeTaHuis) y 4.0.0. NabopaTopi3 3miHa 3asBHMKa (BNacHvka peecTpauiiHoro
noagiliHmx Nimiten noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015
NoMieTUNEHOBMX MiLLKax Ne 460)
AN BUPOOHMLTBA
HecTepubHNX
nikapcbknx hopm
9. | BA/Ib3AM "BIrOP" PO34MH OpasibHUIA No TOB "ABeTpa" Ykpaina MpAT "Bionik" YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: rno 200 msa — UA/4074/01/01
200 mn, 250 mn abo no BUNPaB/IEHHS TEXHIYHUX NOMU/OK Y TEKCTI 6e3
500 mA y nasLwkax MapKyBaHHS NikapcbKkoro 3acoby, 3a nyHkTom 13 peyenma;
«HaliMeHyBaHHSA Ta MicLle3Hax04KEeHHS BUPOGHMKa no 250 ms,
Ta agpeca ioro MicLa NpoBaXeHHs AisnbHocTi i3a | 500 M1 — 3a
HeoOXiAHOCTI HaliMeHyBaHHS Ta MiCLLe3HaXOMKEeHHA |  peyernmom
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3asBHMKa abo NpeAcTaBHUKA 3asBHUKa»
10. | BA/Ib3AM "BIFrOP" PO34MH OpasibHUIA No TOB "ABeTpa” Ykpaina MpAT "Bionik" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: rno 200 ma — UA/4074/01/01
200 mn, 250 mn abo no BMMNpPaB/IEHHS TEXHIYHOI NOMWU/IKM Ha TUTY/bHIl 6e3
500 mn y naswkax CTOpIHLi MEeTOAIB KOHTPOIO SIKOCTi Ta 'y po3aini peyenma;
«YnakoBka» rno 250 mn,
500 mn1 —3a
peyenmom
11. | BANb3AMIYHUN nNiHiMeHT N0 40 ry NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/6659/01/01
NIHIMEHT (3A 6aHkax, no 40 r y Ty6ax, "Ny6Huchapm" "Nly6Hnchapm” 3Minu Il Tuny - 3MiHK Wopao 6e3nekn/edekTBHOCTI peyenma
BULWHEBCbBKUM) no 40 r y Ty6i; no 1 Ty6i Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
y nauuj 3 KapToHy 3060B'A3aHb Ta YMOB Buadi peectpauiiiHoro
noceifgyYeHHs, BkNtoYaroun Mnax ynpasniHHA
py3nKamu (3aCTOCyBaHHS 3MiH(1), siki(a)
BMMaralTb(€) NOAaNbLIOTO 06I'PYHTYBaHHSA HOBUMM
[04aTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BukoHaHHs 3060B'3aHb BiANOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTYy 2.3 NyHKTY 2 gogatky 15
[0 MopsAaKy NpoBefeHHA ekcnepTuan
peecTpavuiiiHux MaTepiasiB Ha nikapcbki 3aco6u, Lo
NnoAaloTbCA Ha flepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTn3n marepianis
Npo BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis
NPOTAroM Ail peecTpawyiiHoro NocBig4eHHs,
3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
12. | BAPO/M 10 Kancynu, Mera ABcTpanis IHBeHTIa IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/4467/01/01
KMLIKOBOPO34MHHI o 10 NavichcaiteHcis Xenckea MNBeT 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyernmom
mr, no 10 kancyn y (AcTpanis) MTi nTp, HalilMeHyBaHHA Ta/abo agpecy 3asiBHVKa (BacHuKa
CTpini, no 3 cTpunu B nrp, peecTpauiiHoro noceigyeHHst) (3MiHa
KapTOHHIiA ynakoBLi, no HaliMeHyBaHHs Ta agpecu 3asaBHuKa) (TepMiH
14 xancyn y ctpuni, no 1 BBE/IEHHS 3MiH MPOTAroM 6-Tv MicAUiB micns
CTPUNY B KAPTOHHIi 3aTBEPMAKEHHS)
ynakoBLi
13. | BAPOJ 20 Kancynm, Mera AscTpanis IHBeHTia IHAjs BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/4467/01/02
KMLLKOBOPO34MHHI 1o 20 NavidhcaiieHcis Xenckea lMBT 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
mr, no 10 kancyny (AscTtpanis) MTi nrp, HalilmeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuka
cTpini, no 3 cTpunu B Nt peecTpauiiHoro noceigyeHHs) (3miHa
KapTOHHI ynakosLi, No HalilMeHyBaHHs Ta agpecu 3asBHUKa) (TepMiH
14 kancyny ctpuni, no 1 BBE[IeHHS 3MiH NPOTArom 6-Tn MicsauiB nicns
CTpYINy B KAPTOHHIl 3aTBEPAKEHHS)
ynakoBLi
14. | BEPE3U BPYHbKU 6pyHbKM M0 10 Ty MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/2154/01/01
nakeTax noaiMepHux; no dapmaueBTMyHa dapmaueBTmy 3MiHK | TMny - AGMIHICTpaTMBHI 3MiHK. 3MiHa peyenma
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
10ra6o 20r,abo50ry habpuka "Biona" Ha habpuka HaliMeHyBaHHS Ta/abo agpecu 3asBHUKaA (B1aCHUKaA
nayvkax 3 BHYTPILHIM "Biona" peecTpaujiiiHoro noceigyeHHs) (3miHa agpecu
nakeTom 3a5BHUKA)
15. | BIKANYTAMIA-TEBA | TabneTku, BKpUTI TeBa I13painb TeBa I3painb BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/10546/01/01
NAiBKOBOK 000I0HKOH, dapmaLeBTikan dPapmaLeBTika 3MiHM | TUNy - 3MiHa y MeToAax BunpobysaHHsA Ad| peyernmom
no 50 mr no 7 TabneTok IHoacTpi3 J114. n lHpacTpi3 abo BuUXigHoOro martepiany/npoMikKHOro
y 6nicTepi, no 4 nra. nNpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
6nicTepy B KOpoo6Li; No npoueci BupobHuutea A®I (iHWwi 3MiHM Yy MeTogax
10 Tabnetok y 6nictepi, BMNpo6yBaHHSA (BK/OHAKOUM 3aMiHy abo
no 3 6nictepu B KOpobLi [0NOBHEHHs)) A®| abo BMXiAHOTO/MPOMIXXHOIO
NpPOAYKTY) - BHECEHHSA 3MiH A0 Cneuudikauii /
MeTogis BunpobysaHHs APl BikanyTtamigy 3a
nokasHukoM "laeHTudikauis”, 3okpema: BBe4eHHS
a/lbTEPHATUBHOIO METOAY 3 BUKOPUCTaHHAM
PamaHiBcbKOi cnekTpockonii
16. | BIKANYTAMIA-TEBA | TabseTku, BKpUTI TeBa I13painb TeBa I3painb BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3a UA/10546/01/02
NAiBKOBOK 000JI0HKOH, dapmaLeBTikan dPapmaLeBTika 3MiHM | TUNy - 3MiHa y MeToAax BunpobysaHHs Ad| peyenmom
no 150 mr no 7 TabneTok IHoacTpi3 J1T14. N lHpacTpi3 abo BuUXigHoro martepiany/npoMiKHOro
y 6nicTepi, no 4 nra. npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
6nicTepy B KOpOO6Li; No npoveci Bupo6bHuutea A®I (iHwi 3MiHM Yy MeTogax
10 Tabnetok y 6nictepi, BUNpo6yBaHHSA (BK/IOUYAUM 3aMiHy abo
no 3 6nictepun B Kopobui [0NOBHEHHS) A®| abo BMXiAHOTO/MPOMIXKHOTO
NpoAYKTY) - BHECEHHSA 3MiH A0 Cneuudikauii /
MeTogis BunpobysaHHa APl BikanyTamigy 3a
nokasHMKoMm "lgeHTudpikauist", 3okpema: BBe4EHHS
afbTePHATUBHOIO METOAY 3 BUKOPUCTaHHAM
PamaHiBcbkoi cnekTpockonii
17. | BI®OH® CKIH PO34mH HaLLKipHWii 1%, [Jepwmachapm Al HimeuunHa mi6e MmeX HimeuyunHa BHECEHHS 3MiH O peecTpaLiiiHux maTepiasis: 6e3 UA/13616/01/01
no 15 mn a6o 35 mn ApuHaiimiTTen 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
pO3unHy y chnakoHi- b HaliMeHyBaHHS Ta/abo afpecy MicLsa NPOBaKEHHS
KpanenbHuui; no 1 [iSNbHOCTI BUpO6OHMKa/iMnopTepa roToBoro
pN1aKoHY Y KapTOHHiiA niKkapcbKoro 3acoby, BKYAKUM Ai/TbHULI BUMYCKY
nauyj; no 25 mny cepii abo micue NnpoBefeHHs KOHTPOJIHO AKOCTI.
dhnakoHi-cnpei 3 (misnbHiCTb, 3a Ky BignoBigae BUPOGHMK/iMnopTep,
posatopom; no 1 BK/IOUAOUM BUMYCK cepild) (3MiHa agpecu
h/1aKOHY Y KapTOHHIl BMPOGHMKa Mi6e TM6X ApLHaiiMiTTeNb, HimevunHa,
nauuj 6€e3 3MiHK Micusl BUpobHMUTBA)
18. | BOPTE3OMIB-BICTA | nopowlok ans MicTtpan Kenitan Benuka CiHgaH ®apma PymyHis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3a UA/15234/01/01
NPUroTYBaHHSA PO3UNHY MeHemXMeHT BpuTtaHis C.P.N 3Minu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
ons iH'ekyii no 3,5 mr; 1 NimiTen HallMeHyBaHHA Ta/abo agpecy 3asiBHVKa (BnacHuKa
hN1aKoH 3 MOPOLLKOM Y peecTpaLiiiiHoro noceig4eHHs1) (3MiHa agpecu
KapPTOHHI KOpO6Ui 3as1BHMKA)
19. | BA3SENIH Ma3b no 25 rabono 50 r MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/6520/01/01
Y KOHTellHepax; no 25 r $apmaneBTUYHA $apmaneBTNY 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenma
y Tyb6ax; no 25 r y 1y6i, habpuka "Biona" Ha habpuka HaliMeHyBaHHS Ta/abo agpecu 3asBHUKaA (B1laCHUKA
no 1 Ty6i B nayui; no 20 "Biona" peecTpaL,iiiHOro NoceiayYeHHs) (3miHa agpecu
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
ry Ty6ax; no 20 ry Ty6i, 3aaBHVKa) (TepMiH BBEAEHHS 3MiH NPOTArom 3-Xx
no 1 Ty6i B mauui MicAUIB Mic/a 3aTBepAXEHHS); 3MiHu | Tuny -
AfMiHICTpaTWBHI 3MiHU. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0by, BK/IYauu AinbHAULL BUNYyCcKy cepii abo
MicLie NpoBeAEHHS KOHTPOTI0 AKOCTI. (AISNIbHICTb,
3a Ky BiAnoBigae BUPO6HUK/iMNOpTEp, BKIKOYAKOUM
BWMNYCK cepiii) (3MiHa agpecy BUpo6HMKa MpAT
dapmaueBTnyHa habpuka "Biona", YkpaiHa, 6e3
3MiHM Micus BUpO6HULITBA (3MiHA Ha3BM BYULL)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsILiB nicns
3aTBepMKEHHS); 3MiHu Il Tuny - 3MiHK 3 AKOCTI.
A®I. BupobHuLTBO. 3MiHa BUPOGHMKA
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHMYOMY npoueci AdI,
abo 3miHa BUpoGHYKa (BKoUakun, ge HeobxigHo,
MicLile NpoBeAEeHHS KOHTPO AkocTi) AdI (3a
BiICYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMY
[ocbe)(BBEAEHHS HOBOro BUPOGHMKa APl 3
HagaHHAM macTep-gdaina Ha APl) (BBeaeHHS
[04aTKOBOro BUPOOHYKa Ailo40i peYoBUHN
BaseniHy Panama Petrochem LTD, India)
20. | BAJICAPTAH nopoLLoK (cybcTaHuis) y BE3 dapmaxem Xopsartis MaiinaH IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: - UA/7168/01/01
nosieTuNeHoBOMY NakeTi 4.0.0. NabopaTopi3 3miHa 3asBHMKa (BNacHvka peecTpauiiHoro
015 BUpo6HMLTBA Nimiten noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015
HecTepusibHUX Ne 460)
Nikapcbknx dhopm
21. | BE/IMAPI TabneTku, BKpUTI EkcenTic Xencke IcnaHis KOHTPO/Ib IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15138/01/01
NNiBKOBOIO 060/I0HKOIO, C.J. SIKOCTI, 3MiHuM | TMny - 3MiHKn Wo[o0 6e3nekn/eddeKkTUBHOCTI peyenmom
3,0 mr/0,02 mr no 28 BVPOGHMLTBO Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
Tabnetok y 6nictepi (24 roToBOro y3araslbHeHUX AaHux npo cuctemy
TabneTkn poxesoro Ta 4 NPOAYKTY, dhapmakoHarnsgy (BBefleHHs y3arasibHeHUX AaHnx
TabneTkn nnauebo nakyBaHHs, npo cucTemy dpapmakoHarnsgy, 3mMiHa
6inoro konbopy); no 1, 3, BUMYCK Cepii: YNOBHOBaXeHOT 0cobwu, BiANoBifasbHOI 3a

6 abo 13 6nicTepiB y
KapTOHHI Kopoo6Li

NabopaTopioc
NeoH ®dapma,
C.A., IcnaHis;
MikpoGiosoriyH
WA KOHTPOSb!
Nab6opaTtopio

3[ilicHEHHS1 chapMakoHarns4y; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bif, yTOBHOBaXXEHOT 0CO6M, BiANOBiga/IbHOI 3a
3[jicHeHHs1 hapMakoHaraay (Bkyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-

ae AHauticic tpaiina cuctemu chapmakoHarnagy) (firova
[p. EvaBapHe, pepakuis : HaropHa KatepuHa IBaHiBHa.
C.A., IcnaHis; MponoHoBaHa pefakuis : BoHgap Onbra
a/IbTepHaTUBH BiTaniiBHa. 3MiHa KOHTAKTHUX AaHux); 3MiHa
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
a ginsaHka 3asBHVKa (BnacHWKa peecTpauiiHoro nocBigYeHHs
BTOPUHHOTO
naKyBaHHs:
TOB
"MaHaHTian
IHTerpa”,
Icnanis
22. | BEPANAMINY Tabnetku, no 40 Mr no ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/5540/01/01
rigpoxnoprup 10 Tabnetok y 6nictepi, 06MeXeHo BMpPOOHULTBA, 3MiHM | TUNY - 3MiHa NapameTpiB crnewumdikauii peuenmom
no 2 6nictepu y nauuj 3 BiANOBIAA/LHICTIO KOHTPO/1b Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro
KapToHY "[locnifHnii 3aBog, AKOCTI, BUMYCK 3aco0y (BHECEHHS 3MiH [0 [OCbE NiC/IA OHOB/IEHHS
"rHUNC" cepil: 3arasibHOI CTaTTi Ha roToBY NikapcbKy dhopmy Y
TosapucTBO 3 [oY/EBponelicbkin hapmakonel); CynyTHSA 3MmiHa:
0bMexeHoto 3MiHa Y MeTofax BUNpo6yBaHHSA roTOBOro
BignoBigasIbHI nikapcbKoro 3acoby - NpYBeAEHHS creumdikaLiii Ta
CTIo MeTOoAMK 3a nokasHnkamun «CepefHsa maca»,
"focnigHnii «OpAHOPIAHICTb [030BaHUX OAVHULL» Ta
3aBof, «Mikpob6ionoriyHa yncToTa» y BignoBigHICTb 40
"THUCY, BVMOTr 3arasibHuX ctateli AdY; 3miHum | Tuny - 3MiHa
Ykpaina; BCi noctavasibH1Ka nakyBaslbHUX MaTepiasiis abo
crapji KOMMNAEKTYIOUMNX (SIKLLO 3a3HAYEHO B A,0CLE) (3amiHa
BMPOGHMLITBA, abo gofaBaHHA nMocTavyasibHUKA); CyMyTHSA 3MiHa:
KOHTPO/1b 3MiHa Y NepBYHHIli yNakoBLj roTOBOrO NikapCbKOro
SAKOCTI, BUNYCK 3acoby; 3MiHa napameTpiB cneuundikauiii Ta/abo
cepii: [0NYCTUMUX MEX NEePBUHHOT YNakoBKW rOTOBOIO
ToBapucTso 3 NikapcbKoro 3acoby - 3mMiHa noctavasibHuKa
06MeXeHo NepBUHHOIO NakyBaHHS (M/1iIBKW NOMIBIHISIX/TOPUHON)
BiANOBIAA/bHI i IK HAcNiAoK NpuBeAeHHs cneuudikaLii Ta MeToais
CTHO BXi[IHOrO KOHTPO/II0 0 BUMOT HOPMAaTUBHOI
"®apmaueBTn [OKyMeHTaLil 3anponoHOBaHOIO BUPOBHMKA; 3MiHN |
YyHa KOMMaHis MMy - 3MiHa NapameTpiB cneundikauiii Ta/abo
"3popos'a’, [0NYCTUMUX MEX NEePBUHHOT YNakoBKW rOTOBOIO
YKpaiHa; BCi niKapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHa Y
cTagii MeTofax BUNPO6YyBaHHS NEPBUHHOT YNakoBKM
BMPOGHMLITBA, roTOBOrO /iKapCbKOro 3acoby - NpMBEAeHHSs
KOHTPO/b cneundikavii Ta MeToAiB BXi4HOro KOHTPOSI0
AKOCTI, BUNYCK MepPBMHHOTO NakyBaHHSA (MNiBKV NONIBIHIIX1OPUAHOI
cepit: Ta pobrn asloMiHieBOI) 3@ NOKa3HNKOM
ToBapucTBO 3 «MikpobionoriyHa yncToTa» A0 BUMOT 3arasibHuX
06MeXeHo cTartei no 6iosoriyHOMyY BMNPOGYyBaHHO AdY;
BignosiganbHi 3MiHM | TUMy - 3MiHKW, NOB'A3aHi 3 HEOOXiAHICTIO
CTIo npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
"®APMEKC abo €Bponeicbkoi papmakonei, abo iHLWOoT
reyn:, HauioHas1bHOT hapmakonei gepxasun €C (3MiHa y
Ykpaina creumgikauisx, nos'a3aHa 3i 3amiHamy B IdY, abo

€Bponeickkiin dpapmakonei, abo iHwWil
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

HaLjoHasbHIl thapmakonei gepxasun €C); cynyTHA
3MiHa: 3MiHa y MeToAax BUNpPoGyBaHHS AOMOMIKHOT
PEYOBUHM - MPUBEAEHHS cneumndikalili Ta MeTogiB
BXIZIHOr0 KOHTPO/IHO SIKOCTi AOMOMDKHNX PEYOBUH Y
BiANoOBIAHICTb A0 BUMOr EP Tta AdY; 3miHn | Tuny -
3MiHa NapameTpiB cneuudikaii Ta/abo
[ONYCTUMNX MEX 4151 AONOMDKHOT PEYOBUHMY;
CynyTHS 3MiHa: 3MiHa y MeTogax BUNpobyBaHHs
[ONOMDKHOT PEYOBUHY - NPUBELEHHS cneuudikaLi
Ta MeTOZiB BXiHOr0 KOHTPOJIO SKOCTi AOMOMKHUX
PEYOBUH Y BiANOBIAHICTb A0 BUMOr EP; 3miHu | Tuny
- 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii PY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
crneundikalisix, NoB's3aHa 3i 3amMiHO BUMOT
MoHorpadii A®Y abo iHWoi HalioHanbHOT
thapmakonei gepxasn €C Ha BUMOrn MoHorpadii
€Bponencbkoi thapmakoner); CynyTHA 3MiHa: 3MiHa
y MeTogax BunpobyBaHHsA [OMOMDKHOI PEeHOBUHM -
npuBeLEeHHs cneuudikauii Ta MeTofiB BXigHOro
KOHTPOJIO SAKOCTi JOMOMIKHUX PEYOBUH Y
BignoBigHICTb A0 BUMOTr EP

23.

BITAMIH A

Kancynum m'ski no 33 000
MO no 10 kancyn y
6nictepax; no 10 kancyn
y 6nicTepi; no 1
6nicTepy y nayui; no 10
Kancyn y 6nictepi; no 3
6nictepun y nayui; no 10
Kancyn y 6nictepi; no 5
6nicTepiB y nauui; no 50
Kancyn y 6nictepi; no 1
6nicTepy y nayui; no 20
Kancyn y 6nictepi; no 1
6nictepy y nauuj; no 20
Kancyn y énictepi; no 2
6nictepu y nauui; no 20
Kancyn y 6nictepi; no 3
6nicTepu y nauui

MAT "KuiBcbkuii
BiTamiHHWI 3aBo4”"

YKpaiHa

MAT
"KniBCbKUiA
BiTaMiHHWI

3asop”

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHn) (3amiHa
rpagpivHoro oYopM/IEHHS NEPBUHHOT Ta BTOPUHHOT
yMNakoBOK Ha TEKCT MapKyBaHHS yMakoBOK 3
BiAnoBigHMMU 3MiHamMu [0 po3ainis MKA /13
(po3gin «IpachiyHe ohopMNIEHHS» 3aMiHEHO
po3gainom «MapkyBaHHs») (TepMiH BBEAEHHS 3MiH
NPOTArom 3-X MICALB Nic/1A 3aTBePKEHHS); 3MiHN
| TMNY - 3MiHW 3 AKOCTi. FOTOBUIA NlikapcbKuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (A0noMiKHUX
peyoBMHAaX) roTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHK) (BUYYEHHS KOHCEPBAHTIB
MeTunnaparigpokcnbeHsoar (E 218)
Mponinnaparigpokcnbexsoar (E 216) 3i cknagy
XenaTuHoBOI 060/10HKM) (TepMmiH BBeAEHHS 3MiH
npoTArom 3-x MicAUIB MiC/1A 3aTBEPKEHHS)

6e3
peyenma

UA/0716/01/02

24.

BITAMIH A

Kancynm m'ski no 100
000 MO no 10 kancyny
6nictepax; no 10 kancyn
y 6nictepi; no 1
6nictepy y nayyi; no 10
Kancyn y 6nictepi; no 3

MAT "KuiBcbKuii
BiTaMiHHWI 3aBog"

YKpaiHa

MAT
"KUiBCbKUIA
BiTaMiHHWI

3asop”

YkpaiHa

BHECEHS 3MiH 0 peecTpaLiliHnx maTtepianis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (3amiHa rpadivHoro
0(hOpPMIEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
TEKCT MapKyBaHHSA yNakoBOK 3 BiAMNOBIAHUMY
3MiHamu go po3ginisa MKA 13 (po3gin «IpadiyHe

6e3
peyenma

UA/0716/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
6nictepu y nauui; no 10 0(POPM/IEHHS» 3aMiHEHO PO34iTOM «MapKyBaHHS»)
Kancyn y 6nictepi; no 5 (TepmiH BBeAEHHS 3MiH MPOTAroM 3-X MicsLiB nicns
6nictepis y nayui; no 50 3aTBEpPKEHHS); 3MiHU | TUNy - 3MiHW 3 AKOCTI.
Kancyn y 6nictepi; no 1 [oTOBMIA Nikapcbknin 3aci6. Onuc Ta cknag,. 3miHa y
6nictepy y naui; no 20 cKnagi (4OoMOMKHNX peyoBMHAX) roTOBOro
Kancyn y 6nictepi; no 1 nikapcbKoro 3acoby (iHLwi 3MiHK) (BUNy4YeHHs
6nictepy y nayui; no 20 KOHcepBaHTiB MeTunnaparigpokcubeHsoar (E 218)
Kancyn y 6nictepi; no 2 MponinnaparigpokcnbeHsoar (E 216) 3i cknagy
6nictepu y nayui; no 20 XenaTuHoBOi 060/10HKM) (TepMiH BBeEHHS 3MiH
Kancyn y 6nictepi; no 3 NpoTArom 3-X MiCAUIB MiC/1A 3aTBEPKEHHS)
6icTepn y nayui
25. | rAnonpPun Tabnetku no 1,5 mr, no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/12338/01/01
10 Tabnetok y 6nictepi; 06MexeHot obmexeHo 3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS peyenmom
no 5 a6o 10 6nictepis y BiANOBIAA/ILHICTIO BignoBigasIbHi roTOBOrO Jlikapcbkoro 3acoby (He3HavHa 3miHa y
KapTOHHI KopooLi "XapkiBcbke CTIo 3aTBEPKEHMX MeTofax BUNPO6YyBaHHS)
hapmaueBTuyHe "XapkiBCbke
nignpUeEMCTBO thapmaueBTny
"340poB'a He
Hapogay" nignpMeEMCTBO
"3p0poB's
Hapogy"
26. | FAnonPun ®OPTE Tabnetkn no 5 mr, no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3a UA/12338/01/02
TabneTok y 6nicTepi; no 06MeXeHoIo 06MeXxeHoto 3MiHK | TNy - 3MiHa Y MeToAax BUNpo6yBaHHS peyernmom
5 a6o 10 6nictepiB y BiANOBIAA/ILHICTIO BignoBigasIbHI roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
KapTOHHI KOPOOL "XapkiBcbke cTHo 3aTBEPAKEHMX MeTofax BUNPOOYBaHHS)
hapmaueBTuyHe "XapkiBCcbke
niANPMEMCTBO thapmaveBTuy
"340poB's He
Hapoay" nigNPUEMCTBO
"3a0poB's
Hapoay"
27. | TEKCABIT npaxe, no 50 gpaxe y MAT "KuiBcbKuii Ykpaina MAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/4914/01/01
KOHTelHepax BiTaMiHHWI 3aBoA" "KniBcbkui 3MiHuW | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii peyenma
(6aHoukax); no 50 BITAMiHHWI 3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpyUAaTHOCTI
Opaxe B KOHTelHepi 3aBof" a60 ymoBax 36epiraHHs roToBOr0 J1ikapCbKOro
(6aHoui), no 1 3acoby (36iNbLUeHHA TepMiHY NpUAATHOCTI FOTOBOro
KOHTeliHepy (6aHouL) y nikapcbKoro 3acoby) - [11s TOproeoi ynakoBKu
nauui; no 1 kr apaxe B (niaTBEPAKYETLCA OAHUMWN pPeasibHOro Yacy)
nakeTi NoAieTUIEHOBOMY (36iN1bLLEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
noagiiHomy nikapcbKoro 3acoby (3 1-ro poky go 1 poky 6
MicaLiB) (TepMiH BBEAEHHSA 3MiH NPOTArom 3-X
MicsLIB MiC/1sA 3aTBEPLKEHHS)
28. | TNIMENIPUA-KB TabneTku no 2 mr, no 10 MAT "KuiBcbkuii YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/4410/01/01
Tabnetok y 6nictepi, no BiTamiHHWIi 3aBoA” "KuiBCcbkuiA 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa Ha3BuM peuenmom
3 6nicTepun B nauui BITAMIHHWI nikapcbkoro 3acoby (6yno - FNIMENIPUA-NYTAN)

3asof"
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
29. | TNIMENIPUA-KB Tabnetku no 3 mr, no 10 MAT "Kuicbknii YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/4410/01/02
TabneTok y 6nictepi, no BiTamiHHWIi 3aBo4" "KniBCcbkuii 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BY peyenmom
3 6nictepun B nauLi BiTaMiHHWI nikapcbkoro 3acoby (6yno - FAIMENIPUA-NYTAN)
3asofa”
30. | FNIMENIPUA-KB Tabnetku no 4 mr, no 10 MAT "KuiBcbKuii Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/4410/01/03
Tabnetok y 6nictepi, no BiTamiHHWIi 3aBoA” "KniBCcbKuii 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa Ha3BuM peuenmom
3 6nictepun B nayui BITAMiHHWI nikapcbkoro 3acoby (6yno - FNIMENIPUA-NYTAN)
3asof"
31. | FPUNPNKO Tabnetku no 4 TabneTkm AHaHTa Mepgikeap Benuvka dnamiHro IHais BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 6e3 UA/6965/01/01
y cTpuni; no 1 ctpuny y nrga. BpuTaHis dapmacboTuK 3MiHM | TMNy - 3MiHK 3 SIKOCTi. [OTOBWMIA NikapCbKni peuyenma —
KOHBEPTI; No 4 Tabnetkn avic fita. 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI Ne 4, 3a
y cTpuni; no 1 ctpuny y 3aci6 (iHWi 3MiHW) (BHECEHHS 3MiH [0 p. peyenmom —
KOHBepTi; o 50 «YNakoBKa»: YTOYHEHHS ONucy nakyBaHHSA Ne 200
KOHBEPTIB Y KApPTOHHIl (3a3HaveHHs ynakoBku Ne 4 (no 4 Tabnetkn y
Kopoo6Li CTpuni; no 1 cTpuny y KOHBEPTI)
32. | OEHI3NA NMOPOLLIOK A1 PO34UHY BITA CAH NTA Benukobput Csicc IHAjs BHECEHHS 3MiH [0 peecTpavliiiHux maTepiais: 3a UA/15338/01/01
anAinekuiinolr, 1 aHis MepeHTepasc BMMNPaB/IEHHS TEXHIYHOT NOMWU/IKN Y MeToAax peyenmom
h1aKOH 3 MOPOLLUKOM Y Mer. N14. KOHTPOJII0 AIKOCTi Ha nikapcbkuid 3acib, y MmeToauui
KOpOO6Li 3 KapTOHY BMNPOGYBaHHSA nokasHuka «KinbkicHe BU3Ha4YeHHs
BMICTY LediTasngumy»
33. | AUKNAK® TabneTku CaHpo3 CnoseHis CanTac HimeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/9808/02/01
KMLLKOBOPO34MHHI no 50 dapmacbloTikan3 dapma M'm6X 3MiHM | TUNy - 3MiHa nepiogy NOBTOPHUX peyenmom
Mr no 10 TabneTok y o.a. BMNpo6yBaHb/nepiogy 36epiraHHA abo ymoB

