MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
04.10.2018 Ne 1810
Kuis

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

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

HAKA3Y1O:

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

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

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

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

B.o. MinicTpa Y. CYIIPYH



NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX NPEMNAPATIB), SKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
04.10.2018 Ne 1810

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa Bupo6HuUKa Peecmpayitina Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa npoyeoypa BionycKy HHSA peecmpayitiHo2o
3acooby ynakoska) nocBi04Y€eHHs1
1. BNEOMIUHY nopoLuok (cybcTaHLis) TOB "lOpis- YkpaiHa CIKOP COYIETA’ ITanis peecTpauis Ha 5 pokis - He nionsieae UA/16955/01/01
CYNb®AT Y CKNAHUX NAsLwKax Papm” ITAJTIAHA
ans KOPTIKOCTEPOIAI
hapmaLeBTUUYHOTO C.P.N.
3acToCyBaHHs
2. OEMOTOH-B PO34MH AN1S1 iH'EKLA No OEMO CA Ipeuis OEMO CA Ipeuis peecTpadist Ha 5 pokis 3a He nidnsiecae UA/16956/01/01
HEO 2 Mmn B amnynax NelO dPapmacbioTuKan PapmacboTuKan peyenmom
IHOacTpi IHaacTpi
3. AYTPUC Kancynu m ski no 0,5 KPKA, a.4., CnoseHis KOHTpONb cepii: CnoseHis/ peecTpauis Ha 5 pokis 3a He nionsieae UA/16957/01/01
Mr, no 10 kancyny HoBo mecTto KPKA, a.4., Hoso IcnaHisi/ MepioAnyHICTb NOAAHHS peyenmom
6nicTepi; no 3 abo 9 mMecTo, CroBeHis; YropumHa perynspHo OHOB/IOBAHOro

6nicTepiB y KAPTOHHIi
Kopo6ui; no 15 kancyn
y 6nicTepi; no 2 a6o 6
6nicTepiB y KAPTOHHIl
Kopoo6Ui

BTOPWHHA YNaKoBkKa,
KOHTPO/b Ta BUMYCK
cepit:

KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b Ccepil:
NNABOPATOPIO AP.
. EHEBAPHE
AHATNICI3, C.A.,
IcnaHis;
KOHTPO/b Cepil:
BECCI/IIHI YropuuHa
KdpT., YropLymHa,;
BMPO6HMUTBO "in bulk”,
nepBrHHA Ta
BTOPWHHA YNaKoBkKa,
KOHTPO/b Ta BUMYCK
cepit:
Nab6opaTopioc J/leoH
dapwma, C.A., IcnaHis

3BITY 3 6€3neku BignoBigHO
0o Mopsaky 34iCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii
Ykpaiuu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpPOHU
3[0pOB’sl YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpoKamul, 3a3HauyeHuMn y
nepiognYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.




y 6nictepi; no 3
6nicTepy B KAPTOHHIN
KOpoo6Li

'M6X, HimeyunHa;
BMPO6HMLTBO "in bulk"
(kancynsuis),
nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
TecTyBaHHS:
3aknag
dapmaueBTUYHNN
Apamvep ®apma C.A.,
MonbLa;
BMPO6HMLTBO "in bulk"
(rpaHynAauis Ta
3MillyBaHHS),
nepBUHHE Ta
BTOPWHHE MakKyBaHHS,
TeCcTyBaHHS:
Mab6'aHiybki 3aknagn
dapmaLleBTUYHI
MNONb®A C.A.,
MonbLa

perynsipHO OHOB/IOBAHOIO
3BiTYy 3 6€3Meku BignoBigHO
0o Mopagky 34iicHeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oM
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefaxuii Hakasy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiognYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3nekn

Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6Huk KpaiHa Bupo6HUKa PeecmpayitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
4. CAPTANIH Kancynv Teepgi, 8 mr/5 TOB "CaHpo3 YkpaiHa BWMYCK Cepil: Monbwa peecTpauisi Ha 5 pokiB 3a He nionsiecae UA/16959/01/01
mr, no 10 kancyn y YkpaiHa" Cantotac dapma MepioAnYHICTb NOAAHHSA peyenmom
6nicTepi; no 3 M6X, HimeyunHa; perynsapHo OHOB/IHOBAHOrO
6nicTepy B KAPTOHHIi BMPO6HMUTBO "in bulk" 3BiTy 3 6€3Meku BignoBigHO
KopooLi (kancynsuis), 0o Mopsaaky 34iicHeHHS
nepBUHHE Ta thapmakoHarnagy,
BTOPWHHE MaKyBaHHS, 3aTBEPAKEHOIO HakasoM
TecTyBaHHS: MiHicTepcTBa OXOpOHM
3aknag 370pOB’A YKpaiHu Bif, 27
dapmaleBTUYHNI rpyaHa 2006 poky Ne 898,
Apavepg ®apma C.A., 3apeecTpoBaHuii B
MonbLa; MiHicTepcTBi tocTuii
BMPO6HMLTBO "in bulk" Ykpainu 19 rpyaHsa 2016
(rpaHynauia Ta poky 3a Ne 1649/29779 (y
3MiLLyBaHHS), pepakuii Hakasy
nepBuHHe Ta MiHicTepcTBa OXOpPOHM
BTOPUHHE NakyBaHHS, 3[10pOB’A YKpaiHu Big 26
TECTyBaHHA: BepecHa 2016 poky Ne
Mab'aHiybki 3aknagn 996), CTaHOBUTb: 3riAHO 3i
dapmMaLeBTUYHI CTpoKamu, 3a3Ha4yeHnMn y
MONb®A C.A,, nepioguyHoCTi NoJaHHA
Monbwa perynsipHux 3BiTiB 3
6e3nekn
5. CAPTANIH Kancynv Teepgi, 16 TOB "CaHpo3 YkpaiHa BWMYCK Cepil: MonbLa peecTpauis Ha 5 pokis 3a He nionsieae UA/16960/01/01
mr/5 mr, no 10 kancyn YkpaiHa" Cantotac dapma MepiognyHIiCTb NoAaHHSA peyenmom




Ne Hassa ®opma surnycky 3asBHUK Kpaina Bupo6Huk KpaiHa Bupo6HUKa PeecmpayitiHa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa npoyeoypa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6. CAPTANIH Kancynv Teepgi, 16 TOB "CaHpo3 YkpaiHa BWMYCK Cepil: Monbwa peecTpauisi Ha 5 pokiB 3a He nionsiecae UA/16959/01/02
mr/10 mr, no 10 YkpaiHa" Cantotac dapma MepioAnYHICTb NOAAHHSA peyenmom

Kancyn y 6nictepi; no
3 6nictepu B
KapTOHHI KopooLyi

'M6X, HimeuunHa;

BMPO6HMUTBO "in bulk"

(kancynsuis),
nepBUHHE Ta
BTOPUHHE MaKyBaHHA,
TecTyBaHHS:
3aknag
dapmaleBTUYHNI
Apavepg ®apma C.A.,
MonbLa;

BMPO6HMLTBO "in bulk"

(rpaHynauia Ta
3MiLLyBaHHS),
nepBuHHe Ta

BTOPWHHE MakKyBaHHS,
TeCcTyBaHHS:
Mab'aHiybki 3aknagn
dapmaLeBTUYHI

MONMb®A C.A,,

Monbwa

perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6€3Meku BignoBigHO
£o Mopsaaky 3aiicHeHH:
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuii
Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefaxuii Hakasy
MiHicTepcTBa OXOpOHHK
3[10pOB’A YKpaiHu Big 26
BepecHa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepioguyHoCTi NoJaHHA
perynsipHux 3BiTiB 3
6e3nekn

B.o. HaYanbHUKa YnpaBniHHA papMmaleBTUYHOIT
AIANBHOCTI Ta AKOCTI (papmavueBTUYHOT NpoAYKLUil

H.B. Myuan




MEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONTONYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

04.10.2018 Ne 1810

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu PexknamysaHHs1 Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa Bionycky peecmpayiliHo2
3acoby ynakoska) 0 MoCBIOYEHHs
1. ANb®A A3- Kancynm m'ski no TeBa I13painb BMPOGHWK, SKWIA HimeuunHa/ MepepeecTpauisi Ha HeOBMEXEHWIA 3a He nidnsizae UA/9309/01/01
TEBA 0,25 mkr, no 30 abo $apmaueBTikas Bignosigae 3a I3painb TEPMiH. peyenmom
no 60 kancyny IHpacTpi3 /T4, BMPOGHULTBO in 3MiHK Wwopao 6esnekn/edekTMBHOCTI

KOHTelHepi; no 1
KOHTelHepy y
KopoobLi

bulk:
KataneHt
Himeuunna
E6epb6ax MvbX,
HimeuuunHa;
TeBa
dapmaveBTikan
IHpacTpis g,
I3painb (KOHTpONb
AKOCTI;
BUPOGHWK, KW
Bignosigae 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii)

Ta thapmakoHarnsgy. 3miHa y
KOPOTKIll XapakTepuCTu1Li NikapcbKoro
3aco6y, TeKCTi MapkyBaHHs Ta
IHCTPYKLji 4Ns MegnyHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb
3 6e3nekn 3acToCcyBaHHS Nikapcbkoro
3acoby B nic/sipeecTpavjiitHuii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3
nocnimpkeHb, NpoBeAeHnX BignosigHo
[0 nnaHy negiatpuyHnX fOCAiAKeHb
(PIP) (iHWi 3MiHN) - 3MiHM BHECEHO A0
IHCTPYKUIT ANA MeguyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
po3gainis: "®apmakosnoriyHi
BnacTusocTi", "MNokasaHHaA"
(peparyBaHHs TekcTy - 6yno: "Ana
3HAYHOTO 3HWKEHHS YacTOTHOCTI
najjiHHA cepep noaeli NiTHLOTo BiKy",
cTaU1o: "3 MeTo CYTTEBOr0O
3MEHLUEHHS 4acToTu NagiHb cepeg,
nopaeli NiTHboro Biky"), "B3aemogist 3
HLUIMMKU NikapcbkMKM 3acobamu Ta
iHWi BUAM B3aemogiii", "OcobnnBocTi
3acTocyBaHHs", "lMepeno3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0
mMarepianis peecTpauiiHoro JOCbE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 3A4iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300p0B’s1 YKpainu Bif 27 rpyaHs 2006




Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKamu,
3a3HavyeHVMU y NepiognyHoCTi
NOAAHHSA PerynapHuX 3BiTiB 3
6e3neku.
2. ANNMb®A A3- kancynu m'ski no 0,5 TeBa 13painb BMPOGHWK, SKWiA HimeyunHa/ MepepeecTpauisi Ha HEOOMEXEHMIA 3a He nidnsizae UA/9309/01/02
TEBA Mkr, no 30 a6o no 60 | dapmaueBTikan Bignosigae 3a I3painb TEPMiH. peyenmom
Kancyny IHpacTpis /T4, BMPOGHMLTBO in 3MiHu Wwoao 6e3nekn/eddekTMBHOCTI

KOHTeliHepi; no 1
KOHTEWHepy y
KOpoo6Li

bulk:
KataneHt
HimeuunHa
E6epbax M6X,
HimeuumnHa;
TeBa
dapmaLeBTikan
IHgacTpis NTg,,
I13painb (koHTponb
AKOCTI;
BMPOGHWK, SKWIA
BignoBigae 3a
nepBrHHE Ta
BTOPUHHE
nakyBaHHs, BUMYyCK
cepir)

Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANa MeguyHoro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigkeHb
3 6e3nekn 3acTocyBaHHS NikapCbKoro
3acoby B mic/isipeecTpaviiiHuii nepiog,
a60 AK pe3ynbTarT OLiHKM 3BITY 3
AoCnigpKeHb, NPoBeAEeHVX BiANOBIAHO
[0 NnaHy nefiaTpuyHyx AOCifKeHb
(PIP) (iHWi 3MiHW) - 3MiHW BHECEHO A0
IHCTPYKUIi N8 MeguyHoro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainis: "®apmakonoriyHi
BnacTusocTi", "MNoka3aHHsA"
(peparyBaHHs TekcTy - 6yno: "Ans
3HAYHOrO 3HWKEHHS YaCTOTHOCTI
nagiHHA cepeg noaeli NiTHLOTo BiKy",
cTasno: "3 MeTol CyTTEBOro
3MEHLLEHHS YacToTu NagiHb cepeg,
noaeli NiTHLOro Biky"), "B3aemogis 3
iHLWIMMKU NikapcbkMK 3acobamu Ta
iHWi BMAW B3aemogiin”, "OcobmBocTi
3actocyBaHHs", "lMepeno3yBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0
Marepianis peecTpaLiiHoro 10ChLeE.
MepioanyHICTb NOAAHHSA PErynsipHoO
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B




Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MinicTepcTBa
OXOPOHU 34,0P0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavYeHVMU y NepiognNYHOCTI
noJaHHsa perynsapHux 3BiTiB 3
6e3neku.
3. ANb®A 3- Kancynm m'saki no 1,0 TeBa I13painb BMPOGHWK, AKWIA HimeuunHa/ MepepeecTpauisi Ha HeOBMEXEHWA 3a He nidnsizae UA/9309/01/03
TEBA mkr, no 30 abo no 60 | PapmaueBTikan Bignosigae 3a I3painb TEePMiH. peyenmom
Kancyny IHpacTpi3 /74, BMPOGHMLTBO in 3MiHK Wwoao 6esnekn/edekTMBHOCTI

KOHTelHepi; no 1
KOHTelWHepy y
KopoobUi

bulk:
KaTtaneHt
Himeuunna
E6epb6ax MvbX,
HimeuuunHa;
TeBa
dapmaneBTikan
IHpacTpis Mg,
I13paine (koHTponb
AKOCTI;
BUPOGHUK, SIKWIA
BiAnosigae 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii)

Ta thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TeKCTi MapKyBaHHs Ta
IHCTPYKLii ANs MegnyHOro
3aCTOCyBaHHS Ha MigcTaBi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro
3acoby B nicnsipeecTpayinHnii nepiog,
abo K pe3ynbTar OLiHKU 3BITY 3
nocnimkeHb, NpoBeAeHnX BignosigHO
[0 NnaHy negiatpudHnx 4OCigKeHb
(PIP) (iHWi 3MiHN) - 3MiHM BHECEHO A0
IHCTPYKUIT ANa MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3gainis: "®apmakosnoriyHi
BnacTusocTi", "MNokasaHHA"
(peparyBaHHs TekcTy - 6yno: "Ansa
3HAYHOrO 3HWKEHHS YacTOTHOCTI
najjiHHA cepep noaeli NiTHLOro BiKy",
cTaU1o: "3 MeTo CYTTEBOI0O
3MEHLUEHHS YacToTu NagiHb cepeg,
nofeli NiTHLOro Biky"), "B3aemogist 3
HLWIMMKU NikapcbkMKM 3acobamu Ta
iHWi BMAM B3aemogiii", "OcobnnBocCTi
3actocyBaHHs", "lMepeno3yBaHHA",
"Mo6iuHi peakuii" BigNOBIAHO A0
mMarepianis peecTpauiiHoro JOCbeE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
340pOB’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19




Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB’SA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3HavYeHMU Y NepiognyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.
4, BITYB® PO34MH AN iH'EKLi, TOB "tOpisi- Ykpaina TOB "HOpia-®apm” YkpaiHa MepepeecTpaLis Ha HeEOOMEXEHWIA 3a He nionsizae UA/13377/01/01
100 mr/mMmnno 5 mny Papm” TEPMiH. peyenmom
thnakoHi; no 10 abo MepioAnYHICTb NOAAHHSA PErynspHO
no 30 chnakoHiB y OHOB/OBAHOTO 3BITY 3 6e3nekn
nauuj; no 5 mn B BiANOBIAHO A0 MNopsAaKy 3A4iCHEHHS
amnyni; no 5 amnyn dhapmakoHarnsgy, 3aTBepxeHoro
Y KOHTYpHIli Haka3oM MiHicTepcTBa OXOPOHHM
YapyHKOBIl 340pOB’A YkpaiHu Bif 27 rpyaHa 2006
ynakosLi; no 2 poky Ne 898, 3apeecTpoBaHuii B
KOHTYPHi YapyHKOBI MiHicTepcTBi tocTuLii Ykpainu 19
YyNakoBKM B nauvLli rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU Y NepiognNyYHOCTI
NOAAHHSA perynsipHuX 3BiTiB 3
6esneku.
5. AEHEBON renb no 30 ry Ty6i; Mini Xenckepe Benuka Menpo IHAjsa MepepeecTpauis Ha HeoBMeXeHWiA 6e3 nionsizae UA/9197/01/01
rENb no 1 Ty6i B Nimitep BpuTaHis PapmacbloThKanC TEPMiH. peyenma

KapTOHHI Kopo6Lyi

Mpisart JlimiTeq

3MiHM Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta
IHCTPYKUIi N8 MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigkeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro
3acoby B nic/isipeecTpaviiiHuii nepios,
a60 K pe3ynbTaT OLiHKM 3BITY 3
nocnimkeHb, NpoBeAeHnX BignosigHoO
[0 NNaHy nesiaTpuyHmxX AocifKeHb
(PIP) (3miHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKUiT AN MefuuHoro
3acToCyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "MpoTunokasaHHs",
"B3aemogis 3 iHWMMW JSliKapCbKUMM
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs
3acob6amu Ta iHWi BUAy B3aEMogiii",
"Oco611MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHsa Ta fo3n",
"MepepnosyBaHHa", "Mo6ivHI peakuii”
BiANOBIAHO A0 OHOBNEHOT iHChopMaLi
3 6e3neku Ailymx Ta JONOMKHUX
PEYOBUH JliKapCbKoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’s YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpoOKamu,
3a3HavYeHMU Y NepiognNYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.
6. AIA30/IH- Tabnetkn no 100 wmr, MpAT Ykpaina MpAT YkpaiHa MepepeecTpaLis Ha HeOBMEXEHNIA 6e3 nionseae UA/0278/01/01
AAPHULA no 10 TabneTtok y "®apmaueBTUyH "PapmaueBTuyHa TEPMiH. peyenma
KOHTYpHilA a hipma ipma "OapHuua” MepioAnYHICTb NOAAHHSA PErynsapHO
YapyHKOBIl "NapHuus” OHOB/IOBAHOTO 3BITY 3 6e3nekn
ynakosuj; no 1 BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
KOHTYPHIlA dhapmakoHarnsgy, 3aTBepxeHoro
YapyHKOBIl ynakoBL,i Haka3oMm MiHicTepcTBa OXOpPOHU
B nauui 340pOB’A YkpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU Y NepiognNYHOCTI
NOAAHHSA PerynspHuX 3BiTiB 3
6esneku.
7. ENEYTEPOKOK | ekcTpakT pigkuii NAT YkpaiHa MAT "ranuucpapm" YkpaiHa MepepeecTpauis Ha HeoBMeXeHWiA - He nidnsieae UA/9750/01/01
A EKCTPAKT (cybcTaHuis) y "Tanuucgapm” TEPMIH
PIOKNIA 604Kax nofiMepHNxX
0151 BUPOGHMLTBA
HeCTepUIbHNX
nikapcbkux popm
8. 130COPBIAY NOPOLLIOK TOB HaykoBo- YKpaina TOB HaykoBo- YkpaiHa [NepepeecTpauisi Ha HEOBMEXEHUIA - He nionsizcae UA/13554/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs
AVHITPAT (cybeTaHuis) y BMPOBHMYA BMPOGHMYa hipma TEepMiH
PO3BELEHUN noABiiHNX MilLKax 3 hipma "Mikpoxim"
nniskn "Mikpoxim"
nonieTuneHoBoi Ans
dhapmavneBTU4YHOro
3aCTOCyBaHHs
9. ITPAKOHA30/ | nenetu (cybecTaHuis) How Na6ce IHAis How Na6c¢ MpaiiBeT IHAjsA MepepeecTpauisi Ha HeOBMEXEHWA - He nidnsizae UA/13596/01/01
NENETUN 22% y NonieTuIeHoBnx MpaiiBeT Nimitepq TEPMIH
naketax gns Nimiten
BMPOGHMLTBA
HeCTepUIbHNX
nikapcbkux hopm
10. KNCEHb pignHa (cybcTaHuis) MAT Ykpaina MAT "/IbBiBCbKMiA YkpaiHa MepepeecTpauisi Ha HeOBMEXEHWIA - He nidnsizae UA/0843/01/01
MEAVNYHUI Y KpiOreHHnX "/IbBIBCbKUIA XiMi4HWi1 3aBOg" TEPMIH
PIAKWUIA i30TepMiyHUX XimMiuHW1 3aBoa"
EMKOCTSIX Ta
nocyauHax [Jptoapa
0151 BUPOGHMLTBA
KNCHIO MELNYHOro
rasonogibHoro
11. KMNHAAMIUWNH- | kancynm no 0,151 MAT YkpaiHa MAT "MoHdapm" YkpaiHa MepepeecTpauisi Ha HEOOMEXEHNIA 3a He nionsizae UA/8159/01/01
M no 10 kancyny "MoHdapm" TEPMIH peyenmom

6nictepi; no 1
6nicTepy B nauui 3
KapTOHY

3MiHY Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TeKCTi MapkyBaHHs Ta
IHCTPYKUii AN MeguyHoro
3acTOCyBaHHS
reHepnyHuX/ribpuaHux/6ionogioHmNx
NiKapcbknx 3acobiB MNic/1si BHECEHHS
Tiel camoi 3MiHW Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
Ha[aHHS XXOAHWNX HOBUX AOAATKOBUX
AaHux) - 3MiHM BHeCceHo A0 IHCTpykuii
015 MeNYHOr0 3acTOCyBaHHS
NiKapcbKoro 3acoby 40 po34inis:
"Oco61MBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakuii" BiANOBIAHO A0
iHchopmawuii pedhepeHTHOro
nikapcbkoro 3acoby JanauuH L,
Kkancynu no 150 mr. 3MiHu Wwoao
6e3nekn/epeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUii ANns
MeJMYHOro 3acTOCyBaHHsA Ha MigcTaBi
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

PeknamysaHHs1

Homep
peecmpayjiliHo2
0 1Mocsi0O4eHHs

JocnigpKeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnapeecTpaviiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negiatpuyHux gocnimpxkers (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHNUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby 0 po3giny
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
BiANOBIAHO [0 OHOBMEHOT iHchopmaLyii
3 6e3nekn 3acToCyBaHHS AOMOMDKHUX
PEYOBUH.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPsAKY 34iCHEHHS
dhapmakoHarnsgy, 3aTsepkeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
300pOoB’sA YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKamu,
3a3HavyeHVMU y nNepiognyHoCTi
NOAAHHSA PerynapHuX 3BiTiB 3
6e3neku.

12.

KOHEINPA®
KNACIK

TabneTku, BKPUTI
nNiBKOBOKO
o6onoHkoto, no 50
mr no 1 aéo no 4
Tabnetkn y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopo6Lyi

"FOHiK
PapmacboTuKan
Na6opaTtopiz"
(BipfineHHs
dipmn "Ox. B.
Kemikans eHpg,
PapmacboTuKan
3 /1tp.")

IHais

FOHiK
PapmacbioTukan
NabopaTopis
(BipLineHHs dipmun
"x. B. Kemikan3
eHf
dapmMacbioThKan3
nra.")

IHais

MepepeecTpauisi Ha HEOOMEXEHWIA
TEPMIH
3MiHu Wwoao 6e3nekn/eddekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL, NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANa MeguyHoro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigkeHb
3 6e3nekn 3acTocyBaHHS NiKapCbKoro
3acoby B Mic/isipeecTpaviiiHuii nepiog,
a60 AK pe3ynbTarT OLiHKM 3BITY 3
AOCnigpKeHb, NPoBeAEeHVX BiANOBIAHO
[0 NnaHy nefiaTpuyHyx AOCifKeHb
(PIP) (3miHy y3romxeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM

3a
peyenmom

He nionsieae

UA/8707/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

PeknamysaHHs1

Homep
peecmpayjiliHo2
0 1Mocsi0O4eHHs

opraHom) - 3MiHV BHECEHO A0
IHCTPYKUIT ANA MeguyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "lNpoTunokasaHHs",
"B3aemopis 3 iHLWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOAR",
"Oco61BOCTI 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3m",
"Mo6iuHi peakuii" BigNOBIAHO A0
mMarepianis peecTpauiiiHoro Jockbe Ta
OHOBNEHOT iHthopMaLlii 3 6e3neku
3acTOCyBaHHSA Ait040i peYOBUHN
nikapcbKoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
300pOoB’s YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riHO 3i CTpoKamu,
3a3HavYeHMU Y NepiognyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3nekw.

13.

KOHEIPA®
KNACIK

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO10, No 100
mr, no 1 a6o no 4
Tabnetkn y 6nictepi;
no 1 6nicrepy y
KapTOHHI Kopo6Lyi

"FOHiK
dapmacbloTuKan
Nab6opaTopiz"
(BigaineHHs
chipmm "Ox. B.
Kemikan3s eHp,
PapmacboTuKan
3 /1tp.")

IHais

HOHiK
dapmacbloTuKan
Nab6opaTtopi3
(BipgineHHs dipmmn
"x. B. Kemikana
eHf
dapmMacbioTVKan3
nTat)

IHais

MepepeecTpaLis Ha HeOBMEXEHNIA
TEepMiH
3MiHu Wwopao 6e3nekn/edpekTMBHOCTI
Ta thapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta
IHCTPYKUi N8 MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigkeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro
3acoby B nicnspeecTpauiliHuii nepios,
a60 K pe3ynbTaT OLiHKM 3BITY 3
AocnimpKeHb, NpoBeAeHX BiANOBIAHO
[0 NNaHy negiaTpuyHmX AOCifKeHb
(PIP) (3miHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0
iHCTPYKUii N1 MeguyHoro

3a
peuyerimom

He nionsieae

UA/8707/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

PeknamysaHHs1

Homep
peecmpayjiliHo2
0 1Mocsi0O4eHHs

3acTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainis "MpoTunokasaHHA",
"B3aemogis 3 iHWMMK SliKapCbKMMu
3acob6amu Ta iHWi BUAy B3aEMogiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3n",
"Mo6iuHi peakuyii" BigNoBigHO A0
mMarepianis peecTpauiiiHoro 1ockbe Ta
OHOB/IEHOT iHdhopMaLiii 3 6e3nekn
3aCTOCYBaHHS Ail040i PeYOBUHM
niKkapcbKoro 3acoby.
MepioanyHICTb NOAAHHSA PerynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepa)KeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MinicTepcTBa
OXOPOHU 34,0POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavYeHVMU y NepiognNYHOCTI
noJaHHsa perynsapHux 3BiTiB 3
6e3neku.

14.

KOHEIPA®
KNACIK

TabneTkun, BKpUTI
nniBKOBOKO
06010HKO0, N0 25
mr, no 1 a6o no 4
Tabnetku y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopo6Lyi

"HOHiK
PapmacboTuKan
Nab6opaTopis"
(BipgineHHs
dipmn "Ox. B.
Kemikans eHg,
dapmacbloTuKan
3/114.")

IHais

HOHiK
dapmacbioTuKan
NabopaTtopi3
(BipgineHHs dipmmn
"Ix. B. Kemikana
eHf
dapmacbioTUKan3
Nra.")

IHais

MepepeecTpauisi Ha HeOBMEXEHWA
TEPMIH
3MiHM Wwoao 6e3nekn/edhekTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TeKCTi MapKyBaHHs Ta
IHCTPYKLii ANs MegnyHOro
3aCTOCyBaHHS Ha MigcTaBi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro
3acoby B nicnsipeecTpay,inHnii nepiog,
abo K pe3ynbTar OLiHKK 3BITY 3
nocnimkeHb, NpoBeAeHnX BignosigHO
[0 NnaHy negiatpudHnX J4OCigKeHb
(PIP) (3miHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKLii ANs MegnyHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "lNpoTunokasaHHs",

3a
peyenmom

He nionsiecae

UA/8707/01/01




15

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

PeknamysaHHs1

Homep
peecmpayjiliHo2
0 1Mocsi0O4eHHs

"B3aemogis 3 iHWMMM JliKapCbKUMM
3aco6amu Ta iHLWi BUAn B3aeMoSiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHS Ta go3mn",
"Mo6iuHi peakuii” BigNoBigHO A0
marepianis peecTpauiiiHoro Aocke Ta
OHOBJIEHOT iHhopMaLiii 3 6e3neku
3acToCyBaHHSA [it040i peYOBUHN
nikapcbKoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPsAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
340pOoB’A YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKamu,
3a3HavyeHVMu1 y nNepiognyHoCTi
NOAAHHSA PerynapHuX 3BiTiB 3
6e3neku.

15.

KCAPE/ITO®

TabneTku, BKPUTI
nAiBKOBOIO
o6onoHkoto, no 20
mr; Ne 28 (14x2); Ne
100 (10x10): no 10,
abo no 14 tabnetok
y 6nictepi; no 2, abo
10 6nicTepiB y
KapTOHHI nayui

Baiiep AT

HimeyunHa

Baiiep Al

HimeyunHa

MepepeecTpauisi Ha HEOOMEXEHWIA
TEPMIH
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’sA YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMu1 y NepiognyHoCTi
NoAaHHA perynsipHuX 3BiTiB 3 6e3neku

3a
peyenmom

He nionsieae

UA/9201/01/03

16.

KCAPENTO®

TabneTku, BKpUTI
nniBKOBOKO
06010HKOt0, Mo 15
mr; Ne 14 (14x1); Ne
42 (14x3): no 14
TabneTtok y 6nictepi,

Baiiep Al

HimeuunHa

Baiiep Al

HimeuunHa

MepepeecTpauisi Ha HeOBMEXEeHWA
TEPMIH
MepioanyHICTb NOAAHHSA PerynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3arsepikeHoro

3a
peyenmom

He nionsicae

UA/9201/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs
no 1, abono 3 Haka3oM MiHicTepcTBa OXOPOHHM
6nictepu B 3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
KapTOHHI navui poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MinicTepcTea
OXOPOHU 34,0POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3ri4HO 3i CTpOKamu,
3a3HavYeHVMU y NepiognNYHOCTI
noflaHHA perynsipHux 3BiTiB 3 6e3neku
17. KCAPENTO® TabneTkn, BKPUTI Baviep Al HimeuyunHa Baviep Al HimeyunHa MepepeecTpaLis Ha HeOBMEXEHNIA 3a He nionsizae UA/9201/01/01
nniBKOBOIO TEepMiH peyenmom
060/10HKO0, M0 10 MepioAnYHICTb NOAAHHSA PErynspHO
mr; Ne 5 (5x1): no 5 OHOB/IIOBAHOrO 3BITY 3 6e3neku
TabneTok y 6nictepi; BiANOBIAHO A0 MNopsAaKy 3A4iACHEHHS
no 1 6nicrepy y hapmakoHarnsgy, 3aTBepKeHoro
KapTOHHI nayu; Ne Haka3oMm MiHicTepcTBa OXOPOHHM
10 (10x1), Ne 100 340pOB’A YKpaiHu Bif 27 rpyaHa 2006
(10x10): no 10 poky Ne 898, 3apeecTpoBaHuii B
Tabnetok y 6nictepi; MiHicTepcTBi tocTuLii Ykpainu 19
no 1 a6o no 10 rpyaHs 2016 poky 3a Ne 1649/29779
6nictepiB y (y pepakuii Hakasy MiHicTepcTBa
KapTOHHIN navuj OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3HavYeHMU Y NepiognMyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6esneku.
18. HArAoK KBiTKM N0 50 Ty TOB Ykpaina TOB "TepHodthapm" YkpaiHa MepepeecTpaLis Ha HeOOMEXeHNIA 6e3 nionseae UA/9006/01/01
KBITKA nauui 3 BHYTpILWHIM "TepHodhapm” TEPMIH. peyenma

nakeTom

3MiHM Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta
IHCTPYKUii AN MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro
3acoby B nic/isipeecTpaviiiHuii nepios,
a60 K pe3ynbTaT OLiHKM 3BITY 3
nocnimpkeHb, NpoBeAeHnX BignosigHo
[0 NnaHy nefiaTpuyHyX AOCifKeHb
(PIP) (3miHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0
iHCTPYKUIi AN MeguyHoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

PeknamysaHHs1

Homep
peecmpayjiliHo2
0 1Mocsi0O4eHHs

3acTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3giny "OcobnBoCTi 3acTOCyBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHchopmaLyil
3 6e3nekun 3acTocyBaHHS Ajiloyol
PeyoBUHM.
MepioanyHICTb NOAAHHA PerynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepyKeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MinicTepcTBa
OXOPOHU 34,0P0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3ri4HO 3i CTpOKamu,
3a3HavYeHVMU Y NepiogNYHOCTI
noJaHHsA perynsapHux 3BiTiB 3
6e3neku.

19.

HAKOM®

Tabnetkn, no 250
Mmr/25 mr no 10
Tabnetok y 6nictepi,
no 10 6nicTepiB y
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbloTikan

34.4.

CnoBeHis

Nex
dapmaueBTMYHa
KOMMaHia 4.4.

CnoBeHis

MepepeecTpauisi Ha HeOBMEXEeHWA
TEePMiH.
3MiHM Wwoao 6e3nekn/edhekTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TeKCTi MapKyBaHHs Ta
IHCTPYKLii ANs MegnyHOro
3aCTOCyBaHHS Ha MigcTaBi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb
3 6e3nekn 3acTocyBaHHs Nikapcbkoro
3acoby B nicnsipeecTpay,inHnii nepiog,
abo K pe3ynbTar OLiHKU 3BITY 3
nocnimkeHb, NpoBeAeHnX BignosigHO
[0 NnaHy negiatpudHnx 4OCigKeHb
(PIP) (3miHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKLii ANs MegnyHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y
posginu: "MpoTunokasaHHs",
"B3aemogis 3 iHWMMWU JliKapCbKUMM
3aco6amu Ta iHWi BUAM B3aeMoSiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOBNEHOT iHthopMaLlii 3 6e3neku
[it0401 PEYOBUHN.

