MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
03.11.2016 Ne 1166
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 Ta 7 Ilopsiaky [epskaBHOI peecTtpaliii (repepeectparjii) JiiKapCbKHX
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

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosnoriuHi mperrapaTv) 3rigHO 3
riepestikoMm (go#aTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>KaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHud JfiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtd) 3riHO 3
riepesikoM (JJoAaToK 2).



3. BHectu 3MiHM [0 peecTpauliHUX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha JiKapchkKi 3acobw (MeguuHi imyHOoOGiomoriuHi
riperiapaTH) 3TiJJHO 3 repesiikoM (JoAaTok 3).

4. BimMoBUTH Yy [lep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHeCEHHi 3MiH /10
peecTpaLiiiHUX MarepiasiB Ta [lep>aBHOTO peeCcTpy JiKapChKUX 3acobiB YkKpaiHu

MiKapChbKMUX 3aco0iB 3riiHO 3 TIepeslikoM (40/aToK 4).

5. KOHTpO/1b 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3acTyrnHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



3actynHuk MiHicTpa
HauvanbHUK YTipaB/iiHHA
dhapMalieBTUYHOI AisTbHOCTI

Ta SIKOCTi hapMalieBTHUHOI TTPOAYKIIil

HauasibHUK YTipaBiiHHS IPaBOBOr'O
3abe3reueHHs

HauanbHUK YTipaBiiHHA

opraisatjifiHoro 3abe3rneueHHst pob60TU

arlapary

B.o. 3aBigyBaua CeKTOpy OLIiHKY Ta
YCYHEHHS KOPYIILIIMHUX PU3HKIB

HauasnbHUK YTipaBiiHHA Oprati3sariil
poboTu KepiBHUI[TBa MiHicTepcTBa

Peectp po3cunku:

Jl0 CTIpaBU

YnpaBninHs ¢papMarieBTUYHOI Jis/TbHOCTi

Ta KOCTi (papmMaLieBTUUHOT ITPOAYKLiT

Ol «lep>kaBHUM eKcriepTHUM LieHTp MO3 YkpaiHu»
HepkaBHa ciy)kba YKpaiHu 3 iKapChbKUX 3aco0iB

I'yuan H.B..
498-43-48

P. Inuk

T. JISCKOBCLKUM

JI. [Jlem1lieBCbKa

I. Bennuko

O. JleBUeHKO

C. AHTOHOB

- 2 IPUMipHUKHA

- 1 npyuMipHUK
- 1 npyUMipHUK
- 1 mpuMipHUK



3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOTIOINYHUX MPENAPATIB), AKI

NEPENIK

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu
03.11.2016 Ne 1166

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ssa dopma sunycky 3asBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknamy Homep
n/n JNliKapCcbKO20 (nikapcbka 3asiBHUKa BUPOGHUKa npoyeadypa BiOnycKy BaHHS peecmpayitiHo
3acoby ¢hopma, ynakoska) 20
nocsi0OYeHHs
1. L-OPHITUHY-L- KpUCTasTivHmiA ToBapucTeo 3 YkpaiHa EBOHIK PEKCIM dpaHuisa peecTpadia Ha 5 pokis - He UA/15507/01/01
ACMAPTAT NnopoLUoK abo 06MEeXeHo C.A.C. nionsizae
KpucTanm BifgNoOBiAasIbHi
(cybeTaHuis) y CTIO
nakeTax NoABiNHNX "OAPMEKC
nonieTUIeEHOBUX reyn"
ans
hapmMaueBTUYHOTO
3aCTOCYBaHHs
2, FEMOTPAH® TabneTku, BKpUTI MAT "dapmak" Ykpaina MAT "dapmak” Ykpaina peecTpauis Ha 5 pokis 3a He UA/15498/01/01
NAiBKOBOIO peyenmom nionsizae
060/10HKO0, No 500
mr Ne 30 (10x3) y
6nictepax
3. ECTE3N®IH cnpeii HawkipHuiA 1 | NAT "®apmak” Ykpaina MAT "®dapmak" Ykpaina peecTpaduif Ha 5 pokis 6es nionsiecae | UA/15499/01/01
% no 15 mn a6o 20 peyenma
MmNy thnakoHi, no 1
h/1akoHy B nauLi
4. HANBY®IH pPO34uH Ans MAT YkpaiHa MioHrMyH ®apm. Pecny6nika peecTpadia Ha 5 pokis 3a He UA/15502/01/01
iH exuiii, 10 mr/mn "®iTodhapm" Ko., NITA. Kopes peyenmom niosnsieae
no 1 mn B amnynax
Ne 10
5. YPUMAK Kancynm Makneogac IHais Makneogc IHais peecTpadis Ha 5 pokis 3a He UA/15506/01/01
NPONOHToBaHoT Aji dapmacboTuK dapmacbroTukan peyenmom nionsieae
TBepAi no 0,4 mr Ne auc flimitepq, ¢ Nlimitepq,
30 (10x3) y
6nictepax
6. LE®DA3ONIH NMOPOLLOK A1t AT "Nekxim- Ykpaina Ksiny Kutaii peecTpaduis Ha 5 pokis - He UA/15381/01/01
pO34MHYy ANns Xapkis" PapmaueyTikan niossi2ae




bulk: 50 chnakoHiB 3
NOPOLLKOM Y
Kopoo6ui

5 IIpoposxxenHs fonaTtka 1
Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa npoyeoypa BiOnycKy BaHHS peecmpayitiHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
iH ekuin no 1,0 rin Ko., TA.
bulk y gonakoHax Ne
50
7. LEPYPOKCUM NOpOLLOK Ans AT "Jlekxim- YkpaiHa Ksiny Kutaii peecTpadis Ha 5 pokis - He UA/15364/01/01
pO34nHy ANs Xapkis" PapmaueyTikan niosnsieae
iH ekuin no 0,75 ; in Ko., TA.
bulk: 50 conakoHiB 3
NMOPOLLUKOM Y
Kopoo6Ui
8. LE®YPOKCUM NMOPOLLOK A5 AT "Nekxim- Ykpaina Ksiny Kutaii peecTpaduis Ha 5 pokis - He UA/15364/01/02
poO34nHy A1s Xapkis" PapmaueyTikan niosisieae
iHekuin mo 1,5r; in Ko., NTA.

HauyanbHUK YnpaBniHHA
thapmaueBTUUYHOI AiANBbHOCTI Ta

AKOCTI papmMaueBTUUHOI NPOAYKLiT

T.M. NAacKOBCbKUu




MNMEPEJIIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

03.11.2016 Ne 1166

INEPEPEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEJVUYHVX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI BHOCATBHCSHA 10
JTEP)KABHOTI'O PEECTPY JIIKAPCBKUNX 3ACOBIB YKPATHU

donakoHy-
KpanensHuui y
KapTOHHIA Kopoobui

thapmakoHarnsgy. 3miHa y KOpoTKiii
XapakTepucTuLi NikapCcbKoro
3aco0by, TEKCTI MapKyBaHHA Ta
IHCTPYKUIT ANA MeanyHoro
3aCTOCYBaHHA Ha nigcTasi
perynspHo OHOBMIOBAHOIO 3BITY 3
6e3nekn nikapcbKoro 3acoby, abo
JocCnigpKeHb 3 6e3neku
3aCTOCYBaHHS NikapCbKoro 3acoby B
nicnspeecTpawiiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigxeHb, NpoBeAeHnX
BiANOBIAHO A0 NNaHy negiaTpuyHmx
pocnigxeHs (PIP) (3MiHy y3rompkeHo
3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiH1 BHECEHO [0
IHCTPYKLUIT ANA MeanyHoro
3acToCyBaHHA npenapary fo
po3ginis «MpoTunokasaHHsA»,
«Mo6iuHi peakuii», «Oco6ANBOCTI
3aCTOCYBaHHS», «3aCTOCYBaHHS y
nepiog BariTHoOCTi abo rogyBaHHs
rPYAAL0» (3MiHM CHOPMYNIOBaHHS),
«[iTn» BIANOBIAHO A0 OHOBNEHOI
iHchopmaLii 3 6e3nekn gitouoi
PEeYOBUHM

Ne Hassa dopma sunycky 3asaBHUK KpaiHa Bupo6HuUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Howmep
n/n JNliKapCbKO20 (nikapcbka ¢hopma, 3asABHUK BUPOOGHUK BIiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsiO4YeHHs1
1. ANNIEPTOKPOM Kpanni ouHi, 20 mr/mn | YPCA®APM | HimeuuuH YPCADAPM HimeuunHa nepepeecTpavisi Ha HeobMeXeHui 3a He UA/5381/01/01
no 10 mn y doniakoHi- ApuHaimitTe a ApuHanmitTTenb TepMiH; 3MiHn | Tuny: 3MiHK Woao peyenmom niossizae
KpanesnbHuui, no 1 nb M'M6X 6X 6e3nekn/edeKTUBHOCTI Ta
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ITpooB)XeHHs ofaTKa 2

Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
2, ANEPITOMAKC cupon, 0,5 mr/mn no ToBapucTBo YkpaiHa BCi cTagji YkpaiHa nepepeecTpawis Ha HeobMexXeHui 6e3 nionsizae | UA/10913/02/01
50 mn y donakoHi, no 1 3 BMPOGHMLTBA, TepMiH; 3MiHu | Tuny: 3MiHK Woao peyernma
onakoHy pasom 3 06MeXeHo KOHTPO/1b SIKOCTI, 6e3nekun/edeKTMBHOCTI Ta
[03YUNM LLNPULLOM- BiAgnosigasb BUNYCK Cepil: thapmakoHarnagy. 3MiHU y KOPOTKiit
nineTKo B KOPoo6Lj, HICTIO ToBapucTeo 3 XapakTepucTuLi NiKapcbKoro
no 100 mn y dhnakoHi, | "dapmauyesT 06MEXEHOI0 3aco0y, TEKCTi MapKyBaHHA Ta
no 1 conakoHy pasom nyHa BiANOBiga/IbHICT IHCTPYKUIT o158 MeanyHoro
3 [03Y04nM KOMnaHis 10 3aCTOCYBaHHSA
LUNPULOM-NINETKO B "3popoB'a” "papmaveBTnYHa reHepuyHux/ribpnaHnx/6ionogibHnX
Kopobui KOMMaHis NiKapcbknx 3acobiB nicns BHECEHHS
"3popos'a” Tiei camoi 3MiHV Ha pedhepeHTHWi
Ykpaina, npenapar (3MiHa He noTpebye
BCi cTagji HaaHHA XOAHMX HOBUX O0AaTKOBUX
BUPOGHULTBA, AaHunx) - 3MiHN BHECEHO [0
KOHTPO/b SIKOCTi: IHCTPYKUIT o158 MeanyHoro
ToBapuCcTBO 3 3acToCcyBaHHA npenapary [0
06MexXeHo po3giny "MokasaHHA", a Takox A0
BignosigasbHiCT po3ginis «MpoTunokasaHHA»,
10 "XapkiBCbke «B3aemopjs 3 iHWMMK NikapCbKMMK
hapmaueBTUyHe 3aco6amu Ta iHLWi BUAY B3aEMOLIi»,
nignNpuemMcTBO «OCc06/MBOCTi 3aCTOCYBaHHS»,
"300poB's «3[aTHICTb BN/IMBATY Ha LUBUAKICTb
Hapoay" peaxuii npy KepyBaHHI
YkpaiHa aBTOTpPaHcnopTom abo poboTi 3
IHLLMMW MexaHi3MaMmn», «[iTn»,
«[lMo6ivHi peaxuii» BiANOBIAHO A0
pecepeHTHoro npenapary (Epiyc,
cupon no 0,5 mr/mn) 3rigHo 3 n.1.13
Ta n.2.3 gopartky 15 Hakazy MO3
Ykpainu Big 23.07.2015 Ne460
HafaHo rapaHTiliHi IMcTy Big
3asBHMKa LWoao HagaHHA MYP Ta
[OMOBHEHHSA [0 OrnAfy KNiHiYHMX
[JaHuX yepes 2 poku Bif, BBEAEHHS B
aito Mopsaky (0o 30.10.2017 p.)
3. AHTUCENTON HacTolika ToBapucTeo YkpaiHa ToBapucTeo 3 YkpaiHa nepepeecTpais Ha HeobMeXeHWi 3a He UA/11796/01/01
H aHTucenTnyHa o 3 06MEXEHOH TepMiH; 3MiHu | Tuny: 3MiHK Woao peyenmom niossizae
30BHILUHBLOIO 06MEXEHOH BignoBiganbHiCT 6e3nekn/edeKTNBHOCTI Ta
3actocyBaHHs no 100 BigMnoBigasb 10 thapmakoHarnsgy. 3miHa y KOpoTKiii
M/1Y donakoHax HICTIO "papmaveBTNYHA XapakTepucTuli NikapcbKoro
"papmaLesT KOMMaHis 3acoby, TEKCTi MapKyBaHHs Ta
nyHa "3a0opos's” IHCTPYKUIT AN MeanyHoro
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

KOMMaHisi
"3popos'a”

3acTocyBaHHA Ha nigcrasi
perynspHO OHOB/IHOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnigpkeHs 3 6e3neku
3acTOCyBaHHSA NikapCbKoro 3acoby B
nicnapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BIiTY 3
OOCNiAXeHb, NPOBEeAEHNX
BiNOBIAHO A0 NNaHy negiaTpUyHNX
pocnigpxeHs (PIP) (3MiHY y3romkeHo
3 KOMNETEHTHVUM YNOBHOBAXEHVUM
opraHom), 3miHV BHeCeHO A0
IHCTPYKUIT A1 MeanyHoro
3acTOoCyBaHHsA npenapary o
po3ainy "MobiuHi peakuii”
BiAMNOBIAHO A0 OHOBMEHOI
iHchopmaLii 3 6e3neku gitouoi
pPeyoBUHM
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 YkpaiHu Bif,
23.07.2015 Ne460 HapaHo
rapaHTiiiHi INCTK Bif 3asBHKKA
o0 HagaHHA MYP Ta fonoBHEHHSA
00 ornagy KNiHiYHMX gaHux go
30.10.2017 p.)

APTU®PUH-
340POB'AA

PO34YMH ANS iH'eKLili
no 1,7 mn B amnyni;
no 10 amnyny
KapTOHHI kopobLi 3
neperopogkamu; no
1,7 mn B amnyni, no 5
amnyn y 6nictepi; no
2 6nictepu B
KapTOHHI Kopobui; no
1,7 mn y kapnyni, no
10 kapnyn y 6nictepi,
no 5 6nictepiB y
KapTOHHI Kopooui

TosBapucTso
3
06MeXeHOo
BignoBiganb
HiCTIO
"®apmauesT
N4Ha
KOMIMaHis
"3popos'a”
YkpaiHa

YkpaiHa

BCi cTagil
BUPOGHULTBA,
KOHTPO/1b AIKOCTI,
BUMYCK Cepii:
ToBapucTso 3
06MEXeHOo
BiANOBiga/IbHICT
)
"PapmaueBTUYHa
KOMNaHis
"3popos'a”
YkpaiHa,

BCi cTagji
BMPOGHMLTBA,
KOHTPO/b SIKOCTi:
TosBapucTso 3
06MexXeHo
BiANOBigaNbLHICT

YkpaiHa

nepepeecTpawis Ha Heo6exeHni
TepMmiH; 3MiHun | Tuny: 3MiHn Wopao
6e3neku/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkil
XapakTepucTuLi NikapcbKoro
3aco6y, TEKCTI MapkyBaHHS Ta
IHCTPYKUIT o158 MeanyHoro
3acTocyBaHHA Ha nigcrasi
perynspHoO OHOB/IHOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnigpkeHs 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpawiiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
LocnigkeHb, NpoBeAeHUX
BiNOBIAHO A0 NNaHy negiaTpuyHNX
pocnigxeHs (PIP) (iHWwi 3MiHW),
3MiHM BHECEHO A0 iIHCTPYKLT ANs

3a
peuernmom

He
niosnsi2ae

UA/1349/01/02
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ITpooB)XeHHs ofaTKa 2

Homep

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

peecmpayitiHo

20
nocBio4YeHHs

10 "®APMEKC
reymn-,
YkpaiHa

MeJUYHOr0o 3aCTOCyBaHHS
npenapary 0 po3ainis
"papmakonoriyHi BlacTuBoCTi",
"papmakokiHeTika", "Moka3aHHA",
«[iTn» (BHECEHI YTOUHEHHS
chopmyitoBaHb B TEKCTI iIHCTPYKLT,
AKI CTOCYHOTbCS iHGhopMaLi 3
6e3nekn Ailymx pevyoByrH), a TaKoX
[0 po3ainis «MpoTunokasaHHs»,
«B3aemopia 3 iHWUMKN NiKapCbKUMn
3aco6amu Ta iHLWi BUAY B3AEMOLi»,
«OC06/MBOCTI 3aCTOCYBaHHS»,
«3acTocyBaHHSA y nepiog, BarirTHOCTI
ab0 rogyBaHHs rpyaar»,
«3[aTHiCTb BNANBATA Ha LUBUAKICTb
peakuii npy kepyBaHHi
aBTOTpaHcnopTom abo pob6oTi 3
IHLUMMW MeXaHi3MamMmn», ,
«[lMepeno3yBaHHsA», "Cnocio
3acTocyBaHHA Ta A03n", «Mo6iyHi
peakuii» BiANOBIAHO OHOB/IEHOT
iHhopmaii 3 6e3nekn airunx
peuvoBuH. 3rigHo 3 n.1.13 gogaTky
15 Haka3y MO3 YkpaiHu Big,
23.07.2015 Ne460 HapgaHO
rapaHTiliHi IUCTK Bif 3asBHMKA
oo HagaHHa NMYP ao 30.10.2017

p.)

UA/6355/01/01

BY3NHN

YOPHOI KBITKWU

KBITKM (CybCTaHuis) y
MilLKax, THoKax ans
BMPOGHULTBA
HEeCTepPU/TbHUX

MpAT
"Niktpasn"

YkpaiHa

MpAT "JliktpaBn"

YkpaiHa

nepepeecTpalis Ha HeobMeXeHui
TepMiH

He
nigyArae

UA/5132/01/01

raPOKOPTN30

H

NiKapcbKnx hopm
Masb 1% nol1l0ry
Tyb6ax Ne 1

AT
«Hwmxpapm»

Pociiicbk
a
depnepadi
a

AT «Hwmxdapm»

Pociiicbka
depepauis

nepepeecTpavyis Ha 5 pokiB y
3B A3KY i3 3aKiHYUEHHAM TePMiHy Al
peecTpauiiHoro NocBigYeHHst; 3MiHN
| TMNy: AGMiHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS Ta/abo
agpecw 3asBHVKa (BnacHuka
peecTpaLiiiHOro NoCBigAYEHHS).
3MiHu | TUny: AgMiHicTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo

afipecy MicLisi NPoBaKeHHS

3a
peuernmom

He
niossi2cae
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

AifinbHOCTI BUpOGHUKa/imnopTepa
roTOBOrO NiKapCbKOro 3acooy,
BK/IIOYA0UW [i/IbHUL BUNYCKY cepil
a6o micue NpoBefieHHA KOHTPO/TH0
AKOCTI. (AiANbHICTb, 3a AKY
BignoBsifae BUpobHUK/iMnopTep,
BK/1H0HAI0UM BUMNYCK Cepiit). 3MiHu |
Tmny: 3MiHM 3 AKOCTi. FoTOoBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
LONyCTUMUX MeX roTOBOro
nikapcbKoro 3acoby (4,0MOBHEHHS
cneumdikadii HOBUM NOKa3HUKOM 3
Bi4NOBIAHMM METOA0M
BUMNPOOYBaHHSA), (METOAN KOHTPO/IO
NiKapCbKOro 3aco6y AONOBHEHO
po3ginom «CynpoBifHi 4OMILLKM»).
3MiHu | TUNY: 3MiHK 3 AKOCTI.
OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTumumx
MEX rOTOBOr0 J1iKapCbKOro 3acoby
(iHWwi 3miHW)(, (NpuBeaeHHS po3ainy
«MikpobionoriyHa unctora» y
BiZANOBIAHICTb 0 BUMOT Ail040ro
BMAAHHA €BponeincbKoi
dapmakonei; 3miHa 3a po3ainom
«Macca cogepxumoro Ty6bi». 3MiHK
| Tuny: 3miHmn 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapcbkoro 3acoby. 3miHa
y MeTogax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (iHLWi 3MiHN Y
MeTofax BUNpobyBaHb (BKHoYatoun
3amiHy abo AONOBHEHHS), (3MiHK [0
MeTO/iB BUNPOOYBaHHSA - po3gin
«Macca coaepXxmnmoro Ty6bi»
[I0MOBHEHO OMUCOM
nNpo6oniAroToBkM BUNPO6OBYBAHOIO
3paska; po3ain «MikpobionoriyHa
yncTOTa» NPUBEAEHO Y
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

Bif4NOBIAHICTb 40 BMMOT AiH04Oro
BUZaHHSA E€BPONencobKol
dapmakonei; po3gin «KinbkicHe
BM3HAYEHHSA - 3MiHa
npo6oniaroToBky BUNPOB60OBYBaHMX
pO34mHiB Ta Bi4NOBIAHO
pO3paxyHKOBMX
dhopmyn,npmaaTHiCTb
XpomarorpadiyHoi cuctemu
[ONOBHEHO NOKA3HUKOM
«KoediLieHT cumeTpii»). 3MiHu |
TMny: 3MiHN 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTposb
rOTOBOrO JiIKAPCbKOro 3acoby. 3miHa
y MeTogax BUnpobyBaHHA roTOBOr0
nikapcbKoro 3acoby (BUAyYeHHsi
mMeToAy BUNPOOYBaHHS, SKLLO BXe
3aTBEPKEHWI a/IbTEepPHATUBHNIA
mMeTop), (BUnyveHHs
aNbTepHaTUBHOIO MeToAY
BUNPOGYBaHHSA 3a PO34i/10M
«KinbkicHe BU3HaYeHHs», a came
MeTog, cnekTpodhoToMeTpi,
OCKi/IbKM HasiBHWIA MeToa BEPX)

NMOKCU3OH

Masb no 10 r y Ty6ax
Ne 1

AT
"Huxdpapm™

Pociiicbk
a
depnepadi
A

AT "Hwxdapm"

Pocilicbka
depnepadia

nepepeecTpavyis Ha 5 pokiB y
3B"AA3KY i3 3aKiHYEHHAM TEPMIHy Ail
peecTpauiiHoro NocBigYeHHst; 3MiHN
| Tny: 3miHa HalimeHyBaHHsA Ta/abo
MiCLLe3HaxXOMKEHHS 3asBHMKA
(BnacHuka peecTpauiinHoro
noceigyeHHs). 3miHu | Tuny: 3miHa
HalimeHyBaHHS Ta/abo
MicLe3HaxoKeHHS BUPOOHUKa
roTOBOrO NiKapCbKoro 3acooy,
BK/IOHAOUM MiCLie NMPOBEAEHHSA
KOHTPO/O AKOCTI(BMPOGHMYa
AiNbHMLA BUNYCKy cepii). 3MiHn |
TMny: 3MiHM WoA[0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOPOTKiiA
XapakTepucTuli NikapcbKoro
3acoby, TeKCTi MapKyBaHHA Ta
IHCTPYKUIT AN MeanyHoro

3a
peuerimom

He
niosnsieae

UA/4778/01/01
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ITpooB)XeHHs ofaTKa 2

Ne

Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocBiO4YeHHs

3aCTOCYBaHHS
reHepuyHux/ribpnaHnx/6ionogibHuxX
NiKapCbKMx 3ac06iB Nic/1s1 BHECEHHS
Tiei camoi 3MiHV Ha pethepeHTHWi
npenapar (3miHa He noTpebye
Ha[jaHHs XOAHNX HOBUX JOAATKOBUX
AaHnX) -3MiHW BHECEHO A0
IHCTPYKUIT AN19 MeaNYHOro
3acToCcyBaHHA npenapaty 4o
po3giny "MokasaHHA", a TakoX A0
po3gainy "Cnocib 3acTocyBaHHA Ta
[031" (yTOUHEHHSA [03yBaHHSA)
BiANOBIAHO A0 pedyepeHTHOro
npenapaty OKCVKOPT®, masb).
3MiHu | TMny: 3MiHK 3 SKOCTI.
oToBWIA NikapCcbKkuii 3aci6.
KOHTpO/b roTOBOrO JlikapcbKoro
3acoby. 3miHa napameTpiB
cneumdikalin Ta/abo gonycTuMmx
MeX roToBOro NikapcbKoro 3acoby
(iHWi 3MiHK) - NpYBEAEHHS po3ainy
«MikpobionoriyHa unmctoTta» y
BiAMOBIAHICTb 40 BMMOT Ajt04oro
BUAAHHS €BPONERCLKOI
dapmakonei;3MiHa 3a po3aifiom
««Macca cofepXxnmoro Tybbi».
3MiHu | TUNY: 3MiHK 3 AKOCTI.
OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro
3acoby. 3miHa y meTogax
BMNPOBYBaHHSA rOTOBOr0
nNikapcbKoro 3acoby (iHwi 3MiHN y
MeToAax BMNpo6yBaHb (BK/IKOHAKOUM
3amiHy abo 4OMNOBHEHHS) -
npvBefeHHsA po3ainy
«MikpobionoriyHa umcrtota» y
BIANOBIAHICTb 4O BUMOT Ail040r0
BMAAHHA €BPONencbKoi
dapmakonei; po3gin «Macca
COAEPXUMOTO Tybbl» AONOBHEHO
onvMcomM Npo6oniaroToBKM 3pasky.
3MiHu | TUNYy: 3MiHK 3 AKOCTI.
"OTOBWIA NiKapCbKuii 3acib.
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ITpooB)XeHHs ofaTKa 2
Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocBiO4YeHHs

KOHTpO/b roTOBOrO JlikapcbKoro
3aco6y. 3miHa y meTogax
BMNPOGYBaHHA roTOBOro
nikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBEPKEHNX MeTogax
BMNPOBYBaHHS) - 3MiHU 3a PO3Ai/I0M
«KinbKicHe BU3HA4YEHHs», a came
3MiHa onuncy Npo6oniaroToBKK
peakTuBiB, BMNPO60BYBAHOIO Ta
CTaHOAapTHOIO PO3YHIB).
3MiHu | TUNY: 3MiHK 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-
cepTudikat BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MNogaHHA
HOBOro abo OHOBJIEHOIO
cepTudikaTa BignosigHOCTI abo
BU/TyYeHHs cepTudpikata
BIANOBIAHOCTI EBPONENChKili
thapmakonei: gnsa A®l; ana
BMXiHOrO
mMaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
BUPOGHNLTBI ADI; ans 4ONOMIXKHOT
peyoBuHU (cepTudpikat
BiA4MOBIAHOCTI €BPONENCHKIl
thapmakonei) - OHoOBNEHWMI
cepTudikaT Bif, y)e 3aTBepXeHoro
BMPOOHUKA - OHOB/IEHHS
CepTudikaTy BiANOBIAHOCTI
€Bponelicbkiii ®apmakonei Ha
OKCUTETpPAaLMKAIH rigpoxnopua.
3MiHu | Tuny: 3MiHK Woao
6e3nekn/edpeEKTUBHOCTI Ta
thapmakoHarnsagy. BeegeHHsa abo
3MiHW [0 y3arasibHEHUX AaHUX Mpo
cuctemMy hapmakoHarnsagy
(BeeHHs y3aranbHEHUX AaHUX npo
cucTemy hapmakoHarniagy, amiHa
YNOBHOBaXEHOI 0Cco6M,
BiANOBiAa/IbHOI 3a 3[iCHEHHS
thapmakoHarnsafy; KOHTakTHoOT

ocobu 3 (hapmakoHarniagy 3asaBHUKa
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ITpooB)XeHHs ofaTKa 2

90 Mr Ne 30 (10x3) y
6nictepax

papMakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuLi NiKapcbKoro
3aco0by, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeanyHoro
3aCTOCYBaHHSA Ha nigcTasi
perynisipHoO OHOB/HOBAHOTO 3BITY 3
6e3nekn nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA JiKapCbKOro 3acoby B
nicnapeecTpauiinHmii nepiod, abo Sk
pes3ynbTaT OLiHKM 3BIiTY 3
LocnigKeHb, NpoBeAEHUX
BiAMOBIAHO [0 NNaHy negiaTpuyHmx
pocnigxeHs (PIP) (iHWi 3MiHW) -
3MiHN BHECEHO [0 IHCTPYKUiT Ans
MeJMNYHOr0 3aCTOCYBaHHA
npenapary 0 po3gainis
«[MpoTnnokasaHHs», «B3aemogjs 3
HLIUMW NiKapCcbkMMKU 3acobamu Ta
iHWi BMAW B3aemofjii»,
«Oc06/MBOCTi 3aCTOCYBaHHS»,
«3acTocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHs rpyaato»,
«34aTHICTb BNMBATY Ha LUBUAKICTb
peakuii npy KepyBaHHi
aBTOTpPaHcnopTom abo poboTi 3
iHWMK MexaHi3MaMn», «iTn»
(YTOUYHEHHSA chopMy/IHOBaHHS),
«Mepefo3yBaHHsA», «M06iYHi
peakuii» BignoBiaAHO iHhopmaLii
LoAo 6e3nekn Aiyvoil pevyoBrHA
"onnTiazeM" Ta pekoMeHaaLlin

Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
[ONs 34iiCHeHHs hapmakoHarnsgy B
YKpaiHi, AKLW0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0co6H,
BiANOBIAANLHOI 3a 37iliCHEHHSA
thapmakoHarnsagy (Bkitovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MmiLLeHHI macTep-chalina
cucTeMmn dpapmakoHarasgy)
8. AIAKOPOVH® TabneTku, BKpUTI TOB Yecbka TOB "3eHTiBa" Yecbka nepepeecTpawisi Ha HEOGMEXeHUI 3a peyenmom He UA/5731/01/02
90 PETAP/, 060/10HKOH, "3eHTiBa" Pecny6ni Pecny6nika | TepMmiH; 3MiHn | TUNY: 3MiHK W00 nionsizae
NPOMOHIoBaHOT Aji No Ka 6e3nekn/edeKkTUBHOCTI Ta




amnyni, no 10 amnyn
y nadui, no 5 mny

chbnakoni; no 1 a6o 10
h1akoHiB y nauuj; no

25 mn a6o no 50 mn y

onakoHi; no 1
hnakoHy y nayui

MiCLLe3HaxXOMKEHHS 3asBHMKA
(BnacHuka peecTpauiinHoro
nocBig4YeHHs). 3MiHu | Tuny:

BuyyeHHs1 BUpOOHWYOT AiNbHML
(BKNtoyaroum ainbHULUI ona APl abo
[iro4oi pevyoBrHU, MPOMIKHOIo
NpoAyKTy abo roToBOro NikapcbKoro
3aco0y, AinbHULi ANA NPOBEAEHHSA
nakyBaHHs1, BAPOOHYKa,
BiANOBIJaNLHOrO 3a BUNYCK Cepi,
Micue NpoBefieHHs KOHTPOSIO cepil)
abo nocTavasibHMKa BMXiAHOTO
mMaTepiany, peareHty abo

[O0MOMDKHOT PeYOBUHU (AKLLO

3a3HauveHo y peecTpaviiiHomy
pocbe)(1.7.,1A), (BUNy4YeHHs

BMPOGHMYOI ginbHuLi TOB "OHKO
MKEHEPIKC", YkpaiHa, Ta, K
HacnifokK, BUTYYEHHS YNaKkoBOK, SIKi
BMPOGIANNCE HAa BUJTYYEHIl
OinbHuLi). 3MiHK | TUNY: 3miHa
HalimeHyBaHHS Ta/abo

MiCLle3HaxoKEHHS BUPOOHUKa

roTOBOrO JliKapCbKOro 3acoby,

BK/IHOYAOUMN MiCLle NMPOBefEHHs
KOHTPOJO AKOCTI(BMPOGHMYa

AinbHULA BUNYCKy cepii). 3MiHn |
TMny: 3MiHK WoA0
6e3nekun/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHM [0 y3ara/ibHeHUX AaHuX Npo

15 ITpojoB>KeHHs jofaTKa 2
Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
JenaptameHTty
nicnspeecTpawiiHoro Harnsay).
3rigHo 3 n.2.3 gopatky 15 Hakasy
MO3 Ykpainu Big 23.07.2015 Ne460
HafaHo rapaHTiiHuiA INCT Big,
3a5BHMKa LLOA0 HafaHHSA
[OMNOBHEHHS A0 OrNAAy KNiHIYHUX
AaHnx go 30.10.2017 p.
9. AOKCONIK® KOHLeHTpaT N NAT YkpaiHa MNAT YkpaiHa nepepeecTpavyis Ha 5 pokiB y 3a He UA/4210/01/01
pO34nHYy AN "PAPMCTA "PAPMCTAHIOA 3B"AA3KY i3 3aKiHYEHHAM TEPMIHy Ail peyernmom nionsizae
iH'eKLii/indpy3iin, 2 HOAPT- PT-BIONIK" peecTpaLiiHoro NocBigYeHHs; 3MiHK
Mr/mano 5 mn B BIOJIIK" | TMny: 3mMiHa HaliMeHyBaHHs1 Ta/abo
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

cuctemy dhapmakoHarnsgy
(BeaeHHS y3arasibHeHNX gaHnx npo
cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXeHOI 0cobu,
BiANOBIAA/ILHOT 38 34iCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobw 3 thapmakoHarnagy 3asaBHUKa
ONA 34iCHEHHA hapmakoHarisay B
YKpaiHi, AKLW0 BOHa BiAMiHHA Bif,
YNOBHOB&XEHOT 0Co6W,
BiANOBIAANLHOI 32 37iliCHEHHS
thapmakoHarnsaay (Bktovaroum
KOHTaKTHi faHi) Ta/abo 3MiHu y
po3MiLLEeHHI MacTep-aiina
cuctemu dhapmakoHarnsgy). 3minm |
TMny: 3MiHM Wo[o
6e3nekn/edeEKTNBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOPOTKiiA
XapakTepucTuLi NikapcbKoro
3aco0by, TEKCTi MapKyBaHHA Ta
IHCTPYKUIT A1 MeauyHoro
3aCTOCYBaHHA
reHepuyHux/ribpnaHnx/6ionogibHux
NiKapCbKMX 3aC0BiB NiC/1s1 BHECEHHS
Tiel caMoi 3MiHM Ha pediepeHTHUA
npenapar (3miHa He noTpebye
HaZlaHHA XOAHWUX HOBUX 404aTKOBUX
JaHnx), (3MiHM BHeceHo A0
IHCTPYKUIT A1 MeanyHoro
3acTOoCyBaHHSA npenapary o
po3ainy "Moka3aHHS", a TakoxX L0
po3ginis "Cnocib 3acTocyBaHHSA Ta
[031" (YTOUHEHHS [03YBaHHS)
BiANOBIAHO A0 pedepeHTHOro
npenapary JOKCOPYBILVH
"EBEBE", KOHUeHTpaT 419 po34nHy
ANs iHdy3ii, 2 mr/mn)

10.

EHYPAH

rpaHynmno 10ry
neHasni Ne 1

MpAT
"HaujioHasbH
a
fomeonaTtny
Ha Cninka"

YkpaiHa

MpAT
"HaujioHasibHa
[omeonaTtnyHa

Cninka"

YkpaiHa

nepepeecTpauisiHa 5 pokiB y 38 3Ky
i3 3aKiHYEHHAM TepMiHy Aii
peecTpauiniHoro NocBig4YeHHs; 3MiHN
| TMNY: AgMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo
aZipecu 3asBHMKa (BNacHUKa

6e3
peyenma

niossi2ae

UA/3820/01/01
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy

(nikapcbka gpopma,

ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

peeCTpaLiiHOro NOCBiAYEHHS).
3MiHu | TUny: 3MiHK WoAo
6e3nekun/edeKTMBHOCTI Ta
thapmakoHarnsagy. BeegeHHsa abo
3MiHM [0 y3arasibHeHUX AaHuX Npo
cuctemMy hapmakoHarnsagy
(BefeHHs y3arasibHeHNX faHnx npo
cuctemy chapmakoHarnsgy, smiHa
YNOBHOBaXeHOi 0cobu,
BiAMNOBiAa/IbHOI 3a 3[iCHEHHS
hapmMakoHarnagy; KOHTakTHoOT
ocobu 3 thapmakoHarnagy 3asaBHUKa
0N 34iNCHeHHA hapmakoHarnsgy B
YKpaiHi, KLLO0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOT 0co6w,
BiANOBiAa/IbHOI 3a 34iNCHEHHS
thapmakoHarnsagy (Bkiovaroum
KOHTaKTHi AaHi) Ta/abo 3MiHN y
po3MilleHHI macTep-haiina
cuctemu chapmakoHarnsagy). 3miHu |
Tuny: 3MiHK 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KoHTpob
rOTOBOrO JiKAPCbKOro 3acoby. 3miHa
y MeToax BuUnpobyBaHHA roTOBOro
nikapcbkoro 3acoby (OHOB/IEHHS
npoueaypu BUNpobyBaHHA AN
NnpuBeAEeHHS Y BiANOBIAHICTb 3i
3MiHEHO0 3aranbHo cTatTel 4PY
abo €sponelicbkoi thapmakonei),
(po3gain «MikpobionoriyHa ymcToTa»
npuBeaeHo y
BiAMOBIAHICTb 40 BMMOT Ajt040ro
BuaaHHsa AdY)

11.

E®EPANT AH

TabNeTKU LWnMyYi no

500 wmr, no 4 TabneTkn

y cTpuni, no 4 ctpunu
Y KapTOHHiIli Kopoou,i

YIMNCA CAC

®paHuisa

YMNCA CAC

®paHLis

nepepeecTpawis Ha HeobMexXeHui
TepMmiH; 3MiHun | Tuny: 3MiHn Wopao
6e3neku/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkil
XapakTepucTuLi NikapcbKoro
3aco6y, TEKCTI MapkyBaHHS Ta
IHCTPYKUIT 418 MeanyHoro
3acTocyBaHHA Ha nigcrasi
perynspHoO OHOB/IHOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo

6e3
peuyenma

niosnsieae

UA/5237/01/01




18

ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

JocnigpkeHb 3 6e3neku
3aCTOCYBaHHS NikapCbKoro 3acoby B
nicnapeecTpauiiinii nepiog, abo sk

pes3ynbTaT OLiHKM 3BIiTY 3
JocnigXeHb, NpoBeAeHnx
BiAMNOBIAHO [0 NNaHy negiaTpuyHmx
pocnigxeHs (PIP) (3MiHy y3rompkeHo
3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHoMm) - 3MiH1 BHECEHO [0
IHCTPYKLUIT ANA MeanyHoro
3acToCcyBaHHsA npenapary o
po3ginis "OcobnnBoCTi
3actocyBaHHs", "lNepeno3yBaHHA",
"Mo6iyHi peakui” BigNoBiAHO [0
iHchopmawii woao 6e3nekn gioyoi
pevyoBuHM "napaueramon”

12.

KAOTONPUN

Tabnetkn no 12,5 mr
Ne 20 (10x2) y
6nictepax

KPKA, g4.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo

MecCTO

CnoBeHis

nepepeecTpawis Ha HeobMeXeHui
TepMiH; 3MiHu | TUny: 3MiHK Woao
6e3nekun/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi NiKapcbKoro
3aco0by, TEKCTi MapKyBaHHS Ta
IHCTPYKLUIT ANA MeanyHoro
3aCTOCYBaHHS
reHepuuHux/ribpnaHnx/6ionogibHnX
nNiKapcbknx 3acobiB nicNs BHECEHHS
Tiei camoi 3MiHV Ha pethepeHTHWi
npenapar (3miHa He noTpebye
HalaHHA XOAHMX HOBUX [OAATKOBUX
[aHnx) - 3MiHW BHECEHO A0
IHCTPYKLUIT ANA MeanyHoro
3acToCyBaHHA npenapary fo
po3ginis «MpoTunokasaHHA»,
«B3aemopia 3 iHWUMKN NiKapCbKUMn
3aco6amMu Ta iHLWi BUAY B3aEMOLIiI»,
«OCc06MBOCTI 3aCTOCYBaHHS»,
«3[aTHiCTb BNANBATA Ha LUBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopTom abo pob6oTi 3
HLIMMW MexaHi3MaMm» BifnoBigHO
[0 iHhopmauii pechepeHTHOro
npenapary Capoten 25 mg Tablets
(B YKpaiHi He 3apeecTpoBaHuif)

3a
peuerimom

He
niosnsieae

UA/4800/01/01
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

13.

KAOTOMNPUN

Tabnetkn no 25 mr Ne
20 (10x2) y 6nicTtepax

KPKA, go.4.,
HoBo mecTo

CnoBeHis

KPKA, g.4., Hoso

MeCTO

CnoBeHisi

nepepeecTpawis Ha HeobMexXeHui
TepMiH; 3MiHu | Tuny: 3MiHK Woao
6e3nekun/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiit
XapakTepucTuLi NikapcbKoro
3aco0by, TEKCTi MapKyBaHHA Ta
IHCTPYKUIT o158 MeanyHoro
3aCTOCYBaHHSA
reHepuyHux/ribpnaHnx/6ionogibHnX
NiKapcbknx 3acobiB nicns BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
Ha[aHHs XOAHMX HOBUX JOAATKOBUX
AaHnx) - 3MiHW BHECEHO A0
IHCTPYKUIT o158 MeanyHoro
3acToCcyBaHHA npenapary [0
po3ginis «MpoTunokasaHHA»,
«B3aemopia 3 iHWUMKN NiKapCbKUMn
3aco6amu Ta iHLWi BUAY B3aEMOLi»,
«OCc06/MBOCTI 3aCTOCYBaHHS»,
«34aTHICTb BNMBaTW Ha LUBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopTom abo poboTi 3
HLUMMW MexaHi3MaMmn» BifnoBigHO
[0 iHchopmaLii pechepeHTHOro
npenapary Capoten 25 mg Tablets
(B YKpaiHi He 3apeecTpoBaHuif)

3a
peuerimom

He
niosisieae

UA/4800/01/02

14.

KANTOMNPUN

Tabnetkn no 50 mr Ne
20 (10x2) y 6nictepax

KPKA, g.4.,
HoBo mecTo

CnoBeHis

KPKA, p.4., Hoso

MecTo

CnoBeHis

nepepeecTpavisi Ha HeobMeXeHui
TepMiH; 3MiHn | Tuny: 3MiHK Woao
6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOPOTKiiA
XapakTepucTuLi NikapcbKoro
3aco0y, TeKCTi MapKyBaHHSA Ta
IHCTPYKUIT ANA MeanyHoro
3aCTOCYBaHHA
reHepuyHux/ribpnaHunx/6ionogibHnx
NiKapCbKMX 3aC0BiB NiC/1s1 BHECEHHS
Tiel caMoi 3MiHM Ha pediepeHTHUI
npenapar (3mMiHa He noTpebye
HaflaHHA XOAHMX HOBUX [OAATKOBUX
AaHunx) - 3MiHN BHECEHO [0
IHCTPYKUIT ANA MeanyHoro
3aCTOCYBaHHsA npenapary fio

3a
peuenmom

He
niosnsizae

UA/4800/01/03




20 ITpojoB>KeHHs jofaTKa 2
Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
po3ginis «MpoTunokasaHHA»,
«B3aemopia 3 iHWUMKN NiKapCbKUMn
3aco6amu Ta iHLWi BUAY B3aEMOLi»,
«OCc06/MBOCTI 3aCTOCYBaHHS»,
«3[aTHICTb BN/IMBATY Ha LUBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopTom abo poboTi 3
HLIMMW MexaHi3MaMmn» BifnoBigHO
[0 iHhopmauii pechepeHTHOro
npenapary Capoten 25 mg Tablets
(B YKpaiHi He 3apeecTpoBaHuif)
15. | KETOAIH cynosuTtopii CninsbHe YkpaiHa CninsbHe YkpaiHa nepepeecTpawisi Ha HeObMeXeHuii  ©e3 peyenma | nidns2ae UA/5825/01/01
BariHasibHi no 400 wmr, YKpaiHCbKO- YKpaiHCbKO- TepMiH; 3MiHn | Tuny: 3MiHK Woao
no 5 cynosutopiis y icnaHcbke icnaHcbke 6e3nekn/edeKTUBHOCTI Ta
cTpwni, no 1 a6o 2 ni4npuemMcTB nignNpUeMCTBO hapmakoHarnsgy. 3miHa y KOpoTKiii
CcTpunu B navi 3 0 "Cnepko "Cnepko XapakTepucTuLi NikapcbKoro
KapTOHY YkpaiHa" YkpaiHa"

3aco0y, TeKCTi MapKyBaHHSA Ta
IHCTPYKLUIT ANa MeanyHoro
3aCTOCYBaHHA Ha nigcTasi
perynspHo OHOBMIOBAHOIO 3BITY 3
6e3nekn nikapcbKoro 3acoby, abo
JocCnigpKeHb 3 6e3neku
3aCTOCYBaHHS NikapCbKoro 3acoby B
nicnspeecTpawiiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
JocnigxeHb, NpoBeAeHnX
BiAMOBIAHO A0 NNaHy negiaTpuyHmx
pocnigxeHs (PIP) (3MiHy y3rompkeHo
3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHoMm) - 3MiH1 BHECEHO [0
IHCTPYKLUIT ANA MeanyHoro
3acToCyBaHHA npenapary fo
po3giny "Mo6iyHi peakuii”
Bif4NOBIAHO 40 OHOBJ/IEHOI
iHcpopmaLii 3 6e3neku aitoyol
peyoBUHM
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 YkpaiHu Big,
23.07.2015 Ne460 HapgaHO
rapaHTiliHi IMCTK Bif 3asBHMKA
Lo40 HafaHHA NMYP Ta 4ONOBHEHHA
[0 ornaay KNiHiYHUX AaHuX

NPOTATrOM [IBOX POKIB Bif faTu
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

BBefleHHs1 B Aito Mopaaky

16.

KOAEMNCUH

Tabnetkn Ne 10
(10x1) y 6nicTepax B
nayui

TOB "®apma
Crapt"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

nepepeecTpawis Ha HeobMeXeHni
TepMmiH; 3MiHun | Tuny: 3MiHn Wopao
6e3neku/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkil
XapakTepucTuLi NikapcbKoro
3aco6y, TEKCTI MapkyBaHHS Ta
IHCTPYKUIT o158 MeauyHoro
3acTocyBaHHA Ha nigcrasi
perynspHoO OHOB/IHOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnigpkeHs 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpawiiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
LocnigKeHb, NpoBeAeHUX
BiNOBIAHO A0 NNaHy negiaTpuyHNX
pocnigpxeHs (PIP) (3MiHy y3rofmkeHo
3 KOMMNETEHTHVUM YNOBHOBAXEHVM
opraHom) - 3MiH1 BHECEHO [0
IHCTPYKUIT AN19 MeANYHOrO
3acToCcyBaHHsA npenapary o
po3ginis "MpoTunokasaHHA",
"B3aemMogis 3 iHLIUMY NTiKapCbKUMN
3aco6amMu Ta iHLWi BUAW B3aemMogii",
"Oc061MBOCTI 3aCTOCYBaHHSA",
"MepepnosyBaHHA", "Mo6GIYHI peakuii”
BiANOBIAHO A0 iHhopmauii Wwoao
6e3nekn Ailymx pevyoBuH
"TepniHrigpat", "HaTpii

rigpokap6oHart”, "kogeiH ocat”

3a
peuernmom

He
niosnsi2ae

UA/11812/01/01

17.

NAHSA

kancynv no 30 mr Ne
20 (10x2) y 6nicTepax

xeHom
BioTek IMBT.
nta.

IHAis

hxeHom bioTek
MeT. JITA.

IHAis

nepepeecTtpavuia Ha 5 poki y
3B A3KY i3 3aKiHYEHHAM TepMiHy Ail
peecTpauiiHoro NocBig4YeHHst; 3MiHN
| Tny: 3miHa HalimeHyBaHHs Ta/abo
MiCLle3HaxoKEHHS BUPOOHUKa
rOTOBOrO J1iKapCbKOro 3acoby,
BK/IHOYAOUMN MiCLle NMPOBefEHHs
KOHTPOSI0 SKOCTi (BUPOGHMYA
AinbHULA BUNYCKy cepii). 3MiHn |
Tnny: Jlikapcbki 3acobun. 3miHn 10
iCHYyOUOT cnuctemmn
hapmakoHarnsaay, sik 3a3HayeHo B

pa
peuyenmom

He
nignsarae

UA/10811/01/01
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ITpooB)XeHHs ofaTKa 2
Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocBiO4YeHHs

onuci cuctemun dpapmakoHarnagy
(3miHa ynoBHOBaXeHOT 0co6u,
BiANOBifa1bHOT 3a
hapmakoHarnsg). CynyTHs 3MiHa:
Nikapcbki 3aco6u. 3MiHn A0
iCHyrOUOT cucTemm
thapmakoHarnsgy, sik 3a3HavyeHo B
onuci cuctemmn dpapmakoHarnagy
(3MiHa B KOHTaKTHUX faHnX
YNOBHOB&XEHOT 0Co6W,
BiANOBifabHOT 3a
thapmakoHarnag). 3miHu | Tuny:
3MiHuW 3 AKOCTI. FO0TOBWIA NiKapCbKuii
3aci6. KOHTpOsb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneymdikauin Ta/abo
[ONyCTUMMX MEX rOTOBOr0
nikapcbKoro 3acoby (3BY)XeHHS
JONyCTUMUX MeX) - NPUBEAEHHS
po3ainy «PO34YMHEHHS» Y
BIANOBIAHICTb A0 BUMOT MOHOrpadii
Aitoyoro BugaHHa USP
«Lansoprazole Delayed-Release
Capsules» Ta y BignoBigHiCTb 40
3arasibHOT cTaTTi «Kancynm
KMLLIKOBO-PO3YMHHI» Aitl04oro
BuMAaHHA USP - 3aTBepxeHo: (B
0,1N x/10pMCTOBOAHEBIN KUCAOTI -
He 6inblie 10% Bif 3asBNeHOI
KinbkocTi (Q) 3a 2 rogunHu; B 6ydhepi
3 pH 7,4 - He meHwe 70% Bif,
3asB/1eHol KinbKocTi (Q) 3a 45
XBW/IMH); 3anponoHoBaHo: (B
KNCNOTHOMY CepefoBULLi - He
6inbLe 10% Big 3as8BneHOI
KinbkocTi (Q) 3a 60 XBWUWH; B
6ychepHOMy cepeoBULLi - He
MeHLwe 80% Bif 3asBEHOT KifIbKOCTI
(Q) 3a 60 xBUNUH).
3MiHu | TMny: 3MiHK 3 SKOCTI.
oTOBWMIA NiKapPCLKUIA 3aci6.
KOHTpO/Ib roTOBOrO JliKapCbKoro

3acoby. 3miHa napameTpis
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

cneumdikauin Ta/abo gonycTumumx
MeX roTOBOrO NiKapCbKOro 3acoby
(iHwi 3miHw), (B cneuudpikauito M3
BBEAEHO NoKasHWKKN: «OaHOPIAHICTb
[,030BaHNX 0AMHULL», «CynpoBigHi
[OMILLKW» 3 BIANOBIAHUM METOA0M
BMNPOBYBaHHSA). 3MiHK | Trny:
AOMiHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHS Ta/abo agpecu
3asBHVKa (BNacHvka
peecTpauiiHoro NocBigyeHHs) -
3MiHa MicLLe3HaxX0MKEHHS 3asBHMKA

18.