6nicTepi; no 2 6nictepn
Y KapTOHHIli kKopobui

36epiraHHa A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY
[0Cbe cepTudikaTa BignoBigHOCTI EBPONECHKIi
dhapmakonei, Wwo BKIoYae nepiog NOBTOPHOIO
BMNPOGYBaHHS) (Nepiog NMOBTOPHOrO
BMNpobyBaHHA/nepios 36epiraHHs) - 36i/bLIEHHS
abo BBeAEHHSA nepiody NOBTOPHOrO
BMNpobyBaHHsA/nepiogy 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOC/ILKEHb Y PeasIbHOMY Yaci -
BBEJEHHSA nepiogy NOBTOPHOrO BUNPOGOBYBaHHS,
Ha OCHOBI pe3ynbTaTiB AOCNiMKeHb y peasibHOMY
yaci gns BUpo6HUKa Aitovoi peyoBmHY AnknodeHak
HaTpilo; 3anponoHoOBaHO: 5 pokiB; 3MiHu | Tuny -
noJaHHs HOBOro abo OHOBJ/IEHOrO cepTudiikara
BiANOBIAHOCTI @60 BUNyUYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans Adl;
015 BUXIAHOTO MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHWLTBI
A®I; onsa fONOMiXHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) - HoBuii
cepTudikaT Big HOBOro BUPO6HMKa (3aMiHa abo
[IOMOBHEHHS) - BBEAEHS AOAATKOBOrO BUPO6GHNMKA
aitoyoi peyvosuHu Diclofenac sodium go
3aTBEPAKEHOr0 BUPOOHMKA
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
34. | ANKOP NOHI TabneTku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/11012/01/01
NpPO/IOHroBaHoi Aii no 20 "Mikpoxim" "Mikpoxim" 3MiHM | TUMY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
Mr no 50 TabneTok y roTOBOrO NikapcbKoro 3acoby; 3MiHu | Tuny - 3miHa
6aHui, no 1 6aHyi y napameTpiB cneuudikauii Ta/abo JONyCTUMMX MEX
nauyui 3 kapToHy; no 10 roTOBOrO /liKapCbKOro 3acoby
Tabnetok y 6nictepi, no
5 6nicTepis y nauui 3
KapTOHY
35. | ANKOP NOHI TabneTkun TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/11012/01/02
NposIoHroBaHoi gii no 40 "Mikpoxim" "Mikpoxim" 3MiHM | TMNy - 3MiHa y MeTodax BUNPOGyBaHHS peyenmom
Mr no 50 TabneTok y roTOBOrO JlikapcbKoro 3acoby; 3miHu | Tuny - 3miHa
6aHLi, no 1 6aHLi y napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
nauuj 3 kapToHy; no 10 rOTOBOrO /1iKapCbKOro 3acoby
TabneTok y 6nictepi, no
5 6nicTepiB y nayui 3
KapToHY
36. | AMKOP NOHIr TabneTkun TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/11012/01/03
NpPOIOHroBaHoI fii no 60 "Mikpoxim" "Mikpoxim" 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHSA peyenmom
Mmr no 50 TabneTok y roTOBOrO MiKapCbKoro 3acoby; 3miHum | Tuny - 3amiHa
6aHui, no 1 6aHLi y napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
nauuj 3 kKapToHy; no 10 roTOBOrO /1iKapCbKOro 3acoby
Tabnetok y 6aictepi, no
5 6nicTepiB y nauui 3
KapToHY
37. | ANPNHO30N® pO3uunH ANns iHdysiid, 2 MAT "Tannucapm” YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasis: 3a UA/11674/01/01
mr/mn no 100 mny "Tanuucapm”, 3MiHuM | TUNY - 3MiHa po3mipy cepii (BkNoYatun peuyenmom
nnawkax Ne 1 B nayui YkpaiHa; TOB Aiana3oH po3mipy cepii) roToBoro fikapcbKoro
ipma 3acoby - BBE,EHHA A0AATKOBOrO po3Mipy cepii;
"HoBodapm- 3anponoHoBaHo: Ans 06’emy 1000 N - He GinbLue
BiocuHres" 9,8 Tuc. ynakoBok; aAns o6’emy 2000 1 - He GinbLue
19,6 T1C. ynakoBOK Ta 40AATKOBO: A8 06'emy 4000
N - He 6inble 39,215 Trc. ynakoBoK; An1A 06’emy
6000 1 - He 6inbLue 58,823 TUC. ynakoBok; Ans
06'emy 8000 /1 - He 6inblue 78,431 TWC. yNakoBOK)
38. | AIOKCUOVH nopoLUokK (cybcTaHuis) y ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: - UA/11443/01/01

NoNieTUNEHOBUX MiLLIKax
ANsi BUpo6HMLTBa
CTepUnbHUX Ta
HecTepUIbHNUX
nikapcbkux hopm

06MexeHot
BiANOBiAA/IbHICTIO
"PAPMXIM"

06MEeXEHO
BignoBiga/IbHi
cTio
"OAPMXIM"

3MiHn | TURYy - 3MiHn 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBa/ibHWii 3aci6 (iHLWi 3MiHN)
(3MiHM B po3gini «MakyBaHHsA»); 3MiHK | TUNY -
3MiHM 3 sikocTi. A®I. CTabinbHICTb. 3MiHa nepiogy
NOBTOPHMX BMNpo6yBaHb/nepiogy 36epiraHHs abo
yMOB 36epiraHHsa API (3a BigCyTHOCTI y
3aTBEPKEHOMY [OCbE cepTudikarta BifnoBigHOCTI
€Bponeiicbkii hapmakonei, Wwo BK/Yae nepiog,
NOBTOPHOro BUNpPo6yBaHHsA) (nepios NOBTOPHOro
BMNpobyBaHHsA/nepio 36epiraHHs) - 3miHa ymoB
36epiraHHa A®| (3MiHM BMKIageHHS YMOB
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
36epiraHHs)
39. | AOBYTAMIH po3uunH Ans iHdoysii 250 Anmepa HimeyunHa [aynt ®apma HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/5714/01/01
AOMEOA Mr/50 mn no 50 mn (250 ApuHaiimiTTens BtonbdiHr 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
Mr) B amnyni: no 1 6X M6X HalilmeHyBaHHs Ta/abo agpecu MicLs NPoBafXeHHS
amny/i B KapTOHHIi LisTbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
Kopobui; no 50 mn (250 niKkapcbKoro 3acoby, BKYAKOUM AiNTbHULI BUNYCKY
Mr) B amnyni; no 1 cepii abo micue NpoBefeHHs KOHTPOJIHO SKOCTI.
amny/ii B KapTOHHii (misnbHICTb, 3a AKy BignoBigae BUpo6HMK/iMnopTep,
KOpo6L; N0 5 KAPTOHHNX BK/IO4AK0UM BUMYCK cepiid) (3MiHa agpecy Micus
KOPO6OK y nniBLj NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA, 6e3 3MiHK
nonieTUNEeHoBI MicLisi BAPOBHULITBA)
40. | AOP3OMNTUK KOMBI | kpansni o4Hi, po3unH 20 dapmMaLeBTUYHWIA MonbLa NOBHUIA LIMKN Ipeuis/ MonbLua BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15656/01/01
Mr/mn+5 mr/mn, no 5 mn 3aB0Oj, BMpO6GHMUTBA: TexHiuHa nomuska y Cneymdikauii Ta meToguLi peyenmom
B MoNieTu1eHoBOMY "Monbchapma” damap A.B.E., BMNPOOYBaHHA MeTO/iB KOHTPOJIHO SKOCTi Ha
hnakoHi-kpanesibHUL C.A. Ipeuis; nikapcbkuii 3aci6, 3a NoKasHUKOM «Onunc»
MicTkicTio 10 mn 3 abTepHaTUBH
KPULLKOIO 3 rapaHTiiiHUM e micue
Kinbuem; no 1 a6o 3 KOHTPO/I0
h1akoHM B KAPTOHHIM SIKOCTI,
KOpooLi BTOPUHHOI
ynakoBku Ta
BUMYCKY cepii:
dapmaTeH
C.A., I'peuis;
a/lbTepHaTUBH
e micue
BTOPUHOT
ynakoBku Ta
BUNYCKY cepii:
PapmaLeBTny
HWIA 3aBOA,
"MONIb®APM
A"CA,
MNonbLua
41. | EBPAHTUN Kancysm nposIoHroBaHoi Takepa M'mM6X HimeuyunHa Takena Mm6X, HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/9943/01/01
Aii TBepgi no 30 mr; no micue 3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii peyenmom
50 a6o no 100 kancyn y BMPOGHMLTBA 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpUAAaTHOCTI
chnakoHi; no 1 dpnakoHy OpaHieHbypr a60 ymoBax 36epiraHHsA roToBOr0 J1ikapCbKOro
B KapTOHHI1 kopobuj 3aco6y (3MEHLLEHHA TepMiHY NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [11s TOproBoi ynakoBKu
(3MeHLLeHHs TepMiHy npuaaTHocTi /13 3 2-x pokiB
00 1-ro poky)
42. | EBPAHTUN Karcysim nposiIoHroBaHoi Takega M'm6X HimeuunHa | Takepa 'm6X, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/9943/01/02
4ii TBepAi no 60 mr; no micue 3MiHu | TMNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapCbKUi peuenmom
50 a6o 100 kancyn'y BMPOGHMLTBA 3aci6. CtabinbHICTb. 3MiHa y TepMiHax npuAaTHOCTI
cdhnakoHi; o 1 dolakoHy OpaHieHoypr a60 ymoBax 36epiraHHs roTOBOrO J1ikapCbKOro
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

B KApPTOHHIli Kopobu,i

3ac06y (3MeHLIeHHS TePMiHY NPWMAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 TOproBoi ynakoBku
(3MeHLLeHHs TepMiHy npuaaTHocTi /13 3 2-x pokiB
00 1-ro poky)

43.

ENIGEN®

Kpem A1 30BHILLHLOro
3actocyBaHHa 1 % no 15
ry Ty6i, no 1 Ty6i B
KopooLi

MEJA dapma
Mv6X eHg Ko. KI

HimeuunHa

ME[LA
MeHblodhekye
pYHr

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu |l Tuny - 3miHK Woao 6e3nekn/edekTMBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB BuAavi peectpauiiiHoro
nocBiAgYeHHs, BKoYatoun MnaH ynpaeniHHA
pv3vKkamu (3acTocyBaHHS 3MiH(K), ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[00aTKOBUM Ai@aHMMK, L0 MaloTb HagaBaTuca
KOMMETEHTHVM OpraHoM, OCKi/flbK1 BUMaraeTbCs
CyTTEBA OLiHKa KOMNETEHTHUM OpraHoMm) -
BMKOHaHHSA 3060B'A3aHb BIAMNOBIAHO A0 NiANYHKTY
2.3 nyHKTY 2 gogatky 15 fo Mopsigky npoBefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3ac06M, L0 NOAATLCA Ha AePXaBHY
peecTpadito (nepepeecTpawito), a Takox
eKcrnepTn3n MaTepiasiis Npo BHECEHHS 3MiH 40
peecTpauiiiHux MaTepiasnis NpoTarom gii
peecTpauinHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/7137/01/01

EMIPYBIUNH-TEBA

PO34MH NS iH'eKLin abo
iHdpysii, 2 mr/mn, no 5
mn, abo 10 mn, abo 25
M/ Yy dh1akoHi, no 1
bN1aKoHY B KapTOHHIl
Kopoo6Li

TeBa
dapmaLeBTikan
IHpacTpis N14.

I13painb

dapmaxemi
B.B.

HigepnaHamn

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:
3MmiHu Il Tuny - 3MiHK Wopao 6e3nekn/edpeKTNBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3000B'A3aHb Ta YMOB BMAaYi peecTpaujiintHoro
nocBig4YeHHs, BKoYatoun MnaH ynpaeniHHA
pu3vKamu (3acTocyBaHHs 3MiH(W), Aki(a)
B/MaratTb(€) NoganbLIoro 06rpyHTyBaHHS HOBMMMU
[04aTKOBUM Ai@aHMMK, Lo MaloTb HagaBaTuca
KOMMETEHTHUM OpraHoM, OCKifIbK1 BUMaraeTbes
CyTTEBA OL{iHKa KOMMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B's13aHb BiAMNOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1, nignyHKTy 2.3 NyHKTY 2 gogatky 15
fo MopsAaky NpoBefieHHA ekcnepTuan
peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAalnTbCA Ha fepXasBHy peecTpauiio
(nepepeecTpadiio), a TakoX ekcrnepTu3n martepianis
NpOo BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroM Aji peecTpavyiiiHoro NocBeigYeHHs,
3aTBepmAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne

46!

0)

3a
peyenmom

UA/11806/01/01

45.

ECUUATANONPAMY

TabneTkun, BKpUTI

TOB "®apma

YKpaiHa

BMPO6GHMLTBO,

Icnanis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:

UA/13207/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
FAPOrEH OKCA/IAT | nniBkoBOH 060M0HKOIO, Crapt" nakyBaHHs, 3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS
no 10 wmr in bulk: no 7,7 aHani3 Ta rOTOBOrO Jlikapcbkoro 3acoby (He3HauHa 3miHa y
Kr TabneTok y nakeTax BUMYCK Cepili: 3aTBEPMAKEHNX METOAaX BUNPOGYBaHHS) -
CiHTOH He3HauyHa 3MiHa y 3aTBEpPKEHNX MeToAax
XicnaHis, C.J1. BMNPO6YBaHHSA T. "KinbkicHe BU3HauYeHHs"; 3MiHu |
Tuny - 3MiHa napameTpiB cneyudikayiin Ta/abo
O0NyCTUMMX MEX rOTOBOTO JTiKapCbKOro 3acoby;
3MiHM | TUMY - 3MiHa y MeToAax BUNpobyBaHHS
roTOBOrO NiKapCbKOro 3acoby - 3miHa y
3aTBEPMKEHUX MeToAax BUNpPobyBaHHSA rOTOBOroO
nNiKkapcbKoro 3acoby 3a T. "CynyTHi goMiLlukm"
46. | ECUATANOMNPAMY TabneTku, BKpUTI TOB "dapma Ykpaina BMPOBHULTBO, IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: - UA/13207/01/02
FAPOrEH OKCA/AT | nniBkoBOH 060M0HKOIO, Crapt" nakyBaHHs, 3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS
no 20 wr in bulk: no 7,7 aHani3 Ta roTOBOrO Jlikapcbkoro 3acoby (He3HavHa 3miHa y
Kr TabneTok y nakeTax BUMYCK Cepili: 3aTBEPAKEHNX METOAaX BUNPOGYBaHHS) -
CiHTOH He3HauyHa 3MiHa y 3aTBepKEHNX MeToAax
XicnaHisi, C.J1. BMNPOGYBaHHSA T. "KinbkicHe BU3HaYeHHS"; 3MiHu |
TUNy - 3MiHa napameTpiB cneyudikauiin Ta/abo
O0NyCTUMMX MEX FOTOBOTO JTiKapCbKOro 3acoby;
3MiHK | TNy - 3MiHa Y MeToAax BUNpoGyBaHHS
roTOBOrO NikapCbKOro 3acoby - 3miHa y
3aTBEPMAXEHUX MeToAax BUNpobyBaHHSA roTOBOro
NiKkapcbKoro 3acoby 3a T. "CynyTHi goMilLkn"
47. | ECUMTAM® ACIHO TabneTkn, BKPUTI TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15764/01/01
NNiBKOBOIO 060/I0HKOIO, Crapt" Crapt" 3MiHM | TMNy - 3MiHW 3 SIKOCTi. [OTOBWMIA NikapCbKni peyenmom
no 10 wr, no 10 3aci6. CtabinbHicTb. 3MiHa y TepMiHax nNpuAaTHOCTI
TabneTok y 6nictepi, no abo ymoBax 36epiraHHsi roTOBOrO /liKapCbKOro
1, 3 abo 6 6nicTepiB y 3acoby (36iNbLUEeHHs TepMiHY MPUAATHOCTI FOTOBOro
KapTOHHIN nauui nikapcbKoro 3acoby) - 415 ToproBoi ynakoBku
(nigTBEPAXYETLCA faHUMU PeasibHOro Yacy)
(36inbLeHHsA TepmiHy npugaTtHocTi 13 3 1 poky 6
MicaLiB A0 2-X pokiB) (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MicAUIB MiC/1A 3aTBEPKEHHS)
48. | ECULMTAM® ACIHO TabneTkn, BKpUTI TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiais: 3a UA/15764/01/02
NNiBKOBOI 060/I0HKOIO, Crapt" Crapt" 3MiHu | TMNY - 3MiHKM 3 SKOCTI. FoTOBUIA NiKapCbKuii peuyenmom
no 20 wr, no 10 3aci6. CtabinbHICTb. 3MiHa y TepMiHax npuaaTHOCTI
TabneTok y 6nictepi, no abo ymoBax 36epiraHHsi rOTOBOrO J1ikapCbKOro
1, 3 abo 6 6nicTepiB y 3aco0y (36iNbLUeHHA TepMiHY NpuaaTHOCTI FOTOBOro
KapTOHHI nauj nikapcbKoro 3acoby) - [11s Toprosoi ynakoBKu
(nigTBEPMAKYETHCA AaHUMK PeasibHOro Yacy)
(36inbLlUeHHsA TepMiHy npugaTtHocTi 113 3 1 poky 6
MicsaliB A0 2-X pokiB) (TepMiH BBEAEHHS 3MiH
npoTsrom 3-X MicALiB Nic/ia 3aTBePAXEHHS)
49. | IBY®EH® ®OPTE cycnesisi opasibHa 3 dapmaLeBTUYHNI Monbwa MEOAHA MonbLia BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 6e3 UA/14437/01/01
M&/IMHOBMM apoMaTtoM, 3aBoj, PAPMA 3MiHKM | TNy - 3MiHa NPUCTPOIB 47151 BUMIpIOBaHHS peyenma
200 mr/5 mn no 40 mn "Monbchapma” AKLjiOHepHe 0031 abo BBEEHHS NiKapCbKOro 3acoby
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

abo no 100 mn, y
donakoHi; no 1 donakoHy
3i LUINPULLOM-[,03aTOPOM
Y KapTOHHIli KopoobLi

C.A.

ToBapucTeo

(nopaBaHHA ab0 3aMiHa NPUCTPOLID, SKUIA He €
HEeBif'EMHOI0 YaCTMHOI NEPBUHHOT YNakoBKK) -
npucTpiii, Akunii mae CE-mMapkyBaHHs. BBeeHHs
3MiH NpoTArom 6-Tn micauis nicna
3aTBEPAKEHHS; 3MiHVM | TUny - 3MiHa po3mipy cepii
(BK/THOYAlOUM fiana3oH po3mipy cepii) roToBoro
nikapcbKoro 3acoby; NponoHoBaHa pefakLis:
Po3wmip cepii: 10 800 ynakoBok no 100 mn nam 27
000 ynakoBok no 40 mn = 1080,00 n = 1252,80 «r;
21 600 ynakoBok rno 100 mn nav 54 000 ynakosku
no 40 mn = 2160,00 n = 2505,60 kr; 25 000
ynakook no 100 ms v 62 500 ynakoBok no 40 mn
= 2500,00 n = 2900,00 kr, 40 000 ynakosok no 100
M unm 100 000 ynakosok no 40 mn = 4000,00 n1 =
4640,00 «kr, *Cepito 06’emom 2505,60 Kr OTPUMYIOTb
LLNISXOM 3MiLLyBaHHS BOX cepiil 06’emom 1252,80
Kr; 3MiHW | TUNY - NOAaHHS OHOB/IEHOTO
CeptucpikaTa BiANoOBiAHOCTI €BpONEChkili
thapmakonei R1-CEP 1996-061-Rev 11 Big Bxe
3aTBEPIXEHOro BUPOOHUKA, SKNIi 3MIHNB Ha3BY Ta
afpecy BUPOGHMKa aKTUBHOI CybCTaHLil Ta
BMPOGHWYOI finbHUL

50.

IBY®EH® ®OPTE

cycnesis opasibHa 3
NOSYHUYHM apoMaToM,
200 mr/5 mn no 40 mn
a6o no 100 mn, y
dhnakoHi; no 1 dpakoHy
3i LUNPULIOM-[,03aTOPOM
Y KapTOHHIli KopoobLi

dapmayleBTUYHNI
3aBof,
"Monbchapma”
C.A.

Monba

MEOAHA
PAPMA
AkuioHepHe
ToBapucTeo

MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHKM | TNy - 3MiHa NPUCTPOIB 4715 BUMIpIOBaHHSA
[031 abo BBeAEHHS NiKapCbKoro 3acoby
(nopaBaHHs abo 3amiHa NPUCTPOLO, SKUI He €
HEBIJ'EMHOI0 YaCTUHOK NEPBUHHOT YNaKoBKM) -
npucTpin, skuii mae CE-mapkyBaHHs. BBegeHHs
3MiH NPOTATOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS;
3MiHuM | TUNY - 3MiHa po3mipy cepii (BkNoUatum
[iana3oH po3mipy cepii) roTOBOrO /likapCbKoro
3acoby; nponoHoBaHa pefakuis: Po3mip cepii: 10
800 ynakosok no 100 mn unam 27 000 ynakoBoOK no
40 mn =1080,00 n1 = 1252,80 kr; 21 600 ynakoBok
no 100 mn unu 54 000 ynakosku rno 40 mn =
2160,00 n = 2505,60 kr; 25 000 ynakosok no 100
M nnm 62 500 ynakosok no 40 mn = 2500,00 n =
2900,00 «r, 40 000 ynakoBok no 100 mn wau 100
000 ynakoBok no 40 mn = 4000,00 n = 4640,00 kr,
*Cepito 06’emom 2505,60 Kr OTPMMYHOTb LL/IAXOM
3MilLlyBaHHS ABOX cepiii 06’emoM 1252,80 Kr; 3MiHU
| Tuny - nogaHHa oHosneHoro CepTtudiikata
BiAgnoBigHOCTI EBponeiickbkin hapmakonei R1-CEP
1996-061-Rev 11 Big BXe 3aTBEPKEHOIO
BMPOGHWKa, SKWIA 3MIHNB Ha3By Ta agpecy
BMPOGHMKa aKTMBHOI cybCcTaHLjii Ta BUpOOHUYOI

6e3
peyenma

UA/12829/02/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

AiNbHUL

51.

IMYHO®NA3IA®

cvpon no 30 mn abo no
50 mn, abo no 60 mny
hnakoHax 3 ckia abo
nnacTuky; no 1 chnakoHy
pasom 3 [03YH4Oot0
E€MHICTIO ¥ mauui 3
KapTOHHY

TOB "HBK
"Ekocpapm”

YKpaiHa

TOB
"TepHodhapm"”,
YKpaiHa,;
MNAT
"®apmack”,
YKpaiHa,;
TOB "HBK
"Ekochapm”,
Ykpaina

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - 3MiHKW 3 iKOCTi. FoTOBUIA NiKapPCbKUi
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo goaaBaHHS BMPOGHMKA, LLO BiAnNoOBiAae
3a BBE3€eHHS Ta/abo Bunyck cepii) - Bkoyaroun
KOHTPONb/BUNPOGYBaHHS cepii (BBEAEHHS
[04aTKoBOro BUpo6Huka M3 ImyHodnasia®,
cupon TOB «HBK «Ekohapm», YkpaiHa); 3minHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
[0AATKOBOI AiNbHUL BUPOBHULITBA /15 YACTUHM
ab0 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHULA, Ha SKi
npoBoAATLCA 6yAb-sKi BUPOGHMYI cTagil, 3a
BUHSATKOM BUMYCKY Cepili, KOHTPOIO AKOCTI,
MepBNHHOTO Ta BTOPUHHOTO NakyBaHHS, 415
HecTepW/IbHUX JliKapCbknx 3acobiB) (BBEAEHHS
[ofaTtkoBoro Bupo6Huka M3 ImyHodnasia®,
cupon TOB «HBK «Ekodhapm», Ykpaina) (TepMiH
BBEJEHHS 3MiH MPOTAroM 6-Tn MicAuiB nicns
3aTBepAXeHHs1) CynyTHS 3MiHa - 3MiHM 3 SIKOCTI.
oTOBMIA NiKapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3amiHa ab0 BBeEHHs1 40AATKOBOI Ai/TbHUL
BMPOGHMLITBA 151 YaCTUHW abo BCbOro
BMPOGHMYOro NPoLLeCy roToOBOrO iKapCbKoro
3aco6y (AinbHWLA AN BTOPUHHOTO NakKyBaHHS)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIB
nicns 3aTBepmXeHHs); - 3MiHM 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
ab0 BBeAleHHA 40AATKOBOI AiNbHUL BUPOBHULTBA
[O15 YacTUHM abo BCbOro BUPOGHMYOro npouecy
rOTOBOrO JlikapCbKoro 3acoby (finbHUUA Ans
nepBMHHOrO nakyBaHHs) (TepmiH BBEAEHHS 3MiH
NpoTArom 6-T1 MiCALIB MiCNa 3aTBEPAXKEHHS)

6e3
peyenma

UA/5510/01/01

52.

IHKECTA®

PO34UH NS iH'eKUR 2,5

% B eTnnoneari no 1 mn
B amnynax Ne 5, Ne 10 y
nadui, Ne 5x1, Ne 5x2 y

6nictepax y nauui

MAT "dapmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BY
nikapcbkoro 3acoby (6yno - IHKECTA) (TepmiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsuiB nicns
3aTBEPKEHHS); 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPO1Ib FOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo 4ONYCTUMUX MEX FOTOBOrO
NiKapCbKoro 3acoby (40NOBHEHHs cneumndikawii

3a
peuyenmom

UA/8926/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

HOBMM MOKA3HWKOM 3 BiANOBIAHUM METOA0M
BMNpobyBaHHs) (gonoBHeHHs Cneuudikauii M3
HOBWM MOKa3HUKOM "BakTepiasibHi eHAO0TOKCUHMN" 3
BiANOBIAHWM MeTOA0M BUNPOBYBaHHS); 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKnii 3acib.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikalii Ta/abo 4ONyCTUMUX MEX
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3miHW)
(BunyueHHs 3i Cneuudpikauii 13 nokasHuka
"AHOMasIbHa TOKCUYHICTb" 3 3 Bi4NOBIAHUM
MeTOoZ0M BUNPOOYBaHHS)

53.

IHKECTA®

PO34UH N8t iH'eKLin 1%
B eTunoneari no 1 mn B
amnynax Ne 5, Ne 10 y
nauui, Ne 5x1, Ne 5x2 y
6nictepax y nauui

MAT "®apmak”

YKpaiHa

MAT "®apmak”

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BY
nikapcbkoro 3acoby (6yno - IHKECTA) (TepMiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUMY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikavin Ta/abo fonycTMMUX MEX rOTOBOrO
nikapcbKoro 3acoby (40NOBHEHHS crneumdikawii
HOBWM MOKa3HUKOM 3 BiAMOBiAHUM METOA0M
BMNpobyBaHHs) (gonoBHeHHs Cneuudikauii M3
HOBWM MOKa3HUKOM "BakTepiasibHi eHA0TOKCUHMN" 3
Bi4NOBIiAHMM METOA0M BUNPO6YBaHHSA); 3MiHK |
TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3aci6.
KOHTposb roToBoro fikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
roTOBOrO /liKapCbKoro 3acoby (iHLi 3MiHW)
(BunyueHHs 3i Cneuudpikauii 13 nokasHuka
"AHOMasIbHa TOKCMYHICTL" 3 3 BigNOBIAHUM
MeToA0M BUMPO6YBaHHS)

3a
peyenmom

UA/8926/01/01

54.

IHTECTI®AT®

po34mH no 10 mny
dnakoHax Ne 1, Ne 4y
KOMNJIEKTi 3 KpULLKaMu-
KpanenbHuusaMu abo 6e3
KPULLIOK-KpanesibHULb B
navkax 3 kapToHy; rno 20
My donakoHax Ne 1, Ne
4 B naykax 3 KapToHy; No
50 mn y gonakoHax Ne 1
B NauLli 3 KApPTOHY

Heollpo6ioKeap
IHK.

KaHaga

TOB
«®APMEKC
FPYIM»,
YKpaiHa gnsa
Heollpo6ioKe
ap IHK.,
KaHaga

Ykpaina/
KaHaga

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3Minu Il Tuny - 3MiHK Wopao 6e3nekun/eekTBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB Buadi peectpauiiiHoro
noceifgYeHHs, BkNtoYaroun Mnax ynpasniHHA
pu3nKamu (3aCTOCyBaHHS 3MiH(1), siki(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHSA HOBUMM
[04aTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BukoHaHHs 3060B'A3aHb BiANOBIAHO A0 NiAMYHKTY
1.8.2 nyHkTy 1.8 fogatky 5 MNMopsaky npoBefeHHs
eKcnepTun3n peecTpauiiHnx MaTepianis Ha
nikapcbKi 3acobu, Lo NoAalTbCs Ha AepxasHy
peecTpadito (nepepeecTpawito), a Takox

3a
peyenmom

UA/15970/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
eKcnepTn3n marepianis Npo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NpoTAarom gii
peecTpauiiHoro NocBigYeHHs, 3aTBePAKEHOro
Hakazom MO3 Big, 26.08.2005 Ne 426 (y peaaxuii
Hakaly MOS3 Big 23.07.2015 Ne 460).
[JeTanbHuii onuc cucteMm ynpasniHHS pus3nkamu y
BUINAAI NNaHy ynpaBAiHHA pu3vkamu, Lo HafaHui
3asBHNKOM, MICTUTb PU3MK NPOMNOPLLiiHI 3ax0au 3
MiHimi3aLii pu3unKiB Ta 34iCHEHHS
thapmakoHarnagy. Pestome nnaHy ynpasniHHS
pvi3vikaMu JofaeTbes. IHhopmalis 3 6e3nekn, ska
npeAcrasfieHa B IHCTPYKLIT 415 MEeAUYHOrO
3aCcTOCyBaHHS NikapCbkoro 3acoby, Bigobpaxae
3axo4u 3 MiHimi3auii pusukis, Bianosigae
iHchopMmawii, BUKnageHili y nnaHi ynpasniHHSA
pv3vKaMu, HaaHoTO 3aBHUKOM.
55. | IHGAHPUKC™ CyCneHsist ANs iH'eku;it nakcoCmiTKnsaiiH Benvka nakcoCmiTKn Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15120/01/01
KOMBIHOBAHA no 1 gosi (0,5 mn) y Ekcnopt NimiTeq, BpuTaHis ANH 3MiHK |l TNy - 3MiHK B Npoueci BupobHuuTea APl peuenmom
BAKUVHA Ana nonepegHL0 Bionomxikana (3MiHa cToCyETbCS aKTVBHOT PEYOBUHMU
MPO®INAKTUKN 3anoBHeHOMy Lwnpuui Ne C.A. 6i0/10rYHOr0/iIMyHOMOrYHOrO MOXOKEHHS abo
ONOGTEPII, MPABUSA, | 1y komnnekTi 3 ogHieto BUKOPUCTAHHSA XiMiYHUX AD| y BUPOOHULITBI
KALLUTIOKY abo ABOMa ronkamu: no NiKapcbKoro 3acoby 6i0N0rivYHOro/iMyHOs10ri4YHOro
ALENHONAPHA 1 nonepegHLO NOXOPKEHHS], iIka MOXe MaTu 3Ha4YHWI1 BNMB Ha
OYUYUNLLEHA HanoBHEHOMY LUNPULY Y AKICTb, 6e3neky Ta e(PEeKTUBHICTb JliKapCbKOro
IHAKTUBOBAHA KOMMNAEKTI 3 0fHie0 abo 3aco0y, i He CTOCYETbCS NPOTOKO/1Y) - 3aMiHa
PIOKA ABOMa rosikamu y 6aratopa3oBoi MembpaHu Ansa ynbTpadinbTpawii
naacTMKOBOMY Ha ogHopa3oBy MeMbpaHy Ans ynbTpadinbTpauii B
KOHTeliHepi; no 1 npoveci BUPO6HULITBA MPOMIKXHOTO NPOAYKTY
nn1acTMKoBOMY Pertussis toxoid (PT) nicna geTokcukau;i
KOHTEHepy B KApTOHHIlA
Kopoo6Li
56. | ITPAKOH® Kancynu no 100 mr no 4 MAT "®dapmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiHux MaTepiais: 3a UA/2959/01/01
Kancynu y énictepi; no 1 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom

6nictepy y nayuj; no 5

Kancyn y 6nicrepi; no 3
6nicTepun y nauui; no 6

Kancyn y énictepi; no 1
6nictepy y navui

HaliMeHyBaHHA Ta/abo agpecun MicLa NPOBamKeHHs
[isnbHOCTI BUpo6HMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKNOYAUN AiNTbHAL BUMYCKY
cepii abo micLe NpoBeAEeHHS KOHTPOJTHO SKOCTI.
(misnbHiCTb, 3a Ky BignoBigae BUpo6HMK/iMnopTep,
BK/THOHAI0UM BUMNYCK Cepiii) (3MiHa micus
NpoBaKEHHS AisiNibHOCTI) (TepMiH BBEAEHHST 3MiHN
NPOTArom 6 MicsLiB Micns 3aTBePIKEHHS); 3MiHN |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA nikapcbkuii 3acio.
CucTema KoHTelHep/3aKynoproBasibHUIA 3aci6.
3MiHa po3Mipy ynakoBKv roTOBOro NikapCbKoro
3aco6y (3miHa KiNbKOCTi 0OguHULL (Hanpuknag,
TabneTokK, amny/ TOLL0) B yNakoBLi:) - 3mMiHa nosa
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

AianasoHoOM 3aTBEP)KEHNX PO3MIpPIB YNakoBKM
(BBEAEHHSA [OAATKOBOI YNakoBKM - N0 4 Kancynm 'y
6nictepi; no 1 6nictepy y nauui) (TepmiH BBeLEHHS
3MiHM NpOTAroM 6 MicsLiB Nicns 3aTBepAKEHHS);
3MmiHu | TUNY - 3MiHKW 3 SKOCTi. FOTOBUIA NiKaPCbKNi
3aci6. Onuc Ta cknag,. 3miHa y cknagi (4ONOMDKHUX
peyoBUHaX) rOTOBOro NiKapcbKoro 3acoby (iHLi
3MiHM) (3MiHa 6apBHMKA Y ck1agi 060/10HKM
XenaTnHoBol kancynu) (TepmiH BBeAeHHS 3MiHu
npoTArom 6 micsLiB nicns 3aTBepAKEHHS)

57.