3a
peyenmom

He nionsiecae

UA/9134/01/01




18

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

PeknamysaHHs1

Homep
peecmpayjiliHo2
0 1Mocsi0O4eHHs

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPsAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTsepikeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKamu,
3a3HavyeHVMu1 y nNepiognyHocCTi
NOAAHHSA PerynapHuX 3BiTiB 3
6e3neku.

20.

HICTATUH

cynosuTopii
pekTanbHi no 250
00004, no 5
CynosuTopiiB y
CTpuni; N0 2 CTpunu
y nauuj 3 KapToHy

NnAT
"MoHchapm"

YKpaiHa

MAT "MoHdapm"

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHMIA
TEPMIH
3MiHu Wwoao 6e3nekn/eddekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANa MeguyHoro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigkeHb
3 6e3nekn 3acToCcyBaHHS NiKapCbKoro
3acoby B mic/isipeecTpaviiiHuii nepiog,
a60 AK pe3ynbTar OLiHKM 3BITY 3
AoCnigpKeHb, NPoBeAEeHVX BiANOBIAHO
[0 NNaHy nefiaTpuyHyX AOCifKeHb
(PIP) (3MiHy y3romxeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKUIT ANa MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3giny "OcobnuBocTi
3acTocyBaHHs", BIANOBIAHO [0
OHOB/IEHOT iHdhopMaLiii 3 6e3nekn
3aCTOCYBaHHSA JONOMDKHUX PEYOBUH.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
340pOB’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19

3a
peyenmom

He nionsieae

UA/8487/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB’SA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3HavYeHMU Y NepiognyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.
21. HICTATUH cynosuTopii NAT YkpaiHa MAT "MoHdapm" YkpaiHa MepepeecTpauis Ha HeoBMeEXeHWA 3a He nionsizae UA/8487/01/02
pekTanbHi no 500 "MoHdchapm" TEepMiH peyenmom
000 Of, no 5 3MiHu Wwopo 6e3nekn/edhekTMBHOCTI

CynosuTopiiB y
CTpuni; No 2 cTpunu
y nauuii 3 KapToHy

Ta thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta
IHCTPYKUIi N8 MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigkeHb
3 6e3nekn 3acToCcyBaHHS NikapcbKoro
3acoby B nicnspeecTpauiliHuii nepios,
a60 K pe3ynbTarT OLiHKM 3BITY 3
[ocnimpKeHb, NPoBeAeHX BiANOBIAHO
[0 NnaHy negiaTpuyHyX AOCifKeHb
(PIP) (3miHy y3romeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKUIi N8 MeguyHoro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3ziny "OcobnuBocTi
3acTocyBaHHs", BiAMNOBIAHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3neku
3aCTOCYBaHHSA JONOMDKHUX PEYOBUH.
MepioanyHICTb NOAAHHSA PErynsipHoO
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MinicTepcTeBa
OXOPOHU 34,0POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavYeHVMU y NepiognNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs
22. OMENPA30/Y | nenetu (cybecTaHuis) NAT YkpaiHa YHioH Kyimiko Icnanis nepepeecTpauis Ha HeobMexeHwi - He nidnsizae UA/13272/01/01
NENETU y nakeTax noggiiHnx | "KviBmegnpenap dapmaueyTika, C.A. TEPMIH
nonieTuneHoBmX at" (YKIDA, C.A)
ans
dhapmavneBTU4YHOro
3aCTOCyBaHHs
23. PO34MH PO34uH NS iHQy3il, TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa MepepeecTpavis Ha 5 pokiB. 3a He nidnsizae UA/11474/01/01
PIHIEP - no 1000 mny dapm” MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom
NAKTATHWA - KOHTelHepax OHOB/IIOBAHOrO 3BITY 3 6e3neku
LUNTOKNIH BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3om MiHicTepcTBa OXOPOHM
340pOB’A YkpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU Y NepiognNyYHOCTI
NOAAHHSA perynsipHuX 3BiTiB 3
6esneku.
24, POMALLKN KBITKM N0 50 Ty TOB Ykpaina TOB "TepHodthapm" YkpaiHa MepepeecTpaLis Ha HeOOMEXeHNIA 6e3 nionseae UA/8886/01/01
KBITKA nauui 3 BHYTpILWHIM "TepHodhapm” TEPMIH. peyenma

nakeTom

3MiHM Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta
IHCTPYKUIi AN MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb
3 6e3nekn 3acToCcyBaHHS Nikapcbkoro
3acoby B nic/isipeecTpaviiitHuii nepios,
ab0 K pe3ynbTaT OLiHKM 3BITY 3
nocnimpkeHb, NpoBeAeHnX BignosigHoO
[0 NnaHy nefiaTpuyHyX AOCifKeHb
(PIP) (3miHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKUIi N8 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "OcobnnBocTi 3acTocyBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHchopmaLyii
3 6e3nekun 3acTocyBaHHs gitoyol
PEYOoBUHM.
MepioAnyHICTb NOAAHHSA PerynsipHo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

PeknamysaHHs1

Homep
peecmpayjiliHo2
0 1Mocsi0O4eHHs

OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepa)KeHoro

Haka3oM MiHicTepcTBa OXOPOHHM

3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006

poky Ne 898, 3apeecTpoBaHuii B

MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779

(y pepakuii Hakasy MinicTepcTeBa

OXOPOHU 34,0POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavYeHVMU Y NepiogNYHOCTI
noJaHHsA perynsapHux 3BiTiB 3
6e3neku.

25.

CEHWN NNCTA

nucta no 100 ry
nauui 3 BHYTpILHIM
nakeTom

TOB
"TepHochapm”

YKpaiHa

TOB "TepHodhapm”

YkpaiHa

MepepeecTpauisi Ha HeOBMEXeHWA
TEPMiH.
3MiHM Wwoao 6e3nekn/edhekTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TEKCTi MapKyBaHHs Ta
IHCTPYKLii ANs MegnyHOro
3aCTOCyBaHHS Ha MigcTaBi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro
3acoby B nicnsipeecTpay,inHnii nepiog,
abo K pe3ynbTar OLiHKK 3BITY 3
nocnimkeHb, NpoBeAeHNX BignosigHO
[0 NnaHy negiatpudHnx 4OCigKeHb
(PIP) (3miHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii ANs MegnyHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "OcobamBocTi
3actocyBaHHs", "Cnoci6
3aCcToCyBaHHsA Ta 4o3n",
"Mepeno3yBaHHA", "Mo6Gi4HI peakuii™
BiANOBIAHO A0 MaTepiasnis
peecTpayjiiiHoro aocbe (3rigHo 3
BncHoBkoM KEI) Ta oHoBneHoi
iHchbopMmawii 3 6e3nekn 3acToCyBaHHS
niKkapcbKoro 3acoby.
MepioanyHICTb NOAAHHSA PErynsipHoO
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
hapmakoHarnagy, 3aTBepKeHoro

6e3
peyenma

He nionsiecae

UA/8887/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MinicTepcTea
OXOPOHU 34,0POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3ri4HO 3i CTpOKamu,
3a3HavYeHVMU y NepiognNYHOCTI
noflaHHA perynsipHux 3BiTiB 3 6e3neku
26. TAHI3® Kancynm 3 KPKA, a.4., CnoseHis Brpo6HuK, Himeuunna/ MepepeecTpauis Ha HeoBMeXeHWiA 3a He nionsieae UA/5887/01/01
MOANIKOBAHNM HoBo mecTo BignoBiganbHWi1 3a Ipevis/ TEPMiH. peyenmom
BUBI/IbHEHHAM, BUPOBHULTBO Icnanis/ 3MiHu Wwopo 6e3nekn/edpekTMBHOCTI
TBepai no 0,4 mr no «bulk»: CnoBeHis Ta thapmakoHarnsagy. 3miHa y
10 kancyn y PotTeHgopd KOPOTKili XapakTepucTuL,i NikapCbKoro
6nictepi; no 1, 2, 3, dapma 'M6X, 3aco0by, TeKCTi MapKyBaHHS Ta
6, 9 abo 20 HimeuumnHa; IHCTPYKLji 4Ns MeanyHOro
6nicTtepiB y damvap A.B.E., 3aCTOCyBaHHSA Ha MigcTaBi perynspHo
KapTOHHI Kopo6Lyi Ipeuis; OHOBJ/IOBAHOIO 3BITY 3 6e3neku
CiHTOH IcnaHis nikapcbKoro 3acoby, abo gocnigpkeHb
C.J1., IcnaHis; 3 6e3nekn 3acTocyBaHHs NiKapCbKoro
Brpo6HuK, 3acoby B nicnspeecTpauiliHuii nepios,
BignoBigasibHWiA 3a ab0 K pe3ynbTarT OLiHKM 3BITY 3
NepBUHHE i AocnimpKeHb, NpoBeAeHX BiANOBIAHO
BTOPWHHE [0 NnaHy negiaTpuyHmX AOcCifKeHb
nakyBaHHs, (PIP) (3miHy y3romxeHo 3
KOHTPO/Tb AKOCTi Ta KOMMNETEHTHUM YNOBHOBaXKEHNM
BMNYCK cepil: opraHom) - 3MiHW BHECEHO [0
KPKA, a.4., HoBo IHCTPYKLi y po3ainn "OcobnmnBocCTi
mecTo, CrioBeHis 3acTocyBaHHA", "3acTocyBaHHA Y
nepiog BariTHocTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHS Ta
no3n" (wopo 6esnekn), "Oitn"
(yTouHeHHs), "TNepefo3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku
Lit040T PeYOBUHN.
MepioanyHICTb NOAAHHSA PErynsipHoO
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MinicTepcTBa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

PeknamysaHHs1

Homep
peecmpayjiliHo2
0 1Mocsi0O4eHHs

OXOPOHU 34,0P0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavYeHVMU Y NepiogNYHOCTI
noJaHHsa perynsapHux 3BiTiB 3
6e3neku.

27.

PPOMINIA®

TabneTku, BKpUTI
nniBKOBOIO
0060/10HKOI0, N0 250
Mr Mo 7 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BMPOBHULITBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BWNYCK cepil:
KPKA, a.4a., HoBo
mMecTo, CnoBeHis;
KOHTPO/b cepii:
KPKA, a.4a., Hoso
mecTo, CNnoBeHis;
BMPOOHULITBO "in
bulk":
CaHwaiiH flelik
dPapma Ko., iTa.,
Kutai

CnoseHis/
Kutait

MepepeecTpauisi Ha HeOBMEXEHWA
TEePMiH.
3MiHM Wwoao 6e3nekn/edhekTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i NikapCbKoro
3aco6y, TeKCTi MapKyBaHHs Ta
IHCTPYKLii ANs MegnyHOro
3aCTOCyBaHHS Ha MigcTaBi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro
3acoby B nicnsipeecTpay,inHnii nepiog,
abo K pe3ynbTar OLiHKU 3BITY 3
nocnimkeHb, NpoBeAeHnX BignosigHO
[0 NnaHy negiatpudHnx 4OCigKeHb
(PIP) (3miHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKLii ANs MegnyHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y
po3ginu: "MokasaHHA" (YTOYHEHHS
iHchopmawii) "OcobnmBocTi
3acTocyBaHHs", "Mo6iuHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHchopmaLlii
3 6e3neku Ailo4ol peyoBUHY.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepaxeHoro
Haka3oMm MiHicTepcTBa OXOPOHHM
340pOB’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB’SA YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU Y NepiognNYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6esneku.

3a
peyenmom

He nionsiecae

UA/5026/02/01

28.

®POMINIA®

TabNeTKkn, BKPUTI

KPKA, 4.,

CnoBeHisa

BMPOBHULITBO "in

CnoBeHis/

[NepepeecTpaLis Ha HeOBMEXEHUIA

3a

He nionsieae

UA/5026/02/02
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs
nAiBKOBOIO Hoso mecTo bulk", nepBuHHe Ta Kntaii TEPMiH. peyenmom
060/10HKO10, No 500 BTOPVHHE 3MiHV Woao 6e3nekn/edeKTUBHOCTI
Mr 1o 7 TabneTok y nakyBaHHs, Ta thapmakoHarnsagy. 3miHa y
6nicTepi; no 2 KOHTpPO/b cepii Ta KOPOTKili XapakTepucTuL,i NikapCbKoro
6nictepu B BUMYCK Cepii: 3aco0y, TeKCTi MapKyBaHHS Ta
KapTOHHI Kopobuj KPKA, a.4., Hoso IHCTPYKLi ANs MeanyHOro
mecTo, CnoBeHis; 3aCTOCyBaHHSA Ha MigcTasi perynsapHo
KOHTPO/Tb Cepil: OHOBJ/IIOBAHOTO 3BITY 3 6e3neku
KPKA, a.4., Hoso nikapcbKoro 3acoby, abo gocnigkeHb
mecTo, CnoBeHis; 3 6e3nekn 3acToCcyBaHHS Nikapcbkoro
BMPOBHULTBO "in 3acoby B nicnspeecTpauiliHuii nepios,
bulk": abo K pesynbTar OLiHKK 3BITY 3
CaHLuaiiH Nleiik AOcCnimpKeHb, NPoBeAeHX BiANOBIAHO
dapma Ko., fita., [0 NnaHy negiatpuyHnX JocnifxeHb
KnTaii (PIP) (3miHy y3rofpkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKUT N8 MeguyHoro
3aCTOCYyBaHHS iKapcbKoro 3acoby y
po3ainu: "MNokasaHHA" (YTOYHEHHS
iHchbopmawii) "OcobnusocTi
3actocyBaHHs", "Mob6iuHi peakwyji"
BiANOBIAHO A0 OHOBNEHOT iHChopMaLi
3 6e3neku Ai4oi peyoBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPsIAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
300pOoB’sA YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKamu,
3a3HavyeHVMU y nNepiognyHoCTi
NOAAHHSA PerynapHuX 3BiTiB 3
6e3neku.
29. XNOPrEKCuUA, po3unH (cybeTaHLis) MAT Ykpaina [OiwmaH BioTex IHais MepepeecTpauisi Ha HEOOMEXEHWIA - He nidnsizae UA/13278/01/01
NHY y NonieTUIeHOBKX "Kuismegnpenap Nimiteq TEepMiH
AUTNIOKOHAT, | KoHTeliHepax Ans at"
20% PO34UH BUPOGHMLTBA
HEeCTepUIbHUX
nikapcbkux chopm
30. XOMBIO®- Tabnetku no 25 Xowmsiopa HimeuunHa MayepmaHH — HimeuyunHa MepepeecTpauisi Ha HeoOMeXeHWin  Ge3 peyenma | He nidnsieae UA/7319/01/01
HEPBIH Tabnetok y 6nictepi; | ApuHaiimiTTens ApuHarimitTens KIr TEpMiH.
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n/n

JliKapcbKo20

HasBa

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

PeknamysaHHs1

Homep
peecmpayjiliHo2
0 1Mocsi0O4eHHs

no 2 6nictepu B
KapTOHHI Kopo6Lyi

Ap. XaregopH
v6X i Ko.

3MmiHu Wwoao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y
KOPOTKIli XapaKTepucTuLi NikapCbKoro
3aco6y, TeKCTi MapKyBaHHs Ta
IHCTPYKUIi N8 MeguyHoro
3aCTOCYBaHHA Ha MigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigkeHb
3 6e3nekn 3acTocyBaHHA NikapcbKoro
3acoby B nicnspeecTpauiliHuii nepios,
a60 AK pe3ynbTarT OLiHKM 3BITY 3
nocnimpkeHb, NpoBeAeHnX BignosigHo
[0 NNaHy nefiaTpuyHmx AocCifKeHb
(PIP) (iHWi 3MiHW) - 3MiHW BHECEHO A0
IHCTpYKLUiT Ana MeanyHoro
3acToCyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "MpoTunokasaHHA",
"Oco61BOCTI 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHs Ta 4o3mn"
(yTouHeHHs iHcbopmavi ), "Aitn"
(yTOUHEHHA hOopMY/IOBAHHS),
BiAMOBIAHO 40 MaTepianis
peecTpaLiiHOro A0CbE NiKapCcbKOro
3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsaaKy 34iNCHEHHS
thapmakoHarnagy, 3aTBepyKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3HavyeHVMu1 y NepiognyHoCTi
nofaHHsA perynsipHux 3BiTiB 3 6e3neku

31.

XOMBIOTEH3U

H®

Tabnetku no 25
Tabnetok y 6nictepi,
no 4 6nictepu B

Xomsiopa
ApuHaiimiTTens
Ap. XaregopH

HimeyunHa

MayepmaHH —
ApuHaiimitTens K

HimeyunHa

MepepeecTpauisi Ha HeOBMEXeHWA
TEPMIH
3MiHM Woa0 6e3nekn/edekTUBHOCTI

q

e3 peyenma

nionsieae

UA/7743/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

PeknamysaHHs1

Homep
peecmpayjiliHo2
0 1Mocsi0O4eHHs

Kopoo6Li

'm6X i Ko.

Ta thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta
IHCTPYKUT N8 MeguyHoro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigkeHb
3 6e3nekn 3acTocyBaHHs Nikapcbkoro
3acoby B nic/sipeecTpaviitHuii nepiog,
ab0 AK pe3ynbTar OLiHKM 3BITY 3
AocnigpKeHb, NpoBeAeHrX BiANOBIAHO
[0 NnaHy negiaTpuyHyX AoCifKeHb
(PIP) (iHWi 3MiHW) - 3MiHW BHECEHO A0
IHCTpYKLUiT Ana MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "®apmakosoriyHi
BNacTUBOCTI" (YTOYHEHHS
iHchopmawii), "OcobnmBocCTi
3acTocyBaHHs", "Cnoci6
3aCTOCyBaHHA Ta [031" (YTOUHEHHS
iHchopmawii), "Mo6iuHi peakwyii"
BiAMOBIAHO 40 MaTepianis
peecTpaLiiHOro A0CbE NiKapCcbKOro
3acoby
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsaaKy 34iNCHEHHS
thapmakoHarnagy, 3aTBepyKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3HavyeHVMu1 y NepiognyHoCTi
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

32.

LE®PTPUAKCO

H

NopoLUoK AN
PO34MHY ANS iH'EKLi

MpuBatHe
aKuioHepHe

YKpaiHa

MpuBartHe
aKuioHepHe

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHMIA
TEPMiH.

3a
peyenmom

He nionsieae

UA/13240/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs
nol,0r; 1, a6o 5, TOBapUCTBO TOBapuCTBO 3MmiHu Wwoao 6e3nekn/eddekTUBHOCTI
a60 50 hnakoHiB 3 "JlekxiMm-Xapkis" "JlekxiM-Xapkis" Ta hapmakoHarnsgy. 3miHu y
NOPOLLKOM Y nauLi 3 (nakyBaHHs i3 KOPOTKili XapaKTepucTuL NikapCbKoro
KapToHy; 1 donakoH 3 chopmu in bulk 3aco6y, TeKCTi MapKyBaHHs Ta
nopotukom Ta 1 hipmu-BUpOOHUKA IHCTPYKUIT ANA MeguyHoro
amnyna 3 Qilu Pharmaceutical 3aCTOCyBaHHS
PO3YMHHUKOM Co., Ltd, Kutaif) reHepnyHuX/ribpuaHnx/6ionogibHmNx
(NipokaiH, po3ymnH nikapcbKunx 3acobiB Nicns BHECEHHS
ONA i ekuiid, 10 Tiei camoi 3MiHW Ha peddepeHTHUIA
mr/mn, no 3,5 mn) y npenapar (3MiHa He noTpebye
6nictepi; no 1 Ha/jaHHS XOAHWNX HOBWX A0AATKOBMX
6nicTepy y nauuj 3 [aHnx) - 3MiHN BHECEHO [0 IHCTPYKLT
KapTOHY; AN18 MeANYHOro 3aCTOCYBaHHS
1 chnakoH 3 nikapcbKoro 3acoby A0 po3zinis
nopotLukom Ta 1 «®apmMaKonorivyHi BNacTMBOCTI»,
avnyna 3 «Cnocib 3acTocyBaHHs Ta [03U»,
po34nHHKMKOM (Boga «Mo6iuHi peakuii» Ta «HecyMmicHiCTb»
ONA iH'ekuild, no 10 BiANOBIAHO A0 iHhopmaLi
M B amnyni) y pedepeHTHOro /likapcbkoro 3acoby
6nicTepi; no 1 PouediH®, nopoLluok Ans po3ymHy
6nictepy y nauui 3 ONs1 iH'EKUIN.
KapTOHY MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPsAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3zoM MiHicTepcTBa OXOpPOHU
300pOoB’sA YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKamu,
3a3HavyeHVMu1 y nNepiognyHoCTi
NOAAHHSA PerynapHuX 3BiTiB 3
6e3neku.
33. LUMUHY EKCTpaKT cyxuii MAT Ykpaina MAT "Tanuuchapm” YkpaiHa MepepeecTpauisi Ha HEOOMEXEHMIA - He nidnsizae UA/13551/01/01
MILWAHOIo (cybeTaHuis) y "Manuudapm” TEepMiH
KBITIB MiLLIKax
EKCTPAKT nonieTuIeHoBmX
CYXuin [LNS BUPOBHNLTBA
HeCTepusIbHNX
NiKapcbkux popm
34. YEMMIKC TabneTkun, BKpUTI Mdpainzep IHK. CLWA P-®apm OxepmaHi HimeuunHa MepepeecTpauis Ha HeoBMeXeHWiA 3a He nionsieae UA/9398/01/01
nNiBKOBOKO 6X TEPMIH. peyenmom

060n0HKO10, Nno 0,5
Mr + Tab/IeTKN,

MepioANYHICTL NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
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Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu PeknamyBaHHs1 Homep
n/n JliKapcbKO20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy peecmpayjiliHo2
3acoby ynakoska) 0 NoCBIOYEHHs

BKPWTi M/1IBKOBOIO
060/10HKO0, MO 1 Mr
abo TabneTku,
BKPWTI M/1IBKOBOIO
060/10HKOt0, NO 1 Mmr;
no 11 ta6netok (0,5
Mr) Ta no 14
Tabnetok (1 mr)y
6nicTepax B
KapTOHHI ynakoBLi,
LLI0 PO3KNaAAETHCS;
no 14 ta6netok (1
Mr) y 6nictepi; no 2
6nictepu B
KapTOHHIlA ynakoBLy,,
LL|0 PO3KN3AAETHCA

BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’s YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898 , 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779 (
y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb : 3rigHO 3i CTpoKamu,
3a3HavYeHMU Y NepiognyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6esnexu.

B.o. HayanbHUKa YnpaBniHHA papMmaleBTUYHOI OiA/IbHOCTI
Ta AKOCTi (hapmaueBTUYHOT NPoAYKLUiT

H.B. lNyyan




AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
04.10.2018 Ne 1810

NEPENIK
NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX MPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 4,0 PEECTPALINHUX MATEPIAJIB, SKI
BHOCATLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma BUMYCKY 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
1. A3UTPOMILUUH | TabneTku, BKPUTI AHnaHTa Megikeap Benuvka dnamiHro ®apmacbloTmkanc IHAis BHECEHHS 3MiH 1O peecTpaLiiHnx 3a UA/12158/01/01
1000 NAiBKOBOO nra. BputaHis Nra., IHais; mMarepianis: 3miHu Il Trny - 3miHK peyenmom
060/10HKO10, Mo 1000 Aptypa ®apmacbtoTikans MBeT. Loao 6e3nekn/edpeKTUBHOCTI Ta
Mr; No 4 TabneTkn y nra., IHApia hapmakoHarnagy. BHeceHHs abo
6nictepi; no 1 3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
6nictepy B kopobL,i 3 BMAadi peecTpauiiiHoro
KapToHY nocBifYeHHs, Bkovatoun MnaH

ynpaeniHHA pu3vKamu
(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMaraloTb(€) NOAA/ILLIOIO
06r'pyHTYBaHHS HOBMMM
[08aTKOBUM i@HUMMK, LLIO MatoTb
HafaBaTnUCs KOMMETEHTHUM
OopraHoMm, OCKifIbk/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM
opraHom) - BUkoHaHHs 3060B'A3aHb
BiANOBIAHO A0 mignyHkTy 1.13
NyHKTY 1 gogatky 15 go MNopsaky
NPOBE/EHHS eKCnepTnsmn
peecTpauiiHux maTepianis Ha
nikapcbki 3acobu, Lo noaarTbes
Ha [epxaBHy peecTpauiio
(nepepeecTpalito), a Takox
ekcnepTusn MaTepianis npo
BHECEHHS 3MiH 10 peecTpaLiiHnx
mMarepianis NpoTArom fii
peecTpayiiiHoro NocBig4eHHs,
3aTBEpAXeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Bif 23.07.2015 Ne

460)
2. | ASUTPOMIUUH | TabneTku, BKPUTI AHaHTa Megikeap Benuka dnamiHro ®apmacbloTukanc IHAis BHECEHHS 3MiH 40 peecTpavliitHmx 3a UA/12158/01/02
250 nniBKOBOKO nra. BpuTaHis nrta., HAais; mMaTtepianis: 3miHu 1l TUny - 3MiHK peuyenmom
060/10HKOH0, Mo 250 ApTypa ®apmacbtoTikans lMBT. oo 6e3nekn/edhekTMBHOCTI Ta
Mr; no 6 TabneTok y nra., IHais; thapmakoHarnagy. BHeceHHs abo
6nictepi; no 1 KonpaH Nimiteq, IHAis 3MiHa(1) [0 3060B'A3aHbL Ta YMOB

6icTepy B KOpobu,i 3 BMAAYi peecTpauiiHoro
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Ne
n/n

JliKapcbK0O20

Hassa

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

KapToHy

noceiAYeHHs, Bkoyatoun MNnax
ynpasniHHA pu3vKamu
(3acTocyBaHHsA 3MiH(1), sKi(a)
BMMaralTb(€) NOAA/TbLIOTO
06r'pyHTYBaHHSA HOBUMMU
[0[AaTKOBUM JaHUMK, L0 MatoTb
Ha/iaBaTncs KOMNETEHTHUM
opraHoMm, OCKiflbkv BUMaraeTbes
CYTTEBA OL|iHKA KOMMNETEHTHUM
opraHom) - BukoHaHHS1 3060B'A3aHb
BiANOBIAHO A0 NignyHKTY 1.13
nyHkTy 1 goaatky 15 o Mopaaky
NPOBEefEeHHA excnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3acobu, Lo noaarTbes
Ha flepXaBHy peecTpaLiiio
(nepepeecTpaliio), a Takox
eKcnepTusn marepianis npo
BHECEHHS 3MiH 0 peecTpavlinHmx
mMaTtepianis npoTarom Aii
peecTpaviiiHoro NocBig4YeHHs,
3aTBepmxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Hakasy MO3 Big 23.07.2015 Ne
460)

A3SNTPOMILWVH

500

TabneTku, BKpUTI
nAiBKOBOO
060710HKOt0, Mo 500
Mr; no 3 TabneTku y
6nicTepi; no 1
6nicTepy B kopobu;j 3
KapToHYy

AHaHTa Mepikeap
nrg.

Benvka
BpuTtaHis

dnamiHro ®apmacbloTrkanc

nra., IHais;

ApTtypa ®apmachbtoTikans lMBT.

nrta., HAais;
KonpaH Nimiteg, IHAisa

IHAis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3miHu Il Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHst ab6o
3MiHa(1) f0 3060B'A3aHbL Ta YMOB
BMAadi peecTpauiiiHoro
nocBiAYeHHs, Bkoyatoun Mnax
ynpas/iHHA pu3nKamm
(3acTocyBaHHs 3MiH(1), Ski(a)
B/MaratoTb(€) nofanbLioro
06I'pYHTYBaHHSI HOBUMMU
[04aTKOBUM JaHUMMK, LLIO MatoTb
Ha/JaBaTnca KOMNEeTEHTHUM
OpraHoMm, OCKi/IbKV BUMaraeTbcs
CyTTEBA OL|iHKA KOMMNETEHTHUM
opraHom) - BUkoHaHHs 3060B'A3aHb
BiANOBIAHO A0 nmignyHkTy 1.13
NyHKTY 1 gogatky 15 ao MNopsaaky
NpoBefEeHHsA excnepTu3n
peecTpauiiHnux matepianis Ha
nikapcbki 3acobu, Lo nogarTbes
Ha fepXaBHy peecTpaLiiio
(nepepeecTpalito), a Takox

3a
peuyenmom

UA/12158/01/03
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

eKcnepTu3n marepianis npo
BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis NpoTarom fii
peecTpavyiiiHoOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460)

AKTUDPEPUH

Kancynm m'siki no 10
Kancyn y 6nictepi; no
2 6nictepun y kopobui

paTtiochapm MM6X

HimeyunHa

BMPOGHWK, AKWIA Bignosigae 3a

BVPOGHMLTBO

Hepo3dracoBaHOT NPoAyKL;i:

KaTtaneHT HimeyunHa

E6epbax MM6X, HimeuyunHa;
OinbHUUA, SiKa Bignosigae 3a

NEPBUHHY Ta BTOPUHHY

YNakoBKy; AiNbHULA, fka
Bignosigae 3a f03BiN Ha
BUMNYCK cepii: Mepkne M'vbX,

HimeyumHa

HimeuyunHa

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis:

3MiHu | TUNy - 3amiHa rpaduiyHoro

0hopMNEHHSA NEPBMHHOI YNaKOBKM
Ha TEeKCT MapKyBaHHS yNakoBKu/ 3

BiANOBIAHMMU 3MiHaMU A0 po3zinis

MeTOZiB KOHTPOSIO SKOCTI
nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTArom 6-Tn MicsuiB
nicnA saTBepAKeHHA

3a
peyerimom

UA/9254/03/01

ANNEPTEK®

TabneTku, BKpUTI
060/10HKOt0, Nno 10 wr;
no 7 a6o no 20
Tabnetok y 6nictepi;
no 1 6nictepy B
KopooLi

BapLuaBcbkuii
hapmaLeBTUYHNIA
3aBog, Monbtha AT

MonbLa

dapmMalLleBTUYHUI 3aBof,

"Monbhapma” C.A.

MonbLa

BHECEHHS 3MiH [j0 peecTpaviinHmx
marepianis:
3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUIT
0N MeAUYHOrO 3aCTOCYBaHHS y
po3ginu: "®apmakonoriyHi
BnacTmBocCTi" (iHdopmauis 3
6e3neku), "B3aemopis 3 iHWMMK
NiKkapcbknmy 3acobamu Ta iHLi
BMAM B3aemogiji”, "Ocob/mBocCTi
3acTocyBaHHSA", "3acTocyBaHHs Y
nepiog, BariTHOCTi abo rofyBaHHs
rpyaato”, "TobivHi peakuii” 3rigHo 3
iHbopMmaLieto Wwoa0 MeguyHoro
3acTocyBaHHsA pehepeHTHOro
nikapcbkoro 3acoby (Zirtek Allergy
10 mg film-coated tablets, He
3apeecTpoBaHnii B YKpaiHi).
BBepeHHs 3MiH NnpoTsirom 6-tn
MicauiB nicnA 3aTBepAKeHHSA

6e3
peuyenma

UA/6422/02/01

ANNYHA

TabneTkun, BKpUTI
NnNiBKOBOKO
060/10HKO0, Mo 10
TabneTtok y 6nicrepi;
no 1 a6o 3 6nictepu B
KapTOHHiiA KOpo6Ll

Amakca dapma
nTa

Benuka
BpuTaHis

BMPOGHWLTBO 3@ MOBHUM

LMK/IOM:

Makc Liennep 3b0He AT,

LLiBeliLapis;
nepBUHHE NakyBaHHsI

(thacyBaHHs), BTOPUHHE
nakyBaHHs, MapKyBaHHS:
lNHcaHa CA, LWBeiiyapis;

KOHTPO/b SKOCTI:
JNlabop LonniHrep Arl,

LLBeliyapis

BHECEHHS 3MiH [0 peecTpauiiiHnx
MaTepianis: 3MiHU LLOA0
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsigy. BHeceHHs1 abo
3MmiHa(1) Ao 3000B'A3aHb Ta yMOB
BuAaui peectpauiiHoro
NoCBiJYeHHS, BKoYatoun MnaH
yNpas/liHHA pu3nKamm
(3acTocyBaHHs 3MiH(1), sKi(a)
B/MaraiTb(€) noganbLioro

6e3
peyenma

UA/11711/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

LlBeiiuapis;
KOHTPO/Ib SKOCTI:
IHTepnabop benn Arl,
LLiBefiuapis

06r'pyHTYBaHHS HOBMMM
[08aTKOBUM Ai@HUMMK, LLIO MatoTb
Ha/JiaBaTnCcs KOMNETEHTHUM
OpraHoMm, OCKifIbk/ BUMAaraeTbCcs
CyTTEBA OL{iHKA KOMNETEHTHUM
opraHom)- BukoHaHHs1 3060B'si3aHb
BiANOBIAHO A0 mignyHkTy 1.13
NyHKTY 1 gogatky 15 go MNopsaky
NPOBe/EHHS eKCnepTnsmn
peecTpauiiHux maTepianis Ha
nikapcbki 3acobu, Lo noaakTbes
Ha [epxaBHy peecTpauiio
(nepepeecTpalito), a Takox
ekcnepTusn MaTepianis npo
BHECEHHS 3MiH 10 peecTpaLiiHnx
mMarepianis NpoTArom fii
peecTpayiiiHOro NocBig4eHHs,
3aTBEpAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460)

AMAHTWH

TabneTku, BKpUTI
nAiBKOBOO
060/10HKO0, 10 100 mr
no 10 TabneTok y
6nictepi; no 3 abo no
6 6nictepis B
KapTOHHIN nauui

TOB "®dapma
Crapt”

YKpaiHa

TOB "®apma Crapt"

Ykpaina

BHECEHHS 3MiH 40 peecTpavliiHmx
mMaTtepianis: 3miHu 1l TUnNYy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) [0 3060B'A3aHbL Ta YMOB
BMAadi peecTpayjiiniHoro
noceiAYeHHs, Bkovatoun Mnax
ynpasniHHA pu3vkamu
(3acTocyBaHHs 3MiH(1), ski(a)
BMMaralTb(€) NOAA/TbLIOTO
06r'pyHTYBaHHSA HOBUMMU
[0[AaTKOBUM JaHUMK, LLO MaloTb
HaJiaBaTnca KOMNETEHTHUM
OopraHoMm, OCKiflbkvi BUMaraeTbes
CYTTEBA OL|iHKA KOMMNETEHTHUM
opraHom) BukoHaHHS 3060B'A3aHb
BiANOBIAHO A0 NignyHkTy 1.13
nyHkTy 1 gogartky 15 o Mopagky
NpoBefEeHHA excnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3aco6um, Lo nogaTbes
Ha flepXxaBHy peecTpaLiito
(nepepeecTpaliio), a Takox
eKkcnepTusn marepianis npo
BHECEHHS 3MiH 40 peecTpavliitHmx
mMaTtepianis npoTarom Aii
peecTpauiiiHOro NocBig4YeHHs,

3a
peyenmom

UA/6991/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3aTBepmAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Hakasy MO3 Big 23.07.2015 Ne
460)

AMBPOMITUH®

cupon, 15 mr/5 mn, no
100 M1y CKNsitHOMY
abo
nonietuneHTepedTan
aTHoMy ch1akoHi; no 1
hN1akoHy 3 MipHUM
CTakaH4MKoM B
KapTOHHIN nayui

AT "Cothapma”

Bonrapis

Bupo6HULTBO
Hepo3chacoBaHOT NPOAYKL;i,
nepBUHHA Ta BTOPUHHA
ynakoBka:

AT "Codpapma”, bonrapis;
[l03Bin Ha BuMnyck cepii:
AT "Codthapma”, bonrapis

Bonrapis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW JIiKapCbKOro 3acoby -
3arsepgxeHo: AMBPONITUH
AMBPOINTUH AMBROLYTIN
3anponoHoBaHo: AMBPOJTITUH®
AMBPOJ/IMTNH® AMBROLYTIN®
3MiHu | TNy - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignosigHocTi abo
BW/TYyYEHHS cepTudikaTa
BIANOBIAHOCTI EBPONENChkili
thapmakonei: ans A®l; ans
BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; Ana ONOMDKHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONechbkil
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif y)Xe 3aTBepaKeHoro
BMPOGHMKaA
MopaHHA OHOBNEHOrO cepTudikaTa
BIANOBIAHOCTI EBPONENChkili
thapmakonei R1-CEP 2004-201-
Rev 03 ana A®l ambpokcony
rigpoxnopuay, Bif Bxe
3aTBepxeHoro BupobHuka Shilpa
Medicare Limited, India

6e3
peuyenma

UA/12426/01/01

AMNOANMIH
CAHA03®

TabneTkn no 5 mr; no
15 TabneTtok 'y
6nictepi; no 2
6nicTepun y KapTOHHIl
KopooLi

CaHpo3
PapmacbioTikan3
a.A.