MACTO-TPAH

rpaHysimno 10ry
neHasi Ne 1

MpAT
"HauioHanbH
a
[omeonaTtny
Ha Cninka"

YkpaiHa

MpAT
"HauioHanbHa
[omeonaTnyHa

Cninka"

YkpaiHa

nepepeecTpavyis Ha 5 pokiB y
3B A3KY i3 3aKiHUEHHAM TepMiHy Ail
peecTpauinHoro NocBig4YeHHs; 3MiHN
| TUNY: AOMIHICTPATUBHI 3MiHN.
3MmiHa HalimeHyBaHHS Ta/abo
agpecw 3asBHKKa (BnacHuka
peecTpauiiHoro NocBig4YeHHs) —
3MiHa agpecu 3asaBHUKa. 3MiHN |
TMny: 3MiHM WoAao0
6e3nekun/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHM [0 y3ara/ibHeHUX faHnx npo
cuctemy dhapmakoHarnsgy
(BeaeHHS y3arasibHeHNX gaHnx npo
cuctemy chapmakoHarniagy, amiHa
YNOBHOBaXEHOI 0cobH,
BiA4NOBiAa/IbHOI 3a 34iCHEHHS
hapmakoHarnsgy; KOHTakTHOT
ocobu 3 thapmakoHarnsgy 3asaBHUKa
[ONS 34icCHeHHs hapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif,
YNOBHOBaXeHOi 0cobu,
BiANOBIAANLHOI 3@ 3iliCHEHHS
thapmakoHarnsaay (Bktovaroum
KOHTaKTHi AaHi) Ta/abo 3MiHN y
PO3MilLleHHI MacTep-tainna
cuctemu dpapmakoHarnsaay). 3minu |
Tuny: 3MiHK 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapcbkoro 3acoby. 3miHa
y MeTofiax BUNpo6yBaHHA roToBOro

6e3
peyenma

niosnsizae

UA/3825/01/01
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ITpooB)XeHHs ofaTKa 2

Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
nikapcbkoro 3acoby (OHOB/IEHHS
npoueaypu BUNpobyBaHHA AN
NnpuBeAEeHHS Y BiANOBIAHICTb 3i
3MiHEHOI0 3arasibHO cTaTTel JdY
abo €sponeiicbkoi hapmakoner) —
po3ain «Mikpob6ionoriyHa unctoTa»
npuBeLEeHO Y BiANOBIAHICTbL [0
BMMOT A1il040r0 B1ugaHHsa Aoy
19. | ME3ATOH PO34YMH ANS iH'EKLN, ToBapucTeo YKkpaiHa | KOHTPO/b AKOCTI, YkpaiHa nepepeecTpawis Ha HeobMeXeHni 3a He UA/0511/02/01
10 mr/mnno 1 mn B 3 BUMYCK cepii: TepmiH; 3rigHo 3 n.1.13 ta n.2.3 peyernmom nionsizae
amnynax Ne 10 y 06MeXeHo ToBapucTso 3 pogatky 15 Hakasy MO3 YkpaiHu
nayui; Ne 10 (10x1), Bignosigasb 06MexXeHo Bif 23.07.2015 Ne460 HagaHo
Ne 10 (5x2) y HICTIO BiANOBiga/IbHICT rapaHTiliHi IMCTK Bif, 3asiBHMKA
6nictepax y nauui "focnigHuii 10 "[ocnigHuin o0 HagaHHA MYP Ta AONOBHEHHSs
3aBoj, 3asog "THUACY, 00 ornagy KNiHiYHKX daHux yepes 2
"THUAC" YkpaiHa, POKM Bif, BBEAEHHSA B Ajto MNMopaaky
BCi cTagji (80 30.10.2017)
BMPOGHULTBA,
KOHTPO/1b AIKOCTI,
BUNYCK Cepil:
ToBapucTso 3
06MeXeHoK
BignoBiganbHiCT
10
"PapmaLeBTMYHa
KOMIMaHis
"3a8opos's”,
YKpaiHa
20. | MIO3M NopoLLOK AN [xeH3ainm HigepnaH HaMoOBHEHHSA Ipnaxgis/ nepepeecTpalis Ha HeobMeXeHui 3a He UA/11618/01/01
NpuUroTyBaHHA Opon B.B. an hNakoHiB Ta Benuka TepmiH; 3miHn Il Trny: 3MiHK WoA[0 peyenmom niossizae
KOHLeHTpaTy A/A BMPOBGHULTBO Bpuranisa/ 6e3nekn/edeEKTUBHOCTI Ta
pO34nHy A5 iHya3iit KiHLLeBOro Benbris thapmakoHarnsgy. 3MiHu y KOPOTKiiA
no 50 mr, 1 chnakoH 3 NpPOAYKTY, XapakTepucTuLi NikapcbKoro
MOPOLLKOM Y MapKyBaHHs Ta 3aco6y, TEKCTI MapkyBaHHS Ta
KapTOHHIM nauui nakyBaHHs, IHCTPYKUIT o158 MeauyHoro
KOHTPO/1b AKOCTI 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMU
N3, sunyck OaHVMK 3 SIKOCTi, AOKAIHIYHMMM,
cepii: KNIHIYHAMW JaHUMK Ta JaHuMK 3
[hxeH3zaiim hapmakoHarnagy(B.1.4.,11), (3MiHu
IpnaHg Nivites, BHECEHO A0 iHCTPYKLUIT ANna
IpnaHgis MeJMNYHOro 3aCTOCYBaHHA

MapKyBaHHs Ta
nakysaHHsa N3,

npenapary 0 po3gainis
"Oco06/IMBOCTi 3aCTOCYBaAHHS",




25 ITpojoB>KeHHs jofaTKa 2
Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
BUMYCK cepii: "Mo6iuHi peakwii" BignNoBigHO A0
[bxeH3ainm OHOBJIEHOT iH(popMaL;i LWoao
Nimiten, Benvika 6e3nekn). 3rigHo 3 n.2.3 goaatky 15
BpuTaHis Haka3y MO3 YkpaiHu Bif,
BMPOGHULITBO 23.07.2015 Ne460 HapaHo
AC, rapaHTiiH1iA NCT Big, 3asiBHUKA
NpUroTyBaHHA LWOA0 HafAHHSA [JONOBHEHHS A0
po3uuHy N13 gns ornsaay KNiHiYHMX gaHnx go
niodpinizaui: 30.10.2017 p.)
[bxeH3ainm
dnaHaepc 6864,
Benebris
21. | MOBANIC® PO34YMH ANS iH'EKLN, BepiHrep HimeuwunH | Bupo6HMLTBO Ta IcnaHis nepepeecTpaLis Ha HeobMeXeHuli  3a peyenmom He UA/2683/03/01
15 mr/1,5 mn, no 1,5 IHrenbxanm a nepBuHHe TepmiH; 3rigHo 3 n.1.13 tan.2.3 niosisizae
M/ B amnysii; no 5 IHTEepHeLHN naxkyBaHHs: pogatky 15 Haka3zy MO3 YkpaiHu
amnyn B KApTOHHIl r6X BepiHrep Big 23.07.2015 Ne460 HafaHO
Kopobui IHrenbxanm rapaHTiliH1iA INCT Big, 3asiBHUKA
EcnaHa, CA, woao HagaHHa MYP go 29.10.2017
IcnaHis p. Ta rapaHTiliHnii ANCT Big,
BTopuHHe 3a5BHMKA LLOA0 HafAHHS
nakyBaHHs, [ONOBHEHHS A0 OrNsAAy KNiHIYHUX
KOHTPO/1b AIKOCTI AaHnx no 28.04.2017 p.
Ta BUNYCK cepii:
BepiHrep
IHrenbxanm
EcnaHa, CA,
Icnanis
22. | HIMIA® reflb 45 30BHILUHLOr0 KYCYM IHais KYCYM IHaisa nepepeecTpalis Ha HeobMeXeHui - He UA/12014/01/01
3actocyBaHHsA, 10 mr/r | XENTXKEP XENTXKEP NBT TepMiH; 3MiHu | TUny: 3MiHK Woao nionsizae
inbulk:no30rB MBT. NTA. nTa 6e3nekn/edpeKTNBHOCTI Ta

NaMiHOBaHii Ty6i, no
200 Ty6 y KapTOHHIl
ynakosuji, no 100 r B
NaMiHoBaHii Ty6i, no
100 Ty6 y KapTOHHIl
ynakoBL,i

thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuli NikapcbKoro
3aco0by, TEKCTi MapKyBaHHA Ta
IHCTPYKUIT AN MeauyHoro
3acToCyBaHHS Ha nigcrasi
perynspHO OHOB/IHOBAHOIO 3BITY 3
6e3nekn nikapcbKkoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro 3acoby B
nicnspeecTpauiiiinii nepiog, abo siK
pesy/ibTaT OLiHKM 3BITY 3
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

JocnigxeHb, NpoBeAeHnX
BiZNOBIAHO A0 NNaHy negiaTpuyHNX
pocnigxeHs (PIP) (3MiHy y3rompkeHo

3 KOMMNETEHTHVUM YNOBHOBAXEHVM
opraHom) - 3MiH1 BHECEHO [0
IHCTPYKUIT o158 MeauyHoro
3acToCyBaHHA npenaparty [0
po3ainie «MobiyHi peakuii»,
«3acTocyBaHHs B nepioj, BaritTHOCTI
abo rogyBaHHs rpyaato»,
«OCc06MBOCTi 3aCTOCYBAHHS»
BiANoBiAHO A0 iHdopmauii 3
6e3nekun Ajtyoi Ta LONOMKHMX
peyoBUH NiKapcbKoro 3acoby.
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15

Hakaly MO3 YkpaiHu Big

23.07.2015 Ne460 HapgaHO

rapaHTiliHi IMCTK Bif 3asBHMKA
040 HanaHHA NMYP Ta 4ONOBHEHHA
[0 ornagy KIiHiYHKUX JaHnX o
30.10.2017 p.

23.

HIMIA®

refib AN 30BHILUHLOIO
3actocyBaHHs, 10
mr/r, no 30 r abo 100 r
B a/1lOMIHi€EBIi ab0
NaMiHOBaHii Ty6i, no
1 Ty6i B KAPTOHHIlA
ynakoBLi

KYCYM
XENTXKEP
MBT. NTA.

IHais

KYCYM
XENTXKEP MBT
nTa

IHaisa

nepepeecTpalis Ha HeobMeXeHWi
TepMiH; 3MiHW | TUNy: 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTKiii
XapakTepucTuli NikapcbKoro
3aco0by, TEKCTi MapKyBaHHA Ta
IHCTPYKUIT AN MeanyHoro
3acToCyBaHHS Ha nigcrasi
perynisipHoO OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
[OCNigKeHb 3 6e3nekn
3aCTOCYBaHHSA NikapCbKoro 3acoby B
nicnspeecTpauiiinnii nepiog, abo siK
pe3ynbTaT OLiHKM 3BIiTY 3
JocnifXeHb, NpoBefeHnx
Bi4NOBIAHO A0 NAaHy negiaTpuyHNX
pocnigxeHb (PIP) (3MiHy y3rompkeHo
3 KOMNETEHTHUM YNOBHOBaXKEHNM
OpraHom) - 3MiH1 BHECEHO [0
IHCTPYKUIT A8 MeanyHoro
3acToCcyBaHHA npenapaty 4o
po3ainis «Mob6iyHi peakLii»,

6e3
peyenma

niossi2ae

UA/7649/01/01
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ITpooB)XeHHs ofaTKa 2

Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
«3acTocyBaHHs B nepioj, BaritTHOCTI
abo rogyBaHHS rpyaato»,
«OCc06MBOCTi 3aCTOCYBAHHS»
BiANoBiAHO A0 iHdopmauii 3
6e3nekun Ajtyoi Ta AONOMKHMX
PeyoBUH NiKapcbKoro 3acoby.
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Hakaly MO3 YkpaiHu Big
23.07.2015 Ne460 HapgaHO
rapaHTiliHi IUCTK Bif 3asBHMKA
040 HanaHHA NMYP Ta 4ONOBHEHHA
[0 ornagy KIiHiYHWUX aHnX o
30.10.2017 p.
24. | HILEPIYM TabneTkn, BKpUTI CaHpos CnoseHisi | BignoBiganbHWMii | HimeuunHa nepepeecTpavyis Ha 5 pokiB y 3a He UA/0477/02/02
LYKPOBOO dapmacbHoTi 3a BUNYCK cepii: 3B"A3KY i3 3aKiHYEHHAM TepMiHy Ail peyenmom nionsizae
06010HKOH, M0 10 Mr Kans g.4. Cantotac dapma peecTpauiniHoro NocBig4YEeHHs; 3MiHN
Ne 50 (10x5) a6o Ne m6X, | Tuny: 3miHa HaliMeHyBaHHS Ta/abo
50 (25x2) y 6nicTepax HimeuyunHa; MiCLIe3HaxXOMKEHHST BUPOOHUKaA
BUPOGHUK roTOBOrO JliKapCbKOro 3acoby,
npoaykuii in bulk: BK/IHOYAKOUM Micue NpoBeeHHS
Maynt ®apma KOHTPOJI0 SKOCTI(BUPOGHUYA
BepniH M'v6X, OiNbHULA BUNYCKY cepiT) -
HimeuunHa; MpuBeAEeHHS Ha3BM BUPOOHUKA Y
nakyBaHHs: Bi4NOBIAHICTb A0 MiLeH3ii Ha
[aynt ®dapma BUPOGHULITBO Ta BMCHOBKY LLOAO
BpekeHxeiim BifNOBIAHOCTI BUPOBGHUKA BUMOram
voéX, GMP (6e3 3MiHV MicLLe3HaxXOoMKEHHSA
HimeyunHa BMPOGHUKA)
25. | OP/TIOKCAUNH | Tabnetkn no 0,2, no AT "Jlekxim- YkpaiHa AT "Jlekxim- YkpaiHa nepepeecTpavuis Ha 5 pokiB y 3a He UA/5050/01/01
10 TabneTok y Xapki" Xapkis" 3B A3KY i3 3aKiHYEHHSIM TEPMIHY Al peyenmom niossizae

6nictepi no 1, abo no
50 a6o no 100
6nicTepis B nayui

peecTpauiniHoOro NocBig4YeHHs; 3MiHN
| TMNy: AGMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo
afpecy MicUsi NPOBaKEHHS
[iSNbHOCTI BUPOGHUMKa/imnopTepa
roTOBOrO JliKapPCbKOro 3acoby,
BK/TOHAOUM AiNbHULi BUMYCKY cepil
abo micLe NpoBeAEHHST KOHTPOSIO
AKOCTI. (AiANbHICTb, 3a AKY
BiANoOBiZaEe BUpo6HUK/iMnopTep,
BK/IHOYAI0YM BUMYCK cepili),
(NpuBefeHHs agpecu BUPOOHUKA Y
BiAMNOBIAHICTb 10 NiUeH3ii Ha




3asiBHUK

KpaiHa

Bupo6Huk
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KpaiHa
BUPOGHUK

ITpooB)XeHHs ofaTKa 2

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20

nocBiO4YeHHs

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK
a

a

BMPOGHULITBO JTiKApCLKOro 3acoby.

3MiHu | TUny: AgMiHICTpaTUBHI

3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo

agpecu 3anaBHUKA (BlaCHUKa
peecTpauiinHOro NoCBiAYEHHS),
(NpvBeeHHs afpecK 3a8BHKKA).
3MiHu | TUny: 3miHK Wozao
6e3nekun/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOPOTKiiA
XapakTepucTuli NikapcbKoro
3aco0by, TEKCTi MapKyBaHHA Ta
IHCTPYKUiT AN MeauyHoro
3aCTOCYBaHHA
reHepuyHux/ribpnaHux/6ionoaibHnX
nNiKapcbknx 3acobiB nicNs BHECEHHS
TiET caMoT 3MiHN Ha pedhepeHTHW
npenapar (3MiHa He noTpebye
HaZiaHHA XOAHMX HOBUX J0AaTKOBUX
AaHnx), (3MiHM BHeCeHO A0
IHCTPYKUiT AN MegnyHoro
3acToCcyBaHHsA npenapary o
po3ainy "Moka3aHHA", a Takox [0
po3ainy "Cnocib 3acTocyBaHHA Ta
[031" (YTOUHEHHS A03YBaHHS)
Bi4NOBIAHO A0 aHaNorvyHMX
nNiKapcbKunx 3acobiB 3 Ailo4ok0
peyoBuHOIO "ohriokcauuH"
(Tabnetkn no 200 mr),
3apeecTpoBaHnX B YKpaiHi). 3mMiHu
TUny: 3MiHN 3 AKOCTi. FTOTOBUIA
nikapcbkuii 3aci6. KoHTposnb
rOTOBOrO /likapCbKOro 3acoby. 3MiH
y MeToAax BUNpobyBaHHsA roTOBOT
nikapcbKoro 3acoby (BUy4eHHs

3aTBEPKEHWI a/ibTEepPHATUBHWIA
mMeToq). CynyTHs 3MiHa: 3MiHM 3

3acoby. 3miHa napameTpis

a
(0]

MeToAy BUNPOOYBaHHS, SKLLO BXe
AIKOCTi. [OTOBWIA Nikapcbknii 3acib.
KOHTPO/Ib FOTOBOrO JliKapCbKoro

cneumdikauin Ta/abo gonycTumumx
MEX roTOBOrO /likapCbKoro 3acoty

(3BY)XXEHHA A0NYCTUMUX MEX),
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

(BunyyeHHa metoay TLUX 3 po3giny
«lpeHTudikauis», oCKisibKn HasiBHI
meTtoan Y® ta BEPX). 3minum | Tuny:
3MiHM 3 aKoCTi. [O0TOBWIA NikapcbKuit
3aci6. KOHTpOsb rotoBoro
nikapcbkoro 3acoby. 3miHa y
MeTofax BUNpPo6yBaHHSA roTOBOrO
nikapcbkoro 3acoby (ans
npvBeLEeHHSA Y BiAMNOBIAHICTL 3 APY
abo €Bponelicbkol hapMakoneeto
Ta BUyYEHHS NOCUIaHHA Ha
3acTapisinii BHYTPILLHIA MeTop,
BMNPOBYBaHHS i MOro HoOmep).
CynyTHs 3MiHa: 3MiHM 3 AKOCTI.
oTOBWMIA NiKapPCLKUIA 3aci6.
KOHTpO/1b TOTOBOrO JliKapCbKOro
3acoby. 3miHa napameTpiB
cneumdikauin Ta/abo gonycTummx
MEX r0TOBOr0 J1iKapCbKOro 3acoby
(iHwWi 3miHun), (NpyBEAEHHA pO3ainy
«MikpobionoriyHa umctoTa» y
BiANOBIAHICTb A0 BUMOT APY
[iKY0ro BMAAHHS)

26.

O®DJ/TOKCALNH

Ta6bnetkn no 0,2 rin
bulk no 3000
TabneTok y
KOHTElHepi

AT "Jlekxim-
Xapki"

YkpaiHa

AT "Nlekxim-
Xapkis"

YkpaiHa

nepepeectpawis Ha 5 pokiB y
3B AA3KY i3 3aKiHYUEHHAM TEPMIHy Al
peecTpauiiHoOro NocBig4YeHHs; 3MiHN
| TUNy: AQMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo
agpecu micusi NpoBaKEHHS
[iSNbHOCTI BUPOGHUMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acooy,
BK/IIOYA0UM [i/TbHUL BUNYCKY cepil
abo micLe npoBefeHHs KOHTPOSI0
AKOCTI. (AiANbHICTb, 3a AKY
BignoBsifae BUpobHUK/iMnopTep,
BK/IHOUA0UM BUMYCK Cepili),
(NpuBeAEHHST agpecu BUPOOHMKa y
BiAMNOBIAHICTb A0 NiLeH3ii Ha
BMPOGHULITBO JTiKapCbKOTro 3acoby.
3MiHu | TUNy: AgMiHiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecw 3asBHKKa (BnacHuka
PEECTPAL|iHOIO NOCBIAYEHHS),

He
niossieae

UA/5049/01/01
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

(NpuBefeHHA afpecu 3asiBHYKA).
3MiHu | TUNYy: 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO Nikapcbkoro
3acoby. 3miHa y metogax
BMMPOGYBaHHS roTOBOro
nikapcbKoro 3acoby (BUMy4eHHs
MeToAy BUNPOBYBaHHS, SKLLO BXe
3aTBEPKEHWI a/IbTEpPHATUBHNIA
mMeTof). CynyTHs 3MmiHa: 3MiHM 3
AKOCTi. [OTOBWIA Nikapcbkunii 3acib.
KOHTpO/1b roTOBOro Nikapcbkoro
3acoby. 3miHa napameTpis
cneumdikain Ta/abo gonycTUMmx
MEX roTOBOr0 NikapcbKoro 3acoby
(3BY>XEHHS1 ONYCTUMUX MEX),
(BunyyeHHa metoay TLUX 3 po3giny
«lpeHTudikauis», oCKisibKn HasiBHI
metoan Y® ta BEPX). 3minum | Tuny:
3MiHM 3 aKoCTi. [O0TOBWIA NikapcbKuit
3aci6. KOHTpob rotoBoro
nikapcbkoro 3acoby. 3miHa y
MeTofax BUNpPo6yBaHHSA roTOBOrO
nikapcbkoro 3acoby (ans
NnpvBeLEeHHSA Y BiAMNOBIAHICTL 3 APY
abo €Bponelicbkol hapMakoneeto
Ta BWIYYeHHS NOCUIaHHSA Ha
3acTapisinii BHYTPILLHIA MeTop,
BMNPOBYBaHHS i MOro HoOmep).
CynyTHs 3MiHa: 3MiHM 3 AKOCTI.
oTOBWMIA NiKapPCLKUIA 3aci6.
KOHTpO/1b TOTOBOrO JliKapCbKOro
3acoby. 3miHa napameTpiB
cneumdikauin Ta/abo gonycTummx
MEX r0TOBOr0 J1iKapCbKOro 3acoby
(iHwWi 3miHun), (NpyBEAEHHA pO3ainy
«MikpobionoriyHa umctota» y
BiANOBIAHICTb A0 BUMOT AdPY
[iKY0ro BMAAHHS)

27.

O®PTAH®
TAMONOnN

Kpanni o4Hi 0,5 % no
5 My donakoHi 3
KpanesnoHuueto Ne 1

CaHTteH AT

PiHNAHAI
2

CaHTteH AT

diHNAHAIA

nepepeectpawis Ha 5 pokiB y
3B AA3KY i3 3aKiHYUEHHAM TEPMIHy Al
peecTpauiiHoOro NocBig4YeHHs; 3MiHN
| Tny: 3MiHK 3 siKocTi. FoToBwMIA

3a
peyenmom

He
niossieae

UA/5052/01/01




31 ITpojoB>KeHHs jofaTKa 2
Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocBiO4YeHHs

nikapcbknii 3aci6. CTabifibHICTb.
3MmiHa y TepmiHax npugaTHoCTi abo
yMoBax 36epiraHHsi roTOBOro
niKkapcbKoro 3acoby (3MeHLLEeHHs
TepMiHy NpyaaTHOCTI rOTOBOTO
nikapcbkoro 3acoby) - Ans Toprosoi
yNakoBKU. 3MiHV 3aTBEPAKEHi B
KpaiHi BUpoGHMKa. 3MiHn | Tuny:
3MiHuM 3 AKOCTIi. F0TOBWMIA NlikapCbKuii
3aci6. KoHTposnb rotosoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
LONyCTUMUX MEX roTOBOro
niKkapcbKoro 3acoby (iHLWi 3MiHK) -
BUYYEHHS po34iny «MexaHiuHi
BK/THOUEHHS», AaHWNIA MOKa3HUK
KOHTPO/IOETLCS Mif, Yac
BMPOGHMLTBA. 3MiHM BBOAATLCSH Y
3B'A3KY 3 NPUBEAEHHAM
cneuuadikauii N3 y BignoBigHICTL
[0 MaTepianis BUPO6GHMKa Ta
rapMoHisauji€eto cnevumdikauii 3
[OKyMeHTaMu KpaiH ge
3apeecTpoBaHo npenapart. 3MiHu |
TMny: 3MiHM Woao
6e3nekn/edpeEKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi NikapcbKoro
3aco0by, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT o158 MeauyHoro
3aCTOCYBaHHS
reHepuYHnX/riopnaHnx/6ionogibHmx
nNiKapcbknx 3acobiB nicNs BHECEHHS
Tiel caMoi 3MiHM Ha pediepeHTHUA
npenapar (3miHa He noTpebye
Ha[aHHs XOAHMX HOBUX J0AaTKOBUX
JaHnx) - 3MiHW BHECEHO A0
IHCTPYKUIT o158 MeauyHoro
3acToCyBaHHA npenaparty 4o
po3gainy "MokasaHHA", a Takox A0
po3ainis "Cnocib 3acTocyBaHHs Ta
4031" (YTOUHEHHSA [03YBaHHS)
BiANOBIAHO A0 pediepeHTHOro
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ITpooB)XeHHs ofaTKa 2

Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
npenapary (Blokanol Eye drops
Merck Sharp and Dohme, sikuii B
YkpaiHi He 3apeecTpoBaHuii) Ta
BMICHOBKY KOHCY/IbTaT/BHO-
ekcnepTHoi rpynun "OdTasibMONoris.
Jlikapcbki 3acobun”
28. | MEHTAKCUM / CycneHsia Ans iH’ekuin CaHodpi PpaHuis CaHodvi MacTep, ®paHuis/ nepepeectpais Ha 5 pokis y - He UA/15508/01/01
PENTAXIM y nonepesHbo Mactep C.A. ®paHuis ITanis 3B A3KY i3 3aKiHYEHHAM TepMiHy Ail nionsieae
BAKUWHA ONA | 3anoBHEHOMY LUNpUL (noBHWMIA UKKN peecTpauiiHoro NocBig4YeHHst; 3MiHN
MPODINAKTUK | no 0,5 mn (3 BMPOGHMLTBA, | TMNy: 3MiHa ToproBeibHOT Ha3BU
N ANDTEPII, NPUKPINJIEHOIO rOMKO KOHTPO/b AIKOCTI, nikapcbKoro 3acoby, 3miHa
NMPABLA, abo gBoMa oKpeMumMu BUNYCK cepir) TOProBesibHOI Ha3BU NiKapCbKOro
KALUHOKY rosikamm) Ta nopoLLOK CaHodhi C.INM.A., 3aco0y, a came BU/TyYEHHS «in
(ALENONAPHW | Hib y cknaHomy ITanis bulk» 3 Ha3BW BakLMHY Ta
" donakoHi B ynakosLi in (3anoBHeEHHA y npvBeLEHHA HenaTeHToBaHOI Ha3Bu
KOMMOHEHT), bulk Ne 50, Ne 500 Ta onakoHn Ta [0 Aito40i 4OKyMeHTaLiT BUPOOHYKA.
nonioMieNITyY | Ne 5400 niodpinizauia Hib [Oitoua pepakuis:
IHAKTBOBAH KOMMOHEHTY) MEHTAKCUM/PENTAXIM
A TA BAKUMHA Komb6iHoBaHa BakuuHa ans
Aanda npodinakTukm audtepii, npasus,
MPODINTAKTUK Kawnoka (auentonspHuii
M IHPEKLIA, KOMMOHEHT), nonioMieniTy Ta
CNPUYNHEHUX 3axBOPIOBaHb CNPUYMHEHUX
HAEMOPHILUS Haemophilus influenzae tuny b, in
TANY B bulk. 3miHu | TUNY: 3miHa
KOH''OTOBAHA HalimeHyBaHHS Ta/abo
) MiCLIe3HaxXOMKEHHS 3asiBHUKA
AJCOPBOBAH (BnacHvKa peecTpavujitHoro
A nocBiAYeHHs1) - KoperyBaHHsi

HaliMeHyBaHHSA Ta
MiCLLe3HaXO)KEHHS HOPULNYHOI
0cobu 3asBHUKA. 3MiHW | Trny:

3MmiHa HalimeHyBaHHS Ta/abo
MiCL,e3HaxX0MKEHHS BUPOGHMKA
roTOBOrO JliKapCbKOro 3acoby,
BK/IOHA0UM MiCLie NMPOoBeAEHHS
KOHTPO/I0 SKOCTI(BUPOGHUYA
OiNbHULA BUNYCKY cepiT) -
KopuryBaHHsi HaliMeHyBaHHA Ta
agpec Micus NpoBaMKEeHHs
[ifANbHOCTI BUPOBHWMKA,
BiA4NOBIJ&/IbHOrO 3a BUMYCK cepil.
3MiHu | TUNY: 3MiHa HaliMeHyBaHHS
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ITpooB)XeHHs ofaTKa 2

Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocBiO4YeHHs

Ta/abo MicLe3HaxomKeHHs
BMPOBGHMKA rOTOBOrO NiKapPCbKOro
3aco0y, BK/IYauu micle
NpoBeAeHHSA KOHTPO/TIO AKOCTI(YCi
iHLWI AinbHULI) - KoperyBaHHSA
HaliMeHyBaHHA Ta agpecu micus
NPOBaPKEHHS LiANbHOCTI
BMPOGHMKA /iKapCbKOro 3acooy.
HaiimeHyBaHHsi BUpO6GHUKa 2 Ta
Micue NpoBaKeHHS Aisi/IbHOCTI.
3MiHu | TUNY: 3MiHK 3 SKOCTI.
[oToBMIA NikapcbKkuii 3aci6. Cuctema
KOHTeHep/3aKynopoBasibHWiA 3aci6.
3miHa 6yab-aKOT YacTvHU MaTepiasny
NepBUHHOI YNakoBKK, L0 He
KOHTaKTY€ 3 FOTOBUM NiKapPCbKNM
3aco60M (Hanpukiag, konip
KPULLEYOK 3 KOHTPOJIEM MEPLLOro
BIAKPUTTSA, KOMIP KOAOBUX KineLb Ha
amnynax, KoHTeliHepa A5 rosoK
(pi3Hi BUAY nnactmacu) (3miHa, ska
He BN/IMBAE Ha KOPOTKY
XapaKkTepucTuKy Nikapcbkoro
3aco0y) - [logaBaHHs HOBOro
KOHTenHepa Ans rofiok. 3MiHu |
Tuny: 3MiHM 3 AKOCTI. FoTOBMIA
nikapcbknin 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBeEHHSA
[04aTKOBOT AiNbHULI BUPOGHMLTBA
ANs YacTnHM abo BCbOro
BMPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (iHWi 3MiHW) -
YTOUHEHHS DYHKLili BXe
3aTBEPIXEHNX AiNIbHULD
BUPOGHULITBA [/19 YACTUHW a60
BCbOro BUPOBGHNYOro npoLecy
rOTOBOrO JiKAPCbKOTro 3ac06y. 3MiHU
| Tny: 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeiHep/3aKkynoptoBasibHWiA 3aci6.
3miHa 6yab-SKOi YacTuHU MaTepiany
NepBUHHOI YNakoBKK, L0 He
KOHTaKTY€ 3 TOTOBUM J1iKAPCbKUM
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

3aco60M (Hanpukiag, konip
KPULLEYOK 3 KOHTPOJIEM MEPLLOro
BIAKPUTTSA, KOMIP KOAOBUX KineLb Ha
amnynax, KoHTeliHepa A5 rosoK
(pi3Hi BUAM nnactmacu) (3MiHa, ska
He BN/IMBAE Ha KOPOTKY
XapaKkTepucTuKy Nikapcbkoro
3aco0y) - [logaBaHHs HOBOro
a/IbTEPHATUBHOIO KoBNayka Ha
KiHUMK Wwnpuya. 3MiHy | Trny: 3miHn
3 gkocTi. CepTudpikat
BignosigHocTI/lE-cepTudikat
BiANOBIAHOCTI EBpPONeNiChKii
hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBJIEHOTO
cepTuchikaTta BignoBigHOCTI abo
BUTyYeHHs cepTudpikata
BiA4MOBIAHOCTI €BPONENCHKIl
thapmakonei: gnsa A®l; ana
BUXiHOrO
MaTepiasny/peareHTy/npoMixXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTLCA Y
BMPOGHULTBI ADI; AN JONOMIXHOI
peuoBuHu (FE-cepTudpikat
Bi4MOBIAHOCTI €BpONENCHKIl
hapmakonei ansa A®l/suxigHoro
MaTepiany/peareHTy/npoMixXHOro
npoAaykTy abo A0MOMiKHOI
peyoBuHM) - OHOBIEHUIA
cepTudikat Bif, BXe 3aTBepAKeHOro
BUpO6HMKa - OHOBNEHWI
cepTucpikaT BiANOBIAHOCTI
€Bponelicbkili hapmakonei ans
rybuartoi eHuedanonarii Bif, Bxe
3aTBEPA)KEHOr0 BUPO6HMKaA 3 R1-
CEP 2000-252-Rev 00 Ha R1-CEP
2000-252-Rev 01. 3miHu Il Trny:
3MiHM 3 siKoCTi. FOTOBWIA NikapcbKuii
3aci6. Cucrtema
KOHTeiHep/3aKkynoptoBasibHWiA 3aci6.
3MiHa y NepBUHHIl ynakoBLj
rOTOBOrO J1iKapCbKoro 3acoby (Tun
KOHTeliHepa abo JoaaBaHHA HOBOro
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

KOHTeliHepa) - CTepw/bHi flikapcbki
3acobu Ta fnikapcbki 3acobm
6ionoriyHOro/iMyHos0r4YHoOro

NoxopkeHHs -JlofaBaHHA
aNlbTEPHATUBHOIO HAKOHEYHMKa
NoOpLUHA A4/18 nonepesHbo
3anoBHEHOro Wwnpuua. 3miHu Il
Tmny: 3MiHM 3 AKOCTi. FoTOoBWMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOGHULTBA
ONs yacTvHW abo BCbOro
BMPOGHNYOro NPoLLeCy roTOBOro
nikapcbKoro 3acoby (ainbHUUS, Ha
AKI NPOBOAATLCA Oy Ab-SAKi
BUPOGHNYI cTagil, 3a BUHATKOM
BUMYCKY Cepiii, NPOBeAEeHHS
KOHTPOJIH0 SIKOCTi Ta BTOPUHHOIO
nakyBaHHs, A9 Nikapcbknx 3acobis
6ionoriyHoro/iMmyHos0r4yHoro

NMOXOMKEHHS abo NikapCbknx hopm
KOMMIEKCHOro (CKNaaHoro)

BMPOGHMYOro npoLecy) - BBeaeHHA

[04aTKOBOT AibHULI ANns
3[iiCHEHHS cTagil 3MilyBaHHS

(HoBa 6ygiBns B44 Ha BMPOGHMYiIi

AinbHuui Banb-ge-Poit). 3minm I
Tnny: 3MiHn 3 AKOCTi. ADI.
Buvpo6HMuTBO. 3MiHM B NpoLeci
BUPOOHMLTBA ADI (iHLWi 3MiHW) -
3MiHM Y NPOLECi OUNLLEHHSA
AndTepINHOro aHaToKCUHY - B
NnocnifoBHOCTI NoNepeaHbLOl

inbTpadii. 3miHu Il Tuny: 3miHn 3

AKocTi. A®l. BUpo6HMLTBO. 3MiHN B

npoueci Bupo6HuLTBa ADI (iHLWi
3MiHK) - ONTMMI3aLis npouecis
OUYMCTKMN (hinaMeHTHOro
remarntoTuHiHy Bordetella pertussis.
3MmiHn I Tuny: 3MiHn 3 akocTi. AdI.
Bupo6HMLUTBO. 3MiHM B NpoLECi
BMPOGHMLTBa ADI (iHWi 3MiHNW) -
3MiHa niHoracHuka ans
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ITpooB)XeHHs ofaTKa 2

Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocBiO4YeHHs

ANTEPINHOIO aHaTOKCUHY Y
[OBOXKOMTMOHEHTHI BaKUWHi. 3MiHN Il
TMny: 3MiHW 3 AKOCTi. ADI.
Bvpo6HMUTBO. 3MiHa BUPOGHUKA
BWXiZAHOrO/NPOMIXXHOIO
NpoAyKTy/peareHTy, Wo
BMKOPUCTOBYHOTLCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOOHMKa
(BKNtoyaroum, ae HeobxigHo, Micue
npoBeAeHHSA KOHTPO/I0 AKOCTi) API
(3a BigcyTHOCTI cepTuchikata
BIANOBIAHOCTI EBPONENChbkili
thapmakonei y 3aTBepaKeHoOMy
nocbke)(3miHa B A®I 6ionoriyHoro
NOXOMKEHHS abo BUXiAHOMY
MaTepiani/peareHTi/npoMiKHOMY
NPOAYKTI, LLIO0 BUKOPUCTOBYHOTLCA
AN BUpOBGHMLTBA
6ionoriyHOro/iMyHos0r4YHoOro
nikapcbKoro 3acoby ) - PeecTpauis
aNbTePHATMBHOrO NocTavasibHuKa
avrigpasugy agvniHoBoi KUCNOTH,
LLI0 3aCTOCOBYETLCS Y NPOLECI
BMPOGHMLITBa HEpo3hacoBaHOro
KOH'OroBaHoro nonicaxapuay
Haemophilus Tuny b. Mpouec
BUPOGHULTBA 3a/IMLLIaETLCA 6e3
3MiH. 3MiHW Il TUNY: 3MiHK 3 AKOCTI.
A®|. Bupo6bHMLUTBO. 3MiHM B NPOLECI
BUPOOHMLTBA ADI (iHLWi 3MiHW) -
3MmiHu B npoueci BupobHuutea AdI
(iHWi 3MiHKW) - 3MiHa 3apeecTpoBaHOi
MaTOo4YHOT NOCIBHOT cepil
Haemophilus Tnny b (cepis Ne
14.10.98) Ha HOBY NMOCIBHY Cepito
Haemophilus Tuny b (cepis Ne
08.10.98). MNpovec BupobHMLTBa Ta
KOHTPO/bHI BUNPOOGYBaHHSA
3a/IMLLAKTHCHA HE3MIHHUMUN. 3MiHu I
Tmny: 3MiHn 3 kocTi. AdI.
Bupo6HMLUTBO. 3MiHM B NpoLECi
BMPO6HULTBA A®I (iHLWI 3MiHN),
3MiHW Y NpoLEeCi OYULLEHHSA




37 ITpojoB>KeHHs jofaTKa 2
Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocBiO4YeHHs

nonicaxapugy Haemophilus Tuny b
B paMKax 3060B'A3aHHS 040
NOCTIAHOrO BAOCKOHaEHHS
npouecy BuaasieHHA eHA0TOKCUHIB.
3miHu Il Tuny: 3miHm 3 akocTi. AdL.
Cucrema
KOHTeHep/3aKynopoBasibHWiA 3aci6.
3MiHa y 6e3nocepeHiin ynakoBL,i
ADI (AKicHi Ta/abo KiNbKiCHI 3MiHK
cKnagy 4na ctepusibHuX 1a
He3amopoxxeHux Ad|
6ionoriyHoro/iMmyHos0r4yHoro
NOXOPKEHHS) - 3MiHA KOHTEWHepIB
[ONns 36epiraHHs Hepo3dgacoBaHOro
KOH'IOrOoBaHoro nonicaxapuay
Haemophilus Tnny b (PRP-T). 3MiHn
Il Tuny: 3miHu 3 akocTi. A®I.
Bupo6HMLTBO. 3MiHM B NpoLeci
BMPOGHMLTBA ADI (iHWi 3MiHW) -
3MiHa B cKnagi XMBUILHOTO
cepefoBuLLa A5 KyNbTUBYBAHHSA
Haemophilus Tuny ans
npomucnoBoil chepmeHTauil. 3miHu 11
Tmny: 3MiHK 3 AKocTi. A®l. KoHTposib
A®I (iHWi 3miHW) - logaBaHHA
crneuudikayii Ha KiHeLb TepMiHy
NpUAATHOCTI ANA HePO3hacoBaHoOro
KOH'IOroBaHoro rnonicaxapuay
Haemophilus b. 3minu I Tvny: 3miHn
3 AkocTi. A®l. BUpOOHULITBO. 3MiHK
B npoueci BupobHuutea A®I (iHwi
3MiHM) - 3aMiHa niHoracHvka gns
KaLLIOKOBOIO aHaTOKCUHY
(thinameHTHOro remarnioTUHIHY),
AKMIA 3aCTOCOBYETLCA Nif, Yac
hepmeHTauii Bordetella pertussis.
3MiHu Il Tuny: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Onuc Ta
cknag. 3miHa y ckiagi (4onoMikHUX
peyoBMHax) rOTOBOro NikapCbKoro
3acoby (iHwWi 3miHW) - NprBEAEHHS
nepesiky AONOMDKHUX PEYOBUH Y
BiANOBIAHICTL [0 MaTepianis




38 ITpojoB>KeHHs jofaTKa 2
Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
peecTpauiiHoro Jockbe
29. | NPEAHI3BONOH | ma3b 0,5% no10ry AT Pociiicek | AT «Hwmxdhapm» Pociiicbka nepepeecTpavyis Ha 5 pokis y 3a He UA/4992/01/01
Tyb6ax Ne 1 «Hwxdpapm» a depepauis 3B A3KY i3 3aKiHYUEHHAM TEPMiHy Al peyenmom nionsieae
Pepepadi peecTpauiiHoro NocBigYeHHs; 3MiHun
a | TMNy: AGMIHICTPATUBHI 3MiHW.

3miHa HalimeHyBaHHs Ta/abo
afpecy Micusi NPOBaKEHHS
[iSTbHOCTI BUPOGHWMKa/imnopTepa
roTOBOrO J1iKapCbKOro 3acoby,
BKJ/THOHAOUN [iNbHULI BUMYCKY cepil
ab0 micLe npoBeAeHHsST KOHTPOSIO
AKOCTI. (OiANbHICTb, 3a AKY
BignoBigae BMpo6HuK/imnopTep,
BK/IIOYAI0YM BUMNYCK cepiit). 3MiHu |
TMnNy: AGMIHICTpPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/labo agpecu
3asBHMKa (BNacHuka
peecTpaLiiiHOro NoCBiAYEHHS).
3MiHW | TUNYy: 3MiHK 3 SKOCTI.
[OTOBWIA NiKapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO JliKapCbKOro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTumumx
MEX roTOBOr0 NikapcbKoro 3acoby
(iHWi 3MiHK), (NpUBEAEHHA po3ainy
«MikpobionoriyHa unctora» y
BIANOBIAHICTb O BUMOT Ail040r0
BMAAHHA €BponencbKoi
dapmakonei; 3miHa 3a po34iniom
«Macca cogepXxmnmoro Tyobi» -
3aTBepaxeHo: Big 9,6 r no 10,4 ;
3anponoHoBaHo: He meHee 10 ).
3MiHu | TUNYy: 3MiHK 3 AKOCTI.
oTOBWMIA NiKapCbKUiA 3aci6.
KOHTPO/1b roTOBOrO NikapcbKoro
3acoby. 3miHa y meTogax
BMNPOOYBaHHA rOTOBOTO
NiKapcbKoro 3acoby (iHLWi 3MiHN y
MeTofax BUNpobyBaHb (BK/IHOHAKUM
3aMiHy ab0 AONOBHEHHS), (3MiHM 40
MeTofiB BUNPOBYBaHHSA - po34in
«Macca cofepXxumoro Tyobi»
[JONOBHEHO ONYCOM
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

nNpo6oniAroToBKM BUNPO6OBYBAHOIO
3pasky; po3gain «MikpobionoriyHa
yncToTa» NPUBELEHO Y
BiANOBIZHICTb 40 BUMOT Ail040ro
BUaHHA €BPONEncobKol
dapmakonei; 3mMiHV1 10 po3ainy
«P03Mip YyacTok» - 3aTBepKEHO:
mMeTtog [P Xl; 3anponoHoBaHo:
MeTOAMKa BUPOBHUKA; KpuTepii
NPUAHATHOCTI HE 3MIHWINCL). 3MiHU
| Tny: 3MiHK 3 sKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTpob
rOTOBOrO /iIKAPCbKOro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA roToBOro
nikapcbKoro 3acoby (BUMy4eHHs
MeToAy BUNPOBYBaHHSA, SKLLO BXe
3aTBEPKEHWI a/IbTEpPHATUBHNIA
mMeTon), (BUNyyYeHHs
aNbTepHATUBHOIO METOAY
BUNPOGYBaHHA 3a PO34i/1oM
«KinbKiCHe BU3HaYeHHs», a came
MeTo/, cnekTpodoToMeTpil,
OCKi/IbKM HasiBHWIA MeToa BEPX)

30.

MPECTAPIYM®
10 MIr

TabneTku, BKpUTI
NiBKOBOIO
060/10HKO0, Mo 10 mr
no 14 a6o no 30
TabneTok y
KOHTeiHepi; no 1

KOHTelHepy y kopobu,i

ne
NABOPATY
AP CEPB'E

dpaHuis

NabopaTopii
Ceps'e IHOacTpi,
PpaHuisa
Ceps'e
(IpnaHgis)
IHgacTpic NTa,
Ipnangis

®paHuis/
IpnaHais

nepepeecTpawis Ha HeobmexeHni
TepMiH; 3miHn Il Trny: 3MiHK Woa0
6e3nekn/edpEKTVBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi NikapcbKoro
3aco0y, TEKCTi MapKyBaHHA Ta
IHCTPYKUIT A1 MeauyHoro
3aCTOCYBaHHS Y 3B’I3KY i3 HOBUMM
OaHVIMK 3 SIKOCTi, AOKMIHIYHMMM,
KNIHIYHMW flaHUMU Ta flaHUMU 3
thapmakoHarnsagy - 3MiHu wono
6e3nekn 3acToCcyBaHHsA BHECEHO A0
IHCTPYKUIT AN MeanyHoro
3acToCyBaHHA npenapary [0
po3ainis "®apmakonoriyHi
BnacTmsocTi", "MNpoTunokasaHHsA",
"Oco6/1MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTI
abo rogyeaHHs rpygo”, "Oitn",
"Mo6iyHi peakuii", "B3aemogis 3

a peyernmom

He
niossieae

UA/1901/02/01
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Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocBiO4YeHHs

iHLWMMK NikapcbkMMKn 3acobamu abo
iHWi BMAM B3aEMOiin" BiANOBIAHO A0
OHOB/1EHOT KOPOTKOT
XapaKTePUCTUKN NiKapCbKoro
3aco0y.
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 YkpaiHu Big
23.07.2015 Ne460 HagaHO
rapaHTiliHi IMCTK Bif 3asiBHMKA
o0 HagaHHA MYP Ta fOoMNOBHEHHSA
[0 ornagy KIiHIYHUX faHnX [0

30.10.2017 p.
31. | MPECTAPIYM® | Tabnetku, BKpUTI ne dpaHuisa Nab6opatopii dpaHuis/ nepepeecTpayis Ha HeOO6MeXeHWn 3a peyenmom He UA/1901/02/02
25Mr NAiBKOBOK NABOPATY Ceps'e IHgacTpi, IpnaHgis TepMmiH; 3MiHm Il Tuny: 3MiHn Woa0 nionsieae
060/10HKOI0, M0 2,5 Mr AP CEPB'E ®paHuisa 6e3nekn/edpeKTNBHOCTI Ta
no 14 a6o no 30 CepB'e thapmakoHarnsgy. 3MiHu y KOPOTKiiA
TabneTok y (IpnaHngis) XapakTepucTuli NikapcbKoro
KOHTeliHepi; no 1 IngacTpic /174, 3acoby, TeKCTi MapKyBaHHA Ta
KOHTeliHepy y Kopobui IpnaHgis IHCTPYKUIT AN MeauyHoro

3aCTOCYBaHHSA Y 3B’3KY i3 HOBUMU
OaHVMK 3 SIKOCTi, AOKAIHIYHMMM,
KNIHIYHYMW faHuMK Ta faHuMu 3
thapmakoHarnsagy - 3MiHu wono
6e3nekun 3acToCyBaHHS BHECEHO [0
IHCTPYKUIT A8 MeanyHoro
3acToCcyBaHHs npenapary o
po3ainis "®apmakonoriyHi
BnactmsocTi", "MNpoTunokasaHHA",
"Oc06/IMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs Y nepiog BariTHOCTI
abo rogysaHHsA rpygo”, "Oitn",
"Mob6iyHi peakuii”, "B3aemogis 3
iHLWMK nikapcbkMMK 3acob6ammn abo
iHWi BMAM B3aEMoii" BiANoBigHO A0
OHOB/1EHOI KOPOTKOI
XapakTepucTukn NikapcbKoro
3aco0y.
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Hakaly MO3 YkpaiHu Big,
23.07.2015 Ne460 HagaHO
rapaHTiliHi IUCTK Bif 3asiBHMKA
o0 HagaHHA MYP Ta f0oMNOBHEHHSA
[0 ornagy KIiHiYHWUX AaHnX 0
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

30.10.2017 p.

32.

MPECTAPIYM®
5MIr

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKOH, N0 5 Mr
no 14 a6o no 30
TabneTok y
KOHTelHepi; no 1
KOHTelHepy y Kopobui

ne
NABOPATY
AP CEPB'E€

®paHuisa

NabopaTopii
Ceps'e IHpgacTpi,
®paHuis
Ceps'e
(IpnaHgis)
IHpacTpic Nita,
IpnaHgis

PpaHuis/
Ipnangais

nepepeecTpawis Ha HeobMeXeHni
TepMmiH; 3MiHm Il Tny: 3MiHn WwWoao
6e3neku/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHN y KOpPoTKil
XapakTepucTuLi NikapcbKoro
3aco6y, TEKCTI MapkyBaHHS Ta
IHCTPYKUIT o158 MeauyHoro
3aCTOCYBaHHS Y 3B’AA3KY i3 HOBUMM
OAaHUMK 3 SAKOCTI, AOK/IHIYHUMN,
KNIHIYHYMW JaHUMK Ta JaHuMu 3
thapmakoHarnagy - 3MiHu wono
6e3nekun 3acToCyBaHHs BHECEHO 10
IHCTPYKUIT A1 MeauyHoro
3aCToCyBaHHA npenapary 4o
po3ainis "®apmakonoriyHi
BnactmsocTi", "MNpoTunokasaHHsA",
"Oc061MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTI
abo rogysaHHsA rpyao”, "Oitn",
"Mo6iuHi peakuii”, "B3aemogis 3
iHLWMMK NikapcbkmMmn 3acobamu abo
iHWi BMAM B3aEMOiin" BiANOBIAHO A0
OHOB/1EHOT KOPOTKOT
XapakTepuCTVKM NiKapCbKOro
3acoby.
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 YkpaiHu Big,
23.07.2015 Ne460 HapgaHO
rapaHTiliHi NIUCTK Bif 3asBHMKA
o0 HagaHHA MYP Ta 4OoMNOBHEHHSA
[0 ornagy KiHIYHWX gaHux 0o
30.10.2017 p.

3a peuerimom

He
niosnsi2ae

UA/1901/02/03

33.

COH-HOPMA

rpaHynmno 10ry
neHani Ne 1

MpAT
"HauioHanbH
a
[omeonaTtny
Ha Cninka"

YkpaiHa

MpAT
"HauioHanbHa
fomeonaTtnyHa

Cninka"

YkpaiHa

nepepeecTpavyis Ha 5 pokiB y
3B A3KY i3 3aKiHYUEHHAM TePMiHy Al
peecTpauiiHoro NocBigYeHHst; 3MiHN
| TMNy: AGMiHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS Ta/abo
agpecw 3asBHVKa (BnacHuka
peecTpauiiiHOro NocBigYEHHS),
(3miHa agpecu 3asiBHUKA. 3MiHK |
TMny: 3MiHM Woao
6e3nekun/edeKkTMBHOCTI Ta

6e3
peyenma

niossieae

UA/3828/01/01
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ITpooB)XeHHs ofaTKa 2

Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

thapmakoHarnagy. BeegeHHs abo
3MiHM 40 y3araJibHeHUX faHux npo
cuctemMy hapmakoHarnsagy
(BeEeHHA y3aranibHEHUX AaHUX Mpo
cuctemy chapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0Cco6MU,
BiANOBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsaay; KOHTaKTHOI
ocobu 3 thapmakoHarnsay 3asaBHUKa
[ONS 34icCHeHHs hapmakoHarnsgy B
YKpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXeHOI 0cobu,
BiANOBIAA/ILHOT 38 34iACHEHHSA
thapmakoHarnsagy (Bktovaroum
KOHTaKTHi JaHi) Ta/abo 3MiHu y
PO3MillleHHI MacTep-tainna
cuctemu dpapmakoHarnsagy). 3minu |
Tuny: 3MiHM 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KoHTpob
rOTOBOrO /iIKAPCLKOro 3acoby. 3miHa
y MeTofax BUnpobyBaHHA roToBOro
nikapcbKoro 3acoby (OHOBMEHHSA
npoueaypu BUNPobyBaHHA AN
npvBeAeHHs Y BiAMNOBIAHICTb 3i
3MiHEHO0 3arasibHotlo cTatTeto oY
abo €sponelicbkoi thapmakonei),
(po3ain «MikpobionoriyHa umcToTa»
npuBeAeHO Yy BiANOBIAHICTb A0
BMMOT [il04Oro BuaaHHs dy)

34.