KAMbLJIO
rMIOKOHAT

Tabnetku no 500 mr, no
10 Tabnetok y
6nictepax

NAT
"Jly6HMhapm"

YKpaiHa

NnAT
"ly6HUhapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHx MaTtepianis: 3MiHu
Il TMny - 3miHK Wwoao 6e3nekn/edhekTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
3060B'A3aHb Ta YMOB BuAavi peectpauiiiHoro
noceifYeHHs, BKNtoYaroun Mnax ynpasniHHA
pv3vKamu (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[04AaTKOBUM JaHUMW, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKifIbKM BUMaraeTbCs
CYTTEBA OLLiHKa KOMMETEHTHUM OpraHom)
(BrKOHaHHSA 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
[0 MNopsgKy NpoBefeHHs ekcnepTusun
peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAaloTbCA Ha flepXaBHy peecTpadiiio
(nepepeecTpadito), a TakoX ekcnepTusn marepiasniis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fjii peecTpauiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)

6e3
peyenma

UA/6048/01/01

58.

KAPMETAAVH

TabneTku, BKPUTI
NAiBKOBOK 060/1I0HKOIO,
3 MoandikoBaHUM
BUBI/IbHEHHAM M0 35 Mr;
no 30 TabneTok y
6nicTepi; no 2 6nictepn
B KapTOHHI kopobuj

YOPA[,

MEAMLIMH INAY

CAH. BE TIIX.
AL

TypeyunHa

Inko Inay CaH.
Be Tigpk. A.LL.,
TypeuunHa;
yorpna
MEANLUNH
INAY CAH. BE
TIOK. A.LL.,
TypeyunHa

TypeyunHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (B1laCHUKa
peecTpavuiiHoro NocBig4YeHHs)

3a
peyenmom

UA/14715/01/01

59.

KETAHOB

TabneTkn, BKpUTI
060n0HKoto, Mo 10 wr,
no 10 TabneTtok y
6nictepi; no 1, 2, a6o 10
6nicTepiB y KAPTOHHIl
ynakoBLi

KK Tepanis AT

PymyHis

KK Tepanis AT

PymyHis

BHECEHHS 3MiH [0 peecTpaLliiHux maTepiasis:
3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHUL (BKNHOYAKOUN AiNbHNL ANS
A®l, NPOMiIXHOro NPoAyKTY abo rotToBoro
nikapcbKoro 3acoby, AinbHULI ANs NpoBefeHHS
nakyBaHHs, BUPOOHMKA, BifMNOBifa/IbHOTO 3a BUMYCK
cepiii, MicLe NPoBeAEHHs1 KOHTPO/O cepii) abo

3a
peyenmom

UA/2596/01/01




55

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

noctavyajibHMKa BMXig4HOro martepiasy, peareHty
a60 AOMOMIXKHOT pevyoBUHU (SKLLO 3a3HaYeHo y
[0CbE) (BUNYYEHHS BUPOOHUYOI AinbHULI PaHbakci
JNlabopaTtopis flimitea, HAain)

60.

KETOHAN®

PO34uH ANs iH'ekuiid, 100
Mr/2 M1 no 2 mn B
amnyni; no 5 amnyn y
6nicTepi; no 2 6nictepn
Y KapTOHHiIli KopoobLi

CaHpos3
dapmacbloTikan3

a.a.

CnoseHisa

Nek
PapmaueBTuy
Ha KomMaHis

a.a.

CnoseHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNy - BUNYy4YeHHs BUPo6HMKa S.1.M.S.
S.R.L, Italy gjtouoi peuoBuHU keTonpodeH; 3miHu |
TUMY - NOAAHHS OHOB/IEHOTO cepTudikary
BignoBiaHOCTI EBponeiickbkilt hapmakonei R1-CEP
2003-136-Rev 05, 3miHa Ha3BY O4HOI 3 BUPOGHUYMX
OiNbHUUb AN Ail040T pevyoBMHN KeTonpodeH, micue
3HaXOAKEHHSA BUPOBHNYOI AiNbHULI 3aMWaeTbCs
6e3 3miH

3a
peyenmom

UA/8325/01/01

61.

KNCEHb
MEAWYHUM
FA30MnoAaisHUN

ras y ctanesmx 6anoHax
o06'emom no 2 1, abo no
5 n, abo no 10 1, abo no
40 n

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"Ninge a3

YkpaiHa"

YKpaiHa

MpusatHe
akujioHepHe
TOBapUCTBO

"Ninge ras

YkpaiHa"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (B1laCHUKa
peecTpaujiiHoro noceigyeHHs) (3MiHa agpecu Ta
Ha3BW 3asBHVKA); 3MiHW | TUNY - AgMIHICTPATUBHI
3MiHK. 3MiHa HallMeHyBaHHs Ta/abo agpecy Micust
NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BKIYaoun AiflbHUL
BMNYCKy cepii abo MicLie NpoBeAEeHHS KOHTPO/THO
AKOCTI. (AiS/IbHICTB, 3a SKy BiAnosigae
BMPOGHMK/iIMNOPTEp, BKIOYAOYN BUMYCK CEPiid)
(3miHa agpecu Ta Ha3BM BUPOOHUYOT AiNbHULI, 6e3
3MiHM MicLt BUPOGHMLTBA); 3MiHM | Tuny - 3MiHK
Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy.
BeeieHHs1 260 3MiHW 10 y3arasibHEHUX JaHnX npo
cuctemy hapmakoHarnagy (BBegeHHs
y3arasibHeHVX gaHnx npo cuctemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 thapmakoHarnsgy 3asasHuKa
0N 34iCHEHHA hapmakoHarnsgy B YkpaiHi, AKwo
BOHa BifJMiHHA Bif, yNOBHOBaXKeHOI 0cobY,
BiZJNOBIAANbHOI 3a 34jiCHEHHS hapmakoHarnsaay
(BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
pO3MilLEeHHi MacTep-ghaiina cuctemm
thapmakoHarnagy) (fAitova pefakuis: banakipesa
HaTanis €BreHiBHa. MNponoHoBaHa pegakuis:
CyxaHoBa Hataniss BonogmmupisHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0Co6M,
BigNoBiga/IbHOI 3a 34iCHEHHsT dhapmakoHarnsay)

3a
peuyenmom

UA/6447/01/01

62.

KONAPEKC® FOHIOP
XOTPEM

NOPOLLIOK A5
OpasIbHOI0 PO3UUHY Y
cawe Nel0

nakcoCmiTKnsiiH
KoHcbomep
Xenckep (FOK)

Benvka
BpuTtaHis

CmiTKNsiidH
Biyem C.A.

IcnaHis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micusa NPoBamKeHHs

6e3
peyenma

UA/9408/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

TpelgiHr NimiTeq,

AisnbHOCTI BUpOOHMKa/imnopTepa roToBoro
NiKapCcbKoro 3aco6y, BKIOYAKUN Ai/TbHUL BUMYCKY
cepii abo MicLie NpoBeAeHHS KOHTPOJIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BMpobHuK/iMnopTep,
BK/IO4a0UM BUMYCK cepiid) (3miHa agpecu
BUPOGHMKa, 6e3 3MiHW Micusl BUpobHULUTBA) (TepMmiH
BBE/IEHHS 3MiH MPOTArom 6-Tv MicALiB nicns
3aTBEPMXEHHS); 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) (B3amiHa rpachiyHoro odhopmieHHs
NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
MapKyBaHHS YNakoBOK 3 BiANOBiAHUMY 3MiHaMU O
po3ginis MKA N3 (po3gain «IpadiuHe
0hOPM/IEHHS» 3aMiHEHO PO34iT0M «MapKyBaHHS»)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsLIB
nicns 3aTeepmkeHHs); 3Minn |l Tuny - 3MiHN WoAao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHu
Y KOPOTKili XapakTepucTuL,i slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 418 MegnyHOro
3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMM 3 SIKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHMU Ta JaHMK 3
hapmakoHarnagy (3miHW BHeCeHi [0 IHCTPYKUIi Y
po3ginu: "®apmakosnoriyHi BnactueocTi”,
"MpoTunokasaHHA", "Ocobnusi 3axoan 6e3nekn”,
"B3aemogis 3 iHWVMKU fikapcbkuMu 3acobamu Ta
iHLWI BMAW B3aeMogjin" (pefaryBaHHs TEKCTy
po3ainy), "Cnoci6 3acTocyBaHHs Ta f03n",
"Mepepo3ysaHHsa", "MobiuHi peakyii™) (TepMiH
BBE/IEHHS 3MiH MPOTAroM 6-Tv MicAUiB micns
3aTBEPKEHHS)

63.

KONIrA3-340POB'A

TabneTku, BKpUTI
060/10HKO0, N0 125 Mr
no 7 Tabnetok y
6nictepi, no 1 a6o 2
6nicTepu y kopobui 3
KapTOHY

ToBapucTso 3
06MexeHo
BiANOBIAANBLHICTIO
"PapmaueBTnyHa
KOMnaHis
"3popos'a”

Ykpaina

ToBapucTBO 3
06MexeHot
BignoBigasIbHI
CTHO
"®apmaueBTn
YHa KOMMaHis
"3popos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3minu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro
NnocBiAYeHHA, BKtoYaroun MiaH ynpasniHHA
pv3ukamu (3aCToCyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOAaNbLLOTO 06I'PYHTYBaHHS HOBMMM
[04AaTKOBUM JaHUMW, L0 MatoTb HagasaTucs
KOMMETEHTHMM OpraHoM, OCKi/IbKM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHSs1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1 goaatky 15 o MNMopagky npoBefeHHsA
eKCMepTn3n peecTpaliiHnx MmaTepiasiB Ha
Nikapcbki 3ac06M, L0 NOAAITLCA Ha AepXKaBHY
peecTpadito (nepepeecTpaLiio), a Takox
eKcnepT13n matepianis Npo BHECEHHS 3MiH [0

6e3
peyenma

UA/12456/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
peecTpauiiiHux MmaTepiasis NpoTarom Al
peecTpauiiHoro NOCBiAYEHHS, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)
64. | KONIFA3-340POB'AA | Tabnetku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: - UA/14701/01/01
060/10HKOI0, N0 125 mr 06MeXeHo 06MEeXeEHO 3MiHu Il Tuny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
in bulk: no 4000 BiANOBIAA/IbHICTIO BignoBiga/IbHI Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
TabneTok y nakeTi "®apmaueBTnyHa CTIo 3060B'A3aHb Ta YMOB BuAavi peectpauiiiHoro
nonieTuneHoBoMy y KOMnNaHis "®apmaneBTn nocBiAgYeHHs, BKoYatoun MnaH ynpaeniHHA
KOHTeliHepi "3p0pos'a” YHa KoMnaHis pv3vKkamu (3acTocyBaHHS 3MiH(K), ski(a)
"3p0poB'a” BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[00aTKOBUM Ai@aHMMK, L0 MaloTb HagaBaTuca
KOMMETEHTHVM OpraHoM, OCKi/flbK1 BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHSA 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1 gogatky 15 ao MNopsaaky nposefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3ac06M, L0 NOAATLCA Ha AePXaBHY
peecTpadito (nepepeecTpawito), a Takox
eKcrnepTn3n MaTepiasiis Npo BHECEHHS 3MiH 40
peecTpauiiiHux MaTepiasnis NpoTarom gii
peecTpauinHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)
65. | KPAJIOHIH Kpanni opasibHi no 30 M Bionoriwe HimeuyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/3125/01/01
y thnakoHi-kpanenbHuL; XalinbMmiTTens Xalinbmitrens 3MiHM | TUNY - 3MiHa NocTavasibHYKa nakyBaslbHUX peyenma
no 1 chnakoHy- Xeenb M'M6X Xeenb M'mM6X marepianis abo KOMNAEKTYOUNX - [OAABAHHSA
KpanenbHuLi B KOPo6Lii 3 [04aTKOBOro nocravasibHuka martepiany nepBuHHOI
KapTOoHYy ynakoBkmn (BEPTUKasIbHOT KpanenbHULi Ta koBnayka,
L0 HarBuMHYyeTbCA) "MbonnensManH MM6X & KO.
Kr, HimeyunHa"
66. | IABAKCOH NMOPOLLOK 47181 PO3UYUHY M. BioTek NlT4 Benuka AcTtpan IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/13903/01/01
ans iH'ekuii no 1,0r; 1 BpuTtaHis CrepiTek 3MiHu | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BY peyenmom
b1aKoH 3 MOPOLUKOM Y MpaiBit nikapcbkoro 3acoby (6yno - EODMEPWH) (TepmiH
nauui 3 KapToHy NimiTen BBEJEHHS 3MiH MPOTAroM 6-Tn MicAuiB nicns
3aTBEPAKEHHS)
67. | TABAKCOH NMOPOLLIOK A1 PO34UHY M. BioTtek NITa Benuka AcTpan IHAjs BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/13903/01/02
ons iH'ekuii no2,0r; 1 BpuTaHis CrepiTek 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa Ha3BuM peuenmom
h1aKOH 3 MOPOLLUKOM Y MpaiiBiT nikapcbkoro 3acoby (6yn10 - EOMEPWH) (TepmiH
nauuj 3 KapToHy Nimiten BBE/IEHHS 3MiH MPOTAroM 6-Tv MicAUiB micns
3aTBEPKEHHS)
68. | NTAMIBYANH TabneTkn, BKpUTI Aypob6iHgo ®apma IHAis AypobiHao IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/4964/01/01
060/10HKO0, No 150 Mr Nimiten dPapma 3MiHY | TUny - 3MiHa BUPOGHYKKa peyenmom
no 60 TabneTok y Nimitep - FOHIT BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo

naaTuKoBOMy
KOHTeliHepi 3

BMKOPUCTOBYHOTbCSA Y BUPOOHMYOMY npoueci AdI,
a60 3MiHa BMPOGHWMKa (BKIKOYaKun, ae HeobxigHo,
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KpULLIEYKOIO Ta 3 MiCLie NpOBEAEHHSA KOHTPO/IIO AKoCTi) APl —
KOHTPO/IEM MEepLLOro 3a3HayYeHHs BUPOOGHUUMX AINAHOK Ha AKNX
po3KpUTTS; No 1 BUpob6NseTbes AdI
nnaTuKoBOMy
KOHTelHepy B nauuj 3
KapToHY
69. | NIAMI®EH Tabnetku no 250 mr no 7 MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/6136/01/01
TabneTok y 6nictepi, no "®ITOPAPM" "®ITOPAPM" 3minu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI peyenmom
1 a6o 2, abo 4 6nicTepu Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
y nayui 3 KapTOHY 3060B'A3aHb Ta YMOB Bugaui peecTtpauiiHoro
nocBig4YeHHs, BKIoYatoun MnaH ynpaeniHHA
pv3ukamu (3aCTOCyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOAaNbLIOTO 06I'PYHTYBaHHS HOBMMM
[04aTKOBUM Ai@aHMMK, L0 MatoTb HagaBaTuca
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHS1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
2.3 nyHKTY 2 pogatky 15 no MNopsaky nposefeHHs
eKCMnepTn3n peecTpaliiHnx MmaTepiasiB Ha
Nikapcbki 3ac06K, L0 NOAAITLCA Ha AepXKaBHY
peecTpadito (nepepeecTpaLito), a Takox
eKkcnepTn3n matepianis Npo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NpoTAarom gii
peecTpauiiHoro NocBifYeHHs, 3aTBePKEHOro
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegaxuii
Haka3y MO3 Big 23.07.2015 Ne 460)
70. | NALUMAODIN Kancysnu, no 10 kancyn B NanbmaH Xenc Kanaga BVMPOGHULTBO Kanaga/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/15132/01/01
Q/TIOMIHIEBIN BAICTEpHIN CO/OLWMNHS IHK. in bulk: MonbLia 3MiHM | TMNy - 3MiHW 3 SIKOCTi. [OTOBWIA NikapCbkni peyenma
ynakoBLij; no 2 6nictepu NanemaH 3aci6. CTabinbHicTb. 3MiHa y TepMiHax NpuAaTHOCTI
B KapTOHHiiA KOpo6Lyi Xenc abo ymoBax 36epiraHHsi roTOBOrO /liKapCbKOro
ConowmnH3 3acoby (36iNbLUeHHs TepMiHY MPUAATHOCTI FOTOBOro
IHK., KaHaga; nikapcbKoro 3acoby) - 115 ToproBoi ynakoBku
nepBuHHa Ta (nigTBEPAXYETLCA AAHUMU peasnibHOro yacy)
BTOPVIHHA (36inbLUEHHA TEPMiHY MPUAATHOCTI NikapCbKoro
ynakoBka, 3acoby
[03BiN Ha 3 2-X A0 3-x pokiB) (TepMiH BBEAEHHSA 3MiH
BMNYCK Cepil: NPOTSArom 6-TV MiCAILIB NiCNA 3aTBEPAKEHHS)
Takega
Papma Cn. 3
0.0., MNosbla
71. | NEBIHOPVH KOHUeHTpaT ans CaHpo3 CnoseHis BVMPOGHMLTBO HimeyuunHa/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/15166/01/01
pO34MHY Ans iHdysili no dapmacbloTikan3 "in bulk", CnoBeHis 3MiHM | TUNY - 3MiHX A0 IHCTPYKUIT 4718 MeANYHOro peyenmom
100 mr/ 1 mnno5mny a.o. nakyBaHHs1, 3acTocyBaHHs y po3ginm "OcobnmsocTi
hnakoHi; no 1 dpnakoHy TEeCTyBaHHS: 3acTocyBaHHsA", "Mo6iYHi peakwii" 3rigHO 3

Y KapTOHHil kopobLi

Xaynt ®apma
BonbdiHr

iHchopmauieto Lwoao 6e3nekn fioyoi peyoBuHN
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

m6X,
HimeuyuunHa;
BMNYCK cepil:
Nek
PapmaueBTuy
Ha KoMnaHis
0.4., CnoseHis

72.

NErANOH® 140

Kancynu no 140 wmr, no
10 kancyn y 6nictepi; no
2 abo 3, abo 6 6nicTtepis
Y KapTOHHIli KopoobLi

MEJA dapma
Mv6X eHg Ko. KI

HimeuunHa

MAJAYC
m6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - 3MiHKW 3 iKOCTi. FoTOBUIA NiKapCbKUi
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBeAEHHS

[0AATKOBOI AiNbHUL BUPOBHULITBA /15 HYACTUHM
ab0 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (iHwi 3MiHW) (MpYBeAeHHs
Aitoyoi pefakuii po3ainy «Brpo6HMKM NikapcbKoro
3acoby» Y BignoBigHICTb 4O OHOBMEHOTO
Ceptudcpikaty GMP. Y)KogHWUX 3MiH Y BUPO6HUYOMY
npoueci He Bifg6ynock); 3miHu | Tuny -

ALMiHICTpaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHSs!

Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro Mikapcbkoro
3aco0by, BKIYauKn AinbHALL BUNYCKy cepii abo
MicLie NpoBeAeHHS KOHTPOI0 AKOCTI. (AISNIbHICTb,
3a Ky BiAnoBigae BUPOGHUK/iMNOpPTEp, BKIKOYaKOUM
BUNYCK cepiit) (3MiHa agpecy BUPoOHKKa, 6e3 3MiHN
MiCLl BUPOGHMLTBA)

6e3
peyenma

UA/7185/01/01

73.

NErANIOH® 70

kancynu no 70 mr, no 10
Kancyn y 6nictepi; no 2
abo 3, abo 6 6nicTepiB y
KapTOHHI Kopoo6Li

MEJA dapma
mM6X eHg Ko. KI

HimeyunHa

MAJAYC
m6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHun | TMNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbkuii
3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa abo BBEAEHHS

[0AATKOBOI AiNbHUL BUPOBHMLITBA A1 YACTUHM
ab0 BCbOro BUPOOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (iHwi 3MiHK) (NpYBeAEeHHs
Aitoyoi pefakuii po3ainy «Brpo6HMKM NikapcbKoro
3aco6y» Y BiANOBIAHICTb O OHOBMIEHOTO
Ceptudpikaty GMP. XXogHUx 3MiH y BUpo6HMYOMY
npoteci He BifA6ynock); 3miHu | TUny -

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo agpecun micua NPOBaMKEHHS AisNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro Nikapcbkoro
3aco0by, BKIKYaKuK AinbHAULL BUNYCKy cepii abo
MicLie NpoBeAEeHHS KOHTPOIHO AKOCTI. (LisNbHICTD,
3a Ky BiAnoBifae BUPOGHUK/iMNOpPTEp, BKIKOYAKOUM
BUMYCK cepiid) (3MiHa agpecy BUpobHMKa, 6e3 3MiHK
MicLsi BAPOOHULITBA)

6e3
peyenma

UA/7185/01/02

74.

NEAICENT-
DAPMEKC

necapii no 16 mr; no 5
necapiis y ctpuni; no 2
CTpUNM B NavLj 3

TOB "®APMEKC
rePyr-,

YKpaiHa

TOB
"®APMEKC
rPymn"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6esneku/etheKTUBHOCTI
Ta papmakoHarisay - He3HauHi 3MiH1 Y MapKyBaHHi

6e3
peyenma

UA/12023/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KapTOHY NEePBMHHOT YNakoBKM
75. | NIHBAT Kancynu Teepai, no 25 TOB "CaHpo3 Ykpaina Nex CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15586/01/01
mr, no 10 kancyny YkpaiHa" $apmaneBTNY PymyHis/ 3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenmom
6nicTepi; no 3 6nictepn Ha KomnaHis TypeuunHa Ta thapmakoHarnagy. 3MiHu y KOpoTkiii
B KOpOOLi n0.4., Cnosexis XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
(nepBuHHa Ta MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
BTOPVHHA 3aCTOCYBaHHS reHepUYHNX/TiIBPMAHNX/6I0N0AIGHNX
ynakoBka, nNikapcbKunx 3acobiB Micns BHECEHHS Tiei camol
[03BiN Ha 3MiHM Ha pedhepeHTHMI npenaparT (3MiHa He
BUMYCK Cepii; noTpebye HafjaHHS XO4HUX HOBMX A0AATKOBUX
nepBuHHa Ta AaHunx) (3MiHM BHeCeHi [0 IHCTPYKLUiT Y po3ainu:
BTOPUHHA "MokasaHHsA", "OCco6/IMBOCTI 3aCTOCYBaHHS",
yNakoBKay); "Cnoci6b 3acTocyBaHHs Ta fo3un", "MepenosyBaHHs",
KOHTPO/1b "Mo6iyHi peakwyji" BigNoBigHO A0 pedhepeHTHOro
cepii: C.K. nikapcbkoro 3acoby NIPUKA, kancynu) (TepMiH
CaHpo3 BBE/EHHS 3MiH MPOTAroM 6-Tv MicsaLiB nicns
c.p.n, 3aTBEPKEHHS)
PymyHis;
BVPOGHMLTBO
Hepo3dhacoBa
HOI NpOAYKLUiT:
CaHpos lnak
Canali Be
Tikapet A.C.,
TypeyynHa
76. | NIHBAT Kancynu Teepai, no 50 TOB "CaHpo3 Ykpaina Nex CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15586/01/02
mr, no 10 kancyny YkpaiHa" PapmaneBTny PymyHis/ 3MiHK | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
6nictepi; no 3 6nictepn Ha KOMMaHis TypeyunHa Ta thapmakoHarnsgy. 3MiHM y KOPOTKiiA

B KOpOO6Li

n0.4., CnoseHis
(nepBuHHa Ta
BTOPUHHA
ynakoBka,
[03BiN Ha
BMNYCK CepiT;
nepBuHHa Ta
BTOPWHHA
ynakoBka);
KOHTPO/b
cepii: C.K.
CaHpos
C.P.N.,
PymyHis;
BUPOGHMLTBO
Hepo3ghacoBa
HOI NpoAayKu,i:
CaHpfos lnak

XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT AN MefuyYHOro
3aCTOCyBaHHS reHepUYHNX/Ti6pUaHMX/6ioNoAIGHNX
nikapcbKunx 3acobiB Nicns BHECEHHS Tiei camol
3MiHW Ha pechepeHTHWI npenapar (3MiHa He
noTpebye HaflaHHA XOAHWX HOBUX A0AATKOBUX
naHunx) (3MiHM BHeCeHi [0 IHCTPYKLUiT Yy po3ainu:
"MokaszaHHsa", "OcobnBOCTI 3acToCyBaHHSA",
"Cnoci6b 3acTocyBaHHs Ta go3un", "lMepenosyBaHHs",
"Mo6iyHi peakuyii” BigNoBigAHO A0 pedhepeHTHOro
nikapcbkoro 3acoby NNIPUKA, kancynu) (TepMiH
BBE/JEHHS 3MiH MPOTAroM 6-Tu MicsAUiB nicns
3aTBEPKEHHS)
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6nicTepi; no 3 6nictepu
B KOpPOOLi

n0.4., CnoseHis
(nepBunHHa Ta

BTOPWHHA
ynakoBKa, NiKapcbKnx 3acobiB Nic/i BHECEHHS TiET camoi
[03BiN Ha 3MiHM Ha pehepeHTHMII npenaparT (3MiHa He
BUMYCK Cepii; noTpebye HaflaHHSA XOAHNX HOBUX A0AATKOBUX
nepBrHHa Ta AaHnx) (3MiHM BHeCeHi o IHCTPYKUiT Yy po3ainu:
BTOPUHHA "MokaszaHHs", "OcobNMNBOCTI 3aCTOCyBaHHS",
ynakoBKa); "Cnoci6b 3acTocyBaHHA Ta fo3un", "lMepenosyBaHHA",
KOHTPO/Tb "Mo6iyHI peaku,ii" BigNoBIigHO A0 pediepeHTHOro
cepii: C.K. nikapcbkoro 3acoby NNIPUKA, kancynu) (TepMiH
CaHpos3 BBE/IEHHS 3MiH NPOTAroM 6-Tv MicsALiB nicns
Cc.p.N,, 3aTBEPAKEHHS)
PymyHis;
BVMPOGHULTBO
Hepo3sdgacoBa

XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHSA reHepUYHUX/TiGpPMAHNX/6ioNoaIGHNX

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Canali Be
Tikapet A.C.,
TypeyyunHa
77. | NIHBAT Kancynu Teepgi, no 75 TOB "CaHpo3 YkpaiHa Nexk CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/15586/01/03
mr, no 10 kancyny YkpaiHa" $apmaneBTUY PymyHis/ 3MiHn | TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
6nictepi; no 3 6nictepu Ha KoMnaHis TypeyunHa Ta (papmakoHarnsgy. 3MiH1 y KOpOoTKiii
B KOpOO6Li A.4., CnoseHis XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi
(nepBuHHa Ta MapKyBaHHS Ta iHCTPYKLiT 415 MeAn4HOro
BTOPVHHA 3acTOCyBaHHA reHepUYHNX/ribpnaHuX/6ionoaieHNX
yMnaKoBKa, nNikapcbKux 3acobiB Nicns BHECEHHA Tiei camol
[03BiN Ha 3MiHM Ha pehepeHTHWII npenapart (3MiHa He
BUNYCK cepii; noTpebye HafiaHHSA XOAHNX HOBUX AOAATKOBUX
nepBrHHa Ta AaHvx) (3MiHW BHeCeHi 40 IHCTPYKUii y po3ainu:
BTOPUHHA "MokaszaHHs", "OcobMNBOCTI 3aCTOCYBaHHSA",
ynakoBKa); "Cnoci6b 3acTocyBaHHsA Ta fo3un", "lMepenosyBaHHA",
KOHTPO/1b "Mo6iuHi peakwyji" BigNoBigHO A0 pedhepeHTHOro
cepii: C.K. nikapcbkoro 3acoby NNIPUKA, kancynu) (TepMiH
CaHpo3 BBEJEHHS 3MiH NPOTAroM 6-Tn MicsALiB nicns
Cc.p.N, 3aTBEPMAKEHHS)
PymyHis;
BUPOGHMLTBO
Hepo3gacoBa
HOI NPOAYKUiT:
CaHpos lnak
Canali Be
Tikapet A.C.,
TypeyynHa
78. | NIHBAT Kancysu Teepgi, no 150 TOB "CaHpo3 YkpaiHa Nex CnoseHis/ BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3a UA/15586/01/05
mr, no 10 kancyny YkpaiHa" $apmaneBTUY PymyHis/ 3MiHn | TUNYy - 3MiHK Woao 6e3nekn/edeKTBHOCTI peuyenmom
Ha KomnaHis TypeyunHa Ta hapmakoHarnsgy. 3mMiHu y KOpoTKild
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6nicTepi, no 2 6nictepn
B KOpOO6Li

A.4., CnoseHis
(nepBuHHa Ta
BTOPUHHA
ynakoBka,
[03BiN Ha
BMNYCK CepiT;
nepBuHHa Ta

BTOPUHHA
yrnaxkoBKa);
KOHTpPO/b
cepii: C.K.
CaHpo3
C.p.N.,

PymyHisi;

XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLiT 415 Men4HOro
3aCTOCYBaHHS reHepUYHNX/TiIGpPUMAHMX/6ioNoaiIGHNX
nNiKapcbKkunx 3acobiB nic/isi BHECEHHA TiEl camol
3MiHN Ha pedhepeHTHMIA Npenapar (3MiHa He
noTpebye HafiaHHA XOAHWNX HOBMX AOAATKOBUX
AaHnX) (3MiHW BHeCeHi 0 IHCTPYKUiT y po3ainu:
"MokasaHHs", "OCco6/IMBOCTI 3aCTOCYBaHHS",
"Cnocib 3acTocyBaHHs Ta fo3un", "Mepeo3yBaHHA",
"Mo6iyHi peakwyii" BigNoBigHO A0 pedhepeHTHOro
nikapcbkoro 3acoby N1IIPUKA, kancynu) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tn MicAuiB nicns
3aTBEPAKEHHS)