CnoBeHisa

BMPOGHULITBO 3@ MOBHUM
LIMK/IOM, NEPBUHHE | BTOPUHHE
nakysaHHs: Jlek
dapmaueBTUYHA KOMNaHis
4.4., CNoBeHis; KOHTPO/b
cepii: C.K. Cangos C.P.J1,,
PymyHisi; BMpo6HuLTBO in bulk:
CaHpo3 'pyn Carnuk
YpyHnepi lnaknapi CaH. Be
Tik. A.C., TypeuumnHa;

CnoseHis/
PymyHis/
TypeyunHa

BHECEHHS 3MiH 0 peecTpaLinHnx
marepianis:
3MiHK | TUMY - NOAAHHSA OHOB/IEHOTO
CepTuchikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei R1-CEP
2002-184-Rev 06 Big Bxe
3aTBEPKEHOro BUPOOHUKa Ans
Ad| amnoaumniny

3a
peyerimom

UA/11166/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

BMPOG6HMLTBO in bulk: CaHgo3
Inak CaHaii Be TikapeT A.C.,
TypeyunHa

10.

AMAOAUMNIH
CAHAO3®

Tabnetkn no 10 mr; no
15 Tabnetok y
6nicTepi; no 2
6nicTepun y KapTOHHIl
KopoobLi

CaHpo3
dapmacbioTikan3

a.4.

CnoBeHis

BMPOGHMLITBO 3@ MOBHUM
LIMKIOM, NEPBUHHE | BTOPUHHE
nakyBaHHs: Jlek
dapmaueBTUYHa KOMNaHis
A.4., CnoBeHisi; KOHTPOS1b
cepii: C.K. Cangos C.P.J1.,

PymyHis; BMpo6HMLTBO in bulk:

CaHpos 'pyn Carnuk
YpyHnepi Inaknapi CaH. Be
Tik. A.C., TypeuuuHa;
BMpo6HMUTBO in bulk: CaHao3
Inak CaHaii Be TikapeT A.C.,
TypeyunHa

CnoseHis/
PymyHis/
TypeyunHa

BHECEHHS 3MiH A0 peecTpavliintHmx
martepianis:
3MiHU | TUNY - NOAA@HHSI OHOB/IEHOTO
CepTudpikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei R1-CEP
2002-184-Rev 06 Big BxXe
3aTBePKEHOro BUPOGHUKa AN
Ad| amnoamniny

3a
peyenmom

UA/11166/01/02

11.

AHAYPAH

Kpanni ByLUHi no 25 mn
y hNaKkoHi 3 KpULLIKOKO-
KpanenbHuueto; no 1
dhnakoHy B nauwi

3amboH C.IM.A.

ITanis

3amboH C.IM.A.

ITanis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:
3MiHK | TUNY - 3MiHK Woa0
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 Y3ara/ibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobH,
BiANOBIA&UIbHOI 3a 34iICHEHHS
hapmMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA AN5 34ICHEHHSA
thapmakoHarnagy B YKpaiHi, AKLLO
BOHa BiiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BigNoBigaIbHOT 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI faHi) Ta/abo
3MiHM Yy pO3MiLLeHHI MacTep-chalina
cuctemu chapmakoHarnagy) -
MponoHoBaHa pegakLis:
YnosHoBaxeHa ocoba 3
thapmakoHarnsagy — Mapis Jlyisza
BoHypa, KoHTakTHa ocoba 3
thapmakoHarnsgy B YkpaiHi —
Kyuma Bonogumump
OnekcaHApoBMY. 3MiHA KOHTaKTHUX
[AaHyX YNOBHOB&XEHOI 0Co6U 3
thapmMakoHarnagy Ta KOHTakTHOT
0cobu 3 hapmakoHarnsay B Ykpaii

3a
peyenmom

UA/11664/01/01

12.

AHAYPAH

Kpansi ByLWHi no 25 mn

3amboH C.M.A.

ITanis

3amb60H C.M.A.

ITanis

BHECEHHS 3MiH [0 peeECTpaLiiHNX

3a

UA/11664/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

y NaKoHi 3 KpULLKOKO-
KpanensHuueto; no 1
hnakoHy B nauw,i

marepianis:
3MiHuM | TUNY - 3MiHa NnapameTpiB

cneyudikauin Ta/abo gonycTummnx
MeX rOTOBOrO J1ikapCbKoro 3acoby -
[OMOBHEHHSA cneumdikaLii meTosis

KOHTPOJIO AKOCTI J1iKapCbKOro

3ac00y HOBVMW NOKa3HUKaMu

AKOCTI - «['yCTnHa» Ta

«lgeHTudikalis 6eH3anKoHil0

X/10pyA4» 3 BigNOBIAHMUN MeToAaMK
BMNPOGYBaHHSA

peyerimom

13.

APMAAVH®

TabneTkun, BKpUTI
060s10HKo0, Mo 125
mr, no 30 TabneTok y
6aHui, no 1 6aHui B
nauvui 3 kapToHy, no 10
Tabnetok y énictepi,
no 3 6nictepun y nauui
3 KapTOHY

ToBapucTBo 3
obMexeHo
BiANOBIAANILHICTIO
Haykoso-
BMPOGHMYa hipma
"MIKPOXIM"

Ykpaina

ToBapnCTBO 3 OOGMEXEHOID
BiAgnoBiganbHicTio HaykoBo-

BMpOo6HUYa chipma
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
Marepianis: 3miHu Il Tiny - 3miHK
wofo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo
3MmiHa(1) Ao 3000B'A3aHb Ta yMOB
BMAadi peecTpauiiiHoro
nocBigYeHHs, BKNovaoum MnaH
ynpaeniHHA pyu3vKamu
(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMaralTb(€) NOAA/TbLIOTO
06r'pyHTYBaHHS HOBMMM
[00aTKOBUM i@aHUMMK, LLIO MatoTb
HafaBaTnCs KOMMETEHTHUM
OopraHoMm, OCKiflbkV BUMaraeTbCcs
CyTTEBA OL|iHKA KOMNETEHTHUM
opraHom) BukoHaHHSs 3060B'A3aHb
BignoBigHo Ao mignyHkTy 1.13
nNyHKTY 1 gogatky 15 no MNopsaky
NPOBeAEHHS eKCNepTU3n
peecTpauiiHux maTepianis Ha
nikapcbki 3aco6u, Lo noganTbes
Ha JepxXaBHy peecTpauito
(NepepeecTpalito), a Takox
ekcnepTusn MaTepianis npo
BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianis NnpoTArom fii
peecTpaviiiHoro NocBig4YeHHs,
3aTBEpAKEHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460)

3a
peyerimom

UA/12306/02/01

14.

BETACIMAH®

PO34uH ANS iH'eKUiR, 4
mr/mnno 1 mn B
amnyni; no 1 abo 5
amnyn y navyi 3
KapToHy; No 5 amnyn 'y
6nicTepi; no 1

MAT "dapmak”

YKpaiHa

MAT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis:
3MiHK | TUNY - 3MiHa po3mipy cepii
(BK/TKOYAtOYM fiana3oH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
- BBEJEHHS 104aTKOBOrO po3Mipy

3a
peyenmom

UA/10526/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
6nicTepy B nauui cepii: 3anponoHoBaHo: 40 n (3600
amn.), 100 n (9000 amn.) Ta
nopatkoso 250 1 (222000 amn.)
15. | BIOCOH TabneTku, BKpUTI TOB "®apma Ykpaina TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH A0 peecTpavliintHmx 6e3 UA/15137/01/01
nNiBKOBOKO Crapt" martepianis: peuenma
o060/10HKOI0, Mo 10 3MiHu | Tyny - 3MiHa BUPOGHMKA
TabneTok y 6nictepi; BWXi4HOr0/MpOMiXHOro
nol, 2, 3a6o 10 npoaykTy/peareHTy, LWo
6nicTepiB y KAPTOHHIN BMKOPUCTOBYHOTbCS Y BUPOOHNYOMY
navu,i npoueci A®l, abo 3miHa BUpoOHMKa
(BKNOYatouun, oe HeobxigHo, micue
NpOBeLEHHS KOHTPO/TIO AKOCTi) AdI
- BBEJIEHHS HOBOTrO BMPOGHMKa AdPI
Cyxuii ekcTpakT nacudpnopm 3
HafJaHHAM macTep-haliny Ha AdI
[0 BXe 3aTBEPAXXEHOI0 BUPOOHMKA
16. BICOMNPON® Tabnetkn no 5 mr, no MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a UA/3214/01/01
10 TabneTtoK 'y marepianis: peyenmom
6nicTepi; no 2, 3 abo 5 3MiHu I TMny - 3MiHK WoA0
6nicTepis y nauui 6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy, iHwi 3mMiHu, Ak
He BBILN y Leld po3ain, ki
BK/TIOYAIOTb NOAAHHA pe3ynbTaTiB
JocnigpkeHb A0 KOMNETEHTHOrO
opraHy - npeAcraB/ieHHs
pe3ynbTaTiB nicnspeecTpauiiHoro
LOCNiMKEHHS GiOEKBIBA/IEHTHOCTI
17. BICONPON® Tabnetku no 10 mr, no MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/3214/01/02
10 TabneTtoK 'y marepianis: peyenmom
6nictepi; no 2, 3a6o 5 3MiHu || TUny - 3MiHK WoA0
6nicTepiB y naui 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy, iHLi 3miHu, aki
He BBIlWN y Ueli po3gin, ki
BK/TIOHAIOTb NOAAHHA pe3ynbTaTiB
JocnigkeHb 10 KOMNETEHTHOrO
opraHy - npeAcTaB/ieHHs
pe3ynbTaTiB nicnspeecTpauiiHoro
LOCNiMKEHHS 6i0eKBIBa/IEHTHOCTI
18. | BICONPON® TabneTku no 2,5 mr, MNAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/3214/01/03
no 10 TabneTok y maTepianis: peyenmom

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

3MiHY I TMny - 3MiHK WoAo

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy, iHwi 3miHu, ski

He BBINLWAN Y Leli po3ain, ki
BK/TIOYAIOTb NOAAHHA pe3ynbTaTiB
JocnimKeHb A0 KOMNETEHTHOrOo

opraHy - NpeAcTaB/ieHHst

pe3ynbTaTiB NicAspeecTpauiinHoro
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
[OCNiMKEHHS1 6iOEKBIBA/IEHTHOCTI
19. BPUNbAHTOB pO34nH ons TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx bes UA/8461/01/01
VI 3EMEHNI 30BHILLHBLOTO "TepHochapm" martepiasis: 3MiHW 3 AKOCTI. FOTOBUIA | peyenma
3aCTOCYBaHHS, nikapcbkuii 3aci6. Cuctema

cnupToBmii 1% no 10
My dhnakoHi; no 1
dhnakoHy B navui 3
KapToHy; no 10 mny
dnakoHax; no 20 mny
dhnakoHax-
KpanenbHuusAx; no 1
dhnakoHy B navui 3
KapToHy; no 20 Mny
dhnakoHax-
KpanenbHULAX

KOHTelHep/3aKynopoBabHuii
3aci6. 3miHa po3mipy ynakosku
roTOBOrO JlikapCbKoro 3acoby (3miHa
Macu/o6'eMy BMICTy KOHTellHepa
6araTto030BOr0 JlikapCbKOro
3aco0y A/17 HenapeHTepasibHOro
3acTocyBaHHsA (a6o 0AHOL030BOrO,
4acTKOBOIO BUKOPUCTAaHHS);
CynyTHS 3MiHa: 3MiHW 3 KOCTI.
[OTOBWIA NikapcbKuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBanbHuii
3aci6. 3MiHa y NepBUHHIli ynakoBLi
roTOBOrO Nikapcbkoro 3acoby (Tvn
KOHTellHepa abo fofaBaHHS HOBOTO
KOHTeliHepa) - TBepai, M'siki Ta
HecTepw/bHi pigki nikapcbki hopmu-
BBEJleHHA [104aTKOBOI YNakoBK/ —
no 20 mn y dpnakoHax-
KpanesbHULAX CKASHWX 3
TBVHTOBOIO FOP/IOBVHOIO
3aKynopeHnx npobkamu i
KpULKamun; BHECEHHSI YTOUHEHHS
[0 onucy 3aTBepA)KeHol NepBUHHOT
ynakosku /13 - npuBefeHHs onucy
3aKynoproBasIbHOr0 3acoby Ans
dhnakoHy no 10 mn fo hakTUyHoro,
OCKi/TbKM 10r0 6Y/10 HEKOPEKTHO
3a3HayeHo y p. «Ynakoska» MK#A
N3, a came NOMWU/IKOBO 3a3Ha4YeHO
npo6ky (cpnakoHn no 10 mn
3aKyMnopHBa/IUCH SINLLE KPULLIKOKO
Tuny K-10Y). 3atBepaxeHo: «Mo 10
My dolakoHax CKNSHUX 3
rBUHTOBOIO FOP/IOBMHOKO
3aKynopeHnx Npobkamu i KpuLLKamu
...»; 3anpornoHosaHo: «1o 10 mny
donakoHax CKASTHUX 3 TBUHTOBOKD
rOP/IOBVHOIO 3aKyNOPEHNX
Kpuwikamu. A6o no 20 mny
dhnakoHax-KpanesibHULAX CKNSHNUX
3 FBUHTOBOIO FOP/IOBMHOIO
3aKynopeHux NpobkKamu i KpuLiKkamu
o
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
20. | BPUNBbAHTOB | po3uvH ans TOB "AKnM YkpaiHa TOB "[AKIM "®apmavyeBTryHa YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 UA/3180/01/01
WA 3ENEHNIA 30BHILIHLOIO "apmaueBThYHa habpuka" mMaTtepianis: 3miHu | TNy - peuenma
3aCTOCYBaHHS, thabpuka" AAMIHICTPaTUBHI 3MiHW. BunyyeHHs
cnnpToBmii 1% no 10 BVMPOGHWYOI AinbHNL (BKIHOYAKYN
M1 a6o no 20 mny ninbHUUi ans A®Il, npoMixHoro
dnakoHax NpoAyKTy abo roToBOro Nikapcbkoro
3aco6y, AiNbHULI A58 NPOBeAEHHS
nakyBaHHs1, BUPOOGHMKa,
BiZiNOBIfAILHOTO 3@ BUMYCK Cepild,
MicLie NpOBeAEHHS KOHTPO/IO cepii)
abo noctavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y AOCHE) - BUTYUYEHHS
OfHIET i3 ABOX 3aTBEPKEHNX
AinbHUUB BUpo6HKka TOB "KM
"hapmMaueBTnyHa abprka”
YkpaiHa. BeefeHHA 3MiH npoTsarom
6-TN MicsAUIB Nic/1s 3aTBEPKEHHS.
21. BPOHXO 6anb3amno 30 ry MeHTOonaTym AHrniA MeHTOonatym Komnari Nlimitep, Benvka bputaHis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/9758/01/01
BA/IM 6aHuj; no 1 6aHui B KomnaHi Mlimiteq marepianis: peyenma
KapTOHHI KOpooLi 3MiHM | TUMY - NOAAHHS OHOB/IEHOTO
cepTudikaTa BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne R2-
CEP 1994-007-Rev 05 ans gito4oi
peyosuHn Methyl salicylate Big Bxe
3aTBEPAKEHOr0 BUPOBHMKA, 5K
HacnifgoK 3MiHM B agpeci
22. BYCTPUKC™ cycneHsis ans nakcoCMmiTKnsiiH Benvka nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/14955/01/01
KOMBIHOBAH iH'ekuin, 0,5 mn/po3y Ekcnopt JlimiTeg, BputaHis Bionogxikans C.A. marepianis: peyenmom
A BAKUVHA no 1 posiy 3MiHK | TNy - 3MiHK 3 AkocTi. API.
ansa nonepegHL0 (iHWi 3MiHW) - KOPEeKTHE BUKNaAEHHS
MPO®DITAKTUK | HanoBHeHOMYy LLNpWL; PYHKL BUPOBGHNUMX caliTiB GSK
N ANDTEPII, no 1 nonepeaHLo Biologicals Rixensart Ta GSK
MPABLSA, HanoBHEHOMY LLNPULY Biologicals Wavre y po3gini
KALUTHOKY y KOMNekTi 3 ABOMa 3.2.5.2.1 Manufacturer(s) sk
(ALENONAPH ronkamv B BiNOoBi4a/IbHMX 3a KOHTPOJIb AKOCTI
nin NnNacTUKOBOMY cy6cTaHLUIl KaLltoKoBoro
KOMMOHEHT) KOHTeliHepi; no 1 aHaTokcuHy (Pa)
(AACOPBOBA KOHTEliHepy y
HA, 3I KapTOHHI KopooLi
S3MEHLUEHUM
BMICTOM
AHTUTEHIB)
23. BYCTPUKC™ CyCneHsist 415 iH'eKLin nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpavuiiHnx 3a UA/15071/01/01
nonio no 1 posi (0,5 Ekcnopt NimiTep, BpuTaHis Bionoaxikans C.A. marepianis: peyenmom
KOMBIHOBAH mMn/po3sy), no 1 nosiy 3MiHM | TURY - 3MiHK B Npoueci
A BAKLUMHA nonepegHsLo BMpo6HMUTBa AP| (HE3HAYHA 3MiHA
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
anda HanoBHEHOMY LUMPWLYj; y npotieci BUpo6HuuTea Adl) -
MPO®ITAKTUK | no 1 nonepeaHbLo npuBeAeHHsA matepianis
N ANDTEPII, HarnoBHEeHOMY LINPULY peecTpauiiiHoro focbe y
NMPABLUSA, y KOMNeKTi 3 ABOMa BIANOBIAHICTb A0 BUPOGHMYOT
KALUNMIOKY ronkamv B NPaKTUKKX LLOA0 KOHTPO/KO AKOCTI Ta
(ALENONAPH nn1acTMKoBOMY BMPOGHMYNX NPOLLECIB NpU
un KOHTeliHepi; no 1 BMPOOHULITBI MPOMIDKHOTO MPOAYKTY
KOMMOHEHT) KOHTEliHepy y iHakTMBOBaHoro noniosipycy (IPV)
TA KapTOHHiiA KOpo6L Ta onvcy NepBrHHMX MaTepianis,
noniomienity LLI0 BUKOPUCTOBYHOTbLCA Mif, yac
(HAKTUBOBA LbOoro npotiecy. BHeceHHA
HA) pefakLuifiH1X NpaBoK A0 po3ainis
(AACOPBOBA pocbe 3.2.5.2.2123.2.5.2.3
HA, 3l
SMEHLLEHUM
BMICTOM
AHTUTEHIB)
24, BYCTPUKC™ CyCneHsist 415 iH'eKuin nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/15071/01/01
nonio no 1 gosi (0,5 Ekcnoprt JlimiTepg, BputaHis Bionogxikans C.A. marepianis: peyenmom
KOMBIHOBAH mn/go3y), no 1 posiy 3MiHU | TUNY - 3MIHW aHaNITUYHKX
A BAKLUMHA nonepeaHbLo nocwiaHb 11 CUPOBUHM L-
anda HanoBHEHOMY LUMPWLj; rayTamiH 3 in-house moHorpadii Ha
MPO®ITAKTUK | no 1 nonepeaHbL0 MoHorpadito USP. BHeceHHs
N BQUDTEPII, HaMoBHEHOMY LLMPULYY pefaKLiiiHiX NPaBokK 40 Po3ainy
NMPABLSA, y KOMNJeKTi 3 ABOMa 3.2.S.2.3 peecTpauiiiHoro Aocbe
KALLUJTHOKY rofikamu B
(ALEENONAPH N1acTUKOBOMY
un KOHTeiiHepi; no 1
KOMMOHEHT) KOHTEliHepy y
TA KapTOHHI KOpoo6Li
noniomienity
(IHAKTUBOBA
HA)
(AACOPBOBA
HA, 3l
SMEHLUEHUM
BMICTOM
AHTUTEHIB)
25. | BA30MNPO® PO34unH ANS iH'EKL, MNAT "®dapmak” Ykpaina MAT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/11505/01/01
100 mr/mn, no 5 mn B marepianis: peyenmom

amnyni, no 5 amnyn y
6nicTepi; no 2
6nicTepu B nayu;j 3
KapToHy; Mo 5 mn B
amnyni, no 10 amnyny
nauti 3 KapToHy 3
ropoBaHoIo
BK/18/JKO0

3MiHu | TUny - 3MiHa po3mipy cepii
(BKNtOYatOUM gianasoH po3mipy
cepii) roToBOro fikapcbKoro 3acoby
- BBEZleHHA 40AaTKOBMX PO3MipiB
cepiii: 3anponoHoBaHo: 630 n (119
TUC. amn) Ta AoAaTKOBI po3Mipun
950 n (179 Tuc. amn), 1060 n (2000
TMC. amn)
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

26.

BAJICAPTAH

NopoLLOoK (cybcTaHLis)
y nonieTnneHoBoMy
naketi gnsa
chapmaueBTUYHOro
3acToCcyBaHHSA

BE3 dapmaxem
4.0.0.

XopBarTisi

MaiinaH Jlabopatopis Jlimiteq,

IHais

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis: 3MiHU 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-
cepTudikar BiAMoBIgHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignoBigHOCTIi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONEechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; AN LONOMIKHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONechbkili
chapmakonei) - OHOBNEHWIA
cepTuduikaT Bif Y)Xe 3aTBepIXEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignoBiAHOCTI
€Bponelicbkin hapmakonei Ne R1-
CEP 2009-396-Rev 02
(3atBepmxeHo: R1-CEP 2009-396-
Rev 01) ans gito4oi peyoBmHM
Valsartan Bif BXe 3aTBEpPKEHOIO
BMpO6HUKa MYLAN
LABORATORIES LIMITED 3
BigNoBigHMMM 3MiHaMKN B agpeci
BMPOGHUKA (BUYYEHHS AiNIbHULL),
3amMiHa TepMiHy 36epiraHHs 5 pokis
Ha TepMiH nepeTecTyBaHHs 5 pokiB,
3MiHamu B cneyudpikauii 3a
NOKa3HUKOM «PO3UYMHEHHS», 3MiHN
B MeToJax KOHTPOH0 cybCTaHLil 3a
NOKa3HUKOM «3a/INLLKOBI
PO3UYMHHKKM», Ta 3MiHa cchepu
3actocyBaHHA AdIl, a came:
3aTBEPAKEHO: AN BUPOOHMLTBA
HECTEPUIbHUX NIKapPCbKNX hopM;
3anponoHoBaHo: Ans
hapMaLeBTUYHOTO 3aCTOCYBaHHS.

UA/7168/01/01

27.

BANNICAPTAH
320/rigPoOXxno
POTIA3MA 12,5
KPKA

TabneTku, BKpUTI
nNiBKOBOKO
06010HKo, 320
mr/12,5 wmr; no 14
Tabnetok y énictepi;
no 2 abo 6 6nictepis y

KPKA, a.4a., HoBo
MecTo

CnoBeHis

Brpo6HuK, BiANOBIfa bHUIA 3a

BUPOBHMUTBO «in bulk»,

nepBUHHE Ta BTOPVHHE

nakyBaHHS, KOHTPO/b Ta
BMNYCK cepil:

KPKA, a.4., HoBo mecrto,

CnoBeHisi

BHECEHHS 3MiH A0 peecTpavliitHmx
mMartepianis: 3miHu | TUNY - 3MiHK 3
akocTi. CepTtudpikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEechkili
hapmakonei/moHorpadii. NMogaHHs

3a
peyenmom

UA/14546/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
KapTOHHI KOpooLi CnoBeHis;

Brpo6HuK, BiANoBiganbHuiA 3a
KOHTPO/b cepii:
KPKA, a.4., HoBo mecTo,
CnoseHisa

HOBOro abo OHOBJIEHOrO
cepTudikaTa BignNoBigHOCTI abo
BUYyYEHHS cepTudikata
BiANOBIAHOCTI EBpONEechbkili
thapmakonei: gna A®l; ans
BWXiHOro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; AN LONOMIXHOT
peyoBuHM (cepTudiikat
BiANOBIAHOCTI EBpONechbkili
chapmakonei) - OHOBNEHWIA
cepTuduikaT Bif y)Xe 3aTBepIXEHOro
BMPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudiikaty BifnoBigHOCTI
€Bponelicbkin hapmakonei Ne R1-
CEP 2000-091-Rev 03
(3atBepmxeHo: R1-CEP 2000-091-
Rev 02) ans gito4oi peyoBuHM
Hydrochlorothiazide Big,
3aTBEPKEHOrO BUPOGHMKA
UNICHEM LABORATORIES
LIMITED. 3MiHu | TUnNYy - 3MiHu 3
AKoCTi. FOTOBMIA Nnikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHULY,
Ha sKill 3AjiiCHIETbCA
KOHTPO/b/BUNPOBYBaHHSA cepil)
BBE/leHHs A0AATKOBOI AinbHULI AN
KOHTPOSIH0 cepii Ta 3a3HaYeHHs
OyHKLIl BXe 3aTBEpPAKEHOrO
BMPO6HUKa, LLIO BignoBigae 3a
BUMNYCK cepii. 3MiHu | TUny - 3MiHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa Y TepMiHax
npugatHocTi abo ymoBax
36epiraHHs rOTOBOTO NiKapCbKOro
3aco6y (36i1bLUEHHS TEPMIHY
npuAaTHOCTI rOTOBOrO NiKapCbKOro
3acoby) - 115 ToproBoi ynakoBku
(niaTBEPAXKYETHCA AAHUMU
peanibHOro Yacy) - 36iNbLUEHHs
TepMmiHy npugatHocTi N3y 3B’a3ky
3 OTPYMaHHSAM pe3y/bTarTiB
L0CAiMKEHHs cTabiNbHOCTI
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3aTBepaKeHo: TepMiH NpMAATHOCTI
3 poku
3anponoHoBaHo: TepMiH
npugaTHocTi 5 pokis
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEPAYKEHHS

28.

BIBUMAK

PO34UH ANS iH'EKLN,
270 wr opy/mn no 50
M1 abo no 100 mny
dhnakoHi; no 10
(p1aKOHIB Y KapPTOHHiIl
Kopoo6Li

xul Xenckea AC

Hopgeris

xul Xenckea IpnaHgis
Nimiteq

IpnaHgjs

BHECEHHS 3MiH 40 peecTpaviitHmx
martepianis:
3MiHM | TUNY - 3MiHW B MpoLEeCi
BMPO6HULTBA AP - BHECEHHS
He3HaYyHVX 3MiH B npoLiec
BUpo6HNLTBa A®I VogmkcaHon,
30Kpema: 36iNblUeHHS TemnepaTypu
Big "Warm to about 60? C" go
"Warm to not more than 125? C"
nepeq, AoAaBaHHAM KaTasnisaropa
Ha cTagil aueTnnysaHHs (Ctagis b);
3MiHM | TUny - 3MiHK 3 AKocTi. Ad| -
BHECEHHS 3MiH B p. 3.2.S.2. MNpouec
BUpo6HMLTBa ADI MogukcaHon,
30Kpema: y3romxeHHs iHchopmavi
LoAo BMpPOo6HMLUTBa ADI
MopaukcaHon signosigHo Notice to
Applicants on the Presentation Ta
Format of the Dossier in CTD
format, a Takox BignoBigHO
pekomengauiam ICH Q7A Ta
CPMP/QWP/130/96, Rev 1 woao
BU3HAYEHHS BUXiAHUX PEYOBUH
aKTMBHOI PEYOBUHU

3a
peyenmom

UA/4254/01/01

29.