TIOTPUNA3O/NIH
®

Ta6netkn no 200 wmr,
no 10 TabneTok y
6nictepi, 3 abo 9
6nictepis B nauywi; no
15 TabneTok y
6nictepi, 6 6nicTepis
B nauui

MAT
"Knuismegnpe
napart"

YkpaiHa

MAT
"KviBmegnpenap
ar"

YkpaiHa

nepepeecTpalis Ha HeobMeXeHWi
TepMiH; 3MiHW | TUNy: 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTKiii
XapakTepucTuli NikapcbKoro
3aco0by, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIT AN MeanyHoro
3acToCyBaHHS Ha nigcrasi
perynisipHoO OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
[OCNigKeHb 3 6e3nekn
3aCTOCYBaHHSA NikapCbKoro 3acoby B
nicnspeecTpauiiinnii nepiog, abo siK
pe3y/nibTaT OLiHKM 3BITY 3

3a
peuyerimom

He
niosisieae

UA/5819/01/02
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ITpooB)XeHHs ofaTKa 2

Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
JocnigxeHb, NpoBeAeHnX
BiZNOBIAHO A0 NNaHy negiaTpuyHNX
pocnigxeHs (PIP) (3MiHy y3rompkeHo
3 KOMMNETEHTHVUM YNOBHOBAXEHVM
opraHom) - 3MiH1 BHECEHO [0
IHCTPYKUIT o158 MeauyHoro
3acToCyBaHHA npenaparty [0
po3gainy «Mo6ivHi peakwii» 3rigHo 3
iHbopmalieto Wwoao 6esneku giroyoi
peyvoBMHM "Tia3oTHa KucrioTa".
3rigHo 3 n.1.13 Ta n.2.3 gogatky 15
Haka3y MO3 Ykpainu Bif,
23.07.2015 Ne460 HapaHo
rapaHTiiiHi INCTK Bif 3asBHKKA
o0 HagaHHA MYP Ta f4OonoBHEHHSA
00 ornagy KNiHiYHMX gaHux go
30.10.2017 p.
35. | TPUNPONIANH | kpucCTannyHWiA TOB YkpaiHa PaHk OpraHukc IHaisA nepepeecTpawis Ha HeobMeXeHni - He UA/12136/01/01
Yy NopoLUoK (cybcTaHuis) | "XapkiBCbke Kemwuken MBT. TepMiH nionsieae
FIAPOXNOPUA | y noABiitHnx thapmauesTu Nrp.
nonieTuIeHoBmX YHe
naketax ans nignpuemMcTs
hapmavreBTUYHOro 0 "340poB'a
3aCTOCYBaHHA Hapoay"
36. | XNorPoaIninTt cnpeii no 15 mny ToBapucTeo Ykpaina BCi cTagji Ykpaina nepepeecTpayis Ha HeobMeXeHwui 6e3 nionsieae UA/1556/03/01
KOHTEHepi 3i ckna 3 BUPOGHULTBA, TepMiH; 3MiHu | Tuny: 3MiHK Woao peyernma
abo nnactmacu, no 1 06MEeXEeHOH KOHTPO/1b SIKOCTI, 6e3nekun/edeKkTMBHOCTI Ta
KOHTElHepy y nauui Bignosigasb BUNYCK Cepil: thapmakoHarnagy. 3miHa y KOpoTkiii
HICTIO ToBapucTeo 3 XapakTepucTuLi NiKapcbKoro
"focnigHuin 06MEXEHOH 3aco0y, TEKCTIi MapKyBaHHS Ta
3aBo/, BignosigasbHiCcT IHCTPYKLUIT ANA MeanyHoro
"rHUAC! 1o "fdocnigHuit 3acTocyBaHHA Ha nigcrasi

3asog "THLIC",
YkpaiHa;

BCi cTagji
BUPOGHULTBA,
KOHTPO/1b SIKOCTI,
BUMYCK Cepii:
TosapucTso 3
06MEXeHOo
BiAnoBigansHicT
10
"papmaueBTnyHa

perynspHo OHOBMIOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnigpKeHb 3 6e3neku
3aCTOCYBaHHSA JiKapCbKOro 3acoby B
nicnapeecTpauiinHmii nepiod, abo Sk
pe3ynbTaT OLiHKM 3BITY 3
[ocnigKeHb, NpoBeAEHUX
BiNOBIAHO A0 NNaHy negiaTpuyHNX
pocnigxeHs (PIP) (3MiHy y3rogpkeHo
3 KOMMNETEHTHVM YNOBHOBaXEHVM
opraHom), 3MiHM BHECEHO A0
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Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
KOMNaHisi IHCTPYKUIT ANA MeanyHoro
"3p0pos'a", 3aCTOCYBaHHS JiKapCbKOro 3acoby
YkpaiHa 00 po3piniB «Mo6iuHi peakw,ii»,
«OCc06MBOCTi 3aCTOCYBAHHS»
BiANOBIAHO iHGhopMaLi 3 6e3nekn
PeyoBWH, LLLO BXOAATL [0 cKnaay
nikapcbkoro 3aco6by. 3rigHo 3 n.1.13
Ta n.2.3 gogarky 15 Hakazy MO3
Ykpainu Big 23.07.2015 Ne460
HaZaHo rapaHTiliHi McTy Big,
3asiBHUKa LWoao HagaHHa MYP 1a
[ONOBHEHHSA A0 OrNAay KNiHiYHUX
AaHux o 30.10.2017 p.)
37. | ULESEPA® TabneTku, BKPUTI KPKA, a.0., | CnoseHia | BignosiganbHuiA CnoBeHis nepepeectpawis Ha 5 pokis y 6e3 nidnseae | UA/11692/01/01
NNiBKOBOIO HoBo mecTo 3a BUPOOHMLTBO 3B"A3KY i3 3aKiHYEHHAM TepMiHy Ail peyernma
060/10HKO0, MO 5 Mr «in bulk», peecTpauiniHoro NocBig4YEeHHs; 3MiHN
Ne 10 (10x1), Ne 20 nepBuHHE Ta | Tuny: 3miHun 3 AkocTi. FoToBMIA
(10x2), Ne 30 (10x3) y BTOPUHHE nikapcbknii 3aci6. CTabifbHICTb.
6nictepax nakyBaHHs, 3miHa y TepmiHax npugaTHocTi abo
KOHTPONb Ta ymoBax 36epiraHHs rotoBoro
BUMYCK cepii nikapcbKoro 3acoby (3miHa B
KPKA, o.4., Hoso ymoBax 36epiraHHsi roToBOro
MecTo, nikapcbKoro 3acoby abo nicns
CnogeHis; PO3YMHEHHS/BIAHOBIEHHS) — 3MiHA
BiANOBiAa/IbHUIA yMOB 36epiraHHs; 3MiHu | Tuny -
3a nepsuHHE Ta Buy4eHHs1 BUPOOHMYOT AiNbHML
BTOpPVHHE (BKNtoYaroum ginbHUL gna A®l abo
nakyBaHHs Ait040i pevoBUHM, MPOMIKHOIO
KPKA, g.4., HoBo NpPoAYyKTy abo roToBOro NikapCcbKoro
MecTo, 3acoby, AinbHULi AN8 NPOBEeAEHHSA
CnoBeHis; nakyBaHHs, BUPOOHMKA,
BigNoBiga/IbHWI BiANOBiZaNIbLHOIO 3a BUNYCK Cepid,
3a BUPOGHULITBO Micue NpoBefieHHS KOHTPOSIO cepil)
«in bulk», ab0o noctayvyasibHMKa BMXiAHOTo
nepBuHHE Ta MaTepiany, peareHty abo
BTOPVHHE [ONOMDKHOT peqyoBuHY (AKLLO
nakyBaHHs1 3a3Ha4yeHo y peecTpaujiiHomy

KPKA, a.4., HoBo
mecTo, CnoBeHisi

[OCbE) (BUNyYeHHs
aNbTepHATMBHMX BUPOGHUKIB ADI
(3a HasiBHOCTI KPKA, a.4., HoBo
MecTo, CnoBeHus): 1. AHuyii
MeHoBo ®apmacbioTukan Ko Jita.,
KuTaii; 2. Heo Megukem lMNpaiiBeH
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Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocBiO4YeHHs

Numvnten, Havs); 3miHn | Tuny -
BuyyeHHst BUPOGHMYOT AiNbHUL
(Bktovatoum ginbHuu ana A®l abo
[ito4oil pevyoBUHU, MPOMIKHOIO
NpoAyKTy abo roToBOro NikapcbKoro
3acoby, AiNbHULi ANA NPOBEAEHHSA
nakyBaHHs1, BUPOOHMKa,
Bi4MNOBI4a/IbHOIO 3a BUMYCK Cepild,
Micue NpoBefeHHS KOHTPOIO cepil)
ab0o noctavasibHUKa BUXiZHOTo
MaTepiasny, peareHty abo
[ONOMKHOT peqyoBUHY (AKLLO
3a3HayeHo y peecTpaujiiHomy
[0CbE) (BUNYYEHHS AiNbHUL,
BiAMNOBIA&/IbHOT 38 BUPOOHULTBO "in
bulk" Ta BUnNyck cepii, BkIovaroun
KOHTPO/b/BUMNPOGYBaHHA cepil —
HoBomellka uecta 22, LLleHTepHE,
8310 CnoseHift); 3miHu | TUNy -
OTOBWIA Nikapcbkuii 3aci6.
Buvpo6bHMLTBO. 3MiHWY, WO
CTOCYHOTbCS BUNYCKY cepii Ta
KOHTPOJIO AAKOCTi rOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[o4aBaHHA BUPOGHYKa,
BifNoBiAa/IbHOro 3a BUMNYycK cepil) -
BK/OYA0UN
KOHTPO/1b/BMNPOGYBaHHA cepii
(goaaBaHHs BUPOOHUKA
BiANOBiJaNbLHOrO 3a BUNYycK cepii,
BK/IHOUA0YM
KOHTPO/1b/BUNPOBYBaHHS cepil -
KPKA, g.4., HoBo mecTto, CnoBeHis
(appeca micue3Haxo4KeHHs
LUmap'elka Lecta 6, 8501 Hoso
mMecTo, CrioBeHist); 3miHu | Tny -
oTOBUIA NiKapCbKWiA 3aci6.
Bupo6HuuTBO. 3amMiHa abo
BBEAEHHS 00AATKOBOI AiNbHUL
BUPOOGHULTBA A/18 YacTUHM abo
BCbOr0 BMPOGHMYOTO npouecy
rOTOBOrO JliKapCbkoro 3acoby
(ainbHMLA, Ha 5K NPOBOAATLCS
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Ne
n/n

Ha3ssa
JliKapCbKO20
3acoby

dopma BUMyCKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUK
a

Bupo6Huk

KpaiHa
BUPOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Pexknamy
BaHHS

Homep
peecmpayitiHo
20
nocBiO4YeHHs

6yab-AKi BUPO6GHUYI cTagil, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPO/O
AKOCTI, NEPBMHHOIO Ta BTOPUHHOTO
nakyBaHHS, /19 HECTEPUNbHUX
nikapcbkmx 3aco6iB) (BBeAEHHSA
[0LaTKOBUX OiNbHULL 415
BMpo6HMUTBa «in bulk», nepBuHHOT
Ta BTOPUHHOT ynakoskn KPKA, 4.4.,
HoBo mecTo, CnoseHis (agpeca
MicLue3HaxompkeHHs: Lvap'ellka
uecra 6, 8501 Hoso mecToO,
CnoBeHisa Ta Yniua Paga lMyweHska
10, /iotomep, 9240, CnoseHis).
CynyTHs 3miHa - FoToBUIA
nikapcbkumii 3aci6. BUpo6HMLTBO.
3amiHa abo BBeAEHHS 404ATKOBOI
AinbHULI BUPOBHMLTBA 419 YaCTUHU
a60 BCbOro BUPOGHMYOro npouecy
roTOBOrO JliKapPCbKOro 3acoby
(8inbHMLA ANA BTOPUHHOIO
nakyBaHHs). - FOTOBWUIA NikapCbkunit
3aci6. BupobHuuTBO. 3amiHa abo
BBEAEHHS 00AATKOBOI AiNbHUL
BUPOOGHULTBA A/18 YacTUHM abo
BCbOr0 BMPOGHMYOTO npouecy
rOTOBOrO JliKapCbkoro 3acoby
(8inbHWMLA ANS NEPBUHHOTO
nakyBaHHs); 3MiHu | TUny - 3MiHKn 3
AKOCTI. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOroO Nikapcbkoro
3acoby. 3miHa napameTpis
cneuyncpikayii Ta/abo gonyctummnx
MeX roTOBOrO /liKkapCbkoro 3acoby
(BHECEHHSA 3MiH 00 A0CLE nicnA
OHOBJIEHHS 3arasibHOI CTaTTi Ha
roToBY NiKapcbky popmy y
[oY/Esponeiickkin hapmakoner)
(3miHK y cneumdpikaLii Ta MeTogax
BUNPO6YBaHHs 13 3a NOKa3HMKOM
“CepefiHsi Maca Tab/ieTok», 3a
NOKa3HNKOM «Po3nafiaHHs»

38.

UMHAPU3NH
ll03ll

TabneTkn no 25 mr, no
50 TabneTtok y

TosBapucTso
3

YkpaiHa

BCi cTagil
BUPOGHULTBA,

YkpaiHa

nepepeecTpavyis Ha 5 pokis y
3B A3KY i3 3aKiHYEHHAM TEPMIHY Al

3a
peuyenmom

He
niossi2ae

UA/5292/01/01
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Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocsio4YeHHsi
6nicTepi; no 50 06MexeHo KOHTPOJ1b SIKOCTI, peECTpaLiiHOro NOCBiAYEHHS;
TabneTtok y 6nictepi, BignoBifasb BUMYCK cepii: -3MiHM | TMNY - 3MiHK WoA0
no 1 6nictepy y nauui; HICTIO ToBapucTeo 3 6e3nekun/edeKTMBHOCTI Ta
no 10 TabneTok y "OocnigHnin 06MexXeHoK thapmakoHarnagy. 3MiHU y KOPOTKiit
6nictepi, no 5 3aBoj BigNoOBiga/IbHICT XapakTepucTuLi NiKapcbKoro
6nicTtepis y nauyui 3 "rTHUNC" 10 "[ocnigHnii 3aco0y, TEKCTi MapKyBaHHA Ta
KapToHy 3aBog "THUIC" IHCTPYKUIT o158 MeanyHoro
YkpaiHa, 3aCTOCyBaHHA
BCi cTagil reHepuyHux/ribpnaHnx/6ionogibHnX
BMPOGHMLTBA, NiKapcbknx 3acobiB nicns BHECEHHS
KOHTPO/1b AIKOCTI, Tiei camoi 3MiHV Ha pedhepeHTHWi
BUNYCK Cepil: npenapar (3MiHa He noTpebye
ToBapucTBo 3 HaZlaHHS XOAHWNX HOBUX 40AaTKOBUX
06MEXEHOI AaHunx) - 3MiHN BHECEHO [0
BiANOBiga/IbHICT IHCTPYKUIT o158 MeanyHoro
10 "®PAPMEKC 3aCToCyBaHHA npenapary Ao
reyn:, po3ginis "®apMakonoriyHi
YkpaiHa, BnactmocTi", "lNMoka3aHHSA"
BCi cTagji (YTOYHEHHSA hopMy/ItoBaHHS),
BUPOGHULTBA, "MpoTunokasaHHsA", "B3aemogis 3
KOHTPO/b SIKOCTI, HLIUMW NiKapCcbkMMKU 3acobamu Ta
BUNYCK Cepil: iHLI BUAW B3aEMogiit",
ToBapucTBo 3 "Oco6/1MBOCTi 3aCTOCYBaHHS",
06MEXEHOH "3acTocyBaHHs Y nepiod BariTHOCTI
BignoBigasbHIiCT abo rogyBaHHA rpyaar”, "3aaTtHicTb
10 BN/MBaTV Ha LWBUAKICTb peakLii npu
"papmaveBTnyHa KepyBaHHi aBTOTpaHcnopTomM abo
KOMNaHis po6oTi 3 iHWKMMK MexaHiamamu',
"3p0poB's" "Cnoci6 3acTocyBaHHA Ta fo3n"
YkpaiHa (yTOYHEHHs chopMmyritoBaHHs), "Oitn"
(YTOYHEHHS (hOpMY/TIOBaHHS),
"Mepepo3yBaHHA", "M06GIYHI peakuji”
BiA4NOBIAHO A0 pedepeHTHOro
npenapaty CTyrepoH (BMpPO6HMK
Anccen-Cinar C.n.A., Itanis). 3rigHo
3n.1.13 Ta n.2.3 gogatky 15 Hakasy
MO3 Ykpainu Big 23.07.2015 Ne460
HaflaHo rapaHTiliHi IMcTu BiA,
3asBHMKa LWoa0 HajaHHA MYP Ta
[OMOBHEHHS A0 Ornsagy KAiHiYHMX
faHux 0o 30.10.2017 p.
39. | UMHKY nopoLuok (cybctaHuis) | AT "[lekxim - YkpaiHa Makko Yecbka nepepeecTpawis Ha HeobMexXeHui - He UA/12258/01/01
CYNb®PAT y nakeTtax Xapkis" OpraHikec, c.p.o. | Pecny6bnika TEepMiH nionsieae
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Ne Hassa dopma BUMyCKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n JliKapCbKO20 (nikapcbka gpopma, 3asiBHUK BUPOGHUK BiOnycKy BaHHS peecmpayitiHo
3acoby ynakoska) a a 2o
nocBiO4YeHHs
FENTATIAPAT nonieTUIeHoBUX ans
hapMaueBTUYHOIO
3aCcTOCYBaHHSA

HauanbHUK YnpaBniHHA
thapmaneBTUYHOT AiANBHOCTI Ta

AKOCTI (hapmaLeBTUYHOI NPOAYKLT

T.M. JIAcKOBCbKUi




MEPENIK
NIKAPCBKNX 3ACOBIB (MEANYHUX IMYHOBIOTOMNYHMX MPEMAPATIB), LLOAO SKUX BYNN BHECEHI 3MIHM A0 PEECTPALINHNX MATEPIATIB,
AKI BHOCATbLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu
03.11.2016 Ne 1166

6nictepi; no 0,278 mn
y chnakoHi Ne 1 3
hiNbTpyBasIbHO
ronkoto 18G

ONnsi hakoHiB,
KOHTPONb cepil
ANa nonepesHbLo
3anoBHEHNX
LnpuLiB:
Baiiep ®apma
Al, HimeyuunHa,
BepniH

"MokasaHHs".,"®apmakonoriyHi BnactmeocTi", "Oco6anBOCTi
3acTocyBaHHs", "Cnocib 3acTtocyBaHHs Ta 4o3u", "To6iuHi
peakuii" (BHeceHHs iHdhopmaLi, Wo Nnos si3aHa 3 AoAaBaHHAM
HOBOrO NoKa3aHHs)

Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayjitiHo2
3acoby ynakosKa) a 0 MocBi04YeHHs
1. ANAPIHK® MOPOLLIOK ANs MAT "dapmak” YkpaiHa NAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/14813/01/01
OpasIbHOr0 PO34UHY 3i 3MiHK | TUNY - 3MiHa Y MeToAax BUNpo6yBaHHSA rOTOBOrO peyenma
CMaKoM JIMMOHY No nikapcbKoro 3acoby - peAakuiiiHi 3MiHK 3a p. "CynposigHi
4,8 1 B cawe; no 10 Jomilkn", 3MiHa Npo6oniAroToBKM, AOBXUHM
callle B nauuj 3 XpomaTtorpagiyHol KONOHKW, NporpamMu rpagieHTy 3a p.
KapToHYy "KinbkicHe BU3HaYeHHS" 3 BignNoBiAHUMM 3MiHaMK 3a p.
«OfHOPIAHICTb A030BAHVX OAVHNLY, YTOYHEHO
npo6oniaroToBky 3a p. "laeHTudikauis. Kypkymin®; 3miHu Il
TUny - 3MiHa napameTpis cneumdikayiin Ta/abo gonycTtumMmnx
MeX roTOBOrO JliKapCbKOro 3acoby - PO3LUMPEHHSA MEX 3a p.
«KinbkicHe BU3HaYeHHs» A1 heHinedpiny rigpoxnopuay 3
+5% [0 +7,5% Ha MOMEHT BMMNYCKY i HA TEPMIH NPUMAATHOCTI
2. AUAPIHK® NMopoLIoK ANns MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 6e3 UA/14814/01/01
OpasIbHOr0 PO34UHY 3i 3MiHK | TUNY - 3MiHa Y MeToAax BUNpo6yBaHHSA rOTOBOrO peyenma
CMaKoM YopHOT nikapcbKoro 3acoby - peAakuiiiHi 3MiHK 3a p. "CynposigHi
CMOPOAMHN M0 5,2 T B [omilkn", 3MiHa Npo6oniAroToBKM, AOBXUHM
cawe; no 10 cawe B XpomatorpadivyHoi KOMOoHKW, Nporpamu rpagieHTy 3a p.
nauuj 3 KapToHy "KinbkicHe BU3HaueHHS" 3 BignoBigAHUMM 3MiHaMK 3a p.
«OfHOPIAHICTb A030BAHVX OAMHNLY, YTOYHEHO
npo6oniAroToBKy 3a p. «laeHTndikawis. AHTouiaH»; 3MiHK 1
UMy - 3MiHa napameTpis cneumdikayiin Ta/abo gonycTummnx
MeX roTOBOrO JliKapCbKOro 3acoby - PO3LUMPEHHSA MEX 3a p.
«KinbkicHe BU3HaYeHHs» ansa eHinedpiny rigpoxnopuay 3
+5% [0 +7,5% Ha MOMEHT BMMYCKY i HA TEPMIH NPWAATHOCTI
3. AVNIA® PO34MH ANS iH'EKUIN, Baiiep ®apma HimeyunHa BTOPVHHA HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/12600/01/01
40 mr/mn no 0,165 mn Al ynakoBKa, CLWA 3MiHu Wopao 6esnekn/ethekTUBHOCTI Ta hapMakoHarnsagy. peyenmom
y nonepegHL0 KOHTPO/1b Cepil, 3MiHM y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHSA HOBOrO
3anoBHEHEHOMY BifiNOBIgANbHWIA TepaneBTWYHOTO NoKa3aHHA abo 3MiHa y 3aTBepKeHOMY
wnpuui Ne 1y 3a BUNyckK cepil nokasaHHi) (3MiH1 [0 IHCTPYKUIT y po3ain
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3assHuUK

Kpaina
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2
0 NocBi04YeHHs

BiZiNOBIAANbHWIA
3a BUNyckK cepil,
BTOPVHHA
ynakoBka: Ans
nonepeaHL0
3an0BHEHUX
LnpuLiB:

[Tl I'peH3ax
MpoaykTioHC
m6X,
HimeyunHa
BUPOBHULTBO
Hepo3acoBaHo!
NPOAYKLi:
PepxeHepoH
dapmacbloTikan
c, IHk., CLLIA
nepBuHHa Ta
BTOPUHHA
ynakoBska,
KOHTPO/b Ccepil:
BeTTep ®apma-
®epTiryHr Mm6X i
Ko. KT,
HimeuunHa
KOHTPO/b cepii:
Baiiep ®apma
Al', HimeuumHa,
Bynneptauib,
HimeuunHa
KOHTPO/b AKOCTI
Ansa donakoHiB:
Baiiep ®apma
Al', HimeuumHa,
JleBepky3eH,
HimeuunHa

AKTUNISE®

niodgpinisat gns
po34nHy ANs iHdys3il
no 50 mry dpsiakoHi Ne
1y KomMnnekTi 3
PO34MHHMKOM Mo 50
My priakoHi Ne 1

Bepinrep
IHrenbxanm
IHTEpHeLHN

16X

HimeuyunHa

BepiHrep
IHrenbxainm
Papma M'vbX i
Ko. KI

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNY - 3MiHa y cknagi (4OMOMKHUX peYOBMHAX)
roTOBOrO NiKapCcbKoro 3acoby; 3MiHu | Tuny - 3MiHK
BUNPOBYyBaHb ab0 JONYCTUMUX MEX, BCTAHOBEHNX Y
cneuudikauisix, nig yac BUPOOGHULTBA FOTOBOrO NiKapCbKoro
3aco6y; 3MiHU | TUNYy - BUNYyYeHHS BUPOBHWYOI AiNbHUL
(Bkntovaroumn ginbHuui gns A®l abo AitoHoi pevoBUHM,
NPOMKHOro NPOAYyKTy abo roToBOro fikapcbkoro 3acoby,
OiNbHUL ANS NPOBeAEHHSA NakyBaHHS, BUPOOHUKa,
BiANOBIA&1bHOrO 3a BMMNYCK CEpiii, MiCLie NpOBEAEHHS
KOHTPO/IO cepii) abo nocTavasnibHWKa BUXIAHOMO MaTepiasty,
peareHTy abo AOMNOMIKHOT PEYOBMHY (SIKLLO 3a3HAYEHO Y
peecTpauiiiHoMy JOCbE); 3MiHM | TUny - 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOTO J1iKapCbKOro 3acoby (He3HayHa 3MiHa

3a
peyermom

UA/2944/01/01
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
y 3aTBEPMXEHUX MeTogax BUNpobyBaHHSA); 3MiHW | Tuny -

3MiHa y meTogax BunpobysaHHs AdD| abo Aitouoi peyoBuHM
a60 BUXIgHOro/MPOMKHOIO NPOAYKTY/peareHTy, LWwo
BVKOPWCTOBYETbLCA Y NpoLieci BUpo6bHMLUTBa AD| abo aitouoi
PEYOBUHM (HE3HAUHI 3MiHW Y 3aTBEPAKEHUX MeTofax
BMNPOGYBaHHS); 3MiHM | TUNy - 3MiHa y cneuudikauii
HechbapmakoneitHoi APl abo Aito4oi peyoBuHU ans
npuBeLeHHs Yy BiANOBIAHICTb A0 BMMOT [lepXaBHoi
thapmakonei YkpaiHn abo €Bponeiicbkoi thapmakonei -
npuBeAeHHs BUXigHOro/MpoMiXHOro NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpobHuLTBa AD| 0 BUMOT
niroyoi pegakuii EP; 3MmiHu | Tuny - 3MiHKW, NOB’A3aHi 3
HeoOXiJHICTIO NPUBELEHHS Y BiANOBIAHICTL A0 MOHOrpadii
[epxaBHoi chapmakonei YkpaiHn abo €BponeiicbKoi
thapmakonei (3miHa y cneuudikauii HechapmakoneiHoi AdI
abo Ajtoyoi pevyoBUHU ANA NPUBEAEHHS Y BIAMNOBIAHICTL 40
BMMor [lepxaBHoi hapmakonei YkpaiHu abo €BponeicbKoi
hapmakonei) - NpuBeAeHHSA Yy Bi4NOBIAHICTL A0 AitoUoi
pepakuii USP; 3MiHu | TUny - 3MiHK, NOB’A3aHi 3 HEOOXIAHICTHO
npuBELEHHS Y BiANOBIAHICTb A0 MOHOrpadii JepxaBHoi
hapmakonei YkpaiHu abo €sponeiicbkoi hapmakonei (3miHa y
cneuudikauisix, NoB’s3aHa 3i 3MiHamu B [lepXaBHili
thapmakonei YkpaiHn abo €poneiicbkiii hapmakonei) -
npuBeAeHHs AONOMDKHUX PEYOBUH 0 BUMOT Ait04oi pefakuii
EP; 3miHu | TUNY - 3MiHa y meTogax BunpobysaHHA APl abo
Aito40T pevoBrHN abo BMXiAHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPO6HMLTBA AD| ab0 Ailo40i peyoBUHY; 3MiHU | TUMY - 3MiHa Y
napameTpax crneuudikauii Ta/abo JonyCcTUMUX MeX,
BM3Ha4YeHUX y cneuudikauisx Ha APl abo ajtody pevoBuHy,
ab0 BUXigHWIA/NPOMIKHWI NpoAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea APl abo gitoyoi
PEYOBUHM (BUTYHYEHHS HE3HAYHOTO NOKa3HUKA AKOCTI
(ranpwvknag, BUMyYEHHS 3aCTapinoro NokasHuka)); 3miHu | Tuny
- 3MiHa y napameTpax creumdikayiii Ta/abo onycTMMUX Mex,
BM3HauYeHuX y crneyndikauisx Ha A®l, abo
BUXiAHUIA/NPOMiXHWIA NPOAYKT/peareHT, Wo BUKOPUCTOBYIOTHCS
y npoueci Bupo6HuLTBa AD| (3BY)XKEHHSA JONYCTUMUX MEX,
BM3HAYeHUX y cneuudikauii); 3miHu | Tuny - 3miHa y Metogax
BMNpobyBaHHA A®| abo BUXigHOro matepiasly/npoMiKHOro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIEC
BUPOGHMLTBA AD| (HE3HAUHI 3MiHW Y 3aTBEpMKEHUX MeToaax
BMNPOGYBaHHSA); 3MiHM | TUNy - 3MiHa y MeTofax
BMNPOGYBaHHSA roTOBOrO JliKapCbKOro 3acoby (He3HauHa 3miHa
y 3aTBeppKeHNX MeTofax BUNpobyBaHHs); 3MiHu Il Tuny -
3MiHa BUPOGHUKa BUXIAHOro/MPOMDKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYETLCH Y BUPO6HNYOMY npoueci ADl abo
Lito4oi peqyoBuHK, abo 3MiHa BUPOGHKKa (BKIOHatouu, ae
HeobXxifHO, MicLe NpoBefeHHs KOHTPOIO AkocTi) APl abo

L0401 pevyoBMHM (3a BiACYTHOCTI cepTudikaTa BignoBigHOCTI




52

ITpomoBXeHHs fojaTKa 3

Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
€Bponelicbkili hapmakonei y matepianax peectpauiiHoro
[OCbE) - BBEEHHS aNlbTePHATUBHOI AiNIbHWLI Ha AKil
NPOBOAMTCA KOHTPO/Ib AKOCTi - 6aHKy KNITUH Ta TeCTyBaHHA
BipyCHOI 6e3neku; 3miHu Il Tuny - 3MiHM B NpoLieci
BMpO6HMLTBA AP| 260 Ailo40i pe4oBMHM (3MiHA CTOCYETbCS
A®| abo fitoyoi peyoBrHU 6ioNOriYHOro/iMyHONOrYHOTO
NMOXO[KEHHA ab0 BUKOPUCTaHHA XiMiYHWX CyOCTaHLi y
BVMPOGHMLTBI NiKapCbKoro 3acoby 6ion1oriuHOro/iMyHo10r4YHOro
MOXOKEHHS | He BiAHOCMTLCA 10 NPOTOKOY BUPOBHMLTBA)
5. ANEPOH TabneTku, BKpUTI AkTtasic rpyn AT IcnaHgis Emkiiop IHAjs BHECEHHS 3MiH [0 peecTpavyjiiiHux matepianis: 3miHu | Tuny - 6e3 UA/5615/01/01
060/10HKOI0, N0 5 Mr, dapmacbloTikan AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenma
no 10 TabneTtok y ¢ Nivitep, MiCLA MpoBaKEHHS AiANbHOCTI BUPO6HMKa/imnopTepa
6nicTepi; no 1 abo no rOTOBOrO /1iKapCbKOro 3acoby, BKYaUM AiNbHUL BUMYCKY
3 6nictepu B cepil abo micue NpoBefeHHS KOHTPOSTIO SKOCTI. (ZisNbHICTb, 3a
KapTOHHIlA KopooLi 5Ky BiANOBiAa€e BUPOGHMK/IMNOPTEp, BK/IOUAKUM BUMYCK CEpiid)
(3MiHa HallMeHyBaHHSA Ta NpYBeAEHHS aapecn BUPOOHMKa Y
BiAMOBIAHICTb A0 BUCHOBKY LLOAO NiATBEPKEHHS
BignosigHocTi BUpobHuuTBa /13 BUMoram GMP
(Oepxnikcnyx6a Ykpainu), 3 nepenikom 13
6. ANKEPAH™ TabneTku, BKpUTI AcrnieH ®apma IpnaHgis Ekcenna M'v6X HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/8593/01/01
nAiBKOBOIO TpeigiHr 3MiHK | TUNY — BUNyYeHHs BUpPOOHUka A®l mendpanaHy, The peyenmom
060/10HKOI0, MO 2 MP Nimiteq Wellcome Foundation Limited, United Kingdom; 3miHu | Tuny -
Ne 25 (25x1) y 3MiHa y cneumdikauisx, noe'a3aHa 3i 3miHamu B dY, abo
thnakoHax €Bponelicbkiit hapmakonei, abo iHLiA HaLioHaNbHIl
hapmakonei gepxasun €C
7. ANKEPAH™ NMOPOLUOK A1 PO3YUHY AcrnieH ®apma IpnaHgis nakcoCwmiTKnsii ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/4713/02/01
Ans iH'ekuin no 50 mr TpeigiHr H 3MiHM | TNy — BUNYy4YeHHs BUpoOHuka APl mendanaHy, The peyenmom
y chnakoHax Ne 1y Nimiteq MaHydhakTypuHr Wellcome Foundation Limited, United Kingdom; 3miHun | Tuny -
KOMMIEKTi 3 C.N.A. 3MiHa y cneumdikalisx, noe'a3aHa 3i 3amiHamu B dY, abo
PO34MHHMKOM o 10 €sponeiicbkili hapmakonel, abo iHLWIA HaLioHabHIl
My cpriakoHax Ne 1 thapmakonei gepxasu €C
8. ANTEAHA CyCMeH3isi He MeHLle IMYHA ®APM, CnoBaubka BTOPUHHE CnoBaubka BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14538/01/01
40 MO/0,5 mn ans a.c. Pecny6nika nakyBaHHs, Pecny6nika 3MiHu 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. CTabinbHiCTb. peyernmom
iH exuin mo 1 gosi (0,5 BWMYCK Cepii: / Yecbka 3MiHa y TepmiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
M) y nonepegHbo IMYHA ®APM, Pecny6nika roToOBOro NikapcbKoro 3acoby (36iNbLUeHH TEPMiHY
HarnoBHEHWX LINpuULax a. c., Cnosaupka npuAaTHOCTI rOTOBOrO NIKAPCLKOro 3ac06y) - 36iMbLUEHHS
3 NPUKPINIEHOD Pecny6nika TepMiHy NPMAATHOCTI NikapCbKoro 3acoby
ronkoto Nel, Ne5 Ta no BMPOBGHULTBO, 6i010ri4YHOro/iMyHO/IOMNYHOr0 NOXOXKEHHSI HA OCHOBI
1 pgosi (0,5 mn) y nepBuHHe pe3ynbTaTiB AOC/IKEHb CTabiNbHOCTI, NPOBEAEHNX
amnynax NelO nakyBaHHs: BiANOBIAHO [0 3aTBEPAKEHOr0 NPOTOKOAY (36ibLIEeHHS
CEBA®APMA, TepmiHy npugartHocTi 13 (3 2-X pokiB Ao 36 mic. Ans
a.c., Yecbka nonepeAHb0 HANOBHEHUX LUMNPULLB)
Pecny6nika
9. AMIKCUH® IC TabneTku, BKPUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/2559/01/01
060n0Hkoto, no 0,06 r [04aTKOBOIO [04aTKOBOKO 3MiHM | TUMy - 3MiHX y NpoLieci BUPO6HMLITBA FOTOBOTO peyenma
Ne 3 (3x1), Ne 9 (3x3), BiANOBIgabHICT BiANOBIAA/ILHICT nikapcbKoro 3acoby, BKIOUaUy NPOMiKHUIA MPOAYKT, WO
Ne 6 (3x2), Ne 10 (5x2) 0 "IHTEPXIM" 10 "IHTEPXIM" 3aCTOCOBYETLCA MPY BUPOBHULTBI TOTOBOrO NiKapCbKoro
y bnictepax 3ac06y (He3HayHa 3MiHa y npoueci BUpobHULTBa)
10. AMIKCUH® IC TabNeTkn, BKPUTI ToBapucTBo 3 YKpaiHa ToBapuCTBO 3 YkpaiHa BHECEHHs1 3MiH 10 peecTpauiiHux maTepianis: 6e3 UA/2559/01/02




53

ITpomoBXeHHs fojaTKa 3

Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
o06onoHkoto, no 0,125 [0[aTKOBOIO [04aTKOBOK 3MiHW | TUMy - 3MiHX y NpoLieci BUPOGHULITBA FOTOBOTO peyenma
rNe 3 (3x1), Ne 9 BiANOBIga/IbHICT BiANOBIAA/ILHICT nikapcbKoro 3acoby, BKIOUaUy NPOMKHUIA MPOAYKT, WO
(3x3), Ne 6 (3x2), Ne 10 "IHTEPXIM" 10 "IHTEPXIM" 3aCTOCOBYETLCA NMPY BUPOOHULTBI TOTOBOIO NiKapCbKoro
10 (5x2) y bnictepax 3aco6y (He3HayHa 3MiHa y npoueci BUpobHULITBA)
11. AMINAP IC Tabnetkvu gns ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/14892/01/01
PO3CMOKTYBaHHS 3i [00aTKOBOO [0AaTKOBOIO 3MiHK | TUNY - 3MiHW Y NpoLeci BUPOGHMLITBA FOTOBOrO peyenma
CMakoM anesfibCvHy Mo | BigNOBiAaNbHICT BiANOBIAAbHICT NikapcbKoro 3acoby, BKIOYaUy NPOMKHUIA MPOAYKT, WO
8 TabneTtok y 6nictepi; 10 "IHTEPXIM" 10 "IHTEPXIM" 3aCTOCOBYETLCS MNPV BUPOOHULITBI FOTOBOrO NiKapCbKOro
no 1 abo 2 6nictepu B 3acoby - He3HauHa 3MiHa y npoueci BUPOGHULITBA FOTOBOIO
nauuj 3 KapToHy nikapcbKoro 3acoby. BBegeHHA 3MiH npoTArom 3-x micsiuis
nicnA 3aTBepAKEHHS; 3MiHW | Tuny - 3MiHM BUNpobyBaHb abo
O0NyCTUMUX MEX, BCTAHOBJIEHNX Y creundiikalisx, nig vac
BMPOOHMLTBA FOTOBOrO NiKapCbKOro 3acoby (BUIyYEHHS
HEeCyTTEBOro BUNPO6YBaHHSA B NPOLIECi BUPOOGHNLITBA)
12. AMINAP IC Tabnetku ans ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/14893/01/01
PO3CMOKTYBaHHS 3i [04aTKOBOIO [04aTKOBOKO 3MiHM | TUMy - 3MiHX y NpoLieci BUPO6HMLITBA FOTOBOTO peyenma
CMaKOM BULLHI 1Mo 8 BignosiganbHicT BignoBigancHicT nikapcbKoro 3acoby, BKIOUauy NPOMiKHUIA MPOAYKT, WO
Tabnetok y 6nictepi; 10 "IHTEPXIM" 10 "I[HTEPXIM" 3aCTOCOBYETLCA MPY BUPOOHULTBI TOTOBOrO NiKapCbKoro
no 1 a6o 2 6nictepu B 3acoby - He3HauHa 3MiHa y nNpoLeci BUPOGHULITBA FOTOBOMO
naJi 3 KapToHy nikapcbKkoro 3acoby. BBegeHHA 3MiH NpoTArom 3-x micsAuis
nicnsa saTBepmAKeHHs; 3MiHV | TUny - 3mMiHM BUNpobyBaHb abo
[OMNyCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikavisx, nig yac
BMPOGHMLITBA FOTOBOrO /1iKapPCbKOro 3acoby (BUyYeHHs
HEeCyTTEBOro BUNPobyBaHHA B NpoLeci BUPOBGHNLITBA)
13. AMINAP IC TabneTkvn ans ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/14891/01/01
PO3CMOKTYyBaHHS no 8 [08aTKOBOIO [0AaTKOBOIO 3MiHK | TUNY - 3MiHW Y NpOLeci BUPOGHMLITBA FOTOBOIO peyenma
Tabnetok y 6nictepi; BiANOBIga/bHICT BiANOBIAALHICT NiKapcbKoro 3acoby, BK/IHOYaUM NPOMiIXHWIA NPOAYKT, L0
no 1 abo 2 6nictepn B 10 "IHTEPXIM" 10 "IHTEPXIM" 3aCTOCOBYETLCA MPU BUPOGHULTBI TOTOBOTO NiKapCbKoro
nautii 3 KapToHy 3aco0y - He3HayHa 3MiHa y npoLieci BMpobHULTBA rOTOBOrO
nikapcbKoro 3aco6by. BBegeHHs1 3MiH NpoTArom 3-x micauis
nicns 3saTBepAKeHHS; 3MiHW | TUny - 3MiHN BUNpPo6yBaHb abo
[0NyCTUMUX MEX, BCTAHOBJIEHNX Y crieundikalisx, nig vac
BMPOOHULTBA FOTOBOrO NiKapCbKoro 3acoby (BUAYYEHHS
HEeCyTTEBOIro BUNPObyBaHHA B NpoLLeci BUPOGHNLITBA)
14. AHTUKATAPAN NnopoLuoK ans CninbHe Ykpaina Ankana ®apwma, IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 6e3 UA/7810/01/01
OpasIbHOro PO3YnNHY y YKparHCbKO- C.J. 3MiHV | TUMY - NOAAHHA OHOBMIEHOTO cepTudikarta ans peyenma
naketmkax Ne 10 icnaHcbke thiHinedhbpyHy rigpoxnopuay Bif, BXe 3aTBepAXEHOro
nigNpPUeEMCTBO BMPOGHUKA, SKUIA 3MIHUB Ha3BYy
"Cnepko
YKpaiHa"
15. APTU®DIIEKC PO34MH ANS iH'EKUN, ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/11438/01/01
XOHAPO 100 mr/mn no 2 mn B obmexeHoo BMPOOGHMLITBA, BMMNPaBIEHHSA TEXHIYHOT NOMUSIKM Y pO34inax MeToais peyenmom
amnyni; no 5 a6o 10 BiANOBIgabHICT KOHTPO/Ib SKOCTI, KOHTPO/I0 SIKOCTi «MeXaHiyHi BK/TIOYEHHS: BUANMI YacTKM» Ta
amnyn y kopob6ui; no 2 10 BUNYCK cepil: «CTepubHICTb»
M B amnysi; no 5 "®GapmMaueBTUyH TosapucTso 3
amnyn y 6nictepi; no 1 a KomnaHis 0bMexeHoto
abo 2 6nictepun y "3p0poB'a” BiANOBiAANbHICT
Kopob6ui; no 2 mn B 10

amnyni; no 10 amnyn y

"dapmaueBTnyH




54 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
6nictepi; no 1 a KoMmnaHis
6nicTepy y kopo6uj; "3popos's",
no 2 Mn 'y nonepeaHLo YKpaiHa; BCi
HarnoBHEHOMY LLNPULL; cragii
no 1 nonepefHL0 BUPOGHMLITBA,
HanoBHEHOMY LINpuLy KOHTPO/b AKOCTI:
Y KOMM/IEKTi 3 ro/IKoo ToBapucTso 3
iH'eKUiiHOO B 06MeXeHOo
iHOMBIgYya/lbHOMY BiANoBiAa/IbHICT
nakyBaHHi y 6nictepi; 10 "GPAPMEKC
no 1 a6o 5 6nictepis y FPYIM", YxpaiHa
KopoOLi 3 KapToHyY; No
2 Mny nonepeaHbLo
HarnoBHEHOMY LLNPWUL;
no 5 nonepegHLo
HarnoBHEHWX LUNPULIB
Y KOMNJIEKTi 3 FO/IKOK0
iH'eKLjiiHOI B
iHavBIgyanbHOMY
nakyBaHHi y 6ictepi;
no 1 6nictepy y
KOpo6Li 3 KapTOHY
16. APTU®PPUH- pO34MH ANA iH'eKUi No ToBapucTBoO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1349/01/02
340POB'A 1,7 mn B amnyni; no 06MEeXeEHO BMPOOHULTBA, AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu peyenmom
10 amnyn y KapTOHHIi BiANOBIga/bHICT KOHTPO/Ib SIKOCTI, 3asBHVIKa (BnacHWKa peecTpauiliHoro nocBigYeHHs)
Kopo6ui 3 10 BMNYCK cepil: (YTOYHEHHS Y BUK/TaAeHHI MiCLLe3HaX0MKeHHS 3asBHMKa
neperopogkamu; no "®apmaLeBTUYH ToBapucTBO 3 (BnacHuka peecTpauiliHoro NocBig4YeHHs1) roTOBOro
1,7 mn B amnyni; no 5 a KoMnaHis 06MeXeHo nikapcbkoro 3acoby) (TepMiH BBEAEHHS 3MiH MPOTArOM 3-X
amnyn y 6nictepi; no 2 "3popos'a” BiANOBIAAIbHICT MiCALIB MicnsA 3aTBepKEHHS); 3MiHM | Tuny - AgMiHiCTpaTWBHI
6nicTepy B KapPTOHHIlA 10 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecu micus
Kopobui; no 1,7 mny "®apmaueBTUYH NpPOBaKEHHS AiS/IbHOCTI BUPOBOHMKa/imnopTepa roToBoro
kapnyni; no 10 kapnyn a KomnaHis nikapcbKoro 3acoby, BKIOUauy AinbHNLi BUMYCKy cepii abo
y 6nictepi; no 5 "3popos'sa"”, MicLie NpoBefleHHSA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
6nicTepiB y KAPTOHHIN YKpaiHa,; BiANoBigae BMPOGHMK/iIMNopTep, BKIOYAOUM BUMYCK Cepilf)
Kopobui BCi cTagii (YTOYHEeHHSs1 agpecy BUPO6HUKA rOTOBOrO flikapcbKoro 3acoby)
BMPOOHULTBA, (TepMiH BBEAEHHS 3MiH NPOTArOoM 3-X MicsLiB nicns
KOHTPO/Tb SIKOCTI: 3aTBEpPAKEHHS); 3MiHKM | TRy - 3MiHK WoA0
ToBapucTBo 3 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
06MeXeHo (He3HauHi 3MiHN y TeKCTi MapKyBaHHS1 BTOPUHHOIO NakyBaHHS)
BiANOBIAAIbHICT (TepmiH BBELEHHS 3MiH NPOTAroM 3-x MicsALiB nicns
10 "®APMEKC 3aTBepMXEHHS); 3MiHM | Tuny - 3MiHK 3 AKoCTi. [0TOBWIA
FPYM", YkpaiHa nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[0[AaTKOBOI [i/TbHUL BUPOBHMLTBA A5 YACTUHM abo BCbOro
BMPOGHMYOro MpoLecy roToBoro NMikapcbkoro 3acoby (iHuwi
3MiHN) (3a3HaYeHHs (PYHKLiA BAPOOHUKIB, LLIO BOHW BUKOHYHOTb,
y MK roToBoro nikapcbkoro 3acoby, 6e3 3amiHu cammx
dhyHKLili Ta 3a3HAaYEHHS BUPOGHYVKA BiANOBIAA/ILHOIO 3a
BMNYCK cepii y MapKyBaHHiI, 3rigHo BUMor Hakasy MO3 YkpaiHu
Ne426 Big 26.08.05 p.(y pegakuii Hakasy MO3 Ykpainu Big 23
nunHs 2015 poky Ne460) (TepmiH BBeEHHSA 3MiH NpOTSArom 3-X




55 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
MiCALIB MiCNA 3aTBEPLKEHHS)
17. APTU®PUH- pO34MH ANA iH'EKUi No ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/1349/01/02
340POB'A 1,7 mn B amnyni; no 06MEeXeHO 06MeXeHo 3MiHK | TUNy - 3MiHa 6yAb-AKOT YaCcTUHM MaTepiasly NepBUHHOT peyenmom
10 amnyn y KapTOHHIi BiANOBIga/bHICT BiANOBIAAbHICT YMaKoBKU, L0 HE KOHTAKTYE 3 rOTOBUM J1iKapCbKMM 3aCO60M -
kopob6Li 3 10 (] [0AATKOBO [10 3aTBEPMKEHVX aMny/l, BBOAATLCA amnyiun 3
neperopogkamu; no "®apmaLeBTUYH "®apmaLeBTUYH TOYKOIO 3M1amy Ta Hafipi3oM Bif, 3aTBep)KEHOro BUPO6HMKa
1,7 mn B amnyni; no 5 a KoMnaHis a KoMnaHis MAT «lMonTaBCcbknii 3aBOA MEAMYHOIO CKax», YkpaiHa
amnyn y 6nictepi; no 2 "3popos'a” "3popoB's",
6nicTepy B KApPTOHHIlA YkpaiHa;
Kopobui; no 1,7 mny ToBapucTBO 3
kapnyni; no 10 kapnyn 0bMexeHot
y 6nictepi; no 5 BiANoBiAANbHICT
6nicTepiB y KAPTOHHIN 10 "®APMEKC
Kopo6ui FPYIM", YkpaiHa
18. APTULLOKA PO34UH OpasIbHUIA, ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/0140/02/01
EKCTPAKT- 100 mr/mn no 100 mn 06MEXEHO 06MeXeHOo 3MiHK | TNy - 3MiHa NocTaYasibHYKa NakyBasIbHUX MaTepianis peyernma
340POB'A y hnakoHi 3i cknia abo BignosiganbHicT BignoBigancHicT ab0 KOMMNEKTYOUMX - BBEAEHHS [OAATKOBOro BUay
dhnakoHi 10 10 nakyBaHHs; CynyTHS 3MiHa: 3MiHa hopmun abo po3mipy
nonimepHomy; no 1 "papmMaLeBTUyH "®apmMaLueBTUyH KOHTEliHepa 4 3aKynopoBasibHOro 3acoby (MepBUHHOT
hNakoHy 3 4O3YHUUM a KoMnaHis a KoMmnaHis yNakoBKM) (HeCTepUsIbHI Jlikapcbki 3ac06y); 3MiHa y NEPBUHHIi
NPUCTPOEM Y KOPOOLL "3p0poB'a” "3p0pos'a” ynaKoBLi FOTOBOro MiKapCbKoro 3acoby (SKiICHWIA Ta KinlbKicHUiA
3 KapTOHY cknag) - M'ski Ta HecTepunbHI pigki nikapcbki doopmu; 3MiHK |
TUMy - 3MiHa Y MeToAax BUNPo6yBaHHSA NepBUHHOT yNakoBKu
rOTOBOrO JIiKapCbKOro 3acoby 3a n. «MBU»; cynyTHA 3MiHa:
3MiHa napameTpis cneumdikauiii Ta/abo fonyCTUMUX MeX
NepPBUHHOT YNaKkoBKWN rOTOBOrO /iKapCbKOro 3acoby (3BYXXeHHS
[0NYCTUMUX MEX, BU3HAYEHUX Y cneumdikadii)
19. ACKOPBIHOBA PO34MH ANS iH e, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YKpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/4017/01/01
KNCNOTA- 50 mr/mnno 2 mn B 06MexeHo 06MexeHo 3MiHM | TUny - 3mMiHa ByAb-KOT YaCTUHU MaTepiany NepBUHHOI peyenmom
340POB'A amnynax Ne 10 y BiANOBIgasbHICT BiANOBIAALHICT YMakKoBKW, LLIO HE KOHTAKTYE 3 rOTOBUM J1iKapCbKUM 3aCO60M -
Kopobui, Ne 5 (5x1), 10 10 BBEJEHHS 4OAATKOBMX aMMy/1 3 TOUKOK 3/1aMy Ta HaApi3oM
Ne 10 (5x2), Ne 10 "papmMaueBTUYH "®apmMaueBTUYH (Amnynu 3i ckna mapku YCI-1: tun IM-2 T3 doopmu B a6o C
(10x1) y 6nicTepax a Komnaxis a Komnais BMpo6HMLTBa MAT "MonTaBcbkuii 3aBoj, MeANYHOro ckna”,
"3p0poB's” "3g0poB's” YKpaiHa) 3 Noc/iA0BHMMU 3MiHAMK Y po3A4ia "YnakoBka"
20. ACKOPBIHOBA pO34UH ANS iH KU, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/4017/01/02
KNCNOTA- 100 mr/mn no 2 mn B 0B6MEXEHO0 06MmexXeHo 3MiHK | TUNy - 3MiHa 6yab-AKOi YaCTUHM MaTepiasly NepBUHHOT peyenmom
340POB'A amnynax Ne 10 y BignoBiga/bHICT BiANOBiAA/IbHICT YMaKoBKMU, L0 HE KOHTAKTYE 3 FOTOBUM J1iKapCbKMM 3aCO60M -
Kopobui, Ne 5 (5x1), 10 10 BBEJEHHSA A0AATKOBUX aMmy/ 3 TOUKOK 31aMy Ta HaapizoM
Ne 10 (5x2), Ne 10 "papmMaLeBTUyH "®apmMaLeBTuyH (Amnynu 3i ckna mapkun YCIM-1: tun IM-2 T3 dopmu B a6o C
(10x1) y 6nicTepax a KomnaHis a KomnaHis BMpo6HuuTBa MAT "MonTaBcbknii 3aBoA4 MeAWNYHOro ckna”,
"3p0poB'a" "3a0pos'a" YKpaiHa) 3 noc/ioBHUMU 3MiHAMK Y po3in "Ynakoska"
21. AYTMEHTUH™(B | TabneTku, BKpUTI nakcoCwmitKnsi Benvka CmiTKnsinH Benvka BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/0987/02/01
D) MN/1iBKOBOIO H Ekcnopt BputaHis Bivem BpuTtaHis 3MiHM | TUNY - 3MiHa napamMeTpiB cneuudikavin Ta/abo peyenmom
060/10HKOI0, 875 Nimiteq dapmacboTuKas [OMYyCTUMMUX MEX FOTOBOTO JIiKapCbKOro 3acoby (iHLWi 3MiHW);
Mr/125 mr Ne 14 (7x2) c 3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS rOTOBOrO
y 6nicTepax nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
MeTofax BUNPOBYBaHHS); 3MiHU | TuMy - 3MiHa y MeTogax
BMNPOOYBaHHA rOTOBOrO NiKAPCbKOro 3acoby (iHLWi 3MiHN Y
MeTodax BMNpobyBaHb (BK/IKYAK4YM 3aMiHy ab0 [ONOBHEHHS))