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
HOI NMpoAyKu,i:
CaHpos lnak
CaHali Be
Tikapet A.C.,
TypeyunHa
79. | NIHBAT Kancynu TBepgi, no 200 TOB "CaHpo3 Ykpaina Nex CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15586/01/06
mr, no 10 kancyny Ykpaina" PapmaneBTny PymyHis/ 3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
6nicTepi; no 3 6nictepn Ha KoMnaHis TypeyunHa Ta hapmakoHarnagy. 3MiHu y KOpoTKiii
B KOpPOO6Li n0.4., CnoseHis XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
(nepBuHHa Ta MapKyBaHHs Ta IHCTPYKUiT AN MefUyYHOro
BTOPVHHA 3aCTOCYBaHHS TeHepUYHNX/TIGPUMAHNX/6I0NoAIGHNX
ynakoBKa, niKapcbKunx 3acobiB nic/isi BHECEHHA TiEl camol
[03Bin Ha 3MiHM Ha pecbepeHTHMII npenaparT (3MiHa He
BUNYCK cepii; noTpebye HaflaHHA XOAHWX HOBUX A0AATKOBUX
nepBrHHa Ta AaHux) (3MiHM BHeCeHi [0 IHCTPYKLUiT y po3ainu:
BTOPVHHA "MokasaHHs", "Oco6/MBOCTI 3aCTOCYBaHHS",
ynakoBka); "Cnoci6 3acTocyBaHHS Ta fo3un", "Mepeo3yBaHHA",
KOHTPO/b "Mo6iuHI peakuii" BiANOBIAHO [0 pedepeHTHOro
cepii: C.K. nikapcbkoro 3acoby NNIPUKA, kancynn) (TepMiH
CaHpos BBEJEHHS 3MiH MPOTAroM 6-Tn MicAuiB nicns
Cc.p.n, 3aTBEPAKEHHS)
PymyHis;
BVPOGHMLTBO
Hepo3ghacoBa
HOI NpoAyKu,i:
CaHpos lnak
CaHali Be
TikapeTt A.C.,
TypeydnHa
80. | NIHBAT Kancynu Teepgi, no no TOB "CaHpi03 YkpaiHa Nexk CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15586/01/04
100 mr, no 7 kancyny YkpaiHa" dapmaueBTUY PymyHis/ 3MiHuM | TMny - 3MiHKn Wo[o0 6e3nekn/eddeKkTUBHOCTI peyenmom
Ha KoMnaHis TypeyunHa Ta hapmakoHarnagy. 3MiHu y KOpoTkiii
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BVPOGHMLTBO
Hepo3cacoBa
HOI NPOAYKUiT:
CaHpos lnak
Canali Be
Tikapet A.C.,
TypeyynHa
81. | NNIHBAT Kancynu Teepai, no no TOB "CaHpo3 Ykpaina Nex CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15586/01/07
225 mr, no 7 kancyny YkpaiHa" $apmaneBTNY PymyHis/ 3MiHuM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenmom
6nicTepi, no 2 6nictepn Ha KomnaHis TypeuunHa Ta thapmakoHarnagy. 3MiHu y KOpoTkiii
B KOpOOLi n0.4., Cnosexis XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
(nepBuHHa Ta MapKyBaHHs Ta iHCTPYKLiT 415 MeAnYHOro
BTOPVHHA 3aCTOCYBaHHS reHepUYHNX/TIBPMAHMX/6I0N0AIGHNX
ynakoBka, nikapcbKunx 3acobiB Micns BHECEHHS Tiei camol
[03BiN Ha 3MiHM Ha pedhepeHTHMI npenaparT (3MiHa He
BUMYCK Cepii; noTpebye HafaHHS XO4HUX HOBMX A0AATKOBUX
nepBrHHa Ta AaHunx) (3MiHM BHeCeHi [0 IHCTPYKLUiT Y po3ainu:
BTOPUHHA "MokasaHHs", "OCco6/IMBOCTI 3aCTOCYBaHHS",
yNakoBKay); "Cnoci6b 3acTocyBaHHs Ta fo3un", "MepenosyBaHHs",
KOHTPO/1b "Mo6iyHi peakwyji" BigNoBigHO A0 pedhepeHTHOro
cepii: C.K. nikapcbkoro 3acoby NIPUKA, kancynu) (TepMmiH
CaHpo3 BBE/EHHS 3MiH MPOTAroM 6-Tv MicALiB nicns
c.p.n, 3aTBEPKEHHS)
PymyHis;
BVMPOGHMLTBO
Hepo3dhacoBa
HOI NPOAYKLUiT:
CaHpos lnak
Canali Be
Tikapet A.C.,
TypeyynHa
82. | NNIHBAT Kancynu Teepai, no no TOB "CaHpo3 Ykpaina Nex CnoseHis/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/15586/01/08
300 mr, no 7 kancyny YkpaiHa" PapmaneBTny PymyHis/ 3MiHK | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
6nictepi, no 2 6nictepn Ha KOMMaHis TypeyunHa Ta thapmakoHarnsgy. 3MiHu y KOpOTKiiA
B KOpOOLi n0.4., CnoseHis XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
(nepBuHHa Ta MapKyBaHHS Ta IHCTPYKUiT AN MefuyYHOro
BTOPVIHHA 3aCTOCyBaHHS reHepUYHNX/TibpuaHMX/6ioNoAiIGHNX
ynakoBkKa, nikapcbKunx 3acobiB nicns BHECEHHS Tiei camol
[03BiN Ha 3MiHM Ha pedhepeHTHMI npenaparT (3MiHa He
BUNYCK cepii; noTpebye HaflaHHA XOAHWUX HOBUX A0AATKOBUX
nepBrHHa Ta naHunx) (3MiHM BHeCeHi [0 IHCTPYKLUIT Yy po3ainu:
BTOPVHHA "MokasaHHsA", "OCco6/MBOCTI 3aCTOCYBaHHS",
ynakoBka); "Cnoci6b 3acTocyBaHHs Ta go3un", "lMepenosyBaHHs",
KOHTPO/1b "Mo6iyHi peakuyii" BigNoBiAHO A0 pedhepeHTHOro
cepii: C.K. nikapcbkoro 3acoby NNIPUKA, kancynn) (TepMiH
CaHpos BBE/EHHS 3MiH MPOTAroM 6-T1 MicsAUIB nicns
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
C.P.N, 3aTBEPMAKEHHS)
PymyHis;
BUPOGHMLTBO
Hepo3ghacoBa
HOT NMpoAyKu,i:
CaHpos lnak
Canali Be
Tikapet A.C.,
TypeyynHa
83. | NIHE3ONIANH pO3unH ANs iHdysii, 2 MAT "Tannuchapm” Ykpaina TOB dipma Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/11948/01/01
mr/mn no 300 mny "HoBodhapm- 3MiHu | TUNYy - 3MiHa nepiody NOBTOPHUX peyenmom
nasawui; no 1 naswui B BiocuHTes", BMNPO6YBaHb/nepiogy 36epiraHHA abo ymoB
nauuj Ykpaina; MAT 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAKEHOMY
"Tanuugapm”, [0Cbe cepTudikaTa BignoBigHOCTI EBPONECHKii
YkpaiHa thapmakonei, Lo BKIoYae nepios NOBTOPHOro
BMNpOGYBaHHS) (Nepiog NOBTOPHOroO
BMNpobyBaHHA/Nepios 36epiraHHs) - 36i/bLIEHHS
abo BBeAEeHHS nepiofy NOBTOPHOr0
BMNpobyBaHHsA/nepiogy 36epiraHHsA Ha OCHOBI
pesynbTaTiB AOCNiMKEeHb Y peaslbHOMY Yaci; 3MiHu |
TUMy - 3MiHa y napameTpax cneuudikadin Ta/aéo
[ONYCTUMUX MEX, BUSHAUYeHMX y crneumdikalisx Ha
A®I, abo BUXIgHWIA/NPOMDKHUIA NpOAYKT/peareHT,
LLI0 BUKOPUCTOBYHOTLCSA Y NpoLeci BUpobHuuTea AdI
(oofaBaHHsi ab0 3amiHa (3a BUHSATKOM aKTUBHOI
pevoBUHM 6iOMOriYHOro abo IMyHOIOMNYHOro
NOXOPKEHHS) NapameTpa cneumdikauii 3
BiANOBIAHUM METOAO0M BMNPOGYBaHHS 3a
pe3ynbTatamu AocnigxeHb 3 6e3neku abo SKocTi);
CYNyTHS 3MiHa: 3MiHa Y MeTofax BUNpo6yBaHHs
A®| abo BMXigHOro Matepiany/npPoMixXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl (iHWi 3MiHK y MeToAax
BMNpobyBaHHA (BK/IOYaouM 3amiHy abo
[0NoBHEHHS) AD| abo BKXiAHOro/NpoOMiKHOro
npoayKTy)
84. | NIHKOMIUVH kancysm no 250 mr no NAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/0620/01/01
10 kancyn y 6nictepi; no | "KviBmegnpenapa "Kuismegnpen 3MiHM | TUNYy - BUNyYeHHs BUpOOHMKa Ad| peyenmom
3 6nicTepun y nayui T apat"” NiHKOMILMHY rigpoxnopuay; 3Minu |l Tuny -
BBE[EHHS1 HOBOTO BUPO6HMKa ADI| MiHKOMILMHY
rigpoxnopnay
85. | MATHIO CY/Ib®AT pO34MH aNna iH'ekuii, 250 | MAT "Tanuucapm” YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/8109/01/01
mr/mn, no 5 mn abo no "Tannudapm” 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BY peyenmom

10 mn B amnyni; no 5
amnyn y KOHTYPHii
YapyHKOBIli ynakoBL,; No

A®| abo fONOMIXHOI peyoBUHU (3MiHa Y
crneundikavito i MmeToam KoHTponto 13 nogatTbes
Y3B'AA3KY 3 NPVBEAEHHAM Ha3BM Ai040i Pe4yoBMHN
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

2 KOHTYpPHI YapyHKOBI
ynakoBku B nayuj; no 5
mn abo no 10 mn B
amnyni; no 10 amnyn y
Kopob6Li; no 5 mn B
amnyni; no 5 amnyn y
KOHTYPHMUX YapyHKOBMX
ynakoBKax, 3anasHux
nanepom

MarHito cynbgaT A0 BUMOT 4jto4oro BugaHHsa DY)
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneundikauiii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(iHLWi 3MiHW) - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpPobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHW); 3MiHun | Tuny -
AAMIHICTPaTUBHI 3MiHW. BuyyeHHs1 BUPO6HUYOT
AinbHUUI (BKAOYaoun ginbHuLi ana Adl,
NPOMDXHOro NPoAYyKTy abo roToBOro Nikapcbkoro
3aco6y, AinbHNLi AN NPOBELEHHS NaKyBaHHS,
BMPOGHMKA, BigMNOBiJaNIbHOTO 3a BUMYCK Cepil,
MicLie NpOBeAEeHHS KOHTPO/IIO cepii) abo
noctavyajibHUKa BMXig4HOro martepiasy, peareHty
a60 AOMNOMIXXHOT pevoBUHU (SKLLO 3a3HaYeHo y
[0Cbe) (BUNYyYEeHHA BUPOOHUKa APl «CG
Chemicalien GmbH&C0.KG», HimeuuunHa, y 3B’s13Ky
3 MPUNMHEHHAM BUPOOHULTBA); 3MiHu | TNy -
3MiHu 3 aKocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHUX BUNpobyBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBEpXEHOMY [0Cbe cepTuddikarta BiAnoBiLHOCTI
€Bponeiicbkiin hapmakonei, Wo BKIYae nepiog,
NOBTOPHOro BMNPo6yBaHHS) (Nepiog NOBTOPHOTO
BUNPO6YBaHHs/Nepios, 36epiraHHs) - SMeHLIEHHS
(BBEAEHHSA Nepiofy A0 NPOBEAEHHS NOBTOPHUX
BMNPOOYBaHb - 2 POKM Ha 3aMiHy TepMiHy
NpUAATHOCTI 3 POKK, Y 3B’A3KY 3 OHOBJ/IEHHSIM
AokymeHTauii Ha APl MarHito cynbghaTt renTarigpar
BMpo6GHMKa Macco Organiques, s.r.o., Yexia (6yno -
TepMiH NpuaatHocTi 3 poku)

86.

MEIFACENT - MBK 70

po3uunH ans
30BHILWHLOIO
3actocyBaHHs 70 % no
100 My dhnakoHax
CKNsiHKX abo
noniMepHmnx

TOB "Toprosuii
Aom "MBK"

Ykpaina

TOB
"BupobHuye
06'egHaHHA

"TeTepis",
YKpaiHa,;
MpusatHe
akujioHepHe
TOBapUCTBO
"Bionik",
YKpaiHa,;
an
"Arpochipma
"An" N "Ax",

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKA (BlacHMKa
peecTpaLiiHoro noceigyeHHs) (3MiHa agpecu
3asBHMKa) (TepMiH BBEEHHA 3MiH NPOTAromM 3-X
MicsILiB nicns 3aTBEPMKEHHS); 3MiHM | Tvny -
AfMiHICTpaTWBHI 3MiHU. 3MiHa HallMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOoro 1ikapcbKoro
3aco6by, BKIYaKUM AiNbHALL BUNYCKY cepii abo
MicLle NPOBeAEeHHS KOHTPOIKO AKOCTI. (LiANbHICTD,
3a AKy BiAnNoBifae BUPOOHMK/IMIOPTEP, BKIOYAIOUM
BWMNYCK Cepii) -

3a
peyerimom

UA/14031/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Ykpaina 3MiHa HallMeHyBaHHA Ta afpecu BUPOOHNMKA)
(TepmiH BBeAEHHS 3MiH MPOTAroM 3-X MicsLiB nicns
3aTBEPKEHHS)
87. | MEFACENT - MBK 96 | po3uuH gns TOB "Toprosuii YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/14031/01/02
30BHILWHLOIO nom "MBK" "BupobHuye 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
3acTocyBaHHsA 96 % no 06'eHaHHA HaliMeHyBaHHS Ta/abo agpecy 3asBHUKa (BNacHUKa
100 My dhnakoHax "TeTepis", peecTpaLiniHoro noceigyeHHs) (3miHa agpecu
CKNsiHKX abo YkpaiHa,; 3asBHVKa) (TepMiH BBEEHHA 3MiH NPOTAromM 3-X
noniMepHmnx MpusatHe MicsILiB nicns 3aTBEpPMKEHHS); 3MiHM | Tvny -
akujioHepHe AfMiHICTpaTWBHI 3MiHU. 3MiHa HallMeHyBaHHS
TOBapuCcTBO Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
"Bionik", BUPOGHMKa/iMnopTepa roToBoro 1ikapCbKoro
YKpaiHa; 3aco6y, BK/II0Yaun 4ibHNLI BUNYCKy cepii abo
an MicLie NPOBeAEeHHS KOHTPOIKO AKOCTI. (LisANbHICTD,
"Arpochipma 3a AKy BiAnoBifae BUPOOHMK/IMIOpTEpP, BKIOYAOUM
"AR" 1 "AR", BWMNYCK Cepii) -
YKpaiHa 3MiHa HalilMeHyBaHHs Ta afpecu BUPOOHMKA)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicALiB nicns
3aTBEPAKEHHS)
88. | MEHOBA3AH Masb no 40 ry Ty6i, no 1 TOB "OKI Ykpaina TOB "AKnN YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/5829/02/01
Ty6i B nayy, "®GapMaLeBTNYHa "®GapmaveBTu 3Minu |l Tuny - 3MiHK Wopao 6e3nekun/edekTBHOCTI peyenma
habpuka" YHa thabpuka" Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB Buadi peectpauiiiHoro
noceifgyYeHHs, BkNtoyaroun Mnax ynpasniHHA
py3nKamu (3aCToCyBaHHS 3MiH(1), siki(a)
BMMaralTb(€) NOAaNbLIOTO 06I'PYHTYBaHHSA HOBUMM
[04aTKOBUM JaHUMK, L0 MatoTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL|iHKA KOMNETEHTHUM OpraHoMm)
(BukoHaHHs 3060B'3aHb BiANOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1 gogatky 15 o Mopagky nposefeHHsA
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbKi 3acobu, Lo NoAalTbCs Ha AepxasHy
peecTpadito (nepepeecTpawito), a Takox
eKcrnepTn3n MaTepiasiiB Npo BHECEHHS 3MiH 40
peecTpaLiiiHix maTepianis NpoTArom Aii
peecTpauiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)
89. | MEHOMNYP NMOPOLLIOK ®eppiHr TM6X HimeuunHa BVPOGHMK Himeuunna/ BHECEHHS 3MiH [0 peecTpaLliiHux maTepiasis: 3a UA/6705/01/01
niogpinizoBaHWin Ans roToBOro Yecbka 3MiHu | TMNY - 3MiHKU 3 SKOCTi. FoTOBUIA NiKapCbKNi peuyenmom
NPUroTYBaHHA PO3UNHY NPOAYKTY: Pecny6nika 3aci6. 3MiHM y BUpo6HULTBI. 3amiHa abo BBeAEHHS
ONns iH'exuin no 75 MO ®eppiHr MM6X, [04aTKOBOT AiNbHULI BUPOGHMLTBA 4151 YACTUHN
®CrI' ta 75 MO J1I" no 10 HimeuuunHa; a60 BCbOro BUPOGHMYOro npoLiecy rotoBoro
h1aKOHIB 3 NOPOLLKOM i BTOPVHHE NikapcbKoro 3acoby (AinbHUUA 418 BTOPUHHOIO
no 10 amnyn i3 nakyBaHHs: nakyBaHHs) (3aMiHa BUPOGHWKa, BignoBigasbHOro
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
po3unHHKKom (0,9 % ®eppiHr- 3a BTOPVHHE NaKyBaHHS)
PO34MH HaTpito X1opuay, Neuwsa, a.c.,
Kucnora Yecbka
X/10pMCTOBOAHEBA Pecny6nika
po3sefieHa, BoAa Ans
iH'ekyjiit) no 1 mn B
KapTOHHI ynakosLii
90. | METOMWKEKT® PO34uH NS iH'eKUiid, 50 Mepak HimeuunHa BMPOGHMK, LLIO HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/5873/01/02
mr/mn no 0,15 mn (7,5 Iesenbwadt drop Bignosigae 3a TEeXHiYHa NOMUJIKa - BUNPaB/IEHO rpamMaTuYHi peuenmom
mr), a6o no 0,20 mn (10 KniHiwe BTOPUHHE NOMWJIKM B TEKCTi IHCTPYKLiT 419 MeanYHoro
mr), a6o no 0,25 mn Lneuianbnpenapa nakyBaHHs, 3acToCcyBaHHsA
(12,5 wr), a6o no 0,30 Te M6X MapKyBaHHS,
mA (15 wmr), a6o no 0,35 KOHTpPONb/BUN
mn (17,5 mr), abo no po6yBaHHS
0,40 mn (20 mr), abo no cepii Ta 3a
0,45 mn (22,5 wr), abo BUMYCK Cepii:
no 0,50 mn (25 wmr), abo Mepak
no 0,55 mn (27,5 wr), lesenbwadt
a6o no 0,60 mn (30 mr) dotop KNiHiwe
PO34MHY Yy nonepeaHbO LWneyjansnpe
3anoBHEHOMY LUNPULL; napate M6X,
no 1 wnpuuy pasom i3 HimeyuunHa;

BOya0BaHO
iH'EKL|IIHOIO TOMKOK B
KOHTYpPHOMY
YapyHkoBOMYy 6riicTepi;
no 1 6nictepy B
KapTOHHI KOpoo6Li

BMPOGHMK, LLIO
Bignosigae 3a
BVMPOGHMLTBO
niKkapcbKoro
3acoby,
nepBuHHE
nakyBaHHS,
KOHTPONb/BUN
pobyBaHHS
cepii: OHKOTeK
Papma
MpopakLwH
rm6X,
HimeyuunHa;
BVMPOGHWK, LLIO
Bignosigae 3a
BTOPUHHE
nakyBaHHs Ta
MapKyBaHHS:
4T Bionorika
m6X,
HimeuuunHa,;
BUPOGHMK, IO
Bignosigae 3a
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BTOPUHHE
nakyBaHHS:
LiTteremaHH
JNoHbepnakyH
I YHA,
NoricTiwep
Cepsic e.K,,
HimeuunHa
91. | METPO-AQHEKC- PO3YMH A5t iH'EKLA No Bionoriwe HimeuyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/2055/01/01
IH'ENb 1,1 mn B amnyni; no 5 Xanbmitresnb Xannbmitresnb 3MiHM | TMNy - 3MiHK 3 SIKOCTi. [OTOBWMIA NiKapCbKui peyernmom
amnys y KOHTYpHii Xeenb M'm6X Xeenb M'M6X 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI
YapyHKOBIli ynakoBLii; no 3aci6. 3miHa po3mipy ynakoBku roTOBOro
1, mo 2 a6o 20 NiKapcbKoro 3acoby (3MiHa Ki/IbKOCTi 0ANHULb
KOHTYPHUX YapyHKOBUX (Hanpviknag TabneTok, amnys TOLO) B YNakoBL:) -
yNakoBOK y KOpo6Li 3 3MiHa nosa fiana3oHoM 3aTBepAXeHNX pPo3MipiB
KapToHY ynakoBku (BBeAEHHS AOAATKOBOrO po3Mipy
yNakoBKM roTOBOro nikapcbkoro 3acoby NelO (5x2),
3 BIiANOBIAHMMU 3MiHaMK Y p. «YnakoBKa») (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPMKEHHS)
92. | METPO-AQHEKC- PO3YMH A5t iH'EKLA No Bionoriwe HimeuunHa Bionoriwe HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/2055/01/01
IH'€ENb 1,1 mn B amnyni; no 5 Xanbmitre b Xannbmitresb 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI peyenmom
amnys y KOHTYpHil Xeenb M'm6X Xeenb M'M6X Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
YapyHKOBIl ynakoBLi; No y3arasibHeHVX gaHunx npo cuctemy
1 a60 20 KOHTYPHUX dhapmakoHarnsgy (BBefleHHs y3arasibHeHUX AaHnx
4yapyHKOBUX YNakoBOK Y npo cucTemy dpapmakoHarnsgy, 3mMiHa
KOpOoO6Lii 3 KapTOHY YNOBHOBaXeHOT 0cobwu, BiANoBifasbHOI 3a
3[ilicCHEHHS1 chapMakoHarns4y; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bif, yTOBHOBaXXEHOT 0CO6M, BiANOBiga/IbHOI 3a
3[jicHeHHs1 hapMakoHaraay (Bkyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
(haiina cuctemu chapmakoHarnsgy) - Adirova
pejakLisi: ynoBHoBaxkeHa 0coba 3asaBHUKa,
BiANOBifganbHa 3a 34ilicHeHHs chapmakoHarnsgy -
p AHgpea CTpibens (Dr. Andrea Striebel).
MponoHoBaHa peaakLis: ynoBHOBaXKeHa ocoba
3aABHUKA, BiANOBIAaIbHA 3a 34iiCHEHHSA
thapmakoHarnagy A-p Hopbept Ckyb6anna (Dr.
Norbert Skuballa). 3mMiHa KOHTaKTHUX gaHuX
YNOBHOBaXEHOT 0CO6M 3asiBHMKA
93. | MOBEKC® TabneTkn, BKpUTI Mosi Xenc M'v6X LWsenuapis | Casa Xenckea Ipeuis/ IHgis BHECEHHS 3MiH [0 peecTpavliiHux maTepiais: 6e3 UA/9817/01/01
KOM®OPT 060/10HKO0, Ne 30, Neo Nta, Hais; 3MiHu |l TNy - 3MiHW 0 IHCTPYKUIT A8 MeAnYHOro peyenma
60, Ne 120 (60x2) y Knesa CA, 3acTocyBaHHA y po3ginu: "MpoTunokasaHHsa",
nasiwKax peuist; "B3aemogisi 3 iHWNMK JlikapCbKMMK 3acobamm Ta




69

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
MegiTton iHLWI BMAW B3aemogiin", "OcobnmnsocTi
dapmacbloTika 3actocyBaHHs" (y T. 4. "34aTHICTb BN/IMBATU Ha
nnra., LIBUAKICTb peakuii npu kepyBaHHi
YropLumHa; aBTOTpaHCMopToM abo iHWMMK MexaHismamu').
Bannec BBegieHHA 3MiH NpPOTAroM 6-Tu MicsLiB nicna
dapmacbloTika 3aTBepAKEHHA
nc ner., /114,,
IHais
94. | MOAEN/b TPEH/, TabneTku, BKpUTI TeBa 13painb BUPOGHMLTBO CyntaHar BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14092/01/01
NAiBKOBOK 060/I0HKOI, dapmaueBTikan Hepo3cacoBa | OwmaH/ Xopsartis 3MiHM | TUNy - 3MiHa napameTpis cneuudikawlii peyenmom
no 24 CBITN0-POXEBUX IHoacTpi3 /1714, HOI NPOAYKUiT, Ta/abo [onNyCTUMMNX MEX NEePBUHHOT YMakoBKM
(aKTMBHMX) TAbNeTkn Ta nepBrHHa Ta roTOBOrO NikapcbKoro 3acoby (BUyYeHHs
no 4 6inux TabneTtkn BTOPVIHHA HEe3Ha4YHOro NokasHuka (Hanpukiag 3actapifioro
(nnauebo) y 6nictepi; no ynakoBka, NOKa3HWKA)) - BUSTYYEHHS HE3HAUYHUX NOKA3HWKIB i3
1 6nicTepy B KOPOOLL KOHTPO/b cneumaikalii nepBMHHOT ynakoBkn AntoMiHieBa
cepii: OmaH chonbra, SKi He XxapakTepu3yoTb cami NaKyBaslbHi
PapmacboTUK MaTepianu; 3MiHu | Tuny - 3mMiHa napameTpis
an Mpopaktc cneuudikavii Ta/abo AONYCTUMUX MEX NEPBUHHOT
KomnaHi TOB, yMakoBKM FOTOBOTO NiKapCbKOro 3acoby (BUyYeHHS
CynTtaHar He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
OmaH; f03BIN NOKa3HWKA)) - BUSTYYEHHSI HE3HAUYHMX NOKA3HUKIB i3
Ha BUMyCK cneumdikauii nepBMHHOI ynakosku MBX nniska, ski
cepii: MNIBA He XapakTepusyloTb caMi NakyBaslbHi MaTepianu;
XpBaTcka 3MiHK | TUMY - 3MiHa NocTaYabHUKa NakyBaslbHUX
4.0.0., martepianis abo KOMMIEKTYHOUMX (KO 3a3Ha4YeHO
Xopsaris B [10CbE) (BUTyYEHHS NOCTa4yaslbHUKA) - BHECEHHS
3MiH 10 peecTpaujiiiHix matepianis p. 3.2.P.7.
CucTemMa KoHTelHep/3aKynoproBasibHUiA 3aci6:
BWJ/TyYEeHHs iHhopmaLii Woa0 nocTanbyasibHUKIB
nakyBaJlbHUX Martepiasis
95. | HAAPOMNAPWH- PO34MH NS iH EKL,il, TOB "®APMEKC YkpaiHa TOB Ykpaina BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/15411/01/01
DPAPMEKC 9500 MO aHTuK-Xa/mn, reyn "®APMEKC 3MiHM | TUny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI peuyenmom
no 0,3 mn (2850 MO reymn Ta hapmakoHarnsgy - OHOB/IEHHA 3aTBEPKEHOrO

aHTK-Xa), no 0,4 mn
(3800 MO aHTK-Xa), no
0,6 mn (5700 MO aHTu-
Xa) a6o no 0,8 mn (7600
MO aHTu-Xa) B
nonepeaHLo
HanoBHEHWX LUNPULAX;
no 2 nonepegHsLo
HanoBHEHWX LUMPULIAX B
KOHTYPHIlA YapyHKOBIlA
ynakoBLj abo 6nicTepi;
Nno 5 KOHTYPHUX
YapyHKOBUX YNakoBOK

TEKCTY MapKyBaHHSI BTOPUHHOI YNaKoBKU
NiKapcbKoro 3acoby 3 BHECEHHSIM 3MiH [0 TEKCTY
MapKyBaHHs
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

abo 6nictepis y nauui
KapTOHHii; no 0,3 mn
(2850 MO aHTK-Xa), no
0,4 mn (3800 MO aHTu-
Xa), no 0,6 mn (5700
MO aHTuK-Xa) a6o no 0,8
mn (7600 MO aHTuK-Xa)
B nonepeaHLo
HanoBHEHWX LUNPULAX;
no 5 nonepeaHLo
HanoBHEHWX LUMPULIB B
KOHTYPHIli YapyHKOBIl
ynakoBLi abo 6nicTepi;
N0 2 KOHTYPHi YapyHKOBI
ynakoBku abo 6nictepun
y nayLi KapTOHHIi; No
0,3 mn (2850 MO aHTu-
Xa), no 0,4 mn (3800
MO aHTun-Xa), no 0,6 mn
(5700 MO aHTU-Xa) abo
no 0,8 mn (7600 MO
aHTu-Xa) B nonepesHbo
HanoBHEHWX LUNPULAX;
no 1 nonepegHsL0
HanoBHEHOMY LUMPULYY B
KOHTYPHIli YapyHKOBIl
ynakosLi abo 6nictepi;
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLji
abo 6nicTepy y nauui
KapTOHHIi

96.

HA30/1®

cnpeii HazanbHuiA 0,05
% no 10 mn y chnakoHi 3
po3npuckysayem; no 1
hN1aKoHY B KapTOHHIl
KopoobLi

TOB "baiiep"

YKpaiHa

IcTiTyTo [e
Anxeni C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHK | TUNY - NOAAaHHA HOBOTO cepTudikaTy
BiAgnoBigHOCTI EBponeiickbkin hapmakonei R1-CEP
2008-064-Rev 01 ansa fjro4oi pevyoBuHY Bif,
3aTBEPKEHOro BUPO6HYKA, 3i 3MIHOK Ha3BM
BMPOGHMKa

6e3
peyenma

UA/9483/01/01

97.

HEWPOBIOH

PO34YUH ANS iH'eKL No 3
M B amnyni; no 3
amMnynun B KApPTOHHIN
KOpooLi

Mepk Klr'aA

HimeyunHa

NOBHUIA LMK
BMPOGHMLTBA:
Mepk KlraA,
HimeuuunHa,;
BiANOBIAA/IbHA
1 3a BMNYCK
cepii: Mepk
KlraA i Ko.
Bepk

Himeuunna/
AscTpist

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKnii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby (iHwi
3MiHW) - NpUBEAEHHS cneumdikayii 3a NOKa3HNKOM
«MexaHiuyHi BKNIOYEHHS» Ta aHaTlITUYHI MeTOANKM
3a nokasHunkamu «KinbkKiCHe BU3HAYeHHS LiaHigy»
Ta «Bu3HavyeHHsa ynucToTu. JoMilku TiaMiHy
rigpoxnopuay» [0 OpuUriHasIbHNX MaTepianis
BMPOBHMKA

3a
peuyenmom

UA/5409/02/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

LWniTTans,
ABCTpiIst

98.

HEIHO®EKLJNHI
ANEPIEHMN (MIKCT-
ANEPIEHN)
NnoBYTOBOI MPYMNN
Y BUrNSAI APAXE

npaxe; no 15 apaxe B
KOHTeliHepax ans
MeANYHNX npenaparis
Ta nikapcbkux 3acobis (5
KOHTElHepiB 3 BMICTOM
aneprenis: 0,2 PNU
(koHTeiiHep Ne 1), 2,0
PNU (koHTeliHep Ne 2),
20,0 PNU (koHTeiiHep
Ne 3), 200,0 PNU
(koHTenHep Ne 4),
1000,0 PNU (koHTeiiHep
Ne 5)).

MakytoTb y BUrAAA
KOMMJIEKTY, SKUIA
BK/ItOYae 75 apaxe (no
15 gpaxe y
KOHTeliHepax Ne 1, Ne 2,
Ne 3, Ne 4, Ne 5), ski
PO3MILLEHO B 3arasibHy
KOpOOKY i3 kapToHy. [ins
nigTPMMYOYOT aneprex-
cneuudivHoi
iMmyHOTepanii okpemo
BUNyckatTb 15 gpaxe y
KOHTeliHepi Ne 5 3
BMICTOM aJlepreHis
1000,0 PNU

TOB "ImyHonor"

YKpaiHa

TOB
"ImyHosor"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
BUMNPaBIEHHS TEXHIYHOI NOMW/IKM LLOAO
npvBeAeHHA Ha3BW NiKapcbKoro 3acoby B IHCTPYKUi
A5 MeNYHOro 3acTOCyBaHHS

3a
peyenmom

UA/16140/01/01

99.