BIBUMAK

PO34UH ANS iH'EKLN,
320 wmr iogy/mn no 20
M, abo no 50 mn, abo
no 100 mn, a6o no 200
M, abo no 500 mny
nakoHi; no 10
(hN1aKOHIB Yy KapTOHHiIl
KopoobLi

Ixunl Xenckea AC

Hopseris

[xuml Xenckea IpnaHgis
Nimiteq

IpnaHgis

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis:
3MiHM | TURY - 3MiHM B Mpoueci
BMPO6HMLTBA AP - BHECEHHS
He3HayHuX 3MiH B npoLec
BUpo6HNLTBa A®I VogmkcaHon,
30Kpema: 36iNblUeHHS TemnepaTypu
Big "Warm to about 60? C" go
"Warm to not more than 125? C"
nepeg AofaBaHHAM KaTtaslizaTopa
Ha cTagil aueTnnysaHHs (Ctagis b);
3MiHM | TUny - 3MiHK 3 AKocTi. Ad| -
BHECEHHSA 3MiH B p. 3.2.S.2. MNMpouec
BUpo6HMLTBa AD| MogykcaHon,
30Kpema: y3rofmxeHHs iHcopmavi
Loao BMpo6HMLUTBa ADI
MopaukcaHon signosigHo Notice to
Applicants on the Presentation Ta

3a
peyenmom

UA/4254/01/02
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
Format of the Dossier in CTD
format, a Takox BignoBigHO
pekomeHgauiam ICH Q7A Ta
CPMP/QWP/130/96, Rev 1 woao
BU3HAYEHHS BUXiAHUX PEYOBUH
aKTMBHOI pe4OBUHU
30. | FACTPUTON Kpanni opasibHi no 20 [Op. l'yctaB KnsiiH HimeuunHa [Op. N'yctas Knsinn M'v6X & Ko. HimeuyunHa BHECEHHS 3MiH 40 peecTpaviitHmx 6e3 UA/8950/01/01
"OP. KNAAH" M, 50 mn, 100 mny m6X & Ko. KI KIr martepianis: peuenma
hnakoHax 3 3MiHY | Tuny - 3MiHK Wwoao
KpanesnbHuueto; no 1 6e3nekn/edeKTUBHOCTI Ta
pN1aKoHyY Y KapTOHHilA hapmakoHarnagy. BeegeHHs abo
Kopoo6Li 3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0coou,
BiANOBIAa/IbHOI 3a 3AiACHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA BiJ, yNTOBHOB&XXEHOI
ocobu, BignoBiganbHOT 3a
3[jiCHEeHHs1 hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-chalina
cucTemn chapmakoHaraagy) -
MponoHoBaHa pegakuis: KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI
0cobu 3asiBHUKA 415 34iICHEHHS
thapmakoHarnsgy - BoiiteHko
AHTOH [eopriiioBny
31. | TEQEPVH cvpon no 90 mny TOB "AKnMN Ykpaina TOB "[AKIN "®apmaveBTryHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHnx 6e3 UA/7526/01/01
nnoLy dhnakoHi abo 6aHuj; no | “"dapmayeBTnyHa habpuka" mMaTtepianis: BUyYEHHS OAHIET i3 peyenma
1 chnakoHy abo 6aHuj habpuka" [BOX 3aTBEPMKEHNX AiNbHUL
3 1030400 BMPOGHUKa (BBEEHHS 3MiH
CK/ITHOYKOO B navLi NPOTAroM 6-Tu MicAUiB nicns
3aTBEPAKEHHS)
32. FEKCAKCUM | CyCneHsist 415 iH'eKun CaHochi MNactep dpaHuis MOBHWIA LKA BUPOOHMLTBA, dpaHuisn/ BHECEHHS 3MiH [0 peecTpauiiiHnx 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B C.A. BMNyckK cepiii: CaHodpi Mactep YropwumHa martepianis: peyenmom
BAKUVHA ANA | nonepeaHbo C.A., dpaHuis; BTOPUHHE 3MiHM | TUNy - 3MiHa y MeTogax
MPO®DITAKTUK | 3anoBHEHMX Lwinpuuax nakyBaHHs: 3AT "CaHodi- BMNPOOGYBaHHSI TOTOBOIO
M ANDTEPII, 3 1-eto (a6o 2-ma) ABeHTIC", YropwuHa nikapcbKoro 3acoby - 3MiHa cepii
NnPABLUA, OoKpemMnmu rosikamm Ne CTaHAapTHOro 3pasky (eTasIoHHOI
KALUTHOKY 1a6oNe 10 Tay BakuuHu DTacP cepii IND09011 Ha
(ALENONAPH chnakoHax Ne 10 cepito IND15038), sikuii
7] BMKOPUCTOBYETLCA /1A BUSHAYEHHS
KOMMNOHEHT), AKTVMBHOCTI NPaBLEBOr0 aHATOKCUHY
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
FENATUTY B y BUNPO6YBaHHI, LLI0 BUKOHYETbCS
PEKOMBIHAHT Ha eTari rotoBoro
HA, Hepo3cacosaHOro NpoaykTy (npu
noniomienitTy BMMYCKy) Ta Ha eTani
IHAKTBOBAH po3chacoBaHoOro NPoayKTy npu
ATA [OCNiKEHH] cTabiNbHOCTI.
3AXBOPHOBAH PepakTopcbki NnpaBku A0 po3ainy
b, 3.2.P.6. TepMiH BBej€HHA 3MiH —
CMPUYMNHEHN ntoTwii 2019 p.
X
HAEMOPHILUS
TNy B
KOH'IOrOBAH
A!
AQICOPBOBAH
A, PIAKA
33. FENACONI® pO34MH ANna iHdysili «Xemothapm» Afl Cepbis KOHTPO/b AKOCTI, BUMNYCK Cepii: Cepbis/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/3514/01/01
HEO 8% no 500 My naswkax «Xemopapm» All, Cepbis; YopHoropis marepianis: peyenmom
BVPOGHMLTBO 3MiHY | Tuny - 3MiHK Woao
Hepo3dracoBaHOT NPoAyKL;i, 6e3nekn/edeKkTMBHOCTI Ta
nepBrHHA Ta BTOPVHHA hapmakoHarnsgy. BeegeHHs abo
ynakoBka, KOHTPO/b AKOCTI: 3MiHU [0 y3araslbHEHNX AaHnX Npo
XeMOMOHT £.0.0., HopHoropisi cuctemy hapMakoHarnagy
(BBEAEHHA Y3araslbHEHNX AaHNX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHSA
thapmakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHMKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, YNOBHOBaXeHOI
ocobw, BigNoBigabHOT 3a
3[jiCHEeHHSs1 hapmakoHarisgy
(BKTIHOYAKOYM KOHTAKTHI faHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-calina
cucTemMu dpapmakoHarnsgy) -
MponoHoBaHa pepakLisi: Mpycbkuii
Cranicnas Bonogumuposuy.
3MiHa KOHTaKTHMX AaHux
KOHTaKTHOI ocobu
34. | TEMNALE®® NMOPOLLIOK 4151 PO3UUHY MAT Ykpaina MAT "KuiBmegnpenapar” YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/0881/01/01
Ans iH'ekuii no 1,0, "KuiBmegnpenapa martepianis: 3miHu | TUny - 3MiHn peyenmom
10 donakoHiB 3 T oo 6e3nekn/edpekTMBHOCTI Ta

MOPOLLKOM Y KOHTYPHIiA
YapyHKOBIli ynakoBLi;
no 1 KOHTYpHIlA
YapyHKOBIli ynakoBLii B

thapmakoHarnagy. 3MiH1 y KOpOTKiii
XapakTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKL|i 415 MegnyHoro
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbK0O20

Popma sUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

BionycKy

peecmpayiliHo2o
nocsioYeHHs

3acoby

ynakoska)
nauuj

3aCTOCyBaHHSA
reHepUYHUX/ribpuaHNx/GionodibHNX
niKapcbknx 3acobiB Nic/1si BHECEHHS
Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HaZiaHHA XOAHUX HOBUX
[0[ATKOBUX AaHuX) - 3MiHN BHECEHI
[0 IHCTPYKUIT A8 MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby y
po3ainu: "®apmakoTepaneBTuyHa
rpyna" (YyTOYHEHHS Ha3Bu),
"MokasaHHA" (pegaryBaHHs TEKCTY),
"MpoTunoka3aHHs", "OcobnmBocCTi
3acTocyBaHHSA", "3acTocyBaHHs Y
nepiog, BaritTHOCTi 260 rofyBaHHsA
rpyAao”, "3aartHicTb BIIMBATY HA
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMK
mexaHizmamu”, "Cnoci6
3acTocyBaHHA Ta gosun”, "Oitn"
(yTouHeHHs iHdhopmalii), "MobiuHi
peakuii”, "HecymicHicTb" BiaNoBigHO
[0 iHdopmauii Wwoao MegnmyHoro
3acTocyBaHHsA pehepeHTHOro
nikapcbKoro 3acoby (LLE®OBIA®,
NOPOLLOK A/15 NPUroTyBaHHSA
PO3UMHY ANs iH'eKLjiA, 1 1), AK
HacnigokK BiANOBIAHI 3MiHN B TEKCTI
MapKyBaHHS ynakoBku. BBegeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.

3a

UA/2845/03/01

35.

FHINPAN

KOHLeHTpaT ans
PO3unHy ANs iHAys3il,
25 mkr/5 mnno 5 mn B
amnyni; no 5 amnyn y
KapTOHHI KOpoo6Li

Takena ABCTpis
M6X

ABCTpiIs

Takena AscTpis M'm6X

ABCTpist

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHM | TUNY - 3MiHa NapameTpis
cneyudikalin Ta/abo gonycTummnx
MEeX rOTOBOr0 /ikapCbKOro 3acooy -
npvBeAeHHsA 3aTBepayKeHol
cneuundikauii y MKA 3a
nokasHukamu: «lgeHTundikawis»,
«HomiHanbHuii 06’em», «MexaHiuHi
BK/IIOUEHHS», «KinbKicHe
BU3HAYEHHS» Y BIAMOBIAHICTb A0
opuriHanbHVX MaTepianis,
OCKi/IbKKM B 3aTBEPKEHI peaakuii
HasiBHI HETOYHOCTI NOB’A3aHi 3
nepeknagom. Kputepii
NPUAHATHOCTI Ta METOAUN KOHTPOJIIO

3a JaHMMU NOoKa3HUKamMun He

peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
3MiHVInCA
36. FIHIOPAN PO3YUH NSt iH'EKLIN, Takena ABCTpis ABCTpiIs Takena AscTpis M'm6X ABCTpist BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/2845/01/01
10 Mkr/2 Mn no 2 Mn B 6X martepianis: peyernmom
amnyni; no 5 amnyn y 3MiHM | TUNY - 3MiHa NapameTpis
KapTOHHI KOpooLi cneyudikaliin Ta/abo gonycTummnx
MEX rOTOBOr0 /ikapCbKOro 3acooy -
npvBeAeHHsA 3aTBepaKeHol
cneuundikauii y MKA 3a
nokasHukamu: «lgeHTundikawis»,
«HomiHanbHuii 06’em», «MexaHiuHi
BK/IIOUEHHS», «KinbKicHe
BM3HAYEHHS» Y BIAMOBIAHICTb A0
opuriHanbHVX MaTepianis,
OCKi/IbKKM B 3aTBEPKEHI peaakuii
HasiBHI HETOYHOCTI NOB’A3aHi 3
nepeknagom. Kputepii
NPUAHATHOCTI Ta METOAMN KOHTPOJIIO
3a JaHUMK NOKasHNKaMmn He
3MiHuanCA
37. rNIMENIPAA- TabneTkn no 2 mr, no AT "KUIBCbKWW YkpaiHa AT "KUIBCbKWW YkpaiHa BHECEHHS 3MiH [j0 peecTpaviinHmx 3a UA/4410/01/01
KB 10 TabneTok y BITAMIHHAIA BITAMIHHW 3ABOA" martepianis: peyernmom
6nicTepi; no 3 3ABOA" 3MiHu | TUNy - 3MiHa y meTogax
6nictepun B nauLi BUNPOGYBaHHS rOTOBOIO
niKapcbKoro 3acoby - 3MiHu 80
MeToAnkM T. "MikpobionoriyHa
yuctoTa', y 3B 53Ky 3 NPUBEAEHHAM
o sumvor 1oy
38. rnIMENIPUA- TabneTkn no 3 mr, no AT "KUIBCbKUIA Ykpaina AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/4410/01/02
KB 10 Tabnetok y BITAMIHHAIA BITAMIHHU 3ABOA" marepianis: peyernmom
6nictepi; no 3 3ABOL" 3MiHKM | TURY - 3MiHa y MmeTogax
6nictepy B nauui BUMPOBYBaHHA roTOBOrO
nikapcbKoro 3acoby - 3MiHW Ao
MeToaunkM T. "MikpobionoriyHa
yucToTa", y 3B A3KY 3 NPUBELEHHAM
o sumvor 1oy
39. | FMIMENIPUSG- TabneTkn no 4 mr, no AT "KMIBCbKIN YkpaiHa AT "KMIBCbKN YkpaiHa BHECEHHSI 3MiH 40 PeeCTpaLjiiiHnx 3a UA/4410/01/03
KB 10 TabneTtoky BITAMIHHAIA BITAMIHH 3ABOA" martepianis: peyernmom
6nicTepi; no 3 3ABOS" 3MiHM | TUNy - 3MiHa y MeTogax
6nictepy B navw, BMNPOOYBaHHSA rOTOBOrO
nikapcbKoro 3acoby - 3MiHu J0
mMeToAnkmM T. "MikpobionoriyHa
yucToTa", y 3B'A3Ky 3 NPUBELEHHAM
[0 Bumor ey
40. | TNYTAPIH Tabnetkmnolr,mol ToBapucTBo 3 Ykpaina ToBapnCTBO 3 OOGMEXEHOID YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 UA/4022/02/02
ANKOKNIH TabneTui y 6nictepi, obmexeHo BiAMOBIAA/TLHICTIO marepianis: peyenma
no 2 6nictepun y BiANOBIAA/ILHICTIO "®apmMaueBTUYHa KOMNaHis 3MiHuM | TUNY - 3MiHa NnapameTpis
KapTOHHI kopobuj, No "bapmaLeBTnyHa "3p0pos'a” cneuudikaLin Ta/abo gonycTummx
10 TabneToK y KOMNaHis MEX rOTOBOr0 NiKapCbKOro 3acoby
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
6nictepi, no 1 "3popos's" (BWTyYEHHST HE3HAYHOTO MOKa3HMKa
6nicTepy B KAPTOHHIi (Hanpuknag, 3actapinoro
Kopoo6Li nokasHuka, Takoro ik 3anax Ta
cMak, abo igeHTudikauis 6apBHMKIB
4M CMaKoBUX 106aBOK))
41. | TPUNAYT TabneTku no 4 €Bpo Naidkep Benuka ®AC Nimiten, IHaia; MapkcaHc IHAisA BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 UA/9253/01/01
TabneTku y ctpuni abo Nt BputaHis dapma NlTg marepianis: peyenma
6nictepi; no 1 ctpuny 3MiHK | TUNy - 3MiHK Woa0
abo 6nictepy y 6e3nekn/edeKTNBHOCTI Ta
KapTOHHI ynakoBsL,i No hapmakoHarnsgy. BeegeHHs abo
4 (4x1); no 4 TabneTku 3MiHU [0 y3ara/ilbHeHUX JaHuX Npo
y cTpuni abo 6nicTepi; cuctemy thapmakoHarnagy
no 1 ctpuny a6o (BBEAEHHSA y3araslbHEHVX AaHUX
6nicTepy y KapTOHHIl npo cuctemMy papmakoHarnsagy,
Kopobui, no 50 3MiHa yNOBHOB&XeHOi 0cobu,
KapTOHHMX KOPOGOK y BiANOBIAA/IbHOI 3a 34iiCHEHHS
KapTOHHI kopobui Ne hapMakoHarnaay; KOHTaKTHOI
200 (4x1x50); no 4 0cobu 3 hapmakoHarnsgy
TabneTku y ctpuni abo 3as9BHUKA ANS 34IACHEHHS
6nictepi; no 50 thapmakoHarnagy B YkpaiHi, kLo
cTpunis abo 6nictepis BOHa BiJMiHHa Bif, yNOBHOB&XEHOI
Y KapPTOHHIli ynakoBLi oco6u, BiANOBIAa/IbHOI 3a
Ne 200 (4x50); no 10 3[jiCHEHHSs1 hapMakoHarnsay
Tabnetok y cTpuni abo (BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo
6nicTepi; no 1 ctpuny 3MiHM y pO3MiLLEeHHI MacTep-dhaiina
abo 6nictepy y cuctemu chapmakoHarnsgy) - 3miHa
KapTOHHIN ynakosLi Ne YNOBHOBaXXEHOT 0CO6U,
10 (10x1); no 10 BiANOBIAabHOI 3a thapmakoHarnsg;:
Tabnetok y cTpuni abo MponoHoBaHa pefakuisa — benikoBa
6nictepi; no 1 ctpuny CgiTnaHa MuxaiinisHa. 3miHa
abo 6nictepy y KOHTaKTHUX JaHWX YMOBHOBaXEHOI
KapTOHHI kopobuj, no ocobu, BignoBiganbHOT 3a
10 KapTOHHMX KOPO6OK 3[jiCHEeHHs1 hapmakoHarnagy
Y KapTOHHIli Kopobui
Ne 100 (10x1x10); no
10 Tabnetok y cTpuni
abo 6nictepi; no 10
cTpunis abo 6nictepis
Y KapPTOHHIli ynakoBLyi
Ne 100 (10x10)
42, rPUNOUnNTPO NOPOLUOK A/1A ToBapucTso 3 Ykpaina ToBapuCTBO 3 06MEXEHOD YkpaiHa BHECEHHS 3MiH j0 peecTpaviinHmx bes UA/1470/01/01
H XOT OPAH)XX | opanbHOro posuuHy, obmexeHoro BiANOBIAA/IbHICTIO marepianis: 3miHu | Tuny - peyenma
no 4 r y nakeri; no 10 Bi4NOBIAANLHICTIO "apmMaueBTUYHa KOMNaHis AIMiHICTpaTVBHI 3MiHW. 3MiHa
nakeTiB y KAPTOHHIl "®apmaueBTuyHa "3popos'a” HalilMeHyBaHHs Ta/abo agpecu
Kopobui; no 4ry KOMNaHis 3as1BHVKa (B/1acHMKa
nakeri; no 5 cnapeHnx "3p0pos'a” peecTpauiiiHoro NocBig4YeHHs)

nakeTiB Y KApTOHHIl
Kopoo6Li

3miHa agpecy 3asBHUKA
ToBapuCTBO 3 0OMEXEHOI0
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

BiANoOBigabHICTIO "®apmayeBTnyHa
KoMnaHisa "340poB'a”, YkpaiHa.
BBefeHHs1 3MiH NpoTArom 6-Tn

MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM
| TMNY - AOMIHICTPaTUBHI 3MiHW.

3MiHa HalimeHyBaHHsA Ta/abo

afipecu MicLis NPOBaKeHHsS
AiSNbHOCTI BUPO6HUKa/iMnopTepa

rOTOBOrO JIiKapCbKOro 3acoby,

BK/IOYAI0OUM OiNbHUL BUMYCKY cepil

abo micue NpoBeeHHs KOHTPO/O
AKOCTI. (AiSNbHICTb, 3a AKY
BiAnoBigae BUpoGHWK/iMnopTep,
BK/IOUaAOUM BUMYCK cepili) 3MiHa
agpecu BUpobHUKa, 6e3 3MiHu
MicLs BUpO6HMLTBA. BBEAEHHS
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepKeHHS. 3MiHu | Tny -
3MiHu 3 SKoCTi. FOTOBMIA NiKapCbKuii
3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWiA
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO /iKapCbKoro 3acoby
(BWNYYEHHS1 yNakKoBKW NEBHOrO
pO3Mipy) BUIyYEHO YNakoBKy: Mo 4 r
y NakeTi; Mo 5 NakeTiB y KAPTOHHii
Kopob6Li. BBeaeHHs 3MiH NpoTsarom
6-TN MicsAUIB Nic/1s 3aTBEPKEHHS.

DANALVH L,

kancynu no 150 mr no
8 kancyn y 6nictepi;
no 2 6nictepu B
KapTOHHI KOpooLi

Mdpaiizep IHK.

CLIA

dPapeBa AMb6ya3

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHM | TUMY - 3MiHW A0 IHCTpYyKLU,i
AN MeAMYHOro 3acTocyBaHHA [0
po3gainy "®apmakonoriyHi
BnacTmBocTi. PapmakoguHamika”
010 aHTUBIOTUKOPE3UCTEHTHOCTI;
3MiHW | TURy - 3MiHK A0 IHCTpyKLUi
AN MeAnYHOro 3acTocyBaHHA [0
po3ainis "MpoTtunokasaHHs", "Oitn",
o040 npuBeaeHHs iHchopmauii
CTOCOBHO 3aCTOCYBaHHS AiTAM y
Bi4NOBIAHICTb A0 KOPOTKOI
XapaKTepUCTUKN NiKapcbKoro
3aco06y; 3MiHu Il TMny - 3MiHK Jo
IHCTpPYKLUIT ANna MeanyHoro
3aCcTOCyBaHHS [0 po3ginis
"®apmakonorivyHi BracTmBocTi”,
"B3aemopis 3 iHLIMMK NiKapCbKUmu
3acobamu Ta iHLWi BUAW B3aemogii",

3a
peyenmom

UA/1903/02/01
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbK0O20

Popma sUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

BionycKy

peecmpayiliHo2o
nocsioYeHHs

3acoby

ynakoska)

{040 B3aEMOZjT KNiHAaMiLVHy 3
iHAyKTOpamu uutoxpomy P450
(CYP) 3A4.
BBepeHHA 3MiH npoTsarom 3-x
MicauiB nicnAa 3aTBepAXeHHs

3a

UA/1903/02/02

OANALVH L,

Kancysnm no 300 mr no
8 karicyn y 6nictepi;
no 2 6nictepu B
KapTOHHI KOpoo6Li

Mdpainzep IHK.

CLWA

dapeBa Ambya3

®paHuia

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis:
3MiHM | TUNY - 3MiHW 00 [HCTPYKLi
ANs MeAnYHOro 3acToCyBaHHS A0
po3gainy "®apmakonorivHi
BNacTUBOCTI. ®apmakoanHamika"
00 aHTUBIOTMKOPE3UCTEHTHOCTI;
3MiHM | TUMY - 3MiHW A0 IHCTpYyKLU,i
AN MeAMYHOro 3acTocyBaHHA [0
po3sginis "MpoTunokasaHHs", "Oitn",
o040 NpuBeeHHs iHhopmauii
CTOCOBHO 3aCTOCYBaHHS AiTAM y
BiANOBIAHICTb A0 KOPOTKOI
XapakTepuCTVKN NikapCbKoro
3acoby; 3MiHu Il Tuny - 3MiHK A0
IHCTpYKUiT AN MeguuHoro
3aCcTOCyBaHHS 40 po3ginis
"®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWMMMW fliKapCbKuMu
3aco6amu Ta iHWi Buan B3aemMogiin”,
LoA0 B3aemMogii KniHgamiuuHy 3
iHAyKTOpaMun umtoxpomy P450
(CYP) 3A4.
BBepgeHHsA 3MiH npoTsirom 3-x
MicALiB nicnsa 3aTBepAKeHHSA

peyerimom

6e3

UA/11339/01/01

45,

AEAKYPA

Tabnetkun, no 5 mr, no
50 a6o no 100
TabneTok y onakoHi,
no 1 dpnakoHy y
KapTOHHIN nayui

Lepmachapm Al

HimeuunHa

Mi6e MM6X ApuHaiimMiTTenb

HimeyunHa

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis:
3MiHY | Tuny - 3MiHK WwoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3ara/ibHEHUX AaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3arasIbHEHNX AaHNX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0co6u,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiiMiHHA Bif, YNOBHOBaXeHOI
ocobw, BigNoBiganbLHOI 3a

3fjiCHEeHHs1 hapmakoHarisay

peyenma
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-halina
cuctemu chapmakoHarnagy) - 3miHa
KOHTaKTHOI 0co6MU, BignoBiganbHoi
3a 3[jiicHeHHs hapMakoHarnsay B
YkpaiHi: MponoHoBaHa pefakuis —
Banabaw Bitaniii Mukonaiiosuy.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0co6W, BiAnoBigaIbHOT
3a 3iicCHeHHs chapmakoHaraagy

46.

LOEAKYPA

TabneTku, no 2,5 mr,
no 50 a6o no 100
TabneToK y d/iakoHi,
no 1 pnakoHy y
KapTOHHIN nayui

Lepmachapm Al

HimeyunHa

Mi6e MM6X ApuHaiiMiTTesNb

HimeyunHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:
3MiHY | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHSA
thapmakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKaA ANS 34ICHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHa BiJ, YNOBHOBaXeHOI
ocobw, BigNoBiAabHOT 3a
3[jiCHEeHHs1 hapmakoHarisgy
(BKTHOYAKOYM KOHTAKTHI faHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-talina
cuctemn chapmakoHarnagy) - 3miHa
KOHTaKTHOI 0co6u, BiANoBifanbHOI
3a 34jicHeHHs hapmakoHarnsgy B
YkpaiHi: MponoHoBaHa pefakuis —
Bana6al Bitaniii MukonaiioBuy.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0c0o6M, BignoBiganbHoi
3a 3[jicHeHHs hapMakoHarnsay

6e3
peuyenma

UA/11339/01/02

47.

JE30PEMEH
75

TabneTku, BKpUTI
NNiBKOBOIO
060n10HKoto, no 0,075
Mr; o 28 TabneTok y
6nicTepi; no 1 abo no
3, abo no 6 6nicTepis
Y KapTOHHiIli KopoobLi

Mi6e Mm6X
ApuHaiimiTTens

HimeyunHa

Mi6e MM6X ApuHaiimiTTenb

HimeuyunHa

BHECEHHS 3MiH 0 peecTpaLinHnx
marepianis:
3MiHM | TUNY - 3MiHW 40 IHCTPYKUIT
[O/19 MeAUYHOr0 3aCTOCYBaHHSA Yy
po3ainu "dapmakooriyHi

BnacTueocTi", "B3aemogisa 3 iHWMK

nNikapcbknmu 3acobamu Ta iHLi
BMAM B3aemogiji”, "Ocob/mBocCTi
3acTocyBaHHs", "Cnoci6

3acTocyBaHHA Ta Ao3un" (Lwoao

3a
peyerimom

UA/16503/01/01




51

Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

6e3neku), "NobiyHi peakuii” 3rigHo 3
iHbopMmaieto Wwoao MeguyHoro
3acTocyBaHHsA pehepeHTHOro
nikapcbkoro 3acoby (YaposetTa,
TabneTku, BKpUTI NNIBKOBOHO
060n0Hkoto, no 0,075 mr, B YKpaiHi
He 3apeecTpoBaHuii)

OVKNO®EHAK-
310POB'A

PO3YUH NSt iH'EKLN,
25 mr/mn no 3 mn B
amnyni; no 5 amnyny
KapTOHHI Kopobuji 3
neperopogkamu; rno 5
amnyn y 6nictepi; no 1
6nicTepy B KAPTOHHIi
Kopoo6Li

ToBapucTBO 3
obmexeHor
BigNoBiAa/IbHICTIO
"®apmaueBTuyHa
KOMMaHis
"3p0pos'a”

YKpaiHa

ToBapuCTBO 3 OOBMEXEHOIO
BiANOBIAA/IbHICTIO
"®apmaueBTMYHa KOMMaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3agBHMKa (BNacHvka
peecTpauiiHoro NocBigYeHHS)
3MiHa afpecy 3asBHMKa (Bf1acHUKa
peecTpaLinHOro NocBiAYEHHS):
BBeeHHs1 3MiH npoTsArom 6-tn
MicALiB Nicnsa 3aTBepAKeHHs. 3MiHU
| Tuny - AgMiHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo
afpecu MicLis NPoOBaKeHHA
AiSNbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO JlikapCcbKoro 3acoby,
BK/IIOYAOUN AiNbHUL BUMYCKY cepii
abo MicLe NPoBeAEHHSI KOHTPO/IO
AKOCTI. (QiSNIbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
BK/IOYAIOUM BUMYCK CEPiii) 3MiHa
afpecu BupobHuka ToBapucTeo 3
06MEXeHO BiANoBIAA/IbHICTIO
"®apmaueBTMYHa KOMMNaHis
"300poB'a”, BUPOGHMYA AiNbHULSA
Ta BCi BUPOGHMYI onepad;i
3a/IMLLAKTHCSA HE3MIHHUMM
YkpaiHa: BBegeHHs 3MiH MpoTArom
6-T1 MicsAUIB NicNs 3aTBEPKEHHSA

3a
peyenmom

UA/1539/02/01

49.

OVMEKCUS-
XKoo

pignHa ons
30BHiLLHLOTO
3acTocyBaHHs no 50
My doniakoHax

TOB "AKnMN
"GapmateBTuyHa
habpuka"

Ykpaina

TOB "[OKI "®apmaueBTnyHa
thabpuka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
mMaTtepianis: 3miHu | TNy -
AAMIHICTpaTMBHI 3MiHW. BuiyyeHHsn
BMPOGHWYOI AinbHNL (BKIHOYAKUN
LinbHUi ans A®l, npoMixHoro
npoAyKTy abo roToBOro ikapcbKoro
3aco6y, AiNbHULI A8 NPoBeAEeHHS
nakyBaHHs1, BUPOOHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NpoBeAEHHS KOHTPO/IO cepil)
abo nocrtavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLIO

6e3
peyenma

UA/5357/01/01
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Ne
n/n

Hassa
JliKapcbK0O20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby

3a3HayeHo y fOChE) - BUTYUYEHHS
BMPOGHUYOT AinbHULI 13

UA/5672/01/01

50.

AYBA KOPA

Kopa (cybcTaHuis) y
MiLLKax, ToKax, Kinax
N5t BUPO6GHMLTBA
HeCTepUIbHNX
nikapcbkux hopm

MpAT "NiktpaBn"

Ykpaina

MpAT "NikTpasun"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis:
3MiHu | TUNY - 3MiHa y MeTogax
BMNpo6ysaHHsA A®Il abo BuxigHoro
marepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWI 3MiHK Y
MeToAax BUNpoGyBaHHSA
(BKrOvatoumn 3amiHy abo
[OMNoBHEHHS) A®| abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY);
3MiHu |l TUNY - 3MiHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHUX Yy cneuudikadisx
Ha A®l, abo BVXigHWIA/NPOMIKHWIA
npoayKT/pearenT, Wwo
BUKOPVCTOBYIOTbCS y NpoLeci
BMPO6HMLTBA API; CynyTHA 3miHa:
3MmiHu 3 aKkocTi. A®l. KoHTponb AdI
- LONOBHEHHS cneuudikauii
opakuiero NogpibHEHOT CMPOBUHMN
«MoapibHeHa cupoBuHa hpakLjis 2»
Ta AK HAaCNiAOK AONOBHEHHSA
po3giny «Ynakoska»

UA/13311/01/01

51.

AYNOKCETUHY
NENETN 17%

nenetu, Wo MiCTATb
cybcTaHLio, y
noABIliHMX
nonieTNeHoBUx
nakeTtax gns
BMPOGHMLTBA
HecTepusIbHNX
nikapcbkux hopm

How Na6c¢ MerT.
nra.

IHAjA

How Na6c¢ MeT. fiTa,.

IHAiA

BHECEHHS 3MiH 10 PEECTLiHNX
mMaTtepianis: 3miHu | TNy -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicLS NPOBAMKEHHS AiiNIbHOCTI
BMPOGHMKa (BK/IOYaKouu, 3a
HeobXxiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJIO SIKOCTI), 260 BriacHMKa
macTep-caiina Ha Adl, abo
noctavasibHvka A®Il/BnuxigHoro
marepiany/peareHTy/npoMiXHOro
NpPOAyKTY, L0 3aCTOCOBYOTbCH Y
BMPO6HULTBI A®I (AKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei y 3aTBepaKeHOMY
[ocbke, abo BUPOOHMKA HOBOI
[O0NOMDKHOT PEYOBMHM (AIKLLO
3a3HayveHo y JoCcbe) 3MiHa agpecun
BMpo6Huka APl How Jlabe MBT.
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
JITa., 6e3 3MiHM Micus BUPOBHNULITBA
52. EBKABAN® NOpPOLLOK A5 Ecnapma Mm6X HimeuyunHa Ninpodapm M16X HimeyunHa BHECEHHS 3MiH 0 peecTpaLiinHmx bes UA/16272/01/01
200 CALWLUE OpasIbHOro PO34nHY Mo marepianis: 3MiH1 3 SKOCTi. [O0TOBWIA peyenma
200 wr, no 3 ry cauwe; nikapcbkuii 3aci6. CTabinbHICTb.
no 20 a6o no 50 cale 3MiHa y TepMiHax npugartHocTi abo
B KQPTOHHI ynakosLi ymoBax 36epiraHHs roToBOro
NiKapcbKoro 3acoby (3MeHLLIeHHS
TepMiHy nNpuaaTHoOCTi roTOBOro
niKkapcbKoro 3acoby) - [ns Toprosoi
yNaKoBKM
3MEHLLEHHS TePMiHy NpWAATHOCTI 3
4-X pokiB 40 3-X pokiB
53. ENILEA TabneTku, BKpUTI KPKA, a.4., Hoso CnoseHis BiANOBiAa/IbHWIA 3a CrnoBseHis BHECEHHS 3MiH 40 peecTpaviinHmx 3a UA/13686/01/01
NNiBKOBOKO MecTo BMpOo6HULTBO "in bulk”, martepianis: peuyenmom
060/10HKOI0, N0 5 Mr, NepPBUHHY Ta BTOPUHHY 3MiHW | TUMY - BUNYYEHHSI O4HOTO 3
no 7 Tabnetok y YNakoBKy, KOHTPO/Ib Ta BUNYCK BUPOGHMKIB AD| (ecuuTanonpamy
6nictepi; no 4 abo no cepii: KPKA, a.4., HoBo mecTo, okcanarty); 3miHu | Tuny - 3miHa
8, abo no 14 6nictepis CnoseHis; mactep-haiina Ha A®| Ha CEP
y kopobuj; no 10 BiAMNOBIAa/IbHUIA 32 MEPBUHHY (RO-CEP 2016-164-Rev 00) ans
Tabnetok y énictepi; Ta BTOPUHHY ynakoBky: KPKA, A®| ecuntanonpam
no 3 a6o no 6, abo no A.4., Hoeo mecto, CnoBeHis
9 6icTepiB y KOPOOLL
54. | ENIUEA TabneTkn, BKPUTI KPKA, a.4., Hoso CnoseHis BiANOBIAaIbHUIA 38 CnoseHis BHECEHHS 3MiH 1O peecTpaLiiHnX 3a UA/13686/01/02
NNiBKOBOKO MecTo BMPO6HMLTBO "in bulk”, marepianis: peuyenmom
060n0HKoto, Mo 10 mr, NepPBUHHY Ta BTOPUHHY 3MiHW | TUMY - BUNYYEHHS OQHOTO 3
no 7 Tabnetok y ynakoBKy, KOHTPO/Ib Ta BUMYCK BUPOGHMKIB AD| (ecuuTanonpamy
6nictepi; no 4 abo no cepii: KPKA, a.4., HoBo mecTo, okcanary); 3miHu | Tuny - 3miHa
8, abo no 14 6nictepis CnoBeHis; BignoBiganbHWiA macTep-gaiina Ha Adl Ha CEP
y kopobuj; no 10 BMPO6HMLTBO "in bulk", (RO-CEP 2016-164-Rev 00) gns
Tabnetok y 6nicrepi; NepBUHHY Ta BTOPUHHY A®| ecumTanonpam
no 3 a6o no 6, abo no ynakoBky: KPKA, a.4., HoBo
9 6nicTepiB y kOpobLi MecTo, CroBeHist
55. ENILUEA TabneTkn, BKpUTI KPKA, a.4., HoBo CnoBeHis BiANOBiAa/IbHMI 3a CnoBeHisi BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/13686/01/03
nniBKOBOKO MecTo BMpo6HULUTBO "in bulk”, martepianis: peuyenmom
060/10HKOI0, N0 20 M, NepBUHHY Ta BTOPUHHY 3MiHW | TUMY - BUNYYEHHA OQHOTO 3
no 7 Tabnetok y YNakoBKy, KOHTPO/Ib Ta BUMYCK BUPOGHMKIB AD| (ecuuTanonpamy
6nictepi; no 4 a6o no cepii: KPKA, a.4., HoBo mecTo, okcanarty); 3miHu | Tuny - 3amiHa
8, abo no 14 6nictepis CnoBeHis; BifNOBifa/bHWIA mactep-taiina Ha A®l Ha CEP
y kopobuj; no 10 BMPO6HMLTBO "in bulk", (RO-CEP 2016-164-Rev 00) gns
Tabnetok y 6nictepi; NepPBUHHY Ta BTOPUHHY A®I ecuntanonpam
no 3 abo no 6, abo no ynakoBky: KPKA, a.4., Hoso
9 6icTepiB y KOPOOLL MecTo, C/ioBeHist
56. EMTPILUTABI TabneTku, BKpUTI FETEPO NN1AB3 IHais FETEPO NAB3 NIMITEL IHAis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/13859/01/01
H TEHO®OBIP 060/10HKO10, No 30 NIMITEL, martepianis: 3miHu | Tuny - 3MiHn peyernmom

TabneTok y
KOHTeliHepi; no 1
KOHTEliHepy B
KapPTOHHI KOpooU;i

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo

cuctemy chapmakoHarnsgy
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiAgNOBiga/IbHOI 3a 34iACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3as1BHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifiMiHHa BiJ, yNTOBHOB&XEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHEHHS1 hapMakoHarisay
(BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-daiina
cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOI 0CO6U, BK/IHOUAOUM
KOHTaKTHi AaHi; 3MiHa
MicLLe3HaX0/PKEHHA MacTep-ghaiina
cuctemn hapmakoHarnagy. 3MiHa
3asBHUKa (BlacHMKa
peecTpauiiiHoro NocBig4YeHHs)
(3rigHo Hakaly MO3 Big, 23.07.2015
Ne 460), 3miHa 3asBHMKa (BNacHvKa
peecTpaLiiHOro NOCBiAYEHHS):
BBefieHHs1 3MiH NpoTArom 3-x
MicsILiB Mic/si 3aTBepAKEHHS.