56 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
22, AYPOMITA3 MOPOLLOK A/151 PO3YNHY Aypo6iHao IHAiA Aypo6iHao IHAjs BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/13165/01/01
Anst iv'exuii no 1000 dapma N1Tg dapma NIt 3MiHM | TUMY - 3MiHW A0 IHCTPYKLIT 4719 MeANYHOro peyenmom
Mry conakoHax Ne 1 3acTocyBaHHA y po3ain "Cnoci6 3acTocyBaHHsA Ta fo3n"
(BnyYeHo iHdhopmaL,ito Wof0 YMoB 36epiraHHs roToBoro
PO34uHY, SiKa He BifMnoBiAaEe KOPOTKIl XxapakTepucTuLi
nikapcbKoro 3acoby)
23. BINPOMON Tabnetku no 5 mr, nNo My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/3800/01/01
10 TabneTok y akujioHepHe akuioHepHe 3MiHM | TUMY - 3MiHW A0 IHCTPYKLIT 4719 MeANYHOro peyenmom
6nictepi, no 3 TOBap1CTBO TOBapUCTBO 3acTocyBaHHSA y po3ginu: MpoTunokasaHHs. Baaemogisa 3
6nicTepy y nauuj; no "HaykoBo- "HaykoBo- IHLUMMK NiKapCbKMKU 3acob6amMm Ta iHLWi BUAY B3AEMOLN.
60 a6o no 90 BVPOGHWYNIA BMPOGHUYNIA Oco6/MBOCTI 3aCTOCYBaHHSA. 3aCTOCYBaHHA y nepios
Tabnetok y LeHTp LeHTp BariTHOCTi abo rofyBaHHsA rpyaato. 34aTHiCTb BNAMBaTU Ha
KOHTEHepi 3 Kpuwwkow | "BopLuariBcbkuii "BopLuariBcbknii LUBUAKICTb peakLii Mpy kepyBaHHi aBTOTpaHCNOpTOM abo
3 KOHTPO/IEM NEPLUIOro Ximiko- Ximiko- iHWMMKU MeXxaHi3mamu. [o6ivHi peakuii, 3rigHo 3 iHdopmalLlieto
po3KpUTTA; No 1 chapmaLeBTUYHN thapmaueBTUYHN oo 6e3nekn 3acTocyBaHHA AitoHoTl peyoBuHK Giconponon.
KOHTENHepy y nauui 3 i 3aBog" i 3aBog" BBefaeHHA 3MiH NpoTarom 3-x MicAuiB nicns
KapTOHY 3aTBepAKEHHSA
24. BINnPoONon Tabnetku no 10 mr, no My6niyHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3800/01/02
10 TabneTok y akujioHepHe akuioHepHe 3MiHW | TUMY - 3MiHW A0 IHCTPYKLIT 4715 MeANYHOro peyenmom
6nictepi, no 3 TOBapUCTBO TOBapUCTBO 3acTocyBaHHA y po3ginu: MpoTunokasaHHA. Baaemogisa 3
6nictepu y nauui; no "HaykoBo- "HaykoBo- iHLUIMMK NikapcbKMKU 3aco6amMu Ta iHLi BUAY B3aEMOLN.
60 a6o no 90 BUPOGHWYUNI BUPOBHWYNI OCc06/MBOCTI 3aCTOCYBaHHS. 3acTOCYBaHHS y nepiog
TabneTok y LeHTp LeHTp BariTHOCTi abo rogyBaHHA rpyaato. 34aTHICTb BNAMBATH Ha
KOHTeliHepi 3 Kpuwkoto | "BopliariBcbkuii "BopLyariBcbkuii LIBUAKICTb peakLii npy kepyBaHHi aBToTpaHCNopTom abo
3 KOHTPOJ1EM NEepLUIOoro XimiKo- XimiKo- iHLWMMKU MexaHi3mamu. Mo6iuHI peakuil, 3rigHo 3 iHdhopmavie
po3KpUTTA; No 1 dhapmaLeBTUYHN thapmaueBTUYHN Wwof0 6e3nekn 3acTocyBaHHA Aito4oil peyoBuHK Giconponon.
KOHTEliHepy y nauui 3  3aBoa"  3aBofg" BBefeHHA 3MiH npoTarom 3-x micAuiB nicns
KapToHy 3aTBEpPAKEHHSA
25. BICONPON® Tabnetkv no 5 Mr no MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3214/01/01
10 TabneTok y 3MiHM | TUMY - 3MiHK y MeToAax BUNPobyBaHHA roTOBOro peyenmom
6nictepi; no 2, 3abo 5 NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAXKEHNX
6nicTepis y naul MeTogax BUNpobyBaHHS; BUYYEHHA MeToAy BUNPobyBaHHS,
AKLLO BXE 3aTBEPAKeHU asibTepPHATUBHUIA METOZ, iHLLI 3MiHW
y MeToAax BunpobyBaHb (BK/1oHatouy 3amiHy abo
[0MOBHEHHS))
26. BICOMNPON® Tabnetkv no 10 mr no MAT "dapmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/3214/01/02
10 TabneTok y 3MiHK | TUMY - 3MiHK Y MeToAax BUNpo6YyBaHHSA rOTOBOrO peyenmom
6nicTepi; no 2, 3 abo 5 nikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBEPKEHNX
6nicTepiB y naui MeToAax BUNPOOYyBaHHS; BUYYEHHA METOAY BUNPOGYBaHHS,
AKLLO BXE 3aTBEPPKEHNI a/TbTEPHATVBHUIA METOS; iHLLI 3MiHM
y MeTogax BunpobyBaHb (BKIoYatouy 3amiHy abo
[OMOBHEHHS))
27. BICOMNPON® Tabnetkv no 2,5 mMr no MAT "dapmak” YkpaiHa NAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/3214/01/03
10 TabneTok y 3MiHK | TUNY - 3MiHK Y MeToAax BUNPo6YyBaHHSA rOTOBOrO peyenmom

6nictepi; no 2, 3a6o 5
6nicTepiB y naui

nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPKEHNX
MeTofax BUNPOOYBaHHS; BUMYYEHHS METOZYy BUMPOGYBaHHS,
SIKLLO BXE 3aTBEPKEHWI anbTepHaTUBHUIA METOA; iHLi 3MiHK
y MeTogax BunpobyBaHb (BK/IOUaUM 3amiHy abo
[ONOBHEHHS))




57 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
28. BICOMNPONON- Tabnetku no 5 mr, No patiochapm HimeyunHa Mepkne M'm6X HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/1728/01/01
TEBA 10 TabneTok y vM6X (BMpPOGHMLTBO 3MiHM | TUMY - 3MiHW A0 IHCTPYKLIT 4719 MeANYHOro peyenmom
6nicTepi; no 3 abo 5 Hepo3dhacoBaHo 3aCTOCyBaHHSA y po3ainu: dapmakosiorivyHi BNacTUBOCTI.
6nicTepiB B KOPOOL ro NpoayKTy, MpoTtunokasaHHsa. B3aemogis 3 iHLLIMMUW NiKapCbKUMK
[03BiN Ha 3acob6amu Ta iHWi B1uAy B3aemopiii. Oco6mBoCTi
BUMYCK cepil; 3acTocyBaHHA. 3aCTOCyBaHHA Yy nepiog BaritTHocTi abo
nepBuHHA Ta rogyBaHHA rpyaato. 34aTHICTb BNAMBATY Ha LUBUAKICTb peakuii
BTOPVHHA npV KepyBaHHiI aBTOTPAHCNOPTOM a60 iHLWNMK MexaHi3mamm.
ynakoBKa, Cnioci6 3acTocyBaHHs Ta A03u. Aitn. MNepeosyBaHHsA. Mo6iuHi
KOHTPO/b cepii) peakuji, 3rigHo 3 iHchopmavieto WoA0 MegNyHOro
3acTocyBaHHs pedhepeHTHoro (KOHKOP) nikapcbkoro 3acoby.
BBepaeHHA 3MiH npoTarom 3-x MicAuis nicns
3aTBepAKEHHsA
29. BICOMNPONON- Tabnetkv no 10 wmr, no paTtiochapm HimeuyunHa Mepkne M'm6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/1728/01/02
TEBA 10 TabneTok y 6X (BUPOGHULTBO 3MiHM | TUNY - 3MiHW 0 IHCTPYKUIT A1S MeAnYHOro peyenmom
6nicTepi; no 3 abo 5 Hepo3cacosaHo 3acToCyBaHHsA y po3gin: PapmakosioriyHi BNacTuBOCTi.
6nicTepiB B KOPOO6L ro NpoayKTy, MpoTunokasaHHa. B3aemogis 3 iHLWLIMMY NiKapCbKUMKn
[03BiN Ha 3aco6amMu Ta iHWi BUuAn B3aemogiii. Ocob1mBoCTi
BUMYCK cepii; 3acToCyBaHHSA. 3aCTOCyBaHHS Yy nepiog BaritTHOCTi abo
nepBuHHA Ta rogyBaHHA rpyaato. 34aTHICTb BNAMBATY Ha WBMAKICTb peakui
BTOPVHHA npv KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWMMK MexaHi3mamu.
ynakoBka, Cnoci6 3actocyBaHHs Ta fo3u. [itn. MNepego3sysaHHsA. Mo6iuHi
KOHTpPO/Ib cepii) peakuii, 3rigHo 3 iHchopmaLieto WoA0 MeANYHOTo
3acTocyBaHHA pedepeHTHOro (KOHKOP) nikapcbkoro 3acoby.
BBegeHHA 3miH npoTsArom 3-x micAuiB nicns
3aTBepAKEHHSA
30. BA/NEPIAHA HacTolika ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiH1ux maTepianis: 6e3 UA/5387/01/01
nepopasibHoro "Nly6Hndhapm" "Nly6Hnpapm" 3MiHY | TURy - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. Onuc peyenma
3acTocyBaHHsA Mo 25 Ta cknag, (iHwi 3mMiHW) - 3MiHa onucy pignHW Ta BiAMNOBIAHI
MmNy chnakoHax- 3MiHW B IHCTPYKLI 418 MeAUYHOro 3aCTOCyBaHHA y p.
KpanesbHULAX "/likapcbka popma”
31. BAHKOMIUWH- niodpinizat ans TeBa 13painb AT YropwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8995/01/01
TEBA PO34nHy ANA iHdy3iit dapmauesTikas PapmaLeBTUYHN 3MiHM | TUNY - NoAaHHA OHoBNeHoro cepTudikarta R1-CEP peyenmom
no 500 mr y chsiakoHax IHgacTpi3 114, 1 3aBog TEBA 1999-110-Rev 06 Big BXe 3aTBEPMAKEHOr0 BUPOGHMKA
Ne 1
32. BAHKOMILH- niodpinisat gns TeBa I13paine AT YropuwuHa BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/8995/01/02
TEBA pO34nHy AN1s iHdy3il dapmaueBTikas dapmaleBTUYHN 3MiHM | TUNy - NoAaHHsA OHoBNeHoro cepTudiikata R1-CEP peyenmom
no 1000 mry IHpacTpi3 14, 1 3aBog TEBA 1999-110-Rev 06 Big BXe 3aTBEPAXEHOro BUPOBGHMKA
donakoHax Ne 1
33. BEHOPYTUHON renb2% no40ry My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/2354/02/01
Ty6i; no 1 Ty6i B nauLi akuioHepHe akuioHepHe 3MiHM | TUNy - 3MiHa napameTpiB cneuudikavin Ta/abo peuenma
3 KapTOHY TOBapUCTBO TOBapUCTBO [ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby - NpuBeaeHHs
"HaykoBo- "HaykoBo- cneuudikauii Ta MeTody BUNPOByBaHHS rOTOBOrO /iKapCbKOro
BMPOGHWYNIA BMPOGHUYNIA 3acoby 3a n. "Mikpo6ionoriyHa uncroTa” y BignosigHOCTb 40
LeHTp LeHTp sumor EP/I®Y; 3miHun | Tuny - 3mMiHa napameTpiB cneuudikawii
"BopLuariBcbkuii "BopLyariBcbkuii Ta/abo [oMyCTVMUX MeX roTOBOro /iKapcbKoro 3acoby
XiMiko- XiMiKO- (BUNYyYEHHA HE3HAYHOrO NOKasHWKa (Hanpvknag 3acTapisioro
hapMaLeBTUYHM hapmaLeBTUYHM noKasHuKa, Takoro sk 3anax Ta cMak, abo iaeHTudikauis
1 3aBoA" i1 3aBOA" 6GapBHMKIB Y/ CMaKOBUX 06aBOK)) - BUTYYEHHS 3i
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
cneumdikaLlii rotoBoro fikapcbKoro 3acoby T. "OAHOpPIAHICTD"

y 3B 513Ky 3 NpUBEAEHHSM Y BiANOBIAHICTb 40 BUMOr AdY;

BiiNOBIAHICTb [0 MOHOrpadii 4PY abo €Bponeiicbkol
thapmakonei, abo iHLIOi HaLioHa/TbHOI thapmakonei Aepxasu

€sponeiicbkili hapmakonel, abo iHLWiA HaLioHabHIl
thapmakonei aepxasu €C) - npuBefeHHs cneyudikawii
[0NOMDKHOT pevyoBuHM (Kapbomep) 3a . "MikpobionoriyHa
yucToTa'y BignosiAHOCTL A0 BUMOr EP/ADY; 3miHuM | Tuny -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIAMOBIAHICTbL
0o MoHorpadii 4®Y abo €sponelicbkoi hapmakonei, abo
iHLWOT HavujioHanbHOI thapmakonei fgepxasu €C (3MiHa y
cneuudikayisix, noB'A3aHa 3i 3miHamy B dY, abo
€Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei gepxasu €C) - npuBefeHHs cneuudikawii
[OMOMDKHOT peYoBUHY (AMHATpIo egeTar) 3a n.
"Mikpob6ionoriyHa uncrora”, 3amiHa p. "lMpo3sopictb" , "
KonbopoBicTb" Ha "30BHILLHIl BUrNAA PO3UMHY" Y
BiANoOBIigHOCTb A0 BUMOr EP/A®Y; 3MiHu | TURY - 3MiHW,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii dY a6o €sponelicbkoi thapmakonei, abo iHLWoi
HaujioHanbHOI dhapmakonei gepxasu €C (3miHa y
cneuudikayisix, NnoB'a3aHa 3i 3MiHamu B JdY, abo
€sponeiicbkiii hapmakonei, abo iHLWiA HaLioHabHIl
thapmakonei aepxasu €C) - npuBefeHHs cneyudikawii
[0MOMIKHOT peyoBuHU (eTaHon 96%) 3a n. "MikpobionoriyHa
yucToTa'y BignosiAHOCTL A0 BUMOr EP/ADY; 3miHuM | Tuny -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIAMOBIAHICTbL
0o MoHorpadii 4dY abo €Bponelicbkoi dhapmakonei, abo
iHLWOT HavujioHanbHOI thapmakonei fgepxasu €C (3MiHa y
cneuudikauisix, NoB'A3aHa 3i 3MiHamy B dY, abo
€Bponelicbkiin hapmakonei, abo iHLUIA HalioHaNbHIl
thapmakonei gepxasu €C) - npuBefeHHs cneuudikawii
[L0MNOMIXHOT peyqoBuHM (rniuepuH) 3a n. "MikpobionoriyHa
yuctoTa', 3amiHa p. "Mpo3opicTb”, " KonbopoBicTb" Ha
"30BHILUHI BUTNAL PO34MHY" Y BiANOBIAHOCTL [0 BUMOT
EP/A®Y; 3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo iHLWOI HalioHa/IbHOI
hapmakonei gepxasu E€C (3miHa y cneyudikauisix, noB'a3aHa
3i 3miHamu B 1®Y, abo €Bponelicbkiit hapmakonei, abo iHLLii
HauioHasbHin chapmakonei aepxasu €C) - NprBeAeHHS
cneumdikauii gito4oi peyoBuHM (BEHOPYTUHON) 3a M.
"Mikpob6ionoriyHa unctota” fo BuMor EP/A®Y; 3miHu | Tuny -
3MiHV BUNpo6yBaHb abo AONyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOGHULITBA FOTOBOrO NiKapCbKOro
3aco06y (BW/yYEHHs1 HECYTTEBOro BUNPoOyBaHHSA B NpoLeci

BMPOGHULITBA) - BUNYYEHHS 3i cnevudikaLii npoOMiKHOTo
npoaykTy T. "OgHOPIAHICTL" Y 3B 5A3KY 3 NpMBEAEHHSAM

3MiHU | TUNY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y

€C (3miHa y cneundikauisix, nos'sa3aHa 3i 3MiHamu B dY, abo
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ITpomoBXeHHs fojaTKa 3

Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
cneumdikaii Ha roToBuWiA nikapcbkuid 3aci6 y BiANOBIAHICTL A0
Bumor oy
34. BEHO®EP® po34uH Ans Bidhop LLiBeiiuapis Bichop LLiBefiuapisi | BHECEHHSI 3MiH 0 peecTpaLiiiHMpx MaTtepianis: * 3miHu |l Tuny 3a UA/8015/01/01
BHYTPILLHEOBEHHMX (IHTEepHeLWwHn) (IHTEepHewWwH) - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta dapMakoHarnsay. peyenmom
iH'ekuji, 20 mr/mn no 5 IHK. IHK. 3MiHN Y KOPOTKiil XapakTepuCcTuLi NikapCcbKoro 3acoby, TEKCTi
M1 B amnyni; no 5 MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro 3aCTOCyBaHHA Y
amnyn y KapTOHHIl 3B'AA3KY i3 HOBUMW JAaHUMU 3 AKOCTi, AOKAIHIYHUMU, KTiHIYHUMM
Kopobui OaHVMU Ta fJaHumu 3 papmakoHarnsgy -
BHeceHHA 3MiHN [0 IHCTPYKLT ANA MeAMYHOro 3acTOCYBaHHSA y
po3ginu: "®apmakonoriyHi BnactmeocTi”, "MNpoTnnokasaHHs",
"B3aemogis 3 iHWKMKU NikapcbkMU 3acobamMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTi 3acToCyBaHHA", "3acToCyBaHHs Y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”, "3aartHicTb
BM/IMBATU HA LUBWAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWMMKN MexaHidmamu', "Crnocié
3acTocyBaHHs Ta fo3u", "MobiuHi peakuyii") (TepMiH BBeAEHHSA
3MiH NpoTArom 3-x MicALiB Micns 3aTBepmXeHHs); 3MiHu Il Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnaay.
3MiHN y TepaneBTUYHMX NOKa3aHHAX (404aBaHHA HOBOro
TepaneBTWYHOTO NoKas3aHHA abo 3MiHa y 3aTBepKeHOMY
nokasaHHi) (BHeCeHHs 3MiHV 40 iHCTPYKLUIT 4151 MegNyYHOro
3acTocyBaHHs y po3ain: "MokasaHHA") (TepmiH BBBEAEHHSA
3MiH NpoTArom 3-x MicsiUiB nicns 3aTBEPAKEHHS)
35. BEPANAMIN- PO3YMH ANS iH'eKUIN, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3a UA/3582/02/01
AAPHMNLUA 2,5 mr/mn, no 2 mn B "papmMaLeBTUyH "®apmMaueBTUyH 3MiHn 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
amnyni; no 5 amnyny a hipma a hipma KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBKu
KOHTYPHIli YapyHKOBIi "fNapHuua” "fNapHuua” roTOBOrO NikapCbKoro 3acoby (BUyYEHHS yNakoBKW NEBHOMO
ynakosLi; no 2 po3Mipy) (BW/TyYEHHS yNakoBku no 2 ma B amny/ii, no 10 amnyn
KOHTYPHI YapyHKOBI y KOpo6Uji 3 BiAMNOBIigHMMU 3MiHamuy Y p. "YnakoBka") (TepMiH
yNakoBKM y nayLi; no 2 BBEJEHHS 3MiH NPOTArOM 6-TU MiCALIB NiCNA 3aTBEPLKEHHS)
M B amnysi; no 10
amnys y KOHTYPHii
YapyHKOBIli ynakoBL;
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLi y
nayui
36. BEPCATIC nAacTup fikyBasibHWIA [proHEeHTaUTb HimeyunHa BTOPUHHE HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/2808/01/01
5 % no 5 nnactupis y M6X nakyBaHHs, AnNoHis 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHSA roTOBOro peyenmom
catle/koHsepTi, no 1 KOHTPONb NiKapCbKOro 3acoby - He3HauHi 3MiHW B ONKCI METOAB
abo 2, abo 6 SKOCTi/BUNpO6YB BUMNPOOYBaHHS rOTOBOTO MliKapCbKOro 3acoby, a came: 3MiHU
calle/KoHBepTIB y aHHs cepii, XpomarorpadiyHnx yMOoB A5 KiSIbKICHOrO BU3HAYEHHA Ta
KopooLi BUMYyCK cepili: OHOBJ/IEHHS TECTY AN1A BU3HAYEHHS OAHOPIAHOCTI BMICTY; 3MiHW
[proHeHTaUTb | TMNYy - NogaHHA HOBOTO cepTudikaTa BignoBigHOCTI
v6X, €Bponeiicbkili hapmakonei Bif HoBoro Bupo6Huka (RO-CEP
HimeuuunHa; 2010-320-Rev 01); 3MiHM | TUMY - BHECEHHSA 3MiH Y
BMPOOHMLTBO cneumagikauii Ha LONOMiXHI pe4OBUHM
Hepo3dhacoBaHo (MeTunnaparigpokcnbeHsoaT, CnMpT NONIBIHINOBUNA,
ro NPOAyKTYy, nponinnaparigpokcnbeH3oar) BiANOBIAHO [0 OHOB/IEHHSA
nepBuHHE MoHorpadin EP
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ITpomoBXeHHs fojaTKa 3

Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
nakyBaHHs,
KOHTPO/b
SIKOCTi/BUNPO6YB
aHHA cepiit:
Teiikoky Celisiky
Ko. IT4., AnoHis
37. BUAAHON® TabneTku, BKPUTI KYCYM IHais KYCYM IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/14215/01/01
o6onoHkoto, no 500 mr | XENTXKEP NBT XENTXKEP MBT BWMNpPaB/IEHHS TEXHIYHOI MOMWUIIKM Y METOAaX KOHTPOSIHO SKOCTi peyenmom
Ne 30 (10x3), Ne 60 nTa nTa p. «CynpoBifHi LOMiLLKN»
(10x6) y 6nicTepax
38. BIIbNPA®EH TabneTku, Wo AcTtennac HigepnaHan BMPOGHUK PpaHuin BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/4350/02/01
CONMTAB ancnepryoTbes, no ®apma KOpon Hepo3dghacoBaHO TeXHi4YHa NOMUSIKA Y IHCTPYKLIT 415 MEAUYHOIO 3aCTOCYBaHHSA peyenmom
1000 mr Ne 10 (5x2) y B.B. ro NPOAyKTY y po3ginax: ®apmakoTepaneBTMyHa rpyna. 3acTocyBaHHs y
6nicTepax (bulk), nepiog, BaritHocTi abo rogyBaHHs rpyaato. Bzaemogis 3
nakyBasibHUK, iHLWXMK NikapcbKMK 3acobamMu Ta iHLWi BUAM B3aeMoSili
KOHTPO/Ib SIKOCTI,
BUMYCK cepii:
Pamap JlioH
39. BOAA ANnA PO3YMHHMK ANs MpAT Ykpaina MpAT YKkpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/3150/01/01
IH'EKLLIA- NPUroTYBaHHSA "papmMaueBTUYH "®apmMaueBTUYH 3MiHM | TUNY - 3MiHa NapameTpiB crneumdikauiii Ta/abo peuyenma
AAPHMNLUA PO3YMHY ANA iH'EKLi a thipma a thipma [0NYyCTUMUX MEX FOTOBOrO J1iKapCbKOro 3acoby (iHLUi 3MiHK);
no 2 mna B amny/sii, no "dapHnua” "fapHnus” CYMyTHS 3MiHa: 3MiHa y MeToAax BUMPOoOyBaHHS rOTOBOrO
5 amnyn y KOHTYpHiii nikapcbKoro 3aco6y (iHWi 3MiHM y MeToax BUNpobyBaHb
YapyHKOBIli ynakoBLi, (BKNHOYaKOUN 3aMiHy abo [JONOBHEHHS))
N0 2 KOHTYpHI
YapyHKOBi YNakoBK/ B
nauuj; no 5 mn s
amnyni, no 5 amnyny
KOHTYPHIli YapyHKOBIl
ynakosi, no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLii; no 2
mn abo 5 mn B amnyni,
no 10 amnyny
kopo6ui; no 10 mn B
amnynax
40. BOTPIEHT™ TabneTku, BKpUTI HoBaprTic ®apma | LUBeiiuapis BMPOGHMK Benwvka BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/12035/01/01
NNiBKOBOO Al Hepo3acoBaHo! BputaHisa/ 3MiHKM | TUNY - 3aMiHa rpacivyHOro 306paxxeHHs Ha TeKCT peyenmom
06010HKO0, N0 200 Mr NPOAYKLT: Icnanis MapKyBaHHs. BuganeHHs iHdopmadii woao BnacHyka
no 30 Tabnetok y [nakco TOProBOl Mapku 3 TEKCTY MapKyBaHHs BTOPUHHOI YNaKoBKN
dhnakoHi, no 1 OnepeiiwHc HOK YKpaiHCbKOK MOBOI. BBeieHHSA1 3MiH NpoTArom 3-x micauis
dhnakoHy B KapTOHHIl Nimiten, Benuka nicnA saTBepaKeHHA
Kopobui BputaHis;
BUPOOHUK ANns
nakyBaHHs Ta
BWMNYCKY Cepii:
nakco Bennkom
C.A., IcnaHis
41. BOTPIEHT™ TabNeTKn, BKPUTI HoBaprtic ®apma | LlBeiiuapis BUPOBHMK Benvka BHECEHHS! 3MiH 10 peecTpauiiHux maTepianis: 3a UA/12035/01/02




61 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
NAiBKOBOIO Al Hepo3acoBaHo! BputaHisa/ 3MiHKM | TUNYy - 3aMiHa rpacivyHOro 306paxeHHs Ha TeKCT peyenmom
060n10HkKot0, Mo 400 Mr NPOAYKLi: Icnanis MapKyBaHHsl. BuganeHHs iHdopmadii o0 BnacHvka
no 30 Tabnetok y nakco TOProBOi Mapku 3 TEKCTY MapKyBaHHS BTOPUHHOI YNaKoBKN
thnakoHi, no 1 OnepeliwHc FOK YKpaiHCbKOKO MOBOI. BBefieHHA 3MiH npoTArom 3-x micsAuis
h1akoHy B KapTOHHIl Nimiten, Benuka nicns 3aTBepAKeHHA
Kopobu,i BpuTaHis;
BMPOGHWK ANs
nakyBaHHS Ta
BUNYCKy cepii:
nakco Bennkom
C.A,, Icnanis
42. FAMAHOPM / Po3uunH gna iH'ekuiii Oktadhapma ABCTpIA OkTadhapma LWsewis/ BHECEHHS 3MiH 40 peecTpaLiiHux maTepianis: 3a UA/
GAMMANORM | 165 mr/mn no 10 dPapmaueBTuK ABb HimeyunH BUMNpPaB/IEHHA TEXHIYHOT NOMWUSIKN B Haka3i MO3 peyenmom 13052/01/01
® ma, 20 Mny a (BMPOGHMUTBO a Ykpainu Big 04.10.2013 Ne 860 LW0A0 HanucaHHA
IMYHOINOBYN | cnakoHi Ne 1 MpoaykTioHcre 3a NOBHUM HaliMeHyBaHHS Ta afpecu 3asiBHUKA Ha YKpaiHCbKil
IH IO ANHN c. M.6.X. LIMK/IOM), MOBI (6ys10: Okmagpapma dapmayesmuka
HOPMA/IbHUN OkTadapma MpodykuioHczec. M.6.X.)
v6X, deccay
(BTOPUHHE
nakyBaHHs)
43. FEPBIOH® cupon, 7 mr/ma no 150 KPKA, a.4., CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 6e3 UA/12176/01/01
CUPOMN NNKOWA | mny diakoHax pa3om HoBso mecTo HoBo mecTo 3MiHM | TUMY - 3MiHa y MeTogax BUNpobyBaHHSA roTOBOro peyenma
3 NNacTMKOBOLO NikapcbKoro 3acoby - He3HauyHa 3MiHa B MeTO/i KOHTPO/IHO
MipHOIO JTOXKOHO AKOCTI 3a N. laeHTndikawis i KinbkicHe BU3HaUYeHHS eKCTpakTy
nawa
44, FNIKOCTEPUN PO34nH ANs iHdy3il MpusatHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux martepiains: 3miHu | Tuny - 3a UA/1859/01/01
P10 no 200 ms, a6o no akuioHepHe akuioHepHe AZMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
250 mn, abo no 400 TOBapucTBo TOBapuCcTBO 3asBHMKa (BNacHyKa peecTpauiiHoro nocBig4eHHs) (3mMiHa
mn, abo no 500 mn'y "lHdpy3ia” "IHdy3ia” afpecu Ta HaliMeHyBaHHs 3asBHKKa) (TepMiH BBEAEHHS 3MiH
nAsiwKax nNpoTArom 3-X MicALiB Nic/a 3aTBepMKEHHS); 3MiHM | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLii NPOBaPKEHHA AISNbHOCTI BUPOOHUMKa/iMnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BK/IYAKUUN AiNbHAL BUMYCKY
cepil abo Micue NpoBefeHHS KOHTPOSIIO AKOCTI. (fisiNbHICTb, 3a
AIKy BignoBifae BUPOOHMK/IMNOpPTEp, BKIHOHAIOUM BUMYCK CEPii)
(3MiHa agpecu Ta HaliMeHyBaHHSI MiCList MPOBAAKEHHS
[iANbHOCTI BUPOGHMKA roTOBOrO Nikapcbkoro 3acoby, 6e3
3MiHU MicLA BUPOGHMLITBA (3MiHA IOpUAMYHOT aapecu Ha
hakTnyHe MicLie NPoBafKEHHS AisinbHOCTI) (TepMiH BBEAEHHS
3MiH NpoTSAroM 3-X MicsUIiB Nicns 3aTBEpPAXKEHHS)
45, FNIKOCTEPUN PO34nH ANs iHdy3il MpuBaTHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux martepiains: 3miHu | Tuny - 3a UA/1860/01/01
»5 no 200 mn, abo no akujioHepHe akKuioHepHe AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
250 mn, a6o no 400 TOBapucTBo TOBapucTBO 3asBHMKa (BNacHyKa peecTpauiiiHoro nocBigYeHHs) (3miHa
mn, abo no 500 mn'y "lHdpysia” "IHdpysia” afipecu Ta HaliMeHyBaHHS 3asiBHKKa) (TepMiH BBEAEHHS 3MiH

nnsAwkKax

npoTArom 3-x MiCAUIB MiC/A 3aTBEPMKEHHS); 3MiHM | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLiSi NPOBaPKEHHNA AISNbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BKIKYAKUMN AiNbHAL BUMYCKY
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ITpomoBXeHHs fojaTKa 3

Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
cepii abo micue NpoBefeHHs KOHTPOIO AKOCTI. (fisANbHICTb, 3a
SIKY BiANOBiAa€e BUPOGHMK/IMNOPTEp, BKIOUAKUY BUMYCK CEpii)
(3miHa agpecu Ta HaliMeHyBaHHS MiCLis NPOBaAXEHHS
AiSNbHOCTI BUPOOHMKA roTOBOrO NiKapcbKoro 3acoby, 6e3
3MiHM MicL BUPOGHMLTBA (3MiHA IOpUAMYHOT agpecu Ha
hakT1YHe MicLe NpoBaMKeHHS AisnbHOCTI) (TepMiH BBEAEHHS
3MiH NpoTArom 3-X MicALUiB Nicns 3aTBepAKEHHS)
46. FNYTAPTIH PO34MH A1 iH'EKUIN, ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/4022/01/02
200 mr/mn no 5 mn B 06MEeXeHO 06MeXeHo 3MiHK | TUNy - 3MiHa 6yAb-AKOT YaCcTUHM MaTepiasly NepBUHHOT peyenmom
amnyni; no 10 amnyny | BignosiganbHicT BiANOBIAAIbHICT YMakKoBKM, L0 HE KOHTAKTY€E 3 TOTOBUM MiKapCbKM 3ac060M;
KapTOHHIA KopobLi; no 10 10 3MiHa, ika He BM/IMBAE Ha KOPOTKY XapaKTepucTuky
5 mn B amnyni; no 5 "®apmaueBTUYH "®apmaueBTUYH NiKapcbKoro 3acoby - A04ATKOBO A0 3aTBEPIKEHUX ammy/l,
amnyn y 6nictepi; no 1 a KomnaHis a Komnaxis BBOAATLCS ammy/n 3 TOUKOIO 31aMy Ta Hadpi3om
abo 2 6nictepu y "3p0poB’s" "3popoB "
KapTOHHI KopoobLi
47. FNYTAPTIH pO34nH ANs iH'eKuii, ToBapucTeo 3 Ykpaina TosapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/4022/01/01
40 mr/ ma, no 5 mn B 06MexeHo 0bMexeHot 3MiHM | TUMy - 3MiHa 6yAb-AKOT YaCTUHU MaTepiasy NepBUHHOT peyenmom
amnyni; no 10 amnyn BignoBigabHICT BiANOBiAANbHICT YNaKoBKU, L0 HE KOHTaKTYE 3 rOTOBUM NiKapCbKnM 3ac060M
KapTOHHI Kopo6Li; no 10 10 (3MiHa, fiKa He BN/MBAE Ha KOPOTKY XapaKTepUCTUKY
5 mn B amnyni; no 5 "®apmaueBTUYH "®apmaueBTUyH nikapcbKoro 3acoby) - 40AaTKOBO A0 3aTBEPKEHNX ammy,
amnyn y 6nictepi; no 1 a KoMnaHis a KoMmnaHis BBOAATBLCA aMny/n 3 TOYKOK 31aMy Ta Haapi3oM
abo 2 6nictepn y "3p0poB'a” "3p0pos'a”
KapPTOHHI KOpOoOLi
48. FNHOKO3n PO34nH ANs iHdy3il MpusatHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHux martepiains: 3miHu | Tuny - 3a UA/12138/01/01
PO34MH 10% 10 % no 200 mn, 250 akuioHepHe akuioHepHe AZMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
LA IHOY3IN M, 400 mn, 500 mny TOBapucTBo TOBapuCcTBO 3asBHMKa (BNacHyKa peecTpauiiHoro nocBigYeHHs) (3miHa
nasLKax "lHdpy3ia” "IHdy3ia” afpecu Ta HaliMeHyBaHHS 3asBHKKa) (TepMiH BBEAEHHS 3MiH
nNpoTArom 3-X MicALiB Nic/a 3aTBepMKEHHS); 3MiHM | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLii NPOBaPKEHHA AISNbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BK/IYAKUUN AiNbHAL BUMYCKY
cepil abo Micue NpoBefeHHS KOHTPOSIIO SKOCTI. (fisiNbHICTb, 3a
Ky BignoBifae BUPOOHMK/IMNOPTEp, BKIHOHAIOUM BUMYCK CEPii)
(3MiHa agpecu Ta HaliMeHyBaHHSI MiCList MPOBAAKEHHS
[iANbHOCTI BUPOGHMKA roTOBOro Nikapcbkoro 3acoby, 6e3
3MiHU MicLA BUPOGHMLITBA (3MiHA IOpUAMYHOT aapecu Ha
hakT1yHe MicLie NPoBaMKEHHS AisinbHOCTI) (TepMiH BBEAEHHS
3MiH NpoTSAroM 3-X MicsUiB Nicns 3aTBEpPAYKEHHS)
49, FNHOKO3n PO34MH ANA iHdy3iin 5 MpusatHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux matepiains: 3miHu | Tuny - 3a UA/12138/01/02
PO34UMH 5% ONA | % no 200 mn, 250 mn, akujioHepHe akKuioHepHe AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
IHOY3IN 400 mn, 500 mny TOBapucTBo TOBapucTBO 3asBHMKa (BNacHyKa peecTpauiiiHoro nocBigYeHHs) (3mMiHa
nAsLWKax "lHdpysia” "IHdpysia” afipecu Ta HaliMeHyBaHHS 3asiBHKKa) (TepMiH BBEAEHHS 3MiH

nNpoTArom 3-x MiCALIB MiC/A 3aTBEPMAKEHHS); 3MiHM | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLiSi NPOBaPKEHHNA AISNbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaoUM AiNlbHULI BUMYCKY
cepil abo MicLe NpoBeAEHHS KOHTPOSIIO AKOCTI. (fisNbHICTb, 3a
Ky BiAnoBifae BUPOOHMK/IMNOPTEP, BKIHOHAIOUN BUMYCK CEPii)
(3MiHa agpecu Ta HaliMeHyBaHHSI MiCLisi NPOBAMKEHHS
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
[AiSNbHOCTI BUPOOHMKA roTOBOrO NiKapcbKoro 3acoby, 6e3
3MiHM MicL BUPOGHMLTBA (3MiHA IOpUAMYHOT aapecu Ha
hakT1yHe MicLe NpoBaKeHHS AisnbHOCTI) (TepMiH BBEAEHHS
3MiH NpoTArom 3-X MicAuiB nicns 3aTBepAKEHHS)
50. FOHAN-®® po3unH ANA iH'ekuii no |  Apec TpeigiHr LLiseiiuapis Mepk CepoHo ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/4113/02/01
300 MO (22 mkr)/0,5 C.A. C.n.A. 3MiHK | TUNy - 3MiHa 6yAb-AKOT YaCcTUHM MaTepiasly NepBUHHOT peyenmom
M1 B nonepesHbo YMakKoBKK, LLO HE KOHTAKTY€E 3 FOTOBUM MiKapCbKM 3ac060M —
3anoBHeHIli pyyli Ans OHOB/IEHHA An3aliHy nonepeaHbLO 3anoBHEHOT pyykn Ans
BBefeHHa Ne 1y BBE/JEHHS, fka MICTUTb PO34MH npenapary, 4718 NonerweHHs ii
KOMMANeKTi 3 8 ronkamn BMKOPWCTaHHS navjieHTamn; He3HauHa 3MiHa hopMmn
NS BBEEHHSA 30BHILLUHLOTO KOBMAuKa rosioK A5 iH'eKLii, NpU3HaYeHnx gns
BUKOPVCTaHHA PYYKOI0, LLIO NOCTa4atoTbCs Y KOMMEKTi 3
NiKapCbKUM 3ac060M; 3MiHW A0 IHCTPYKLiT 4151 MegUUYHOro
3acTocyBaHHs y po3gin "Cnocib 3actocyBaHHs Ta go3n'.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALIB Nic/a 3aTBepPAKEHHS
51. FTOHAN-®® pO34nH A1 iH'eKUi No Apec TpeligiHr LLiseiiuapis Mepk CepoHo ITania BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/4113/02/02
450 MO (33 mkr)/0,75 C.A. C.n.A. 3MiHM | TUMy - 3MiHa 6yAb-AKOT YaCTUHU MaTepiasy NepBUHHOT peyenmom
M1 B nonepeaHbLo YNaKoBKMK, LLIO HE KOHTaKTYE 3 TOTOBUM NiKapCbKUM 3acO60M —
3anoBHEHIN pyyui ans OHOBJ/IEHHS AM3aliHy nonepeaHbO 3anoBHEHO! pyyku ANns
BBefeHHA Ne 1y BBEJEHHS, fKka MICTUTb PO34MH Npenapary, AJ/19 NoserweHHs ii
KomMnaekTi 3 12 BMKOPUCTAHHSA NalieHTamu; He3HayHa 3MiHa oopmMmn
rosikamv 4nis 30BHILLHBbOrO KOBMAayka ronokK Ans iH'exuiii, NpU3HaYeHnx ans
BBEEHHSA BUKOPVCTaHHA PYYKOI0, LLIO MOCTaYatoTbCs y KOMM/IEKTi 3
NiKapcbkUm 3ac060M; 3MiHW A0 IHCTPYKLIT 415 MeguyHoro
3acTocyBaHHSA y po3ain "Cnoci6 3acTocyBaHHs Ta fo3n".
BBefEeHHSA 3MiH NPOTAroM 6-T1 MicALiB Nic/as 3aTBEPAKEHHS
52. FOHAN-®® pO34nH ANA iH'ekuili no |  Apec TpeigiHr LLBeliLapis Mepk CepoHo ITanisa BHECEHHS 3MiH 10 peecTpavLjiiiH1ux maTepianis: 3a UA/4113/02/03
900 MO (66 mkr)/1,5 C.A. C.n.A. 3MiHK | TNy - 3MiHa 6yAb-SIKOI YaCTUHM MaTepiasly NepBUHHOT peyenmom
M/ B nonepeaHbLo YNaKoBKMK, LLIO HE KOHTaKTYE 3 FOTOBUM NiKapCbKUM 3aCO60M —
3anoBHeHiIl pyyui ans OHOB/IEHHA An3aliHy nonepeaHbLO 3anoBHEHOT Pyykn Ans
BBeAEeHHA Ne 1y BBE/EHHS, fka MICTUTb PO34MH Npenapary, AJ/18 NosierweHHs ii
KomnnekTi 3 20 BMKOPUCTAHHSA NalieHTamu; He3HayHa 3MiHa hoopmMun
ronkamu gns 30BHILLUHbOrO KOBNAYka rofloK AN iH'eKLii, NpU3HaYeHnX ans
BBEfEHHSA BMKOPWCTaHHA PYYKOI0, LLIO MNOCTaYatoTbCsa Y KOMMN/IEKTi 3
nNiKapCcbKUM 3aC060M; 3MiHW [0 IHCTPYKUiT AN MeANYHOro
3acTocyBaHHA y po3ain "Cnocib 3acTocyBaHHS Ta 403u".
BBegeHHs1 3MiH NPOTArom 6-Tu MiCALIB Nic/1A 3aTBepPAKEHHS
53. FPUNOLUUTPOH- | kpanni opasibHi, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/15497/01/01
BPOHXO po3unH 5 mr/mn, in obmexeHoro 06MexeHo 3MiHK 3 siKoCTi. TOTOBWMIA Nnikapcbkuii 3aci6. Cuctema
bulk no 10 ny BiANOBIga/IbHICT BiANOBIAAIbHICT KOHTeliHep/3aKkynopoBa/ibHWi 3aci6. 3MiHa po3mipy ynakoBku
MeTasnieBMx 6oykax 10 10 roToBOro Nikapcbkoro 3acoby (iHWi 3mMiHK) CynyTHA 3MiHa -
KEI "papmMaLeBTUyH "®apmMaLeBTuyH 3MiHK 3 siKoCTi. TOTOBWMIA Nnikapcbkuii 3aci6. Cuctema
a KomnaHis a KomnaHis KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa y NepBUHHIl
"3popos'a” "3popos'a” yMakoBLii FOTOBOro NikapcbKoro 3acoby (Tvn KoHTelHepa abo

[ofaBaHHsA HOBOrO KOHTelHepa) - TBepai, M'aki Ta
HecTepw/bHi piaki nikapcbki hopmu (3MiHM 3 sKOCTi. [OTOBWIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoproBasibHUIA
3aci6. 3MiHa nocTavyanbHVKa nakyBasibHUX Martepianis abo
KOMMNIEKTYHOUNX (SIKLLIO 3a3HAa4YeHO B A0CkE) (3amiHa abo
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
[ofaBaHHA noctavasibHUKa) (BBEAEHHS A0AATKOBOI YNakoBKM
in bulk no 10 n 'y 6ou4kax metanesux KEI' HOBUX BUPOGHWKIB
Schafer Werke Gmbh., Germany cinian Schafer Sudex s.r.o.,
Czech Republic 3 BignoBigH/MMN 3MiHaMK y p. «YNakoBKa»).
3MiHu 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHoOCTi abo ymMmoBax 36epiraHHs
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3miHW) (y 3B'A3KY 3
BBeZEeHHsAM ynakoBku in bulk no 10 ny 6oukax meTaneBux KEI
BHOCATLCA 3MiHN Y P. «TepMiH NpUAATHOCTI» (YnakoBka in
bulk: 1 pik)
54. OANEPOH KONA, | TabneTkun, BKPUTI KPKA, a.4., CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/8428/01/01
3® NAiBKOBOKO HoBso mecTo HoBo mecTo 3MiHUW | TUNY - 3MiHW 0 IHCTPYKUIT A1S MeANYHOro peyenmom
06010HKOt0, Ne 12 3acTocyBaHHs y po3ginu: MNpoTunokasaHHs. Cnocié
(12x1), Ne 24 (12x2) y 3acTocyBaHHs Ta A03u. MobiyHi peakuji. Nepefo3yBaHHs.
6nictepax 3acTocyBaHHs y nepiog BariTHOCTi abo rolyBaHHs rpyanio.
Oco61BOCTi 3aCTOCYBaHHA. B3aemogis 3 iHLWMMK
nikapcbkMu 3acobamu Ta iHLWi BUAW B3aEMOIil, 3rigHO 3
iHbopMmalieto Wwoao 6e3nekn 3acToCyBaHHs Aito40i peqyoBUHN
napaueTtamon
55. AEKAPUC Tabnetkv no 50 mMr no BAT "leneoH YropwmHa NOBHUIA LWKN PymyHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 6e3 UA/6866/01/01
2 Tabnetkun y énicrepi; PixTep" BUpPOGHMLTBA YropwumHa 3MiHuM | TUNY - NOA4aHHS HOBOTO cepTudikaTa BignoBigHOCTI peuenma
no 1 6nictepy B roToBoil €poneiicbkin hapmakonei CEP Ne R1-CEP 1998-095-Rev 01
KapTOHHIA ynakoBL,i npoayKuir, ana A®l Big HOBOro BUPOGHYMKA A0 BXe 3aTBEPAKEHOr0
nakyBaHHs1, BMPOGHMKa
KOHTPO/b cepii:
l'epeoH Pixtep
PymyHia A.T.,
PymyHis; Bunyck
cepii,
ohopmeHHS
cepTudikatis
akocTi: BAT
"l'epeoH Pixtep",
YropLumHa
56. OEKAPUC Tabnetkv no 150 mr BAT "leneoH YropwmHa NOBHUIA LWKN PymyHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/6866/01/02
no 1 Tabnetuiy Pixtep" BMPOGHULITBA YropluHa 3MiHV | TUMY - NOAAHHA HOBOro cepTudikaTa BiANOBIAHOCTI peyenma
6nictepi; no 1 roToBoil €sponeiickkin hapmakonei CEP Ne R1-CEP 1998-095-Rev 01
6nicTepy B KapTOHHiIl npoayKuir, ans A®l Big HOBOro BUPOGHYMKa A0 BXe 3aTBEPAKEHOr0
ynakoBLi nakyBaHHs, BMPOGHMKA
KOHTPO/b Cepil:
l'epeoH Pixtep
PymyHia A.T.,
PymyHist; Bunyck
cepii,
ohopmeHHS
cepTudikaTie
akocTi: BAT
"l'epeoH Pixtep",
YropwmHa
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
57. AEKCA- PO3YMH ANA iH EKLiA, ToBapucTBoO 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/15314/01/01
340POB’A 25 mr/mino 2 mn B o6MexeHo 0bMexeHot 3MiHM | Tuny - 3mMiHa napamMeTpiB cneuudikavin Ta/abo peyenmom
amnynax Ne 5 (5x1); BignoBigasbHICT BiANoBiAa/IbHICT [ONyCTUMUX MEX rOTOBOrO JiKapCbKOro 3acoby; CynyTHsA
Ne 10 (5x2); Ne 10 10 10 3MiHa: 3MiHa y MeTogax BUNpobyBaHHA rOTOBOrO /iKapCbKoro
(10x1) y 6nictepax B "dapmaneBTUYH "®apmaueBTUYH 3aco6y (He3HayHa 3MiHa y 3aTBEpPKEHNX METOAAX
Kopobui; Ne 5, Ne 10 B a KoMnaHis a KoMmnaHis BMNPOOYBaHHS)
Kopobui "3p0poB's"” "3g0pos'a"”
58. AENO-MEAPON cycneHsis ans Mdpaiizep IHk. CLWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/10030/01/01
iH'ekw;ji, 40 mr/mn no 1 MeHtohekuypuHr 3MiHW | TUNY - 3MiHW 0 IHCTPYKUIT A1S MeANYHOro peyenmom
My dakoHi, no 1 Benbria HB 3acTocyBaHHs y po3ainn: Ocob6nBOCTI 3aCTOCyBaHHS. Mo6iuHI
h1aKkoHy B KapTOHHIi peakuji, 3rigHo 3 iHhopMmaLieto Wwoa0 6e3nekn 3acToCyBaHHs
Kopooui nitoyoi pevosuHy methylprednisolone. BBeA€HHA 3MiH
nporarom 3-x MicsiliB NicnsA 3aTBepAKEHHSA
59. ANKNO®PEHAK- PO34MH A5 iH'EKUIN, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/1539/02/01
340POB'A 25 mr/mnno 3 mn B 06MEXEHO0 06MeXeHo 3MiHK | TUNy - 3MiHa 6yab-AKOI YaCcTUHM MaTepiasly NepBUHHOT peyenmom
amnynax Ne 5 B BiANOBIga/IbHICT BiANOBIAAbHICT YMaKoBKWU, L0 HE KOHTaKTYE 3 rOTOBUM J1iKapCbKMM 3aCO60M -
kopob6Li 3 10 (0] [0AATKOBO [10 3aTBEPMKEHVX aMMy/l, BBOAATLCA amnyin 3
neperopogkamu; Ne 5 "®apmaueBTUYH "®apmaueBTUYH TOYKOIO 3Nn1amy Ta HaZpi3oM Bif, 3aTBEPKEHOTO BUPOBHMKA
(5x1) y 6nictepax B a KkomnaHis a Komnais MAT «[MonTaBcbkuii 3aBOA MeANYHOrO Cknax», YkpaiHa
Kopo6ui "3popos'a” "3popos's”
60. AVNMEKCUA- pigvHa gns TOB "AKnM Ykpaina TOB "OKM YkpaiHa BHECEHHS 3MiH 10 peecTpavLjiiiH1ux maTepianis: 6e3 UA/5357/01/01
Ko 30BHILIHLOTO "hapmMaueBTUYH "dbapmaueBTNyH 3MiHK | TUNy - 3miHa y napameTpax cneyudikauin Ta/abo peyenma
3acTocyBaHHsA rno 50 a chabpuka" a chabpuka" [ONYCTUMUX MEX, BU3HA4YeHnX y crneuudikalisx Ha Ad®l, abo