HEYPOBEKC-TEBA

TabneTkun, BKpUTI
MN/1iBKOBOI 060/0HKOI0,
no 60, a6o no 90, a6o
no 150 TabneTok y
6aHuj; no 1 6aHLi B
KapTOHHI nauj

BankaHdapma-
AynHnusa AT

Bonrapis

BankaHdapma
-OynHuus AT,
Bonrapis;
BankaHdapma
-Pasrpag AT,
Bonrapis

Bonrapis

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy Micusa NPOBaKEHHS
LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3aco6y, BKIOYAKUN Ai/TbHALL BUMYCKY
cepii abo MicLie NpoBeAEeHHS KOHTPOJIHO AKOCTI.
([isNbHICTb, 3a 5Ky BignNoBigae BUPOGHUK/iMnopTep,
BK/IOUaA0UM BUMYCK cepiid) (3MiHa agpecu
BMpO6HUKa BankaHndapma-AynHuua AT, 6e3 3MiHK
Micusi BUpo6HULTBA) (TepmiH BBeAEHHS 3MiH
NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPIAKEHHS);
3MiHK | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy (iHwi 3miHM) (OHOBEHHS
3aTBEPAKEHOrO TEKCTY MapKyBaHHS NepBUHHOT Ta
BTOPVHHOI YNakoBOK J13 3 BHECEHHAM 3MiH A0
TEKCTY MapKyBaHHS: [JONOBHEHHS TEKCTY

6e3
peyenma

UA/7313/01/02
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
MapKyBaHHS BTOPMHHOT YNaKoBKM HA3BOIO Ta
agpecoto BupobHuka bankaHdapma-Pasrpag AT,
Bonrapisi Ta BHECEHHA HE3HAYHUX peAaKLiiHNX
npaBoK MEPBMHHOI Ta BTOPUHHOI yNakoBok) (TepMmiH
BBE/IEHHS 3MiH MPOTAroM 6-Tv MicAUIB micns
3aTBEPXKEHHS); 3MiHM | TUNy - AAMIHICTPaTUBHI
3MiHW. 3MiHa Ha3BW MikapcbKoro 3acoby (3miHa
Has3Bu Nikapcbkoro 3acoby (6yno - HEYPOBEKC®)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIiB
nicns 3aTBepAkKeHHs)
100. | HOBOKAIH PO34UH NS iH'eKU, 5 NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/14578/01/01
Mmr/mn no 5 mn B amnyni; "Jly6HMhapm" "ly6HUhapm" 3MiHM | TUNY - 3MiHa NapameTpiB crneumdikauii peuenmom
no 10 amnyn B navui 3 Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKoro
KapToHY 3acoby (4ONOBHEHHA abo 3aMiHa NoKa3HUKa
crneundikavii 3a pesynbtatamu AOCILAXKEHb 3
6e3nekn abo AKOCTI (3a BUHATKOM JTiKapCbKmX
3ac06iB 6i0/10rYHOr0/iMyHOMOrYHOrO
NOXO[PKEHHS)). BBEAEHHA 3MiH npoTAarom 3-x
MicsiLiB nicnsA 3aTBepAKeHHSA
101. | HOBOHOPM® Tabnetkn no 1 mr no 15 A/T Hoso Hopgaick [Janis [03BiN Ha Oanisa/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/1582/01/02
TabneTok y 6nictepi; no BUMYCK Cepii: HimeuyunHa 3MiHK | TUNY - 3MiHa NapameTpiB cnevumdika,ili peyenmom
2 abo 6 6nicTepiB y A/T HoBo Ta/abo foNyCTMMUX MEX rOTOBOTrO MiKapCbKoro
KapTOHHIN nauui Hopgick, 3acoby (foNOBHEHHs cneyudikauii HOBUM
[NaHis; NOKa3HUKOM 3 BifNOBifH/M METOAOM
BUPOGHMLTBO BUMPOOYBaHHS) - 3MiHA HaliMeHyBaHb MOKa3HWKIB
Hepo3ghacoBa roTOBOrO JliKapcbKoro 3acoby y BiANOBIAHICTb A0
HOro BUMOT fjto4oro BuaaHHs chapmakonein EP Ta USP
NPOAYKTY: («TBepAocTb/MNMPOYHOCTL Ha UCTUPaHKE» 3aMiHEHO
BepiHrep Ha «YCTONUYMBOCTb K pasfaB/nBaHuio», «MpogyKTbl
IHrenbxaim Jerpagaunmn akTVBHOTO BeLecTBa» - Ha «lpoayKTbl
dapma M'vbX i perpagaummn, «OgHOPOAHOCTb COAEPXaHMA» — Ha
Ko. KT, «OAHOPOAHOCTL A03MPOBaHHbLIX eAnHuUL, No
HimeyuunHa; O[IHOPOAHOCTU COAEPXaHNs»), 6e3 3MiHN KpUTepiiB
BUPOBHMK NPWUIHATHOCTI; 3@ NOKa3HUKOM «KinbKicHe
BignoBigasbHU BM3HAYEHHS» KpUTEpIii NPUAHATHOCTI NpuBeaeHi
11 3a NnepBUHHE BiANOBIAHO A0 BUMOrUSP; 3a NoKasHWKOM
Ta BTOPVHHE «lgeHTudpikauis» npuBefeHHs KpUTepiiB
nakyBaHHs: NPUIAHATHOCTI Y BiANOBIAHICTL A0 BUMOr USP
KataneHt
HimeyunHa
LopHAopdh
m6X,
HimeyynHa
102. | HOBOHOPM® Tabnetku no 2 mr no 15 A/T HoBo Hopgaick [JaHis [03BiN Ha [Oanisa/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/1582/01/03
TabneTok y 6nictepi; no BUMYCK Cepii: HimeuunHa 3MiHK | TUNY - 3MiHa NapameTpiB cnevumdikaili peyenmom
2 abo 6 6ricTepiB y A/T HoBo Ta/abo AoNyCTMMUX MEX rOTOBOrO NiKapCbKoro
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KapTOHHIN nayui Hopgick, 3ac06y (foNoBHEHHs cneuudikauii HOBUM
[aHis; NOKa3HUKOM 3 BifnoBigHM MeToA0M
BUPOGHMLTBO BMNPO6YBaHHS) - 3MiHa HaliMeHyBaHb MOKa3HWKIB
Hepo3ghacoBa roTOBOro MiKapCbKOro 3acoby y BiAMOBIAHICTb A0
HOro BMMOT Ail040ro BuaaHHsa papmakonein EP ta USP
NPOAYKTY: («TBepaocTb/MPOYHOCTL Ha UCTUPaHKE» 3aMiHEHO
Bepinrep Ha «YCTONYMBOCTb K pa3faBnvmBaHunio», «MpoaykTbl
IHrenbxanm Jerpagaunmn akTVBHOTO BellecTBa»- Ha «[poAyKTbl
dapma M'vbX i perpagaummn, «OQHOPOAHOCTL COAepXaHua» — Ha
Ko. KT, «OfHOPOAHOCTL [03VMPOBAaHHbIX e4UHWL, N0
HimeuyuunHa; OAHOPOAHOCTU COAEPXaHNs»), 6e3 3MiHN KpUTepIiB
BUPOBHUK NPUIAHSATHOCTI; 3@ NOKa3HUKOM «KinbkicHe
BiANOBIga/IbHA BM3HAYEHHS» KpUTEpIii NPUAHATHOCTI NpuBeaeHi
1 3a NnepBUHHE BifNoBigHO A0 BUMOrUSP; 3a nokasHWKOM
Ta BTOPUHHE «lpeHTudpikauis» npuBeeHHs KpUTepiiB
nakyBaHHs: NPUIAHATHOCTI Y BIANOBIAHICTL A0 BUMOr USP
KataneHT
HimeuunHa
LopHaopdh
rm6X,
HimeuunHa
103. | HOPIrANlAKC renb pektanbHuii, 0,12 HopxuH ®apma ®paHuis HopxwuH ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/2723/01/01
r/10rno10ry dPapma 3MiHN | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
0[HOA,030BOMY Ta hapmakoHarnsgy. BeegeHHs abo 3miHu o
KOHTeliHepi (Ty6i- y3araJlbHeHUX AaHux npo cucrtemy
KaHoni); no 6 Ty6- hapmakoHarnsgy (BBeeHHs y3araslbHeHUX JaHuX
KaHI0/b Y KapPTOHHI npo cuctemy dpapmakoHarnsgy, 3mMiHa
Kopoo6ui YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
3AilicHeHHA hapMakoHariagy; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asBHUKa AN 34iACHEHHS
hapmakoHarniagy B YKpaiHi, SKLLLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - Aivoua
pegakuis: Alpha Beaumont/Anbta BomoH.
MponoHoBaHa pepakuis: John Poustie/XoH MycTi.
3MiHa KOHTaKTHUX AaHnX. PekomeHaylTbCa A0
3aTBEPAKEHHS
104. | HOPrA/IAKC reflb pektasibHuia, 0,12 HopxwuH ®apma dpaHuis HopxuH dpaHuis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/2723/01/01
r/10rno10ry dPapma 3MiHM | TUNY - 3MiHa NapameTpiB crnevumdikauii peyenma

0[HOA,030BOMY
KOHTeliHepi (Ty6i-
KaHtoni); no 6 Ty6-
KaHI0/b Y KapPTOHHI
Kopo6ui

Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK) - 3mMiHa cneumdikaL,ii roToBoro
nikapcbKoro 3acoby Ans nokasHuka "JuHamivyHa
B'A3KICTb"; 3MiHM | TUNY - 3MiHa y MeTofax
BMNPOOGYBaHHSI TOTOBOTO IiKApCbKOro 3acoby (iHLwi
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3MiHV Y MeTogax BUNpobysaHb (BK1HOHAKUMN 3aMiHy
ab0 4ONOBHEHHS)) - 3MiHA METOZIB KOHTPOJIO
AIKOCTi FOTOBOrO NiKapPCbKOro 3acoby ANs NoKasHukKa
"[InHamiyHa B'A3KiCTb"
105. | OHKO BLX 100 / NOPOLUOK AN «BIOME/[- MonbLa Brpo6HMK: Monblwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15951/01/01
ONKO BCG® 100 NPUroTyBaHHS CyCneHsii JTHOB/TIH>» «BIOMEA- 3MiHu | TUNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapCbKUi peyenmom
MPENAPAT AnsA 0115 BBEAEHHSA Y BuTBypHA CypoBil, JTIIOBNIH» 3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuAaTHOCTI
IMYHOTEPAII ceyoBuii Mixyp no 100 i LLleniioHek ButBypHS abo ymoBax 36epiraHHsi rOTOBOrO /1ikapCbKOro
XBOPUX HA PAK Mr B amnynax abo Cnynka AkuuiiHa Cyposil, i 3aco0y (iHLWi 3MiHW) (YTOUYHEHHS TepMiHY
CEYO0BOIo MIXYPA | dnakoHax Nel, Ne5 B LLleniioHek nNpuaaTHOCTI Ta yMOB 36epiraHHs BignoBigHO 40
KOMMNNEKTI 3 Cnynka [OKyMeHTaLii BUpo6HMKa); 3MiHun | Tuny - 3MiHuW 3
PO3UYMHHMKOM MO 1 MN B AKumniiHa, sIKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTpob
amnynax Nel, Ne5 MonbLya; roTOBOrO /liKapcbKoro 3acoby. 3MiHa napameTpis
Bupo6Huk cneuudikauin Ta/abo fonycTUMNX MEX rOTOBOrO
PO3UMHHKKA: nNiKapcbKoro 3acoby (A0NOBHEHHA cneuudikawi
MONb®APMA HOBWM MOKA3HMKOM 3 BiANOBIAHUM METOA0M
C.A. BMNpoGyBaHHS) (BBeaeHHs cneyudikauii Ta
dapmacbloTika MeTOZjB KOHTPOO SKOCTi 4151 PO3UMHHUKA
n Bopke, (iI30TOHIYHWI po3umnH HaTpito xnopuay 0,9%); 3miHn
Monbwa | TMNY - 3MiHW 3 AKOCTi. FOTOBWIA NlikapCbkuii 3aci6.

3MiHM Y BUpOOHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA AN YACTUHN
ab0 BCbOro BYUPOGHNYOTro NpoLiecy roToBoro
niKapcbKoro 3acoby (AinbHMULSA, Ha SIKil
npoBoOAATLCA By Ab-sKi BUPOGHWYI cTagil, 3a
BUHATKOM BUNYCKY Cepii, KOHTPOSIIO AKOCTi Ta
BTOPVHHOIO NakyBaHHA 4151 CTEPUIbHNX
Nikapcbknx 3acobis (BKIOHAOUM BUPOG/IEHI
acenTUYHUM METOZOM), KPiM Nikapcbknx 3acobiB
6i0N0riYHOro/iMyHO/IOMNYHOrO NOXOKEHHS)
(BBeaeHHs AinbHULI BUPOBHMLTBA PO3YMHHIKA);
3MiHu | TUNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKapCbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB crneungikaLiii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCcbKoro 3acoby
(iHwi 3miHn) (MpuBeneHHs cneumdikaii y
BiANOBIAHICTb A0 AOKYMEHTaLii BUPOGHMKa Ta
BBEeJEHHS cneumdikawii Ha TepMiH NPUAATHOCTI
0151 TOTOBOrO Nikapcbkoro 3acoby); 3miHu | Tuny -
3MiHM 3 KoCTi. [0TOBWMIA NiKapcbkuii 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHS rOTOBOrO /iKapCbKoro
3ac006y (iHWi 3MiHM y MeTofax BUNpobyBaHb
(BKt0YaK0uM 3aMiHy abo [0NOBHEHHS)) (3amiHa
nokasHuka siKocTi "BTpata B Maci npy BUCYLLYBaHHI"
Ha "BMicT Boamn" 6e3 3MiHM HOpMyBaHHS); 3MiHu |
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTpOsb roToBOro fikapcbKoro 3acoby (iHui
3MiHn) (MepesaTBepmkeHHs AH/ Ha MKSA 3 meToto
NpUBELEHHS Y BiANOBIAHICTb A0 BUMOT Hakasy
Ne460 Big 23.07.2015. CynyTHs 3MiHa - 3MiHU
oo 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsgy
(iHwWi 3miHK) (3amiHa rpadiyHOro 306paKeHHs
ynaKkoBku (CTiKep) Ha TEKCT MapKyBaHHS NepBUHHOT
Ta BTOPVMHHOT YNakoBOK 3 METO0 NPUBEAEHS Y
BIANOBIAHICTb A0 BMMOr Haka3y Ne460 Big,
23.07.2015)
106. | OHKO BLPK 50 / NOPOLLOK A/1A «BIOME/[- Monbwa Bunpo6HuK: MonbLia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15951/01/02
ONKO BCG® 50 NPUroTyBaHHA CycneHsil JIHOB/TIH>» «BIOMEA- 3MiHu | TURY - 3MiHK 3 SKOCTi. FoTOBUIA NiKaPCbKN peyenmom
MPENAPAT Ans 0151 BBEAEHHSA Y ButBypHA Cyposil, NIOBNIH» 3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpuAaTHOCTI
IMYHOTEPARII ceyoBuii Mixyp no 50 mr i LLlenlioHek ButBypHS a60 ymoBax 36epiraHHs roTOBOr0 J1ikapCbKOro
XBOPUX HA PAK B amnynax abo Cnynka AkuuiiHa Cyposil, i 3ac06y (iHWi 3MiHW) (YTOUYHEHHSA TepMiHy
CEYOBOIO MIXYPA | dnakoHax Nel, Ne5 B LLleniioHek npuaaTHOCTi Ta yMOB 36epiraHHs BignoBiaHO f0
KOMMNAEKTi 3 Cnynka OOKyMeHTaUiT BUPO6HMKA); 3MiHu | Tuny - 3MiHK 3
PO3UYMHHMKOM MO 1 Mn1 B AKumnitHa, AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
amnynax Nel, Ne5 MonbLa; roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
BUpo6HMK cneuudikauin Ta/abo fonycTMMNX MEX rOTOBOIO
PO3YMHHYMKA: nikapcbKoro 3acoby (A0NOBHEHHS crneumdikawii
MNONb®APMA HOBMM MOKa3HUKOM 3 BifNoBigHNM METOAOM
C.A. BMNPO6YBaHHs) (BBeaeHHs cnevumadikauii Ta
dapmacbloTika MeTOZIB KOHTPOJIO SKOCTi A1 PO3UNHHMKA
n Bopke, (i30TOHIYHMIA po3umnH HaTpito xnopuay 0,9%); 3miHu
Monbwa | TMNY - 3MiHW 3 AKOCTi. FOTOBWIA NlikapcbKuii 3aci6.

3MiHN y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
[0AATKOBOI AiNbHUL BUPOBHULITBA /15 HYACTUHM
ab0 BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKkapcbKoro 3acoby (AinbHULA, Ha SKil
npoBoAATLCA 6yab-sKi BUPOGHMYI cTagil, 3a
BUHSATKOM BUMNYCKY Cepii, KOHTPOSIIO AKOCTI Ta
BTOPUHHOIO NakyBaHHA A1 CTEPUNbHUX
nikapcbkunx 3acobiB (BKIOHAKUN BUPOGEHI
acenTUYHUM METOAO0M), KpiM NiKapCbkux 3acobis
6i0/10r4YHOr0/iMyHO/ONYHOTO MOXOLKEHHS)
(BBegeHHs AinbHULI BUPOGHMLTBA PO3YMHHIKA);
3MiHu | TUNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapCbKUi
3aci6. KOHTpO/1b FOTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX roTOBOTO NiKapCcbKoro 3acoby
(iHwi 3miHW) (MpuBeaeHHs cneuudikavii y
BiANOBIAHICTb A0 AOKYMEHTALii BUPOGHMKa Ta
BBEJEHHS cnevumdikayii Ha TepMiH NPUAATHOCTI
[ FOTOBOTO /iKapPChKOro 3aco6y); 3miHm | Tuny -




76

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

3MiHM 3 KOCTi. [0TOBWIA NiKapcbknii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA rOTOBOrO MiKapCbKoro
3ac006y (iHWi 3MiHM y MeTofax BUnpobyBaHb
(BKt0vatouM 3aMiHy abo foNoBHeHHS)) (3amiHa
nokasHuka siKocTi "BTparta B Maci npy BUCYLLYBaHHI"
Ha "BMicT Boaun" 6e3 3MiHM HOpMyBaHHS); 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKnii 3acib.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby (iHwi
3miHn) (MepesatBeppxeHHs AH Ha MKA 3 meToro
npuBELEHHS Y BiANOBIAHICTb A0 BUMOT Hakasy
Ne460 Big 23.07.2015. CynyTHS 3MiHa - 3MiHN
o0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3miHK) (3amiHa rpadiyHOro 306paXeHHs
ynakoBKku (CTikep) Ha TEKCT MapKyBaHHS NepBUHHOT
Ta BTOPVHHOT YNaKoBOK 3 METOI0 NPUBEAEHs Y
BiANOBIAHICTb A0 BMMOr Haka3y Ne460 Big,
23.07.2015)

107.

OPHI30NI®

po3unH Ans iHdysii, 5
mr/mn no 100 mny
nasawui; no 1 naswui B
navu,i

MAT "Tannuchapm”

Ykpaina

TOB dipma
"HoBodhapm-
BiocuHTes",
Ykpaina; MAT
"Tanuudgapm”
YkpaiHa

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHW | TUNY - 3MiHa po3mipy cepii (BKNoYaum
[ianasoH po3mipy cepii) roToBOro /likapCbKoro
3aco6y - BBeAEHHS [40AATKOBOro po3Mipy cepil;
3anponoHoBaHo: A1 06’emy 1000 n - He Ginblie
9,8 Tuc. ynakosok; aAns o6’emy 2000 n - He GinbLue
19,6 TnC. yNnakoBOK Ta A04ATKOBO: An1si 06’emy 4000
N - He 6inbwe 39,215 Trc. ynakoBoK; An1a 06’emy
6000 5 - He 6inbLue 58,823 TnC. yNnakoBOK; A/S
06’emy 8000 11 - He 6inbLue 78,431 TWC. yNakoBOK

3a
peyerimom

UA/12227/01/01

108.

NAHOLMJ, 40

TabneTku, BKPUTI
060/10HKOIO,
KMLLKOBOPO34MHHI, Nno 40
mr Ne 10 (10x1), Ne 30
(10x3) y bnicTepax

®namiHro
PapmacbloTukanc
nra.

IHais

®namiHro
PapmMacboTnK
asnc JiTa.

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TNy - 3MiHa y MeToAax BUNpobyBaHHSA
rOTOBOrO J1IKAPCLKOro 3aco0y - BUTyYEHHS Y
MeToAax KOHTPOJI0 rOTOBOrO NiKapcbkoro 3acoby
NYHKTIB «3aniza oKcug, oBTWii» Ta «TutaHy
LOiOKCMA» 3a MOKa3HMKOM «lgeHTudikauis»;
BU/TYYEHHS 3acTapifioro nokasHuka «PosnagaHHs»
y MeToax KOHTPO/IH0 rOTOBOrO /iKapCbKoro 3acoby,
OCKI/IbKW HasABHWI MOKa3HWK «PO3UMHEHHS»; 3MiHW |
Tuny - 3MiHa napameTpis cneyudikauiin Ta/abo
[0MNyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby -
BW/TYYEHHS 3i cneumdikallii roTOBOro Nikapcbkoro
3acoby nokasHvka igeHTudikalis 6apBHUKIB, a
came y posgini «lgeHTudikalis» BUIy4eHO NyHKTU
«3asiza oKCug XOBTUIN» Ta «TUTaHy AioKcua»;
BW/IYyYEHHS 3i cneuudikalii roToBoro Nikapcbkoro
3ac06y nokasHuKa «Po3nagaHHs», OCKi/TbKK
HasiBHWI NOKa3HWK «PO34YMHEHHSI»

3a
peuyenmom

UA/2628/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
109. | NTAHTEHON niHa HawkipHa, 50 mr/r TOB "Mikpodpapm" Ykpaina TOB YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/8333/01/01
AEPO30/1b no58ra6o 116 ry "Mikpochapm" 3MiHW | TUMY - BUYYEHHS BUPOOHUYOT AiNbHULL peyenma
KOHTeliHepi; no 1 A®I; 3miHM | TUNY - NOAaHHAM HOBOro cepTudikarty
KOHTelHepy y nauui 3 R1- CEP1997-113-Rev 02 Big HOBOro BUpobHuKa
KapTOHY
110. | NEPEKUC BOAHKO pO34nH ons TOB "Toprosuii Ykpaina TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/14413/01/01
30BHILLHbOIO nom "MBK" "BupobHuue BUMNpPaBIEHHS TEXHIYHOI NMOMUIIKW B IHCTPYKLT 415 peyenma
3acTocyBaHHA 3 % Mo 06" efjHaHHA MeAMYHOro 3acTtocyBaHHs: Cknag
100 mn y dhnakoHax "TeTepis",
YKpaiHa,;
MpuBartHe
akuioHepHe
TOBapUCTBO
"Bionix”,
YKpaiHa
111. | NEPEKUC BOAHKO pO34nH gns TOB "Toprosuii Ykpaina TOB Ykpaina BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 6e3 UA/14413/01/01
30BHILIHLOIO nom "MBK" "BupobHuye TeXHi4YHa NMoMWJIKa B IHCTPYKLIT 418 MegUyHOro peyenma
3acTocysaHHsa 3 % no 06" egHaHHA 3aCTOCYBaHHS, a came BUTyYeHHS NOMUIKOBO
100 My dhnakoHax "TeTepis", BHECEHOro BUPOGHMKA
YKpaiHa,;
MpusatHe
akuioHepHe
TOBapUCTBO
"Bionik",
YkpaiHa
112. | NIPUAOKCUHY PO34MH NS iH'EKLA No NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/13549/01/01
rigpoxnoprung 50 mr/mnno 1 mnB "Ny6Huchapm" "Nly6Hncpapm” 3MiHK | TUNY - 3MiHa NapameTpiB cnevumdikaili peyenmom
amnynax Ne 10 Ta/abo [oNyCTUMUX MEX FOTOBOTO NliKapCbKOro
3acoby (foMOBHEHHS1 ab0 3amiHa NoKasHuKa
cneundikavii 3a pesynbTatamu 4OCIAKEHb 3
6e3nekn abo AKOCTi (3a BUHATKOM JTiKapCbKMX
3aco6iB 6i0N10ri4YHOro/iMyHO/IONYHOTO NMOXOKEHHS))
- 3MiHM Y MeTogax BUNpobyBaHb roTOBOro
NikapcbKoro 3acoby - AONOBHEHHSA n."Onuc" 3
METOI BUIYYEHHS M."MeXaHiuHi BKIIIOYEHHS:
BMAVMI YacTKu'", y 3B" 53Ky 3 KOHTPOMIEM He eTani
HaniBNpoAyKTYy Ta 3MiHW B iHCTPYKLt0 415
MeANYHOro 3acTocyBaHHA y p. "®apmaueBTUYHi
XapakTepucTnkn" (OCHOBHI Ci3NKO-XiMiYHi
BacTvBOCTi). BBegeHHs1 3MiH npoTsrom 3-x
MicauiB nicnAa 3aTBepAKeHHs
113. | NPErABANIH nopoLLoK (cybcTaHuis) y TOB "dapma YkpaiHa XKelizaH Kuraii BHECEHHS 3MiH [0 peecTpaLiinHux maTepiais: - UA/13690/01/01
naketax Crapt" Xyaxaii 3MiHn | TUny - 3MiHK 3 akocTi. CepTudikaT
nonieTuneHoBux A5 $apmacbloTika BignosigHocTI/TE-cepTudpikat BignosigHoCTi
BMPOGHMLTBA nKo., NTA. €Bponeiicbkin thapmakonei/moHorpadii. MogaHHA

HECTEepPUJIbHUX

HOBOro abo OHOB/IEHOTO cepTudlikaTa
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

nikapcbknx hopm

Bi4MNOBIAHOCTI ab60 BUyYeHHs cepTudiikaTa
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ana Adl;
ONs BUXIAHOTO MaTepiany/peareHTy/NpoMiXKHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; Ans [ONOMIXHOT pevyoBuHU (cepTudikar
BiAgnoBiaHOCTI EBponelickkilt hapmakonei) - Howii
cepTudikaT Bif, BXe 3aTBEPAKEHOro BUPOGHMKA
(nogaHHs HoBoro CEP Ne RO-CEP 2016-189-Rev
01 gnsa A®I nperabaniHy Bif, BXe 3aTBepAKeHOoro
BUpo6HMKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., KnuTaii, siK
HacnigoK 3MiHW 0 PO34iNniB «YnakoBKa»,
«TepMiH NepeKkoHTPOIO» (3 2-X A0 3-X POKiB), a
TaKoX 3 BifMNoBigHVMU 3MiHaMK 0 cneuudikawii
Al y BignoBigHICTbL A0 MoHorpadii Pregabalin EP
3a nokasHukamu: - «Onuc», «laeHtudikavis» -
HOPMyBaHHS Ta ONMc MeToAy KOHTPOJIO; - BUTyYeHi
NoKasHUKN «BTpaTa B Maci Npu BUCYLLYBaHHI»,
«Baxkki MeTasin»; - 4ONOBHEHO MOKA3HMKOM
«Bopa»); 3miHu | Tuny - 3miHu 3 skocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneuundikavii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha A®l, abo BUXiZHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMpo6HULTBa AP (iHWi 3MiHKM) CynyTHA 3MiHa -
3miHu 3 aKkocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHA A®| abo BUXIQHOIO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETHLCA y NpoLieci BUpo6HuuTBa AdI
(He3HauHi 3MiHW Y 3aTBEpPKEHNX MeToAax
BMNPOGYBaHHS) (BUyYeHHS 3i cneuudikauii Ta
MeToziB KoOHTponto A®| nperabaniHy nokasHuka
AKOCTi «MikpobionoriyHa unctoTa»); 3miHu | Tvny -
3MmiHu 3 sKocTi. APl KoHTponb AP, 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaYeHux y cneumdikauisax Ha Ad®l, abo
BUXIAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y Mpoueci BupobHuutea Ad|
(iHWi 3miHW) CynyTHA 3MiHa - 3MiHM 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs
A®| abo BuxigHOro MaTepiany/MpoMiXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea API (iHwi 3MiHM Yy meTogax
BMNpoOyBaHHA (BK/IOYaloum 3amiHy abo
[0NoBHEHHs)) APl abo BMXiAHOTO/MPOMIDXHOIO
npoAaykTy) (cneumndikadlito Ta METOAUKY KOHTPOSIHO
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
A®| nperabasiHy 3a NOKa3HWKOM SKOCTi
«CynpoBigHi JOMILLKM» NPUBEAEHO Y BiAMNOBIAHICTb
[0 MaTepidanis BUPOOHUKA METOANKY KOHTPOSIO
A®| nperabasnBHy 3a NokasHNKOM AKOCTi «KifbkicHe
BM3HAYEHHS» NPUBEAEHO Y BiAMNOBIAHICTb A0
mMartepianis BUPO6HMKA); 3MiHM | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO
mMatepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLieci BupobHuutea AdI
(He3HauHi 3MiHN y 3aTBEpKEHNX MeToAax
BMNPOBYBaHHA) (MeTOANKY KOHTpoN AdI
nperabaniHy 3a NOKa3HMKOM SIKOCTi «EHaHTioMepHa
YMCTOTa» NPUBEAEHO Y BiAMOBIAHICTL A0
mMaTtepianis BUpO6HWKa)
114. | NPOKTAH® masb no 30 ry Ty6i; no 1 TOB "®APMA Ykpaina BMPOGHULITBO i Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/12464/01/01
Ty6i B nayLj 3 KapToHy NAND" nepBuHHe 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenma
nakyBaHHs: roTOBOrO MiKapCbKOro 3acoby - CynpoBigHi OMILLKK.
TOB BusHaueHHs 6opHinaueTaTty pefakuiliHi yTOUHEeHHS
"®APMEKC MEeTOAMKA, B TOMY YMCNi BUKOPUCTAHHSA
reyn-, CTaHAapTHOro po3dvHy kamdopu b 3amicTs B;
YKpaiHa, 3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS
BTOPUHHE roTOBOrO /iKapPCbKOro 3acoby - KinbkicHe
nakyBaHHS i BU3HAYEHHS Kamopy BUNPABIEHHS
BiANOBIA&/IbHU po3paxyHKoBOT hopMynu — BpaxyBaHHs BMIiCTY
7 3a BUNycK CTaH4apTHOro 3pasky, po3paxyHok nepesegeHo 3 %
cepii: TOB Ha r B 100 r npenaparty, BUNpas/ieHHS NOMU/IKA B
"®APMA NOSICHEHHI A0 pPO3paxyHKoBOT QOpPMYV i pegakuiiHi
NAN®", YTOYHEHHA METOAUKMN. 3MiHN YMOB
Ykpaina XpomaTtorpagyyBaHHs He Bif6yBaETbCS; 3MiHM |
TUMy - 3MiHa y MeToax BUNpo6yBaHHSA roTOBOro
NikapcbKoro 3acoby - KislbkicHe BU3HA4YeHHS
6yTUArigpoKcMaHizony i 6yTunrigpokcutonyony
BMNpaB/IEHHSA PO3PaxyHKOBOI hOPMy/IN —
BpaxyBaHHSA BMICTY CTaHAapTHOroO 3pasky i
peakLiiiHi yTOYHEHHS METOAMKM
115. | PAMINIPUN NopoLUOK (CybCcTaHuist) y BE3 dapmaxem Xopsaris AaprTi IHgis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: - UA/7435/01/01
noAagiliHMx 0.0.0. IHoacTpi3 3miHa 3asBHMKa (BNacHvKa peecTpauiiHoro
nonieTuneHoBmx Nimiten nocBifgYeHHs)
naketax gns
BMPOGHMLTBA
HecTepusbHUX
NiKapCbknx chopm
116. | PEBMANTVH PO34uH NS iH'ekuiin, 10 TOB "®PAPMEKC Ykpaina TOB YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/11608/02/01
mr/mn no 1,5 mny reyn "®APMEKC 3MiHM | TMNy - 3MiHa y MeTofax BUNPO6yBaHHS peyenmom
donakoHi; no 5 do1akoHiB rPymn" rOTOBOrO JIiKApCbKOro 3acoby (iHLWi 3MiHN Y