57.

EMTPILUTABI
H TEHO®OBIP

TabneTku, BKpUTI
060/10HKOI0, in bulk:
no 1000 TabneTok y
KOHTElHepi

FETEPO JIAB3
NIMITES,

IHais

FETEPO NNAB3 NNIMITEL

IHAis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA BiJ, yNIOBHOB&XEHOI
ocobu, BignoBiganbHOT 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo
3MiHM y pO3MiLLeHHi MacTep-halina
cuctemn chapmakoHarnsgy) 3miHa
YMOBHOBaXeHOT 0co6bu, BK/IKOYaKUM
KOHTaKTHi AaHi; 3MiHa
MicLie3HaxXOKEHHA MacTep-gdaiina

UA/13858/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
cuctemn chapmakoHarnsgy. 3MiHa
3asBHUKa (BlacHMKa
peecTpavuiiiHoro NocBigYeHHs!)
(3rigHo Hakasy MO3 Big 23.07.2015
Ne 460), 3miHa 3asiBHMKa (BNnacHuKa
peecTpauiiHoro NoCBigYEHHS):
BBefieHHs 3MiH npoTarom 3-x
MicaLiB Nicnsa 3aTBepAKEHHS.
58. ENANOPA® PO34nH ANS iH'EKLN, TOB "CaHodi- Ykpaina CaHodi-AseHTic [loiunaHg, HimeuunHa BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/10240/01/01
100 Of./mn, Ne 5: no ABeHTIC YkpaiHa" M6X marepianis: peyenmom
3 M1y KapTpuaxi; no 3MiHu |l TUny - 3MiHK y Npoeci
5 kapTpuaxis y BMPOOHULITBA FOTOBOTO NiKapCbKOro
6nicTepHil ynakoBLi B 3aco6y, BKIH0YAKYN NPOMDKHUIA
KapTOHHI Kopobuj; Ne NPOAYKT, L0 3aCTOCOBYETLCA NpU
5: no 1 kapTpuaxy no BVMPOGHWLTBI FOTOBOrO NiKapCbKOro
3 MJ1, BMOHTOBaHOMY 3acoby (cyTTeBa 3miHa y npoLieci
B 0ZHOPa30BWIi BMPOGHMLITBA, SKa MOXe MaTtu
NPUCTPIN - WNpny- iCTOTHWI1 BNMB Ha AKIiCTb, 6e3neky
pyuky ConoCrtap® Ta e(peKTUBHICTb NiKapCbKOro
(6e3 ronok ansa 3aco6by) - 3MiHK y npoveci
iH'ekuiin), no 5 wnpwy- BMPOOHULITBA FOTOBOTO NiKapCbKOro
PYHOK Y KapTOHHIi 3aco0y, BNPOBaKEeHHS
Kopo6ui; Ne 1: no 10 aNbTepHaTMBHOT NiHiT po3nuBY 3a
M/1Y CK/ISSHOMY METOAMKOI I30MALT 3 AiNSHKOK
donakoHi; no 1 3MilLlyBaHHS KOMMOHEHTIB, 3
(pN1aKOHY B KApPTOHHIl BiANOBIAHWMMN 3MiHAMK Y
Kopoobui BMPOBHMYOMY npoueci (HoBa
TpUBasiicTb 36epiraHHs NPoAYKTY Y
Hepo3chacoBaHOMy BUMAA],
BNPOBAKEHHS CTEPUI3YHOUOI
hinbTpavii y Touui hacyBaHHs.
BHeceHHs He3HauHOI 3MiHN Y
npouec 3MilllyBaHHsi KOMMNOHEHTIB 3
ornagy Ha 6inbLnii po3mip cepii
(4000 n); pefakuiiiHi npaBKX; 3MiHN
Il TMny - 3miHa po3mipy cepii
(BKNtOYALOUM fianas3oH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
- AOfaBaHHA HOBOrO Po3Mipy cepil
roToBOro slikapcbkoro 3acoby 4000
N [0 BXe 3aTBepKeHOro po3mipy
400 n1, 900 n
59. | EPIYC® TabneTku, BKpUTI Baiiep KoHcblomep LLiBeiiuapis LWepiHr-Mnay Na6o H.B. Benebris BHECEHHS 3MiH 40 peecTpaviinHmx 6e3 UA/5827/01/01
NNiBKOBOKO Kep Al martepianis: peuenma

0060/10HKOI0, MO 5 Mr;
no 7 a6o no 10
Tabnetok y énictepi;
no 1 6nictepy B

3MiHW Il TURY - 3MiHW B IHCTPYKUT

AN MeANYHOro 3acToCyBaHHA B
po3zain"OcobnmsocTi

3actocyBaHHs", "MNo6iyHI peakwii”.
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
KapTOHHI kopo6uj; no BBegeHHA 3MiH NpoTArom 6-tm
15 TabneTtok y MicauUiB nicnAa 3aTBepAKeHHs
6nictepi, no 2
6nicTepy B KapTOHHIA
Kopobui
60. ECMNIM NMOPOLLOK A/1A POTEK NTA AHrnis CTEPUN-0)KEH NTAN® IHAisA BHECEHHS 3MiH 40 peecTpavlinHmx 3a UA/12272/01/02
NPUroTyBaHHs CAMEHCU3 (M) NTA, mMarepianis: 3miHu | Tuny - peyenmom
PO3YUHY AN151 iH'EKLLIA AIMIHICTpaTVBHI 3MiHW. 3MiHa
nolo0r;nol HaliMeHyBaHHSA Ta/abo agpecu
CKNsiHOMY (D1akoHy 3 3anBHUKa (BlacHMKa
NOPOLLKOM, Y peecTpauiiiHoro NocBigYeHHS)
KapTOHHI kopobuj; no 3mMiHa agpecy 3asBHVKa (BnacHuka
10 cknsHuX hnakoHiB peecTpauiiHoro NocBigYeHHS)
3 MOPOLLKOM, Y
KapTOHHI Kopoo6Lli
61. ECMNIM NOPOLLOK A5 POTEK NTA AHrnisA CTEPUN-IKEH NAND® IHAiA BHECEHHS 3MiH 40 peecTpaviinHmx - UA/12273/01/02
NpUroTyBaHHs CAMEHCU3 (M) NTA, mMaTtepianis: 3miHu | TNy -
PO3UUNHY ANS iH'EKLR AAMIHICTpaTMBHI 3MiHW. 3MiHa
no 1,0 r; in bulk: no 50 HalilMeHyBaHHs Ta/abo agpecu
a60 100 ckIsHMX 3asBHYKa (B/1acHMKa
hN1aKkoHiB 3 peecTpauiiiHoro NocBigYEHHS)
NOPOLLKOM, Y 3MiHa agpecu 3asaBHUKa (BnacHuKa
KapTOHHI YapyHKOBIl peecTpavuiiiHoro NocBigYeHHS)
yNaKkoBLii, B KAPTOHHIN
Kopo6Ui
62. 3EHTEN™ Tabnetku no 400 wr; nakcoCMmiTKnAiAH Benuka FnakcoCmiTKnaiiH KoHcblomep MiBaeHHo- BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/10241/01/01
no 1 Tabnetuiy EkcnopT JimiTepg, BpuTaHis Xenckep MisgeHHa Adpurka AdprkaHCbka mMaTtepianis: 3miHu | TNy - peuyenmom
6nicTepi; no 1 (NTy) N4 Pecny6nika AIMIHICTpaTVBHI 3MiHW. 3MiHa
6nicTepy B KOpobL,i 3 HaliMeHyBaHHs Ta/abo agpecu
KapTOHY MiCLst MPOBaMKEHHS isi/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaum
LinbHUL BUNYCKY cepii abo micue
NPOBELEHHSA KOHTPOSIIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOpPTEp, BKIOYaUn
BUWMYCK Cepiii) 3MiHa Ha3BM
BMpo6HUuka M3 3eHTen™, 6e3
3MiHM MiCLA BUPOOHMLTBA:
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicALIIB NiCNSA 3aTBEPPKEHHS.
63. | 3EPKANIH® PO3YMH HaLLKipHWIA 1 AppaH- XopBarTisi AppaH-TaneHcbkumit XopsarTist BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 UA/12443/01/01
%, no 30 Mny [aneHcbkuit Na6opaTopiit A.4. marepianis: peyenma

CKNsAHOMY hnakoHi; no
1 donakoHy B
KapTOHHI KopooLi

Na6opaTopiit 4.4.

3MiHM | TUNy - 3MiHa y MeTogax
BMNPOOYBaHHSA rOTOBOrO
nikapcbKoro 3acoby - BBEAEHHS
HOBOro MeToAy BUPOGHMKaA
rOTOBOrO JlikapcbKoro 3acoby ans
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

iaeHTudikauii Ta KinbkicHoro
BW3HAYEHHSI eTaHony

64.

3YNbBEKC®

TabneTkun
KMLUKOBOPO34MHHI N0
10 wr, no 14 TabneTok
y 6nicTepi; no 1, 2 abo
no 4 6nictepu B
KapTOHHHIlA KOpoOLi

KPKA, a.4., Hoso
MECTO

CnoBeHisa

KPKA, 4.4., HoBo mecto

CnoBeHis

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis:
3MiHuM | TUNY - 3MiHa NnapameTpis
crneundikauii Ta/abo AonycTMMX
MeX A1 [ONOMIXKHOT PEeYOBUHU -
3MiHa BMMOT LLLOAO KOHTPOJO SKOCTI
[0MNOMKHOT PEYOBUHN —
JiaueTunboBaHi MOHorniLepiaw;
3MiHu | TNy - 3MiHW, NOB'A3aHi 3
HeOoOXiJHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY
abo €sponelicbkoi hapmakonei,
ab0 iHLOI HaLioHaUTbHOT
thapmakonei gepxasu €C -
npvBeLeHHs y BiANOBIAHICTb A0
MoHorpadii EP gonomixHoi
PEYOBWHM - MarHito oKcuay Nerkoro;
3MiHK | TUNYy - 3MiHW Y NpoLeci
BMPOOHULITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/IH0YAKYN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BVMPOGHWLTBI FOTOBOrO NiKapCbKOro
3ac00y - hakTM4YHO Maca HaBaXKu
pabenpasony Hatpito (batch
formula) po3paxoByeTbcs 3a
BMICTOM «SIK €». 3BaXKeHa maca
HaBaxku pabenpasosny HaTpito
KOMMEHCYETbCA MaHITONI0M

3a
peyerimom

UA/12070/01/01

65.

3YNIbBEKC®

TabneTkn
KMLUKOBOPO34MHHI NO
20 mr, no 14 tabnetok
y 6nicTepi; no 1, 2 abo
no 4 6nictepu B
KapTOHHHIli KopoobLi

KPKA, a.4a., HoBo
MecTo

CnoseHis

KPKA, a.4., HoBo mecTo

CrnoBseHis

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis:
3MiHM | TUNY - 3MiHa napaveTpis
cneuudikaLin Ta/abo gonycTummx
MeX O/151 AOMOMDKHOI peYOBUHY -
3MiHa BUMOT LL,OA0 KOHTPO/IHO SKOCTI
[L,0MOMDKHOT peYOBUHN —
JiaueTnnboBaHi MOHoriLepiau;
3MiHY | TURY - 3MiHK, NOB'A3aHi 3
HeOoOXiJHICTIO NpUBEAEHHS Y
BiANOBIAHICTL 40 MOHOrpadii 4PY
abo €sponeiicbkoi thapmakoner,
ab0 iHWOI HauioHa/IbHOT
hapmakonei gepxasu €C -
npuBeaeHHs Yy BiANOBIAHICTb A0
MoHorpadii EP fonomixHoi
PEYOBUHM - MarHito OKCUay Nerkoro;
3MiHUY | Tuny - 3MiHK y Npoueci

3a
peyenmom

UA/12070/01/02
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

BUPOGHMLITBA FOTOBOTO /1iKQpCbKOro
3ac00y, BK/1KOYAKUUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA Mpu
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro
3acoby - hakTMYHO Maca HaBaxKu
pabenpasony Hatpito (batch
formula) po3paxoByeTbcs 3a
BMICTOM «sIK €». 3BaXXEHA Maca
HaBaXxkKu pabenpasosny HaTpito
KOMNEHCYETbCS MaHIiTO/I0M

66.

IMBPYBIKA

kancynu no 140 wmr; no
90 a6o 120 kancyn y
donakoHi; no 1
pN1aKoHyY Y KapTOHHilA
navu,i

TOB "[XOHCOH &
[DKOHCOH"

Pociiicbka
depnepauis

Bupo6HULTBO
Hepo3chacodaHoro NpoaykTy,
KOHTPO/Tb AKOCTI:
KaraneHTt CTC, IHk., CLUA;
lMepBuHHE Ta BTOpUHE
nakyBaHHs, BUMNYCK cepil:
Cinar AT, LLseiiuapis

CLUA/
Llseiiuapis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa kogy
ATX - 3MiHM BHECEHO B iHCTPYKLLitO
015 MeANYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3giny
"®apmakoTepaneBTnyHa rpyna”
BiANOBIAHO A0 MKHAPOAHOro
knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_inde
x/)
3arBeppKeHo: AHTUHeONTacTUYHI
3aco6w, iHriGiTopy NPOTEIHKIHA3N.
Kopg ATX:
3anponoHoBaHo:
AHTVHeonnacTu4Hi 3acobu,
iHri6iTopn npoTeiHkiHasn. Kog ATX
LO1X E27

3a
peyenmom

UA/14220/01/01

67.

IMBPYBIKA

Kkancynu no 140 mr Ne
90, Ne 120 y donakoHi

TOB "[XOHCOH &
JDKOHCOH"

Pociiicbka
depnepauis

Bupo6HULTBO
Hepo3cacogaHoro NpoaykTy,
KOHTPO/Ib AKOCTI:
KartaneHTt CTC, IHk., CLLUA
abo
Cinar AT, LBeiiuapis;
MepBWHHE Ta BTOPUHE
nakyBaHHs, BUMNyCK cepil:
Cinar AT, LLBeiiuapis

CLUA/
Llseiiuapis

BHECEHHS 3MiH j0 peecTpaviinHmx
marepianis: 3miHu | TUny - 3miHK 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHULTBI. 3MiHN Y
npoweci BUPO6HMLITBA FOTOBOTO
NiKapCbKOro 3acoby, BK/IHOHaoum
NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI
roTOBOrO /1iKapCbKOro 3acoby
(He3HauHa 3MiHa y npoueci
BMPOGHULITBA) - HE3HAYHA 3MiHA Y
npoLeci BUpOGHMLITBA Ha
NPONOHOBaHI BUPOBHMYIN AinbHAL
Cinar AT, LLBefuapis - iHwa
KinbkicTb nigcepiii (sub-batches) Ha
eTani NpuroTyBaHHs Cymilli nepeq,
npecyBaHHAM - 3 nigcepii Ha
npinsHui Cinar A, LLseiiuapis,
NOPIBHSAHO i3 2 nigcepiamu Ha
ainbHuui KataneHt CTC, IHk., CLUA.

3a
peuyenmom

UA/14220/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

3MmiHu | TNy - 3MiHKM 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3miHK y
BVMPOGHMLTBI. 3MiHN Y NpoLieci
BUPOGHMLITBA FOTOBOIO /1iKQpCbKOro
3ac00y, BK/1KOYAKUUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA Mpu
BVMPOGHMWLTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULITBA) - HE3HAYHA 3MiHA Y
npoueci BUpobHULTBA Ha
MPONOHOBAaHI BUPOBHWYIN AinbHALL
Cinar AT, LBelilapis, NOPiBHSHO i3
3aTBEPAKEHNM MPOLLECOM
BMPOGHMLITBA Ha eTani posIvKoBOro
npecysaHHs (roller gap) ans
BMpO6HMYoro npouecy WP-120.
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS [0AATKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YaCTUHN abo
BCbOr0 BMPOOGHNYOTO Npouecy
roTOBOrO /iKapCbKoro 3acoby
(BinbHMLA, Ha AKIM NPOBOAATLCA
6yab-AKi BUPO6HUYI cTagji, 3a
BUHSATKOM BUNYCKY CEepiil, KOHTPO/IO
SIKOCTi, NEPBMHHOIO Ta BTOPUHHOTO
nakyBaHHS, 415 HECTePUSIbHUX
nNiKapCcbKNx 3acobiB)
BBE/leHHS 40AaTKOBOI BUPOOHNYOI
ainbHuui Cinar Al LLseliuapis
(BUpPOGHMLTBO HEpPO3thacoBaHOro
npoaykTy). 3Minu | TUny - 3MiHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOrO /liKapCbKoro 3acoby
(3amiHa abo gofaBaHHsA AinbHULY,
Ha sKil 34iCHI0ETbCS
KOHTPONbL/BUNPOBYBaHHSA cepil)
BBE/leHHS 40AaTKOBOI BUPOOHNYOI
ainbHuui Cinar Al LLseliuapis
(KOHTPO/Ib AKOCTI). 3MiHW | THNYy -
3MiHuM 3 IKOCTi. FTOTOBWIA Nikapcbkuii
3aci6. 3MiHM Y BUPOOHULTBI. 3MiHK
BUNPO6YyBaHb abo A0NyCTUMMUX
MeX, BCTAHOB/EHWX Y
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

cneuudikauisix, nig yac
BUPOGHMLITBA FOTOBOTrO /iKapCbKoro
3aco6y (iHLUi 3MiHW) BUTyYEHHS
KOHTPOJH0 TOBLUMHW N/1aCTUYHOT
cTpivku (ribbon thickness IPC) Ta
nepexig Ha 100 % aBTOMaTUYHWIA
KOHTPO/Ib Macu nif yac
iHKancynsuii (automated 100 %
capsule weight check) ans
BMPOGHMYoro npouecy WP-120 Ha
3aTBEPAXKEHIli BUPOOHUYIN AinbHULI
KaTtaneHT CTC, IHK., CLUA. 3MiHn |
TUny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHN Yy
BVMPOGHMLTBI. 3MiHN Y NpoLeci
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro
3ac00y, BK/1KOYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA Mpu
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHULITBA) HE3HAYHA 3MiHA Y
npovueci BUpobHULTBA BUPOOHNYOT
pinbHuui KataneHt CTC, IHk., CLLUA
- 3MiHa NopsAAKY A0AAHHS PEYOBUH
Ta AK HacnifgoK 3miHa yacy
nepemiwysaHHs (blending time)
Ans BupobHuyoro npouecy WP-
120. 3MmiHu | TUNY - 3MiHK 3 SKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3miHK y
BVMPOGHMLTBI. 3MiHN Y NpoLieci
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro
3ac00y, BK/1KOYAKUUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA Mpu
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULITBA) HE3HAYHA 3MiHA Y
npoueci BUpobHULTBA BUPOOHNYOT
pinbHuui KataneHt CTC, IHk., CLLUA
— BBE/IEHHS HOBOTrO 06/1afiHaHHSA
Ans npouecy nogpioHeHHs (milling
unit operatios) Ana BUPO6HUYOro
npouecy WP-120 — ponvkoBuii
npec Alexanderwerk Roller
Compactor 3 B6y0BaHVM
nogpi6HioBayem (screening mill).
3MmiHu | TNy - 3MiHKM 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3miHK y
BVMPOGHMLTBI. 3MiHK Y NpoLeci
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

BUPOGHMLITBA FOTOBOTO /1iKQpCbKOro
3ac00y, BK/1KOYAKUUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA Mpu
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULITBA) HE3HAYHA 3MiHA Y
npoueci BUpobHULTBA BUPOOHNYOT
pinbHuui KataneHt CTC, IHk., CLUA
— BBE/IEHHS HOBOrO 061afHaHHSA
AN npouecy iHkancynsauii
(encapsulation unit operations) ans
BMPOGHMYOro npouecy WP-120 —
kancynsatop MG2 G140.
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN y
BVMPOGHMLTBI. 3MiHU Y NpoLeci
BUPOGHMLITBA FOTOBOrO /iKapCbKoro
3aco0y, BK/OYakUy MPOMKHUIA
NPOAYKT, WO 3aCTOCOBYETLCA NpU
BMPOGHWLTBI rOTOBOrO /iKapCbKoro
3aco6y (He3HayHa 3MiHa y npoueci
BMPOGHULITBA) HE3HAYHA 3MiHA Y
npovueci BUpo6HULTBA BUPOOHUYOT
AinbHuui Katanent CTC, IHk., CLUA
— BBE/IEHHS HOBOrO 06/1afjHaHHSA
ANSA NpoLecy posIMKoBOro
npecysaHHs (roller compaction unit
operations) Ans BUPO6HNYOro
npouecy WP-120 — ponvkoBuii
npec Alexanderwerk Roller
Compactor. 3miHu | Tvny - 3miHW 3
akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEechbkili
thapmakonei/MmoHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudpikaTa BignosigHocTi abo
BW/TyHYEHHS cepTudikaTa
BiZiNOBIAHOCTI E€BpONENCHKIii
thapmakonei: gns A®l; ans
BUXIAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; An1a AONOMDKHOT
peyosuHu (FE-cepTudpikar
BiANOBIAHOCTI EBpONEechbkili
thapmakonei gna A®l/BuxigHoro
martepiany/peareHTy/npoMiHOro
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

npoaykTy abo AONOMiXHOT
peyoBuHM) - HoBWiA cepTudikat ans
BWXifHOro
marepiany/peareHTy/npoMikHOro
npoaykTy abo AONOMiXHOT
peyoBMHM Bif HOBOTO ab0 BXe
3aTBEPAKEHOI0 BUPOBHMKA
BBeJEeHHs HoBoro ME-cepTucpikary
BiZiNOBIAHOCTI EBPONENCHKIit
thapmakonei R1-CEP 2000-029-
Rev 05 Big, BUPOGHUKa
ROUSSELOT gns fonoMikHOI
PeyoBMHW XenatuH. 3miHun | Tuny -
3MiHu 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeChbkili
hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudiikaTa BignosigHocTi abo
BW/TyHYEHHS cepTudikaTa
BiZiNOBIAHOCTI E€BpONENChKiii
thapmakonei: ans A®l; ans
BUXIAHOTO
matepiany/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyosuHu (FE-cepTudpikar
BiANOBIAHOCTI EBpONEechbkili
thapmakonei gna A®l/BuxigHoro
matepiany/peareHTy/npoMiXKHOro
npoaykTy abo AONOMiXHOT
peyoBUHM) - BunyyeHHs
cepTtudikaTis (y BUNagKy HassBHOCTI
MyNbTUMNIETHOTO cepTudikaTa Ha
mMartepian) BunyyYeHHs ME-
cepTudiikaty BifnoBigHOCTI
€Bponevicbkinn hapmakonei R1-CEP
2004-022-Rev 00 Big, BUPOGHUKaA
PB Leiner Argentina S.A. ans
[O0NOMIXHOT PEYOBUHU XeNaTyH.
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikar BiAMoBIgHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignNoBigHOCTI abo
BWIYYEHHS cepTudikata




63

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

BiANOBIAHOCTI EBpONEeChbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN LONOMIXHOT
peyoBuHu (FE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei ana A®l/suxigHoro
marepiany/peareHTy/npoMikHOro
npoaykTy abo AONOMiXHOT
peyoBuHM) - OHOBNEHWIA
cepTudikaT Bif BXe 3aTBepAKEHOro
BUPOGHMKA OHOBMEHHS TE-
cepTudiikaty BifnoBigHOCTI
€Bponeiicbkili hapmakonei 3 R1-
CEP 2003-172-Rev 00 go R1-CEP
2003-172-Rev 01 Bif BMpOGHMKA
GELITA GROUP anst fonomixHoi
pPeyoBUHM XxenaTuH. 3MiHu | Tuny -
3MmiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignoBigHOCTIi abo
BUYYEHHS cepTudikata
BiANOBIAHOCTI EBpONEechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN LONOMIKHOT
peyoBuHu (FE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei ana A®l/suxigHoro
marepiany/peareHTy/npoMikHOro
npoaykTy abo AONOMiXHOT
peuyoBuHM) - HoBWiA cepTudikat ans
BUXiAHOTO
martepiany/peareHTy/npoMiXHOro
npoaykTy abo AONOMiIKHOT
PeY0oBMHM Bif, HOBOrO abo Bxe
3aTBEPAKEHOr0 BUPOGHUKA
BBe/leHHs HOBOro ME-cepTudikaty
BiANOBIAHOCTI EBpONEechbkili
thapmakonei R1-CEP 2001-424-
Rev 03 Big B1po6Huka GELITA
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

GROUP ans JONOMKHOI peYoBMHM
XenaTuH.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO
cepTudiikata BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ana
BUXiAHOTO
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHu (CE-cepTudikat
BiZiNOBIAHOCTI E€BpONENChKiit
thapmakonei ana Ad®l/BrxigHoro
martepiany/peareHTy/npoMiXHOro
npoaykTy abo AONOMiIXHOT
peyoBuHM) - HoBWiA cepTudikat ans
BUXIAHOTO
matepiany/peareHTy/npoMiXKHOro
npoaykTy abo AONOMiXHOT
peyoBMHM Bif, HOBOro abo Bxe
3aTBEPKEHOr0 BUPOBHYKA -
BBe/ieHHs HoBOro ME-cepTudpikaty
BiANOBIAHOCTI EBpONeichbkili
thapmakonei R1-CEP 2000-045-
Rev 03 Big Bnpo6HrKa PB
GELATINS gns fonomMikHoT
PEYOBMHM XXENaTuH.

68.

IMBPYBIKA

Kancynu no 140 mr; no

TOB "[XXOHCOH &

Pociicbka

BVPOGHMLTBO

CLUA/ WBeiiyapis

BHECEHHS 3MiH A0 peecTpavliitHmx

3a

UA/14220/01/01

90 a6o 120 kancyny
nakoHi; no 1
hN1aKoHy Y KapTOHHIiA
nauui

LDKOHCOH" denepauis Hepo3dacodhaHoro NPoAyKTy,

KOHTPONb AKOCTi: KaTaneHt

martepianis:
BUMPaB/IEHHS TEXHIYHOI NOMWUIIKM B
CTC, IHk., CLUA; nepBuHHe Ta IHCTPYKLii 4Ns MeguyHoro
BTOPUHE MakKyBaHHs, BUMYCK 3aCTOCYBaHHS NiKapCcbKoro 3acoby
cepii: (BUPOGHWK)
Cinar Al, LLBeiiuapis

peyenmom

69. IHOAHPUKC cycneHnsis (DTPa- nakcoCmiTKnsiiH Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/16235/01/01

FEKCA™/INFA
NRIX HEXA™
KOMBIHOBAH
A BAKLVHA
ang
NPOGINAKTUK
N ANDTEPII,

HBV-IPV) gns iH'ekuii
no 0,5 mn (1 po3sa) Ta
niocpinizat (Hib); 1
nonepegHL0
HanoBHeHU
0HOPa30BuiA LWNpUL,
(no 0,5 mn (1 gosa)) y

Ekcnopt JlimiTeg,

BputaHis

Bionogxikans C.A.

marepianis:
3MiHK | TNy - 3MiHK 3 AkocTi. API.
(iHLWi 3MiHK)

peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
NnPABLUA, KOMMNEKTi 3 ABOMA
KALUNMIOKY rofikamut Ta pos1akoH 3
(ALEENONAPH niocpinizatom (Hib)
nn ans 1 gosu, wo
KOMMOHEHT), 3MiLy0TbCA nepeq,
FENATUTY B, BVIKOPWUCTAHHAM; ABi
NONIOMIENITY | ronku, wnpuy, Ta
TA hnakoH repMeTnyHO
3AXBOPIOBAH | 3anakoBaHi y
b, NacTUKOBUIA
36YA4HNKOM KOHTeliHep; no 1 abo
AKX e no 10 nnacTukoBux
HAEMOPHILUS | koHTeliHepiB y
INFLUENZAE KapTOHHI KOpooLi
TNy B
70. | IHOAHPUKC cycnensis (DTPa- "nakcoCmiTKnsiiH Benuka "nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH A0 peecTpavliitHmx 3a UA/16235/01/01
FEKCA™I/INFA HBV-IPV) ans iH'exuii Ekcnoprt JlimiTeq, BpuTtaHis Bionopxikans C.A. martepianis: peuyenmom
NRIX HEXA™ no 0,5 mn (1 gosa) Ta 3MiHM | TUNY - 3MiHK B MpoLUEeci
KOMBIHOBAH niogpinizaTt (Hib); 1 BMpo6HMLTBA ADI - MprBEAEHHSA
A BAKUVHA nonepegHL0 marepianiB peecTpauiiHoro 10CbE y
ana HanoBHeHUI BIANOBIAHICTb 4O BUPOGHMYOT
NPO®PINAKTUK | ogHopasoswii wnpuy, MPaKTUKM OO0 KOHTPOSIKO SKOCTI Ta
N ANDTEPII, (no 0,5 mn (1 posa)) y BMPOBHUYMX NpoLieciB npu
NPABLA, KOMM/IEKTi 3 ABOMa BMPOOHULITBI NPOMKHOTO NMPOAYKTY
KALLTHIOKY rosikamu Ta ch1iakoH 3 iHakTMBOBaHoro noniosipycy (IPV)
(ALENONAPH niocpinizatom (Hib) Ta onucy nNepBUHHUX MaTtepianis,
nn ona 1l nosu, wo LLIO0 BUKOPUCTOBYHOTLCSA Mif Yac
KOMMOHEHT), 3MiLLYIOTbCA Nepes LbOro npotiecy. BHeceHHA
FENATUTY B, BUKOPUCTAHHSAM; ABi pefakuiiHx NpaBokK A0 po3ainis
NONIOMIENITY | ronku, WwWnpuy Ta pocbe 3.2.5.2.2123.2.5.2.3
TA N1akoH repMeTUYHO
3AXBOPIKOBAH | 3anakoBaHi y
b, nnacTuKoBui
3BYAHNKOM KOHTeliHep; no 1 abo
AKNX € no 10 nnacTnkoBux
HAEMOPHILUS | koHTeiiHepiB y
INFLUENZAE KapTOHHI KOpooLi
TNy B
71. IHOPAHPUKC™ CyCneHsist 415 iH'eKuin nakcoCmiTKNsiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviiHnx 3a UA/13939/01/01
InB no0,5mny Ekcnopt JNimiTepq, BpuTaHis Bionogxikans C.A. marepianis: peyenmom
KOMBIHOBAH nonepegHL0 3MiHuM | TURY - 3MiHW B Npoueci
A BAKUVHA 3anoBHeHOMY BMpo6HULUTBa AP| (HE3HAUYHA 3MiHA
Aana ofiHopa3oBoMYy y npotieci BUpo6HuuTBa Adl) -
MPO®DINAKTUK | wnpuuiy KoMnnekTi 3 npuBeAeHHs maTtepianis
N BQUDTEPII, rofikoto; no 1 a6o 10 peecTpaLujiiHoro 4oche y
NPABLUA, nonepegHL0 BiANOBIAHICTb 4O BUPOGHMYOT
KALUMHOKA 3anoBHEHNX NPaKTUKKN LLOAO0 KOHTPOIO AKOCTI Ta