My chnakoHax

BUXiAHUIA/NPOMiXHWIA NPOAYKT/peareHT, LWo BUKOPUCTOBYIOTHCS
y npoueci BUpo6HuyTBa A®I (iHWi 3MiHW); CynyTHA 3MiHa:
3MiHa y MeTogax BunpobyBaHHst A®| abo BuxigHoro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoueci BUpo6HuyTBa A®I (iHWi 3miHW y
MeTogax BUNpobyBaHHA (BKIOYatoun 3amiHy abo AONOBHEHHS)
A®| ab0 BMXigHOrO/MPOMIXHOIo NPOAYKTY), NPUBEAEHHS p.
"Mikpob6ionoriyHa unctota” APl go sumor AdY; 3miHm | Tuny -
3MiHa y napameTpax crneumndikauiii Ta/abo fonyCcTVMUX MexX,
BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo
BUXiAHWIA/MPOMDKHWI NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCSA
y npoueci BupobHuytBa A®I (iHLWi 3MiHW); CynyTHA 3MiHa:
3MiHa y meTofax BunpobysaHHs A®| abo BuUxigHOro
mMaTtepiany/MpomiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA Y NpoLieci BUPo6HMLTBA AD| (iHLUi 3MiHK Y
MeTofax BUNpobyBaHHA (BK/IOUaOUM 3aMiHy ab0 AOMNOBHEHHS)
A®| abo BMXigHOro/MpoMiXXHOro NpoaykTy); 3MiHa y MeToAax
BMNPO6YBaHHSA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHN Y
mMeToAax BUNpobyBaHb); 3MiHa napameTpiB cneuudikaw;iii
Ta/abo foNyCTMMUX MEX rOTOBOTrO fliKapCbKOoro 3acoby (iHLwui
3MiHW); 3miHK | TNy - 3miHa napameTpiB cneumdikayin Ta/abo
[0NYCTUMUX MEX FOTOBOrO /iKapCbKOro 3acoby (BHECEHHS
3MiH 0 A0CbE NICNA OHOBJ/IEHHS 3arasibHOI CTaTTi Ha rOTOBY
nikapcbky chopmy y AdY/EBponelickkiii chapmakonei); cynyTHA
3MiHa: 3miHa y MeTogax BunpobyBaHHSA roTOBOrO NiKapCbKoro
3acoby (OHOB/IEHHA MpoLeaypy BUNpobyBaHHA ANsi
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
npuBELEHHS Y BiANOBIAHICTb 3i 3MIHEHOIO 3arasibHOK CTATTE
[dY abo €sponelicbkoi hapmakonei), NpuBeaeHHS p.
"Mikpob6iosioriyHa uncToTa" roToBOro Jlikapcbkoro 3acoby Ao
BumMor oy
61. AVN®EPENIH® MOPOLLIOK Mo 22,5 Mr INCEH ®APMA ®paHuisa BMPOGHMLITBO, LLiBefiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/9454/01/02
Ta PO3YMHHUK AN nepBuHHE / 3MiHU | TUNy - 3MiHa y TepMiHax npuaaTHOCTI abo ymoBax peyenmom
cycnensii Ans iH'ekuin nakyBaHHs, Himeuunna/ 36epiraHHs roToBOro NikapcbKoro 3acoby (3miHa y
3 MPOJIOHIOBAHNM KOHTPO/b AKOCTI ®paHuis 3aTBEepPXEHOMY NPOTOKONI CTabiNbHOCTI); 3MiHK |l TURY - 3MiHa
BUBINIbHEHHAM Y Ta cdhopmu abo po3Mipy KOHTelHepa UM 3aKynoproBasibHOTO
chnakoHax Ne 1y BMNPOGYBaHHSA 3ac06y — 3miHa hopmMKM 3aKynopioBasibHOro 3acoby (npobka
KOMMEKTI 3 Ha CTabifNbHICTb: [ANns niogini3oBaHOro MOPOLUKa); CyMyTHSA 3MiHa: 3MiHa
PO3YMHHMKOM MO 2 M/ MOPOLLIOK: KOHL,eHTpaLii B OKpeMili 103i 6araTof030BOro Nikapcbkoro
B amnynax Ne 1 [Jebiochapm 3acoby 4519 napeHTepanbHOro 3aCTOCyBaHHS, KON KiNbKiCTb
Picepu eHp, A®| Ha oanHMLEO [03M (TOOTO cuna fii) He 3MIHIETLCS; 3MiHN
MaHydakuypuHr Il TNy - 3mMiHa napamMeTpiB cneuudikalin Ta/abo gonycTUMmX
C.A, MEX FOTOBOr0 NiKapCbKOro 3acoby (BUIYyYEHHS MOKa3HMKa,
LLiseiiuapis; AKWIA MOXEe MaTy iCTOTHWIA BM/IUB Ha SIKICTb TOTOBOTO
BMPOBHULTBO, niKkapcbKoro 3acoby)
nepBuHHE
nakyBaHHS Ta
KOHTPO/b AKOCTI:
PO3YUHHWK:
ramesibH
hapmaueBTikans
m6X,
HimeyunHa;
CEHEKCI,
PpaHuis;
BTOPVIHHE
nakyBaHHs,
BUWMYCK CepiiA:
INCEH ®APMA
BIOTEK,
PpaHuis
62. AOKCENIH Kancynu no 10 mr no TeBa 13painb TOB TeBa Monbwa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/7467/01/01
10 kancyn y 6nicTepi; $apmaueBTikan OnepeiiwH3 3MiHU | TUNYy - 3MiHWM BUNPO6yBaHb abo AOMYCTUMUX MEX, peyenmom
no 3 6nictepu B IHpacTpi3 N74. MonaHg, BCTAHOB/IEHVX Y cneumdikauisx, nig vyac BUPo6HMLTBa
KOpOO6Li roTOBOrO /iKapPCbKOro 3acoby (3BYXXEHHA BUMOT [0 cepefHbOT
Macu Kancynu Ta cepefHb0i Macu BMICTy Kancys); 3MiHu | Tuny
- nogaHHs Hosoro CEP RO-CEP 2010-280-Rev 01 Big HoBOro
BMPOOHWKa; 3MiHW Il TUMY - OHOBNEHHA MacTep-haiiny Ha
4itouy peyoBuHy Bif BUpo6HuKa Dipharma Francis S.r.l.,
ITanis. BBegeHHs 3MiH NpoTArom 3-x micsuis nicns
3aTBEPAKEHHS
63. AOKCENIH Kancynu no 25 mr no Tesa 13painb TOB TeBa MonbLa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/7467/01/02
10 kancyn y 6nicTepi; dapmaueBTiKa OnepenwHs 3MiHK | TNy - 3MiHM BMNPOByBaHb ab0 AOMYCTUMUX MEX, peyenmom
no 3 6nictepu B IHpacTpi3 T4, MonaHp BCTAHOBJIEHVX Y cneuudikalisx, nig yac BUpo6HMLTBA

KopooLi

roTOBOro NikapCbKOro 3acoby (3BY)XXeHHS BUMOr [0 cepeiHboi
Macu Kancynv Ta cepefiHboi Macu BMICTy Kancys); 3MiHu | Tuny
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
- nogaHHs Hosoro CEP RO-CEP 2010-280-Rev 01 Big HOBOrO
BMPOGHMKA; 3MiHM |l TNy - OHOBNIEHHA MacTep-dhaiiny Ha
aitouy peyoBuHy Big BUpo6HuKa Dipharma Francis S.r.l.,
ITanis. BeBegeHHs 3MiH npoTArom 3-x micsuis nicns
3aTBEPAKEHHS
64. EK30-0EPM cnpeii HalKipHWiA, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - - UA/15493/02/01

po3unH, 10 mr/mn in
bulk no 10 n a6o no
50 n'y 6oukax
meTasieBux KEI

obmexeHo
BignoBiganbHICT
10
"GapmMaLeBTUyH
a KomnaHis
"3popos'a”

06MexeHo
BiANOBiAA/IbHICT
10
"®apmaueBTUYH
a KomnaHis
"3popos'a”

3MiHuM 3 SKOCTi. [0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
roToBOro Nikapcbkoro 3acoby (3miHa Macu/06'eMy BMICTY
KOHTeliHepa 6aratof030BOro Nikapcbkoro 3acoby ons
HenapeHTepasIbHOro 3acTocyBaHHsA (abo 0fHOA030BOrO,
4aCTKOBOro BMKOPUCTaHHS)). CynyTHSA 3MiHa. 3MiHU 3 IKOCTI.
"OTOBUIA NikapCbKMii 3aci6. KOHTPO/Ib FOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauii Ta/abo AoNycTUMKX
MEX roTOBOr0 NiKapcbKoro 3acoby (iHLWi 3MiHM). 3MiHM 3 AKOCTI.
"OTOBUIA NiKapCbKMii 3aci6. KOHTPO/Ib FOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOTO JTiKapCbKoro
3aco6y (He3HayHa 3MiHa y 3aTBepKEeHUX MeTofax
BMNPOGYBaHHS) - BBEAEHHA AOAATKOBOI ynakoskv no 15 mny
dh1akoHi y Kopob6Li 3 KapToHy, 6€3 3MiHV NepBUHHOTO
nakyBa/lbHOro Matepiany, 3 BignoBigHUMMK 3MiHAMU Y
cneuudikavii/meTogax KOHTPOsIO AKOCTI N. «O6’eM BMICTY
yNakoBKM» Ta p. «YnakoBka». 3MiHu | Tvny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
po3Mipy cepii (BK/ItOYatoun gianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHSA AOAATKOBUX
pO3MipiB cepiii rOTOBOro NikapcbKoro 3acoby A/1s Ail4oro Lexy
@ XLl y 3B’A3Ky 3 BBEAEHHSIM HOBOrO BMAY NakyBaHHs in bulk
no 10 n a6o no 50 Ny 604kax; BUKNAAEHHA 3aTBEPAKEHNX
po3MipiB cepii i3 4OAATKOBUM 3a3HAYEHHSAM Y TUC. YNaKoBOK B
TEOpeTNYHOMY pO3paxyHKy (4151 3aTBEpPLKEHOT YNakoBKM Mo 8
My dolakoHax Ta HOBOI ynakoBku no 15 mn 'y donakoHax).
3MiHu | TUNY - 3MiHK 3 siKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy
yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHN) -
BBeJEeHHs ynakoBku in bulk. CynyTHA 3MiHa. 3MiHM 3 SIKOCTI.
[oToBMiA nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa y NepBUHHIl
yMaKoBL{i FOTOBOro NikapCbKoro 3acoby (Tvn KoHTelHepa abo
[04aBaHHA HOBOTO KOHTelHepa) - Teepai, M'ski Ta
HecTepw/bHi piaki nikapcbki popmMu - 3MiHM 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoproBasibHUIA
3aci6. 3miHa noctavasibHMKa nakyBasibHUX MaTepiaslis abo
KOMM/IEKTYOUMX (SIKLLO 3a3Ha4YeHo B A0CbE) (3amiHa abo
[0AaBaHHA NnocTavyasibHWKa) - BBEAEHHS [0ATKOBKX YNaKkoBOK
in bulk no 10 n Ta in bulk no 50 n'y 6oukax meTanesnx KEI
HOBMX BMPObHUKiB Schafer Werke Gmbh., Germany cinian
Schafer Sudex s.r.o., Czech Republic3 BignoBigHuMu 3miHamun
Y p. «YNnakoBka». 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbkunin 3aci6.
CT1abinbHICTb. 3MiHa Yy TepMiHax NpuaaTHoOCTi abo ymoBax




68 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
36epiraHHs roTOBOrO JIiKapCbKOro 3acoby (iHLUi 3MiHW) - Y
3B'A3KY 3 BBE€JEHHAM ynakoBku in bulk no 10 n ta in bulk no
50 n'y 60ukax metanieBux KEI BHOCATbCS 3MiHU Y p. «TepMiH
npuaaTHOCTI»
65. EK30-0EPM cnpeii HaLKipHWIA, ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/13915/01/01
po34uH, 10 mr/mn, no 06MEeXeHO 06MeXeHo 3MiHu 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema peuenma
8 mn abo no 15 mny BiANOBIga/bHICT BiANOBIAAbHICT KOHTeliHep/3aKkynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
chrakoHi, 10 10 roTOBOrO Jlikapcbkoro 3acoby (3miHa macu/o6'eMy BMICTY
3a6e3neyeHomy "®apmaueBTUYH "®apmaueBTUYH KOHTeliHepa 6araTto030BOro JlikapCbKOro 3acoby ansi
cnpeii-Hacocom, a KoMnaHis a KoMnaHis HenapeHTepasibHOro 3acTocyBaHHs (abo 04HOL030BOrO,
HacafKoto- "3popos'a” "3nopos'a” 4acTKOBOro BUKOpUCTaHHs)). CynyTHA 3MiHa. 3MiHU 3 SKOCTI.

posnuaoBayem Ta
3aXMCHMUM KOBMAYKoM,
no 1 dpnakoHy y
KopoOLi 3 KapTOHY

[oTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO JliKapCbKOro
3acoby. 3miHa napameTpiB cneuudikauii Ta/abo AonycTummx
MEX roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHM). 3MiHM 3 SKOCTi.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOTO JliKapCbKOro
3acoby. 3miHa y MeTogax BMNpobyBaHHS rOTOBOTO JliKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpA)KEHNX METOAAX
BUNPOGYBaHHS) - BBEEHHA AOAATKOBOI yNakoBku no 15 mny
dnakoHi y kopoobLi 3 KapToHY, 6€3 3MiHM NePBUHHOTO
nakyBas/lbHOro mMatepiasty, 3 BiAMOBIAHUMW 3MiHAMY Y
cneundikavii/meTogax KOHTPOO AKOCTI N. «O6’eM BMICTY
YNakoBKM» Ta p. «YnakoBka». 3MiHU | Tuny - 3MiHN 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHNLTBI. 3MiHa
po3Mipy cepil (Bk/Ito4atoun dianaszoH po3mipy cepii) roToBoro
NiKapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHSA AOAATKOBUX
pO3MipiB Cepiil FOTOBOro MikapCbKoro 3acoby A71s Ail4oro uexy
XLl y 3B’A3Ky 3 BBEJEHHSIM HOBOrO BMAY NakyBaHHs in bulk
no 10 n a6o no 50 Ny 604kax; BUKIAAEHHS 3aTBEPIKEHUX
po3MmipiB cepii i3 40AaTKOBNM 3a3HAYEHHAM Y TUC. YNaKoBOK B
TEOPeTUYHOMY PO3paxyHKy (415 3aTBEpAKEHOI YnakoBKu Mo 8
My doiakoHax Ta HOBOI ynakoBku no 15 mn 'y dhnakoHax).
3miHu | TMny - 3MiHK 3 SKoCTi. FOoTOBMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa po3mipy
yNakoBKN rOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHN) -
BBeAEHHS ynakoBku in bulk. CynyTHS 3miHa. 3MiHU 3 SKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3MiHa Y NepBUHHIN
yMakoBLii FOTOBOro NikapCbKoro 3acoby (Tvn KoHTelHepa abo
[lofaBaHHsA HOBOTO KOHTelHepa) - TBepai, M'siki Ta
HecTepw/bHi piaki nikapcbki popmMu - 3miHW 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. CcteMa KoHTelHep/3aKynoptoBasIbHUIA
3aci6. 3MiHa nocTayasibHMKa NakyBasibHUX MaTepianis abo
KOMMIEKTYOUMX (SKLLO 3a3Ha4YeHO B A0CbE) (3amiHa abo
[0AaBaHHA NocTavyasibHWKa) - BBEAEHHS [0ATKOBYX YNaKoBOK
in bulk no 10 n ta in bulk no 50 n'y 6oukax meTanesnx KEI
HOBUX BMPOGHWMKiIB Schafer Werke Gmbh., Germany cpinian
Schafer Sudex s.r.o0., Czech Republic3 BignosigHumm amiHamm
Y p. «YnakoBkax». 3MiHM 3 AKOCTi. FOTOBWIA SlikapCbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax
36epiraHHs rOTOBOrO J1iKapCbKOro 3acoby (iHLWi 3MiHW) -




69 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
3B'A3KY 3 BBeAeHHsIM ynakoBky in bulk no 10 n 1a in bulk no
50 ny 6oukax meTaneBnx KEIN BHOCATbLCA 3MiHN Y p. «TepMiH
npuAAaTHOCTI»
66. EKCTPAHIN pO3unH Ans Bakctep Ipnangis Bakctep IpnaHgis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/3426/01/01
nepuTOHeasIbHOro Xenckea C.A. Xenckea C.A. 3MiHM | TUNY - 3MiHa napamMeTpiB cneuudikavin Ta/abo peyenmom
nianizy no 2,5 n [0NYCTUMUX MEX FOTOBOIO JiKapCbKOro 3acoby (BHECEHHS
pPO3YuHy y 3MiH 10 A0CbE MNiCS OHOB/IEHHS 3arasibHOI CTaTTi HA rOTOBY
N1acTMKOBOMY MiLLKY, nikapcbky dhopmy y AdY/EBponeiickkiii hapmakonei); 3miHu |
obnagHaHoOMy TMny - nogaHHA Hosoro CEP R1 - CEP 2006-263-Rev 00 Big
iH'EKLiiHUM nopTOM Ta HOBOrO BMPOGHMWKA (JONOBHEHHS) A1 AiH040i PEYOBUHM -
3'eHyBa4eMm, KasbLiito Xxnopuay, Aurigpar; 3mMiHu | Tuny - nogaHHsA HOBOroO
BK/1afleHoMmy Y CEP R1 - CEP 2006-264-Rev 00 Big HOBOro BUPO6HMKa
nposopuii (BONOBHEHHSA) 415 Ai0YOT PEYOBVHM - MarHito xsiopuay,

NNacTVKOBUI NakeT;
no 4 KOMNAEKTN Y
KapTOHHI Kopo6Li; no
2,5 N po3unHy y
NNacTVKOBOMY MiLLKY,
obnagHaHomy
iH'eKUiiHUM nopToMm, 3
iHTErpoBaHMM 3a
ZI0NOMOrot0 BOX
marictpanei i Y-
3'eiHyBa4a NOPOXHIM
NAacTMKOBUM MiLLKOM
ANA APEHaXY,
BKMaJEHNX Y
nposopuii
NNacTVKOBUI NakeT;
no 4 KOMNAEKTN Y
KapTOHHI Kopo6Li; no
2,0 n po3unHy y
NNacTVKOBOMY MiLLKY,
obnagHaHomy
iH'EKLiiHUM nopToM Ta
3'egHyBayemMm,
BKNafeHoMy Y
npo3opuii
nNacTVKOBWI NakeT;
no 5 KoMnAekTiB y
KapTOHHIA KopobLi; no
2,0 N po3unHy y
N1acTMKOBOMY MiLLKY,
obnagHaHomy
iH'eKUiiHUM NopToM, 3
iHTerpoBaHnmM 3a
[10MOMOrot0 BOX
marictpaneit i Y-
3'egHyBa4a NOPOXHIM
NAaCTVKOBMM MILLKOM

rekcarigpaty; 3miu Il Tuny - 3miHa napameTpiB cneuudikaii
Ta/abo f0oNyCTUMUX MEX rOTOBOrO fiKapCbKoro 3acoby -
po3LwWwmpeHHa Mex cneuudikadii gna n."KonmyecTBeHHbI

aHanuns. Hatpwit" gns nprBefeHHs y BiANOBIAHICTb A0

BCTaHOB/IEHUX MEX, 3arnpornoHOBaHnX B MoHorpadii EP

"Po3unHn gnsa nepuToHeanbHOro gianisy"
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
AN ApeHaxy,
BK1aJEHNX y
npo3opuii
NNacTUKOBWIA NakKeT;
no 5 KOMM/IEeKTIB y
KapTOHHI KopoobLi
67. EHANANPUN- Tabnetku no 5 mr, nNo ToBapucTso 3 YKpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHun | Tuny - 3a UA/5913/01/03
340POB'A 10 TabneTok y obMexeHo BMPO6GHMLITBA, AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
6nictepi; no 2 abo no BignosiganbHICT KOHTPO/Ib SIKOCTI, 3asBHMKa (BNacHMKa peecTpauiiiHoro nocBigYeHHs)
3 6nictepn y 10 BMNYCK cepil: (YTOYHEHHS Y BUKTaAeHHI MiCLE3HaXOMKEHHS 3asBHMKa
KapTOHHIlA KopoobLi "®dapmaueBTUYH ToBapucTBo 3 (BNacHvKa peecTpauiiHoro nNocBig4YeHHs) roTOBOro
a KoMnaHis 06MeXeHo nikapcbKoro 3acoby) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-xX
"3p0pos'a” BiANOBIAAIbHICT MiCALIB MiCNA 3aTBEPAKEHHSR); 3MiHM | Tuny - AgMiHiCTpaTMBHI
10 3MiHW. 3miHa HaliMeHyBaHHS Ta/abo agpecu micus
"®apmMaLeBTUYH NpoBapPKEHHS AiS/IbHOCTI BUPOBOHMKa/iMnopTepa roToBoro
a KoMnaHis niKkapcbKoro 3acoby, BK/IOUAKUM 4ifibHUL BUNYCKY cepii abo
"3popoB's", MicLie NPOBeAEHHS KOHTPOJTIO SKOCTI. (AISNBbHICTb, 3a AKy
Ykpaina BiANoOBigae BUPOGHMK/IMNOpTEp, BK/IOUaOUM BUMYCK Cepild)
BCi cTagii (YyTOYHEHHS agpecy BUPOBHMKa roTOBOrO SlikapCbKoro 3acoby)
BMPOGHMLITBA, (TepmiH BBeZiEHHSI 3MiH MPOTAroM 3-x MicAUiB nicns
KOHTPO/Ib SIKOCTI: 3aTBEpPKEHHS); 3MiHU | Tuny - AAMIHICTPaTUBHI 3MiHW. 3MiHa
TosapucTso 3 HallMeHyBaHHS Ta/abo agpecy MicLA NPOBaKEHHS Ais/IbHOCTI
0bMexeHoto BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BiANoBiAANbHICT BK/IIOYAOUM [iNIbHULi BUNYCKY cepii abo MicLe npoBefeHHs
10 "PAPMEKC KOHTPOJO AKOCTI. (AiANbHICTb, 3a 5Ky BiAnoBigae
FPYM", Ykpaina BMPOGHMK/IMNOpTEp, He BK/IOYaUM BUMYCK cepiii) (YTOYHEHHS
afpecy BUpPOo6GHMKa rOTOBOrO NliKapCbKoro 3acoby ans
ToBapucTBa 3 06MexeHo BignosiganbHicTio "PAPMEKC
FPYM", YkpaiHa) (TepMiH BBEAEHHS 3MiH MPOTArom 3-x MicsALiB
nicns 3aTBepmkKeHHs); 3MiHu | Trny - 3MiHKU 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHUYOro NpoLecy roToBOro /ikapcbKoro 3acoby (iHLi
3MiHM) (3a3HaveHHs pyHKLUiT BUPOOHWMKIB); 3MiHN | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
(MpviBeAeHHS TEKCTY MapKyBaHHA A0 BuMor Hakasy MO3
Ykpainu Big 23.07.2015 p. Ne 460 Ta 3a3Hay4eHo hyHKL, 10
BMPOGHUKIB) (TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicAuiB
nicns 3aTBepKEHHS)
68. EHANANPUN- Tabnetky no 5 mr, in ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHun | Tuny - - UA/14693/01/01
340POB'A bulk: Ne 1000 (no 06MexeHo 0bMexeHot AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
1000 Tabnetok y BignoBiganbHICT BiANOBiAANbHICT 3asBHMKa (BNacHMKa peecTpauiiHoro nocBigYeHHs)
nakeri 10 10 (YTOYHEHHS Y BUKTadeHHI MiCLe3HaxX0MKeHHs 3asaBHMKa
nosieTnIeHoBoOMY y "®apmaueBTUyH "®apmaueBTUyH (BNacHvKa peecTpauiiHoro nNocBig4YeHHs) roTOBOro
KOHTeliHepi); Ne 10000 a KoMnaHis a KoMmnaHis nikapcbKoro 3acoby) (TepMiH BBEAEHHS 3MiH NPOTArOM 3-X
(no 10000 TabneTok y "3p0pos'a” "3popos'a”, MiCALIB MiCNsA 3aTBEPAKEHHSR); 3MiHM | Tuny - AgMiHiCTpaTMBHI
nakeri Ykpaina 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus

nonieTnieHoBoMy y
KOHTeliHepi)

NpoBapPKEHHS AiS/IbHOCTI BUPOBOHUKa/imMnopTepa roToBoro
NiKapcbKoro 3acoby, BKAKYaKUmM AisibHULI BUNYCKY cepii abo
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
MicLie NPoBeAEHHS KOHTPO/IIO AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAae BMPOGHMK/IMNOpTEp, BKOYAOUM BUMYCK Cepiid)
(yTOUHEeHHA agpecy BUPOGHMKa roTOBOrO likapCbKoro 3acoby)
(TepMiH BBEAEHHS 3MiH NPOTArOM 3-X MicsLiB Micas
3aTBEPMKEHHS);
69. EHANANPUN- Tabnetku no 10 mr, no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3a UA/5913/01/01
3400POB'A 10 TabneTok y 06MEXEHO 06MeXeHo AZMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
6nicTepi; no 2 BignoBiganbHICT BiANOBiAA/IbHICT 3asBHMKa (BNacHWKa peecTpauiiHoro nocBigYeHHs)
6nicTepy y KapTOHHIl 10 10 (YTOUYHEHHS Y BUKIAAEHHI MiCLLe3HaX0oMKEHHS 3asBHMKaA
Kopobui; no 20 "GapmMaLeBTUyH "®apmMaLueBTUyH (BNacHvKa peecTpauiiHoro nocBig4eHHs) roTOBOro
TabneTok y 6nictepi; a KomnaHis a KomnaHis nikapcbKoro 3acoby) (TepMiH BBeAEHHS 3MiH NPOTAroM 3-X
no 1 6nictepy y "3p0poB'a” "3popos'sa", MicaLiB nicna 3aTBepmKeHHs); 3MiHM | Tuny - AAMIHICTpPaTUBHI
KapTOHHIV Kopobui Ykpaina 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYAUM AinibHULI BUNYCKY cepii abo
MiCLie NPOBEAEHHS KOHTPOIIO AKOCTI. (AISNbHICTb, 3a SKy
BiANoBigae BMPOGHMK/iIMNopTep, BKIOUaoUM BUMYCK Cepiid)
(yTOUHEHHA afpecy BUPOGHMKa roTOBOrO liKapCbKoro 3acoby)
(TepMiH BBEAEHHS 3MiH MPOTArOM 3-X MicsLiB Micas
3aTBEPMAKEHHS);
70. EHANANPUN- Tabnetku no 20 mr, no ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3a UA/5913/01/02
340POB'A 10 TabneTok y 06MEXEHO0 06MEXeHOo AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
6nicTepi; no 2 BignoBsiganbHicT BignoBigansHicT 3asBHMKa (BNacHWKa peecTpauiiiHoro nocBigYeHHs)
6nicTepy y KapTOHHIl 10 10 (YTOUYHEHHS Yy BUKIAAEHHI MiCLLEe3HaXOMKEHHS 3asiBHUKA
Kopobui; no 20 "papmMaLeBTUyH "®apmMaueBTUyH (BNnacHvKa peecTpauiiHoro nocBig4YeHHs1) roToBOro
TabneTok y 6nictepi; a KoMnaHis a KoMmnaHis nikapcbKoro 3acoby) (TepMiH BBeEHHS 3MiH NPOTAroM 3-X
no 1 6nictepy y "3po0poB'a” "3popos's", MicaLiB nicna 3aTBepaKeHHs); 3MiHM | Tuny - AAMIHICTpPaTUBHI
KapTOHHIl Kopoobui Ykpaina 3MiHW. 3miHa HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYAUM AiibHULI BUNYCKY cepii abo
MicLie NpPOoBeAEHHS KOHTPOTIO AKOCTI. (AISNbHICTb, 3a SKy
BiANoBigae BNPOGHMK/iIMNopTep, BK/OUaoUM BUMYCK Cepiid)
(yTOUHEHHS afpecy BUPOGHMKA roTOBOrO NiKapCbKoro 3acoby)
(TepMiH BBEAEHHS 3MiH MPOTArOM 3-X MicsLiB Micas
3aTBEPMKEHHS);
71. EProce® Tabnetky no 50 mr no TOB YkpaiHa NOBHUIA LMK YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/6666/01/02
1 ab6o 2, 4 Tabnetkn y "hapmMaueBTUYH BMPOGHMLTBA 3MiHu |l TUny - 3MiHa BUPOGHMKA BUXIiAHOrO/MPOMIDKHOIO peyenmom
6nicTepi; no 1 a koMnaHis N3, nepsuHHe Ta NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y BUPOOHNYOMY
6nictepy B KOpo6L; "®apKoC" BTOPWUHHE npoueci A®l, abo 3miHa BUpo6HMKa (BKOUaKoum, ae
no 4 TabneTkn B nakyBaHHs1, HeobXifHO, MicLie NPOBeAEHHS KOHTPOSO AKoCTi) AdI (3a
6nicTepi; no 2 KOHTPO/1b SIKOCTI, BiICYTHOCTI cepTudikaTa BignosigHOCTI EBponechkili
6nicTepy B KOPOO6L BUNYCK cepil: hapmakonel y 3aTBepAxeHOMyY [JOCbE) - BBEAEHHSA HOBOIO
TOB BUpo6HMKa A®I 3 HagaHHAM macTep-chaiina Ha Adl
"®apmaueBTUyH
a Komnais
"®apKoC",
YKpaiHa,;
BUPOGHMUK,

BignoBigabHWI
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3assHuUK

Kpaina
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2
0 NocBi04YeHHs

3a BUNyckK cepil
KiHLLeBOro
NPOAYKTy Ta
BTOPUHHE
nakyBaHHS:
MpAT
"®apmMaLueBTuyH
a chipma
"®apKoC",
YKpaiHa;
BMPOGHMK,
[,030BaHoI
thopmu,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs: TOB
"AcTpadhapm",
YKpaiHa

72.

EProc®

Tabnetkn no 50 mr in
bulk: no 5000
TabneToK y NAasilukax

TOB
"®apmaueBTUYH
a KomnaHisi
"®apKoC"

Ykpaina

NOBHUIA LMK
BMPOGHMLITBA
N3, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI,
BMNYCK cepil:
TOB
"®apmaueBTUYH
a Komnaxis
"®apKoC",
YKpaiHa,;
BMPOGHUK,
BignoBiganbHW
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BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
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thapmakonei y 3aTBepKeHOMY [0CLE) - BBEAEHHS HOBOTO
BMpOGHMKa AP| 3 HagaHHAM MacTep-ghaiina Ha AdI
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73 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
73. EPOUENTUH- necapii no 18,9 mr no TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/14003/01/01
®APMEKC 5 necapiiB y 6nictepi; "®APMEKC reyn" 3MiHM | TUNY - 3MiHa Y KOPOTKIil XapakTepucTuLi Nikapcbkoro peyenma
no 1 abo 2 6nictepu B reyn" 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT 418 MeAnYHOro
nauuj KapTOHHiIl 3acTOCyBaHHSA Ha MiacTasi peryasipHo OHOB/OBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo focnimkeHb 3 6e3nekn
3aCTOCyBaHHs NikapcbKoro 3acoby B Mic/ispeecTpaviiiHmii
nepiog, abo sk pe3yfnbTaT OLiHKV 3BITy 3 AOC/IKEHD,
npoBefeHnX BigNOBIAHO A0 NNaHy nefiaTpUYHMUX AOCIHKEHD
(PIP) (3MiHY y3roi)XeHO 3 KOMNETEHTHVM YNOBHOBaXKEHNM
OpraHomMm) - 3MiHW1 A0 IHCTPYKLiT 418 MeAUYHOro 3aCTOCyBaHHS.
BBegeHHA 3miH npoTsArom 3-x micAuiB nicns
3aTBepAKEHHSA
74. ECNA-KAPB® Tabnetky no 10 mr Ne Ecnapma Mv6X HimeuunHa Ningodpapm HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/12191/01/02
50 (25x2), Ne 100 6X 3MiHW | TUMY - 3MiHK BUNPobyBaHb abo AONYCTUMMX MEX, peyenmom
(25x4) y 6nictepax BCTaAHOB/IEHUX Y cneuundikauisx, nig yac BMpobHULTBa
rOTOBOrO J1iKapCbKOro 3ac00y — BUTyYEHHS BUMIpPOBAHHS
BMCOTU TabneTkn y npoueci BUpoGHMLTBA JliKkapCbKoro 3acoby;
3MiHM | TUNy - 3MiHa napameTpiB cneuudikavin Ta/abo
LOMYCTUMMNX MEX FOTOBOTO JTIKAPCLKOr0 3aC00Y — BU/TyUYEHHS 3i
cneyudikaL,ii roToBOro Nikapcbkoro 3acoby napameTpy
«Bucota» TabneTtku
75. ECNA-KAPB® Tabnetky no 5 mr Ne Ecnapma Mv6X HimeuunHa Ningodpapm HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/12191/01/01
50 (25x2), Ne 100 6X 3MiHM | TUny - 3MiHa napamMeTpiB cneuudikayin Ta/abo peyenmom
(25x4) y 6nicTtepax LOMYCTUMMUX MEX FOTOBOTO JTIKAPCLKOr0 3aC00Y — BUTYYEHHS 3i
cneundgikawii roToBOro sikapcbkoro 3acoby napameTpy
«BucoTa» Tabnetky; 3MiHu | TURY - 3MiHWM BUNPOGyBaHb abo
O0NyCTUMUX MEX, BCTAHOB/IEHNX Y crneundiikalisx, nig vac
BMPOGHULITBA FOTOBOTrO MiKapCbKOro 3acoby — BUTyYEHHS
BMMIpIOBaHHA BUCOTU TabneTkn y npoueci BUpobHMLTBA
niKkapcbKoro 3acoby
76. 3A/IACTA® TabneTtky no 2,5 Mr no KPKA, a.4., CnoBeHis KPKA, 4.4., CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/12069/01/01
7 TabneTtok y 6nictepi; HoBso mecTo HoBo mecTo, MonbLa 3MiHM | TUNY - 3MiHW 00 IHCTPYKUIT 418 MeANYHOro peyenmom
no 4 a6o no 8 CnoseHis; KPKA, 3acTocyBaHHs y po3ainu: MpoTtunokasaHHs. MobiyHi peakwyii.
6nicTepiB B KAPTOHHIl Monbwa Mepeno3yBaHHs. Litn. Ocob6aMBOCTI 3aCTOCYBaHHS.
KOpOO6L Cn.3.0.0., 3acTocyBaHHA y nepiof BaritHOCTi abo rogyBaHHS rpyAato.
Monbua 3[aTHICTb BNNBATU Ha WBUAKICTb peakLii npu KepyBaHHI
aBTOTpPAHCMOPTOM ab0 po6OTi 3 IHWMMK MEXaHI3MaMW.
B3aemogijs 3 iHWMMK SlikapCbkMMM 3acobamu Ta iHLWI BUAN
B3aEMOZiA, 3rigHO 3 iHhopmalLlieto Woa0 MeanyHoro
3acTocyBaHHs pedhepeHTHOro (3UIMPEKCA) nikapcbkoro
3acoby. BBeAeHHS 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEPKEHHS
77. 3A/IACTA® Tabnetkn no 5 mr no 7 KPKA, a.4., CnoBeHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/12069/01/02
TabneTok y 6nictepi; HoBo mecTo HoBo mecTo, Monbwa 3MiHUW | TUNY - 3MiHW 0 IHCTPYKUIT 418 MeAnYHOro peyenmom
no 4 a6o no 8 CnoseHis; KPKA, 3acTocyBaHHs y po3ainu: MpoTtunokasaHHs. MobiyHi peakuyii.
6nicTepiB B KAPTOHHIA Monbwa Mepepno3yBaHHs. [itTn. OcobMBOCTi 3aCTOCYBaHHS.
Kopobui Cn.3.0.0., 3acTocyBaHHsA y nepiog BariTHOCTi abo rofyBaHHs rpyaaio.
Monbua 3[aTHICTb BN/NBATU Ha WBWUAKICTb peakLii npy KepyBaHHI
aBTOTPAHCMOPTOM ab0 po6OTi 3 IHWKMMK MEXaHI3MaMW.




74 ITpomoBXeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
B3aemogjs 3 iHWMMK nikapCbkMMm 3acob6amu Ta iHLI BUAN
B3a€EMOZ,i, 3rigHO 3 iHhopMaLjiero Woa0 MeauyHoro
3acTocyBaHHA pedpepeHTHoro (3UNMPEKCA) nikapcbkoro
3acoby. BBeieHHA 3MiH NpoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS
78. 3A/IACTA® Tabnetku no 7,5 Mr no KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12069/01/03
7 TabneTok y 6nictepi; Hoso mecTo Hoso mecTo, Monbwa 3MiHV | TUMY - 3MiHW A0 IHCTPYKLIT 4719 MEeANYHOro peyenmom
no 4 a6o no 8 CnoBeHis; KPKA, 3acTocyBaHHs y po3ainu: MpoTunokasaHHs. MobiyHi peakuii.
6nicTepiB B KAPTOHHIA Monbwa MepeposyBaHHsA. Oitn. Oco6MBOCTI 3aCTOCYBaHHS.
KopoobLi Cn.3.0.0., 3acTocyBaHHS Y nepiog, BariTHOCTi abo rogyBaHHsA rpyaato.
Monbwa 3[aTHICTb BN/IMBATU Ha LWUBUAKICTb peakLii npy KepyBaHHi
aBTOTpaHCNopToM abo poboTi 3 IHLIMMK MEXaHi3Mamu.
B3aemogjs 3 iHWMMK fikapcbkumm 3acobamm Ta iHLWi BUAN
B3a€EMOZ;i, 3rigHo 3 iHhopMaLi€elo Woa0 MeauyHoro
3acTocyBaHHA pedpepeHTHOro (3UIMPEKCA) nikapcbkoro
3acoby. BBefeHHA 3MiH NpoTarom 3-x MicAuis nicns
3aTBEPAKEHHS
79. 3A/IACTA® Tabnetky no 10 mr no KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12069/01/04
7 TabneTok y 6nictepi; Hoso mecTo HoBso mecTo, Monbwa 3MiHW | TUMY - 3MiHW A0 IHCTPYKLIT 4715 MeANYHOro peyenmom
no 4 a6o no 8 CnoseHis; KPKA, 3acTocyBaHHs y po3ainu: MpoTunokasaHHs. MobiyHi peakuii.
6nicTepiB B KAPTOHHIA Monbwa MepenosyBaHHsA. Oitn. Oco6MBOCTI 3aCTOCYBaHHS.
KopoobLi Cn.3.0.0., 3acTocyBaHHS Y nepiog, BariTHOCTi abo rogyBaHHs rpyaato.
Monbwa 3p4aTHICTb BNAMBATK Ha LBUAKICTb peakuii npy kepyBaHHi
aBTOTpPaHCMOPTOM ab0 pobOTi 3 IHLIMMK MEXaHI3MaMW.
B3aemogjs 3 iHWMMK fikapcbkumm 3acobamu Ta iHLWi BUAN
B3a€EMOZ;i, 3riaHO 3 iHhopMaLielo Woa0 MeauyHoro
3acTocyBaHHA pedpepeHTHOro (3UIMPEKCA) nikapcbkoro
3acoby. BBegeHHS 3MiH NpoTarom 3-x MicauiB nicns
3aTBEPAKEHHS
80. 3A/IACTA® Tabnetky no 15 mr no KPKA, a.4., CnoseHisa KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12069/01/05
7 TabneTtok y 6nicrepi; HoBo mecTo HoBo mecTo, Monbwa 3MiHM | TURY - 3MiHW 0 IHCTPYKUIT 415 MeANYHOro peyenmom
no 4 a6o no 8 CnoseHis; KPKA, 3acTocyBaHHs y po3ainu: MpoTunokasaHHs. MobiuHi peakyii.
6nicTepiB B KAPTOHHIl Monbua MepeposysaHHs. [itTn. Oco6MBOCTI 3aCTOCYBaHHS.
Kopobu,i Cn.3.0.0., 3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaaHo.
Monbwa 3paTHICTb BNAMBATW Ha LWBUAKICTb peakuii npy kepyBaHHi
aBTOTpPaHCMOPTOM ab0 pobOTi 3 IHLIMMK MEXaHI3MaMW.
B3aemopis 3 iHLWMMM NiKapCbKnMy 3acobamu Ta iHLi BUAK
B3a€EMOZ;ii, 3riaHO 3 iHpopMaLiero Woa0 MeauyHoro
3acTocyBaHHA pedpepeHTHOro (3UIMPEKCA) nikapcbkoro
3acoby. BBefeHHs 3MiH NpoTsArom 3-X MicAuiB nicss
3aTBEPAKEHHSA
81. 3A/IACTA® Tabnetky no 20 mr no KPKA, a.4., CnoseHisa KPKA, 4.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12069/01/06
7 TabneTtok y 6nictepi; Hoso mecTo HoBo mecTo, Monbwa 3MiHM | TUMY - 3MiHW A0 IHCTPYKLIT 4719 MeANYHOro peyenmom
no 4 aéo no 8 CnoBeHis; KPKA, 3acTocyBaHHSA y po3ainu: MpotunokasaHHs. MobivHi peakwii.
6nicTepiB B KAPTOHHIl Monbua MepeposysaHHs. [itTn. OcobMBOCTI 3aCTOCYBaHHS.
Kopobui Cn.3.0.0., 3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHs rpyaato.
Monbwa 3p4aTHICTb BNAMBATM Ha LWBUAKICTb peakuil npy kepyBaHHi

aBTOTPaHCMOPTOM ab0 pobOTi 3 IHLIMMK MEXaHI3MaMW.
B3aemogis 3 iHLWMMM NiKapCbKMMK 3acobamm Ta iHLi BUAK




75 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
B3aEMOZiA, 3rigHO 3 iHhopmaLlieto Woa0 MeanyHoro
3acTocyBaHHs pechepeHTHOro (SUMNPEKCA) nikapcbkoro
3acoby. BBefieHHA 3MiH NpoTArom 3-X MicALiB nicns
3aTBEPKEHHS
82. 3A/IACTA® Q- TabneTku, Lo KPKA, a.4., CnoBeHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/12069/02/01
TAB® AncnepryoTsca B HoBso mecTo HoBo mecTo, MonbLa 3MiHM | TUNY - 3MiHW 40 IHCTPYKUIT A1S MeAnYHOro peyenmom
POTOBI NOPOXHWHI, CnoseHis; KPKA 3acTocyBaHHs y po3ainu: MpoTtunokasaHHs. MobiyHi peakuii.
no 5 mr no 7 TabneTtok Monbwa Cn. Mepepno3yBaHHs. [itTn. OcobMBOCTi 3aCTOCYyBaHHS.
y 6nicTepi; no 4 abo 3.0.0., MonbLua 3acTocyBaHHsA y nepiog BariTHOCTi abo roflyBaHHs rpyaaio.
no 8 6nictepis y 3[aTHICTb BN/IMBATU Ha WBWUAKICTb peakLii npy KepyBaHHI
KapTOHHIlA KopoobLi aBTOTpaHCNOPTOM abo po6OoTi 3 IHLIMMKN MEXaHi3Mamu.
B3aemopis 3 iHLWMMK NiKapcbknmy 3acobamu Ta iHLi BUAW
B3AEMOZi, 3rifHO 3 iHhopMmaLieto WoA0 MegnyHoro
3acTocyBaHHs pechepeHTHoro (BUMNPEKCA 3141C)
nikapcbKkoro 3acoby. BeefeHHs 3MiH NpoTAaroM 3-x MicsiLis
nicns 3aTBepAkeHHs
83. 3AJIACTA® Q- TabneTku, Lo KPKA, a.4a., CnoseHisa KPKA, a.4., CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/12069/02/02
TAB® ancnepryoTsca B HoBso mecTo Hoso mecTo, MonbLa 3MiHW | TURY - 3MiHW 40 IHCTPYKLUIT ANA MeANYHOro peyenmom
POTOBI NOPOXHWHI, CnoseHis; KPKA 3acTocyBaHHs y po3ainu: MpoTunokasaHHs. MobiuHi peakuii.
no7,5mMrno7 Monbwa Cn. Mepepo3yBaHHs. [iTn. OcobaMBOCTi 3aCTOCYBaHHS.
Tabnetok y 6nictepi; 3.0.0., Monblua 3acTocyBaHHsA y nepiog BariTHOCTi abo rofyBaHHs rpyaaio.
no 4 a6o no 8 3[aTHICTb BN/MBATU Ha WBWUAKICTb peakLii npy KepyBaHHI
6nicTepiB y KAPTOHHIl aBTOTpaHCNOpPTOM abo po6OoTi 3 IHLIMMK MEXaHI3Mamu.
Kopobui B3aemopis 3 iHLWMMKM NiKapcbknMmy 3acobamu Ta iHLi BUAW
B3aEMOZi, 3rigHO 3 iHhopmaLieto WoA0 MegnyHoro
3acTocyBaHHA pedpepeHTHoro (3UIMPEKCA 314M1C)
niKkapcbKoro 3acoby. BeeAeHHs 3MiH NpoTAroM 3-x MicsiLis
nicns 3aTBepAkKeHHs
84. 3AJ/IACTA® Q- Tabnetku, Wo KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12069/02/03
TAB® aucnepryotbca B HoBso mecTo HoBo mecTo, MonbLa 3MiHW | TURY - 3MiHW 0 IHCTPYKLUIT ANS MeAUYHOro peyenmom
POTOBIli MOPOXXHUHI, CnoseHis; KPKA 3acTocyBaHHS y po3ginu: MpoTunokasaHHs. MobivHi peakwii.
no 10 mr no 7 Monbwa Cn. Mepepno3yBaHHs. [iTn. OcobMBOCTi 3aCTOCYBaHHS.
Tabnetok y 6nictepi; 3.0.0., MonbLya 3acTocyBaHHs Y nepiog, BariTHOCTi abo rofyBaHHsA rpyagato.
no 4 abo no 8 34aTHICTb BNAMBATK Ha LIBUAKICTb peakuii mpu KkepyBaHHi
6nicTepiB y KAPTOHHIl aBTOTpaHCNOPTOM abo po6OoTi 3 IHLIMMKU MEXaHI3Mamu.
KopooLi B3aemogjsa 3 iHWMMK NikapCbkMMK 3acob6amn Ta iHLLI BUAN
B3aEMOZi, 3rigHO 3 iHhopMmauieto WoA0 MegnyHoro
3acTocyBaHHA pedpepeHTHoro (3UIMPEKCA 314M1C)
niKkapcbKoro 3acoby. BeeAeHHs 3MiH NpoTAroM 3-x MicsiLiB
nicns 3aTBepKeHHs
85. 3AJ/IACTA® Q- TabneTku, Wo KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/12069/02/04
TAB® ancnepryroTscs B HoBso mecTo Hoso mecTo, Monbwa 3MiHM | TURY - 3MiHW 0 IHCTPYKUIT 4NS MeANYHOro peyenmom
POTOBI NOPOXHWHI, CnoseHis; KPKA 3acTocyBaHHs y po3ainu: MpoTunokasaHHs. MobiyHi peakui.
no 15 mr no 7 MonbLwa Cn. MepeposyBaHHsA. OiTn. Oco6MBOCTI 3aCTOCYBaHHS.
TabneTtok y 6nictepi; 3.0.0., Monblua 3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs rpyaaio.
no 4 a6o no 8 3[aTHICTb BN/IMBATU Ha LWWBUAKICTb peakLii Nnpy KepyBaHHI
6nicTepiB y KAPTOHHIl aBTOTPaHCNOPTOM abo po6OoTi 3 IHLIMMKU MEXaHI3MaMu.
KopoobLi B3aemogjs 3 iHWMMK nikapCbkuMm 3acob6amu Ta iHLLI BUAN
B3aEMOZi, 3rigHO 3 iHhopmaLieo WoA0 MegnyHoro