80

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Y KOHTYPHIil YapyHKOBIli YkpaiHa; Becb MeToAax BMNpobyBaHb (BKIOUYauM 3amiHy abo
ynakosui; no 1 BVPOGHWYNIA [OMOBHEHHS)) - 3aMiHa Bi3yaslbHOro MeToay
KOHTYPHIli YapyHKOBIlA npouec KOHTPOJII0 Ha iIHCTPYMEHTa/IbHWIA METOZ, 3 MEeTO0
ynakosLji B nauuj, no 1,5 roToBOro BMK/TIOYEHHS CY6 EKTVBHOI OLiHKM AaHUX Npu
M B amnyni; no 5 nikapcbKkoro NpoBefeHHI KOHTPOJII0 FOTOBOTO NiKapCbKOro
amnyn y 6nictepi; no 1 3acoby, 3aco6by 3a n. "KonbopoBicTb", Ta K HacnigoK
6nictepy B nayui; no 1,5 BK/IIOHA0UU BHECEHHS 3MiHM A0 cneumndikayii 3a gaHnm
M B amnyni; no 5 BTOPUHHE MOKa3HMKOM; CyNnyTHS 3MiHa: 3MiHa napameTpis
amnyn B navui nakyBaHHs, 3a cneuudikaLin Ta/abo foNyCTUMUX MEX FOTOBOTO
BUHATKOM nNiKkapcbKoro 3acoby
BMMYCKy cepil
Ta KOHTPO/II0
akocTi: TOB
"®apmauesTn
YyHa KoMnaHisi
"3popos'a”,
YkpaiHa
117. | PUBACTUIMIH Kancynu Teepai no 1,5 OpioH PiHNAHAiA OpioH PiHnaHpia/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/11943/01/01
OPIOH Mmr; no 14 kancyny KopnopeiiwH KopnopefiwH, IHgis/ 3MmiHu | TUnYy - 3MiHn 3 skocTi. A®l. BUpo6HMLUTBO. peyenmom
6nicTepi; no 2 6nictepn PiHNAHAIA; ManbTa 3MiHa BUPOGHYMKa BUXIiAHOTO/MPOMIXHOIO
B KapPTOHHIiA KOpo6Lyi ToppeHT NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
dapmacbloTika BMPO6HMYOMY npoieci A®l, abo 3miHa BUPO6HUKa
n Nimitea, (BkTrovatoun, fie HeO6XIiAHO, MicLie MPOBeAEHHS
IHAis; KOHTPONIO siKOCTi) ADI (3a BiACYTHOCTI cepTudiikata
AnbTepHaTUBH BiANOBIAHOCTI EBponeiickkili hapmakonei y

nii BUPOGHUK,
LLLO 3AjiiCHI0E
KOHTPO/1b
AKOCTI:
En.Mi.En.
CsitpT
Cepsicec
(ManbTa) Nta,
ManbTa

3aTBepAKEHOMY [0ChE)(3anpOnoHOBaHWIA
BUPOGHMK HaNeXUTb A0 Tiel caMol BUPOBHNYOT
rpynv NigNnpUMEMCTB, LU0 1 3aTBEPLKEHNIA)
(OHOB/EHHA aAMIHICTPaATUBHUX 3MiH Y afpeci
BUPOBHMYOT AiNAHKN BUXIOHWUX MaTepianis
PuBacTurminy rigpotaptparty); 3miHu | Tuny - 3miHu
3 aKocTi. A®l. Bupo6HMLTBO. 3MiHM B NpoLeci
BMPO6HULTBA AP| (HE3HAYHA 3MiHA Y 3aKpUTIli
YyacTuHi macTep-ghaiina Ha A®I) (BKIOUEHHS A0
cTagii Il npoueaypn nepepobkn PuBacTurMmiHy
rigpotaptparty); 3mMiHu | Tuny - 3MiHW 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBpONEiChKil
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo €Bponeiicbkoi hapmakoner,
abo iHWOI HauioHasIbHOT hapmakonel gepxasun €C
(3miHa y cneuudpikauii HechapmakoneiiHoro A®| ans
npuBeAeHHs y BiANOBIAHICTb A0 BuMor AdY abo
€Bponelicbkoi hapmakonei, abo iHwoTl
HaujioHasibHOI chapmakonei aepxasu €C) - AdI
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

(npvBepeHHs cneumdikauii Ha Ailody pe4yoBuHyY
PuBacTurmiH rigpotapTparty y BignoBigHicTb 0
BuMoOr €®); 3miHu | Trny - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHK, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo goaaBaHHs AiNbHUL, Ha AKil
34iCHIOETLCS KOHTPO/L/BUMPOGYBaHHS cepii)
(BBepeHHs goaatkoBoi AinbHuui Eii. Mi. En. CeicT
Cepsicec (ManbTa) /174, ManibTa (anibTepHaTUBHUIA
BMPOGHWK, LLIO 3AiACHIOE KOHTPOSIb SKOCTI); 3MiHM |
TMny - 3MiHK 3 AkocTi. ADl. BupobHMLTBO. 3MiHa
po3mipy cepii (BkIoyatoun gianasoHn) Adl abo
MPOMDKHOIO NPOAYKTY, AKWIA 3aCTOCOBYETLCA Y
npoueci BupobHuuTea APl (36inbLueHHs go 10
pasiB NOPIBHAHO i3 3aTBEPAXXEHUM PO3MiIPOM)
(NponoHyeTbCA BBEAEHHS AOAATKOBUX PO3MIpiB
cepil oNs NPOMiXHUX Ta iHaNbHOI cTagji
PuBacTurminy rigpotaptpary Ha AOAATKOBIl
BMPOGHMUIli AinbHULi Glochem Industries Limited);
3MiHY | TUnNYy - 3MiHK 3 AKoCTi. A®l. BUpOGHULTBO.
3MiHa BUPOGHYVKa BUXIiAHOTO/MPOMIXXHOIO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci ADl, abo 3miHa BUPOGHMKA
(BKIOvatoun, fie HeobXigHO, MicLe NPOBEeAEHHS
KOHTposito sikocTi) A®I (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpAKEHOMY [,0CHE)(iHLLI 3MiHM) (MPONOHYETHLCA
BKtounTK Glochem Industries Limited,
Visakhapatnam Andhra Pradesh B sikocTi
[04aTKOBOT BUPOBGHWYOT AiNbHULI PUBacTurMmiHy
rippoTtaptparty (ctagis I, II, llli IV (iHanbHa))
pa3oMm 3 BMACHUMU BUPOBHUYMMM NOTYXHOCTAMMU,
6€3 3MiHN CMHTE3Y | BUPO6HUYOro npouiecy); 3MiHu |
Tuny - 3MiHn 3 skocTi. A®L. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHA A®| abo BUXIQHOIO
marepiany/npomiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETHLCA y NpoLieci BUpo6HuuTBa AdI
(iHWi 3mMiHM y MeTofax BUNPobyBaHHA (BK/IHOYaoUn
3amiHy abo JonoBHeHHs) Ad| abo
BMXi4HOro/MpOMiKHOro NpoAyKTy) (3mMiHa B MeTogax
BUNpo6yBaHHA KSM-I, 3-[(1-
Dimethylamine)ethyl]phenolhydrochloride); 3miHu |
Tuny - 3MiHn 3 skocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneuudgikaii Ta/abo gonycTuMmx
MeX, BU3Ha4YeHuX y crneumndikauinx Ha Adl, abo
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BUXIAHWA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y Mpoueci BupobHuutea Ad|
(oonoBHeEHHS cneumaikaLii HOBUM MOKa3HUKOM
AKOCTi Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS)
(3miHa y cneumdikauii BuxigHoro martepiany KSM-,
3-[(1-Dimethylamine)ethyl]phenolhydrochloride);
3Mminu | TUnYy - 3MiHn 3 akocTi. A®l. BUpo6bHMUTBO.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX Y
npoueci BupobHuuTBa A®I, 1110 BCTAHOB/IEHI Y
cneumdikauisx (4oAasaHHA HOBOTO BUNPOGYBaHHS
Ta JonycTuMmnx mex) (AoAaBaHHA HOBOrO
BMNPOB6YBaHHSA y NpoLeci BUPOGHULITBA
PuBacTurminy rigpotaptpary Ha ctagii Il)
118. | PUBACTUIMIH Kancynu Teepai no 3,0 OpioH PiHNAHAIA OpioH PiHnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/11943/01/02
OPIOH Mmr; no 14 kancyny KopnopeiiwH KopnopeiiwH, IHais/ 3MiHY | TUnYy - 3MiHK 3 AKoCTi. A®l. BUpO6GHULTBO. peuenmom
6nicTepi; no 2 6nictepn PiHNAHaIS; MasibTa 3MiHa BUPOGHYVKa BUXiAHOTO/MPOMIXHOIO
B KapPTOHHIiA KOpo6Lyi ToppeHT NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
dapmacbloTika BMpo6HUYOMY npoLeci ADl, abo 3miHa BUpOGHMKA
n Nimites, (BKIrOYatoun, fie Heob6XiAHO, MicLie MPOBeAEHHS
IHAis; KOHTpOt0 siKOCTi) ADI (3a BiACYTHOCTI cepTudikara
AnbTepHaTuUBH BiANOBiAHOCTI EBponeiickkili hapmakonei y
nii BUPOBHUK, 3aTBEPLKEHOMY [10CbE)(3anpPOnoHOBaHWiA
LLLO 34jiCHIoE BMPOGHWK HaNeXUTb [0 Tiel camoi BUPOBHUYOI
KOHTpO/b rpynu NiagnpueMcTB, LLO Ii 3aTBEPIKEHNIA)
AKOCTI: (OHOBNEHHS aAMIHICTPaTUBHUX 3MiH Y agpeci
Ei.Mi.EN. BMPOGHMYOT AiNAHKM BUXIAHWX MaTepianis
CaipT Pusacturminy rigpotaptparty); 3miHu | Tuny - 3MiHK
Cepsicec 3 aKocTi. A®l. Bupo6HMLTBO. 3MiHM B NpoLeci
(ManbTa) Nta, BMPO6HULTBA AP| (HE3HAYHA 3MiHA Y 3aKpUTIl
ManbTa YyacTuHi MacTep-ghaiina Ha A®I) (BKIOUEHHS A0

ctagii Il npoueaypn nepepobku PuBacturMmiHy
rigpotaptparty); 3mMiHu | Tuny - 3MiHW 3 AKOCTI.
CepTucpikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBPONEChKil
thapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeOobXiHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MOHorpadgii oY ab6o €sponelicbkoi thapmakonei,
abo iHWOi HauioHasIbHOI dhapmakonei gepxasu E€C
(3miHa y cneuudpikauii HechapmakoneiiHoro A®| gns
npuBeeHHs y BiANOBIAHICTb A0 BUMor DY abo
€Bponelicbkoi hapmakonei, abo iHwoTi
HauioHanbHOT hapmakonei aepxasu €C) - Ad|
(npvBepeHHs cneumdikauii Ha Ailody pe4yoBUHY
PuBacTurmiH rigpotapTtparty y BignoBigHICTb A0
BuMor €®); 3miHu | TNy - 3MiHKM 3 siKOCTi. FoTOBUIA
nNikapcbkuii 3aci6. 3MiHM y BUPOBGHMLUTBI. 3MiHa
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

iMnopTepa/aMiHn, LLIO CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby
(3amiHa abo fofaBaHHs OiNbHWLI, Ha Kl
3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil)
(BBepeHHsa popatkoBoi AinbHuui Ei. Mi. En. CeidT
Cepsicec (ManbTa) /1Ta, ManibTa (anibTepHaTUBHUIA
BMPOGHWK, LLIO 3AiACHIOE KOHTPOSIb AKOCTI); 3MiHK |
Tuny - 3miHu 3 skocTi. A®I. BupobHuuTBO. 3MiHa
po3Mipy cepii (Bktovatoun gianasoHun) A®l a6o
NPOMDKHOrO NPOAYKTY, AKNIA 3aCTOCOBYETLCS Y
npoueci BupobHuutea A®I (36inbweHHs go 10
pasiB NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM)
(NponoHyeTbCA BBEAEHHA AOAATKOBUX PO3MIpIiB
cepii AN NPOMiIXHUX Ta iHauIbHOI cTag,i
PuBacTurminy rigpotaptpary Ha AO4AaTKOBIl
BMPOGHMUIl AinbHULI Glochem Industries Limited);
3MmiHu | TUnYy - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUPOGHMKA BUXiZHOr0/MPOMKHOIO
NpoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y
BMPO6HMYOMY npoteci A®l, abo 3miHa BUPO6HUKa
(BKNtovatoum, ae HeobXiAHO, MicLe NPOBEAEHHS
KOHTpOnto skocTi) AP (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPKEHOMY [0Cbe)(iHLWi 3MiHM) (NPOMNOHYETLCA
BK/IounTK Glochem Industries Limited,
Visakhapatnam Andhra Pradesh B sikocTi
[04aTKOBOI BUPOBHNYOT AiNbHUL PnBacTUrMmiHy
rippotaptparty (ctagis I, I, lli IV (cbiHanbHa))
pasoMm 3 BACHUMU BUPOOHUYMMUN NOTYXHOCTAMMU,
6e3 3MiHU CUHTE3Y | BUpo6HMYOro npouecy); 3miHu |
TMny - 3MiHN 3 axkocTi. A®Il. KoHTponb A®I. 3miHa y
mMeToAax BUNpobyBaHHSA AD| abo BuXigHOro
mMatepiany/npomMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI
(iHWi 3mMiHM y MeToaax BUNPoOYyBaHHSA (BK/IOYAKOUM
3amiHy abo fonoBHeHHS) A®| a6o
BWXi4HOro/MPOMiXXHOro NpoAyKTy) (3mMiHa B MeTogax
BuNpobyBaHHa KSM-I, 3-[(1-
Dimethylamine)ethyl]phenolhydrochloride); 3minu |
TMny - 3MiHN 3 axkocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaYeHux y cneumdikauisax Ha Ad®l, abo
BUXIAHWA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Yy Mpoueci BUpobHuutea Ad|
(oonoBHeEHHS cneumaikaLii HOBUM MOKa3HUKOM
AIKOCTi Ta BiANOBIAHMM METOA0M BUNPOOYBaHHS)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
(3miHa y cneumdikauii BuxigHoro martepiany KSM-I,
3-[(1-Dimethylamine)ethyl]phenolhydrochloride);
3MiHY | TUnNYy - 3MiHK 3 AKoCTi. A®l. BUpOGHULTBO.
3MiHV BUNpOoGYyBaHb abo A0NYCTUMUX MEX Y
npoueci BUpo6HuuTBa AdI, L0 BCTAHOBMEHI Y
cneumikalisx (4ogaBaHHA HOBOrO BUNPOGYBaHHS
Ta AOoNyCTUMMX MeX) (foAaBaHHs HOBOro
BMNPOGYBaHHSA y NpoLeci BUPO6bHULTBA
PuBacturminy rigpotaptpary Ha ctagii Il)
119. | PUBACTUIMIH Kancynuv Teepgi no 1,5 OpioH PiHNAHAIA Bupo6HuK, Lo ®iHnaHgia/ BHECEHHS 3MiH 0 peecTpauiliHix martepianis: 3miHu 3a UA/11943/01/01
OPIOH Mmr; no 14 kancyny KopnopeiiwH 3[jicHI0E IHais/ | TMNY - 3MiHK 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6. peyenmom
6nicTepi; no 2 6nictepu BTOPUHHY ManbTta 3MiHM Y BUpOOHULTBI. 3amiHa abo BBeAEHHS
B KapTOHHI kopobuj ynaKoBKYy, [04aTKOBOT AiNbHULI BUPOGHMLTBA AN YACTUHN
KOHTPO/b ab0 BCbOro BUPOGHNYOTro NpoLiecy roToBoro
SAKOCTI, BUNYCK nNiKapcbKoro 3acoby (iHwi 3MiHW) (3a3Ha4YeHHsA
cepiii: BMPOGHNYMX QDYHKLII 3aTBEPAKEHNX BUPOOHMKIB
OpioH OpioH KopropelilH (BUPOGHUK, L0 34iACHI0E
KopnopeiLuH, BTOPVHHY YNakoBKY, KOHTPO/b SIKOCTi, BUMYCK Cepiii)
DiHNAHAIA; Ta ToppeHT dapmacbtoTikasc flimites, IHAIA
Bupo6HuK, Lo (BMPOGHYIK, L0 34iACHIOE BUPOOHULITBO, NEPBUHHY,
3[jiicHI0E BTOPWHHY YNaKoBKY, KOHTPO/b SIKOCTI), 6€3 3MiHK
BMPOGHMLTBO, camux hyHKLiM, 3rigHO apxiBHUX MaTepianis)
NepBUHHY,
BTOPVHHY
yMakoBKy,
KOHTPO/b
AKOCTI:
ToppeHT
PapmacbioTika
n Niviten,
IHAis;
AnbTepHaTuBH
Ui BUPOGHUK,
LLLO 34jCHI0E
KOHTPO/b
AKOCTI:
En.Mi.En.
CaipT
Cepsicec
(ManbTta) NTa,
ManbTa
120. | PUBACTUIMIH Kancynu Teepgi no 3,0 OpioH PiHNAHAIA Bupo6HuK, Lo PiHnaHpia/ BHECEHHSA 3MiH 0 peecTpauiliHux Martepianis: 3mMiHu 3a UA/11943/01/02
OPIOH Mmr; no 14 kancyny KopnopeiiwH 3pilicHI0E IHgis/ | TMRNYy - 3MiHK 3 SKoCTi. FOTOBWIA NiKapCbKuii 3acio. peyenmom
6nicTepi; no 2 6nictepu BTOPUHHY ManbTta 3MiHN Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS
B KapPTOHHiiA KOpo6Lyi YyMaKoBKY, [04aTKOBOT AiNbHULI BUPOBHULTBA 4151 YACTUHN

KOHTPOJ1b

a60 BCbOro BUPOGHMYOrO MPOLLECY FOTOBOrO
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
AKOCTI, BUNYCK nikapcbKoro 3acoby (iHLWi 3MiHM) (3a3HayYeHHs
cepiii: BMPOGHNYMX (DYHKLI 3aTBEPAKEHNX BUPOOHMKIB
OpioH OpioH KopnopelilH (BUPOGHUK, L0 34iCHI0E
KopnopefiwH, BTOPUHHY YMakoBKY, KOHTPO/Ib SIKOCTi, BUNYCK Cepiit)
DiHNAHAaIS; Ta ToppeHT ®apmacstoTikanc Jlimites, IHAjisA
BUpo6HMK, L0 (BUPOGHUK, LU0 34iACHIOE BUPOOHULITBO, NEPBUHHY,
3[jCHI0E BTOPUWHHY YMakoBKY, KOHTPO/b SKOCTi), 6€3 3MiHN
BMPOGHMLTBO, camux hyHKLII, 3rigHO apxiBHNX MaTepianis)
NepBUHHY,
BTOPVHHY
yNaKoBKy,
KOHTpO/b
AKOCTI:
ToppeHT
$apmacbloTika
n Niviteg,
IHAis;
AnbTepHaTuBH
nii BUPOBHMUK,
LLLO 34jiCHIoE
KOHTPO/b
AKOCTI:
En.Mi.En.
CaipT
Cepsicec
(ManbTta) NiTa,
ManbTa
121. | PO3YBACTATUH TabneTku, BKpUTI CaHpo3 CnoseHis BUPOBHMLTBO CnoBeHisi BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/12605/01/01
CAHAO3® NniBKOBOK 000JI0HKOH, PapmacbloTikan3 in bulk, 3MiHW | TUNY - 3MiHa po3mipy cepii (BKNoYaum peyenmom
no 5 mr, no 7 Tabnetok y o.a. TEeCTyBaHH4, AianazoHn) A®l abo NPoMiXXHOTo NPOAYKTY, AKUiA
6nicTepi; no 4 6nictepn nakyBaHHs, 3aCTOCOBYETLCA Y NpoLieci BUpobHuuTea AdI
Y KapTOHHIli kopobui; no BMNYCK CepiT; (36inbLueHHs oo 10 pasiB NOPIBHSHO i3
10 Tabnetok y 6nictepi; nakyBaHHs, 3aTBEPLAKEHNM PO3MIPOM) — 36iMbLUEHHS PO3Mipy
no 3, 6 abo 10 6nicTepis BMNYCK Cepil: cepii A®I posyBacTaTuHy. 3anpornoHOBaHo:
Y KapTOHHIli KopoobLi Nexk MakcuManbHWil po3mip cepii npu6am3Ho 50 kr — 100
$apmaneBTNY Kr; 3MiHW | TUNY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO
Ha KomnaHis npuBeaeHHs Yy BIANOBIAHICTb A0 MoHorpadii Y
o.a. abo €ponelicbkoi hapmakonei, abo iHwoT

HauioHasbHOT hapmakonel gepxasun €C (3miHa y
cneuudikauii HedpapmakoneiHoro A®| ans
npuBeAeHHs y BiANOBIAHICTb A0 BuMor AdY abo
€Bponelicbkoi hapmakonei, abo iHwoTl
HaLjioHasbHOT thapmakonei aepxasu €C) —
npueBefeHHA crneundikavii APl posyBacTaTtuHy [0
BMMOT MoHorpacii «Rosuvastatin Calcium» EP;
3MiHuM | TUny - 3MiHW NapameTpiB cneuudikawii
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

Ta/abo foNyCTUMUX MEX, 3a3HAYEHMNX Y
cneumdikauisix, ona 6esnocepefHbOi ynakosku Ad|
(BUNYyYEHHA HE3HAYHOro NokasHuka cneuudikauii
(Hanpwvknag BUIyYEeHHS 3aCTapisioro NokasHuka)) —
npuBeeHHs cneundikauii 19 NepBUHHOT yNakoBKW
onsa A®l; 3miHm | Tuny — 36inbLIEHHS nepioay
NOBTOPHOro BMNpobyBaHHA APl posyBacTaTuHy.
3anponoHoBaHo: 2 POkK; 3MiHK | TUNy - 3MiHN B
npoueci BupobHuuTBa A®| (He3HauyHa 3miHa y
npoteci BupobHuutea API) — He3HauHi 3MiHN Y
BMPOGHMYOMY npoueci A®I posyBacTaTuHy; 3miHu |
UMYy - 3MiHWM BUNPOGYBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig vac
BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby — 3miHa
[0oNyCTUMUX MeX, BCTAHOB/IEHUX Y crieundikaLisx,
nifg, Yyac BUPOGHMLITBA FOTOBOrO NiKApPCbKOro 3acoby
3a NOKa3HWKOM «TBepAiCTb»; 3MiHN | TUMY - 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
rOTOBOrO /iKapCbKOro 3acoby (f0MOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM 3 BifMoOBIAHUM
METOA0M BUNPOGYBaHHS) — AOMOBHEHHS
cneumdikaL,ii roToBOro JlikapCbKoro 3acoby HOBUM
MOKa3HMKOM, @ came A0AaHHS AOMILLKN
po3yBacTaTuHa eTUIoBWi eddip 3 HOPMyBaHHAM Ha
BMNyCK He Binblwe 0,2 % Ta Ha TepMiH NpuaaTHOCTI
— He 6inbwe 0,5 % Ta 3 BiANOBIAHUMN 3MiHAMK 40
3aTBEPKEHOro MeToAy BUNPoOyBaHHS; 3MiHU |
TUMy - 3MiHa y MeToax BUNpobyBaHHS roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpPKEHNX MeTofiax BUNPOBYBaHHS) — HE3HAYUHI
3MiHM y 3aTBEpPMKEHNX MeTofax BUNpobyBaHHs 3a
nokasHukamu «CropigHeHi Cnonyku, NPoayKTy
nerpagauii», «KifibkicHe BUSHAUYEHHSA» ,
«OHOPIAHICTb A030BaHNX O4NHUL,
«P0O34YMHEHHS, «3aNLLIKOBA KiflbKiCTb OpraHiuyHmX
PO3UYMHHYKIB»; 3MiHU Il TUNY - 3MiHK 3 AKOCTi. ADI.
Brpo6HMUTBO (iHLLi 3MiHW) — NOJaHHS OHOB/IEHOTO
mMacTep-goaiiny Ha APl posyBacTaTuH

122.

PO3YBACTATUH
CAH03®

TabneTku, BKpUTI
nAiBKOBOO
o6onoHKotono, no 10 mr,
no 7 Tabnetok y
6nicTepi; no 4 6nictepn
Y KapTOHHIli kopobui; no
10 Tabnetok y 6nictepi;
no 3, 6 abo 10 6nicTepis

CaHpo3
dapmacboTikani3
Aa.4a.

CnoseHisa

BUPOGHMLTBO
in bulk,
TecTyBaHHs,
nakyBaHHs1,
BUMYCK Cepii;
nakyBaHHs,
BMNYCK cepil:
Jlek

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHuM | TUNY - 3MiHa po3Mmipy cepii (BKNoUakum
AianazoHn) A®l abo NpoMiXXHOro NPoAyKTY, SKUiA
3aCTOCOBYETLCA Y npoLeci BUpobHuutea Adl
(36inbLlueHHs Ao 10 pasiB NOPIBHSHO i3
3aTBEPMAXEHUM PO3MIpOM) — 36iMbLUEHHS PO3Mipy
cepii A®I po3yBacTtaTuHy. 3anpornoHoBaHo:
MakcuManbHWin po3mip cepii npn6am3Ho 50 kr — 100

3a
peyenmom

UA/12605/01/02




87

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Y KapTOHHIli KopoobLi PapmaneBTny Kr; 3MiHW | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXiAHICTO
Ha KOMMaHis npuBefeHHs y BiANOBIAHICTb A0 MoHorpadii Y
a.a. abo €ponelicbkoi hapmakonei, abo iHWwoT

HauioHasbHOT hapmakonei gepxasun €C (3miHa y
cneuudikauii HechapmakoneiHoro A®| ans
npuBeLEeHHA y BiANOBIAHICTb A0 BUMor AdY abo
€sponelicbkoi hapmakonei, abo iHwoT
HaujioHanbHOT chapmakonei aepxasu €C) —
npueBefeHHs cneundikauii APl posyBacTaTtuHy A0
BMMOr MOHorpadii «Rosuvastatin Calcium» EP;
3MiHM | TURY - 3MiHW NapameTpiB crneumndikawii
Ta/abo [oNyCTUMUX MEX, 3a3HAYEHUX Y
cneumndikauisx, ons 6esnocepefHboi ynakokm Ad®|
(BUYYEHHS HE3HAYHOrO NoKa3HuKa creumdikawi
(Hanpuknag, BU1yYeHHs 3acTapifioro nokasHuka)) —
npuseaeHHs cneundikauii 419 NepBUHHOT yNakoBKn
ana A®l; 3miHn | Tuny — 36inbWeHHs nepiogy
NOBTOPHOro BUNpobysaHHA AP| po3yBacTaTuHy.
3anponoHoBaHo: 2 poku; 3MiHu | TUMYy - 3MiHW B
npoueci BupobHuutBa APl (HesHayHa 3MiHa Yy
npoueci BupobHuLTBa A®I) — He3HaUHI 3MiHN Y
BMpO6HMYOMY npoueci A®I posyBacTaTuHy; 3miHu |
TUMY - 3MiHW BUNPO6yBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevudikauisx, nig vyac
BMPOGHMLTBA rOTOBOTO /1iKapCbKOro 3acoby — 3miHa
[OMYCTUMMX MEX, BCTAHOB/IEHUX Y cneundikauisix,
nif, yac BUPOBHULITBA rOTOBOIO NiKapCbKOro 3acoby
3a NOKa3HWKOM «TBepPAICTb»; 3MiHW | TUMY - 3MiHa
napameTpiB cneuudikauii Ta/abo JONYCTUMMX MEX
rOTOBOrO Nikapcbkoro 3acoby (40MNOBHEHHS
crneundikavii HOBUM MNOKA3HMKOM 3 BiZNOBILHUM
MeTOA0M BUNPOBYBaHHS) — AOMOBHEHHS
cneumdikaLii roToBOro slikapcbkoro 3acoby HOBUM
NnoKasHUKOM, a came JoAaHHS [OMILLKM
po3yBacTaTuHa eTUI0BUiA eddip 3 HOPMYBaHHSAM Ha
BUNycK He GinbLe 0,2 % Ta Ha TepMiH NpUAaTHOCTI
— He 6inbLue 0,5 % Ta 3 BiANOBIAHUMY 3MiHAMU A0
3aTBEPKEHOr0 MeToAy BMNPOOYyBaHHS; 3MiHM |
TNy - 3MiHa y MeTodax BUNPO6yBaHHS rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpMXEHUX MeToAax BUNPoOyBaHHA) — HE3HAYHI
3MiHW Y 3aTBEPAKEHUX METOAAx BUNPOOYBaHHS 3a
nokasHukamun «CnopigHeHi cronyku, NpoayKTm
Aerpagauii», «KifbkicCHe BU3HAYEHHS» |
«O[HOPIAHICTb A030BaHUX OAVHULE»,
«P0O34YMHEHHS», «3aNLLKOBA KifIbKiCTb OpraHivyHmx
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
PO3UMHHWKIB»; 3MiHW | TNy - 3MiHK 3 AKocTi. API.
Brpo6HMUTBO (iHLWi 3MiHW) — NOJaHHS OHOB/IEHOTO
macTep-goaiiny Ha A®Il posyBacTtaTuH
123. | PO3YBACTATUH TabneTku, BKpUTI CaHpo3 CnoseHis BUPOBHMLTBO CnoBeHis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/12605/01/03
CAHAO3® NAiBKOBOK 000I0HKOH, PapmacbloTikan3 in bulk, 3MiHW | TUNY - 3MiHa po3mipy cepii (BKNoYaun peyenmom
no 20 wmr, No 7 Tabnetok o.a. TEeCTyBaHH4, fianazoHn) A®l abo NPoMiXXHOTo NPOAYKTY, AKUiA
y 6nicTepi; no 4 nakyBaHHs, 3aCTOCOBYETLCA Y Npoueci BupobHuytea Adl
6nicTepun y KapTOHHIl BUNYCK CepiT; (36inbLueHHs oo 10 pasiB NOPIBHSHO i3
Kopobui; no 10 Tabnetok nakyBaHHs, 3aTBEPAKEHVM PO3MIPOM) — 36iMbLUEHHS PO3Mipy
y 6nicTepi; no 3, 6 abo BMNYCK Cepil: cepii A®I posyBacTaTuHy. 3anpornoHOBaHo:
10 6nicTepiB y Nex MakcuMasnbHWil po3mip cepii npu6am3Ho 50 kr — 100
KapTOHHI Kopoo6Li $apmaneBTNY Kr; 3MiHV | TUNY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO
Ha KomMaHis npuBeaeHHs y BIANOBIAHICTb A0 MoHorpadii Y
a.a. abo €sponelicbkoi hapmakonei, abo iHwoT