(ALIENONAPH

0HOPa30BMX LUMPULLB

BMPOGHMYMX NpoOLIECiB Npu
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
n y N1acTUKOBOMY BUPOGHULITBI MPOMIDKHOTO NPOAYKTY
KOMMOHEHT) KOHTeliHepi; no 1 iHakTMBOBaHoro noniosipycy (IPV)
TA KOHTelHepy B Ta onvcy NepBrHHMX MaTepianis,
NONIOMIENITY | kapTOHHIli kopobui LLI0 BUKOPUCTOBYHOTLCA Mif, Yyac
LibOro npotiecy. BHeceHHs
pefakLuifiH1X NpaBoK A0 po3ainis
pocbe 3.2.5.2.2123.2.5.2.3
72. IHPAHPUKC™ CyCneH3ist ANs iH'eKw;in nakcoCmiTKnsiAH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH j0 peecTpaLiinHmx 3a UA/13939/01/01
InB no0,5mvny Ekcnoprt JlimiTeg, BputaHis Bionogxikans C.A. marepianis: peyenmom
KOMBIHOBAH nonepegHL0 3MiHW | Tuny - 3MiHK 3 skocTi. AdI
A BAKUVHA 3anoBHEHOMY (iHWi 3MiHW) - KOpPEeKTHe BUKNaAEeHHS
ana 0flHOpa3oBOMY hyHKLi BUPOOHNUKMX canTiB GSK
APO®PINAKTUK | wnpwuiy komnnexTi 3 Biologicals Rixensart Ta GSK
N ANDTEPII, ronkoto; no 1 aéo 10 Biologicals Wavre y po3gini
NPABLA, nonepegHL0 3.2.5.2.1 Manufacturer(s) sk
KALUTHOKA 3anoBHEHNX BiANOBIAA/IbHNX 3@ KOHTPO/Tb SKOCTI
(ALENONAPH O/lHOPAa30BUX LUNPULLB cy6cTaHLUIl KalltoKoBoro
un Y N1IaCTUKOBOMY aHaTokcuHy (Pa)
KOMMOHEHT) KOHTeliHepi; no 1
TA KOHTEliHepy B
MNONIOMIENITY | KapTOHHI Kopoobui
73. IHOAHPUKC™ CycCneHsist ANs iH'eKu;iit nakcoCmiTKNsiiH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviinHmx 3a UA/13939/01/01
InB no0,5mny EkcnopT NimiTepq, BpuTaHis Bionoaxikan3 C.A. martepianis: peuyenmom
KOMBIHOBAH nonepenHLo 3MiHK | TURY - 3MiHK aHaNITUYHKX
A BAKUVHA 3anoBHeHoOMY nocunaHb A9 CUPOBUHN L-
ansa 0ZlHOpPa30BOMY rnyTamiH 3 in-house moHorpadii Ha
MPODITAKTUK | wnpwui y KOMAAekTi 3 MoHorpadito USP. BHeceHHsi
N BQUDTEPII, rosikoto; no 1 a6o 10 pejakuiiHuX NpaBoK 40 po3ainy
NnPABLUA, nonepenHLo 3.2.S.2.3 peecTpauiiiHoro gocbe
KALUJTIOKA 3anoBHEHNX
(ALENONAPH OZlHOpPa30BUX LWINPULIB
un y N1acTUKOBOMY
KOMMOHEHT) KOHTeliHepi; no 1
TA KOHTEliHepy B
NONIOMIENITY | kapTOHHIli kopobui
74. IHPAHPUKC™ cycneHnsis (DTPa-IPV) nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15832/01/01
INB XIb / AnA iH'ekuii no 0,5 mn Ekcnoprt JlimiTeg, BpuTtaHis Bionopxikans C.A. marepianis: peyenmom
INFANRIX™ (1 posza)y 3MiHM | TUny - 3MiHK 3 AkocTi. AdI
IPV HIB nonepegHL0 (iHWi 3MiHW)
KOMBIHOBAH HanoBHeHOMY
A BAKUMHA 0fiHOpa30BOMY
ansa wnpuyi Ne 1y
MPO®INAKTUK | komnnekTi 3 ABoMa
N ANDTEPII, rofikamu Ta niodpinisar
NMPABLUA, (Hib) y donakoHi Ne 1,
KALUHOKY LLLO 3MiLLYOTbCS
(ALENONAPH nepeg
nn BUKOPUCTAHHAM, Mo 1
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
KOMMOHEHT), nonepegHL0
MONIOMIENITY | HanoBHEHOMY
TA ojHOpa3oBOMY
3AXBOPKOBAH | wnpuuy y KOMAaekTi 3
b, ABoma rosikamu ta 1
36YAHUKOM dh1akoHoOM 3
AKNX € niogpinizatom (Hib) y
HAEMOPHILUS | BakyyMHili CTEpWbHIiA
INFLUENZAE ynakosLj; no 1
TNy B BaKyYyMHill CTepUIbHIli
YNaKoBLi Y KAPTOHHIi
Kopoobui
75. | IHOAHPUKC™ cycnensis (DTPa-IPV) "nakcoCmiTKnsiiH Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH A0 peecTpaviiiHmx 3a UA/15832/01/01
INB XIb / AN iH'ekuii no 0,5 mn Ekcnopt JlimiTeg, BpuTtaHis Bionopxikans C.A. martepianis: peuyenmom
INFANRIX™ (1 posa) y 3MiHM | TUNY - 3MiHK B MpoLUEeci
IPV HIB nonepeaHsLo BMpo6HMLTBA ADI - MprBEAEHHS
KOMBIHOBAH HanoBHeHOMY marepianiB peecTpaLiiHoro A0CkbE y
A BAKLUMHA 0fHOpa3oBOMY BIANOBIAHICTb A0 BUPOGHMYOT
Aana wnpuui Ne 1y MPaKTUKM WOA0 KOHTPOSIKO SKOCTI Ta
MPO®INAKTUK | komnnekTi 3 ABoMa BMPOBHUYMX NpoLieciB npu
N ANDTEPII, ronkamu Ta niocpinisar BMPOOHULITBI NPOMDKHOTO NMPOAYKTY
MNPABLS, (Hib) y donakoHi Ne 1, iHakTMBOBaHoro noniosipycy (IPV)
KALUTHOKY LLLO 3MiLLYOTbCSA Ta onucy nepBUHHUX MaTtepianis,
(ALENONAPH nepeg LLIO BUKOPUCTOBYHOTLCA Mif, yac
un BUKOPUCTaHHAM; no 1 LbOro npotiecy. BHeceHHA
KOMMOHEHT), nonepegHL0 pefakuiiHx NpaBokK A0 po3ainis
MOMIOMIENITY | HanoBHeHOMY pocbe 3.2.5.2.21a3.2.5.2.3
TA ofiHoOpa3oBoOMYy
3AXBOPIKOBAH | wnpuuy y KOMNAEKTi 3
b, ABoMa ronkamu ta 1
3BYAHNKOM dh1akoHoM 3
AKNX € niocpinizatom (Hib) y
HAEMOPHILUS | BakyyMmHili CTEpWbHIiA
INFLUENZAE ynakosui; no 1
TNy B BaKyyMHill CTepusbHili
YMaKoBLi y KaPTOHHIi
Kopo6Ui
76. IHOAHPUKC™ CyCneHsist ANs iH'eKw;in nakcoCMmiTKnsiiH Benvka nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/15120/01/01
KOMBIHOBAH no 1 gosi (0,5 mn) y Ekcnopt JlimiTeg, BputaHis Bionogxikans C.A. marepianis: peyenmom
A BAKUVHA nonepegHL0 3MiHK | TNy - 3MiHK 3 AkocTi. API.
ansa 3anoBHEHOMY LUNpuL (iHWi 3MiHW) - KOPEeKTHE BUKNaAEHHS
MPO®DINAKTUK | Ne 1y komnnekTi 3 PYHKL BUPOBGHNUMX caliTiB GSK
N BQUDTEPII, ofHieto abo gsomMa Biologicals Rixensart Ta GSK
MPABLSA, ronkamu: no 1 Biologicals Wavre y po3gini
KALUTHOKY nonepegHL0 3.2.5.2.1 Manufacturer(s) sk
AUENONAPHA | HanoBHeHOMYy LUNpuLy BiNOoBi4a/IbHMX 3a KOHTPOJIb AKOCTI
OYMLLEHA Yy KOMMNEKTi 3 O4HIE cy6cTaHLUIl KaLltoKoBoro
IHAKTUBOBAH | a6o gBoma rosikamu y aHaToKcuHy (Pa)
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
A PIOKA NNacTUKoBOMY
KOHTeliHepi; no 1
nnacTuKoBOMy
KOHTEliHepy B
KapTOHHI Kopoo6Lli
77. | KANIWO noguna | kpanni ouri, 20 mr/mn ToBapucTBo 3 Ykpaina BCi cTagii BUPO6HMLTBA, YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 3a UA/5107/01/01
no 5 mn a6o no 10 mn obmexeHo KOHTPO/Ib SKOCTi, BUMYCK Cepii: marepianis: peyenmom
y thnakoHi; no 1 BiANOBIAA/ILHICTIO ToBapuCTBO 3 06MEXEHO 3MiHu |l TUNY - BBEAEHHSA
nakoHy pasom 3 "[ocnigHuii 3aBog BignosiganbHicTio "JocnigHnii [04aTKOBOro BUpOo6HMKa AdI
KPULLIKOO- "rHYUnaCt 3asog, "MHLUNC", YkpaiHa; BCi (kanito iognay) Merck KGaA,
KpanenbHuULEe B cTagii BUpobHNLTBA, KOHTPO/b Germany 3 BHECEHHAM 0
KOpo6Li 3 KapTOHY SIKOCTI, BUNYCK Cepil: mMartepianis peecTpawiiHoro gocke
ToBaprCTBO 3 0OGMEXEHOID p. 3&/TULLKOBI KifIbKOCTi OpraHiyHmnx
BignosiganbHicTio "®APMEKC PO3UMHHKKIB: chopMiaTy He binbLue
FPYIM", Ykpaina 0,1 %
78. KAMETOH- cnpeii HasabHWiA Ta ToBapucTBo 3 Ykpaina ToBapnCTBO 3 0OMEXEHOID YkpaiHa BHECEHHS 3MiH 10 PEECTLiHNX 6e3 UA/2288/01/01
3400POB'A OpPOMYKO3HUIA No 25 T 06MEXEHOI Bi4NOBiAA/IbHICTIO mMaTtepianis: 3miHu | TNy - peuenma
y 6anoHi BiANOBIAALHICTIO "®apmavLeBTMYHa KOMMaHis AAMIHICTpaTMBHI 3MiHW. 3MiHa
3abe3neyeHomy "GapmateBTUyHa "3p0poB'a” HalilMeHyBaHHs Ta/abo agpecu
[03YH04MM KnanaHoM- KoMnaHis 3asBHUKa (BlacHMKa
Hacocom Ta "3p0pos'a” peecTpauiiiHoro NocBigYEHHS)
HazasIbHO 3MiHa agpecu 3asiBHUKa: BeeeHHs
HacazKoto- 3MiH NPOTAroM 6-Tu MicALiB nicns
posnuoBaveM 3 3aTBEPLKEHHS.
3aXUCHMM KOBMaYKoM, 3MiHu | TUNY - AgMiHICTpPaTUBHI
no 1 6an0Hy y Kopobu;i 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
3 KapTOHY afipecy MicLa NPoBaKeHHS
AiSNbHOCTI BUpPO6HUKa/imnopTepa
roTOBOrO JIiKapCbKOro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepil
abo micue NpoBefeHHA KOHTPOSIO
AKOCTI. (QiSNbHICTb, 3a AKY
BiAnoBigae BUpoGHMK/iMnopTep,
BK/1H04AKOUM BMMYCK Cepiii) 3MiHa
afpecy BUpobHuka ToBapucTBO 3
06MEeXeHOI0 BifnoBifasbHICTIO
"apmaueBTMYHa KOMMNaHis
"3p0poB'a", YkpaiHa, 6e3 3miHu
Micus BUpo6HMLTBA: BBEAEHHSA
3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPKEHHS.
79. KATEDKENb 3 | renbno 12,51y dapmaueyTiwe ABCTpIst dapmaueyTiwe abpik ABCTpist BHECEHHS 3MiH [0 peecTpauiiiHnx 3a UA/4660/01/01
NIAOKAITHOM rotpoBaHoOMy LUNPULLi- pabpik MoHTaBIT MoHTaBiT 'M6X marepianis: peyenmom

Ty6i; no 1
rocpoBaHomy
Lwnpuuy-Ty6i y
6nictepi; no 1, abo no
5, abo no 25 6nictepis

rmeX

3MiHM | TUNy - 3MiHa y MeTogax
BUNPOBYBaHHSI rOTOBOIO
NiKapcbKoro 3acoby - HeaHauyHe
OHOB/IEHHA 3aTBEPKEHNX METOAIB
BMNPOGYBaHHS J1iKapCbKOro 3acoby
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
Y KapTOHHIli Kopobui (oHOBNeHHs MeTogAiB laeHTudikauii
Ta Ki/IbKICHOr0 BU3HAYeHHA 4 —
X/10paHiniHy)
80. | KETOJIAK Tabnetkm no 10 mr, no | AT "KMIBCbKN YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHSI 3MiH 40 PeecTpaLjiiiHnx 3a UA/4802/01/01
10 Tabnetok y BITAMIHHAIA BITAMIHHU 3ABOA" martepianis: peuyenmom
6nicTepi; no 1 3ABOA" 3MiHW | TUNY - 36iNbLUEHHS TEPMIHY
6nicTepy B nauui npugaTtHocTi A®| keToponaky
TpomeTamiHy. 3anponoHOBaHO:
TepmiH NpuaaTHOCTI 5 pokis
81. KETOPO/TAKY NMOPOLLIOK MAT "KuiBcbkuii Ykpaina Cumepg Ne6e Nimitepq, IHAiA BHECEHHS 3MiH 40 peecTpaviinHmx - UA/15273/01/01
TPOMETAMIH KpUcTanivyHmi BiTamiHHUIA 3aBog" martepianis: 3miHu | TUny - 3MiHKN 3
(cybeTaHuin) y AKOCTi. A®Il. CTabifibHiCTb. 3MiHa
nakeTax noABiiHNX nepiofy NOBTOPHMX
nonieTuneHoBux A5 BMNPOGYBaHb/Nepiogy 36epiraHHs
hapMaueBTUYHOIO ab0 ymoB 36epiraHHs AdI (3a
3aCTOCyBaHHSA BifICYTHOCTi Y 3aTBEpA)KEeHOMY
[ocbe cepTudikaTa BignoBiAHOCTI
€Bponelicbkin dhapmakonel, Lwo
BK/IIOHAE Mepiog, NOBTOPHOTO
BMNPO6YBaHHs) (Nepios NOBTOPHOTO
BMNpoGyBaHHA/nepios 36epiraHHs) -
36inbLIeHHs abo BBeAEHHS nepioay
NOBTOPHOro BUNpobyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB
[OcCNifKeHb Y peasibHOMY Yaci
36i/IbLUEHHS TEPMIHY NPUAATHOCTI
AD|: 3aTBepaKeHo: 3 poku
3anponoHoBaHo: 5 pokis
82. KMIBAC 10 TabneTkn, BKPUTI TOB "®apma YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiHnX 3a UA/12971/01/01
NNiBKOBOKO Crapt" marepianis: peuyenmom

060/10HKO, NOo 10 Mr
no 10 TabneTtok y
6nictepi; no 1 a6o 3
6nicTepun y nauui 3
KapTOHY

3MiHU | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. Onuc Ta
CKag, - BHECEHHS 3MiH B pO34in
«Cknag» MeToAiB KOHTPOSIO LL0A0
hopmysoBaHHS NepepaxyHky
BMIiCTy Ad| po3yBacTaTVHy KauibLiito
B rOTOBOMY JlikapCbKOMY 3ac06i Ha
100 %, a caMe «B nepepaxyHKy Ha
100 % 6e3BOAHY Ta BiNbHY Big
PO3UYNHHVIKIB PEYOBUHY
po3sysactaTnHy C22H27FN306S»
3aMiHEHO «B nepepaxyHky Ha 100
% 6e3BOJHY PevyOBUHY
posysactatuHy C22H27FN306S»,
Yy 3B'A3KY 3 NPUBELEHHAM [0 BUMOT
MoHorpadii EP «po3syBacTaTuH
KanbLito» cneumdikauii APl 3a
nokasHukom «KinbkicHe
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

BM3HAYEHHS»; 3MiHU | TUNY - 3MiHa Y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneuudikalisx Ha Adl, abo
BUXIiAHWA/NPOMDKHWIA
NpoAyKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BMPO6HULTBA AD| — BUTyYEHHS
nokasHuka «PO34MHHICTb> 3i
cneundikauii A®l posyBacTtaTuHy
KasibLiit0, OCKINIbKY 3rifHO BUMOT
LY, 1.4 «MoHorpadii», AaHui
MoKasHWK Ma€e peKkoMeHAaLiiHWiA
XxapakTep; 3MiHu | Tuny - 3miHa y
napameTpax crneuudikauii Ta/a6o
[OMYCTUMMX MEX, BUSHAYEHNX Y
crneundikauiax Ha A®l, abo
BUXIZHWA/NPOMIXHWIA
npoayKT/pearenT, Wwo
BUKOPVCTOBYIOTbCS y NpoLeci
BMPO6HULTBA ADP| — 3MIHN Y
cneundikauii A®l posyBacTtaTuHy
3a nokKasHkoM «KinbkicHe
BM3HAYEHHS», L0 06YMOB/IEHO
npviBeAEeHHAM [0 BUMOT
MoOHorpadii EP

83.

KNIBAC 20

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOt0, No 20 Mr
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nictepu y nauui 3
KapTOHY

TOB "®apma
Crapt”

Ykpaina

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis:
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWMIA Nikapcbkmit 3aci6. Onuc Ta
CKNag, - BHECEHHS 3MiH B po3gin
«Cknag» MeToAiB KOHTPO/IO LLOA0
dhopmy oBaHHS NepepaxyHKy
BMicTy AdD| po3yBacTaTuHy KasbLiito
B rOTOBOMY flikapcbKOMy 3acobi Ha
100 %, a came «B nepepaxyHKy Ha
100 % 6e3BOAHY Ta BiNbHY Bif,
PO3UYMHHIKIB PEYOBUHY
po3sysactatnHy C22H27FN306S»
3aMiHEHO «B nepepaxyHky Ha 100
% 6e3BOJHY PevyoBUHY
posysactatvHy C22H27FN306S»,
Yy 3B'A3KY 3 MPUBELEHHAM [0 BUMOT
MoHorpadii EP «po3yBactaTuH
KanbLito» cneumdikauii APl 3a
nokasHukom «KinbkicHe
BU3HAYEHHS»; 3MiHU | TUNY - 3MiHa Y
napameTpax cneumdikauii Ta/abo

3a
peyerimom

UA/12971/01/02
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

[OMYCTUMMX MEX, BUSHAYEHNX Y
crneundikauiax Ha A®l, abo
BUXIZAHWA/NPOMIXHWIA
npoayKT/pearenT, Wwo
BUKOPVCTOBYIOTbCS y NpoLeci
BMPOOHULTBA AP| — BUNyYEHHS
nokasHuKa «PO3YMHHICTb» 3i
cneumnaikauii A®I posyBacTaTtuHy
KaubLyito, OCKi/IbKV 3rifiHO BUMOT
Aoy, 1.4 «MoHorpadii», AaHwi
NoKa3HUK Mae peKkoMeHAaLiiHWiA
Xapakrtep; 3MiHu | Tuny - 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMNX MEX, BUHAYEHNX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA
npoAayKT/pearenT, wWwo
BMKOPVCTOBYIOTbCSA Y MPOLECI
BMpO6HUMLTBA AD| — 3MiHU Y
cneumnaikaii A®I posyBacTaTtuHy
3a nokasHukom «KinbkicHe
BU3HAYEHHS», L0 06YMOB/IEHO
npvBeAeHHAM [0 BUMOT
MoHorpadii EP

84.

KOHEIPA®
KNACIK

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOt0, No 25 wr,
nola6ono4
Tabnetkun y énicrepi;
no 1 6nictepy y
KapTOHHI KOpoo6Li

"FOHiK
dapmacboTuKan
Nab6opaTopi3"
(BipgineHHs cipmmn
"x. B. Kemikana
eHf
dapmacboTuKan3
nrp.")

IHais

IOHik PapmacbloTnkan
Nab6opaTopi3 (BigaineHHs
dipmu "x. B. Kemikans eHg,
dapmacbtoTukans J1ta.")

IHais

BHECEHHS 3MiH 40 peecTpaviitHmx
martepianis:
3MiHuM | TMny - 3mMiHa y meTogax
BUMPOOYBaHHA rOTOBOIO
NiKapcbKoro 3acoby - 3MiHN Y
MeToAax BUNPOGyBaHHS 3a M.
"PO34MHEHHS" - 3MiHN Y
NpUroTyBaHHi BUNPO6YyBaHOro
pPO34MHY B PO3paxyHKOBivi dyopmyri

3a
peyenmom

UA/8707/01/01

85.

KOHEIPA®
KNACIK

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOt0, Nno 50 wr,
no 1l a6ono4
Tabnetkun y énicrepi;
no 1 6nictepy y
KapTOHHIA KOpoo6Li

"FOHiK
PapmacbioTuKan
NabopaTopisz"
(BipLineHHs dipmmn
"x. B. Kemikana
eHf
dapmacboTuKan3
nra.")

IHAjA

HOHiK ®apmacbloTuKas
Nab6opaTtopi3 (BigAineHHs
dipmu "x. B. Kemikans eHg,
dapmacbloTukans Jrg.")

IHAiA

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis:
3MiHM | TMNy - 3MiHa y meTodax
BUMPOBYBaHHA rOTOBOrO
NiKapcbKoro 3acoby - 3MiHN Y
MeToAax BUMPOOyBaHHS 3a M.
"PO34YMHEHHSA" - 3MIHN Y
NpUroTyBaHHi BUNPo6yBaHOro
pO34MHY B pO3paxyHKoBili dhopmyri

3a
peyenmom

UA/8707/01/02

86.

KOHEIPA®
KNACIK

TabneTku, BKPUTI
nNiBKOBOKO
o60onoHkKoto, no 100
mr, no 1 a6o no 4
TabneTkun y 6nicrepi;
no 1 6nictepy y

"HOHiK
PapmacboTuKan
NabopaTopisz”
(BipLineHHs dipmun
"[x. B. Kemikans
eHf

IHais

HOHiIK ®apmacbloTuKan
Na6opaTopi3 (BigaineHHs
cipmn "x. B. Kemikans eHg,
PapmacbroTukans Jrg.")

IHais

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis:
3MiHu | TURY - 3MiHa y meTogax
BUMPOBYBaHHA roTOBOrO
NiKapcbKoro 3acoby - 3MiHN Yy
MeToAax BUNpobyBaHHA 3a .

3a
peuyenmom

UA/8707/01/03
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
KapTOHHI KOpooLi dapmacbloTkans "PO34MHEHHS" - 3MiHN Y
nrp.") NpUroTyBaHHi BUNPO6yBaHOro
PO34MHY B pO3paxyHKOBiii dhopmyri
87. | KOHErPA® TabneTku, BKpUTI "FOHiK IHAis HOHik ®apmacbloTukan IHAis BHECEHHS 3MiH A0 peecTpavliintHmx 3a UA/8707/01/01
KNACIK nNiBKOBOKO dapmacboTukan Nab6opaTopi3 (BigaineHHs martepianis: npuBegeHHs peuyenmom
060/10HKOI0, N0 25 M, Na6opaTtopiz" dipmu "Ox. B. Kemikans eHg, HanucaHHsA Ha3BU NiKapCbKoro
no 1l a6ono4 (BipgineHHs cipmmn dapmacbtoTukans J1ta.") 3aco0by B Haka3i MO3 YkpaiHu Ne
Tabnetkun y énicrepi; "x. B. Kemikana 799 Bip, 26.04.2018 po
no 1 6nictepy y eHf 3aTBEPAKEHUX peecTpauiiHmx
KapTOHHI KOpooLi dapmacbloTmkans maTepiasiiB B npoLieci BHECEHHA
nra.") 3MiH (3MiHu | TUNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
Ha3BU NikapcbKoro 3acoby (3MiHa
Ha3su N13) (6yno - MEHIMEKC®);
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHun)
(He3HauHi 3MiHM y TekCTi
MapKyBaHHsS NepBUHHOT Ta
BTOPVHHOI YNakoBOK)) (peakuis B
Hakasi: KOHEPA® K/NACWIK; BipHa
pegakuisi: KOHEIPA® K/IACIK)
88. KOHEIPA® TabneTku, BKpUTI "HOHiK IHais HOHiK ®apmacbkioTuKan IHAis BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/8707/01/02
KNACIK NNiBKOBOKO PapmacbioTuKan NabopaTopi3 (BigaineHHs martepianis: NpUBeAEeHHs peyernmom
060/10HKOI0, NO 50 Mmr, Na6opaTtopiz" chipmu "Ix. B. Kemikans eHg, HanucaHHs Ha3BU NiKAPCbKOro
no 1 a6o no 4 (BipLineHHs dipmmn dapmacbioTukans /irg.") 3aco06y B Hakasi MO3 YkpaiHu Ne
TabneTku y 6nictepi; "[x. B. Kemikans 799 Bip 26.04.2018 go
no 1 6nictepy y eHg 3aTBepAKEHNX peecTpaLiiHnx
KapTOHHI KopooLi dapmacbloTUKan3 marepianiB B npoLeci BHECEeHHA
nra.") 3MiH (3MiHun | Tuny -
AIMiHICTpaTVBHI 3MiHW. 3MiHa
Ha3BW NiKapcbKOro 3acoby (3miHa
Ha3su J13) (6yno - NEHIMEKC®);
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy (iHwi 3mMiHn)
(He3HauHi 3MiHW Y TeKCTi
MapKyBaHHS NepBUHHOI Ta
BTOPUHHOI yNakoBoK)) (pefaxuis B
Hakasi: KOHEPA® K/TACWIK; BipHa
pepakuis: KOHEIPA® K/1ACIK)
89. KOHEIMPA® TabneTkun, BKpUTI "HOHiK IHgis HOHik ®apmacbkoTrKa IHais BHECEHHS 3MiH 40 peecTpavuiiHnx 3a UA/8707/01/03
KNACIK NnNiBKOBOKO PapmacbloTukan Na6opaTtopi3s (BigaineHHs martepianis: npuseeHHs peyenmom
060/10HKO10, 0 100 Nab6opaTopisz"

mr, no 1 a6o no 4
TabneTku y 6nictepi;
no 1 6nictepy y

KapPTOHHI KOpoOU;i

(BigaineHHs cipmmn
"x. B. Kemikana
eHf

dPapmacboTrKan3

dipmu "OK. B. Kemikans eHg,
dapmacbtoTukans Jirg.")

HanucaHHsA Ha3BU NiKapCbKoro
3aco06y B Hakasi MO3 YkpaiHu Ne
799 Bip 26.04.2018 go
3aTBepAKEHUX peecTpauliiHnx
marepiasiiB B npoueci BHeCeHHs
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
nrp.") 3MiH (3MiHun | TUny -
AIMIHICTpaTVBHI 3MiHW. 3MiHa
Ha3BW NikapcbKoro 3acoby (3MiHa
Ha3Bwu J13) (6yno - NEHIMEKC®);
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn)
(He3HauHi 3MiHW y TeKCTi
MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI yMakoBoK)) (pefaxuis B
Hakasi: KOHEIPA® K/NACWIK; BipHa
pegakuisi: KOHErPA® K/1ACIK)
90. | KOPIMPEH 10 TabneTku, BKpUTI Pekopgarti AineHg, IpnaHgis Pekopgarti IngacTpia Ximika e ITanisa BHECEHHS 3MiH A0 peecTpaviiiHmx 3a UA/11927/01/01
MI/10 M nAiBKOBOO nrtp, dapmacesTika C.Mn.A. martepianis: peuyenmom
o6onoHkot, 10 mr/10 3MiHM | TUny - 3MiHa BUPOGHYMKa
Mr no 14 TabneTtok y BUWXi4HOro/MpOMiXHOro
6nictepi; no 1, 2 a6o 4 npoayKTy/peareHTy, LWo
6nicTepun y KapTOHHIl BMKOPUCTOBYHOTbCS Y BUPOOHNYOMY
Kopoo6Li npoueci Adl, abo 3miHa BUpoOHMKa
(BKnoyatoumn, oe HeobxigHo, micue
NpoBeLEHHS KOHTPO/TIO AKOCTi) AdI
- BBeleHHS1 a/lbTepHaTUBHOT
LinbHULUI ANs BUpoOHULUTBA AioYOi
peyoBuHM JlepkaHiguniHy
rigpoxnopug Recordati Ireland Ltd,
Ireland
91. KOPIMNPEH 20 TabneTkn, BKpUTI Pekopgarti Ainexg, Ipnangis Pekopgarti IngacTpia Ximika e ITanisa BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/11927/01/02
Mr/10 mr nNiBKOBOKO nrp, dapmacesTika C.n.A. martepianis: peyenmom
060/10HKO0, 20 Mr/10 3MiHu | TUNY - BBEAEHHSA
Mr no 14 TabneTtok y anbTepHaTUBHOI AiNbHUL 415
6nictepi, no 1, 2 abo 4 BMPOGHMLTBA AjiH0H0T Pe4OBUHM
6nicTepn y KapTOHHiIl NepkaHiguniHy rigpoxnopug,
Kopoo6Li
92. KycTogaion pO34nH ans nepdysii, Op. ®paHy, HimeuyunHa [Op. ®paHy Kbonep Xemi MTm6X HimeyunHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/6672/01/01
no 500 mn a6o 1000 Kbonep Xewmi marepianis: peyenmom.
MN Y naswkax 6X BUMPAaBIEHHS TEXHIYHOI MOMUIIKN Y Ans
CKNsiHKX; no 1 n, a6o 2 MK$, a came y kputepisix 3acmocysaH
n, abo 5 ny naketax NPUIAHATHOCTI 3a NoKa3HWKOM «11.9 | Hs1 8 ymoBax
a- Ketornytaposas kucnora» y cmayjioHapy
cneumaqikaiiii Ha BUNycK
93. KycToalion pO34nH aNnsi nepaysii, Op. ®paHy, HimeuyunHa Op. ®paHy Keonep Xemi M6 X HimeyunHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a UA/6672/01/01
no 500 mn1 a6o 1000 Kbonep Xewmi marepianis: peyenmom.
M/ Yy nAsgwkax v6X BUNPABNEHO TEXHIYHY NOMW/IKY B Ana
CKNsHWX; no 1 n, abo 2 TEKCTi MapKyBaHHs1 yNakoBKu 3acmocysaH
n, abo 5 ny naketax nikapcbKoro 3acoby y n.17 HS1 8 yMOBax
cmayioHapy
94. | NEBIHOPWH pO3unH opasibHuiA, 100 CaHpos CnoBeHis BMPO6HMLTBO "in bulk", Kinp/ HimewunHa BHECEHHS 3MiH 40 peecTpavlinHmx 3a UA/15634/01/01
mr/mn, no 300 mn y dapmacbioTikan3 nakyBaHHs: Pemegika /114, mMartepianis: peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
dhnakoHi; no 1 a.a. Kinp; Bunyck cepiii: Cantotac 3MiHW | TUMY - 3MiHW 80 IHCTPYKU,T
hnakoHy Ta dapma 'm6X, HimeuunHa A1 MeNYHOro 3aCTOCyBaHHA y
opasibHOMY LUNpULY Y po3ginu "OcobamsocTi
KapTOHHI KOpooLi 3actocyBaHHs", "Mob6iuHi peakwyji"
3riHO 3 iHhopmaLieto Wwoao
Me[M4YHOro 3aCTOCYBaHHS
pedhepeHTHOrO /likapcbkoro 3acoby
KEMMNPA®
95. | NEBO PO3unH ANs iHdy3il, POTEK NTA AHrnis KYMNEP EC.EW. Ipeuis BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/14046/01/01
500 mr/100 mn, no 100 mMarepianis: 3miHu | Tuny - peyenmom
My naswi; no 1 AMIHICTpaTVBHI 3MiHW. 3MiHa
NAALWLUI Y KAPTOHHIN HalilmeHyBaHHs Ta/abo agpecu
yMakoBLi 3asBHMKa (BNacHvka
peecTpauiiiHoro NocBigYeHHS)
3miHa agpecy 3asBHVKa (BnacHuka
peecTpauiiiHoro nNoceig4yeHHs)
96. | IEBOMIUETWH | Ttabnetku no 0,5, no MAT "MoHdhapm" Ykpaina MAT "MoHchapm" YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a UA/6366/01/01
10 TabneTok y cTpuni; mMarepianis: 3MiHM WO40 peyenmom
no 1 crpuny y 6e3nekn/edeKTUBHOCTI Ta
nanepoBOMY KOHBEpTI, chapmakoHarnsgy. BHeceHHs abo
no 10 TabneTtok y 3MiHa(1) 40 3060B'A3aHbL Ta YMOB
cTpwvni; no 2, a6o no BMAadi peectpauiiiHoro
10 cTpuniB y nayui 3 nocBig4eHHs, Bkoyatoum Mnax
KapToHy, no 10 ynpasiHHA pu3nKamm
TabneTok y 6nictepi; (3acTocyBaHHSA 3MiH(K), AKi(a)
no 1, aéo no 2, a6o no B/MaratoTb(€) nofanbLioro
10 6nicTepis y nauui 3 06r'pyHTYBaHHS HOBMMM
KapToHy; no 10 [08aTKOBUM J@HUMMU, LLIO MatoTb
TabneTok y cTpunax Ha/JiaBaTnca KOMNETEHTHUM
abo y bnictepax OpraHoMm, OCKiflbKV BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM
OpraHoMm) - BUKOHaHHS 3060B'A3aHb
BiANOBIAHO A0 mignyHkTy 1.13
NyHKTY 1 gogatky 15 no MNopsaky
NpoBefEeHHs excnepTu3n
peecTpauiiHnux matepianis Ha
nikapcbki 3acobu, Lo nogarTbcs
Ha fepXaBHy peecTpaLiito
(nepepeecTpalito), a Takox
ekcnepTusy MaTepianis npo
BHECEHHS 3MiH j0 peecTpaviinHmx
marepianis NnpoTarom il
peecTpayiiiHoro NocBig4eHHs,
3aTBepAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460)
97. | NEKPOJIIH® Kpansi o4Hi, 40 mr/mn CaHTeH AT DiHnsAHAIA BMPOBHMLUTBO 32 MOBHUM PinnsaHgis/ Kntan BHECEHHS 3MiH [0 peeECTpaLiiHNX 3a UA/2383/01/02
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
no 5 mn y donakoHi- uuknom: CaHteH AT, marepianis: peyenmom
KpanesibHuuj, no 1 PiHNAHAIA; BUPOOHNIK, 3MiHu | TUNY - 3aMiHa rpaciyHoro
(h/1aKOHY B KapTOHHIi BiANOBIAabHUIA 38 0(POPM/IEHHS NEPBUHHOI Ta
Kopoo6Li BMPO6HMLTBO in bulk, BTOPUHHOI YNakoBOK Ha TEKCT
nepBUHHE Ta BTOPVHHE MapkKyBaHHS YNakoBOK 3
nakysaHHA: CaHTeH BiANOBIAHUMY 3MiHamMK 40 po3ginis
dapmacbloTikan YaiiHa Ko. MeTOZIB KOHTPOJIO AKOCTI
Nita, Kutaii; BUPOGHWK, nikapcbKoro 3acoby (po3ain
BiNOBIAaIbHUIA 38 KOHTPO/b «["pachiuHe odhopmaEHH:»
AKOCTI Ta BUNyck cepii: CaHTeH 3aMiHEHO pO34,i/IoM
AT, ®iHnaHais «MapkyBaHHs»). BBefeHHs1 3MiH
nportArom 6-Tvn micAuis nicnsa
3aTBepAKEHHSA
98. | IBOCTOP TabNeTKM, BKPUTI AT "KMUIBCbKUIA Ykpaina AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiHnx 3a UA/6452/01/01
MAiBKOBOKO BITAMIHHAIA BITAMIHHU 3ABOA" maTepianis: peyenmom
060/10HKOI0, No 10 mr, 3ABOL" 3MiHM | TUMy - 3MiHa y MeTogax
no 10 TabneTok y BUMNPOBYBaHHA rOTOBOrO
6nicTepi; no 3 abo no nikapcbkoro 3acoby (iHLWi 3MiHN Y
7 6nicTepiB y nayui MeToJax BUNPOoO6yBaHb (BK/IKOHaKUM
3aMiHy ab0 J0MNOBHEHHS))
99. | JIBOCTOP TabNeTkn, BKpUTI AT "KUIBCbKUI YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH 0 peecTpaLiitHnx 3a UA/6452/01/02
NNiBKOBOIO BITAMIHHAIA BITAMIHHW 3ABOA" marepianis: peuyenmom
060/10HKO10, N0 20 Mr, 3ABOA" 3MiHu | TUNy - 3MiHa y meTogax
no 10 TabneTtok y BMNPOGYBaHHSI FTOTOBOIO
6nicTepi; no 3 abo no nikapcbkoro 3acoby (iHWi 3MiHN Yy
7 6nicTepis y nayui MeToAax BUNpobyBaHb (BK/IOUaKUM
3aMiHy abo AONOBHEHHS))
100. | IBOCTOP TabNeTK1, BKPUTI AT "KUIBCbKUIA YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx 3a UA/6452/01/03
NAiBKOBOKO BITAMIHHAIA BITAMIHHU 3ABOA" maTepianis: peyenmom
060/10HKOH0, MO0 40 mr 3ABOL" 3MiHKM | TURY - 3MiHa y MmeTogax
no 10 TabneTok y BUMPOBYBaHHA roTOBOrO
6nicTepi; no 3 nikapcbKoro 3acoby (iHLWi 3MiHN Y
6nictepn y nauui MeToAax BMNpobyBaHb (BK/IOUAKUM
3aMiHy ab0 J0MNOBHEHHS))
101. | NIAOKAIH- PO34MH ANA H'EKLN, MpAT Ykpaina MpAT "®apmauesTuyHa YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx 3a UA/4935/01/01
AAPHULA 20 mr/mnno 2 mn B "®apmaueBTUyHa ipma "JapHnus" marepianis: 3MiHu |l Tuny - 3MiHN peyenmom

amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIlA
ynakoBLi; no 2
KOHTYPHi YapyHKOBI
yNakoBKM B nauLli

hipma "OapHuus”

Loao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpaviiiHoro
nocBifYeHHs, BkNovatoun MnaH
ynpaeniHHA pu3nKamu
(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMaraloTb(€) NOAA/TLLIOTO
06r'pyHTYBaHHS HOBMMM
[08aTKOBUM i@HUMMK, LLIO MatoTb
HafaBaTnUCs KOMMETEHTHUM
OpraHoMm, OCKi/IbK/ BUMAaraeTbCst
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

CyTTEBA OL{iHKa KOMMNETEHTHUM
opraHom) - BukoHaHHs1 3060B'3aHb
BiANOBIAHO A0 nignyHkTy 1.13
nyHKTY 1, NignyHKTy 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBe/EHHS eKCnepTnsmn
peecTpauiiHux maTepianis Ha
nikapcbki 3acobu, L0 noaarTbes
Ha [epxaBHy peecTpauito
(nepepeecTpalito), a Takox
ekcnepTusn MaTepianis npo
BHECEHHS 3MiH 1O peecTpaLiiiHnx
mMarepianis NpoTArom fii
peecTpaviiiHoOro nNocBig4eHHs,
3aTBEpAXeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Bif 23.07.2015 Ne
460)

102.