76

ITpomoBXeHHs fojaTKa 3

Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
3acTocyBaHHA pedhepeHTHoro (3VIMPEKCA 314M1C)
nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 3-x micsiuis
nicns 3aTBepKeHHs
86. 3ANNACTA® Q- TabneTku, Wo KPKA, a.4., CnoseHis KPKA, g.4., CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/12069/02/05
TAB® AncnepryoTsca B HoBo mecTto Hoso mecTo, MonbLa 3MiHM | TUMY - 3MiHW [0 IHCTPYKLIT 4719 MeANYHOro peyenmom
POTOBI NOPOXHWHI, CnoseHis; KPKA 3acTocyBaHHSA y po3ainu: MpotunokasaHHs. MobivHi peakwii.
no 20 mrno 7 Monsbwa Cn. Mepepo3ysaHHs. [itn. Ocob6MBOCTI 3aCTOCYBaHHS.
TabneTok y 6nictepi; 3.0.0., MonbLa 3acTocyBaHHS Y nepiog, BariTHOCTi abo rogyBaHHs rpyaato.
no 4 aéo no 8 3p4aTHICTb BNAMBATM Ha LIBUAKICTb peakuii npy kepyBaHHi
6nicTepiB y KAPTOHHIN aBTOTPaAHCNOPTOM abo Po6OTi 3 IHLIMMK MEXaHI3Mamu.
Kopobui B3aemogjs 3 iHWMMK flikapcbkuMM 3acobamu Ta iHLWi BUAN
B3a€EMOZ;ii, 3riaHO 3 iHpopMaLiero Woa0 MeauyHOro
3acTocyBaHHA pedhepeHTHoro (3VIMPEKCA 314M1C)
nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 3-Xx micsiuis
nicns 3aTBepiKeHHs
87. 3NBOKC po3unH ANs iHdysil, 2 Mdpaizep IHk. CLWA PpeseHiyc Kabi Hopseris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/1969/02/01
mr/mn no 300 mny Hopre AC 3MiHM | TUNY - 3MiHa Y TEKCTi MapKyBaHHA 415 NEPBUHHOI Ta peyenmom
cuctemax ans BTOPWHHOT yNakoBku. BBeAe€HHA 3MiH NnpoTarom 3-x micsAuis
BHYTPILLUHbOBEHHOTO nicns saTBepAKeHHA
BBeAEeHHs Ne 1
88. SUTPOKC TabneTku, BKpUTI Makneogc IHAiA Makneoac IHAjis BHECEHHS 3MiH [0 peecTpauiiiHux matepianis: 3MiHu | Tuny - 3a UA/3160/01/01
060/10HKO10, M0 250 Mr | dapmacbloTUKan dapmacboTuKas AZMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
Ne6 (6x1) y cTpunax B ¢ Nlimiteq, ¢ Nlivitepn, MiCLiSi NPOBaPKEHHS AiSNbHOCTI BUpobHUKa/imnopTepa
ynakoBLi roTOBOroO NMikapCbKoro 3acoby, BKIYaOUN AiNbHUL BUMYCKY
cepii abo MicLie NpoBeAeHHS KOHTPOJIHO SKOCTI. (BisNbHICTL, 3a
SIKy BiANoOBiAae BUPOGHMK/iIMNopTep, BKIOUAKUY BUMYCK CEpiid)
(3miHa agpecu BupobHuka 13, 30Kkpema nprBefeHHs agpecu
y BiAnNoBigHicTb Ao CepTudikaty BignoBigHOCTi yMOB
BMpo6HULUTBA J13 BUMoram GMP)
89. SUTPOKC TabneTku, BKpUTI Makneogc IHAiA Makneogc IHAjs BHECEHHS 3MiH [0 peecTpauiiiHux matepianis: 3mMiHu | Tuny - 3a UA/3160/01/02
060n10HKot0, Mo 500 Mr | ®apmacbloTmKan dapmacboTVKas AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
Ne3 (3x1) y cTpunax B ¢ Nlimiteq, ¢ Nimitepn, MicLA MpoBaMKEHHS AiANbHOCTI BUPO6HMKa/imnopTepa
ynakoBLi roTOBOrO NiKapCbKOro 3acoby, BKIYAOUN AiNbHUL BUMYCKY
cepii abo micue NpoBefeHHS KOHTPOSTIO SKOCTI. (ZisbHICTb, 3a
SIKy BiANoOBigae BUPOGHMK/iMNopTep, BKIOUAKUM BUMYCK CEpiid)
(3miHa agpecun BupobHuka 13, 30kpema nprBefeHHs agpecu
y BignoBigHicTb o CepTudikary BignoBiAHOCTI yMOB
BMpo6HUUTBa J13 BUMoram GMP)
90. 30/IEAPOHOBA KOHLieHTpaT Ans TOB "TeBa Ykpaina Bvpo6HMUTBO 3a | YropuwwmHa/ | BHECEHHS 3MiHW A0 peecTpauiiHnx matepianis: 3MiHu | Tuny - 3a UA/13860/01/01
KUCNOTA-TEBA pO34nHy ANs iHdYy3il, Ykpaina" NOBHUM LMK/IOM: XopBaTis 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
4mr/5mMnno5mny BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHUX Npo cucTemy
chnakoHi; no 1 a6o 4, AT thapmakoHarnagy (BefeHHs y3arasibHeHUX AaHuX npo cucremy
abo 10 chnakoHiB y dapmaleBTUYHN thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
KapTOHHIlA KopooLi 7 3aBog TEBA, BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
YropLyHa; 0ocobu 3 chapmakoHarnsgy 3asaBHVKa 415 34iNCHEHHSA
Brpo6HMLTBO 3a thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA Big,
NOBHUM LMK/IOM: YNOBHOBaXEHOI 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnsgy (BKIuvaum KOHTaKTHi AaHi) Ta/abo 3MiHn y
M/1IBA XpBaTcka po3MilLeHHI MacTep-daiina cucteMu papmakoHarisgy);




77 ITpomoBXeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
[.0.0., XopsarTis 3MiHa 3asBHMKa (B1acHMKa peecTpaLiiHoro NocBig4eHHs)
(TepmiH BBEA,EHHS 3MiH MPOTArOM 6-Tv MicsALIB nicns
3aTBEPAKEHHS)
91. 30META® po3unH Ans iHdysiii, 4 | HosapTic ®apma | LUseiiuapis Hosaprtic ®apma | LUseinuapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/8368/02/01
Mr/100 mn no 100 mn Al LWTeinH Al 3MiHM |l TUMY - 3MiHW 80 IHCTPYKUiT 4519 MeANYHOro peyenmom
y chnakoHi; no 1 3acTOCyBaHHA y po3ainu: "®apmakonoriyHi Bnactneocti”,
hnakoHy B KOpoo6Li 3 "B3aemMogis 3 iHWMMM NikapCbKMMK 3acob6amm Ta iHWi BUuan
KapToHY B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta fo3un”, "MobivHi peakuii”. BBegeHHA 3MiH
nporarom 3-x MicsiliB NicnsA 3aTBepAKEHHSA
92. 30META® KOHUeHTpaT ans HoBaprTic ®apma | LUBeiiuapis HoBaprTic ®apma | LUBeliuapis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/8368/01/01
PO34uHy ANs iHGY3il, Al LTeliH Al 3MiHM Il TUNY - 3MiHW 40 IHCTPYKUIT ANS MEeAUYHOro peyenmom
4mr/5Mnno5mny 3aCTOCYBaHHSA y po3ginu: "®apmakonoriyHi BnacTmseocTi”,
dhnakoHi; no 1 "B3aemogis 3 iHWKMKU NikapcbkMKU 3acobamMu Ta iHLWi BUan
(h1aKoHyY B KapTOHHIlA B3aemogiit”, "Ocob6mMBOCTi 3acTocyBaHHs", "Cnocio
KopoobLi 3acTocyBaHHs Ta Ao3n", "MobiuHi peakuii”. BBegeHHA 3MiH
npoTtArom 3-x MicsAuiB nicna saTBepaKeHHs
93. NOKC cnpeii gns poToBO( TeBa 13painb TeBa Yex Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/9964/01/01
NOPOXHUHM 1Mo 30 MmN dapmaueBTiKas IHgacTpi3 c.p.o. Pecny6nika 3MiHM | TMNYy - nogaHHsA oHoBneHoro CEP R1-CEP 2008-179- peyernma
y chnakoHax 3 IHpacTpi3 T4, Rev 00 ans fjto4oi peyoBMHMW MOBILOHY M040BAHOrO Bif,
posnuaosadem Ne 1 3aTBEpPKEHOro BUpobHMKa. B pamkax 3asasneHoi npoweaypu
BiAbynacsi 3miHa BnacHuka ceptucpikaty Ta amiHa Ha3Bu
BUPOGHMKa. [inbHULA hakTMYHOro BUPOOHMLTBA 3MiH He
3asHasia
94. NOKC obnonickyBay ons TEBA I13painb TeBa Yex Yecbka BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 6e3 UA/1829/02/01
ropna, KoHueHTpar no $apmaueBTikas IHaacTpi3 c.p.o. Pecny6nika 3MiHu | TUNYy - nogaHHsA oHoBneHoro CEP R1-CEP 2008-179- peyenma
50 mn y chnakoHax Ne IHpacTpis 174, Rev 00 gns Aito4oi peqoBMHM NOBIJOHY A0L0BAHOTO Bif,
1 3aTBEpAXEHOro BUpobHMKa. B pamkax 3asBneHoi npoueaypu
BiiGynacs 3MiHa BnacHvka ceptudikarty Ta 3MiHa Ha3Bu
BMPO6HUMKA. [inbHULA (haKTUYHOTO BUPOOGHMLTBA 3MiH He
3asHasia
95. 1304UBYT® Tabnetky no 0,5 r Ne MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/6587/01/01
10x3, Ne 10x5 y 3MiHu Il TMny - 3MiHa BUPOGHMKA BUXIAHOTO/MPOMIKHOIO peyenmom
6nictepax NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BKKOYatoum, ae
HeobXxifHO, MicLe NpoBefeHHS KOHTPOIO sikocTi) APl (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI EBponenchbkili
hapmakonei y 3aTBepKeHOMY [0CLE) - 3MiHa BUPOOHUYOT
AinbHUUi A®l; cynyTHS 3miHa: 3MiHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumgikauisix Ha A®l, abo BUXigHWA/NPOMIKXHWIA
NpoAyKT/peareHT, Lo BUKOPVUCTOBYIOTLCS Y NPOLLECI
BMpo6HULUTBA ADI - 3MiHN Y cneumndikauii AdDI
96. IBOKET® PO34uH ANs iHdy3iit KOCB dapma HimeyunHa BupobHuyTeo Ta | HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3a UA/3055/02/01
0,1%no10mnB 6X nakyBaHHS: AZMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
amnynax Ne 10 y EBep dapma MiCLii NPOBaPKEHHS AISNbHOCTI BUpObHUKa/imnopTepa
nauui Mena Mv6X, roTOBOrO NMikapCbKOro 3acoby, BKIYAUN AiNbHUL BUMYCKY
HimeuuunHa; cepii abo MicLie NpoBeAEeHHSA KOHTPOIHO SKOCTI. (BisNbHICTb, 3a

BignosiganbHui

5Ky BiiNoBigae BUPO6GHMK/iMNopTep, BK/IOYAKUYM BUMNYCK cepiit)
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
3a BUNycK cepii: (3MiHa agpecu Micus NPoBaKEHHS AiS/IbHOCTI BUPOOHMKA,
Elicika BiAMNOBIAa/IbHOrO 3a BMUNyck cepii Elicika ®apmacbloTikan3
dapmacbioTikans v6X, HimeuunHa, 6e3 3MiHu MicLs BUPOGHMLTBA
m6X, (NpvBEAEHHS Y BIANOBIAHICTb [0 OPUTIHA/IBHUX JOKYMEHTIB)
HimeyunHa
97. IMBPYBIKA Kancynu no 140 mr no TOB "[XXOHCOH Pocilicbka BUPOBHULTBO CuwA/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14220/01/01
90 a6o 120 kancyn y & JHXOHCOH" degepauis Hepo3sdhacodharo | Llseliyapis 3MiHM | TNy - 3mMiHa y MmeTogax BunpobysaHHA A®l abo peyenmom
chnakoHi, no 1 ro NpoayKTy, BMXiQHOro Marepiany/npomMbKHOro NpPoAyKTy/peareHTy, Lo
(h/1aKOHY Y KapTOHHilA KOHTPO/Ib SIKOCTI: BMKOPUCTOBYETLCA Y npoLieci BUpo6HuLTBa ADI (HE3HaYHI
nauuj KartaneHt CTC, 3MiHV Y 3aTBEPKEHNX MeTogax BUNPO6yBaHHS); 3MiHu | Tuny
IHK., CLLUA; - 3MiHa Yy MeTofax BUNpPobyBaHHS roTOBOrO NiKapCbKoro
nepBuHHe Ta 3ac00y (He3HauyHa 3MiHa y 3aTBepKeHNX MeTogax
BTOpUHE BMNPOOYBaHHS)
nakyBaHHs,
BUMYCK cepil:
Cinar Ar,
LLiBeliLapis
98. IMITPAH™ TabneTku, BKPUTI nakcoCwmiTKnsii Benuvka nakcoCmiTKnsaii Monbla BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8753/01/01
06010HKOt0, N0 50 Mr H Ekcnopt BputaHis H 3MiHW Il TMNY - 3MiHK 8O IHCTPYKUIT AN18 MeaNYHOro peyenmom
no 2 TabneTkn y Nimiteq PapmacboTuKas 3acTocyBaHHS y po3ginu: "TobiuHi peakuji”, "3acTocyBaHHs y
6nictepi; no 3 3C.A. nepiog BariTHOCTi abo rogyBaHHsA rpyaar”, "OcobamBocCTi
6nicTepy B KapPTOHHIi 3acTocyBaHHs", "B3aemogis 3 iHWMMK nikapCbkumuy 3acobamu
Kopo6Li; no 6 Ta iHWi BV B3aemogiii". BBegeHHA 3MiH NpoTAromM 3-x
Tabnetok y 6nictepi; MicauiB nicnAa 3aTBepAKeHHs
no 1 6nictepy B
KapPTOHHI KOpOoOLi
99. IMM/TAHOH® iMnnaHTar gns LWepiHr-Mnay LLBeliLapis H. B. OpraHoH Higepnang, BHECEHHS 3MiH 10 peecTpavLjiiiH1ux maTepianis: 3a UA/13728/01/01
HKCT nigwkipHoro BBeAeHHss | CeHTpan lcT Al n 3MiHK | TUMY - 3MiHW Y BUPOBGHULTBI - BBEAEHHS peyenmom
no 68 mr B ansikaropi anbTepHaTUBHOI AiNbHULI BUPOOHUKA, BiANOBIAA/IbHOIO 3a
Ne 1 B 6nicTepi raMma CTepunisalito roToBOro NpoAyKTy B KiHLLEeBOMY
nakyBaHHi; 3MiHu | TUny - 3MiHa HaliMeHyBaHHS BUPOOHKKa,
BiANoBigaIbHOro 3a ramMa cTepunisadito rotoBoro NPoAyKTy B
KIHLEBOMY MaKyBaHHi; 3MiHU | TUny - BUIYYEHHS BUPOBGHUYOT
AinbHuui Nurvisan Analitical Services GmbH, Germany
(Quality Control Testing)
100. | IHFABIPUH kancynu no 90 mr, no AT "Hwxdapm" Pocilicbka TOB “Makiz- Pocilicbka BHECEHHS 3MiH [10 peecTpaviiiHux matepianis: 3miHu | Tuny - 6e3 UA/10409/01/01
7 kancyn y 6nictepi, degepauis dapma”’ depepauis AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
no 1 6nictepy B naui 3asBHMKa (BNacHyKa peecTpauiiiHoro nocBigYeHHs) (3mMiHa
3 KapTOoHY HaliMeHyBaHHs Ta afpecu 3asBHUKA)
101. | IHCNIPOH cupon, 2 mr/ma no 150 NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/9922/01/01
MmNy cpnakoHax Ne 1 B "Tanuudapm” "Tanuuchapm” 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eheKTUBHOCTI Ta peyenmom
nauuj thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOrO 3aCTOCYBaHHA reHepUYHUX/TibpnaHnX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/i BHECEHHS TiET camoi 3MiHN Ha
pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HaAaHHS XOAHUX
HOBUX A0AaTKOBUX AaHWX) - 3MiHW [0 iHCTPYKUiT AN
Me[IMYHOrO 3aCTOCYBaHHS
102. | IHCMNIPOH cupon, 4 mr/mn no 150 MAT YKpaiHa MNAT YkpaiHa BHECEHHs1 3MiH 10 peecTpauiiHux maTepianis: 3a UA/9922/01/02
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
mn 'y conakoHax Ne 1 B "Manuudapm” "lanuucapm” 3MiHM | TUny - 3MiHK Wwogo 6e3nekn/eddekTMBHOCTI Ta peyenmom
nauuj thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUIT ANns
MeLMYHOro 3aCTOCYBaHHSA reHepUYHMX/riopuaHNX/6ionodibHnx
nNiKapCbKMx 3aco6iB Micns BHECEHHS Tiei camol 3MiHN Ha
pecbepeHTHWI Npenapar (3MiHa He NOTpebye HafaHHA XOLHUX
HOBUX A0AATKOBUX AAHWX) - 3MiHW [0 IHCTPYKUIT Ans
MeAMNYHOT0 3aCTOCYBaHHS
103. | IHTErPUNIH po3unH ANs iH'ekuid, 2 | TnakcoCmiTKnsAli | CnonyuyeHe "nakco Cnony4yeHe BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/5840/02/01
mr/mn no 10 mny H Ekcnopt KoponisctBo | OnepeiiwHc FOK | Koponiscts 3MiHY | TUMY - BUNYYEHHA BUPOOHNUMX AinbHNLE ADI peyenmom
chnakoHi 3i ckia; no 1 Nimiteq Nimiten o]
(h/1aKoHY B KapTOHHIlA
Kopobui
104. | IHOE30/1® 100 pO34MH ANs iHdy3iit BEPNIH-XEMI HimeyunHa BEPNIH-XEMI HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/0192/01/01
no 250 mn a6o no 500 Al Al 3MiHKM Il TUNY - 3MiHW 40 IHCTPYKUIT ANS MeAUYHOro peyenmom
MA 'y diakoHi; no 10 3acTocyBaHHs y po3ainu: "OcobamMBOCTi 3acTOCyBaHHS",
(hN1aKOHIB y KapTOHHii "Cnoci6 3acTocyBaHHA Ta fo3un", "MNepeno3yBaHHA", "IM06IYHI
Kopobui peakuii". BBefeHHS 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
105. | IHOPNYBAK® CycneHsis ons iH'ekuiii ABGGOTT HinepnaHgu A6GOTT HigepnaHpg, BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3mMiHu B 3a UA/13027/01/01
(INFLUVAC®) no 0,5 mMny Bionoaxikans Bionoaxikans n aKTUBHIli PeYOBUHI CE30HHUX, NepeanaHaeMiuyHNX abo peyenmom
BAKUVHA ANnsA nonepegHLo B.B. B.B. naHAEMIYHUX BaKLUMH MPOTK BipyCy rpuny /l04guHM (3amiHa
MPO®INTAKTUKN HanoBHEHUX wramy(iB) y Ce30HHMX, NepeanaHaeMiyHmx abo naHAeMIYHUX
reuyny, 0fiHOpa30BUX BakLMHax NpoTu Bipycy rpuny noanHu) (3miHa LTamoBoro
NOBEPXHEBWIA wnpuyax Nel a6o ckagy BakUMHM 4711 nepiogy 3aXBOPHOBAHOCTI HA rpun CE30HY
AHTUrEH, Nel0 2016/2017, BU3HAYEHOrO Y BiANOBIAHOCTI A0 pekoMeHaaLliii
IHAKTUBOBAHA BOO3 pgns MisHiYHOI NiBKYAI 3 BiANOBIAHMMY 3MiHAMU B
iHCTPYKL,ii Npo 3acTocyBaHHs MIBI, AH/, Ta MapKyBaHHi
BTOPWHHYX YNaKOBOK Ta CTUKEPIB)
106. | ICEHTPECC TabneTku, BKpUTI Mepk Wapn i LLBeliLapis B1po6HMK Cinranyp/ BHECEHHS 3MiH 10 peecTpaviiiHnx matepianis: 3MiHu Il TUNY - 3a UA/9325/01/01
M/1iBKOBOIO [Joym lgea IHK Hepo3dacoBaHoi | HigepnaHg, 3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta hapMakoHarnsay. peyenmom
060/10HKO10, N0 400 NPOAYKLT: " 3MiHW Y KOPOTKiil XapakTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
Mr, no 60 TabneTok y MCA MapKyBaHHS Ta IHCTPYKUiT AN MEANYHOTO 3aCTOCYBaHHA Y
thnakoHi; no 1 IHTEpHeLWwHN 3B'AA3KY i3 HOBUMW JaHUMW 3 SIKOCTi, AOKAIHIYHUMU, KITIHIYHMM
(hN1aKoHyY B KapTOHHIlA 'M6X (chinis OaHumy Ta gaHumu 3 papmakoHarnsgy (3MiHu o iHCTpyKLil
KopoobLi Cinranyp), ONA MeAMyHOro 3acTocyBaHHs Y po3gin "MokasaHHs"
Cinranyp; (YTOYHEHHS Moka3aHb BHACNIAOK pe3y/ibTarTiB KAiHIYHUX
MepBuHHE Ta nocnigpkeHs 3 hapmMakokiHETUKM, NOB'A3aHe 3 3aMiHO
BTOPUHHE po3paxyHKy A03yBaHHS AN fiTei BiANOBIAHO [0 Biky ANTUHN
nakyBaHHs1, Ha 6iNlbLL TOYHMI PO3PaxyHOK - 3a Macoto Tina AUTVHN),
[03BiN Ha "®apmakonoriyHi BnactnsocTi”, "B3aemogis 3 iHLWMMU
BUMNYCK Cepii: nikapcbkvMK 3acob6amu Ta iHLWi BUAM B3aeMogiii",
Mepk Wapn i "Oco6nMBOCTI 3aCTOCyBaHHSA", "34aTHICTb BN/IMBATU HA
Joym B.B., LUBMAKICTb peakLiii Npy KepyBaHHi aBTOTpaHCNopToM abo
HigepnaHngm HWMMK MexaHi3mamu”, "Cnocib 3acTocyBaHHsa Ta Ao3n",
"Mo6iuHi peakyii, "AiTn") (TepmiH BBEAEHHS 3MiH NpoTArom 3-
X MicsiLiB nicns 3aTBEpP)KEHHS)
107. | IXTIONOBA Ma3b 10% no 25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHun | Tuny - 6e3 UA/6654/01/01
MA3b 10% KOHTelHepax; no 30 r dapmaleBTUYHaA dapmaueBTNYHA 3MiHM 3 SiKOCTi. [0TOBMIA NiKapcbknii 3aci6. KOHTPobL roTOBOro peyenma




80 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
y Ty6i, no 1 1y6i B habpuka habpuka nikapcbKoro 3acoby. 3miHa y MeToAax BUNpo6yBaHHS rOTOBOrO
nauuj; no 30 ry Ty6ax; "Biona" "Biona" NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPLKEHNX
no 20 r y Ty6ax; no 20 MeTofax BUNPo6yBaHHs) (BHECEHS 3MiH 0 METOAMKU
ry Ty6i, no 1 1y6i B BU3HAYEHHSA Macu BMIiCTY YNaKkOBKW (3MEHLLEHHS KiIbKOCTI
nauuj BMNPOGYBaHWX 3paskiB); 3MiHM | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkumit 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWIA 3aci6. 3miHa po3mipy ynakoBku
roTOBOrO Jlikapcbkoro 3acoby (3miHa macu/o6'eMy BMICTY
KOHTeliHepa 6araTof030BOro Nikapcbkoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHs (abo 04HOL030BOrO,
4aCcTKOBOrO BUKOPWCTaHHS)) (BBEAEHHS ABOX AOAATKOBUX
ynakoBoK - o 20 r y ty6ax Ta no 20 r y Ty6i; no 1 Ty6i B nayi)
108. | KAHCNOA3® niodpinisat gns Mepk Wapn i LLiseiuapis 3a NoBHUM ®paHuia/ BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3miHu | Tuny - 3a UA/2841/01/01
po34nHy ANs iHdys3il [Joywm lgea, IHK. LMKIOM: HigepnaHpg, AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 50 Mr y donakoHax Nab6opaTopil " MicLA MpoBaKEHHS AiANbHOCTI BUPO6HMKa/imnopTepa
Nel Mepk Wapn i rOTOBOrO NiKapCbKOro 3acoby, BKIYAUN AiNbHNLI BUMYCKY
[Joym LWn6pe, cepil abo micue NpoBefeHHS KOHTPOSIIO SKOCTI. (fisNbHICTb, 3a
PdpaHuis; 5Ky BiANoOBiga€e BUPOGHMK/IMNOPTEp, BK/OUAKUM BUMYCK CEpiid)
BTOPUHHA (3MiHa HallMeHyBaHHS BUPOOHMKA aHrNiNnCbKO MOBOIO)
ynakoBKa, [,03BiN (TepmiH BBeZiEHHSI 3MiH MPOTAroM 3-x MicAUiB nicns
Ha BUNycK cepii: 3aTBEPAKEHHS)
Mepk Wapn i
Joym B.B.,
Higepnanau
109. | KAHCNOA3® niodpinizat gns Mepk Wapn i LLiseiiuapis 3a NOBHUM ®paHuia/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/2841/01/02
pO34nHy ANs iHdy3il Joywm lgea, IHK. LMKIOM: HigepnaHg, AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 70 Mr y donakoHax Nab6opaTopil " MiCLA MpOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
Neol Mepk Wapn i rOTOBOrO NiKapCbKOro 3acoby, BKIYAUUN AiNbHUL BUMYCKY
Joym LWn6pe, cepil abo micue NpoBefeHHS KOHTPOSIIO SKOCTI. (fisNbHICTb, 3a
dpaHuis; 5Ky BiANoBigae BUPOGHMK/IMNOpTEp, BKIOUAKUM BUMYCK CEpiid)
BTOPUHHA (3MiHa HallMeHyBaHHS BUPOOHUKA aHrNiNnCbKO MOBOHO)
yrnakoBka, [03BiN (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
Ha BMNycK cepii: 3aTBEPAKEHHS)
Mepk Wapn i
Joym B.B.,
Higepnanan
110. | KAPOAK TabneTkn, BKPUTI Aypob6iHa0 IHgis Aypob6iHA0 IHgis BHECEHHS 3MiH 0 peecTpauiiHux martepiasniB: 3MiHun | Tuny - 3a UA/11834/01/01
NNiBKOBOO dapma /114 dapwma JlimiTes AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO0, MO 10 Mr, (FOHiT 1) MiCLii NPOBaPKEHHA AISNbHOCTI BUPOOHUKa/iMnopTepa
no 10 TabneTtok y rOTOBOrO NiKapCbKOro 3acoby, BK/IYAKUUN AiNbHAL BUMYCKY
6nicTepi, no 3 cepil abo Micue NpoBefeHHS KOHTPOSIIO SKOCTI. (fisiNbHICTb, 3a
6nicTepu y nauuj 3 AIKy BignoBifae BUPOOHMK/IMNOPTEp, BKIHOHAIOUN BUMYCK CEPii)
KapTOHY (NpuBeAeHHA MicLle3HaxXoMKeHHs BUpo6Huka M3y
BiANOBIAHICTb 4O BUCHOBKY LLOAO NIATBEPKEHHS
BiANOBIAHOCTI BUPOBGHMLTBA NiKapCbKMX 3ac06iB BUMOram
Has1IeXHOI BUpobHMYOT npakTnkn (GMP), BugaHoro
LepxaBHOK Cy60t0 YKpaiHu 3 nikapcbknx 3aco6iB)
111. | KAPAAK TabneTku, BKpUTI Aypo6iHao IHAiA Aypo6iHao IHAjs BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3mMiHu | Tuny - 3a UA/11834/01/02
NAiBKOBOK dapwma /ITa dapwma JlimiTeq AZMiHICTpaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
060/10HKO0, MO 20 Mr, (FOHiT 1) MiCLiSi NPOBaPKEHHA AISNbHOCTI BUPOOHUKa/iMnopTepa
no 10 Tabnetok y rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaoUM AiNbHULI BUMYCKY
6nictepi, no 3 cepil abo MicLe NpoBeAEHHS KOHTPOSIIO AKOCTI. (fisNbHICTb, 3a
6nicTepu y nauuj 3 Ky BiAnoBifae BUPOOHMK/IMNOPTEP, BKIHOHAIOUM BUMYCK CEPii)
KapTOHY (NpuBeaeHHA MicLe3HaxomKeHHs BUpo6Huka M3y
Bi4NOBIAHICTb 4O BUCHOBKY LLOAO NiIATBEPIKEHHS
BIANOBIAHOCTI BUPOBGHMLTBA NiKapCbKMX 3ac06iB BUMOram
Has1eXXHOi BUPO6HUYOi npakTvkv (GMP), BugaHoro
[epxaBHO Cy60t0 YKpaiHu 3 fikapcbkux 3aco6iB)
112. | KAPAAK TabneTku, BKpUTI Aypo6iHgo IHAiA Aypo6iHao IHAjs BHECEHHS 3MiH [0 peecTpavyjiiiHux matepianis: 3miHu | Tuny - 3a UA/11834/01/03
N/1iBKOBOIO dapma NlTg dapma JlimiTepq, AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
060/10HKO10, M0 40 Mr, (FOHIT 1) MiCLA MpoBaKEHHS AiANbHOCTI BUPO6HMKa/imnopTepa
no 10 TabneTtok y rOTOBOrO NiKapCbKOro 3acoby, BKIYAUN AiNbHALI BUMYCKY
6nicTepi, no 3 cepil abo micue NpoBefeHHS KOHTPOSTIO SKOCTI. (ZisNbHICTb, 3a
6nictepn y nauui 3 5Ky BiANOBiAa€e BUPOGHMK/IMNOPTEp, BK/IOUAKUM BUMYCK CEpiid)
KapToHYy (NpviBeAeHHA MicLe3HaxomKeHHs BUpobHuka M3y
BiAMOBIAHICTb A0 BUCHOBKY LLOAO NiATBEPKEHHS
BiANOBIAHOCTI BUPOBHMLTBA NiKapCbKMX 3ac06iB BUMOram
Has1eXxHoi BUPO6HMYOi npakTvkvn (GMP), BugaHoro
LepxaBHOK CTyX60t0 YKpaiHu 3 Nikapcbknx 3aco6iB)
113. | KETOKOHA3O0/1- Kpem ans MAT YkpaiHa MAT "®iTodpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 6e3 UA/4126/01/01
PITODPAPM 30BHILLUHBOTO "®iTodhapm” BUNPAB/IEHHST TEXHIYHMX NOMWIOK B cneundikauii Ta metoauui peyernma
3acTocyBaHHs, 2 % no BMNpo6yBaHHSA 3a po3ainoM «KifbkicHe BU3HAYEHHS» B
15rabono25ry 3a3HaYeHHi 0AMHML PO3MIPHOCTI Ta B pO3paxyHKoBili dhopmy i
Ty6ax Ne 1
114. | KETOHAN® Tabnetkn CaHpo3 CnoseHis Nex CnoBeHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8325/02/01
PETAP[ NPOJIOHroBaHoI Aji No PapmachboTikan dPapmaLeBTUYHa 3MiHV | TUMY - NOAAHHA HOBOro cepTudikaTa BiANOBIAHOCTI peyenmom
150 mr no 20 34.0. KoMnaHis g.4. €sponeiicbkii papmakonei Ne R1-CEP 2007-167-Rev 00 ans
Tabs1eToK y hnakoHi; A®| keToNpodheHy Big HOBOTO BUPOGHMKA [0 BXeE
no 1 donakoHy B 3aTBEPKEHUX BUPOBHYIKIB
KapPTOHHI KOpoobLii
115. | KETOPO/AK- PO34MH ANS iH'EKUIN, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/4961/01/01
3400POB'A 30 mr/mn, no 1 mn B 0B6MEXEHO 06MeXeHo 3MiHK | TUNy - 3MiHa 6yAb-AKOi YaCTUHM MaTepiasly NepBUHHOT peyenmom
amnyni, mo 10 amnyny | BignosiganbHiCT BiANOBIAA/ILHICT YMaKoBKM, L0 He KOHTAKTY€E 3 TOTOBUM MiKapCbKM 3ac060M;
KapTOHHIiA KopobLy; no 10 (] 3MiHa, fika He BNMBAaE Ha KOPOTKY XapakTepucTuky
1 mn B amnyni, no 5 "®apmaueBTUYH "®apmaueBTUYH NiKapcbKoro 3acoby - A04ATKOBO A0 3aTBEPLKEHUX ammy/l,
amnyn y 6nictepi; mo 1 a KomnaHis a KomnaHis BBOAATLCS ammy v 3 TOUKOIO 3/1aMy Ta Hadpi3om
abo 2 6nictepu y "3p0poB'a” "3p0pos'a”
KapTOHHiiA KopobLyi; no
1 mn B amnyni, no 10
amnyn y 6nictepi; no 1
6nicTepy y KapTOHHIN
Kopobui
116. | KIHAIHOPM H rpaHynn no 10 ry [Loitue HimeyunHa [Joiiue HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/12080/01/01
thnakoHax Ne 1 Xomeonari- Xomeonari- 3miHM | TMNy - 3mMiHa napameTpis cneuudikavin Ta/abo peyenma
YHioH OXY- YHioH OXY- [ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby - NpuBeAeHHs
ApuHaiimiTTens ApuHaiimiTTens napameTpiB cneuudgikaLii «30BHILLHIA BUrNSL»,
'm6X & Ko. KI v6X & Ko. KI «Mikpob6ionoriuHe AOCNiMpKEHHS» Ta BBEAEHHS NapameTpy
«P034MHHICTb» FOTOBOr0 NiKAPCLKOro 3aco0y Y BiANoBiAHICTb
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
no EP
117. | KNAPUTPOMIUW | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/9712/01/01
H-300POB'A NAiBKOBOO 06MEeXeHO BMPOOHULTBA, 3MiHK | TNy - 3MiHa po3mipy cepii (BKIoUalum gianasoH peyenmom
060/10HKOI0, N0 250 Mr | BignoBiganbHICT KOHTPO/Ib SIKOCTI, pO3Mmipy cepii) roTOBOro Nikapcbkoro 3acoby (iHLWi 3MiHu) -
Ne 14 (7x2), Ne 10 10 BMNYCK cepil: BBEJEHHS A0AaTKOBMX PO3MIpIiB cepii npenapaTy A58 060X
(10x1) y 6nicTepax "papmMaueBTUYH ToBapucTBO 3 BUAIB A03YBaHHSA /il04Oro Liexy roToBOro fikapcbkoro 3acoby
a KoMnaHis 06MeXeHo (BMPOGHWMK: TOBApMCTBO 3 0OMEXEHOIO BifNOBIAANBHICTIO
"3popos'a” BiANOBiAA/IbHICT "®apmaueBTMYHa KoMnaHis "3gopoB a")
10
"®apmaueBTUYH
a KomnaHis
"3p0pos'a”,
YKpaiHa; BCi
cTagji
BMPOOHULTBA,
KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
06MeXeHo
BiANOBIAAbHICT
10 "®PAPMEKC
IPYM", Ykpaina
118. | KNAPUTPOMIUW | TabneTku, BKpUTI ToBapucTBO 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/9712/01/02
H-300POB'A NNiBKOBOIO 06MexeHo BMPOGHMLITBA, 3MiHK | TUNY - 3MiHa po3mipy cepii (BKIOYauuM gianasoH peyenmom
060/10HKO0, 500 Mr Ne | BignoBigasibHICT KOHTPO/1b SIKOCTI, po3Mipy cepil) roToBOro AikapcbKoro 3acoby (iHLwi 3MiHK) -
7 (7x1), Ne 14 (7x2), 10 BUMYCK cepii: BBEAEHHS JOAATKOBUX PO3MIpIB cepil npenapary As1a 060X
Ne 10 (10x1) y "papmMaueBTUyH ToBapucTBO 3 BWAIB [O3yBaHHSA [il040ro Liexy roToBOro Nikapcbkoro 3acoty
6nictepax a KoMnaHis 06MeXeHo (BMPOGHWMK: TOBAPUCTBO 3 OOMEXEHOIO BifNOBIAANBHICTIO
"3p0pos'a” BiANOBIAAbHICT "apmaneBTMYHa KoMnaHis "380pos a")
(0]
"®apmaueBTUYH
a Komnais
"3popos'a’,
YKpaiHa; BCi
cTagii
BMPOGHMLITBA,
KOHTPO/b AKOCTI:
ToBapucTBO 3
0bMexeHot
BiANOBIAANbHICT
10 "®APMEKC
PYI", YkpaiHa
119. | KNIOPOH cynosuTopii AT "Nlekxim- YkpaiHa AT "Nekxim- YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/13358/01/01
BariHasibHi Mo 16 mr Ne Xapkis" Xapkis" 3MiHKM | TUMY - 3MiHa Yy MeTo4ax BUNpPobyBaHHS rOTOBOrO peyenma
10 (5x2) y 6nicTepax nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPLKEHNX
MeToAax BUNPOOyBaHHSA) - He3Ha4yHa 3MiHa 4o T.
"O[HOPIGHICTL [030BaHMX OAVHULL" BUMPABAEHHS NOMW/IKA Y
po3paxyHKoBili popmyni
120. | KNIOPOH cynosuTopii AT "lekxim- YkpaiHa AT "Nekxim- Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/13984/01/01
BariHaslbHi Mo 16 Mr in Xapkis" Xapkis" 3MiHM | TMNY - 3MiHa Y MeToAax BUNPobyBaHHS rTOTOBOr0O




83

ITpomoBXeHHs fojaTKa 3

Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
bulk: Ne 1000 (5x200) NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKEHNX
y bnicTepax y Awuky MeToJax BUMPOOYBaHHS) - HE3HaYHa 3MiHa 40 T.
"O[HOPIAHICTL f,O30BAHUX OAVHULL" BUMNPABAEHHS NOMWU/IKA Y
po3paxyHKoBili hopmyni
121. | KOTHYM Tabnetkv no 250 mr MAT "KuniBcbkuii YkpaiHa MNAT "KuniBcbkuii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13717/01/01
no 10 TabneTtok y BiTaMiHHWI BiTaMiHHWI 3MiHM | Tuny - 3mMiHa oopmy abo pPo3Mipy KOHTeliHepa un peyenmom
6nicTepi; no 5 3asog" 3aBofa" 3aKynoproBasIbHOro 3acoby (NepBUHHOI yNakoBkM) — 3amiHa
6nicTepiB y nauui 6nictepa 3 nepdopadieto Ha 6nictep 6e3 nepdopadi, 3
BiZANOBIAHUMY 3MiHAMK Y p. «YNakoBka. MepBUHHMIA
nakyBasIbHWUIi MaTepian He 3MIHWMBCS; 3MiHW | TUMY - 3MiHK
woao 6e3nekn/edpekTBHOCTI Ta chapmMakoHarnsgy - 3MiHa
MapKyBaHHS yNakoBKV rOTOBOTO NiKapCbKoro 3acoby.
BBepgeHHA 3miH npoTsArom 3-x micAuiB nicnsa
3aTBepAKEHHSA
122. | KOHKOP TabneTku, BKPUTI Mepk KlraA HimeyunHa Mepk KlraA HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3322/01/03
NAiBKOBOO 3MiHK | TUNY - NoAaHHS OHOBNEHOrO cepTudiikata R1-CEP peyenmom
060n0Hkot0, No 10 mr 2008-287-Rev 00 Big Bxe 3aTBEPIKEHOIO BUPOGHMKA
no 30 TabneTok y
6nictepi; no 1
6nicTepy y KapTOHHIiA
Kopobui; no 25
TabneTok y 6nictepi;
no 2 6nictepu y
KapTOHHI KopoobLi
123. | KOHKOP TabneTkn, BKPUTI Mepk KlraA HimeyunHa Mepk KraA HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/3322/01/02
NNiBKOBOO 3MiHuM | TUNY - NofaHHA OHoBreHOro cepTudiikata R1-CEP peyenmom
060/10HKOI0, N0 5 Mr 2008-287-Rev 00 Bif BXe 3aTBEPAKEHOTO BUPOOHUKA
no 30 TabneTok y
6nicTepi; no 1
6nicTepy y KapTOHHIl
Kopob6ui; no 25
TabneTok y 6nictepi;
no 2 6nictepu y
KapPTOHHI KOpoobLii
124. | KOHKOP KOP TabneTkn, BKpUTI Mepk KlraA HimeyunHa Mepk KlraA HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/3322/01/01
NAiBKOBOO 3MiHK | TUNY - NogaHHs OHOBNEHOrO cepTudikata R1-CEP peyenmom
060n10HKoI0, N0 2,5 Mr 2008-287-Rev 00 Big BXe 3aTBEPAKEHOTO BUPOOGHMKA
no 10 Tabnetok y
6nictepi; no 3
6nicTepy y KapTOHHIl
Kopobui
125. | KOHTPOJIOK® TabneTtkn Takega Mm6X HimeuunHa Takena M'm6X, HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9054/01/01
racTpope3vCTEeHTHI No micue 3MiHM |l TUMY - 3MiHW 80 IHCTPYKUiT 4519 MeANYHOro peyenmom
40 mr no 14 Tabnetok BUpPOGHMLTBA 3acTOoCyBaHHSA y po3ainu: "B3aemopis 3 iHLWMMKU NiKapCbKnuMmun
y 6nictepi; no 1 abo OpaHieHbypr 3acobamu Ta iHWi B1uAM B3aemogiin”, "OcobmBocCTi
no 2 6nictepu B 3acTocyBaHHsa" (B T.4. "3acTocyBaHHS Y nepiog, BariTHOCTi abo
KapTOHHIlA KopooLi rofyBaHHs rpyaar”, "34atHiCTb BNAMBATU Ha LWBUAKICTb
peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM a60 iHLLIUMYN
MexaHismamu™), "MobiyHi peakuii”. BBegeHHs1 3MiH NPOTArom
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
3-X MicsailiB nicnsA 3aTBepAKEHHA
126. | KOHTPO/OK® MOPOLLOK A/151 PO34MHY Takepga 'm6X HimeuyunHa BMPO6HMLTBO 3a | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/0106/02/01
Ans iH'ekuiii no 40 wr, NOBHUM LMK/IOM: ITania/ 3MiHM Il TUNY - 3MiHW 40 IHCTPYKUIT ANS MEAUYHOIO peyenmom
1 hnakoH 3 NOPOLLKOM Takepa Mmo6X, MopTtyranis 3aCTOCYBaHHSA y po3ginu: "®apmakonoriyHi BnacTmseocTi”,
Y KapTOHHI1 kopobu, HimeuyuunHa; "B3aemogis 3 iHWKMKU NikapcbkMKU 3acob6amMu Ta iHLWi BUan
BUPOBHULTBO B3aemogiit”, "Ocob6MBOCTi 3acTocyBaHHA" (B T.u.
Hepo3gacoBaHoi "3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs rpyaato”,
NpoAyKLUii, "34aTHICTb BNAMBATY Ha LWBWAKICTL peakLii Npu KepyBaHHi
nepBuHHE aBTOTPaHCNoOPTOM abo iHWMMKU MexaHidmamun'), "Cnocid
nakyBaHHs: 3acTocyBaHHs Ta go3n", "MobiuHi peakuii”. BBegeHHA 3MiH
MateoH ITanisa npoTsarom 3-x MicsilliB NicnA 3aTBepAKEHHSA
C.M.A., Itanis;
Baccepbyprep
ApuHaiiMiTTeNnbB
epk M'm6X,
HimeuuunHa;
Xikma
dapmacbioTika
(Moptyranis),
C.A., MopTtyranis
127. | KOHTPOJIOK® TabneTtku Takena M'm6XxX HimeyunHa BMPOOHULTBO 3a | HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0106/01/02
racTpope3nCTEeHTHi MO NOBHUM LMK/TOM: 3MiHW Il TMNy - 3MiHK JO IHCTPYKUIT AN18 MeanYHoro peyenmom
20 mr no 14 TabneTok Takepa Mm6X, 3acToCyBaHHA y po3ainu: "®apmakonoriyHi B1acTnsocTi”,
y 6nictepi; no 1 micue "B3aemogia 3 iHWMMK NikapcbKuMn 3acobamm Ta iHWi Buan
6nicTepy B KapTOHHIl BMPOGHMLUTBA B3aemMogiin", "OcobaMBOCTi 3acTocyBaHHS" (B T.4.
Kopoobui OpaHieHoypr, "3acTocyBaHHs y nepioA BariTHOCTi abo roflyBaHHs rpyaar”,
HimeuuunHa; "3[4aTHICTb BNAMBATU Ha LUBUAKICTL peakLil npy KkepyBaHHi
BMPOGHMLTBO aBTOTpaHCnopToM abo iHWnMK mexaHismamu"), "Cnoci6
Hepo3acoBaHo! 3acTocyBaHHs Ta fo3u", "MobiuHi peakuii”. BBegeHHsA 3MiH
NPOAYKLT: nporarom 3-x MicsiLliB NicnA 3aTBepAKEHHSA
ApBaHc Papma
rm6X,
Himeuunna
128. | KOPAVUHOPM Tabnetkn no 2,5 mr no | Aktasic rpyn AT IcnaHgis Hiwe [)xeHepikc Ipnangis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/12371/01/01
KOP 10 TabneTok y NimiTen 3MiHM | TUNY - 3MiHW 00 IHCTPYKUIT 419 MeANYHOro peyenmom
6nicTepi; no 3 abo 9 3acTocyBaHHsa y po3ginun: MpoTunokasaHHs. Cnocié
6nicTepiB y KAPTOHHIN 3acTocyBaHHSA Ta fo3u. MNobivHi peakuil. MNepeno3yBaHHS.
KopoobLi 3acTocyBaHHS Y nepiog, BariTHOCTi abo rofyBaHHs rpyaato.
[itn. OcobamnBocCTi 3acTOCyBaHHA. 34aTHICTb BN/MBATK Ha
LUBUAKICTb peakLii Mpy kepyBaHHi aBTOTpaHCNoOpTOM abo
po6oTi 3 iHLWUMK MexaHi3Mamu. B3aemogis 3 iHWmmn
nikapcbkvMK 3acob6amu Ta iHLWi BUAM B3aEMOSIiN.
dapmakosiorivyHi BAacTUMBOCTI, 3rigHO 3 iHhopMmauieto Wwoa0
MeAMYHOro 3actocyBaHHs pedpepeHTHoro (KOHKOP KOP)
nikapcbKoro 3aco6y. BBegeHHs1 3MiH NpoTArom 3-x micauis
nicna 3aTBepAKEeHHsA
129. | KCUSAN® Kpanni opasibHi, HOCB dapLimm LLiBeiiuapis Elicika ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 6e3 UA/9127/02/01
po3uuH, 5 mr/mn no 10 C.A. PapmacboTuKasl 3MiHW Il TMNY - 3MiHKX JO IHCTPYKUIT AN18 MeanMyHoro peyenma
My cpriakoHi 3 3C.PJ 3aCTOCYBaHHS y po3ainu: "®apmakonoriyHi B1acTnBocTi”,
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
KpanensHuueto Ne 1 "MpoTunokasaHHa", "B3aeMogis 3 iHWMMK NiKapCbKUMu
3acobamu Ta iHWi BuAy B3aemogiii”, "OcobamBocCTi
3acTocyBaHHA", "3acTocyBaHHsA y nepiog BaritTHocTi abo
roflyBaHHs rpyaar”, "3aatHicTb BNMBATU Ha LUBUAKICTb
peakLuii Npy KepyBaHHi aBTOTPaHCNOPTOM a60 iHLIMMK
MexaHismamu”, "Cnocib 3acTocyBaHHsA Ta 403Kn",
"Mepepo3ysaHHg", "MobiyHi peakuyii”, "diTn"
130. | IEBOMILUETUH Tabnetkv no 0,5 r no NAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/6366/01/01
10 TabneTok y cTpuni; "MoHdpapm” 3MiHKM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS roTOBOr0 peyenmom
no 1 crpuny y nikapcbKoro 3acoby (iHwi 3MiHM y meTogax BunpobysaHb
nanepoBOMY KOHBEpTI, (BKtOYAOUM 3aMiHy @60 JOMOBHEHHS)); CYMyTHSA 3MiHa: 3MiHa
no 10 TabneTtok y napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX FOTOBOr0
cTpuni; no 2, abo no NiKapCbKOro 3acoby (3BYXXEHHS JOMYCTUMUX MeX); 3MiHW | Tuny
10 cTpuniB y navu,j 3 - 3MiHa y MeTogax B1UNpobyBaHHs rOTOBOTO NiKapCbKoro
KapToHy, no 10 3ac00y (He3HauyHa 3MiHa y 3aTBepKeHNX MeTogax
TabneTok y 6nictepi; BMNPOGYBaHHSA); CynyTHA 3MiHa: 3MiHa napameTpis
no 1, a6o no 2, abo no cneundikauii Ta/abo AONYCTUMMX MEX rOTOBOrO /iKapCbKOro
10 6nicTepiB y nauui 3 3aco06y (iHLWi 3MiHK); 3MiHM | TUNY - 3MiHA napameTpis
KapToHy; no 10 cneumdikauiii Ta/abo 4ONYyCTUMUX MEX rOTOBOrO NiKapCbKoro
TabneTok y crpunax 3aco6y (BHECEHHS 3MiH Y AOCbE 471 NPUBEAEHHS Y
aboy BiANOBIAHICTb A0 3arasibHoiI cTaTTi 2.9.40 «OAHOPIAHICTD
6nicTepax [030BaHVX oanHULb» NdY/EBponeiicbkoi hapmakonei
3aMiCTb 3aTBEPKEHNX 3arasibHuX cTareii 2.9.5
«OfAHOPIgHICTb MacKu» Ta/abo 2.9.6 «OAHOPIAHICTb A03U») -
npuseaeHHs po3giny « OAHOPIAHICTb A030BaHWX O4UHULb,
«OAHOPIZHICTb Macu» y BigMNOBIAHICTb A0 BuMor A®Y; 3miHum I
Tuny - 3MiHa napameTpis cneumdikauiii Ta/abo gonycTumMmnx
MEX roTOBOr0 MiKapCbKoro 3acoby (3mMiHa 3Haxo4MTbCs no3a
3aTBEPMXEHUMY JONYCTUMUMU MeXaMu cneuudikauin) -
PO3LUMPEHHSA JONYCTUMUX MEX Y cneumdikalii Ha MOMEHT
BUMYCKY, 32 NOKa3HWKOM «KisibKiCHe BU3HAYEHHS»
131. | IEBO®JIOKCAL, | po3uvH Ans iHdysiit MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepiaing: 3miHu | Tuny - 3a UA/12726/01/01
VH 0,5% no 100 mn a6o akuioHepHe akuioHepHe AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
no 150 mn y nasLukKax TOBapuncTBo TOBapuCTBO 3asBHMKa (BNacHvKa peecTpauiiHoro nocBig4eHHs) (3miHa
"IHcpy3ia" "IHdy3ia" agpecy Ta HalilMeHyBaHHs 3asBHUKa) (TepMiH BBe4EHHS 3MiH
NPOTArom 3-X MiICALIB Nicna 3aTBEPMKEHHSR); 3MiHM | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLii NPOBaPKEHHS AiSNbHOCTI BUpOobHUKa/imnopTepa
roTOBOr0 NMikapCbKOro 3acoby, BKIYaUN AiNbHUL BUMYCKY
cepii abo micue npoBefeHHs KOHTPOSIO SKOCTI. (fisIbHICTb, 3a
SIKY BiANOBiAa€e BUPOGHMK/IMNOpTep, BKOUAKUY BUMYCK CEpiil)
(3miHa agpecu Ta HaliMeHyBaHHS! MiCLis NPOBaKEHHS
[iSNbHOCTI BUPOOHMKA rOTOBOrO NikapcbKoro 3acoby, 6e3
3MiHM MicL BUPOGHMLTBA (3MiHa IOpUAMYHOT aapecu Ha
hakTUyHe MicLle NpoBaMKeHHS AisinbHOCTI) (TepMiH BBEAEHHS
3MiH NpoTArom 3-X MicALUiB Nicns 3aTBepAKEHHS)
132. | NEBOLUEN pO34uH ANs iHgysili, 5 MPOPAPMA ManbTa Na6opaTopioc IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13346/01/01
mr/mn no 100 mny IHTepHeLLHN HopmoH C.A. 3MiHu | TUny - 3miHa dhopMK abo Po3Mipy KOHTeHepa umn peyenmom
nakeTi; No 1 nakeTy y TpengnHr 3aKyNnoprBa/IbHOIO 3acoby - 3MiHa po3Mipy KOHTeliHepa Ans
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
6nicTepi Nimiteq HOBOro nocTavasibHvKa NepBMHHOI ynakosku - Laboratorios
Normon, S.A. BBefeHHs1 3MiH NPOTArom 6-TM micALiB nicns
3aTBEPAKEHHS; 3MiHM | TUMY - 3MiHa nocTavanbHUKa
nakyBaslbHUX maTtepianiB abo KOMMIEKTYHUMX (SKLLLO
3a3HayeHo B [JOCbE) - BBEAEHHA AOAATKOBOrO nocTavyasibHuKa
nakyBa/lbHOro mMatepiasy nakeTis 418 po3unHy — Laboratorios
Normon, S.A. BBefeHHsA 3MiH NpoTArom 6-tu micAwiB nicna
3aTBepPMAKEHHS; 3MiHu || Tuny - nogaHHs oHoBneHoro DMF Big
3aTBEPKEHOro BUPO6HMKa AdI
133. | NENOHEKC® Tabnetky no 25 mr Ne Hosaprtic ®apma | Lseiiuapis HoBapric Benvkobpu BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/9717/01/01
50 (10x5) y 6nictepax Al dapmacboTVKas TaHis/ 3MiHM |l TUMy - 3MiHK A0 IHCTPYKUiT 4719 MeANYHOro peyenmom
c FOK Jita, TypeyumnHa 3acTOCyBaHHA y po3ainu: "®apmakonoriyHi Bnactneocti”,
BenukobpuTanis "MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NiKapCbKUMu
; HoBaprTic 3acob6amu Ta iHwWi BuAy B3aemogiii”, "OcobamBoCTi
Carnik, liga Be 3acTocyBaHHSA", "3acTocyBaHHs Yy nepiog BaritTHocTi abo
Tapim YpyHnepi rofyBaHHs rpyaar”, "3aatHicTb BNMBATU Ha LUBUAKICTb
CaH. Be Tik. peakLii Npy KepyBaHHi aBTOTPaHCMNOPTOM a60 iHLMMK
A.C., TypeuumHa MexaHismamu”, "Cnocib 3acTocyBaHHA Ta 031",
"MepepnosyBaHHs", "Mo6iyHI peakuii". BBegeHHA 3MiH
NMPOATrom 3-X MicsILiB nic/is 3aTBepPAKEeHHSA
134. | NENOHEKC® Tabnetkv no 100 mr Hosapric ®apma | Lseliuapia HosaprTic Benukobpu BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/9717/01/02
Ne 50 (10x5) y Al PapmacboTuKasl TaHis/ 3MiHW Il TMNy - 3MiHKW JO IHCTPYKUIT A9 MeAMYHOro peyenmom
6nicTepax c oK Nita, TypeyunHa 3acToCyBaHHA y po3ainu: "®apmakonoriyHi B1acTnsocTi”,
BenukobputaHis "MpoTunokasaHHs", "B3aeMogis 3 iHLWIMMK NiKapCbKnMu
; HoBaprTic 3acobamu Ta iHWi B1uAM B3aemogiin”, "OcobmBoCTi
Carnik, lga Be 3acTocyBaHHs", "3acTocyBaHHS y nepiog, BaritTHoCTi abo
Tapim YpyHnepi rofyBaHHs rpyaar”, "34atHiCTb BNAMBATU Ha LUBUMAKICTb
CaH. Be Tik. peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM abo0 iHLLIMMK
A.C., TypeyunHa MexaHismamu", "Cnoci6 3acTocyBaHHS Ta 403K,
"Mepepo3yBaHHA", "M06IYHI peakuii”. BBegeHHsA 3MiH
npostrom 3-x MicsiliB NicnsA 3aTBepAKEHHSA
135. | NIAOKAIH- PO34MH ANS iH'EKUIN, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/7525/01/01
3400POB'A 100 mr/mn no 2 mn B 06MEXEHO0 06MeXeHo 3MiHM | TUNY - BBEAEHHS A0AATKOBMX PO3MIpIB Cepiii rOTOBOro peyenmom
amnynax Ne 10 (10x1) BignoBiga/IbHICT BiANOBIAA/IbHICT NiKapcbKoro 3acoby A5 BCix BUAIB NakyBaHHS (i3
Y KapTOHHiii Kopobui 3 10 (] 3a3HayYeHHsM y niTpax Ta 'y TUC. amnys B TEOPETUHHOMY
neperopogkamu, Ne 5 "®papmMaLeBTUyH "®apmMaLeBTuyH po3paxyHky) ans gitounx uexis IN3 ta M3
(5x1), Ne 10 (10x1), Ne a KoMnaHis a KoMnaHis
10 (5x2) y bnictepax y "3p0poB'a” "3p0pos'a”
KapTOHHI KOpo6Li
136. | NIAOKAIH- PO34MH A5 iH'EKUIN, ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/7525/01/02
340POB'A 20 mr/Mmnno 2 mn B 06MeXeHo 06MeXeHOo 3MiHM | TUMY - BBEAEHHS A0AATKOBMX PO3MIpIB Cepiil rOTOBOro peyenmom
amnynax Ne 10 y BiANOBIga/bHICT BiANOBIAAILHICT nikapcbKoro 3acoby Ans BCiX BUAIB nakysaHHS (i3
KapTOHHI Kopoo6Li 3 10 10 3a3HavYeHHsAM y niTpax Ta 'y TMC. amnys B TEOPETUYHOMY
neperopogkamu, Ne 10 | "®apmaueBTUyH "®apmaueBTUYH po3paxyHky) ans gitoumx uexis 113 1a M3
(10x1), Ne 10 (5x2) y a KoMnaHis a KoMmnaHis
6nicTepax y KapTOHHil "3popos'a” "3nopos'a”
Kopobui
137. | NIAOKAIH- PO34nH ANS iH'EKUIN, ToBapucTeo 3 Ykpaina TosapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/13271/01/01
340POB'A 20 mr/Mano 2 mn B 06MEXEHO 06MEXEHO 3MiHK | TMNY - BBEEHHA A0AaTKOBMX PO3MIipiB Cepili roTOBOro
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
amnynax in bulk Ne BiANOBIga/bHICT BiANOBIAAILHICT nikapcbKoro 3acoby Ans BCiX BUAIB nakysaHHS (i3
100 y kopobu 3 10 (0] 3a3HayYeHHsM y niTpax 1a 'y TUC. amnys B TEOPETUHHOMY
neperopogkamu, Ne "@apmaueBTUYH "®apmaueBTUYH po3paxyHky) Ans gitoumx uexis 113 1a N3
100 (10x10) y a KoMnaHis a KoMmnaHis
6nicTepax y KopoobLii "3p0poB's” "3g0poB's”
138. | NIAOKAIH- PO34MH ANS iH'EKUN, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/13271/01/02
3400POB'A 100 mr/mn no 2 mn B 06MEXEHO 06MeXeHo 3MiHK | TUNY - BBEAEHHA A0AATKOBMX PO3MIpiB cepili roTOBOro
amnynax in bulk Ne BignoBiganbHICT BiANOBiAA/IbHICT nikapcbKoro 3acoby Ans BCix BUAIB nakyBaHHS (i3
100 y kopobu 3 10 10 3a3HaYeHHsAM y niTpax Ta 'y TUC. amny/ B TEOPETUHHOMY
neperopogkamu, Ne "GapmMaLeBTUyH "®apmMaLueBTUyH po3paxyHky) ans gitounx uexis IN3 ta M3
100 (10x10) y a KomnaHis a KomnaHis
6nictepax y kopobLii "3p0poB'a" "3p0pos'a"”
139. | MEBrAPONIH KpucTanivyHmi ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/5980/01/01
MOPOLLIOK (Cy6CTaHLis) 06MexeHo 0bMexeHot 3MiHM | TUny - 3MiHa y 6e3nocepeHiit ynakosui A®I - 3MiHK y
y MilLKax BignoBigabHICT BiANOBIAALHICT p. «YNaKkoBKa»: BHECEHHS KOperyBaHHsi B ONUCaHHS BTOPUHHOT
nonieTuneHoBux ANs 10 "PAPMXIM" 10 "PAPMXIM" ynakoBKun
BMPO6GHULTBA
HecTepuIbHNUX
nikapcbknx gopm
140. | MEAOMNEHEM NMOPOLUOK A1 PO3YUHY Mepokemi NTA Kinp Mepnokemi T/ Kinp BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3a UA/11738/01/02
ans iH'exuii abo (3aBog B) 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta dhapmakoHarnsay. peyenmom
iHdhysiino1ry BunyueHHs (cuna gii) (BunyveHHs gosyBaHHs 0,5 r)
dhnakoHi, no 1
dhnakoHy y KapTOHHili
Kopobu,i
141. | MEKCIA 10 TabneTkn, BKpUTI HOBEN INAY TypeyunHa HOBEN INAY TypeuyunHa | BHECEHHS 3MiH [0 peecTpauiiHnx MaTepianis: 3MiHa 3asBHUKa 3a UA/14012/01/01
NMiBKOBO CAHAI BE CAHAI BE (BnacHUKa peecTpaLiitHoro noceigyeHHs) peyenmom
060/10HKO10, M0 10 Mr TIOXKAPET A.LU. TIOI>KAPET A.LL.
no 10 Tabnetok y
6nictepi; no 5 abo no
10 6nicTepiB y
KapTOHHIA ynakoBLy;
no 25 TabneTtok y
6nicTepi; no 2 abo no
4 6nictepu y
KapTOHHIiA ynakoBLy;
no 14 tabnetok y
6nicTepi; no 2
6nicTepy y KapTOHHIl
yNakoBLi
142. | MEKCIA 20 TabneTku, BKPUTI HOBEN I1AY TypeyuunHa HOBEN INAY TypeuyumHa | BHECEHHS 3MiH [0 peecTpauiiHnx MaTepianis: 3MiHa 3asBHUKa 3a UA/14012/01/02
NNiBKOBO CAHAI BE CAHAI BE (BnacHuKa peecTpaLiitHoro noceigYeHHs) peyenmom
060/10HKOI0, M0 20 Mr TIOKAPET A.LL. TIOKAPET A.LL.
no 14 tabneTtok y
6nictepi; no 2 abo no
6 6ricTepiB y
KapTOHHIA ynakoBsL,i
143. | MENI®PUH- PO34MH A5 iH'EKUIN, ToBapucTBO 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/10776/01/01
340POB'A 30 mr/mnno 1,7 Mn B 06MEXEHO BMPOGHULITBA, 3MiHK | TNy - 3MiHa 6yAb-5IKOI YaCTUHM MaTepiasly NepBUHHOIT peyenmom
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
amnynax Ne 10 B BiANOBIga/bHICT KOHTPO/Ib SIKOCTI, YMakoBKU, LLIO HE KOHTaKTYE 3 rOTOBUM J1iKapCbKUM 3aCO60M -
kopo6bui, Ne 10 (5x2) y 10 BMNYCK cepil: BBEEHHSA AOAATKOBMX aMry/l 3 TOUYKO 31amy Ta Haapi3oM
6nictepax abo y "papmMaueBTUYH ToBapucTBO 3 (Amnynu 3i ckna mapkn YCI1-1: tvn IM-2 T3 doopmu B a6o C
kapnynax Ne 10 a KoMnaHis 06MmexXeHo BMpo6HMUTBa MAT "MoNTaBcbkuii 3aBoA MeANYHOro ckna”,
(10x1), Ne 50 (10x5) y "3popos'a” BiANOBIAAILHICT YkpaiHa) 3 nocnigoBHNMM 3MiHaMK y po34in "YnakoBka"
6nictepax 10
"®apmMaLueBTuyH
a KoMmnaHis
"3p0pos'a”,
YKpaiHa; BCi
cTagji
BMPOOHULTBA,
KOHTPO/Ib AKOCTI:
ToBapucTBO 3
06MexeHot
BiANOBIAAILHICT
10 "®PAPMEKC
IPYM", Ykpaina
144. | METAKOC® KOHLeHTpaT ans MAT "dapmak” Ykpaina MNAT "®dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13887/01/01
pO34nHy ANs iHdy3il, (BMpOGHMLTBO 3 3MiHM | TUMY - 3MiHW A0 IHCTPYKLIT 4719 MeANYHOro peyenmom
4mr/5mMnno5mny nakyBaHHs in 3acTocyBaHHSA y posginu: "MpoTunokasaHHs", "OcobnmBoCTI
thnakoHax Ne 1 bulk dhipmu- 3acTocyBaHHs", "3acTocyBaHHs y nepiog, BaritTHocTi abo
BMPOGHUKaA roflyBaHHs rpyaar”, "34atHicTb BN/IMBATY Ha LUBUAKICTb
Synthon peaxuii Npy KkepyBaHHi aBTOTPAHCNOPTOM ab0 iHLUMU
Hispania, S.L., mMexaHizmamu', "Cnoci6 3actocyBaHHA Ta fo3un", "MobiyHi
IcnaHist Ha peakujii* 3rigHo 3 iHhopMaLjielo Woa0 MeanyHOro
BMPOGHUYIi 3acTocyBaHHA pedepeHTHoro (30OMETA) nikapcbkoro 3acoby.
AinbHUU BBefeHHs1 3MiH NpoTArom 3-x MicsLB NiCNSA 3aTBEPAYKEHHS
Sothema,
Mapokko)
145. | MIO3M NMopoLUOK ANs [xeHsaiim Higepnangu HanoBHEHHSA Ipnangis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/11618/01/01
NPUroTYBaHHSA HOpon B.B. oNakoHiB Ta Benuka AAMIHICTPaTUBHI 3MiHW. BunyyeHHst BUPO6HUYOI AinbHUL peyenmom
KOHLeHTpaTy ons BUPOBHULTBO BputaHis/ (Bovaroum ginbHuULi ons A®l, NpoMiXXHOro NPoayKTy abo
po3unHy ANs iHdysil KIHL,EBOro Benbris rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI 415 NPOBEAEHHS
no 50 mr, 1 donakoH 3 NpPOAYyKTY, nakyBaHHs, BUpOGHYKa, BigNOBiAaNIbHOIO 3a BUMYCK Cepi,
MOPOLLKOM Y MapKyBaHHS Ta MicLie MPOBEAEHHSA KOHTPOIO cepii) abo nocTayanbHUKa
KapTOHHIW nayv,i nakyBaHHs, BMXifHOrO Matepiany, peareHTy abo fONOMiXHOT peYOBUHN
KOHTPO/b SKOCTI (AKLLO 3a3Ha4YeHO Y AOCLE) (BUTYUYEHHS anbTepHaTUBHOT
N3, Bunyck OiNbHULI ANa TecTyBaHHSA cepili — IHTepHelleHen flabopaTopi
cepii: Cesicec (I/1C), Benvika BputaHis); 3miHu | Tuny -
[xeHzaim AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
IpnaHg Nivitepn, MiCLLA MpOBaMKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
IpnaHgis rOTOBOrO /1iKapCbKOro 3acoby, BK/UaoUn AiNbHUL BUMYCKY