HauioHasbHOT hapmakonel gepxasun €C (3miHa y
cneumdikauii HedpapmakoneiHoro A®| ans
npuBeAeHHs y BiANOBIAHICTb A0 BuMor AdY abo
€Bponelicbkoi hapmakonei, abo iHwoTl
HaujioHasIbHOT thapmakonei aepxasu €C) —
npueBefeHHA crneundikadii APl posyBacTaTtuHy [0
BMMOr MoHorpadii «Rosuvastatin Calcium» EP;
3MiHM | TUNy - 3MiHW NapameTpiB cneuudikawiii
Ta/abo [oNyCTUMUX MEX, 3a3HAYEHUX Y
cneumaikauisx, ans 6esnocepefHboi ynakoBkm Ad®|
(BUAYYEHHS HE3HAYHOrO NoKasHuka crneumdikai
(Hanpuknag, BUTy4YeHHs 3acTapinoro nokasHuka)) —
npuBefeHHs cneuudikauii AN NepBUHHOT yNakoBKN
ana A®l; 3miHn | Tuny — 36inbweHHsA nepiogy
NOBTOPHOro BMNpobyBaHHA A®l po3yBacTaTuHy.
3anponoHOBaHO: 2 POKKW; 3MiHW | TUNY - 3MiHW B
npoueci BupobHuuTBa APl (HesHayHa 3MmiHa Yy
npoteci Bupo6HuuTea A®I) — He3HauHI 3MiHN Y
BUpO6GHMYOMY npoueci A®| posyBacTaTuHy; 3MiHY |
TUMY - 3MiHW BUNPOByBaHb abo AONYCTUMUX MEX,
BCTaHOB/NIEHUX Y cneuundikauisx, nig vyac
BUPOGHMLTBA FOTOBOIO /iKAPCLKOro 3acoby — 3MiHa
[OMYCTUMMX MEX, BCTAHOBIEHUX Y cneundikaLlisix,
nif yac BUPOBHMLITBA FOTOBOTO J1iKapPCbKOro 3acoby
3a NOKa3HMKOM «TBepAICTb»; 3MiHW | TUMY - 3MiHa
napameTpiB cneungikaiii Ta/abo 4oNyCTUMUX MEX
roTOBOrO MiKapCbKOro 3acoby (40NOBHEHHS
crneundikaLii HOBUM NOKA3HMKOM 3 BiNOBILHUM
MeTOAO0M BUMPOGYBaHHS) — AOMOBHEHHS
cneumdikaLii roToBoro Mikapcbkoro 3aco6y HOBUM
NoKasHUKOM, a came [ofaHHS [OMIiLLKM
po3yBacTaTuHa eTUI0BuiA eddip 3 HOPMYBaHHSIM Ha
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BMNyCK He Binble 0,2 % Ta Ha TepMiH NpuaaTHOCTI
— He 6inbwe 0,5 % Ta 3 BiANOBIAHUMN 3MiHAMK 40
3aTBEPKEHOro MeToAy BUNPoOYyBaHHS; 3MiHU |
TUMy - 3MiHa y MeToax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpPKEHNX MeTofax BUNPOBYBaAHHS) — HE3HAYUHI
3MiHM y 3aTBEPMKEHNX MeTofax BUNpobyBaHHs 3a
nokasHukamu «CropigHeHi Cnonyku, NPoayKTy
nerpagauii», «KifibkicHe BUSHaUYEHHSA» ,
«OHOPIAHICTb A030BaHNX O4NHUL,
«P0O34YMHEHHS, «3aNLLIKOBA KiflbKiCTb OpraHivyHmX
PO3UYMHHWKIB»; 3MiHU Il TUNY - 3MiHU 3 AKOCTi. ADI.
Brpo6HMUTBO (iHLLi 3MiHW) — NOJaHHS OHOB/IEHOTO
mMacTep-goaiiny Ha APl posyBacTaTuH
124. | CAHOMEH cnpeii HazasbHUiA, CaHpo3 CnoseHisa Nex CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15870/01/01
[,030BaHwuii, cycneHsis dapmacbloTikans PapmaneBTny 3MiHu Il Tuny - 3MiHa BUPOGHYKKa peyenmom
50 mkr/go3sy, no 60 no3 o.a. Ha KoMnaHis BUXiZAHOIO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
abo no 120 o3 abo no n.4. BMKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci AdI,
140 f03 Y KOHTElHepI; a60 3MiHa BMPOGHUMKa (BKKOUakoun, e HeobxigHo,
no 1 KoHTeiiHepy y MicLe npoBefeHHs KOHTPO AKocTi) AdI -
KOpo6Li BBe/leHHSA 104aTKOBOro BUPOBHMKA aKTUBHOT
cy6cTaHuii Cipla Ltd., India
125. | CAHOPVH cnpeii HazasTbHUiA, KcaHTic ®apma Kinp TeBa Yex Yecbka BHECEHHS 3MiH 0 peacTpaLbliiHMX MaTepiasiis: 6e3 UA/2455/04/02
po3uuH 0,5 mr/mn no 10 Nimiten IHpacTpi3 Pecny6nika 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
M/ Yy dh/1akoHi, no 1 c.p.o. HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (B1laCHUKaA
chnakoHy pasom 3 peecTpaLiiiHoro noceig4eHHs) (3miHa agpecu
annikatopom s 3a5BHIKA)
MOPOXHWHW HOCA B
Kopo6Li
126. | CUBA3OH PO34MH ANs iH'eKLiit, 5 TOB "XapkiBcbke YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/5794/01/01
Mr/M/1 10 2 M1 B amnyri; hapmaueBTUUHe "XapkiBCbke 3MiHu | TUNY: 3MiHK 3 AKOCTI. [OTOBMIA NMikapCbKuii peyenmom
no 5 amnyn y 6nictepi; nignpUeMCcTBO thapmaueBTuy 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax NpuAaTHOCTI
no 2 6nictepu B KOPOGLYi "340poB'sa He abo ymoBax 36epiraHHs roTOBOrO /liKapCbKOro
3 KapTOHY Hapoay" niagnpMeEMCTBO 3aco6y (3miHa B ymoBax 36epiraHHs roToBOro
"3p0poB's nikapcbKoro 3acoby abo nicns
Hapogay" PO3YMHEHHA/BILHOBNEHHS)(NPUBELEHHS YMOB

36epiraHHsa 13 BignoBigHoO go HactaHoBu 42-
3.3.:2004 «Jlikapcbki 3aco6u. BunpobyBaHHs
cTabinbHOCTI») (TepMiH BBEAEHHSA 3MiH NPOTAroM 3-
X MiCALiB nicns 3aTBepMKeHHs); 3MiHu | Tuny:
3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA roTOBOrO /iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpKeHUX MeTofax
BMNPOGYBaHHS) (3MIHW Y METOAaX KOHTPOSIO 3a
nokasHNKom «KinbKicHe BU3HayeHHs1. [liasenam.
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
EtaHnon 96 % Ta nponineHrnikonb», BHECEHO
He3HauHi pefakLiliHi yTOYHeHHs. Be3 3MmiHn
METOAMKMN Ta KPUTEPITB NPUAHATHOCTI); 3MiHN |

TMny: 3MiHK 3 sikocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo

€Bponelicbkoi hapmakonei, abo iHWoT
HauioHasbHOT hapmakonei gepxasmn €C (3miHa y
cneuudikauisix, noB'A3aHa 3i 3miHamu B JdY, abo
€Bponeiicbkili hapmakonei, abo iHLwi
HaujioHasbHIl thapmakonei gepxasn €C)
(npvBeaeHHA cnevudikayii BXigHOTO KOHTPOSO
[0MOMDKHOT peYOBMHU MPOMISIEHTIKONb 3a
nokKasHUKoMm «laeHTudikadis» y BignosigHOCTI 40
BMMOr MoHorpadii «Propylene glycol» EP); 3minu |
TUny: 3MiHW 3 AKOCTi. FTOTOBUIA NiKapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JONyCTUMMX MEX
roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHK)
(npvBeaeHHs cnevmdpikauii 13 3a NOKa3HMKOM
«O6'eM, L0 BUTATYETLCA» [0 Cy4aCHVX BUMOT);
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuii
3aci6. KOHTpO/1b FOTOBOro NiKapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCcbKoro 3acoby
(iHwWi 3miHW). CynyTHSA 3MiHa: 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO /liKApCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BMNPO6YBaHHA)(NpUBeAEHHSA crneundikaLii Ta
METOAIB KOHTposIto /13 32 NOKa3HMKOM «MexaHiuHi
BK/TIOYEHHS» BifNOBIAHO A0 3aranbHoi cTatTi AdY);
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuii
3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMyCTUMMX MEX roTOBOTO NiKapCcbKoro 3acoby
(3BYXEHHS gonycTummnx mex). CynyTHS 3miHa:
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpPAXKEHNX MeToAax

BUNPOBYBaHHS)(3BY)XXEHHSA AOMYCTUMUX MEX B

cneuudikauii 13 3a nokasHMkom «CynpoBifHi
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

OOMILLKM» Ta HE3HAYHI pefakLiiHi yTOYHEHHS [0
MeTOoZAiB KOHTPO/0); 3MiHU | TUMY: 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTposib roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTUMNX MEX FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHK). CynyTHSA 3MmiHa:
3MiHM 3 KOCTI. [0TOBWIA NiKapcbknii 3aci6.
KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA rOTOBOrO iKapCbKoro
3ac06y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeTodax
BMNPOGYBaHHS)(3MiHN y MeTogax KoHTposo 13 3a
po3ainom «laeHTudgikauisi», y 38'A3Ky 3 yTOUHEHHSIM
YMOB NpoBeAeHHs aHanisy); 3miHu | Tuny: 3MiHn 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KoHTponb
[OMOMIXXHUX PeYyoBUH. 3MiHa Yy MeTodax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHW (HE3HAYHI
3MiHW Y 3aTBEpPOKEHVX METOAAaX BUMPOOYBaHb) -
npvBeAeHHs MeToAiB BXifHOTO KOHTPO/0
[L0MOMDKHOT pe4oBUHM eTaHosT 96 % 3a MOKa3HMKOM
«J1eTki 4OMILLKM» Y BiANOBIAHOCTI 4O BUMOT
MoHorpadii «Ethanol (96 Per Cent)» EP); 3MiHu |
TUny: 3MiHM 3 AKOCTi. FOTOBUIA NiKapcbkuii 3aci6.
KOHTponb AONOMKHUX peyoByH. 3MiHa napaMeTpis
cneumdgikauii Ta/abo AONYCTUMMX MEX AN
O0MNOMDKHOT peqoBUHYM (iHLWi 3MiHK). CynyTHS 3MiHa:
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/b fONOMDKHUX PeHOBUH. 3MiHa Y MeTofax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHW (HE3HAYHI
3MiHM Y 3aTBEpIKEHMX METoAax BUNPOOyBaHb)
(NpvBeAeHHs cnevumdikaLii BXiAHOTO KOHTPOO
LOMOMDKHUX PEYOBUH MONieTUIEHOKCHA,
nponineHxrnikonb, eTaHon 96 % y BiANOBIAHICTb A0
BuMor EP 3a nokasHukom «Mikpo6ionoriyHa
yncToTa»); 3miHun | Tmny: 3miHu 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb [OMOMIXHVX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo
A0NYCTUMUX MEX A1 AONOMIKHOT PEYOBUHN
(monoBHeHHs cnevmdikaLii HOBUM NOKa3HUKOM 3
Bi4NOBIAHMM METOLOM BUNPOOYBaHHSA)(40NOBHEHHS
cneuudikaLii BXigHOTO KOHTPOJO AOMOMIKHOI
peyoBuHM nonieTuneHokeus (makporon 400)
NOKa3HUKOM «ETUNEHINIKONb | AieTUNEHTNTIKONb»
BiANOBIAHO A0 MoHorpadii EP, fonoBHEHHS
cneuudikaLii BXigHOTO KOHTPOJO AOMOMIKHOT
peyoBnHU eTtaHoN 96 % nokasHukamm «Onuc»,
«Po3umHHicTb», «lgeHTudpikauis (A, B, C)»,
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
«3a/IMLLOK NpY ynaproBaHHi» BiAMoBigHO A0
MoHorpadii EP); 3miHu | Tuny: 3MiHn 3 SKoCTi.
[oTOBMIA NNikapcbkuMii 3aci6. Onuc Ta cknag. 3miHa y
cknagi (4oNOMiKHNX peyoBMHaX) roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHM) (3MiHa y cknagi
['N13, a came BBeEHHS 40AATKOBOI AOMNOMDKHOT
PEYOBUHM KUC/IOTU OLTOBOI JIbOAAHOT, A5
nigBuLLeHHs cTabinbHocTi N3 B npoueci
36epiraHHs); 3miHu | TMny: 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHU Y
npovLeci BUPO6bHULITBA FOTOBOTO NiKapCbKOro
3aco0y, BKIOYakoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbkoro 3acoby (iHWwi 3MiHKM) (3MiHM y Npoueci
BMPOOHULTBA, Y 3B’A3KY 3 BBEAEHHAM [,0MOMDKHOI
pPEYOBUHM)
127. | COOEPM PO34UH HaLlKipHuii 0,1 Oepmacbapm Al HimeyunHa mi6e MmbeX HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/10254/01/01
% no 15 mn, 30 mn, 50 ApuHaiimitTen 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
mn, 100 mAn 'y donakoHax b HalilmeHyBaHHs Ta/abo agpecu MicLs NPOBafXEHHS
3 KpanesibHuueto; no 1 LisTbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
p1aKOHY B KapPTOHHIl niKapcbKoro 3acoby, BKYAKUM AifTbHULI BUNYCKY
navu,i cepii abo micue NnpoBefeHHs KOHTPOJIHO SKOCTI.
(misnbHIiCTb, 3a AKy BignoBigae BUpo6HMK/iMnopTep,
BK/IOUatOUM BUNYCK cepiid) (3MiHa agpecu
BMPO6GHUMKa Mibe MM6X ApuHaimiTTenb, HimeyunHa,
6€e3 3MiHM Micusl BUpo6bHMLUTBA)
128. | COHOOKC® Tabnetku no 0,015 r, no MAT YKpaiHa MAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/7257/01/01
10 Tabnetok y 6nictepi; "Ximthapmsasog "Ximthapmsas YTOUYHEHHS HAaNUCaHHA YMOB BifnycKy Ta peyenma
no 1 a6o 3 6nictepn y "UepBoHa 3ipka" of, "YepsoHa cTaTycy peKknamyBaHHS liKapCbKOro 3acoby B
nauuj 3 KapToHy 3ipka" Hakasi MO3 YkpaiHu Ne 1116 Big 20.09.2017 B
npoueci nepepeecTpali (pegakuis B Hakasi — «3a
peuenTom», «He Nig/1arae»; 3anpornoHosaHa
pefakuis — «6e3 peuenta», «nignsarae»)
129. | CYNb®AONMETOKC | Tabnetkn no 500 mr no ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiais: 3a UA/4686/01/01
NH-340POB'A 10 TabneTtoky 06MeXeHo BMpPOGHULTBA, 3MiHM | TUNY - 3MiHa NapameTpiB crnevumdikawii peuyenmom
6nictepax; no 10 BiANOBIAA/LHICTIO KOHTPO/b Ta/abo [oMyCTUMUX MEX roTOBOro NiKapCbKoro
TabneTok y 6nictepi; no "®apmaneBTuyHa SKOCTI, BUNYCK 3aco6y (BWyYEHHSI HE3HAYHOTO MOKa3HMKa
1 6nicTepy B KapTOHHiIl KOMNaHis cepit: (Hanpuknag, 3acTapinoro nokasHyka, Takoro siK
Kopoo6Li "3popos's" ToBapucTBO 3 3anax Ta cMak, abo igeHTudikavis 6apBHUKIB Un
obmexeHo CMakoBMX f06aBOK))
BignoBigasbHi
CTIo
"®apmaueBTu
YHa KoMnaHisi
"3popos'a’,

YKpaiHa; BCi
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
cTagii
BMPOGHMLITBA,
KOHTPO/b
AKOCTI:
ToBapucTBO 3
obmexeHoo
BiANOBIAA/bHI
CTI0
"®APMEKC
reyn:,
YkpaiHa
130. | TA®EH® HA3A/Ib cnpei HasanbHWiA, CaHnpo3 CnoseHis Nex CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/7386/01/01
cycnensis, 50 mkr/gosa dapmacbloTikans dapmaueBTny 3MiHY | TURY - 3MiHX A0 IHCTPYKUiT 4719 MeANYHOro peyenmom
no 10 mn (200 po3) y o.a. Ha KoMnaHis 3acToCyBaHHA y po3ainu: "B3aemogis 3 iHWmMmn
dhnakoHi; no 1 dpakoHy n.4. nikapcbk1MK 3acobamu Ta iHWi BUAM B3aEMOSiid",
B KapTOHHI kopobuj "Oco6nMBOCTI 3acTOcyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHocTi abo rogyBaHHs rpyaato”, "Mo6iyHi
peakuii” BignoBigHO A0 OHOBNEHOT iHchopmaLli 3
6e3neku Ailo4oi peyosrHN. BBefeHHA 3MiH
NPOTArom 6-Tu MicsLiB Nnicna 3aTBepAKEHHA
131. | TAXOKOMB nnacTuHa, Bkputa Takepa ABCTpis ABCTpIs Takepa AscTpist BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/8345/01/01
060/10HKOI0; 1 nnacTMHa X ABCTpist TM6X 3MiHM | TMNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
po3mMipom 2,5 cMm X 3 cm HaliMeHyBaHHA Ta/abo agpecy Micusa NPoBaKEHHS
abo po3mipom 9,5 cm X AiSNbHOCTI BUPOGHUMKa/iMnopTepa rotoBoro
4,8 CM y KapTOHHil NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHUL BUNYCKY
KOpPOO6Li; 2 MNacTuHM cepii abo micue NpoBefeHHSI KOHTPOJIHO SKOCTI.
po3mipom 4,8 cm x 4,8 (misnbHICTb, 3a SAKy BiAnNoBigae BUPOGHUK/iMNopTep,
CM Y KapTOHHIli Kopobu,i BK/IIOHA0UM BUMYCK Cepili) (3mMiHa agpecu
BMpOGHMKa Takena ABcTpist TM6X, ABCTpis, 6e3
3MiHU Micus BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH
NpPOTSArom 6-Tv MicsILiB NiC/1s 3aTBEPAKEHHS)
132. | TECTIC PO34MH NS iH'EKLA No Bionoriwe HimeuunHa Bionoriwe HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/0791/01/01
KOMMNO3UTYM 2,2 Mmny amnyni; no 5 XalinbMmiTTens XalinbMmiTTens 3MiHu | TUNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapPCbKUi peuyenmom
amny’s y KOHTYpHii Xeenb M'm6X Xeenb M'M6X 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHNI
YapyHKOBIli ynakoBLii; no 3aci6. 3miHa po3Mmipy ynakoBKU roTOBOro
1, no 2 a6o no 20 NiKapcbKoro 3acoby (3MiHa Ki/IbKOCTi 0ANHULb
KOHTYPHUX YapyHKOBMX (Hanpuknag TabneTok, aMmnyn TOLLO) B YNakoBL,:) -
ynakoBOK Yy KOpo6L;i 3 3MiHa nosa fiana3oHoM 3aTBepAXeHNX po3MmipiB
KapToHYy ynakoBku (BBEAEHHSA AOAATKOBOrO po3Mipy
yMakoBKM rOTOBOrO nikapcbkoro 3acoby Nell (5x2),
3 BiANOBIAHUMU 3MiHaMU Y p. «YnakoBKa») (TepMiH
BBEEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPAKEHHS)
133. | TOPACEMIA Tabnetku no 10 mr no 10 CaHpo3 CnoseHisa BUPOGHMLTBO HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3a UA/9619/01/03
CAHAO3® TabneTok y 6nictepi; no dapmacbloTikan3 in bulk, MonbLa 3MiHM | TRy - oHoBNEHHA cnevudikauii API peyenmom
2 abo 10 6nictepiB y o.a. nakyBaHHs, TopaceMif BignoBigHoO [0 BMMOT Aitoyoi MoHorpadii
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KapTOHHI KOpoo6Li BUMYCK Cepii: €BponelicbKoi hapmakonei, a came: BUAaIEHHSA
Canotac napameTpy «Baxki MeTanv», KopUryBaHHs
dapma M'v6X, Temnepartypuw NpPoBeAEHHS aHasli3y 3a NOKa3HUKOM
HimeyuunHa; «BTpaTa B Maci npu BMCYLLYBaHHSA» Ta AOAABaHHSA
BVPOGHMLTBO B MaTepiany peecTpauiiiHoro AOCbE Y po3ain
in bulk, 3.2.5.4.4. AHani3u cepiii cepTudikaTiB sskocTi AdI
nakyBaHHs1,
BWMYCK Cepii:
Nexk C.A.,
Monbla
134. | TOPACEMIA Tabnetku no 20 mr no 10 CaHpos3 CnoseHisa BVPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/9619/01/04
CAHAO3® Tabnetok y 6nictepi; no dapmacbloTikan3 in bulk, MonbLia 3MiHK | TUNy - OHOB/EHHS crneundikaii APl peuenmom
2 abo 10 6nicTepiB y a.4. nakyBaHHs, TopaceMif, BiANOBIAHO A0 BUMOT Aito4oi MoHorpadil
KapTOHHIA KOpoo6Li BMNYCK Cepil: €Bponelicbkoi hapmakonei, a came: BUAANEHHS
Cantotac napameTpy «Baxki MeTanu», KopuryBaHHs
dapma N'v6X, Temnepatypy NpoBeAeHHS aHani3y 3a NOKasHUKOM
HimeyvuunHa; «BTparta B maci npy BUCYLLYBaHHA» Ta foAaBaHHSA
BUPOGHMLTBO B MaTepianu peecTpauiiiHoro AOChEe y po3ain
in bulk, 3.2.5.4.4. AHanisu cepiii cepTudikaTtia sKkocTi AdI
nakyBaHHs,
BMNYCK cepil:
Nek C.A.,
MNonbLia
135. | TPUAEPM® Kpem, no 15rB LWepinr-Mnay LBeliuapis LWepiHr-Mnay Benbris BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/2022/01/01
Q/TIOMIHIEBIN Ty6i; no 1 CeHTpan Ict Al Na6o H.B. 3MiHM | TMNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
Ty6i y KapTOHHIl HalilMeHyBaHHs Ta/abo agpecu MicLs NPOBaXeHHS
Kopobui; no 301 B LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
/TIOMIHIEBIN Ty6i; no 1 NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHUL| BUNYCKY
Ty6y Yy KapTOHHii cepii abo micue NpoBefeHHSI KOHTPOJIHO SKOCTI.
Kopoo6Li (aisnbHIiCTb, 3a AKy Bignosigae BUPObOHUK/iMMopTep,
BK/THOYAKOUM BUMYCK Cepili) (3MiHa Ha3BW Ta agpecu
BMPOGHUWKa, 6e3 3MiHM Micus BUpo6HULTBa) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 6-Tv MicsALiB nicns
3aTBEPMAKEHHS)
136. | YHOEBIT npaxe, no 50 gpaxe y MAT "KuiBcbKuii Ykpaina MAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/7922/01/01
KOHTelHepax BiTaMiHHWI 3aBoA" "KniBcbkui 3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii peyenma
(6aHoukax); no 50 BITAMiHHWI 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpUAAaTHOCTI
Opaxe y KOHTeiHepi 3aBof" a60 ymoBax 36epiraHHsA roToBOr0 J1ikapCbKOro
(6aHouui); no 1 3acoby (36iNbLUeHHA TepMiHY NpUAATHOCTI FOTOBOro
KOHTeliHepy (6aHouL) y nikapcbKoro 3acoby) - [11s TOproBoi ynakoBKu
nauui (NiaTBEPAKYETLCA OAHUMWN PeasibHOro Yacy)
(36inbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby. 3 1-ro poky o 1poky 6
MicsaLiB) (TepMiH BBEAEHHSA 3MiH NPOTArom 3-X
MicsLIB MiC/1sA 3aTBEPLKEHHS)
137. | PAKTUB TabneTkun, BKpUTI ABJI IEPAXIM TypeuuunHa, | ABJAI IEPAXIM TypeyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/13766/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
NAiBKOBOK 060/I0HKOH, Inay CaHai Be lnau CaHai Be 3Mminun |l Tuny - 3miHK Wopao 6e3nekn/edhekTnBHOCTI peyenmom
no 320 mr; no 5 a6o no 7 Timpkapet A.LL. TimxapeT Ta dpapmakoHarnsagy. 3mMiHu y TepaneBTUYHNX
Tabnetok y 6nictepi; no A.LL., nokasaHHsX (fofaBaHHA HOBOrO TepaneBTUYHOro
1 6nicTepy B KAPTOHHIl TypeyunHa nokasaHHs abo 3MiHa y 3aTBEP)KEHOMY NOKa3aHHI)
Kopoo6Li - 3MiHM BHeCeHO A0 IHCTpYKLii 41s MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"MokasaHHs" (3aTBEPAXKEHO: IHAEKLiHI
3aXBOPIOBAHHSA, CNPUYMHEH] YyTIMBUMU [0
npenapary MikpoopraHiamMamu: - 3arocTpeHHs
XPOHIYHOTrO BPOHXITY; - HErocniTasIbHa MHEBMOHIS; -
CVHYCWT; 3anponoHOBaHO: IHApeKLiHi
3aXBOPIOBAHHS, CNPUYMHEH] YyTAMBUMU [0
npenapary MiKpoopraHisMamu: - 3aroCTPeHHs
XPOHIYHOr0 BPOHXITY; - HErocMiTaslbHa MHEBMOHIS; -
CUHYCWT; - ypOreHiTanbHi iHeKUiT, BUKTMKaHi
xnamigisimu, Mmikonsiasmamu, a TakoX roHOKOKKamu,
CTIKUMM 4,0 MaKponifiB, TeTpaunkniHie, B-
NakTaMHUX aHTubakTepiasbHMUX 3acobiB.), Ta, AK
Hacnigok, fo po3sainy "Cnocib 3actocyBaHHsS Ta
£o3n". 3MiHm |l Tuny - 3MiHn Woao
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnisgy. 3miHu
Y KOPOTKIli XapakTepucTuL,i ikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 418 MegnyHOro
3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMK 3 SIKOCTI,
OOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta AaHVMU 3
thapmakoHarnagy - 3mMiHM BHeCeHo A0 IHCTpyKu;i
AN MeAUYHOro 3acTOCYBaHHS NikapcbKoro 3acoby
00 po3giny "®apmakosiorivyHi BAacTMBocCTi".
138. | PEHTABEPA 100 nnactmp AciHo Al HimeyunHa BVPOGHMLTBO HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15831/01/05
MKriropg TpaHcaepMasibHUiA Mo Hepo3schacosa 3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenmom
100 mkr/rog, no 1 HOI NpoAayKu,i, Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
nnactupy nepBuHHa Ta y3arasibHeHNX JaHnx Npo cucTemy
TpaHCAepMaslbHOMY Y BTOPWHHA dhapmakoHarnsgy (BBeeHHs y3araslbHeHUX AaHnx
cawle 3 (pyHkuie ynakoBKa, npo cuctemy dpapmakoHarnsgy, amiHa
3axXUCTY Bif BiAKpPUBAHHSA KOHTPO/b YMNOBHOBaXeHOi 0cobu, BiANOBifa/IbHOT 38
OiTbMK; no 5 cawe y AKOCTi Ta 3AiicHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
KapTOHHI kopobui 3 BUMYCK Cepii: thapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHS
KOHTPON1EM NEepLLOro Nyiie dapma thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHA
BigKpUTTA Al, Bif, yNOBHOBaXKeHOT 0co6Mu, BiANOBiAaIbHOI 3a
HimeuumnHa; 3ilicHeHHs chapmakoHariagy (Bkaovarun
BMNYCK Cepil: KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
AciHo AT, thaiina cuctemun chapmakoHarnsgy) - Airoua
HimeuunHa pejakuis: ynoBHOBaXeHa 0coba, BiAnoBigasibHa 3a

3pjficHeHHs hapmakoHarnsgy - Dr. Jan Petracek;
KOHTaKTHa ocoba 3 thapmakoHarnagy 3aBHvka ans
3AiiCHeHHs1 hapmakoHarsay B YkpaiHi - 3axap
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
AcTpaxaH. MNponoHoBaHa peAakuis: ynoBHOBaXeHa
ocob6a, BignosigasibHa 3a 34iNCHEHHSI
dhapmakoHarnsgy - Jana Hyankova; KoHTakTHa
ocoba 3 hapmakoHarnsgy 3aBHUKa 4151 34iNCHEHHS
thapmakoHarnagy B YkpaiHi - OneiiHikoBa Hatanis
BikTopiBHA. 3MiHA KOHTaKTHUX AaHWX
YMOBHOB&XEHOT 0CO6U. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0cobu
139. | ®PEHTABEPA 12 nnactmp AciHo Al HimeuunHa BVPOGHULTBO HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15831/01/01
MKriropg, TpaHcaepMasibHUIA NO Hepo3gacoBa 3MiHK | TNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyernmom
12 mkr/rog, no 1 HOI NPOAYKUiT, Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
nnactupy nepBuHHA Ta y3arasibHeHNX faHnX Npo cucTemy
TpaHcAepMasIbHOMY Y BTOPWMHHA thapmakoHarnsgy (BBeAeHHs y3araslbHeHX faHux
cawle 3 (pyHkuieto ynakoBka, npo cuctemy gpapmakoHarnsgy, amiHa
3aXUCTY Bif, BiAKpUBaHHSA KOHTPO/b yNOBHOBaXEHOI 0c06M, BignoBigansLHOI 3a
OiTeMK; no 5 cawe y SIKOCTi Ta 3[ilicHEHHS1 chapMakoHarnsay; KOHTakTHOT 0cobu 3
KapTOHHI kopobui 3 BMNYCK Cepil: hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
KOHTPON1EM NepLLOoro Nyiie dapma hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
BigKpUTTA , Bif, yNOBHOBaXXEHOT 0CO6M, BiANOBiZa/IbHOI 3a
HimeuuunHa; 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
BMNYCK cepil: KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
AciHO AT, haiina cuctemu thapmakoHarnsgy) - Adirova
HimeuunHa pefakuisi: ynoBHOBaXeHa 0coba, BiAnoBiganbHa 3a
3piificHeHHs1 hapmakoHarnsgy - Dr. Jan Petracek;
KOHTakKTHa ocoba 3 hapmMakoHarnsgy 3aBHuka ans
3[iiCHeHHs1 hapMakoHarsay B YkpaiHi - 3axap
AcTpaxaH. MponoHoBaHa pefakLisi: ynoBHOBaXKeHa
ocoba, BignoBigasibHa 3a 34iCHEHHS
dhapmakoHarnsgy - Jana Hyankova; KoHTakTHa
ocoba 3 hapMakoHarsay 3aBHUKa 4715 30iACHEHHS
hapmakoHarnsgy B Ykpaini - OneliikoBa Hatanis
BikTopiBHA. 3MiHA KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6U. 3MiHA KOHTaKTHUX faHNX
KOHTaKTHOI 0cobu
140. | PEHTABEPA 25 nnactmp AciHo Al HimeuyunHa BVMPOGHMLTBO HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15831/01/02
MKriropg, TpaHcaepMasibHUlA No Hepo3ghacoBa 3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyernmom
25 mkr/rog, no 1 HOI NPOAYKUIT, Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
nnactupy nepBuHHa Ta y3arasibHeHNX JaHnx Npo cucTemy
TpaHcAepMasibHOMY Y BTOPWHHA thapmakoHarnagy (BBefieHHs y3araslbHeHUX faHux
cawle 3 (hyHKui€et ynakoBKa, npo cuctemy dpapmakoHarnsgy, amiHa
3aX1CTY Bif BiAKPUBAHHSA KOHTPO/b YMNOBHOBaXeHOi 0cobu, BiANOBifa/IbHOT 38
OiTeMK; no 5 cawe y AKOCTi Ta 3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
KapTOHHI KOpo6L;i 3 BMNYCK Cepil: hapMakoHarnsay 3asBHUKa Ansi 34iINCHEeHHS
KOHTpON1EM NEepLLOoro Nyiie dapma thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHA
BigKpUTTA , Bif, yNOBHOBaXKeHOT 0co6u, BiANOBiAa/IbHOI 3a
HimeuumHa; 3fiicHeHHs1 hapmakoHarisgy (BKkayarym