NIHE3O0NIA

NopoLLOK (cybcTaHLis)
y NOABINHUX NakeTax 3
nonieTuneHy BUCOKOI
WinbHoCTI Ans
BUPOGHMLTBA
CTEPUNBHUX
nikapcbkux hopm

MAT "Fanuudcpapm”

YKpaiHa

HeynaHng Jlabopatopi3
Nimiteq

IHais

BHECEHHS 3MiH A0 peecTpaviintHmx
mMartepianis: 3miHu | TUNy - 3MiHK 3
akocTi. A®Il. CTabinbHicTb. 3MiHa
nepiofy NOBTOPHMX
BUNPO6YyBaHb/nepiogy 36epiraHHs
ab0o ymoB 36epiraHHs AdI (3a
BiICYTHOCTI y 3aTBEpAXEHOMY
[ocbe cepTudikaTa BignoBiAHOCTI
€sponelicbkin dhapmakonel, o
BK/IIOYAE Mepiog, NOBTOPHOTO
BMNPO6YBaHHs) (Nepios NOBTOPHOrO
BMNpoGyBaHHA/nepios 36epiraHHs) -
36inbLweHHs abo BBeAEHHS nepiogy
NOBTOPHOro BUNpobyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB
[OCNimpKeHb y peanibHOMY Yaci
3arBepmxeHo: MNepiog
peTecTyBaHHs "Yepes 36 micAuis"
3anponoHoBaHo: TepMmiH
npuaatHocTi "5 pokis"
3MiHn | TURY - 3MiHK 3 aKocTi. AP,
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
O0NYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIKHWIA
NpoAyKT/peareHT, Wo
BUKOPVCTOBYIOTbCS Y NpoLeci
BUpo6HMUTBa AD| (ZoaaBaHHA abo
3amiHa (3a BUHSAATKOM aKTUBHOI

UA/11933/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

peyoBuMHM GionoriyHoro abo
iMYHO/10TYHOIO MNOXOXXEHHS)
napameTpa crneuudikauii 3
BigMNoBiAHMM METOA0M
BMMNPOOYBaHHA 3a pesynibTaTamm
pocnimpkeHb 3 6e3nekn abo AKoCTi)
CynyTHS 3MiHa - 3MiHM 3 SKOCTI.
A®I. KoHTposib A®L. 3miHa y
mMeTofax BunpobysaHHsA Adl abo
BMXifHOro Martepiany/npomiXHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWI 3MiHK Y
MeTogax BUNpobyBaHHSA
(BKtOYatoumn 3amiHy abo
[0noBHEHHS) A®| abo
BVXiZAHOr0/NPOMIXHOr0o NPOAYKTY)
3miHa y napameTpax cneuudikadii,
mMeTodax BUNpobyBaHHs Ad|
(Ninesonia) -

- [ONOBHEHHSA cneundikauii A®I
HOBMMW NOKa3HMKaMm
«TemnepaTypa nnaBeHHs,
"TMnTome onTnyHe obepTaHHs" 3
BiANOBIAHMMUN MeTOoAAMMN
BUMPOOYBaHHS; -3aMiHa NOKa3HUKa
"EHaHTiOMepHa uncToTa " Ha
"XipanbHa uuctorta”; - 3mMiHn y
MeToAax BUNpoGyBaHHA 3a M.
"CynposigHi fomilkun" metog 1
BEPX; BBegeHo "mMeTop, 2 - BEPX"
[0 BXe 3aTBepaxeHoro "metoay 1 -
BEPX " Ta 3By)XeHHs MeXx
napameTpiB cneuudikauii:
3aTBepxeHo: gomiwok A,B,C.E, F,
G, H,l - He 6inbLwe 0,1 % ; AoMilwka
i3 RRT 1,13 - He 6inbLue 0,1% ; He
iaeHTugikoBaHa AOMiLLKa - He
6inbLe 0,10 % ; cyma BCiX [AOMILLOK
- He 6isbwe 0,5% ; 3anponoHOBaHO:
metog 1- pomiwok A,B,C,E,F, G, H,|
- He 6inbwe 0,08 % ; AoMilLKa i3
RRT 1,13 - He 6inbLie 0,08% ; He
iAeHTugikoBaHa AOMiLLKa - He
6inbLwe 0,08 % ; cyma He
iAeHTNIKOBaHMX JOMILLOK He
6inbLwe 0,2% ; MeToz 2 - AOMilKa
N - okeug - He 6inble 0,08 % ;
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
CyMa BCiX AOMILLOK (MeToq
1+meTog 2) - He 6inbLe 0,5% . -
npuBefeHHs MeToais
BMMPOGYBaHHSA 3a M. "3a/INLIKOBI
KiNNbKOCTi OpraHivHNX PO34UNHHUKIB»,
«KiflbKiCHe BU3HAYEHHS» A0
OopuriHaNIbHMX OOKYMEHTIB
BUpo6HUKa ADI. -NnpvBeaeHo n.
«MikpobionoriyHa unctora» go
Bumor EP Ta matepianis
BUPOGHMKA.
103. | NNONECT® TabneTkun, BKpUTI Baviep Al HimeuyunHa Bypo6bHMLTBO 32 NOBHUM dpaHuin/ BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/4859/01/01
060/10HKOI0, MO 21 LMKIOM: HimeuyunHa mMarepianis: 3miHu | Tuny - peyenmom
Tabnetuiy 6nictepi 3 Lenbchapm Ninnb C.A.C., AMIHICTpaTVBHI 3MiHW. 3MiHa
KaneH4apHo dpaHuis HaliMeHyBaHHSA Ta/abo agpecu
wkasnoto; no 1 abo MiCLil MPOBaKEHHS AiS/TIbHOCTI

6nictepy y nauui

BMPOOHULTBO NPOAYKLT in-
bulk, KoHTpOnb cepii:
Baiiep Baiimap Mm6X i Ko. KT,
HimeuyumnHa,;
nepBrHHE Ta BTOPVIHHE
nakyBaHHs, BUMNYCK cepil:
Baiiep Al', HimeuunHa

BUpPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOUaum
OinbHWL BUMYCKy cepii abo micue

NPOBELEHHSA KOHTPOSIKO SKOCTI.

(@isnbHicTb, 3a AKy BignoBifae
BMPOGHUK/iMNIOpTEp, BKIOYaYM

BUMYCK Cepiii) - 3MiHa Ha3BM
BMpo6HUuKa baiiep Al, HimeuunHa
(nepBMHHe Ta BTOPUHHE NaKyBaHHS,
BMNyCK cepii), 6e3 3MiHn Micus
BMPOGHMLTBA. 3MiHW | TUNY - 3MiHK
3 AkocTi. CepTudikar
BignosigHoCTI/TE-cepTucpikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOrO
cepTudiikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiAANOBIAHOCTI EBpONEechkili
thapmakonei: gna A®l; ana
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuUHU (cepTudikat
BIANOBIAHOCTI EBPONENChkili
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif yxe 3aTBeppKeHoro
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO
cepTtudikaTy BignosigHocTi E®
(3aTBepmxeHo: R1-CEP 1996-079-
Rev 06; 3anponoHoBaHo: R1-CEP
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

1996-079-Rev 07) ansa gitouoi
pPEeYoBUHY eTUHINecTpaaion, Big
BXe 3aTBEpPAKEHOro BUPOBHYKa,
AKNIA 3MiHWB Ha3By 3 baliep ®apma
Al Ha Baliep Al', 6e3 3MiHK
MiCLLe3HaxXOMKEHHS. 3MiHW | Tuny -
3miHu 3 skocTi. CepTudikart
BignosigHocTI/TE-cepTudpikat
BiZiNOBIAHOCTI EBPONENCHKIit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO
cepTudiikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONEechbkili
thapmakonei: gna A®l; ana
BUXiAHOTO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHU (cepTudikat
BiZiNOBIAHOCTI E€BpONENChKiii
thapmakonei) - OHOB/IEHWIA
cepTuaikaT Bif yxe 3aTBepaKeHoro
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO
cepTtudikaTy BignosigHocTi E®
(3aTBepmxeHo: R1-CEP 2009-345-
Rev 00;
3anpornoHosaHo: R1-CEP 2009-
345-Rev 01) ans gito4oi pevyoBuHn
recTofieH, Bif, BXe 3aTBepXeHoro
BMPOGHWKA, AKNIA 3MIHMB Ha3BYy 3
Baiiep ®apma Al Ha Baiiep Al, 6e3
3MiHV MicLe3HaxXomKeHHS. 3MiHu |
Ta Il Tvny, 3miHa 3asBHUKa
(BnacHvka peecTpadiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460)

104.

NoKoig,
NINOKPEM

Kpem, L mr/rno 30ry
Ty6i antomiHieii, no 1
Ty6i B KAPTOHHINA
KopoobLi

NEO dapma A/IC

[JaHis

Temmnep Itania C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHM Il TRy - 3miHK Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpauiiiHoro
nocBigYeHHs, BKNovaoum MnaxH
ynpaeniHHA pu3vKamu
(3acTocyBaHHSA 3MiH(K), sKi(a)
BMMaralTb(€) N0Aa/bLIOTO

3a
peyenmom

UA/4471/02/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

06r'pyHTYBaHHS HOBMMM
[08aTKOBUM Ai@HUMMK, LLIO MatoTb
Ha/JiaBaTnCcs KOMNETEHTHUM
OpraHoMm, OCKifIbk/ BUMAaraeTbCcs
CyTTEBA OL{iHKA KOMNETEHTHUM
OopraHom) - BUkoHaHHs 3060B'A3aHb
BiANOBIAHO A0 MiANYHKTY 2.3 NyHKTY
2 popatky 15 po MNopsaky
NpoBEefEHHA ekcnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3acobu, Lo noaakTbes
Ha [epxaBHy peecTpauiio
(nepepeecTpalito), a Takox
ekcnepTusn MaTepianis npo
BHECEHHS 3MiH 10 peecTpaLiiHnx
mMarepianis NpoTArom fii
peecTpayiiiHOro NocBig4eHHs,
3aTBEpAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460)

105.

NONEPAMIA-
3400POB'A

TabneTkn no 2 mr, no
10 Tabnetok y
6nictepi; no 1 abo no
2 6nictepu B
KapTOHHI KOpooLi

ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"®GapmaueBTnyHa
KoMMaHis
"3p0pos'a”

YKpaiHa

ToBapucTBO 3 0GMEXEHO

BiANOBiAa/IbHICTIO

"apmMaueBTNYHa KOMNaHis

"3p0poB'a”

Ykpaina

BHECEHHS 3MiH 40 peecTpavliiHmx
MaTtepianis: 3miHu | TNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3anBHUKA (BlacHMKa
peecTpavuiiHoro noceig4yeHHs)
3MiHa agpecu 3asBHuUKa. BeefeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
3MiHu | TUNY - AgMiIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy Micusi NPOBaKEHHS
AiSNbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO JIiKapCbKOro 3acoby,
BK/IOYAI0OUM AiNbHUL BUMYCKY cepil
abo micue NpoBefAeHHS KOHTPOST0
AKOCTI. (QiSNbHICTb, 3a AKY
BiAnoBigae BUpo6HMK/iMnopTep,
BK/IHOYAOUM BUMYCK cepiii) 3MiHa
afpecu MicLis NPoOBaKeHHA
OisnbHOCTI BUpo6Huka M3
TNonepawmig-3p0poB's, ToBapncTeo
3 06MEeXEeHOH0 BiANOBIAa/bHICTIO
"hapmaueBTMYHa KOMMNaHis
"3popos'a”, YkpaiHa, 6e3 3mMiHu
Micus BUPOBGHULTBA. BBEAEHHSA
3MiH NpOTArom 6-Tn Micauis nicns

6e3
peyenma

UA/1674/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3aTBEPKEHHS.

106.

NOMNEPAMILY
rAPOXIOPU,

Kancysv no 2 mr, no
10 kancyn y 6nictepi;
no 1 a6o no 2
6nictepu B kOpo6Li 3
KapToHy; no 10 karncyn
y 6nictepi

ToBapucTBO 3
06MEXEHO
BigNoBiAa/IbHICTIO
"XapkiBcbke
thapmaueBTuuHe
nignprMeMCTBO
"340poB'a
Hapogay"

YKpaiHa

ToBapuCTBO 3 O6MEXEHOID
BIANOBIAALHICTIO "XapKiBCbke
thapmaueBTUYHe
nignpuemMcTBo "340P0B'A
Hapoay"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
MaTepianis: 3MiHM LLOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo
3MiHa(1) A0 3060B'A3aHbL Ta YMOB
BMAadi peectpaujiiiHoro
nocBiAYeHHs, Bkoyatoun Mnax
ynpas/iHHA pu3nKamm
(3acTocyBaHHs 3MiH(1), Ski(a)
B/MaratoTb(€) nofanbLioro
06I'PYHTYBaHHSI HOBUMMU
[08aTKOBUM J@HUMMK, LLIO MatoTb
Ha/aBaTnca KOMNETEHTHUM
OpraHoMm, OCKi/IbKV BUMaraeTbcs
CyTTEBA OL{iHKA KOMNETEHTHUM
opraHoMm); BUKOHaHHSA 3060B'A3aHb
BiANOBIAHO A0 nmignyHkTy 1.13
nyHKTY 1, NignyHkTy 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBeAEHHS eKCNepTU3n
peecTpauiiHux maTepianis Ha
nikapcbki 3aco6u, Lo noganTbes
Ha JepxXaBHy peecTpauito
(NepepeecTpalito), a Takox
ekcnepTusn MaTepianis npo
BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianis NnpoTArom fii
peecTpaviiiHoro NocBig4YeHHs,
3aTBEpAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460)

6e3
peuyenma

UA/6599/01/01

107.

MA/NNIbTOPEP®
(ole))]

TabneTku XyBasibHi,
100 mr/0,35 wr, no 10
Tabnetok y 6nicrepi;
no 3 6nictepn y
KapTOHHI KopooLi

Bidhop
(IHTepHeLwHn) [HK.

LLiBeiiuapis

BVPOGHMLTBO
Hepo3dracoBaHOT NPoayKL;i,
KOHTPO/b AKOCTi, MEPBMHHA Ta
BTOPVHHA ynakoBka: Bichop
C.A., LLBeliuapisi; KOHTPONb
AKOCTI, [03BIN1 HA BUMYCK Cepii:
Bidhop (IHTepHeLuHn) IHK.,
LLiBeiiuapis

LBeiiLapis

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis:
3MiHu Il TMny - 3MiHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX roToBOrO JliKapCbKoro 3acoby -
BHECEHHS pefakUiiHNX YTOUHEHb
[0 creundikaL,ii rotoBoro
niKapcbKoro 3acoby 3a
nokasHvkamu «BusHayeHHsA
KanamyTHOCTI po3uunHy», «Po3nagy,
«BTpaTta B Maci npy BUCYLLYBaHHI»,
Bu3HaueHHs ioHiB 3ani3a»,
«OpfHOPIAHICTb [030BAHNX
oavHULb» Ta «CepeHsa Maca», y
3B'A3KY 3 MPVBEAEHHAM Y

3a
peyenmom

UA/5870/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsi04YeHHs

BIANOBIAHICTb 4O AOKYMeEHTaL,T
BMPOGHUWKa. KpuTepii npuiAHATHOCTI
3UIMLLNANCS HE3MIHHUMMU.
BBepeHHA 3MiH npoTsarom 6-tm
MicauiB nicnAa 3aTBepAXeHHs

108.

MEAOrICTUH

TabneTkn no 16 mr no
10 TabneTtoky
6nictepi; no 3
6nicTepy B KapPTOHHIN
Kopoo6Li

Megokemi T/,

Kinp

Megokemi NT/ (LieHTpanbHwuii
3aBog), Kinp;
dapmaLeBTilWw AHaniTiLw
Nab6opaTopiym [yiseH B.B.,
HigepnaHngm

Kinp/
HigepnaHvgm

BHECEHHS 3MiH 40 peecTpavlinHmx
Marepianis: 3MiHM WO40
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpauiiiHoro
nocBigYeHHs, BKNovaoum MnaxH
ynpaeniHHA pu3viKkamu
(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMaralTb(€) NOAA/TbLIOIO
06r'pyHTYBaHHS HOBMMM
[00aTKOBUM i@aHUMMK, LLIO MatoTb
Ha/ZiaBaTnCs KOMNETEHTHUM
OopraHoMm, OCKiflbk/ BUMaraeTbCs
CyTTEBA OLliHKA KOMNETEHTHUM
OpraHoMm) - BUKOHaHHS 3060B'A3aHb
BiANOBIAHO A0 MiANYHKTY 2.3 NyHKTY
2 popaTky 15 po MNopsaky
NPOBeAEHHS eKCNepTU3mn
peecTpauiiHux maTepianis Ha
nikapcbki 3aco6u, Lo nogaTbes
Ha JepxXaBHy peecTpauiio
(NepepeecTpalito), a Takox
ekcnepTusn MaTepianis npo
BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianis NpoTArom fii
peecTpaviiiHoOro NocBig4eHHs,
3aTBEpAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Bif 23.07.2015 Ne
460)

3a
peyerimom

UA/13526/01/01

109.

MEAOrICTUH

TabneTkn no 24 mr no
10 Tabnetok y
6nictepi; no 3
6nicTepy B KapTOHHIA
KopoobLi

Mepokemi 1T/,

Kinp

Mepokemi NTA (LleHTpansHwuii
3aBog), Kinp;
dapmaLeBTiWw AHaniTiLw
Na6opaTopiym AyiseH B.B.,
Higepnanaun

Kinp/
HigepnaHnamn

BHECEHHS 3MiH 40 peecTpaviinHmx
MaTepianis: 3MiHU LLOA0
6e3nekn/eeKkTBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 3060B'A3aHbL Ta YMOB
BMAadi peecTpaujiiniHoro
nocBiAYeHHs, Bkovatoun Mnax
ynpasniHHA pu3vkamu
(3acTocyBaHHs 3MiH(1), sKi(a)
BMMaratTb(€) noganbLioro
06r'pyHTYBaHHSA HOBUMMU
[0AAaTKOBUM JaHUMK, L0 MaloTb

3a
peyenmom

UA/13526/01/02
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

Ha/JiaBaTncs KOMNETEHTHUM
OopraHoMm, OCKiflbkv BUMaraeTbecs
CYTTEBA OL|iHKA KOMMNETEHTHUM
OpraHoMm) - BUKOHaHHS 3060B'si3aHb
BiANOBIAHO A0 NiANYHKTY 2.3 MYHKTY
2 popatky 15 no Mopsgky
NPOBEefEeHHA excnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3acobu, Lo noAarTbes
Ha flepXaBHy peecTpaLiito
(nepepeecTpaliio), a Takox
eKkcnepTusn marepianis npo
BHECEHHS 3MiH 0 peecTpavinHmx
mMaTtepianis NpoTarom Aii
peecTpaviiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Hakasy MO3 Big 23.07.2015 Ne
460)

110.

MEHOIOH

MOPOLLOK A4/151 PO3UNHY
ANns iH'ekuii no 75 MO
®CrI Ta 75 MO /T; no
10 amnyn 3 NOPOLLKOM
Ta 10 amnyn 3
PO3YMHHWKOM NO 1 MmN
(0,9 % po34unH HaTpilo
X0puAaY: HaTpito
Xn1opug, kicnoTa
X/TOPUCTOBOAHEBA
posseaeHa (10 %
M./M.), BOoga ans
iH'EKLiI1) B KAPTOHHIl
yMaKkoBLi

PeppiHr TM6X

HimeyunHa

BiAnoBiaanbHMiA 3a
BMPOOHULITBO, NEPBUHHE
nakyBaHHs Ta BUMyCK cepii:
PeppiHr M'M6X, HimeuunHa;
BiANOBIA&bHWI 32 BTOPUHHE
naKyBaHHs:
deppiHr-leuunsa, a.c., Yecbka
Pecny6nika

Himeuuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | TUny - 3miHK 3
[KocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOOHMUTBI. 3amiHa abo
BBEJEHHS 4OAATKOBOI Ai/IbHNL
BMPOGHMLUTBA A1 YaCTUHM abo
BCbOr0 BUPOBHMYOrO NpoLecy
roTOBOro NikapCbKoro 3acoby
(@inbHUUSA ANS BTOPMHHOMO
nakyBaHHs1) 3amiHa BUPOGHMKa,
BiANOBIAA/IbHOrO 3a BTOPUHHE
nakyBaHHS

3a
peyenmom

UA/9721/01/01

111.

MEPOIPAM

MOPOLLIOK A/18 PO3UUHY
Ons iH'ekuii no 500
Mmr, 1 doiakoH 3
MOPOLLKOM Y
KapTOHHI KopooLi

Aypob6iHgo ®apma
nrtp

IHAjA

AypoHekcT ®apma MBT. fiTA.

IHAiA

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis:
3MiHM | TUNY - 3MiHa po3mipy cepii
(BK/TKOYAtOYM fiana3oH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
- peecTpavisi HOBOro 40AaTKOBOro
po3Mipy cepii roTOBOro NiKapcbkoro
3aco0by; 3MiHu | Tuny - 3miHa
napameTpiB cneuudikauii Ta/abo
[OMyCTUMMX MEX roTOBOro
NiKapcbKoro 3acoby - yTOUHEHHS
KiNIbKiCHOro BMiCTy HaTpito
(BNpaBEHHA NOMUKN Y
cneuudikavii rotoBoro nikapcbkoro
3aco6y) - BUNpaBAEHHS YACI0BOro

3a
peyenmom

UA/13886/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3HaYeHHS KifIbKOCTi HaTpito 3rigHO
NpaBWILHOTO BKA3aHOTo
MPOLLEHTHOrO 3HAYEeHHS

112.

MEPOIPAM

MOPOLLIOK A/18 PO3UUHY
Ans iH'ekuii no 1000
mr, 1 doiakoH 3
MOPOLLKOM Y
KapTOHHI KOpooLi

AypobiHgo ®apma
nrtp,

IHais

AypoHekcT ®apma MBT. fiTA.

IHais

BHECEHHS 3MiH A0 peecTpavliintHmx
martepianis:
3MiHK | TUNYy - 3MiHa po3mipy cepii
(BKNtOYALOUM fianas3oH po3mipy
cepii) rotToBOro Nnikapcbkoro 3acoby
- peecTpavisi HOBOro 40AaTKOBOro
pO3Mipy cepii roTOBOro JlikapCbKOro
3acoby

3a
peyenmom

UA/13886/01/02

113.

MECON®

MOPOLLIOK 4151 PO3UNHY
onsaidekyiinolr, 1
(p/1aKOH 3 NOPOLLKOM B
KOpOo6Li 3 KapTOHY

BITA CAH NTA

BenukobputaH
in

Csicc MNepeHTepasic 114,

IHais

BHECEHHS 3MiH [0 PeeCTLiiHNX
martepianis: 3miHu | TUny - 3MiHn
oo 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy dhapMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA AN5 34ICHEHHS
thapmakoHarnagy B YKpaiHi, AKLLO
BOHa BiiMiHHa BiJ, YNOBHOBaXEHOI
ocobw, BigNoBiga/IbHOT 3a
3[jiCHEeHHS1 hapMakoHariagy
(BKTHOYAKOYM KOHTAKTHI faHi) Ta/abo
3MiHM Yy pO3MiLLeHHi MacTep-alina
cuctemu dhapmMakoHarnagy) 3miHa
KOHTaKTHUX [aHNX YMOBHOBaXEHOT
ocobu. 3miHa Micus 34iCHEHHS
OCHOBHOI Aif/IbHOCTI 3
thapmakoHarnsgy. 3miHa Homepa
Ta agpecu mactep-aiina. 3minHu |
MYy - AGMIHICTPaTUBHI 3MiHW.
3MiHa Ha3BM NiKapcbKoro 3acoby
3arseppxeHo: LE®GTPUAKCOH
3anponoHoBaHo: MECO/I®. 3miHa
3asBHUKa (BlacHMKa
peecTpavuiiiHoro noceig4yeHHs)
(3rigHo Haka3y MO3 Big, 23.07.2015
Ne 460)

3a
peyerimom

UA/15265/01/01

114.

METOK/IOMNPA
MI-3/10POB'Al

Tabnetkn no 10 mMr no
10 TabneTtoky
6nictepi, no 2 a6o 5
6/1icTepIB Y KAPTOHHIN

ToBapucTtso 3
06MexeHo
BiANOBIAA/LHICTIO
"PapmaueBTnyHa

YkpaiHa

ToBapnCTBO 3 0OMEXEHO0
BiANoBiga/IbHICTIO

"®apmMaueBTUYHa KOMNaHis

"3popos's”

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHnx
mMaTtepianis: 3miHu | Tvny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu

3a
peyenmom

UA/4973/02/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

Kopoo6Li

KOMNaHis
"3popos'a”

3asBHUKa (BlacHMKa
peecTpauiiiHoro NocBig4YeHHs)
3MiHa agpecu 3asBHUKa. BBeaeHHs
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBEPAXKEHHS
3MiHn | TURY - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecu MicLis NPoBaKeHHA
AiSNbHOCTI BUPO6HUKa/iMnopTepa
rOTOBOrO JliKapCcbKoro 3acoby,
BK/IIOYA0UN AiNbHUL BUMYCKY cepii
abo MicLe NpoBeAeHHSI KOHTPO/IO
AKOCTI. (AiS/IbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
BK/TIIOHAI0UM BUNYCK cepiil) 3MiHa
afipecu MicLis NPOBaKeHHS
nOisinbHOCTI BUpo6HUuKa M3
MeToknonpamig-340pos's,
ToBapnCTBO 3 0OMEXEHOID
BiANOBIAA/ILHICTIO "dapmaleBTuyHa
KomnaHis "3gopos'a”, YkpaiHa, 6e3
3MiHV MicLS BUPO6HMLTBA.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicALiB NicNA 3aTBEPLKEHHS. 3MiHN
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWiA
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO /liKapCbKoro 3acoby
(BVNYyYEHHSI YNakKoBKW NEBHOrO
pO3Mmipy) BUTy4YeHHs ynakosku /13
MeToknonpamig-340poB'a Mo 2 M/
B amnyni, no 5 amnyn y énictepi, no
1 6nicTepy B KapTOHHIli KOPOOL.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEPAYKEHHS

115.