MapKyBaHHsA Ta
nakysaHHsa 13,
BMNYCK cepil:
IPKEH3ANM
NIMITEA,
Benvka

cepil abo micue NpoBefeHHS KOHTPOSIIO AKOCTI. (fisNbHICTb, 3a
5Ky BiANoBigae BUPOGHMK/IMNOPTEp, BKIOUAKUY BUMYCK CEpiil)
(NpviBeAeHHA HaliMeHyBaHHSA Ta MiCLEe3HaX0AKEHHS
BMPOGHUKIB 13 y BiANOBIAHICTb A0 BUCHOBKY L1040
nigTBEPAXKEHHS BiANOBIAHOCTI BUPOGHULTBA NiKAPCHKNX
3ac06iB BMMOram HasieXxHoi BUpo6HuYoi npakTuku (GMP),
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
BpuTtaHis BUAAHOrO [lepxaBHOI CyX 6010 YKpaiHu 3 NikapCbknx
BMPOGHMLTBO 3aco06iB, 3 nepenikom J13); 3miHu | TUNY - AgMIHICTpaTUBHI
AC, 3MiHW. BunyyeHHs BUpOOHUYOT AiNbHULI (BKNOYAKOYN AibHUL
npuroTyBaHHA ana A®l, npomiXHOro NpoayKTy abo roToBoro NikapcbKoro
po3uunHy N13 ans 3aco6y, AinbHULI 4718 NPOBEAEHHS NakyBaHHS, BUPOOHNKa,
niocpinizauii: BiANOBiAaILHOIO 3a BUMNYCK Cepiii, MicLie NPOBEAEHHS
[oxeHzalim KOHTPO/IO cepii) abo nocTayasibHMKa BUXIAHOTO MaTepiany,
dnaHpepc 686a, peareHTy abo AONOMDKHOI PeYOBMHM (SIKLLO 3a3HAYEHO Y
Benbris [0CbE) (BUNYUYEHHS a/lbTEPHATUBHOI AiNbHUL 7151 KOHTPOSTO
akocTi cepii 13 — Xocnipa C.n.A., Itanig); 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHst BUPO6HUYOI AinbHUL
(BKovaroumn ginbHuULi gns A®l, npoMiXXHOro NpoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI 415 NPOBEAEHHS
nakyBaHHs, BUPOGHVKa, BigNoBiAaIbHOIO 3a BUMYCK Cepil,
MicLie NpoBefeHHA KOHTPOJI0 cepil) abo noctavyanbHUKa
BMXifHOro Matepiany, peareHTy abo fONOMiIXHOT pevOBUHN
(AKLLO 3a3Ha4YeHO Y A0CLE) (BUTYUYEHHS anlbTepHaTUBHOT
OiNbHUL 4NS1 HANOBHEHHS (D1aKOHIB Ta BUPOOHULTBO
KiHL,EBOro NPoAyKTY, KOHTPO/b AKOCTI cepii 13 — Xocnipa IHK.,
CLLUA)
146. | MYKANTUH Tabnetku no 50 mr in ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/11488/01/01
bulk Ne 1000 y obmexeHo BMPOGHMLITBA, AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
naketax BiANOBIgabHICT KOHTPO/Ib SKOCTI, MiCLii NPOBaPKEHHS AiSNbHOCTI BUpobHUKa/imnopTepa
nonietTuneHosux, Ne 10 "[ocnigHwnii BUMYCK cepil: roTOBOro Nikapcbkoro 3acoby, BKIYaUN AiNbHAL BUMYCKY
9000, Ne 15000 y 3asog "rHUIC" ToBapucTBO 3 cepii abo MicLie NpoBeAEeHHSA KOHTPOIHO AKOCTI. (BisNbHICTL, 3a
KOHTeliHepax 0bMexeHoto AIKy BifgnoBigae BUPOGHMK/iMNOpTEp, BK/IKOYAKYM BUMYCK Cepili)

BiANoBiAANbHICT
10 "[ocnigHni
3aBog " FHU/ICY,
YKpaiHa
BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MexeHot
BiANOBIAAIbHICT
10
"®apmaueBTUYH
a Komnaxis
"3popos'a’,
YKpaiHa

(3miHa MicLe3HaxoMKeHHS BUPOOHUKIB, 6e3 3MiHM MicLsa
BMPO6HMLTBA (NPpUBEAEHHSA Y BIANOBIAHICTL A0 NiLEH3IT Ha
BMPOGHWLTBO NiKapCbKoro 3acoby); 3miHu | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpauiiiHoro noceig4eHHs) (3miHa
HaliMeHyBaHHSA Ta MiCLie3HaxoKeHHs 3asBHUKa) (TepMiH
BBEJEHHS 3MiH NPOTArOM 6-TU MICALIB 3 AATU 3aTBEPKEHHS);
3Mminn | TMRY - 3MiHK 3 SKocCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYIOTbCA
BUWMYCKY Cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO NiKAPCbKOro
3acoby (3amiHa abo goaaBaHHs BUPOOHMKa, L0 BiAMOBIgaE 3a
BBE3EHHA Ta/abo BMNyck cepii) - Bkovyatroun
KOHTPONb/BUNPOGYBaHHSA cepil (4ofaBaHHSA (OYHKLiOHa/TbHOTO
0608B’53Ky (BiANOBIAA/IbHNI 3@ BUMYCK Cepii) A0 paHiLl
3aTBepAXEHUX (DYHKLUi/ BUPOOHUKa TOBapMCTBO 3 0OMEXEHOID
BignosigasbHICTIO "®apmalieBTMYHa KoMnaHisa "340poB's",
YkpaiHa) (TepmiH BBEEHHS 3MiH NPOTAroM 6-T MicALIB 3
[atn 3aTBepakeHHs); 3MiHu | Trny - 3MiHu 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOrO JliKapCbKOro
3acoby (3miHa y 3aTBepA)KEHOMY NMPOTOKO/i CTabiNbHOCTI)
(3miHa B ymoBax 36epiraHHs [13); 3MiHun | TUny - 3MiHu 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roToBOro
niKkapcbKoro 3acoby. 3mMiHa napameTpiB cneuudikauin Ta/abo
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ITpomoBXeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3assHuUK

Kpaina
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2
0 NocBi04YeHHs

[0NYCTUMUX MEX rOTOBOrO /iKapCbKOro 3acoby (BHECEHHS
3MiH A0 AOCbE NICNA OHOBJ/IEHHS 3araslbHOI CTaTTi HA rOTOBY
nikapcbky cpopmy y AdY/EBponeiickkiii hapmakoner).
CynyTHsA 3MiHa - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MlikapcbKoro 3acoby. 3miHa y metogax
BMNPO6YBaHHSA roTOBOrO J1iKapCbKOro 3acoby (He3HayHa 3MiHa
y 3aTBEPKEHNX MeToAax BUNpobyBaHHS) (3mMiHa y
cneumdikauii Ta MeToAax BUNPoGyBaHHS 3a NOKa3HUKOM
«MBUY» (npuBeaeHHsa o sumor AdY); 3MiHu | Tuny - 3MiHu 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBaibHWii 3aci6. 3MiHa nocTavyanbHYKa
nakyBaslbHNX MaTepianis abo KOMMIEKTYUUX (SKLLO
3a3HayeHo B A0CbE) (3aMiHa abo AoAaBaHHA NocTavyasibHUKA).
CynyTHS 3MiHa - 3MiHM 3 SKOCTi. [0TOBWIA NlikapCbkuii 3aci6.
CucTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa dhopmu
a60 po3mipy KOHTEiHEpa UM 3aKynopBasibHOTO 3ac0by
(nepBWHHOI ynakoBKu) (HeCTepusibHi fikapcbki 3acobu) (3MiHK
3 KocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yMakoBL|i FOTOBOr0 MiKapCbKOro 3acoby (SKiCHWIA Ta KiflbKicHUIA
cknap) - Teepai nikapcbki oopmu (3MiHK 3 SIKOCTI. FoTOBUIA
nikapcbkuii 3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUl
3aci6. 3miHa napameTpiB cneyudikauii Ta/abo AonycTUMMX
MEX NepPBUHHOT YNaKOBKN FOTOBOrO /iKapCbKoro 3acoby (iHLi
3MiHW) ( BBeAeHHA AoAaTKoBMX yrnakoBok: no 30 TabneTok y
KOHTeliHepax no 1 koHTelHepy B Nayyi abo 6e3 nayku Big
HOBUX BUPOGHUKIB AT «Dipmn «Eninc» (koHTelHep
nnactmacosuii Tuny K1.1-20 3 kpuwkoto KK4-1) Ta TOB
«®dapmaueBTUYHa hipma «BepTeke» (KoHTelHepu
nnacTtmacosi Tuny BM-1 3 kpuwkoto KBIM-1 Ta KoHTeliHepn
nnacTtmacosi Tuny BM-8 3 kpuwwkoto KbBIM-8). Ak Hacnigok,
3MIHIETBLCA hopMa Ta po3Mip, AKICHUIA Ta KiJTbKICHWIA cknag,
nakyBaJIbHOro MaTepiasy, napameTpu crneumdikauii
nepBuHHOI ynakosku /13

147.

MYKANTUH

TabneTku no 50 mr no
30 TabneTtok y 6aHLi
abo koHTeliHepi; no 1
6aHLji abo KoHTelHepy
y nauui 3 KapToHy; No
10 TabneTok y
KOHTYPHUX
6e34apyHKOBUX
ynakoBkax, no 30
TabneTok y 6aHkax, no
30 Tabnetok y
KOHTelHepax

ToBapucTso 3
obmexeHolo
BiANOBIga/bHICT
10 "[ocnigHnii
3asog "THU/IC"

YKpaiHa

BCi cTagii
BMPOOHULTBA,
KOHTPO/Ib SIKOCTI,
BMNYCK cepil:
ToBapucTBO 3
0bMexeHot
BiANOBiAA/IbHICT
10 "JocnigHnii
3aBog " MHUNC",
YkpaiHa
BCi cTagii
BMPOOGHMLITBA,
KOHTPO/b AKOCTI,
BUMYCK cepil:
ToBapucTBo 3

06MEXEHO

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu
MiCLii NPOBaPKEHHS AISNbHOCTI BUPOOHUMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/OYaoUn AiNlbHULI BUMYCKY
cepii abo MicLie NpoBefEeHHSA KOHTPOIO AKOCTI. (AisNbHICTb, 3a
AIKy BignoBigae BUPO6HMK/IMNIOPTEp, BKIKOYAKOYM BUMYCK Cepili)
(3MiHa MicLe3HaxoMKeHHs BUPOOHUKIB, 6€3 3MiHU MicLA
BMpOGHULTBA (NPUBEAEHHS Y BiANOBIAHICTL A0 NiLEeH3IT Ha
BUPOBHMLITBO NiKApPCbKOro 3acoby); 3miHu | Tumy -
AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHMKa (BNacHyKa peecTpauiiiHoro nocBigyeHHs) (3mMiHa
HalilMeHyBaHHSA Ta MicLie3Haxo4KeHHs 3asBHuka) (TepMiH
BBEJEHHS 3MiH MPOTAroM 6-T1 MICALIB 3 AaTU 3aTBEPKEHHS);
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapPCbKOro

6e3
peyenma

UA/5779/01/01
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ITpomoBXeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3assHuUK

Kpaina
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2
0 NocBi04YeHHs

BiANOBIAAILHICT
10
"®apmaueBTUYH
a KomnaHist
"3popos'a’,
YKpaiHa

3acoby (3amiHa abo goaaBaHHS BUPOOHMKa, LLLO BiAMNOBIAaE 3a
BBE3EHHA Ta/abo BMNyck cepii) - Bkiovyatoun
KOHTPONb/BUNPOGYBaHHSA cepil (4ofaBaHHA (OYHKLiOHa/TbHOTO
060B'A3Ky (BigNOBIAabHMIA 32 BUNYCK cepil) A0 paHiLu
3aTBepIXEHNX OYHKUi/ BUPOOHUKa TOBapMCTBO 3 0OGMEXEHOD
BignoBigasbHICTIO "®apmalieBTUYHa KoMNaHisa "340poB's",
Ykpaina) (TepMiH BBEAEHHSA 3MiH MPOTAroM 6-Tu micsLiB 3
[atn 3aTBepgkeHHs); 3miHu | Trny - 3MiHu 3 SKocTi. FoToBUiA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOrO JliKapCbKOro
3acoby (3miHa y 3aTBEpAKEHOMY NMPOTOKO/i CTabiNbHOCTI)
(3miHa B ymoBax 36epiraHHs /13); 3MiHun | TUny - 3MiHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTpONbL roToBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneundikauii Ta/abo
[OMYyCTUMUX MEX roTOBOTO NiKapCbKOro 3acoby (BHECEHHS
3MiH 10 A0CLE NiCNS OHOB/IEHHS 3arasibHOI CTaTTi Ha rOTOBY
nikapcbky doopmy y AdY/EBponeiickkiii hapmakoner).
CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA NlikapcbKuii 3aci6.
KOHTpPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3MiHa y MeTogax
BMNPOGYBaHHSA roTOBOrO JliKapcbKoro 3acoby (He3HauHa 3miHa
y 3aTBEpPXEHNX MeToAax BUNpoByBaHHS) (3MiHa Y
cneumgikaLii Ta MeTogax BUNPOGYBaHHS 3a NOKA3HUKOM
«MBUY» (npuBeaeHHs fo BumMor AdY); 3miHm | Tuny - 3miHun 3
AKocTi. FoToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoptoBasibHWiA 3aci6. 3MiHa nocTavyanbHMKa
naKyBaslbHNX MaTepianis abo KOMMIEKTYUMX (SKLWO
3a3HayeHo B 10CbE) (3amiHa abo fofaBaHHA NocTavasibHUKA).
CynyTHsA 3MiHa - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
CuncTeMa KOHTelHep/3aKynoploBasibHUIA 3aci6. 3miHa dhopmu
ab0 po3mipy KoHTeliHepa 4uM 3aKynoploBasIbHOro 3acoby
(NepBUHHOIT yNakoBkK) (HECTEpPUNLHI Nikapcbki 3aco6u) (3miHn
3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yMaKoBLi FOTOBOro MiKapCbKoro 3acoby (SKiICHWIA Ta KiflbKicHUiA
cknap) - Teepai nikapcbki oopmu (3MiHK 3 SKOCTI. FoTOBMIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoproBasibHUIA
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo fgonycTUMUX
MeX NepBUNHHOT YNaKOBKN FOTOBOrO /iKapCbKOro 3acoby (iHLi
3MiHK) ( BBeeHHA [oAaTkoBux ynakoBok: no 30 Tabnetok y
KOHTelHepax no 1 KoHTelHepy B nayLji abo 6e3 nayku Bif,
HOBUX BMPO6HUMKIB AT «dipmn «Eninc» (koHTelHep
nnactmacosuii Tuny K1.1-20 3 kpuwwkoto KK4-1) Ta TOB
«PapmaLeBTU4Ha hipma «BepTeke» (KoHTeliHepu
nnactmacosi Tuny BM-1 3 kpuwkoto KBI-1 Ta koHTeliHepyn
nnactmacosi Tuny bIM-8 3 kpuwkoto KBIM-8). Ak Hacnigok,
3MiHIOETLCS hopMa Ta Po3Mip, SAKICHWI Ta KibKiCHUI cknag,
nakyBaJIbHOro MaTepiasy, napameTpu crneumdikauii
NEePBUHHOI ynakoBku 13

148.

HA3O®AH

cnpeii HazanbHWiA,
cycneHsisi, 50

TeBa
dapmaueBTiKas

13painb

TeBa Yex
IHAacTpi3 c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TMny - 3MiHa NapamMeTpiB cneumdikauin Ta/abo

3a
peyenmom

UA/6758/01/01




92 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
MKr/go3y no 120 fos IHpacTpis 174, [ONYCTUMUX MEX A/15 AONOMDKHOT PEHOBUHY ([ONOBHEHHS
abo no 150 go3 y cneumdikauii HOBUM NMOKA3HNKOM 3 BifMOBiAH/M METOAOM
dhnakoHi; no 1 BMNPOOYBaHHS)
(h1aKoHY B KapTOHHIl
Kopo6ui
149. | HAK/TIO®EH AYO | kancynuv no 75 Mmr no KPKA, a.4., CnoseHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3480/06/01
10 kancyn y 6nictepi; Hoso mecTo Hoso mecTo 3MiHM | TMNy - 3MiHa y MeTogax BUNPO6yBaHHS rOTOBOrO peyenmom
no 2 6nictepu y nikapcbKoro 3acoby - 3miHa Ha3Bu TecTy "LLBnAKICTb
KapTOHHIlA KopooLi BUBI/IbHEHHA AMKNOgIEHAKY HATPIl0" Ha "PO3YMHEHHSA
AviknodheHaky HaTpito" Ta geTanisauis MeToguKm
B/MNPOGYBaHHS
150. | HA®A3O/IHY NopoLUOK (cy6cTaHLis) MAT "®apmak” Ykpaina NOBA daiiHxemi ABCTpist BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/4132/01/01
HITPAT y nakeTax noABiiHNX m6X 3MiHK | TUNy - 3miHa y napameTpax cneuudikauin Ta/abo
nonieTMIeHoBUx Ana JOMyCTUMNX MeX, BU3HaUYeHuX y cneuudikadisx Ha Ad®l, abo
hapMaLeBTUUYHOIO BUXiHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo BUKOPUCTOBYHOTHLCS
3aCTOCyBaHHA y npoueci Bupo6HuuTBa A®!| (iHLWi 3MiHW); 3MiHK | TURY - 3MiHa
y MeTogax BunpobyBaHHA APl abo BuXigHOrO
mMartepiany/npomiKHOro NPoAayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUPo6HMLUTBa AD| (iHLWI 3MiHK Y
mMeTogax BUNpobyBaHHA (BKOYatoun 3amiHy abo AONOBHEHHS)
A®I a60 BUXigHOro/npoMiXKHOTO NPOAYKTY))
151. | HEO-AHIH® NbOASIHNKN Mo 12 [nBadapma HimeyunHa [vBadapma HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/7674/01/01
NbOASAHUKIB Y 6icTepi; M6X v6X, 3MiHu | TNy - nogaHHs Hosoro CEP Ne R1-CEP 2004-100-Rev peuyenma
no 2 a6o no 4 HimeuuunHa; 01 ana A®| neBoMeHTONy Bif HOBOrO BUPOGHUKA Symrise AG,
6/1icTepy B KAPTOHHIN Knoctepchpay Germany i3 3amMiHOI 3aTBEPAXEHOro BUPOGHMKa
KopoobLi Bepnin T'M6X,
Himeuunna
152. | HE®PO®IT 36ip, no 100 ry TOB "HaykoBo- YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 6e3 UA/3551/01/01
nakeTi, BK1ageHoMy B BMpo6HUYa BUPOGHMYA 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/eheKTUBHOCTI Ta peuenma
nayky; no1,5ry thapmaveBTUyHa hapmaneBTUyHa hapmakoHarnagy (iHwi 3MiH1) — 3MiHW Y MapKyBaHHI
hinbTp-nakeTi; no 20 Komnawia "EAM" KomnaHis "EAM" NepBUHHOT Ta BTOPVMHHOI yNakoBkU. BBeAEHHS 3MiH NpOTArom
PiNbTp-NakeTiB y 6-Tn MicAUIB NicNsA 3aTBEPKEHHS; 3MiHU | TUNy - 3MiHa Y
nauuj MeTofax BUNPOOyBaHHS rOTOBOIO JliKapCbKOro 3acoby (iHLui
3MiHM y MeTogax BunpobyBaHb (BkIoUarouy 3aMiHy abo
[ONOBHEHHS)) — 3MiHM y cneuudikauii/ meTofax KOHTPO0
AKOCTI N. «BTpaTta B Maci npy BUCYLLYBaHHI»
153. | HITPOMNILUEPUH | koHueHTpat ans TOB "[ocnigHnii YkpaiHa TOB "[focnigHnii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/5412/01/01
pO34uHy ANs iHy3il, 3asog "rHUAC" 3asog "MHUJ/C", 3MiHuM | TNy - 3MiHa YNOBHOBaXeHOT 0cobu, BiANOBIAaIbHOI 38 |  peyernmom
10 mr/mn no 2 mn B Ykpaina; TOB 3fjiicHeHHs hapmakoHarnsgy
amnynax Ne 10; no 5 "®apmaueBTUyH
M B amnynax Ne 5, Ne a KoMmnaHis
10 "3popos's",
YkpaiHa
154. | HOOTPOMNIN TabneTku, BKPUTI KOCB dapma Benbris HOCB dapma Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0054/04/01
NAiBKOBOO C.A. C.A. 3MiHK | TURy - 3MiHa y MmeTogax BunpobysaHHA Al abo peyenmom
060n0HkKot0, No 1200 BMXiIZHOrO MaTepiany/npomiKHOro NpPoayKTy/peareHTy, LWo
Mr rno 10 Tabnetok y BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa A®I (iHWi 3MiHW Y
6nictepi; no 2 MeTogax BMNpoGyBaHHs (BK/IUAKUM 3aMiHy abo
6nicTepy B KAPTOHHIM [OMOBHEHHS)); 3MiHU | TMNy - 3MiHA BUPOGHMKA
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
nauuj BVXiZHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BVIKOPVCTOBYIOTBCS Y BUPO6HUYOMY npoLeci AdDl, abo 3miHa
BMPOGHUKa (BK/HOYaouM, ie Heo6XigHO, MicLie NPOBEeAEHHS
KOHTPOJIIO AIKOCTI); 3MiHM | TUMy - 3mMiHa po3mipy cepil
(Brntovatoum gianaszoHu) A®l abo NPOMIXKHOTO NPOAYKTY, AKWUi
3aCTOCOBYETLCA Y Npoueci BUpobHuuTBa AP (36iNbLUEHHS A0
10 pasiB NOPIBHAHO i3 3aTBEPLYKEHNM PO3MIPOM); 3MiHW | TUNY
- 3MiHM B npoueci Bupo6HuutBa APl (HesHayHa 3miHa y
npoueci Bupo6bHuuTBa A®I); 3MiHK | TUNY - 3MiHa y
6e3nocepepHili ynakosLi A®| - BBeA€HHA HOBOI BTOPUHHOI
YNakoBKM [/15 Ait040i pevoBMHM nipauetamy; 3MiHn | Tuny -
3MiHM B NpoLeci BUpo6HuLTBa AP| (He3HauyHa 3MiHa y NpoLeci
BMpO6HULUTBA ADI)
155. | HOOTPONIN TabneTku, BKpUTI HOCB dapma Benbris HOCB dapma Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/0054/04/02
NAiBKOBOO C.A. C.A. 3MiHK | TUNy - 3MiHa y MmeTogax BunpobysaHHA AdP| abo peyenmom
060n0HKot0, Mo 800 Mr BMXiAHOr0 Marepiany/npombKHOro NpoayKTy/peareHTy, Lo
no 15 tabnetok y BMKOPWCTOBYETbLCA Y NpoLieci BUPo6HMLUTBa AD| (iHLWi 3MiHK Y
6nictepi; no 2 MeTofax BUNpobyBaHHsA (BK/IOUa0UM 3aMiHy abo
6nicTepy B KapPTOHHIi [OMOBHEHHS)); 3MiHM | TUNY - 3MiHa BUPOGHMKA
nauuj BVIXiZHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BWKOPUCTOBYHOTbCS Yy BUPO6HMYOMY npoueci AP, abo 3MiHa
BMPOGHMKA (BK/IKOYAYM, Ae HeobXigHO, MicLie NPOBeAEHHS
KOHTPOJII0 SIKOCTI); 3MiHM | TUMy - 3mMiHa po3Mipy cepil
(Bkntovaroun gianaszoHu) A®I abo NPOMiXXHOTO NPOAYKTY, SKuUi
3aCTOCOBYETLCA Y NpoLieci BUpobHuuTea AP (36inbLeHHs [0
10 pasiB NOPIBHSHO i3 3aTBEPKEHUM PO3MIPOM); 3MiHU | TUNY
- 3MiHK B npoueci BUpobHuuTBa APl (He3HauHa 3miHa y
npoueci BupobHuutea A®I); 3miHu | Tuny - 3miHa y
6e3nocepeHiit ynakosui A®| - BBeAeHHSI HOBOT BTOPMHHOT
yNakoBKM 15 Ail040i peqoBMHM nipauetamy; 3MiHu | Tuny -
3MiHV B npoueci BupobHuutea APl (He3HayHa 3MiHa y npoueci
BMpo6HMLUTBa ADI)
156. | OKCUTOLUVH PO34UH ANs iH'EKUI, 5 BAT "leneoH YropwmHa BAT "leneoH YropwumHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/7289/01/01
MO/1 mnno 1 mn B Pixtep" PixTep" 3MiHM | TUNYy - 3MiHa y TepmiHax npugaTHocTi abo ymoBax peyenmom
amnyni; no 5 amnyny 36epiraHHs roTOBOrO /iKapCbKoro 3acoby
KapTOHHI ynakoBsL,i
157. | ONI3IO® kancynu no 150 mr Ne TOB "[>XOHCOH Pociiicbka Anccen-Cinar ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/14244/01/01
7 (7x1), Ne 28 (7x4) y & [H>KOHCOH" depnepauis C.n.A. 3MiHuM Il TUNY - 3MiHW 4,0 IHCTPYKUIT 415 MEeAUYHOIO peyenmom
6nicTepax 3aCTOCYBaHHA y po3ginun: "®apmakonoriyHi BnacTmsocTi”,
"B3aemMogisi 3 iHLMMM NiKkapCbKMMK 3acob6amMm Ta iHWi BUan
B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHs Ta gosn", "MobiuHi peakuii”
158. | OME3® kancysv no 20 Mr no [O-p Pepgpi'c IHais [-p Pegpi'c IHgis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/0235/02/01
10 kancyn y cTpuni NabopaTopic Na6opaTtopic 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTpob roToBOro | peyenmom
abo 6nictepi; no 3 Nt ntp, niKkapcbKoro 3acoby. 3miHa y MeToAax BUNpo6yBaHHS rOTOBOrO
cTpunu abo Gnictepu nikapcbKoro 3acoby (iHWwi 3MiHM y MeTogax BUNpobyBaHb
y KOpoo6uj (BKNKOYaLOUM 3aMiHy ab0 [ONOBHEHHS)) ( BHECEHHS 3MiHA B
MeToAMKY BUNPobyBaHHS: M. «PO34nHeHHsA B 0,1 M po3uuHi
HCI» Ta n. «Po34nHeHHs1 B 6ydoepHOMY po34mHi pH 6,8» -
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
3MiHEHO NOPSA0K NPUrOTYBAHHA PO3UMHY BUMPOBYBaHHA);
3MmiHu | TMnYy - 3MiHK 3 SKocCTi. FoTOBMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
NepPBUHHIlA yNakoBLi rOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHN)
(BHECEHHSA [OAATKOBOrO NEPBMHHOTO NakyBaHHA — 6icTepa, 3
BiANOBIAHOI 3MIHOK Y p. «YNakoBka») (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MicsiliB Nicns 3aTBepAKEHHS)
159. | MAHKPEATUH TabneTkn, BKpUTI MNAT "BiTamiHn" YkpaiHa MAT "BiTamiHn" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/0337/01/01
POPTE 060/10HKOI0, BUNPABIEHHS TEXHIYHWUX NOMWU/IOK B METOAAX KOHTPOJIHO AKOCTI peyernma
KMLLKOBOPO34MHHI NO y po3gini «Cknag»
10 TabneTok y
6nictepi; no 2 abo 5
6nicTepiB y nayui
160. | NAHKPEATVH TabneTku, BKpUTI MAT "BitamiHn" Ykpaina MAT "BitamiHn" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: - UA/11376/01/01
POPTE 060/10HKOI0, BUNPABNEHHS TEXHIYHUX NOMWU/IOK B METOAAX KOHTPOJIHO AKOCTI
KMLLKOBOPO3YMHHI in y po3gini «Cknag»
bulk Ne 800: o 10
Tabnetok y 6nictepi;
no 80 6nicTepiB y
Kopo6ui
161. | NAHTEHON niHa HawkipHa, 50 mr/r TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/8333/01/01
AEPO30/1b no58ra6o116ry "Mikpodpapm" "Mikpochapm" 3MiHK | TNy - 3MiHa NapamMeTpiB cneyundikawin Ta/abo peyenma
KOHTeliHepi; no 1 OOMYyCTUMUX MeX 415 [O0NOMDKHOT PEYOBUHU - NPUBEAEHHS
KOHTelHepy y nauui 3 cneuudikaLii BXifHOro KOHTPOSIO [OMOMIKHOI PEeYOBUHM
KapTOHYy MeTunnaparigpokcubeHsoaty Ta Kanito gurigpococdaty go
Bumor AdY; 3miHu | Tuny - 3MiHa y napameTpax cneuudikaiii
Ta/abo fonyCTUMMUX MEX, BUSHAYEHNX Y crneumdikauiax Ha
A®I|, ab0 BMXigHUA/NPOMIXXHWUIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHuuTBa A®I - NnprBeaeHHs
cneuudikauii BXigHOro KoOHTpoo Ad| [lekcnaHTeHony Ao
Bumor oY
162. | NEHTA/TTIH ®C Kancynu no 10 kancyn TOB "dapma Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/10881/01/01
EKCTPA y 6nicTepi; no 1 a6o 2 Crapt” Crapt” 3MiHV | TUMY - 3MiHW [0 IHCTPYKLUIT 419 MeANYHOro peyenmom
KAMCynn 6nicTepy B KapPTOHHIiA 3acTocyBaHHsA y po3giau: MpotunokasaHHsA. OcobnnBOCTi
nauui 3acTocyBaHHs. MNepefo3yBaHHs. MM06ivHi peaxuii, 3rigHo 3
iHbopMmawieto Wwoa0 6e3nekn 3acCTOCyBaHHS Ajto40i pevyoBUHN
napaueTtamosn. BBegeHHs 3MiH npoTarom 3-x Micauis nicns
3aTBEPAKEHHSA
163. | MMKMA KBITKA KBiTKV (CybCTaHuUis) y MpAT "NikTpasn” Ykpaina MpAT "JikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/6835/01/01

MiLKax, ToKax Asis
BMPOOHULTBA
HecTepuIbHUX
nikapcbknx hopm

3MiHM | TUNy - 3MiHa y MeToAax BunpobysaHHsA Adl abo
BMXIAHOrO MaTepiany/NpoMiKHOro NpPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLieci BupobHuutea AP (iHWi 3MiHK B
MeToAax BUMPOoOyBaHHSA (BK/0Ya0uM 3aMiHy abo JOMOBHEHHS)
NS peareHTy, Lo He CNPUYMHSE ICTOTHOTO BN/INBY Ha SIKICTb
A®I) - BHECEHHS 3MiH Y po3ain MeToAmn KOHTPO/IO SKOCTI: M.
«Mikpockonisi» NpUBeAEHO A0 Cy4acHWUX BUMOT; 3MiHW | Tuny -
3MiHa nepiofly NOBTOPHUX BUNpobyBaHb/nepioy 36epiraHHs
a6o ymoB 36epiraHHs A®I - 3miHa ymoB 36epiraHHs A®l; 3miHK
Il TMNY - 3MiHa y NapaMeTpax cneumdikauiii Ta/abo
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
[ONYyCTUMUX MEX, BU3HaUYeHnX y creumdikalisx Ha Ad®l, abo
BVIXiZHWA/NPOMDKHWIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTHCSA
y npoueci Bupo6HuLTBa ADI (iHWi 3MiHW)
164. | MMKMA KBITKA KBITKM NO 75 Ty MpAT "NikTpasn” Ykpaina MpAT "/ikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/7116/01/01
nauykax 3 BHYTpILLHIM 3MiHM | TUMY - 3MiHa y MeToAax BUNpobyBaHHSA roTOBOro peyenma
naketom; no 1,5ry nikapcbKoro 3acoby (iHLWi 3MiHM y meToAax BUnpobysaHb
hinbTp-nakeTax Ne 20 (Brntovaroum 3amiHy abo [OMOBHEHHS)) - BHECEHHS 3MiH Y
y nauui abo y nauui 3 po3ain MeToamn KOHTPOSIO SKOCTi
BHYTPILUHIM NaKkeToMm
165. | NMIKOBIT® TabneTku, BKpUTI KPKA, a.4., CnoBeHis BiANOBIAaIbHNI CnoBeHis BHECEHHS 3MiH [0 peecTpaviiiHux matepianis: 3miHu | Tuny - 6e3 UA/8268/02/02
POPTE o6onoHkoto, no 15 HoBo mecTo 3a BUPOGHNLTBO 3MiHK 3 SKOCTi. FoTOBMIA NiKapcbkuii 3aci6. KoHTposb peyenma
Tabnetok y 6nictepi; "in bulk", [ONOMDKHMX peyoBUH. 3MiHa napameTpiB cneyudikayin Ta/abo
no 2 6nictepun y NepBUHHY [ONYCTUMNX MEX A5 AONOMDKHOT PeYOBUHM (IHLLI 3MiHW)
KapTOHHIlA KopoobLi ynakoBKY, (3miHa y napameTpax i Mexax crneupdikavii Ha ONOMKHY
BTOPUHHY peyoBuHy kanon 600 chapma - npuBefeHHs fo Bumor EP
yMaKkoBKy: LLI0A0 BMICTY BaXXKVUX METaiB Ta MULL'AKY, & TakoX BUMOr
KPKA, a.4., MoHorpadii EP go cknagosux peqosuH kanon 600 chapma.
Hoso mecTo, Mpu uboMy cknag, i npoLec BUpobHMLTBa kanon 600 dapma
CnoseHis; He 3MiHuBCS); 3MiHN | TUNY - 3MiHK 3 SKOCTi. FoTOBMIA
BignoBiganbHWi nikapcbkuii 3aci6. 3MiHM y BUpO6GHMLTBI. 3aMiHa abo BBeAEHHS
3a KOHTPO/b [04aTKOBOI AiNIbHUL BUPOGHULITBA A/151 YaCTMHM abo BCbOro
cepii: BMPOBHMYOrO NPoLEeCy roTOBOrO JiKapCbKOro 3acoby
KPKA, a.4., (@inbHUUSA, Ha AKil NpoBOASATLCSA OyAb-AKi BUPOOHUUYI CcTagii, 3a
HoBo mecTo, BWHSATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBUHHOIO Ta
CnoBeHis; BTOPUHHOIO NakyBaHHS, 4718 HECTEPUTBHUX NMIKAPCbKMX
BiANOBigabHNI 3ac006iB) (3amiHa ginbHWLi BUpo6bHULTBa) CynyTHA 3MiHa -
3a KOHTPO/Ib Ta 3MiHu 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BWMYCK Cepiii: BMPO6HMLTBI. 3amiHa abo BBeAEHHS [04aTKOBOI AiNbHUL
KPKA, o.4., BMPOGHMLITBA A4/151 YHACTUHM abo BCbOro BUPOGHMYOro npouecy
HoBo mecTo, roTOBOro NikapcbKoro 3acoby (AibHUUSA 4718 BTOPUHHOTO
CnoseHis nakyBaHHs). - 3MiHW 3 AKOCTIi. [0TOBWIA NiKapcbkuii 3aci6.
3MiHM Yy BUpO6GHMLTBI. 3aMiHa abo BBeAEHHS AOAATKOBOI
OiNbHULI BUPOGHMLTBA A1 YaCTUHM ab0 BCbOro BUPOBHUYOrO
npoLiecy roToBOro NikapcbKoro 3acoby (ainbH1LSA ans
NepBWMHHOTO NaKyBaHHS) (3aMiHa Ai/IbHUL BUPOOHULITBA);
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
CuncTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa 'y
NepBVHHIli yNakoBLji FOTOBOrO /ikapCbKoro 3acoby (sikicHui Ta
KinbkKicHWIA cknag) - TBepai nikapcbki popmMu; 3MiHu | TNy -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHThLCA
BUWMYCKY Cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO NiKAPCbKOro
3acoby (3amiHa abo foAaBaHHS AifbHUL, Ha AKil
3[iACHIOETLCS KOHTPOL/BUNPOGYBaHHS cepii) (404aBaHHsA
BMPOGHMWYOI AiNbHNL, Ha SIKilA 3A4IACHIOETLCA KOHTPO/b cepil
KPKA, a.4., HoBo mecTo MosxoBa yniya 5, 8501 Hoso mecTo,
CnoBseHis)
166. | MNIPA3NHAMIA, KpucTaniuHuii My6niuHe YkpaiHa Ninapia TainaHg, BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3MiHu | Tuny - - UA/4676/01/01
NMOpPOLUOK (Cy6CcTaHList) akuioHepHe Kemikans AZMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
y naketax TOBapuCTBO (Thailand) NTA, MicLSsi NPOBaXEHHS AisiNIbHOCTI BUPOGHYMKA (BKIOUaOuu, 3a
nonieTueHoBMx ANs "HaykoBo- HeoObXiJHOCTI, MiCLie NPOBeAEHHS KOHTPOJIIO SKOCTI), abo
BUPOGHMLITBA BUPOGHNYUI BNnacHuka mactep-caiina Ha A®l, abo noctavasibHMKa
HecTepu/ibHNX LeHTp Adl/BuxigHoro matepiany/peareHTy/NPOMKHOTO NPOAYKTY, LLO
nNikapcbknx hopm "BopLuariBcbkuii 3aCTOCOBYHTbCA Y BUPOOHULTBI ADI (AKLLO 3a3HAYEHO Y AOChE
XiMiKo- Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
hapmavLeBTUYHN BiNOBIAHOCTI €Bponelickkili hapmakonei y 3aTBepaKeHoMy
1 3aBog" [ocbe, abo BUPOBHKKA HOBOT JONOMDKHOI PEYOBMHY (SIKLLIO
3a3HayeHo y Aockbe) (NpuBeaeHHs agpecyt BUpobHuka A®| oo
OopuriHasIbHUX AOKYMEHTIB)
167. | NIPAHTEN - CyCneHsis opasibHa, TOB "[OKnM YkpaiHa TOB "[OKnM YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/10686/01/01
BILL®A 250 mr/5 mn no 15 mn "®apmaueBTUYH "®apmaueBTUYH TEeXHiYHa MOMUSIKA B IHCTPYKLT 418 MeAUYHOro 3aCTOCyBaHHSA peyenmom
y chnakoHi Ne 1 3 a habpuka" a thabpuka" y po3gini: Cnocib 3actocyBaHHsA Ta 4031
[103yH04010
CK/ISIHOYKOH B mavLi
168. | NO3NHEI MOPOLUOK A1 PO3UUHY Aypo6iHao IHAis Aypo6iHao IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/12820/01/01
ANs iv‘exuii no 1000 dapma /114 dapma /114 3MiHM | TUNY - BBEAEHHS ab0 3MiHM [0 y3araslbHEHUX AaHKX peyenmom
Mmr, 1 dpnakoHax 3 npo cuctemy gpapMakoHarnsay (BkIoyvatoum KOHTaKTHI AaHi)
MOPOLLKOM y Ta/abo 3MiHW y po3MilLeHHI MacTep-daiina cuctemm
KapPTOHHI KOpOoOLi hapMakoHarnsay
169. | NO3NHEI MOPOLLOK A1 PO3UUHY Aypo6iHao IHAiA Aypo6iHao IHAjis BHECEHHS 3MiH 10 peecTpavLjiiiH1ux maTepianis: 3a UA/12820/01/02
Anst iv'exuii no 2000 dapwma /114 dapwma /ITg 3MiHKM | TUNY - BBEAEHHA ab0 3MiHW [0 y3aras/lbHEHNX AaHUX peyenmom
Mr, 1 donakoHax 3 npo cuctemy dpapmMakoHarnsgy (BKIoYatoUm KOHTaKTHI AaHi)
MOPOLLKOM Y Ta/abo 3MiHW Y pPO3MILLEHHI MacTep-daiina cuctemm
KapPTOHHI KOpoobLii dhapmakoHarnsay
170. | NONDKNHAKC Kancynu sariHanbHi Ne NabopaTopist PpaHuis BUPOGHMUK, PpaHuis/ BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/10193/01/01
6 (6x1), Ne 12 (6x2) y IHHOTEK BignoBsigansHuii | Lseliuapis 3MiHM | TNy - 3MiHa NapameTpiB cneuudikaLii Ta/abo peyenmom
6nicTepax IHTepHacbiioHan 3a nakyBaHHS, O0NyCTUMKX MEX rOTOBOTO J1iKapCbKOro 3acoby - 3miHa
b KOHTPONb i KpuTepisa NPUAHATHOCTI A4ns napameTpy Po3nagaHHs y
BMNYCK cepil: cneuyudikaLlii rotoBoro AikapcbKoro 3acody; 3miHu | Tuny -
IHHOTepa LLysi, 3MiHa Y NepBYHHIli yNakoBLji rOTOBOr0 NiKapCbKoro 3acoby -
dpaHuis; 3MiHa ToBLuHYM MBX/MBAX 6nicTepa; 3MiHn | Tuny -
BUPOGHMK, BUJTyYEHHSA NEPBUHHOI YNakKoBKY, L0 He NPU3BOAUTL A0
BiANOBIAAIbHNI NMOBHOrO BU/TYYEHHS JTiKapCbKOro 3acoby 3 MEBHOO CUIIOH0 il
3a BUPOOHULTBO ab0 y neBHili nikapcbkili hopMi - BUAaNeHHs bnictepy
in bulk: NepBUHHOT yNakoBku MBX/AMOMIHIiA; 3MiHW | TUNY - NogaHHSA
KataneHT ®paHy, HoBoro CEP (R1-CEP 2011 - 37 - Rev 00) gnsi A®| HeoMiuuHy
BeiiHxeiim CA, cynbaTy Bif HOBOro BUPOOHUKA (LONOBHEHHS); 3MiHW | TNy -
®paHuin; CBICC nogaHHa Hosoro CEP (Ne RO-CEP 2011 - 166 - Rev 01) ans
KEMC AT, A®| nonimikcuHy B cynbchaTy Big HOBOro BUpOGHMKa
LLiBeiiuapis (8ONOBHEHHS)