97

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BMNYCK cepil: KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
AciHo AT, thaiina cuctemun chapmakoHarnsgy) - Aivoua
HimeuunHa pefakuisi: ynoBHOBaxeHa ocoba, BiAnoBifasibHa 3a
3pilicHeHHs hapmakoHarnsgy - Dr. Jan Petracek;
KOHTaKkTHa ocoba 3 thapmakoHarnsagy 3aBHvKa Ans
3[iiCHEeHHs1 hapMakoHarnsay B YkpaiHi - 3axap
AcTpaxaH. MNponoHoBaHa peAakLis: ynoBHOBaXeHa
oco6a, BignosigasibHa 3a 34iNCHEHHSI
dhapmakoHarnsgy - Jana Hyankova; KoHTakTHa
ocoba 3 hapmakoHarnsgy 3aBHUKa 4151 34iNCHEHHS
thapmakoHarnagy B YkpaiHi - OneiiHikoBa Hatanis
BikTopiBHa. 3MiHA KOHTaKTHUX AaHKX
YNOBHOB&XEHOT 0CO6U. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0cobu
141. | ®PEHTABEPA 50 nnactmp AciHo Al HimeuyunHa BUPOGHMLTBO HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15831/01/03
MKriropg, TpaHcaepMasibHUIA NO Hepo3dgacoBa 3MiHK | TNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyernmom
50 mkr/rog, no 1 HOI NPOAYKUiT, Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
nnactupy nepBuHHA Ta y3arasisHeHNX faHnX Npo cucTemy
TpaHcAepMasIbHOMY Y BTOPWMHHA thapmakoHarnagy (BBeAeHHs y3araslbHeHNX faHux
cawle 3 (pyHkuieto ynakoBka, npo cuctemy gpapmakoHarnsgy, amiHa
3aXUCTY Bif, BiAKpUBaHHSA KOHTPO/b YyNOBHOBaXEHOI 0c06M, BignoBigansHoI 3a
LOiTeMK; no 5 cawe y SIKOCTi Ta 3[ilicHEHHST chapMakoHarnsay; KOHTakTHOT ocobu 3
KapTOHHI kopobui 3 BMNYCK Cepil: thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
KOHTPON1EM NepLLoro Nyiie dapma hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
BigKpUTTA Al, Bifj, yNOBHOBaXXEHOT 0CO6M, BiANOBiZa/IbHOI 3a
HimeuuunHa; 3[jiicHeHHs1 hapMakoHaraay (Bkyarum
BMNYCK cepil: KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
AciHO AT, haiina cuctemu thapmakoHarnsgy) - Adirova
HimeuunHa pefakuisi: ynoBHOBaXeHa 0coba, BiAnoBigaibHa 3a
3piicHeHHs1 hapmakoHarnsgy - Dr. Jan Petracek;
KOHTakTHa ocoba 3 hapmMakoHarnsgy 3aBHuka ans
3[iiCHeHHs1 hapMakoHarsay B YkpaiHi - 3axap
AcTpaxaH. MponoHoBaHa pefakLisi: ynoBHOBaXKeHa
ocoba, BignoBigasibHa 3a 34iCHEHHS
dhapmakoHarnsgy - Jana Hyankova; KoHTakTHa
ocoba 3 hapMakoHarsay 3aBHUKa 4715 30iACHEHHS
hapmakoHarnsgy B Ykpaini - OneliHikoBa Hatanis
BikTopiBHaA. 3MiHA KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6U. 3MiHA KOHTaKTHUX faHWX
KOHTaKTHOI 0cobu
142. | ®PEHTABEPA 75 nnactmp AciHo Al HimeuyunHa BVPOGHMLTBO HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/15831/01/04
MKriropg, TpaHcaepMasibHUlA No Hepo3ghacoBa 3MiHKM | TUNY - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI peyernmom
75 wmkr/rog, no 1 HOI NPOAYKUIT, Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
nnactupy nepBuHHa Ta y3arasibHeHNX JaHnx Npo cucTemy
TpaHcAepMasibHOMY Y BTOPWHHA thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
cawle 3 pyHKuie yNakoBKa, npo cucteMy dpapmakoHarnsay, amiHa
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3axuCTy Bif, BigKpUBaHHSA KOHTPO/1b YNOBHOB&XEHOI 0c06W, BifNOBIAaIbHOT 3a
AiTbMu; Mo 5 cawe y AKOCTI Ta 3[ificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
KapTOHHI Kopobuji 3 BMNYCK cepil: hapmakoHarnsgy 3asiBHUKa 15 34iiCHEHHS
KOHTPOSIEM NEepPLLOro Nyiie dapma hapmakoHarniagy B YKpaiHi, SKLLLO BOHa BigMiHHA
BiAKpUTTA Al, Bifl yNOBHOBaXXeHOI 0cobMu, BigNoBifabHOT 3a
HimeuuunHa; 3[jicHeHHs1 hapMakoHarsay (Bkiyarum
BMNYCK cepil: KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
AciHo AT, thaiina cuctemun chapmakoHarnsgy) - Aivoua
HimeuunHa pefakuisi: ynoBHOBaxeHa ocoba, BiAnoBifasibHa 3a
3pilicHeHHs hapmakoHarnsgy - Dr. Jan Petracek;
KOHTaKkTHa ocoba 3 thapmakoHarnsagy 3aBHvKa Ans
3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi - 3axap
AcTpaxaH. MNponoHoBaHa peAakLis: ynoBHOBaXeHa
ocob6a, BignosigasibHa 3a 34iNCHEHHSI
dhapmakoHarnsgy - Jana Hyankova; KoHTakTHa
ocoba 3 hapmakoHarnsgy 3aBHUKa 4151 34iNCHEHHS
thapmakoHarnagy B YkpaiHi - OneiiHikoBa Hatanis
BikTopiBHaA. 3MiHA KOHTaKTHUX AaHKX
YNOBHOB&XEHOI 0CO6U. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOi 0cobu
143. | ®IOKCIYM® po34nH Ana iHdysil, 5 MAT Ykpaina TOB dipma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11163/01/01
mr/ma no 100 mn y "Kuismegnpenapa "HoBodhapm- 3MiHM | TURY - 3MiHa po3Mipy cepil (BKIYaumn peyenmom
nnawui Ne 1y nayui T BiocuHTes", [iana3oH po3mipy cepil) roToBOro /likapcbKoro
Ykpaina; NMAT 3aco0by - BBEIEHHS A,04ATKOBOro po3mipy cepii;
"Tanuudpapm”, 3anponoHoBaHo: Ans 06’emy 1000 N - He GinbLue
Ykpaina 9,8 TuC. ynakoBok; ans 06’emy 2000 5 - He GinbLue
19,6 TnC. ynakoBOK Ta A0AaTKoBO: ANns 06’emy 4000
N - He Ginbwe 39,215 TnC. ynakoBoK; AN 06’emy
6000 n - He Ginblue 58,823 TUC. ynakoBoK; ANs
06’emy 8000 /1 - He 6inbLue 78,431 TWC. yNakoBOK)
144. | ®PNTYKOHAKC® kancysm no 50 mr, no 10 Abpun IHgis Aypob6iHa0 IHgis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/16081/01/01
Kancyn y 6nictepi; no 1 dopmyneniH3 dPapma 3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA NiKapCbKNi peuyenmom
6nicTepy B KAPTOHHIi Met. /IT4. Nimiten - FOHIT 3aci6. CtabinbHICTb. 3MiHa y TepMiHax nNpuAaTHOCTI

ynakoBLj

a60 ymoBax 36epiraHHsi TOTOBOrO J1iKapCbKOro
3aco06y (36i/1bLIeHHS TepMiHY NpUAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [11s Toprosoi ynakoBKu
(nigTBEPMKYETHCA AAHUMN PEA/TLHOTO Yacy)
(36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
nNiKapcbKoro 3acoby (3 2-x Ao 3-X PokiB); 3MiHu |
TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy Micusa NPoBaKEHHS
AisNbHOCTI BUPOOHMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHUL| BUNYCKY
cepii abo micue NpoBefeHHSI KOHTPOJIHO SKOCTI.
(aisnbHIiCTb, 3a AKy Bignosigae BUPOBOHMK/iMMopTep,
BK/1KOYAKUM BUMYCK Cepili) (3MiHa HaliMeHyBaHHs Ta
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

azpecv BUPOGHMKa)

145.

DTYKOHAKC®

Kancynu no 100 mr, no
10 kancyn y 6nictepi; no
1 6nicTepy B KApTOHHIl
ynakoBLj

Abpun
dopmyneiuH3
Met. /114,

IHAjA

Aypo6iHao
Papma
Nimiten - FOHIT
]

IHAis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - 3MiHKW 3 iKOCTi. FoTOBUIA NiKapPCbKUi
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax npuAaTHOCTI
abo ymoBax 36epiraHHs roTOBOro /1iKapCbKoro
3acoby (36iNblUeHHA TepMiHy NpuAaTHOCTI FOTOBOro
nikapcbKoro 3acoby) - [11s TOoprosoi ynakoBKu
(nigTBEPAKYETHCA AAaHNUMU PEasILHOTO Yacy)
(36iNbLLEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby (3 2-x A0 3-X POKiB); 3MiHu |
TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaAXXEHHS
LiSNbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3aco6y, BKIOYAKUN Ai/TbHAL BUMYCKY
cepii abo MicLie NpoBeAEeHHS KOHTPOJIHO AKOCTI.
(aisnbHicTb, 3a AKy Bignosigae BUPoOHuK/iMnopTep,
BK/IOUAOUM BUMYCK cepiii) (3MiHa HalilMeHyBaHHS Ta
ajpecy BUpo6HMKA)

3a
peyenmom

UA/16081/01/02

146.

D/TYKOHAKC®

kancynu no 200 wmr, no
10 kancyn y 6nictepi; no
1 6nicTepy B KApPTOHHil
ynakoBLj

Abpun
dopmynemiH3
MeT. NiTA.

IHgis

Aypob6iHa0
Papma
Nimiten - FOHIT
1

IHgis

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHu | TMNY - 3MiHKM 3 SKOCTi. FoTOBMIA NiKapCbKNi
3aci6. CtabinbHICTb. 3MiHa y TepMiHax npuaaTHOCTI
a60 ymoBax 36epiraHHsi TOTOBOrO J1iKapCbKOro
3aco06y (36i/1bLIeHHS TepMiHY NpuAAaTHOCTI FOTOBOro
nikapcbKoro 3acoby) - [11s Toprosoi ynakoBKu
(nigTBEPMKYETHCA AAHUMW PEA/TLHOTO Yacy)
(36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
nNiKapcbkoro 3acoby (3 2-x A0 3-X pokiB); 3MiHu |
TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy Micusa NPoBaKEHHS
AifNbHOCTI BUPOGHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BK/AOUAKUM Ai/TbHUL BUNYCKY
cepii abo micue NpoBefeHHSI KOHTPOJIKO SKOCTI.
(aisnbHIiCTb, 3a AKy Bignosigae BUPObOHUK/iMMopTep,
BK/1KOYAKOUM BUMYCK Cepili) (3MiHa HaliMeHyBaHHS Ta
afpecu BUPO6HWKa)

3a
peyenmom

UA/16081/01/03

147.

D/TYKOHAKC®

kancynu no 150 mr no 1
Kancyni y 6nictepi; no 1
6nicTepy B KAPTOHHIi
ynakoBLi

Abpun
dopmynenwH3
MeT. itA.

IHais

AypobiHao
Papma
Nimitep - FOHIT
1]

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNI
3aci6. CTabinbHicTb. 3MiHa y TepMiHax NpuAaaTHOCTI
a60 ymoBax 36epiraHHs FOTOBOrO J1iKapCbKOro
3aco6y (36i/1bLUEeHHs TepMiHY NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [na Toprosoi ynakoBKu
(nigTBEPAXYETLCA AAHUMU peanbHOro Yacy)
(36iNbLUEHHS TEpPMiHY MPUAATHOCTI FOTOBOrO
niKkapcbkoro 3acoby (3 2-x 40 3-X pokiB); 3MiHu |
TUny - AAMIHICTPaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micusa NPoBamKeHHs

bes
peyenma

UA/16081/01/04
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
LiSIbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapCcbKoro 3aco6y, BKIOYAKUN Ai/TbHUL BUMYCKY
cepii abo MicLie NpoBeAeHHS KOHTPOJIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BMpobHuK/iMnopTep,
BK/IHOUAOUM BUMYCK cepili) (3MiHa HalilMeHyBaHHS Ta
ajpecy BUpo6HMKa)
148. | ®NHOKONA®-N Tabnetkn no 4 TabneTkm Habpoc dapma IHais Habpoc IHgis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: Ne 4; Ne 12 UA/6266/01/01
y cTpuni; no 1 ctpuny B Met. 14. dapma lMBT. 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa — 6e3
nanepoBOMy KOHBEpTI; nTg. HaliMeHyBaHHS Ta/abo agpecy 3asBHUKa (BNacHUKa peyenma,
no 4 TabneTtkn y cTpuni; peecTpaLiiHoro noceigyeHHs) (3MiHa agpecu Ne 200 — 3a
no 3 CTPUNKM y KapTOHHIi 3asBHMKa) peyenmom
Kopobui; no 4 TabneTkn
y cTpuvni; no 1 ctpuny B
nanepoBoOMy KOHBEpTI;
no 50 koHBepPTIB Y
KapTOHHI Kopoo6Lli
149. | ®Y3IKYTAH Masb 2% no5r, 15, Oepmacbapm Al HimeuyunHa mi6e M'mbeX HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/10307/02/01
a6o 30 ry Ty6i; no 1 Ty6i ApuHaiimiTTen 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
B KAPTOHHI navyi b HaliMeHyBaHHA Ta/abo agpecun MicLa NPOBamKeHHs
LisIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKNOYAUN Ai/TbHAL BUMYCKY
cepii abo micLe NpoBeAEeHHS KOHTPOJTHO SKOCTI.
(misnbHicTb, 3a Ky BignoBigae BUPo6HMK/iMnopTep,
BK/HOHAIOUM BUNYCK cepiit) (3MiHa agpecu
BMPOGHUYOT AiNbHUUI Mibe TMOX ApuHaimiTTensb,
HimeyumnHa, 6e3 3MiHW MicLisi BUpO6HMLITBA)
150. | XYMOAAP® K25 CYCNeH3ist ANA iH'eKUil, MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/1533/01/01
100P 100 MO/mn no 3 mny BMPOGHMLTBY BVMPOGHMLTBY 3MiHM | TUNy - 3MiHa y MeTodax BUNPOGyBaHHS peyenmom
KapTpuaxi; no 3 abo no iHcyniHiB "IHOAP" iHCyniHIB roTOBOrO liKapCbKOro 3acoby (iHLWi 3MiHN Y
5 kapTpuaxis y nauui 3 "IHOAP" MeToAax BUNpobyBaHb (BK/IOYaoun 3amiHy abo
KapToHy; Mo 5 mny [OMOBHEHHSA)); 3MiHM | TMny - 3MiHa napameTpis
chnakoHi; no 1 a6o no 5 cneuudikauin Ta/abo foNyCTUMUX MEX FOTOBOIO
hnakoHiB y nauui 3 NiKapCcbKoro 3acoby (3BYXXEHHS A0MYCTUMUX MEX)
KapToHy; no 10 mny
hnakoHi; no 1 dpnakoHy
B NnayLi 3 KApTOHY
151. | XYMOAAP® K25 CYCNeH3ist ANst iH'eKLiA, MpAT "MNo Ykpaina MpAT "Mo YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: - UA/13722/01/01
100P 100 MO/mn in bulk: Ne BMPOGHMLITBY BVMPOGHMLTBY 3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS
100, Ne 200 (o 5 mny iHcyniHiB "IHOAP" iHCyniHIB rOTOBOrO JlikapCbKoro 3acoby (iHLi 3MiHW Y
dhnakoHi; no 100 a6o no "IHOAP" MeTofax BMNpobyBaHb (BK/IYa4uM 3aMiHy abo

200 chnakoHis y kopobi);
in bulk: Ne 100, Ne 200
(no 10 mn y cpnakoHi; no
100 a6o no 200
dhn1akoHIB Y KOpo6i)

[IOMOBHEHHSA)); 3MiHU | TUNY - 3MiHa NapameTpiB
cneuudikauin Ta/abo fonycTUMNX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BY)XXEHHSA AONYCTUMUX MEX)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
152. | LE®TA3NINM NOPOLLOK 47151 PO3UYUHY BITA CAH NTA Benukobput Ceicc IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiaslis: 3a UA/15346/01/01
andinekuiinolr, 1 aHis MepeHTepasc BMNPaB/IEHHS TEXHIYHOT NOMWU/IKM Y METOAaX peyenmom
b1aKoH 3 MOPOLUKOM Y Mer. N14,. KOHTPOJIH0 SIKOCTI Ha NikapCbkuii 3acib, y meToaui
KOpo6Lii 3 KapTOHY BUNPO6YBaHHA NokasHuka «KinbkicHe BU3HAUYEHHS
BMICTYy LedpTasnaumy»
153. | UWMNPO®PTIOKCALMN nopoLuUokK (cybcTaHuis) y MAT "®apmak” Ykpaina HbtoneHnpg, IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: - UA/6128/01/01
HY riaPoOXnorPna noABiNHNX Na6opeTopi3 3MiHu | TURY - 3MiHK 3 aKocTi. A®l. KoHTposnb AdI.
nonieTuIeHoBMX Nimiteq 3MmiHa y napameTpax cneuudikauii Ta/abo
naketax gns [OMYyCTUMMX MEX, BU3HaUYeHUX Y cneuudikalisx Ha
hapmaLeBTUYHOIO A®I, ab60 BUXIgHWIA/NPOMIKHUIA NPOAYKT/peareHT,
3aCTOCyBaHHSA LLI0 BUKOPUCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|
(BMNYyYEHHSI HE3HAYHOTO MOKa3HMKa SKOCTI
(Hanpuknag BUIyYEeHHs 3aCTapinoro nokasHuka))
(BUNy4YeHHs 3i cneumdikaLii nokasHuka
"BakTepianibHi eHAO0TOKCUHW" 3 BifNOBIgHUM
MeTOA0M BUMNPOOYBaAHHS. YTOUHEHHSA NOKa3aHHA
ons 3actocyBaHHs A®I); 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6 (iHLWWi 3MiHN)
(3MiHM y TEKCTi MapKyBaHHS €TUKETKN)
154. | UATPAMOH Y Tabnetku, no 6 NAT Ykpaina MAT Ykpaina BHECEHHS 3KMiH 40 PeecTpaLiiHux maTepianis: Ne 6, Ne 10 - UA/5535/01/01
TabneTok y 6nictepax; "Ny6Hnchapm" "Nly6Hncpapm” 3minu |l Tuny - 3miHK Wopao 6e3nekn/edpekTBHOCTI 6e3
no 6 TabneToky Ta (papmakoHarnsgy. BHeceHHsi a6o 3miHa(n) oo peuyenma;
6nictepi, no 10 3060B's13aHb Ta YMOB BUaudi peecTpauiiiHoro Ne 60
6nicTepiB y nauyui; no 10 nocBiAgYeHHs, Bkoyaroun MnaH ynpaeniHHA (6x10), Ne
Tabnetok y 6nicrepax; pv3nkamu (3aCToCyBaHHS 3MiH(1), ski(a) 100 (10x10)
no 10 TabneTok y BMMaratTb(€) NOAASIbLLOTO 06I'PYHTYBAHHSA HOBYMM -3a
6nictepi, no 10 [00aTKOBUM Ai@aHMMK, L0 MatoTb HagasaTucs peyenmom
6nictepis y nayui KOMMNETEHTHUM OPraHoM, OCKi/IbKM BUMaraeTbcs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHs1 3060B'13aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 Mopsaky NpoBeeHHA ekcnepTu3n
peecTpauiiiHux MaTepiasiiB Ha Nikapcbki 3acobu, Lo
noAaloTbCs Ha filepXxaBHy peecTpadiiio
(nepepeecTpadiio), a TakoX ekcrnepTu3n martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHnx Martepianis
NpoTAroMm fiii peecTpauiiHoro NocBig4YeHHs,
3aTBepAKeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
155. | UATPIK® NOPOLUOK A/1s MAT "dapmak” YKpaiHa MAT "dapmak” YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 6e3 UA/15885/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
OpasIbHOro PO34nHY Mo 3MiHu | TURY - 3MiHK 3 SKOCTI. FOTOBWIA NiKAPCbKUI peyenma

22,13 r B cawe; no 10
calle B nayli 3 KapTOHY

3aci6. Onuc Ta cknag. 3miHa y cknagi (4onoMikKHUX

peyoBMHax) roToBOro Nikapcbkoro 3acoby (CMakoBi

[ob6aBkn abo 6apBHYKYM) - [lofgaBaHHS, BUYYEHHS

abo 3amiHa (3amiHa B cknagi 113 apomaTu3aropa
«J/IMMOH-Nalim» Ha apoMaTn3atop «/IMMOH», y
3B'A3KY 3 NOKPALLEHHSIM CMaKO — apoOMaTUYHUX
MOKa3HWUKIB Ta OpPraHoNenTUYHUX BIACTUBOCTENR)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIiB

nicns 3aTBepAkKeHHs)

HauvanbHuK YnpaBniHHA hapmaleBTUYHOI

AIANBHOCTI Ta AKOCTi (hapmaueBTUYHOT NpoAYKLUil

T.M. IacKoBCbKUn




MEPENIK
NIKAPCbKMX 3ACOBIB (MEANYHMX IMYHOBIO/TOTNYHNX NPEMNAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALL, I'IE__PEPEGCTPALI,I'I' TA
BHECEHHI 3MIH O PEECTPALINHNX MATEPIANIB TA AEP>XXABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

Aopartok 4

[0 Haka3sy MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu

20.02.2018 Ne 291

6nictepi; mo 1
6nictepy B nauui 3
KapToHy; no 5 mn
abo no 10 mn y
onakoHi; no 1
donakoHy B nauyui 3

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa lliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
1. MENOKCUKAM- Tabnetku no 15 mr TOB "CaHoi- Ykpaina AT "CaHeka CnoBaubka 3acigaHHa HTP BigmoBuUTN y 3aTBEpMKEHHi - 3MiHM | Tuny - 3MiHM WOA0
3EHTIBA Ne10, Ne 20 ABeHTiC dapmacbloTikans", Pecny6nika/ Ne 02 Big 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. BeefeHHss abo 3MiHu
(10x2): mnmo 10 YkpaiHa" CnoBaubka Pecny6nika Yecbka 11.01.2018 [0 y3arasibHEHUX JaHuX Npo cucTemy dpapmMakoHarnsgy (BBefeHHs
TabneTok y (nepBrHHe Ta BTOPUHHE Pecny6nika/ y3ara/lbHeHUX [JaHux nNpo cuctemy dhapmakoHarnsgy, 3miHa
6nicTepi; no 1 abo nakyBaHHs1, KOHTPO/1b IHAis YNOBHOBaXXEHOT ocobu, BifgnoBiganbHOI  3a  3[ilCHEHHSA
2 Onictepu B Ta Bunyck cepii); TOB hapmMakoHarnisgy; KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa
KapTOHHIlA KopooLi "3eHTiBa", Yecbka ONA 34iiCHEHHA dhapmakoHarnagy B YKpaiHi, SKWO BOHa BigMiHHA
Pecny6nika Bifi, YNOBHOBaXeHOi 0cobu, BigNOBIAANbHOI 3@  3AiACHEHHS
(BUPOGHMLTBO thapmakoHarnifagy (BKIoHaluM KOHTaKTHI fdaHi) Ta/abo 3MiHM Yy
Tabnetok in-bulk; po3milLieHHi MacTep-ghaiina cuctemun hapmakoHarnsgy) (B.1.8. (a)
nepBrHHE Ta BTOPVHHE IAHN), OCKibKA 3asiBHMKOM MofaHa peecTpauiiiHa copma Ha
nakyBaHHS!, KOHTPO/1b npoBefleHHa  npouefypyv  3MiHW  YNOBHOB&XEHOI  0cobw,
Ta BUNycK cepir); BiANOBIga/IbHOI 3a hapmakoHarnsg Ha ofHy 0coby, a [AOKYMEHTH
lOHixem Jlaboparopi3 HafjaHi B fOCbE- Ha iHLWY
Nta., IHgis
(BMpOGHMLTBO
Tabnetok in-bulk)
2. MOBEKC® TabneTku, BKpUTI Mosi Xenc N'm6X | Lseiiyapis CaBa Xenckea /1Tg, IHgjs/ Tpeuis/ | 3acigaHHa HTP BigmMoBUTM y 3aTBEpMKEHHi - CynyTHA 3MiHa. AAMiHICTpaTuBHI
KOM®OPT 060/10HKO0, Ne IHais; Knesa CA, YropwuHa Ne 47 Big, 3MmiHW. 3miHa kogy ATX (A.6. IA), ockinbkn 3aTBepmxeHuii kog ATX
30, Ne 60, Ne 120 Ipeuin; Megiton 28.12.2017 MO1AX Bignosigae knacudikatopy thapmakoTepanesBTU4HuUX rpyn i
(60x2) y nnsiwkax dapmacstoTikan /1T4., Kogis ATX BOO3
YropuwmHa; Bannec
dapmachbtoTikasnc MeT.,
Nta., IHais
3. DAPMACYNIH® H | cycneHsis ans MAT "®apmak” YKpaiHa MAT "®apmak” YkpaiHa 3acifgaHHa HTP BigMmoBuUTK y 3aTBepA)KeHHi - 3MiHW | Tuny - 3MmiHa y mMeTogax
NP iH'eKUIn, 100 Ne 02 Big, BMNPOGYBaHHSI FOTOBOrO /liKAPCbKOrO 3acoby (Hes3HayHa 3MiHa Yy
MO/mn, no 3 mn B 11.01.2018 3aTBepAXeHUX metogax BunpobysaHHs) (B.11.r.2. (a) IB) - He3HauHa
KapTpugxi; no 5 3MiHa y 3aTBepKeHuX MeTogax BWUNpoOyBaHHA 3a T. " Binku
KapTpuaxis y BMCOKOMONEKYNApHI" (AdPY, 2.2.29; 2.2.46) - 3MiHN 06" €My iHXeKLT

AN 3MEHLUEHHA MepeBaHTaKEeHHS KOJIOHKW, BHECEHO BiAnoBifHi
3MiHM [0 crneundikavii, meToais BUNpo6yBaHHA /13 3a T. "Binku
BMCOKOMONEKYNAPHI", "laeHTudikauin”, "A21- pesamigoiHCyNiH i
cynpoBigHi 6inkn", "®eHon i meTakpe3on”, "IHCy/iH y poO3uuHi’,
"KinbkicHe BU3HaueHHs" (APY, 2.2.29; 2.2.46); 3MmiHW | TUNy - 3MiHa
y mMeTogax BMMPOGYBaHHSA AD| abo BVXifHOrO
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Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa lliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby

KapToHY

mMarepiany/npoMiXHOrO NpoAykKTy/peareHTy, WO BUKOPUCTOBYETHCSH
y npoueci BupobHuutBa A®| (HE3HAYHI 3MiHM Yy 3aTBEPMKEHMX
MeTogax BunpobysaHHsl) (B.1.6.2. (a) IB), 3asBHWKOM He
npeacTaBfeHO HaNIEXHOr0 OGrPYHTYBaHHS LLOAO MPUYMH BHECEHHS
3anpornoHoBaHMX  3MiH, 3  ypaxyBaHHAM TOro, WO npu
peecTpavuii/nepepeectpauii M3 Ta A®l YkpaiHi BUPOOGHUKOM
HajaBasMCb AaHi 3 Banigauii  aHaniTUYHUX MeToauK, AKi
nigTeepmxysasiv - NpuaaTHICTb  BIAMOBIAHUMX  MeTOAMK  ANS
npoBefeHHA aHanisy sk A®l Tak i signosigHux [N13. HasepeHi
MOSICHEHHA W00 MNEepPeBaHTaXKEHHS aHaNiTUUYHOI KOMOHKM He
MOXYTb OYyTW MPUIAHATI, OCKINbKM MeToAuka BUNPOOYBaHHA 3a p.
"Binku BucokomMonekynsapHi' ans A®l nepepbayae BUKOPUCTaHHS
BMNPOGOBYBAHOIO PO34MHY 3 KOHUEeHTpauieto 1,4 mr/mi., B TOW Yac
AK Yy BignosigHocTi Ao BuMoOr MoHorpadiii €.®. «Insulin, human»
BiANOBIgHMIA TecT «Impurities with molecular masses greater than
that of Insulin» nepepb6ayae BMKOpUCTAHHSA BWNPOGOBYBaAHOIO
pO3uMHYy 3 KOHUeHTpauietwo 4 mr/ma, o06’em iHXekuiii B 060x
BMNagkax CcTaHoBWUTb 100 M. MOX/IMBICTb 3MEHLUEHHSI 06’emy
iHKekuii  He  NPOAEMOHCTPOBaHO  AOCTATHbOK  KiNbKICTHO
BanifgauiiHX AOCMifKEHb Y BiANOBIAHOCTI 40 BMMOr KepiBHWULTBA
ICH «VALIDATION OF ANALYTICAL PROCEDURES: TEXT AND
METHODOLOGY» Q2(R1). 3asBHMKOM Yy MEpPBUMHHMX MaTepianax
Big 24.05.2017 p. HagaHo 3BiT 3 Bepudpikauii mMeToauKW, Bif,
06.04.2015, siKMiA MICTUTL y3araslbHeHi CTaTUCTWYHI fdaHi 6e3
HafaHHA po3paxyHkKiB, TUMOBMX XpoMaTorpam Ta onncy MeToAoMorii
Ta BU3HAYEHHSA napameTpiB NpoBefeHUX AOC/iAKeHb. Y BiAMNoBigb
Ha 3aBYyBaXEHHS ekcnepTa HajaHo 3BIiT 3 BasigaLlii METOAUKM Bif,
01.11.2017 p. B SKOMY TakKOX BIiACYTHi NEpPBWHHI  AaHi
Xpomarorpamu po3yuHiB, hakTU4Hi AaHi naow, nikiB Ta 4acie ix
YTPUMYBaHHS, SKi CTany NigcTaBolo AN1A HaBedeHWX CTaTUCTUYHMX
pe3ynbTatiB. KpiMm TOro, 3Baxawun Ha Te, Lo BUPOGHMKOM AdI €
KomnaHis Eli Lilly, 3af9BH/KOM He npeacTaB/ieHo XOAHOT iHdhopmait
npo Te, 4M BHOcuAMCb Komnadieto Eli Lilly 3miHm po wmetogis
KOHTponto A®| aHanoriyHi  3anpornoHoBaHWM 3asBHUKOM AT
"®apmak”, YkpaiHa. AKWwo Taki 3MiHM iHiujiiioBaHi BMkIOYHO AT
"®apmak”, YkpaiHa TO Yy MaTepiasiax peecTpauiiHoro Aocbe
(Mogynb 3 SkicTb) BIACYTHI AaHi, SKi NiATBEPIKYIOTb MOX/IMBICTb
BXigHOro koHTponto A®| BupobHuutBa Eli Lilly Bupo6Hukom 13
MAT "®dapmak”, YkpaiHa 3a LONOMOrol MeToauK, siki Bigpi3HATLCSA
Bi METOAVK KOMMNaHii BUpo6HuKa Ad|
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HauyanbHuK YnpaBniHHA chapMmaleBTUUYHOI
BIANBbHOCTI Ta AKOCTI (papmaueBTUYHOT NpoAYyKUiT T.M. NIAcKOBCbLKUIA
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