171. | NPEBEHAP® 13/ | cycneHsia gns iH'exuin Mdpaiizep CLWA BakcTep CLUA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a 869/12-
PREVENAR® 13 no 1 gosi (0,5 mn) y Eiiy.Ci.Mi. dapmaceyTykan Benwvka 3MiHN |l TUMY - 3MiHW B IHCTPYKLiT 4719 MeAnYHOro peyenmom 300200000
BAKUVHA nonepegHsL0 KopnopeiiLuH ContowmHe NNC, BputaHisa/ 3acToCyBaHHSA - y po3ainun: "IMyHoNOoriYHI | 6ionorivHi
NMHEBMOKOKOB HanoBHEHOMY LUAPUL CLA; Baet Ipnangis BnactusocTi" ("®apmakognHamika'"), "Cnocib 3acTocyBaHHA Ta
A 3 OKpemoto ronikoto Ne dapmaceyTukan, [o3n", "Mo6iuHi peakyii”, "OcobMBOCTI 3acTOCyBaHHS",

MNONICAXAPUAH | 1 CLA; Baet "3[aTHICTb BNAMBATU Ha LWUBUAKICTL peakLuii Npy KepyBaHHi
A dapmaceyTvKas aBTOTpaHCNopTOM abo poboTi 3 IHWMMKU MexaHismamn',
KOH'KOTOBAHA c, Benvka "B3aemogis 3 iHWMMM NikapCbKMMK 3acob6amMm Ta iHWi Buan
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
(TPUHAQUATUB BputaHis; B3aemMogiin"
ANEHTHA Mdpaiizep IpneHg,
AJCOPBOBAHA) dapmaceyTvkan
¢, lpnaHgis
172. | NPOrECTEPOH MOPOLLIOK (Cy6CTaHLis) MAT "dapmak” YkpaiHa Xebeii l'egsaHb Kutaii BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/12994/01/01
Y MilLKax noAagiliHmx XblOMeHBeNN 3MiHU | TUNY - NOAaHHSA HOBOTO cepTudikaTa Bif BXxe
nonieTuneHoBux Ans dapmacbloTikan 3aTBEPKEHOr0 BUPOOHYKKA 3 NOCMILOBHUMMN 3MiHAMU:
BMPO6HULTBA Ko., NTg, cneundikauito Ta aHaiTUYHI MEeTOAVKN 3a NOoKa3HUKaMm
CTEePU/IbHUX "lgeHTudpikauisa”, "CynpoBifHi 4OMILLKK", "3a/IMLLKOBI KINIbKOCTI
Nikapcbknx hopm OpraHiYHnX po3umHHKKIB" Ta "KinbkicHe BU3Ha4YeHHS"
npvBeAeHO [0 AOKyMeHTauii BUpOOHMKa 3rifjHO OHOB/1EHOTO
cepTuduikata
173. | NPO3EPUH- PO34MH A1 iH'EKUIN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6208/01/01
AAPHULA 0,5mr/mnno1lmne "papmMaueBTUyH "®apmMaueBTUYH 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
amnyni; no 5 amnyny a thipma a thipma KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa po3Mipy ynakoBKu
KOHTYPHIll YapyHKOBIi "fapHnus” "AapHnus” rOTOBOrO /iKapCbKOro 3acoby (BWyYEHHS yNakoBKM NeBHOro
ynakosLi; no 2 po3Mipy) (BU/TyYEHHSA ynakoBku no 1 mn B amnysii, no 10 amnyn
KOHTYPHI YapyHKOBI y KOpOO6LU;i 3 BiANOBIAHNMY 3MiHaMK Y p. "Ynakoska") (TepmiH
yNakoBKM B nauLi BBE/IEHHS 3MiH NPOTAroM 6-T1 MICALIB MiC/1A 3aTBEPAKEHHS)
174. | PUUNHOBA onist no 30 mn, abo no MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/8737/01/01
onAa 50 mn, a6o no 100 mn "Ny6Hubapm" "Ny6Hnpapm" 3MiHuM |l Tvny - BBEAEHHSA HOBOrO BUPOGHMKA ADP| pULIMHOBOT peyenma
y chriakoHax onii 3 HaaaHHAM MacTep-haiina Ha APl 4o BXe 3aTBEPAKEHUX
BMPOGHUKIB
175. | PO3APT TabneTku, BKpUTI AxTtasic rpyn AT IcnaHgis Axtasic NT[, ManbTa BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis: 3a UA/11647/01/01
NNiBKOBOIO 3MiHK | TNy - 3MiHa Y MeToAax BUNpobyBaHHSA rOTOBOrO peyenmom
060/10HKOI0, M0 5 Mr nikapcbkoro 3acoby 3a n. "CynposifHi AOMiLLKu"
no 10 TabneTtok y
6nicTepi; no 3 abo 9
6nicTepis y kopobui
176. | PO3APT TabneTku, BKpUTI AxTtasic rpyn AT IcnaHgis Axtasic NT[, ManbTa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/11647/01/02
NNiBKOBOIO 3MiHK | TUMY - 3MiHa Y MeToAax BUNpobyBaHHSA rOTOBOrO peyenmom
060/10HKO10, N0 10 Mr nikapcbkoro 3acoby 3a n. "CynposifHi AOMiLLKn"
no 10 TabneTtok y
6nicTepi; no 3 abo 9
6nictepis y Kopobui
177. | PO3APT TabneTku, BKpUTI AxTasic rpyn AT IcnaHgis Axtasic NT[, ManbTa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/11647/01/03
nNiBKOBOO 3MiHK | TNy - 3MiHa Y MeToAax BUNpobyBaHHSA rOTOBOrO peyenmom
060/10HKO10, N0 20 Mr nikapcbkoro 3acoby 3a n. "CynpoBifHi AOMiLLKn"
no 10 TabneTtok y
6nicTepi; no 3 abo 9
6nictepis y Kopobui
178. | PO3APT TabneTkn, BKPUTI AkTasic rpyn AT IcnaHgis AkTasic 1T/, ManbTa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/11647/01/04
nNiBKOBOIO 3MiHK | TNy - 3MiHa Y MeToAax BUNpobyBaHHSA rOTOBOrO peyenmom
060/10HKO0, N0 40 Mr nikapcbkoro 3acoby 3a n. "CynpoBifHi AOMiLLKK"
no 10 TabneTtok y
6nicTepi; no 3 abo 9
6nicTepis y kopobLi
179. | CKUNNOAPHA mMa3b no 201 B TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 6e3 UA/8606/01/01
MA3b 6aHkax, no 251 B "TepHodhapm" "TepHodpapm” 3MiHM | TUNYy - 3MiHa y TepMiHax npuaaTHocTi abo ymoBax peyenma
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
Ty6ax B naykax abo 36epiraHHA roToBOro NikapcbKoro 3acoby — 3mMiHa ymMoB
6e3 naukm 36epiraHHsa roTOBOrO NiKAPCbKOro 3acoby Yy 3B'A3KY 3
OTPUMaHHS MO3UTUBHUX Pe3ybTaTiB AOCNIAKEHHS
CTabiIbHOCTI
180. | CKonPun Tabnetku no 20 Ankanoig AL - Pecny6nika Ankanoig AL - Pecny6nika BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/10253/01/01
nnroce Mmr/12,5 mr Ne 30 Ckon'e MakefoHis Ckon'e MakefloHif1 | BUMNpaB/IEHHSA TEXHIYHUX MOMWUIOK B METOAAX KOHTPOSIKO AKOCTI peyenmom
(10x3) y 6nicTepax B po3gini «Cocta», «OAHOPOAHOCTb [03MPOBaHHbIX
eanHuLy, «Mukpobroornyeckas YucTorTa»
181. | CONMNAAEIH® TabneTky po3unHHi Ne nakcoCmiTKna Benvka nakcoCwmitKnai IpnaHgis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/4740/01/01
12 (2x6) y cTpunax y H KoHcblomep BputaHis H [laHrapsaH BUMNpPaB/IEHHS rpamaTUyHUX MOMU/IOK B TEKCTI «MapKyBaHHs» peyenmom
KapPTOHHIi KOpOoOLi Xernckep Nimiteq roTOBOrO JlikapcbKoro 3acoby
182. | CTAM/IO Tabnetkv no 5 Mr no [O-p Peppi'c IHAiA [-p Pegpj'c IHAjis BHECEHHS 3MiH 10 peecTpavLiiiHux maTepianis: 3a UA/1421/01/01
10 TabneTok y cTpuni; JlabopaTopic Nab6opaTtopic 3MiHM | TURY - 3MiHW 0 IHCTPYKUIT 415 MeANYHOro peyenmom
no 2 a6o 3 cTpunu y nrg nrg 3aCTOCYBaHHSA y po3ainu: Bzaemogis 3 iHWNMK JliKapCbKUMM
nauuj 3acob6amMu Ta iHWi BUAW B3aEMOAiA. 34aTHICTb BNANBATM HA
LUBUAKICTb peakLii Mpy kepyBaHHi aBTOTpaHCNoOpTOM abo
iHWMMK MexaHi3mamu. Crocib 3acTocyBaHHs Ta A03u. MobiyHi
peaxuii, 3rifHo 3 iHchopmaLieto Wwoa0 6e3nekn 3acTocyBaHHS
Ljir0Y0i PeYOBMHM aM1oAMMiH
183. | CTAM/IO Tabnetku no 10 mr no [O-p Peppi'c IHais [-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/1421/01/02
10 TabneTok y cTpuni; Na6opatopic Na6opaTopic 3MiHM | TUMY - 3MiHW A0 IHCTPYKLUIT 418 MeANYHOro peyernmom
no 2 a6o 3 ctpunu y nTp nrp 3acToCyBaHHA y po3ainu: Baaemogia 3 iHWKMMKU AikapcbKuMm
nauui 3aco6amMu Ta iHWi BUAW B3aemMogiii. 34aTHICTb BNIMBaTK Ha
LUBMAKICTb peakLiii Npy kepyBaHHi aBTOTpaHCcnopTom abo
iHWKMK MexaHi3mamu. Crocib 3acTocyBaHHs Ta A03u. MobiyHi
peaxuii, 3rifHo 3 iHhopmaLieto Wwoao 6e3nekn 3acTocyBaHHS
Ait0Y0T pevyoBMHN amaoaMniH
184. | CYIb®ACANA3 TabneTkn, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/0420/01/01
NH NAiBKOBOO HoBso mecTo HoBo mecTo 3MiHUW | TUNY - 3MiHW 40 IHCTPYKUIT AnS MeAnYHOro peyenmom
060/10HKO0, M0 500 mr 3acTOCyBaHHSA y po3ginu: dapmakotepaneBTnyHa rpyna
no 10 Tabnetok y (yTouHeHHs Ha3Bwu). MNpoTunokasaHHs. MobiuHi peakui.
6nictepi, no 5 Mepepo3yBaHHA. 3acToCcyBaHHS Y nepiog, BaritHOCTi abo
6nicTepiB y KAPTOHHIN rogysaHHs rpyaaro. Aitn. OcobamBoCTi 3aCTOCyBaHHS.
Kopobui 3[aTHICTb BN/IMBATU Ha LUBUAKICTb peakLii npy KepyBaHHi
aBTOTpaHCNopToM abo poboTi 3 IHLIMMK MEXaHi3Mamu.
B3aemogjs 3 iHWMMK fikapcbkumm 3acobamn Ta iHLWi BUAN
B3a€eMOg;i, 3rigHo 3 iHhopmauieto Wwoao 6e3nekn
3acTocyBaHHS Ajlo4oi peyoBrHM cynbdacanasviH. BBefeHHsA
3MiH npoTsirom 3-X MicAiLiB nicns 3aTBepAKeHHsA
185. | TEHOTEH Tabnetku Ne40 (20x2) TOB "Marepia Ykpaina BMPOBHULITBO 3a Pacilicbka BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/8588/01/01
AUTAYNIA y 6nictepax Meguka- NoBHUM LuKIoMm: | Pepepauis/ 3MiHu 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y peuenma
YkpaiHa" TOB "HB® NutBa BMPO6HMLTBI. 3amiHa abo BBeAEHHS [,04aTKOBOI AiNbHUL
"MATEPIA BMPOGHMLITBA A4/151 YHACTUHM abo BCbOro BUPOGHMYOro npouecy
MEAWVKA roTOBOro NikapcbKoro 3acoby (AinbHULSA 4118 NEPBUHHOIO
XONgnHre, nakyBaHHs1) — BBE[,eHHS [,0AATKOBOI AifIbHULI BUPOBHMLTBA
Pociiicbka [N NePBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, K HACNIAOK,
depepauis; YTOYHEHHS! BUPOOHMUMX (PYHKLIi 3aTBEPAKEHOTO BUPOBHMKA
nepBuHHa Ta TOB "HB® "MATEPIA MEAVNKA XONAWHI™, Pociiicbka
BTOPVHHA degepauis (BUPOOHMLITBO 3@ MOBHUM LIMK/IOM), T& BBEAEHHSA
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
ynakoBka, [04AaTKOBOrO TEKCTY MapKyBaHHS YNakoBOK /19 HOBOTO
BMNPOGYBaHHSA BMpOGHMKa - 3AT CaHToHika, J/InTBa; 3MiHM 3 AKOCTI. [0TOBWIA
KOHTPOSIO nikapcbkuii 3aci6. 3mMiHM y BUpO6GHMLTBI. 3aMiHa abo BBeAEHHS
AKOCTI, [O3BIN HA [0AAaTKOBOI [iTbHUL BUPOBGHULTBA A1 YACTUHM abo BCbOro
BMNYCK cepil: BMPOGHMYOro MPOLLeCy roTOBOrO /likapcbKoro 3acoby (AinbHuuS
3AT CaHTOHiKa, 0151 BTOPUHHOTO nakyBaHHS) -3MiHW | TUny - 3MiHKU 3 AKOCTI.
NutBa [oTOBWIA nikapcbkunii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYOTLCS BUMYCKY Cepii Ta KOHTPOSI0
SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo JoaaBaHHs
BMPO6HMKa, LLLO BiANOBIAAE 3a BBE3EHHS Ta/abo BUMYCK cepil) -
Bkntoyaroum KOHTPOb/BUNPOGYBaHHSA Cepil — BBEAEHHS
BMPOOHUKa, LLLO BiANOBIAAE 3a BUMYCK Cepii, BKNOYaoun
KOHTPONb/BUNPO6YBaHHs cepii — 3AT CaHToHika
186. | TETPAMON Kancynv no 6 kancyny MPO®APMA ManbTa AT "TPIHOEKC" NaT.is BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/13734/01/01
6nictepax; no 6 IHTepHeLwwHN 3MiHM | TUNY - 3MiHW 0 IHCTPYKUIT A1S MeAnYHOro peuenma
Kancyn y 6nictepi, no TpeiguHr 3acTOCyBaHHSA y po3ginu: MpoTtunokasaHHsA. Ocobnmsi 3axoam
5 6nictepiB y Nimiteq 6e3nekn. Crocib 3acTocyBaHHsA Ta A03u. MNepefosyBaHHs,
KapTOHHIiA nayi; no 6 3riHO 3 iHhopMmaLieto WoA0 6e3nekn 3acTocyBaHHA Ajitoyol
Kancyn y 6nictepi, no peyoBuHM NapateTtamors. BBegeHHA 3miH npoTsarom 3-x
5 6nictepiB y MicsiLliB MicnsA 3aTBepPAKEHHSA
KapTOHHI/ nayuj, no
10 KapTOHHMX MaYvoK y
KapTOHOMY KOpOOi
187. | YHAOEBIT apaxe no 50 gpaxe y MAT "BitamiHn" Ykpaina MAT "BitamiHn" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/5605/01/01
KOHTelHepi, no 1 3MiHK | TUNY - BUAYYEHHA BUPOGHNYOT AinbHuWLi (BKOUaOUM peyernma
KOHTeliHepy B maui 3 AinbHuui Ana A®l, npoMixHOro npoaykTy abo rotoBoro
KapToHy; no 50 apaxe nNikapcbKoro 3acoby, AiNbHULI 415 NPOBEAEHHS NaKyBaHHS,
Y KOHTeWHepi BMPO6GHMKA, BiAMOBIAaUILHOrO 3a BUMYCK Cepil, MicLe
NpoBefeHHA KOHTPOSIO cepii) abo nocTavasibHUKa BUXIAHOTO
mMartepiany, peareHTy abo 4ONOMDKHOT PEYOBUHM (SIKLLO
3a3HaYeHO Y OCbE) - BUTYYEHHST OKPEMUX BUPOOHNKIB Ait0UNX
peyvoBUH; 3MiHU | TUMY - 3MiHA NapameTpiB cneuudikaii
Ta/abo foNyCTUMUX MEX NEPBUHHOI YNakoBKW rOTOBOTO
nikapcbKoro 3acoby — 3mMiHa fonycTuMmx mex n. «<MbU» B
creundikavii Ha nakyBasibHi Matepiasin NePBUHHOT YNakoBKU
(KOHTEeMHEepK NNacTMAacoBi Ta KPULLKU A/15 3aKynOoploBaHHSA) Ta
He3HauHi 3MiHM Yy MeTogax BUnpobyBaHHsA n. «MBUY»; cynyTHs
3MiHa: 3MiHa y MeTofax BUNPobyBaHHA NEPBUHHOI YNakoBKW
roTOBOro Nikapcbkoro 3acoby; 3MiHu | Tuny - 3mMiHa NnapameTpis
cneundikauin Ta/abo AONYCTUMMX MEX rOTOBOTO NiKapCbKoro
3aco6y (iHLUi 3MiHK)
188. | PAPMATOH® cupon no 100 mny Bepinrep HimeuyunHa lHcana CA LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 6e3 UA/14229/01/01
KigAal donakoHi; no 1 IHrenbxanm 3MiHK || TRy - 3MiHK A0 IHCTPYKLiT A/19 MegMYHOro peyenma
p1akoHy B KOMIM/IEKTI IHTEpHeLLHN 3acTocyBaHHs y po3ginu: "Ocobnuei 3axoam 6esnekn”,
3 MiPHUM KOBMAYKoM Y M6X "B3aemogis 3 iHWKMKU NikapcbKuMK 3acobamu Ta iHLWi BUan
KapTOHHIi KOpOoOLii B3aemogiin", "OcobnmBocCTi 3acTocyBaHHs", "lNepeao3yBaHHA".
BBegeHHS 3MiH NpoTAromM 3-x MiCALIB 3 AaTh 3aTBEPAKEHHS
189. | ®INAN TabneTku, BKpUTI CaH IHAiA CaH IHAjs BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3mMiHu | Tuny - 3a UA/14350/01/01
0060/10HKO, M0 50 mr, | dPapmacblTUKan dapmacboTuKasl AZMiHICTpaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
no 1 rabnetuiy IHoacTpi3 IHaacTpi3 MiCLA MpOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
6nicTepi, no 1 Nimiteq Niviten rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaoUM AiNbHULI BUMYCKY
6nicTepy B KapTOHHiIl cepil abo MicLe NpoBeAEHHS KOHTPOSIIO AKOCTI. (fisNbHICTb, 3a
Kopo6ui, no 4 Ky BiAnoBifae BUPOOHMK/IMNOPTEP, BKIHOHAIOUM BUMYCK CEPii)
Tabnetku y 6nictepi, (3MiHa HaliMeHyBaHHs BUpO6HUuKa M13)
no 1 6nictepy B
KapTOHHI KOpo6Li
190. | ®INAN TabneTkn, BKpUTI CaH IHAis CaH IHAjs BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14350/01/02
060/10HKO10, N0 100 dapmacboTuKa dapmacboTuKas AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu peyenmom
mr, no 1 TabneTtuiy IHoacTpi3 IHaacTpi3 MiCL1 MPOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
6nicTepi, no 1 Nimiten Niviten rOTOBOrO JliKapCbKOro 3acoby, BK/OYaoUn AiNlbHULI BUMYCKY
6nicTepy B KapTOHHiIl cepii abo MicLle NpoBefEeHHSA KOHTPOIO AKOCTI. (4isNbHICTb, 3a
KopoobLi AIKy BignoBigae BUPO6HMK/IMNIOPTEp, BKIKOYAKOYM BUMYCK Cepili)
(3miHa HalimeHyBaHHs1 BUpo6HuKa /13)
191. | ®JIIOKOPUK kancynu no 50 mr, no CaH IHais CaH IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3a UA/6786/01/01
7 kancyn y 6nictepi, PapmacboTuKan dapmacboTUKas AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
no 1 6nictepy y IHoacTpi3 IHaacTpi3 MiCLii NPOBaPKEHHS AISNbHOCTI BUpObHUKa/imnopTepa
KapTOHHIlA KopooLi NimiTeq NimiTen roTOBOr0 NMiKapCbKOro 3acoby, BKIYAUN AiNbHUL BUMYCKY
cepii abo micue NnpoBefeHHs KOHTPOSIO SKOCTI. (fisIbHICTb, 3a
SIKY BiANOBiAa€e BUPOGHMK/IMNOpTep, BKOUAKUY BUMYCK CEpiil)
(3MiHa HaliMeHyBaHHs1 BUpo6HUKa M/13)
192. | ®P/TIOKOPUK kancynu no 100 mr, no CaH IHgis CaH IHgis BHECEHHS 3MiH 40 peecTpauiiHux martepiasniB: 3MiHun | Tuny - 3a UA/6786/01/02
7 kancyn y 6nictepi, dapmacboTuKas dapmacboTuKas AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
no 1 6nictepy y IHpacTpi3 IHpacTpi3 MiCLii NPOBaPKEHHA AISNbHOCTI BUPOOHUKa/iMnopTepa
KapTOHHIi KOpOOLyi Nimiteq Nimiteq rOTOBOrO NiKapCbKOro 3acoby, BK/IYAKUN AiNbHNL BUMYCKY
cepil abo Micue NpoBefeHHS KOHTPOSIO SKOCTI. (fisiNbHICTb, 3a
Ky BignoBifae BUPOOHMK/IMNOPTEp, BKIHOHAOUM BUMYCK CEPii)
(3miHa HalimeHyBaHHS1 BUpo6HuKa 13)
193. | ®JIIOKOPUK Kancynu no 150 mr, no CaH IHais CaH IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/6786/01/03
1 kancyni y 6nicrepi, PapmacboTuKan PapmMacbioTUKas AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyernma
no 1 6nictepy y IHpacTpi3 IHoacTpi3 MiCLii NPOBaPKEHHS AISNbHOCTI BUpObHUKa/imnopTepa
KapTOHHIlA KopooLi NimiTeq NimiTen roTOBOro Nikapcbkoro 3acoby, BKIYaUN AiNbHUL BUMYCKY
cepii abo micue NpoBefeHHs KOHTPOIO AKOCTI. (fisNbHICTb, 3a
SIKY BiANOBiAa€e BUPOGHMK/IMNOPTEp, BKIOUAKUY BUMYCK CEPIi)
(3MiHa HallMeHyBaHHs BUpo6HUKa /13)
194. | ®ONIEBA Tabnetkv no 1 mr no MAT "BiTamiHn" Ykpaina MAT "BitamiHn" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/5940/01/01
KUCNOTA 10 TabneTok y 3MiHU | TUMY - BUYYEHHS BUPOOHNYOT AiNbHWLI (BKIOYaUM peyenma
6nictepi, no 3 abo 5 AinbHuUi ansa A®I, npomixHoOro NnpoaykTy abo rotoBoro
6nicTepis y nauuj 3 nNikapcbKoro 3acoby, AinbHULI AN NPOBEAEHHS NaKyBaHHS,
KapToHY BMPO6GHMKA, BiAMOBIga/ILHOMO 3a BUMYCK Cepili, MicLe
nNpoBeeHHs KOHTPOIO cepil) abo nocTavyanbHUKa BUXiLHOrO
marepiany, peareHTy abo AONOMiKHOT PEYOBUHMU - BUSTYYEHHS
BMPOGHMYOT ginbHUuUi ans Al
195. | XENE/Ib H PO34uH AN iH'EKUI No Bionoriwe HimeyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/5818/01/01
1,1 mn B amnyni; no 5 Xannemitrenb Xannbmitrenb 3MiHK | TNy - 3MiHa NapameTpiB cneymndikadin Ta/abo peyenmom
ammnyn y KOHTYpHIiA Xeenb M'M6X Xeenb M'M6X [0NYCTUMKX MEX FOTOBOrO /1iKapCbKOro 3acoby (J0MOBHEHHS

YapyHKOBIli ynakoBL;
no 1 a6o no 20
KOHTYPHUX

crneuudikaLii HOBUM NOKA3HUMKOM 3 BiNOBIAHNM METOA0M
BMNPOGYBaHHSA); 3MiHM | TUNy - 3MiHa y MeTogax
BUMNPOOYBaHHA rOTOBOTO NikaPCbLKOro 3acoby (He3HayHa 3mMiHa
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs

YapyHKOBUX YNaKoBOK y 3aTBEPKEHUX MEeTOAax BUNPOOYBaHHS)
Y KOpOoO6Lji 3 KOPTOHY

196. | XJ/IOPOMIPAMIH PO34MH ANS iH'EKUN, ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3a UA/5290/01/01

Y rigpoxnorPvg | 20 mr/mnno 1 mn s obmexeHo BMPOGHMLITBA, 3MiHn 3 aKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peyenmom
amnynax Ne 5y nauuj; BiANOBIgabHICT KOHTPO/Ib SKOCTI, KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
Ne 5 (5x1) y 6nictepax 10 "[ocnigHwnii BUMYCK cepil: rOTOBOrO NikapCbKOro 3acoby (BUyYEHHS YNakoBKW NEBHOIO
y nauuj 3asog "MHUAC" ToBapuncTBO 3 pO3Mipy) (BUTyYEHHST YNaKoBOK rOTOBOTO /iKapCbKoro 3acoby);
0bMexeHoto 3miHu | TMnNYy - 3MiHK 3 SKocCTi. FoTOBMIA Nikapcbkuii 3aci6.

BiANoBiAANbHICT
10 "[ocnigHni
3asog "MHUIC",
YKpaiHa,;

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AIKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MexeHot
BiANOBIAAbHICT
10
"®apmaueBTUYH
a Komnais
"3popos'a’,
YKpaiHa

3MiHM Y BUPOOHULTBI. 3amiHa abo BBeeHHS [04aTKOBOI
AinbHULI BUPOBHMLTBA 418 YacTWHM abo BCbOro BUPOBHNYOro
npoLiecy rotToBOro Nikapcbkoro 3acoby (AinbHMLSA, Ha ki
npoBoAATLCA ByAb-AKi BUPO6HMYI CTafii, 3a BUHATKOM BUMYCKY
cepii, KOHTPONO AKOCTi Ta BTOPUHHOTO NakyBaHHA A1
CTEPUIbHUX NiKapCbKMX 3aco6iB (BKOYaouM BUPOOeHi
acenTUYHUM METOAO0M), KPiM /liKapCbKUX 3aco6iB
6i0N10r4YHOro/iMyHONONYHOTO NOXOAKEHHS) (BBEAEHHS HOBOTO
aMy/nbHOrO Liexy 3 OfHVM BUAOM NakyBaHHS: no 5 amnyn y
6nictepi, no 1 6nicTepy B nayLi, 4O4ATKOBO A0
3arBepmxeHoro uexy Mo (ans BMpo6HMYOI AinbHAL
ToBapyCTBO 3 0OMEXEHOI0 BiAMOBIAAIbHICTIO
"®apmaueBTMUHA KOMNaHisa "380poB'a") CynyTHA 3MiHa -
3MiHK 3 AKOCTi. F0TOBUIA NiKapCbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS [,0AaTKOBOI AiNbHUL
BMPOGHMLTBA [/151 HACTUHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO MikapCbKOro 3acoby (AibHUUSA 4715 BTOPUHHOTO
nakyBaHHS) (BBEEHHS HOBOrO amy/IbHOTO LiexXy 3 OAHUM
BMOM NakyBaHHsA: no 5 amnyn y 6nictepi, no 1 6nictepy B
nauui, 404AaTKOBO [0 3aTBepAXeHoro uexy Mo (ans
BMPO6GHUYOI AinbHML TOBApUCTBO 3 06MEXEHO
BiANOBIAANLHICTIO "dapmaleBTMYHa komnaHis "340poB'a");
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs BUpOOHUYOI
AiNbHUUI (BKOYaoum AinbHudi ana A®l, npomikHoro
nNpoAayKTy abo roToBOro NiKapcbkoro 3acoby, AinbHuUL ANs
NpoBefEeHHS NaKyBaHHS, BUPOGHYMKa, BignoBigabHOro 3a
BWMYCK Cepiid, MicLle NPoBeAEHHS KOHTPO/IO cepii) abo
noctavasibHuMKa BUXigHOro martepiasny, peareHty abo
[OMNOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y A0CbE) (BUTyYEHHS
dhyHKLii — BCi cTaii BUPOGHMLTBA — 3 BUKOHYBaHWX (DYHKLIiiA
(BCi cTagii BUPOOHULITBA, KOHTPOb AKOCTI, BUMNYCK cepii) Ans
BMPOGHMKa TOBapNCTBO 3 0OMEXEHOI0 BifNOBIfa/IbHICTHO
"MocnigHuii 3aBog «MHLIC», YkpaiHa (agpeca: XapkiBcbka
065., MmicTo XapkiB, By/mUs Bopo6iioBa, 6yanHokK 8); 3MiHu |
TUny - AOMIHICTPaTMBHI 3MiHW. 3MiHA HallMeHyBaHHsA Ta/abo
afpecy MicL NPoBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOro Nikapcbkoro 3acoby, BKIYaUN AiNbHAL BUMYCKY
cepii abo micue NpoBefeHHS KOHTPOSIO AKOCTI. (fis/IbHICTb, 3a
AKy BifgnoBigae BUPOGHMK/iMNOpTEp, BK/IKOYAKYM BUMYCK Cepili)
(YTOYHEHHS Y BUKNAAEHHI MiCLLe3HaXOMKEHHA Ta
HalilmeHyBaHHS BMpOGHMKIB rOTOBOrO NikapCbKoro 3acoby
(NpyBEeAEHO Y BigNOBIAHICTb A0 NiLleH3ii Ha BUPOOHULITBO
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3assHuUK

Kpaina
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2
0 NocBi04YeHHs

nikapcbkoro 3acoby); 3MiHun | Tuny - AgMiHICTPaTUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHvKa
peecTpavuiiiHoro nNocBig4eHHs1) (YTOUHEHHS Y BUKTAAEHHI
MiCLLe3HaXOPKEHHS Ta HaliMeHyBaHHA 3asiBHMKa (BNacHUKa
peecTpavuiiHoOro NoCBiAYEHHS) TOTOBOrO JIiKapCbKoro 3acoby);
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJII0 SAKOCTi FOTOBOTO NiKapPCbKOro
3acoby (3amiHa abo goaaBaHHS BUPOOHMKa, LLO BiAMNOBIgaE 3a
BBE3€eHHs Ta/abo BuUnyck cepii) - Bkatoyaoun
KOHTPO/Ib/BMNPOBYBaHHSA cepil (BHECEHHS PYHKLT - BUMYCK
cepil 0 BUKOHyBaHUX (DYHKLIl (BCi cTagii BUpo6bHMLTBa,
KOHTPO/1b AKOCTI) /719 BUPO6GHMKA TOBapUCTBO 3 OOMEXEHOI0
BiANOBIAa/IbHICTIO "dapmaLeBT1YHa KoMNaHis "340pos's”,
YkpaiHa); 3MiHu | Tuny - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3Mmipy cepii (Bknovaroun
Jiana3oH po3Mipy cepil) roTOBOro Nikapcbkoro 3aco6y (iHLwi
3MiHVW) (BBELAEHHSA 00AaTKOBOro po3Mipy cepii npenapary y
3B'A3KY 3 BBEAEHHAM aMry/IbHOro Liexy [0 A0AATKOBOI
BMPO6GHUYOI AinbHML TOBApUCTBO 3 06MEXEHO
BignoBigasbHICTIO "®apmaleBTUYHa KoMNaHisa "340poB'sa'":
Po3wmip cepii cknagae: 1 ma (40 n a6o 40000 amnyn)(195 n
a60 195000 amnyn)(425 n abo 425000 ammnys)

197.

XONMYJLEKCAH

kancynu Teepai, no
300 mr Ne 20 (10x2) y
6nicTepax

"YOPN]
MEAMLIH
NIMITEL"

Benvka
BputaHis

«ABLI IBPAXIM
lnau CaHai Be
TipkapeT A.LL.»,
TypeuunHa;
YOPNA
MEAVNUWH I1AY
CAH. BE TIK.
AL,
TypeyunHa

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TUMY - 3MiHW A0 IHCTPYKLIT 4719 MEeANYHOro
3acTocyBaHHA y po3ginu: MpoTtunokasaHHs. MepefosyBaHHS.
Mo6iyHi peakuil, 3rifHO 3 iHdopmaLieto Wwoao 6esnekn
3aCTOCyBaHHS Ajtlo40i PEeYOBMHM YPCOAE30KCMX0NEeBa KUC/I0Ta

3a
peyenmom

UA/14162/01/01

198.

XYMIPA®

PO34UH A5 iH'EKUN,
40 mr/0,8 MmNy
nonepegHL0
HanoBHEHWX
0/IHOA,030BUX
wnpuuax Ne 1 a6o Ne
2 y KOMNAeKTi 3
cepBeTkamu, abo y
thnakoHax, 1 Habip
MicTUTb: 1 chbnakoH, 1
wnpuy, 1 ctepunibHa
ronka, 1 ctepunbHWii
ajanTep ans
chnakoHy, 2 cepBeTKu,
no 2 Habopw B
30BHILLHIli KAPTOHHiIl
Kopobui (KoxeH Habip

EG6BI
BiochapmacbtoTik
an3 rméx

LLiseiiuapis

nikapcbka
thopma
nepBuHHE
nakyBaHHS:
Bettep ®apma-
®epTiryHr MM6X i
Ko. KT,
HimeuuunHa;
BTOPVIHHE
nakyBaHHS:
Bettep ®apma-
®epTiryHr MM6X i
Ko. KT,
HimeuuunHa;
TeCcTyBaHHS:
E668i [oiiuneHs
'm6X i Ko. KI,

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
3MiHN y TepaneBTUYHKX Nokas3aHHAX (4o4aBaHHA HOBOro
TepaneBTUYHOro NokasaHHa abo 3MmiHa y 3aTBepipkeHoMy
nokasaHHi) (40 iHCTpyKLi y po3ain "lMNoka3aHHsa" - foAaHHSA

nokasaHHs [HiliHWiA rigpogeHiT ans wnpuus) (TepMi

BBEJEHHS 3MiH MPOTAroM 6-Tu MicALIB NiCNSA 3aTBEPLKEHHS);

3MiHn |l Tuny - 3miHK WoAo 6e3nekn/ehekTBHOCTI Ta
hapmakoHarniagy. 3MiH1 y TepaneBTUYHNX NoKasaHHsX

(moaaBaHHA HOBOrO TepanNeBTUYHOIO NokKasaHHA abo 3miHa y

3aTBEpPAKEHOMY NoKasaHHI) (40 iHCTPYKUi y po3ain
"Moka3aHHA" - po3LWMpPEeHHS WoA0 nokasaHHA FOPA ans
hnakoHa Ta ansa wnpuus) (TepmiH BBe4EHHS 3MiH NPOTATOM
6-Tv MicALiB Nicnsa 3aTBepKEHHS); 3MiHM I Tuny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsagy. 3mMiHu y
TepaneBTUYHMX NOKa3aHHAX (foAaBaHHs HOBOTO
TepaneBTWYHOro NokasaHHs abo 3MiHa y 3aTBepAKEHOMY

3a
peyenmom

UA/13612/01/01




103 IIpojoBKeHHs fojaTKa 3
Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs
3anakoBaHui y HimeuuunHa; nokasaHHi) (40 IHCTpYKLi y po3ain "MNoka3aHHa" - foAaHHSA
BHITPILLHIO KAPTOHHY BMNYCK cepil: nokasaHHs bnswkoBuii ncopias y gitein ansa dnakoxa) (Tepm
KOpoOKy) E66BI iH BBEIEHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
BioTekHonoaxi 3aTBEpPAKEHHS); 3MiHu Il Tvny - 3MiHK Woa0
v6X, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay. 3MiHM y KOpOTKiiA
HimeuuunHa XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLT A8 MeAMYHOro 3aCTOCYBaHHS Y 3B'AI3KY i3 HOBUMU
LAHUMU 3 SKOCTi, AOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta
LaHumu 3 dhapmakoHarnsagy (oHoBneHHs 3rigHo CCDS) go
iHCTPYKUil y po3gin: "Mo6iuHi peakuii") (TepmiH BEAEHHS 3MiH
NpOTArom 6-T1 MicAUIB Mic/A 3aTBEpMKEHHS); 3MiHu Il Tuny -
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta dhapmakoHarnsaay.
3MiHW Y KOPOTKiil XapakTepuCTuLi NiKapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii 415 MeANYHOro 3aCTOCyBaHHA Y
3B’A3KY i3 HOBUMW JaHUMVU 3 IKOCTi, AOKNIHIYHUMU, KIIHIYHUMUN
[aHUMKU Ta faHumuy 3 hapmakoHarnsgy (40 iHCTPyKUil y
po3gin: "Cnoci6 3actocyBaHHS Ta A03K) (TepMiH BBEAEHHS
3MiH NPOTArom 6-Tu MicALIB Nic/a 3aTBEPAKEHHS)
199. | LULMNPO®DPNIOKCA | KpucTastiyHuii TOB "TK Ykpaina AaprTi [par3 IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/14021/01/01
LUHY MOPOLLIOK (Cy6CTaHLis) "ABPOPA" Niviten 3MiHW | TURY - 3MiHKU, NOB'A3aHI 3 HEOOXIAHICTIO MPUBEAEHHS Y
rigpoxnoruvj y noABiliHMX BiANOBIAHICTL A0 MoHorpadii AdY abo EBponeiicbkoi
nonieTuIeHoBmx thapmakonei, abo iHLIOi HaLioHasTbHOI thapmakonei Aepxasu
MilKax ans €eC
BMPOOHULTBA
HeCTepU/IbHNX
NiKapcbknx 3acobis
200. | UATO3AP® niodpinizat ans Mdpaiizep IHK, CLIA AkTasic ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/4840/01/02
pO3unHy A5 iH KL CLWA C.n.A, Itania 3MiHW Il TMNYy - 3MiHK JO IHCTPYKUIT AN18 MeanYHOro peyenmom
no 100 mr, 1 donakoH 3 3acTocyBaHHs y po3ginu: "MpoTunokasaHHs", "Croci6
niogpinizatom Ta 1 3acTocyBaHHA Ta go3un”, "MobiyHi peakuii”, "3acTocyBaHHs y
amnyna 3 nepiog, BariTHOCTi abo rogyBaHHs rpygar”, "Ocobnvsi 3axoam
PO3YMHHMKOM (CnMpT 6e3nekun”, "OcobMBOCTI 3acTocyBaHHS", "B3aemogis 3 iHWMMK
6eH3unoBuiA, Boga nikapcbkMKM 3acobamm Ta iHWi Buan B3aemMogiii". BBeaeHHs
Ans iH'ekuii) no 5 mn 3MiH npoTsArom 3-X MicALiB nicnsa 3aTBepAKeHHsA
Y KApTOHHIlA Kopobui
201. | UATO3AP® niogpinizat gns Mdcpaiizep IHK CLWA AxTasic ITanis ITanisa BHECEHHS 3MiH 10 peecTpavLiiiH1ux maTepianis: 3a UA/4840/01/01
PO34MHy A8 iH ek C.n.A. 3MiHK || TRy - 3MiHK A0 IHCTPYKLiT A/19 MegMYHOoro peyenmom
no 1000 mr, 1 dpnakoH 3acTocyBaHHs y po3ginu: "MpoTunokasaHHs", "Croci6
3 niodpinizaTtom y 3acTocyBaHHs Ta go3n", "MobiuHi peakuii’, "3acTocyBaHHs y
KapTOHHI KOpOOLii nepiog BariTHOCTI abo rogyBaHHs rpyaat”, "OcobmBi 3axom
6e3nekun”, "OcobMBOCTI 3acTocyBaHHS", "B3aemogis 3 iHWMMK
nikapcbkvMK 3acob6ami Ta iHLWi BUAM B3aemogili". BBefeHHA
3MiH NPOTArom 3-xX MicsiLiB nicisa 3aTBepPAKEHHSA
202. | APUHA® NNKOC TabneTkn, BKpUTI Baiiep ®apma HimeyunHa Baiiep ®apma HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/12155/01/01
060n0Hkoto, Ne 28: no Al Arl, HimeyuunHa; 3MiHM | TURy - 3MiHa po3Mipy cepii (BKYatoumn giana3oHu) peyenmom

21 Tabnetui
OpaHXeBoro Kosibopy i
no 7 TabneTok CBIiT/N0-
OpPaHXEeBOro KoJsibopy

Baiiep Baiimap
'm6X i Ko. KT,
HimeuuunHa

A®| a60 NPOMKHOro MPOAYKTY, AKNIA 3aCTOCOBYETLCS Y
npoueci BupobHuuTea A®I (36inbLueHHs go 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MiIPOM)
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Ne Hassa Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK Bionycky peecmpayiliHo2
3acoby ynakosKa) a 0 NocBi04YeHHs

B 6nicTepi; no 1
6nicTepy B KapTOHHIl
nayui

HauyanbHUK YnpaBniHHA
thapmaueBTUUYHOI AiANBHOCTI Ta
AKOCTI (hapMmaueBTUUHOI NPOAYKLiT

T.M. IacKOoBCbKUM




Aopatok 4
A0 Hakasy MiHicTepcTBa OXOPOHU

340pPOB’A YKpaiHu
03.11.2016 Ne 1166

NEPENIK
NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIOJIOMNYHUX NPEMAPATIB), AKAM BIAMOB/IEHO Y AEP)XABHIN

PEECTPALII, NEPEPEECTPALLII TA BHECEHHI 3MIH 0 PE€CTPALI,II7IH_I_/IX MATEPIANIB
TA AEP)XXABHOI'O PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma 3assHuUK KpaiHa Bupo6Huk KpaiHa riocmasa Npoyedypa
n/n | nikapcbko20 BUMYCKY
3acoby
1. A3UTPAN Tabnetky, Wo Anemoik IHais Anemoik IHAais 3acigaHHa HEP Ne 06 | BigMoBUTU y pAepxaBHili peecTpauii -
KIATAB AvcnepryloTbes dapmac'ioTikenc dapmac'ioTikenc Big 30.06.2016 3HATTA 3 PO3rNS4Y Ha eTani cnewiaslizoBaHoi
no 100 mr Ne 3 NimiTepq, NimiTepq, eKCNepTU3n 3rigHo BUCHOBKY [enapTameHTy
(3x1), in bulk Ne 3acigaHHa KK MO3 hapmaueBTUYHOT AiS/IbHOCTI - peecTpauis
1000 Ne 07 Big 17.06.2016 | Ha 5 pokiB
3rigHo ab3auy n'atoro nyHkty 9. MNopsagky
JepxaBHOi  peecTpauii  (nepepeecTpadiii)
NiKapCbKnx 3aco6iB, 3aTBEPAKEHOr0
noctaHosoto KMY Big 26.05.2005 Ne 376,
OCKapXXeHHs1 He HaAxoamnno
2. AO/NAPEH®-SR TabneTtkn Habpoc dapma IHais Habpoc ®apma IHAais 3acigaHHa HEP Ne 07 | BigMoBUTU y pAepXaBHiii peecTpauii -
NPOJIOHroBaHoO| MeT. N14. Met. NiTA. Big 28.07.2016 BigMOBa Ha eTani creujasnizoBaHol
4ii, BKpUTI eKcnepTusn 3rigHO 3 BMCHOBKamu
060/I0HKOI MO [JenapTtameHTy thapmaueBTUYHOT AisiSIbHOCTI,
200 mr Ne 30 YnpaBniHHA  ekcnepTusy  MaTepianis 3
(10x3) y cTpunax GioekBiBaNIEHTHOCTI Ta 3a  OGaXaHHsAM
3asBHMKa - peecTpayis Ha 5 pokis
3rigHo ab3auy n'atoro nyHkty 9. Nopsagky
JepxaBHOi  peecTpauii  (nepepeecTpadii)
NiKapcbKmx 3aco6is., 3aTBEpPKEHOr0
noctaHosot KMY Big 26.05.2005 Ne 376,
OCKapXXeHHs1 He HaaxoAWIo
3. E®EPA/TT AH TabneTky wmnydi YIMNCA CAC ®paHLis YIMCA CAC, ®paHLis 3acifaHHa HTP Ne 16 | BigMoBuTU y 3aTBepKeHHi 3MiHN - 3MiHN
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no 500 wmr, no 4
Tabnetkn y
cTpuni, no 4
cTpunn y
KapTOHHI KopooLi

Bif 15.09.2016

| TMNy - 3MmiHa y KOPOTKi/A XapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHA Ta
IHCTPYKLUi AN Me[MYHOro 3acTOCyBaHHA Ha
nigcTaBi perynsipHO OHOB/IOBAHOrO 3BITY 3
6e3nekn nikapcbKoro 3acooy, abo
jocnigpkeHb 3 6esneks  3aCTOCYyBaHHS
nikapcbkoro 3acoby B nicisipeecTpauiiHuia
nepiog, abo Sk pe3ynbTaT OLUIHKM 3BITY 3
JocCnifxeHb, MpoBedeHUX BiAnNoBiAHO A0
nnady negiatpuyuHux — gocnigxeHs  (PIP)
(3Mi,Hy  y3rompKeHo 3 KOMMETEHTHUM
YNOBHOBaXeHUM opraHom) (B.1.3. (a), IAHM),
(3miHn B.1.3. (a), IAHN camocTiiiHO noAaHi
3a8BHVKOM Yy BIANOBiAb Ha 3ayBaXXeHHS
JenaptameHty nicnspeecTpawiiiHoro
Harns4y npyv ekcneptusi martepianis LWoao
nepepeectpadii), y 3B'A3KY 3
HeBiANOBIAHICTIO 3asB/eHili npoLeaypi

XnopeooininTt

pPO34uH
CNUPTOBMWA, 10
mr/mn no 100 mn
y donakoHi
CKISIHOMY abo
noniMepHomMy, no
1 dnakoHy B
nadyui; no 100 mn
y 6aHui, mo 1
GaHui B nauui; in
bulk no 100 mn y
onakoHi
CK/IAHOMY abo
noniMmepHomy, abo
GaHUj, no 48
6aHoK abo
(h/1aKoHIB y KOpOOi

MAT
"Tannudpapm"”

YkpaiHa

NAT
"Tannudpapm"

YkpaiHa

3acigaHHa HTP Ne 17
Big 29.09.2016

BiaMoBUTK y 3aTBepA)KeHHi 3MiHN - 3MiHN
| TMNy - 3MiHM y KOPOTKIA XapakTepucTui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHA Ta
IHCTPYKLii Ans MeAMYHOro 3acTOCyBaHHSA
reHepuyHmx/ riopnaHnx/ 6ionogibHnx
niKapcbknx 3acobiB nic/is BHECEHHA  Tiel
camoi 3MiHM Ha pediepeHTHUA npenapat
(3miHa He noTpebye HafaHHA XOLHUX HOBUX
pogarkoBux gaHux) (B.1.2. (a), 1B), ockinbku
nikapcbknii 3aci6 He € reHepu4yHUM

HauyanbHuK YnpasniHHA
chapmaueBTNUYHOI AiANBLHOCTI Ta
AKOCTI chapmMaueBTUUHOI NPOAYKLT

T.M. IacKkoBCbKUM
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