MINICTAH
MYNbTUCUMN
TOMHUN

CyCneH3isi opasibHa no
100 M1y hnakoHi, no
1 chnakoHy pasom 3
MiPHOIO JTOXXEYKOIO Y
KapTOHHI ynakoBLi

Mini Xenckepe
Nimitepn

Benuka
BpuTaHis

'pakype ®apmacbioTikasic
nTa

IHais

BHECEHHS 3MiH 40 peecTpavliitHmx
martepianis:

3MiHW | TURy - 3MiHK 80 IHCTpyKLU,i

AN MeAnYHOro 3acTocyBaHHA [0
po3ginis "B3aemogis 3 iHLWMMK
nNikapcbknmy 3acobamu Ta iHLi
BMAM B3aemogiin”, "OcobmBocCTi

3actocyBaHHs", "lepeno3yBaHHA",
"Mo6iuHi peakuii" BigNOBIgHO A0
OHOBJIEHOI iHhopMaLii 3 6e3nekn
LiroYmnx Ta AONOMDKHUX PevyOBUH
nikapcbKoro 3acoby. BBegeHHs

6e3
peyenma

UA/1454/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
3MiH npoTArom 3-x micAuiB nicns
3aTBepAKEHHSA
116. | M-M- NOPOLLIOK ANs Mepk Wapn i LLseiuapis Mepk Wapn i Joym B.B., Higepnangu/ CLUA BHECEHHS 3MiH 40 peecTpavlinHmx 3a UA/14950/01/01

PBAKCIMPO® cycneHsii Ans iH'ekwuin [Joywm lgea, IHk HigepnaHgu (BTOpuHHE marepianis: peyenmom

BAKUUHA ANA | no 1 fosiy gnakoHi nakyBaHHs, BUMYyCK cepii 3MiHK | TUNY - 3MiHa y NnapameTpax

MPO®PITAKTUK | Ne 1 B komnnekTi 3 BaKUMHWN Ta PO3YMHHNKA); cneuudikaLin Ta/abo gonycTummx

N KOPY, PO34YMHHKKOM (BOAA Mepk Wapn i Joym Kopn., MeX, BU3Ha4YeHnx y creumdikayisx

ENIZEMIMHOI Ons iH'ekuiid) no 0,7 CLUA (BMpPOBHUK BaKUMHK in Ha A®|, abo BUXigHWA/NPOMIKHWIA

O NMAPOTUTY MmNy donakoHi Ne 1 bulk Ta nepsuHHe nakyBaHHs) npoaykT/pearexT, Lo

TA KPACHYXU abo y nonepegHb0 BMKOPVCTOBYIOTbCS Y MPOLECI

XUBA HanoBHEHOMY LUNPUL BUpo6OHULUTBa AP| (BUNYYEHHS
Ne 1 B kOMNNeKTi 3 He3HayHOro noKasHMKa sIKoCTi
ABOMa rosikamu; abo y (Hanpviknag, BUy4YeHHs
nakoHax Ne 10 B 3acTapisioro NokasHuKa))
KOMM/IEKTI 3
PO34MHHKKOM (BOAA
Ons iH'ekuiid) no 0,7
MmNy chnakoHax Ne 10
B OKpPEMUX KOpObKax

117. MOBECIMA3M TabneTku, BKpUTI Mosi Xenc rm6X LLiseiiuapis CaBa Xenckea /T4, IHais; IHais/ BHECEHHS 3MiH [JO peecTpaLjiiiHx - UA/10011/01/01

o60s10HKoto, in bulk: Megiton ®apmacbtoTikan N14., YropuwuHa marepianis: 3miHu | TUny - 3miHK 3

no 5000 TabneTok y
noagiiHomy
nonieTuneHosomy
nakeTi y KOHTelHepi

YropLumHa

sKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHV y BUpOo6HMUTBI. 3amiHa abo
BBEJEHHS 4OAATKOBOI Ai/TbHNL
BMPOGHMLTBA A1 YaCTUHU abo
BCbOr0 BUPOBHMYOrO NpoLecy
roTOBOro NikapCbKoro 3acoby
(@inbHULSA, Ha SKI NPOBOAATLCA
6yab-sKi BUpOOHUYI cTagji, 3a
BUHATKOM BUMYCKY CEpiiA, KOHTPO/O
AKOCTI, NEPBVNHHOIO Ta BTOPUHHOTO
nakyBaHHs, 419 HECTePUSIbHUX
nikapcbkux 3acobis) CynyTHA 3miHa:
3MiHu 3 SKOCTi. FOTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
ab0 BBefeHHS A0AAaTKOBOT AifIbHUL
BMPOGHMLTBA A1 YaCTUHM abo
BCbOr0 BUPOBHMYOro NpoLecy
roTOBOro NikapCbKoro 3acoby
(BiNbHUUA oNSA BTOPUHHOTO
nakyBaHHs1) 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbknii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS [0AATKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YaCTUHN abo
BCbOr0 BMPOBHMYOrO npoLecy
roTOBOro Nikapcbkoro 3acoby
(8inbHULA NS NEPBUHHOIO
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

nakyBaHHs1), BBE,EHHS [,0AATKOBOT
AinbHUUI BUpo6HMLTBa: Meaiton
dapmacsbioTikan /174., YropwuHa.
BeefieHHs 3MiH npoTarom 3-x
MicALiB nicna 3aTBepkKeHHs. 3MiHU
| Tvny - 3MiHK 3 AKkocTi. FoTOBUIA
nikapcbknii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOrO /liKapCbKoro 3acoby
(3amiHa abo gofasaHHsA
BMPOOHUKa, LU0 Bignosigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) -
Bxtoyaroun
KOHTPO/b/BMNPOBYBaHHSA cepil
BBEJEHHS [0AATKOBOI Ai/IbHUL
BMpOGHULTBA: MegiTon
dapmacbtoTikan /174., YropwyHa.
BBeneHHs 3MiH NpoTArom 3-x
MicALiB NicNA 3aTBEPLKEHHS. 3MiHN
| Tuny - AQMiHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AiNTbHULL
(Brtovatoun ginbHuui 4na Adl,
NPOMDKHOro NpoAyKTy abo rotToBoro
nikapcbKoro 3acoby, AinbHuUUI Ans
NpoBefeHHs NaKyBaHHs,
BMPOGHMKA, BiANOBiZaIbHOTO 3a
BUWMYCK Cepiid, MicLie NPOBeAEHHS
KOHTPO/I0 cepii) abo
noctavyasibH1Ka BUXigHOTo
marepiany, peareHTy abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HaYeHo y [OCbE) BUNYYEHHS
BMPOBHUKIB rOTOBOTO NiKapCbKOro
3acoby: Knesa CA, peuis Ta
Bannec ®apmacbtoTikasnc MBT.
Nta., IHAis. BBegeHHs 3MiH
npoTarom 3-x MicAuiB nicns
3aTBEPKEHHS.

118.

MOBECIMA3M

TabneTku, BKpUTI
060/10HKO0, 10 10
TabneTok y 6nictepi;
no 1 a6o 2 6nictepu y
KapTOHHI naJui; no
20 TabneTtoky
6nictepi; no 1

6icTEpY B KAPTOHHIl

Mogi Xenc rmex

LLiBeiiuapis

CaBa Xenckea /114, IHAis;
Megiton ®apmacbtoTikan N14.,
YropwmHa

IHais/
YropumHa

BHECEHHS 3MiH 10 peecTpaLjiiiHx
marepianis: 3miHu | TUny - 3miHK 3
[KocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOOHMUTBI. 3amiHa abo

BBEJEHHS 40AATKOBOI Ai/TbHNL

BMPOGHMLUTBA A1 YaCTUHM abo

BCbOr0 BUPOBHMYOrO Npovecy
roTOBOr0 N1ikapcbKoro 3acoby

6e3
peuyenma

UA/10010/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

nauuj

(@inbHULA, Ha SKI NPOBOAATLCA
6yab-5Ki BUpoOHUYI cTagji, 3a
BUHSATKOM BUNYCKY CEpiil, KOHTPO/TIO
AKOCTI, NEPBNHHOIO Ta BTOPUHHOTO
nakyBaHHs, 415 HECTePUSIbHUX
nikapcbkux 3acobis) CynyTHA 3miHa:
3MiHu 3 SKOCTi. FOTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUPO6HMLTBI. 3amMiHa
ab0 BBefieHHS A04aTKOBOT AiNIbHUL
BMPOGHMLTBA A1 YaCTUHM abo
BCbOr0 BMPOBHMYOrO NpovLecy
roTOBOro NikapCbKoro 3acoby
(@inbHUUSA ANS BTOPUHHOMO
nakyBaHHs1) 3MiHW 3 SKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS [0AATKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YaCTUHN abo
BCbOr0 BMPOOGHNYOTO NpoLecy
roTOBOrO /liKapCbKoro 3acoby
(AiNbHMUA ANA NEPBUHHOIO
nakyBaHHs1), BBE,EHHS [,0A4ATKOBOT
AinbHUUI BUpo6HMLTBa: Meaiton
dapmacsbioTikan /174., YropwuHa.
BBefieHHs 3MiH npoTarom 3-x
MicALiB nicna 3aTBepkKeHHs. 3MiHU
| Tvny - 3miHK 3 AKkocTi. FoTOBUIA
nikapcbknii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOrO /iKapCbKoro 3acoby
(3amiHa abo gofasaHHsA
BMPOOHUKa, LU0 BignoBsigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) -
Bxtoyaroun
KOHTPO/b/BMNPOBYBaHHSA cepil
BBEJEHHS [0AATKOBOI Ai/IbHUL
BMpOGHULTBA: MegiTon
dapmacbtoTikan /174., YropwyHa.
BBeneHHs 3MiH NpoTArom 3-x
MicsLiB NicNA 3aTBEPLKEHHS. 3MiHN
| Tuny - AQMiHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AiNTbHULL
(Brtovatoun ginbHuui 4na Adl,
NPOMDKHOro NpoAykTy abo rotToBoro
nikapcbKoro 3acoby, AinbHuUUI Ans
NpoBefieHHs NakKyBaHHs,
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
BMPOGHMKA, BiANOBiZaIbHOTO 3a
BUWMYCK Cepiid, MicLie NPOBeAEHHS
KOHTPO/I0 cepii) abo
noctavasibH1Ka BUXigHOTo
marepiany, peareHTy abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HaYeHo y [OCbE) BUNYYEHHS
BMPOBHUKIB rOTOBOTO NiKapCbKOro
3acoby: Knesa CA, pedis Ta
Bannec ®apmacbtoTikasnc MBT.
Nta., IHAis. BBeAeHHs 3MiH
npoTarom 3-x MicAuiB nicns
3aTBEPKEHHS.
119. MOKCU®D/IOKC | TabneTku, BKpUTI CaHpo3 CnoseHis C.K. CaHgos C.P.J1. PymyHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/16489/01/01
ALVH NNiBKOBOKO dapmacbtoTikan3 marepianis: peyernmom
CAHAO3® 060/10HKO10, Mo 400 mr o.4. 3MiHY | TUMy - 3MiHK y Npoueci
no 5 tabnetok y BUPOGHMLITBA FOTOBOTrO NiKapCbKoro
6nictepi, no 2 3ac06y, BKIIOYAKUN NPOMDKHUIA
6nicTepy B KapTOHHIA NPOAYKT, L0 3aCTOCOBYETLCS MNPy
Kopobui; no 7 BUPOGHMLTBI FOTOBOIO NiKapCbKoro
TabneTok y 6nictepi, 3ac00y - He3HaYHi 3MiHW B MpoLEeci
no 1 6nictepy B BMPOGHMLTBA NiKapCbKOro 3acoby,
KapTOHHI KOpooLi 30Kpema, 3HWKEHHS HKHbOT MeXi
KiNIbKOCTI BOAW, Sika
BUKOPWCTOBYETLCA AN
rpaHyloBaHHs, a Takox
3MEHLLEHHS HaA/MLLKY NNIBKOBOTO
NOKPUTTS; 3MiHW | TUMY - NOAAHHSA
oHoBneHoro CEP Ha A®I Big
3aTBEpAKEHOro BMPO6GHNKa — R1-
CEP-2008-067-Rev 01 3i 3MiHO0
Ha3Bu BUpo6HUKa ADI, 6e3 3MiHK
hakTUYHOro Micus BUpO6HULTBA
Ad|
120. HA3UBIH® Kpanni HasasbHi 0,01 Mepk HimeuyunHa Mepk KlraA HimeyunHa BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 UA/7928/01/01
% no 5 My do1akoHi; 3enbcTmeavkario maTepianis: 3miHu Il TMny - 3MiHK peuyenma
no 1 dpnakoHy B H TM6X Loao 6e3nekn/edeKTMBHOCTI Ta

KapTOHHI KopooLi

thapmakoHarnsgy. BHeceHHst ab6o
3MiHa(1) f0 3060B'A3aHbL Ta YMOB
BMAadi peectpauiiiHoro
nocBiAYeHHs, Bkoyatoun Mnax
ynpasiHHA pu3nKamu
(3acTocyBaHHSA 3MiH(K), AKi(a)
B/MaratoTb(€) nofanbLioro
06r'pyHTYBaHHS HOBMMM
[08aTKOBUM J@HUMMU, LLIO MatoTb
Ha/JiaBaTnca KOMNETEHTHUM
OpraHoMm, OCKi/IbKV BUMaraeTbcs




90

Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

CyTTEBA OL{iHKa KOMMNETEHTHUM
opraHoMm) BrkoHaHHS1 3060B'13aHb
BiANOBIAHO A0 MiANYHKTY 2.3 NYHKTY
2 popatky 15 no Mopsaaky
npoBefeHHA excnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwu, Lo nogarTbes
Ha fepxaBHy peecTpaLiiio
(nepepeecTpal,iio), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis NpoTArom fii
peecTpavyiiiHOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).

121.

HA3SUBIH®

Kpanni HasasibHi
0,05% no 10 mny
dhnakoHi; no 1
hNakoHy B KAPTOHHIl
Kopoo6Li

Mepk
3enbcTmeankario
H TM6X

HimeyunHa

Mepk KlraA

HimeuyunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
Marepianis: 3miHu Il Trny - 3miHKn
wofo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo
3MmiHa(1) Ao 3000B'A3aHb Ta yMOB
BMAadi peecTpauiiiHoro
nocBigYeHHs, BKNovatouy MnaH
ynpaeniHHA pyu3viKamu
(3acTocyBaHHSA 3MiH(K), sKi(a)
BMMaraloTb(€) NOAA/TbLIOTO
06r'pyHTYBaHHS HOBMMM
[00aTKOBUM Ai@HUMMK, LLIO MatoTb
Ha/ZiaBaTnCs KOMNETEHTHUM
OopraHoMm, OCKiflbk/ BUMaraeTbCcs
CyTTEBA OL[iHKA KOMNETEHTHUM
opraHom) BukoHaHHs 3060B'A3aHb
BiANOBIAHO A0 MiANYHKTY 2.3 NyHKTY
2 popaTky 15 po MNopsaky
NPOBeAEHHS eKCNepTU3n
peecTpauiiHux maTepianis Ha
nikapcbki 3aco6u, Lo nogaTbes
Ha [epxXaBHy peecTpauito
(NepepeecTpalito), a Takox
ekcnepTusy MaTepianis npo
BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianis NnpoTArom fii
peecTpaviiiHoOro NocBig4eHHs,
3aTBEpAKEHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Bif 23.07.2015 Ne
460).

6e3
peyenma

UA/7928/01/03




91

Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

122.

HA3UBIH®

Kpanni Ha3asbHi
0,025% no 10 mny
nakoHi; no 1
h1aKoHy B KapTOHHIl
KopoobLi

Mepk
3enbcTmeukatio
H TM6X

HimeuunHa

Mepk Klr'aA

HimeyunHa

BHECEHHS 3MiH 0 peecTpavlinHmx
mMaTtepianis: 3miHu Il TUNYy - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) [0 3060B'A3aHb Ta YMOB
BUAaui peectpauiiHoro
noceiA4YeHHs, Bkoyatoun MNnax
ynpasniHHA pu3vikamu
(3acTocyBaHHsA 3MiH(1), sKi(a)
BMMaralTb(€) NOAA/TbLIOTO
06r'pyHTYBaHHSA HOBUMMU
[0[AaTKOBUM JaHUMK, L0 MatoTb
Ha/jaBaTncs KOMNETEHTHUM
OopraHoMm, OCKiflbk/ BUMaraeTbecs
CYTTEBA OL|iHKA KOMMNETEHTHUM
opraHom) BukoHaHHS1 3060B'3aHb
BiANOBIAHO A0 NiANYHKTY 2.3 MYHKTY
2 popatky 15 no Mopsgky
NPOBEefEeHHA excnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3acobu, Lo noAarTbes
Ha fepXaBHy peecTpaLiito
(nepepeecTpaliio), a Takox
eKkcnepTusn marepianis npo
BHECEHHS 3MiH 0 peecTpavlinHmx
mMaTtepianis NpoTarom Aii
peecTpaviiiHoro NocBigYeHHs,
3aTBepMAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Hakasy MO3 Big 23.07.2015 Ne
460).

6e3
peyenma

UA/7928/01/02

123.

HA3UBIH®

cnpeii HazanbHuii 0,05
%, no 10 My
donakoHi; no 1
(pN1aKOHY B KApPTOHHIl
Kopoo6Li

Mepk
3enb6cTmegukatio
H TM6X

HimeyunHa

Mepk KlraA

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu Il Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHst abo
3MiHa(1) 40 3060B'A3aHbL Ta YMOB
BMAadi peecTpaujiiiHoro
nocBiAYeHHs, BKkoyatoun Mnax
ynpas/iHHA pu3mKamm
(3acTocyBaHHs 3MiH(1), Ski(a)
B/MaratoTb(€) nofanbLioro
06I'pyHTYBaHHSI HOBUMMU
[08aTKOBUM J@HUMMK, LLIO MatoTb
HaJaBaTnca KOMNEeTEHTHUM
OpraHoMm, OCKi/IbKV BUMaraeTbcs
CyTTEBA OL|iHKA KOMMNETEHTHUM
opraHom) BukoHaHHs 3060B'A3aHb
BiANOBIAHO A0 MiANYHKTY 2.3 NYHKTY

6e3
peuyenma

UA/7928/02/01




Ne

Hassa

92

n/n

JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o

124.

HAKOM®

Tabnetku, 250 mr/25

2 popatky 15 no Mopsaaky
npoBefeHHA excnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwu, Lo nogarTbes
Ha fepxaBHy peecTpaLiiio
(nepepeecTpaliio), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH 0 peecTpaLiitHmx
marepianis NpoTArom fii
peecTpavifiHOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).

nocsi04YeHHs

Mr no 10 TabneTtok y
6nictepi, no 10
6nicTepiB y KAPTOHHIN
Kopoo6Li

CaHpo3
dapmacbloTikans
A.8.

CnoBeHisa

ek dhapmaueBTUYHA
KoMnaHisa g.4.

CnoBeHis

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis:
3MiHuM | TUNY - 3MiHa NnapameTpis
crneundikayii Ta/abo AonNycTUMMX
MeX rOTOBOrO /1ikapCbKoro 3acoby -
3MiHM y cneyudpikauii, meTogax
BMNPOBYBaHHSA rOTOBOrO
NiKapCcbKoro 3acoby - BUTyYeHHS
nokasHuka "Bopa", HasiBHUIA
KOHTPO/b Y NpoLeci BUPOBHULTBA;
3MiHM | TUMY - 3MiHa y MeTogax
BUMNPOBYBaHHA rOTOBOrO
NiKapCbKoro 3acoby - 3MiHN Y
mMeTogax BUNpobyBaHHs,
pefakLiiiHi NpaBKX T. OHOPIAHICTb
[030BaHVX OANHWLb, T. Ki/TbKiCHE
BWU3HAYEHHS, T. PO3UYNHEHHS, Y
3B°A3KY 3 BUTYUYEHHAM
pedepeHTHNX CTaHAapTHNX 3paskis
komnaHii Merck (MSD), BBeeHHS
Carbidopa, working or reference
standard, Levedopa, working or
reference standard 3aTBepgxeHoi
KoMmnaHii LEK; He3HauyHa 3miHa y
3aTBEPMKEHNX MeTogax
BMNPOOYBaHHSA, pefakLiiiHi npaBku
T. CynyTHi JOMILLKM, Y 3B SI3KY 3
BUJTYYEHHAM pedhepeHTHMX
CTaHAAPTHUX 3pas3kiB KOMNaHil
Merck (MSD), BBegeHHsi Carbidopa,
working or reference standard,
Levedopa, working or reference
standard 3aTBepkeHOl KoMNaHii

LEK; 3miHa ymoB

3a
peyerimom

UA/9134/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

XxpomaTorpadyBaHHs,
3anpornoHoBaHo: Run time 80
minutes

125.

HEBYTAMO/®

PO34YUH ANS iHranaujin,
1 mr/mn no 2 mn abo
2,5 Mn y KoHTeliHepax
ofAHoA0308BMX; No 10
KOHTEHepIB y NakeTi 3
noniMepHoi NiBkK; No
1 abo no 4 nakeTn y
nauui 3 KapToHy

TOB "tOpis-®apm”

YKpaiHa

TOB "tOpis-®apm”

Ykpaina

BHECEHHS 3MiH A0 peecTpavliintHmx
martepianis:
3MiHM | TMny - 3mMiHa y meTogax
BUMPOOYBaHHA rOTOBOrO
nikapcbkoro 3acoby (iHWi 3MiHK Yy
MeTofax BUNpobyBaHb (BKIKOYAKOUM
3amiHy abo AOMOBHEHHS)) - 3MiHa
TUNy xpomaTorpadiuHoi KONoHKM 3a
nokasHukom «Canbbytamon
KeToH». MapameTpu
XpomatorpadiyHol KOSIOHKK He
3MiHWANCL. KpuTepii NnpuitHATHOCTI
He 3MiHWIUCb

3a
peyenmom

UA/12488/01/01

126.

HEOKAPAUN

kancynu; no 10 kancyn
y 6nicTepi; no 3
6nicTepy B ynakosL,i

TOB "BANIAPTIH
PAPMA"

YKpaiHa

TOB "BAJIAPTIH ®APMA"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHU, L0 NOTPEBYIOTb
HOBOI peecTpauji (3rigHO Haka3y
MO3 Big 23.07.2015 Ne 460)
3miHn y [P, ski He Npu3BOAATb A0
HoBoT [1P: 3MiHa ekcTpareHTiB abo
CMiBBIAHOLLEHHS POCNIUHHA
nikapcbka CMpPOBUHA/POCVHHWI
npenapar

MepioanyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLji YKpaiHu 19
rpygHsa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU 340PO0B’A
YkpaiHu Big 26 BepecHsl 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpokamu, 3a3Ha4eHnMmn y
nepioguyYHOCTi NoAAHHSA
perynisipHux 3BiTiB 3 6e3neku

6e3
peuyenma

UA/11357/01/01

127.

HISOPAN®

wamnyHb, 20 mr/r no
25 mn a6o no 60 mny
naswyi; no 1 naswuyi B
KapTOHHI Kopoo6Li

MakHin MpopgakTc

Nimiten

Benuka
BputaHis

AHcceH dapmauesTuka HB

Benbris

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis:
3MiHK |l TURY - 3MiHW B IHCTPYKL,T
AN MeAnYHOro 3acTocyBaHHA B
po3ainv npu kepysaHHi "Crocio
3acTocyBaHHsA Ta gosu”, "Aitn"

6e3
peyenma

UA/2753/02/01




Ne

Hassa

94

n/n

JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o

128.

(YTOYHEHHS icHyto4OT iHdhopmaLi).
BBepeHHs 3MiH npoTsrom 6-tn
MicsLiB nicnsa 3aTBepAKeHHsA

nocsi04YeHHs

HI®EKAPO®
XL

TabneTku, BKpUTI
nAiBKOBOO
060/10HKOI0, M0 60 Mr
no 10 TabneTok y
6nictepi, no 3
6nicTepy B KapPTOHHIN
Kopoo6Li

CaHpo3
dapmacbioTikan3

a.4.

CnoBeHis

Jlek ®apmaueBTnyHa
KoMnaHisa 4. a.

CnoBeHisi

BHECEHHS 3MiH A0 peecTpavliintHmx
martepianis:
3MiHW | TUMY - 3MiHW 80 IHCTPYKLT
ON19 MEAUYHOrO 3aCTOCYBaHHSA y
po3ainu: "MpoTunokasaHHsa",
"B3aemogis 3 iHWMMW fliKapCbKuMu
3aco6amu Ta iHWi Buan B3aemMogiin”,
"Oco6mBoCTi 3acTocyBaHHA" (Y T.
4. "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"3[aTHICTb BNAMBATMU Ha LWBUAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCMOpPTOM abo iHWMMK
MexaHismamu', "Cnocié
3acToCyBaHHSA Ta Ao3un" (qogaHo
OaHi 3 6e3nekn 4nsa nayieHTiB,
XBOPUX Ha LyKpoBuWiA aiabeT),
"Mo6iuHi peakuyii" 3rigHo 3
iHchopmavieto Wwoao 6e3nekn gitoyoi
peuyoBVHN. BBeAeHHA 3MiH
npotArom 6-Tv micAuiB nicnsa
3aTBepAKEHHA

3a
peyenmom

UA/9486/01/01

129.

130.

HIPEKAPA®
XL

TabneTku, BKpUTI
NAiBKOBOO
060710HKOI0, M0 30 Mr
no 10 TabneTtok y
6nictepi, no 3
6nicTepy B KapTOHHIA
KopoobLi

CaHpo3
dapmacboTikan3
a.a.

CnoBeHisa

Jlek ®apmaueBTMyHa
KoMnaHis g. a.

CnoseHis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:
3MiHM | TUNY - 3MiHW 4,0 IHCTPYKUIT
0N MeAUYHOrO 3aCTOCYBaHHS y
po3ginu: "MpoTunokasaHHs",
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3aco6amMu Ta iHLWi BUAY B3aemogiii",
"Oco61BOCTi 3acTocyBaHHA" (Y T.
4. "3acTocyBaHHSA y nepiog,
BariTHOCTi abo rofyBaHHsA rpyaar”,
"3paTtHICTb BNIMBATU Ha LUBMAKICTb
peakuii npun kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMK
mMexaHismamu', "Cnoci6
3aCcTOCyBaHHA Ta A403un” (qoaaHo
OaHi 3 6e3neky Ana nayieHTis,
XBOPWX Ha LyKpoOBWii diabeT),
"Mo6iuHi peakuyii" 3rigHo 3
iHhopmalieto Wwoao 6e3nekun giroyor
peyoBuHV. BBeA€HHSA 3MiH
npoTArom 6-tm MicAuis nicns
3aTBepAKEHHSA

3a
peyenmom

UA/9486/01/02

OBNINNXNA

onisi no 50 My

TOB "[OKI

YKpaiHa

TOB "OKIM "®apmaueBTnyHa

YKpaiHa

BHECEHHS 3MiH [0 peeECTpaLiiHNX

6e3

UA/2685/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

oniA

dhnakoHax

"apmaueBTnyHa
thabpuka"

chabpuka"

mMarepianis: 3miHu | Tuny -
AOMIHICTpaTMBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAK0UN
AinbHUUi ana A®l, npomixXHOro
npoAyKTy abo roToBOro MikapcbKoro
3aco6y, AiNbHULI A8 NPOBeAEHHS
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiid,
MicLie NpoBefEHHS KOHTPOIO cepil)
abo nocrtavasibHMKa BUXIiAHOrO
marepiany, peareHTy abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y OCbE) - BUTYUYEHHS
OfHI€ET i3 ABOX 3aTBEPKEHNX
AiNnbHULbL BUpo6HKKa TOB "AKM
"®apmaueBTuyHa thabpuka’
YkpaiHa. BBeieHHs1 3MiH NpoTArom
6-TV MicALIB NiCNsA 3aTBEPKEHHS.

peyernma

131.

ONTAP® 4 MI'

TabneTkn no 4 mr no
30 Tabnetok y
6nicTepi; no 1
6nicTepy B KAPTOHHIi
KopoobLi

BEP/NIH-XEMI Al

HimeuunHa

Brpo6HMUTBO «in bulk» ,
nakyBaHHs1, BUMYCK cepii:
A. MeHapiHi MaHydakTypiHr
NoricTikc eHa Cepsicec C.p.J1.,
ITanis;
KoHTponb cepii:

A. MeHapiHi MaHydakTypiHr
NoricTikc eHp Cepsicec C.p.J1.,
ITanis;

[omne ®apmaueyTiui C.n.A.,
ITanis

ITanis

BHECEHHS 3MiH A0 peecTpaviintHmx
MaTtepianis: 3miHu | TNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MicLS NPOBAMKEHHS AifNIbHOCTI
BMPOGHMKa/imnopTepa rotosBoro
nikapcbKoro 3acoby, BkI4awum
LOinbHUL BUNYCKY cepii abo micue
NPOBELEHHS KOHTPOJIKO SIKOCTI.
(@isnbHicTb, 3a AKy BignoBifae
BUPOGHMK/IMNOpTEpP, He BK/IOYaun
BWMYCK Cepiii) 3MiHa Ha3BK
BMpOGHMKa 13 OnTap®, 6e3 3miHu
Micus BUPOBGHULTBA. BBEAEHHSA
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPMKEHHSA. 3MiHK | Tuny -
3MiHu Wwopao 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHun)
3amiHa rpad)iuHoro odpopmsIeHHS
NepBUHHOI Ta BTOPUHHOI YNakoBOK
Ha TEKCT MapKyBaHHS YNakoBOK 3
BiANOBIAHWMMYK 3MiHaMK 40 po34inis
MKSA N3 (po3ain «IpadivHe
0thopMNEHHSA» 3aMiHEHO PO3Ai/IOM
«MapkyBaHHs»). BBeeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicas
3aTBEPLKEHHS.

3a
peyenmom

UA/6108/01/04

132.

ONTAP® 6 MI'

TabneTtkn no 6 mr no
30 TabneTok y
6nicTepi; no 1

BEP/IIH-XEMI Al

HimeuunHa

Brpo6HMUTBO «in bulk» ,
nakyBaHHs, BUMYCK cepii:
A. MeHapiHi MaHydakTypiHr

ITanisa

BHECEHHS 3MiH 40 peecTpaviinHmx
mMaTtepianis: 3miHu | TNy -
AAMiIHICTpaTMBHI 3MiHW. 3MiHa

3a
peyenmom

UA/6108/01/05
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
6nicTepy B KAPTOHHIi NoricTikc eHa Cepsicec C.p.J1., HalilmeHyBaHHs Ta/abo agpecu
KopoobLi ITanis; MicUs NPOBaMKEHHS AisNIbHOCTI
KoHTponb cepii: BMPOGHMKa/imnopTepa rotosBoro
A. MeHapiHi MaHydakTypiHr nikapcbKoro 3acoby, BkI4awum
NoricTikc eHp Cepsicec C.p.J1., LOinbHUL BUNYCKY cepil abo micue
ITanis; NPOBeEHHS KOHTPOJO AKOCTI.
[Jomne ®apmaueyrTiui C.n.A., (@isnbHiCTb, 3a AKy BignoBifae
ITania BMPOGHMK/IMNOpPTEpP, He BK/IOYaun
BUMYCK cepili) 3MiHa Ha3BK
BMpOGHMKa 13 OnTap®, 6e3 3miHu
Micusa BUpPO6HMLTBA. BBEAEHHSA
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHu Wopao 6e3nekn/edpeKTMBHOCTI
Ta hapmakoHarnagy (iHwi 3miHun)
3amiHa rpad)iuHoro opopmIeHHS
NepPBUHHOI Ta BTOPUHHOT YNakoBOK
Ha TeKCT MapKyBaHHS yNakoBoK 3
BiANOBIAHMMY 3MiHaMK 40 po34inis
MKSA N3 (po3ain «IpadivHe
0thopMNEHHSA» 3aMiHEHO PO3Ai/IOM
«MapkyBaHHs»). BBeieHHS 3MiH
NPOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS.
133. | OMHIK OKAC TabneTku, BKpUTI Actennac dapma HigepnaHgu Actennac ®apma HOpon B. B. HigepnaHvgm BHECEHHS 3MiH 40 peecTpaviitHmx 3a UA/4368/02/01
nNiBKOBOKO tOpon B.B. martepianis: peuyenmom
060/10HKOIO, 3MiHM | TUNY - NOAAaHHA OHOB/IEHOTO
NPOJIOHroBaHoI fii 3 CEP Big, yxe 3aTBEpAXEHOr0
nepopasibHO BMpo6HUKa A®Il. OHOBNEHO aapecy
CUCTEMOIO O[1HOTO 3 KOHTPAKTHNX BUPOGHWKIB
KOHTPObOBaHOI A®l, 3anponoHoBaHo: R1- CEP
abcopbuii no 0,4 Mr no 2007-253-Rev 02
10 Tabnetok y
6nictepi, no 3
6nicTepy B KapPTOHHIiA
Kopoo6ui
134. OMHIK® Kancynm 3 Actennac ®apma Higepnanan Actennac ®apma HOpon B.B. HigepnaHnamn BHECEHHS 3MiH 40 peecTpaviinHmx 3a UA/10192/01/01
MoaucpikoBaHUM tOpon B.B. martepianis: peuyenmom

BVBIIbHEHHAM, TBEPAi
no 0,4 mr no 10
Kancyn y 6nictepi, no
3 6nictepn y
KapTOHHI KOpooLi

3MiHM | TUNY - NOAaHHA OHOB/IEHOTO
CEP Big, yxe 3aTBepxeHoro
BMpo6HUKa A®l. OHOBNEHO aapecy
OfHOTO 3 KOHTPAKTHUX BUPOBOHUKIB
A®I. 3miHa agpecu 6yna 3pobneHa
3 aAMIHICTPaTUBHUX NPUYMH B IHAIT,
a hakTU4HK BUPOOHNYWMIA
MaifaHuuK Ta MicLe po3sTallyBaHHS
3NLLNANCA HE3MIHHUMN.
CneuudpikaLis Ta METOAW KOHTPOO
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
He 3MiHunucs. 3anponoHosaHo: R1-
CEP 2007-253-Rev 02
135. | OHKO BLPK 100 | nopoLuok gns «BIOME[- MonbLa Brpo6Huk: Monbua BHECEHHS 3MiH 40 peecTpavlinHmx 3a UA/15951/01/01
| ONKO BCG® NpUroTyBaHHs NOBIH» «BIOMEA-NIOBNIH» Marepianis::3mMiHun WoA0 peyenmom
100 MPENAPAT | cycneHsii gns ButBypHs Cyposil, ButBypHA Cyposil, i 6e3nekn/edeKkTMBHOCTI Ta
ana BBE/EHHS Y CEYOBWI i LWenioHek LenioHek Cnynka AKumnitHa, thapmakoHarnagy. BHeceHHs abo
IMYHOTEPAMNII | mixyp no 100 mr; 1 Cnynka AKuuiiHa MonbLa; 3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
XBOPUX HA amnyna abo 1 dpnakoH Bypo6HMK pO3UMHHUKA: BMAadi peecTpauiiiHoro
PAK 3 NOPOLLKOM y MONb®APMA C.A. nocBigYeHHs, BkNovaoum MnaxH
CE4YOBOIo KomnekTi 3 1 dapmacsbtoTikan Bopkce, yrpas/liHHA pu3nKamm
MIXYPA amMnynoto 3 Monbwa (3acTocyBaHHSA 3MiH(K), AKi(a)
PO3UYUNHHUKOM BMMaralTb(€) NOAA/TbLIOIO
(iI30TOHIYHWI PO3YMH 06r'pyHTYBaHHS HOBMMM
HaTpito xnopugy 0,9 [08aTKOBUM i@aHUMMK, LLIO MatoTb
%)nolmny HafaBaTnUCA KOMMETEHTHUM
KapTOHHI kopobuj; 5 OpraHoMm, OCKiJIbKV BUMaraeTbcsi
amnyn a6o 5 CyTTEBA OLliHKA KOMNETEHTHUM
h1aKOHIB 3 MOPOLLKOM OpraHoMm); BUKOHaHHS 3060B'A3aHb
y KOMNekTi 35 BignoBigHo Ao mignyHkTy 1.13
amMnynamu 3 NyHKTY 1, NignyHKTY 2.3 NyHKTY 2
PO3YNHHUKOM popatky 15 no Mopagky
(iI30TOHIYHWI PO3YMH NPOBEAEHHS EKCNEepPTU3N
Hatpito xnopuay 0,9 peecTpauiiHux maTepianis Ha
%)nolwmny nikapcbki 3acobu, Lo noAarTbes
KapTOHHI KOpooLi Ha JepXaBHy peecTpauiio
(nepepeecTpaliio), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH 40 peecTpavliitHmx
mMaTtepianis npoTarom Aii
peecTpavuiiniHOro nNoceig4YeHHs,
3aTBepmAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Hakasy MO3 Big 23.07.2015 Ne
460)
136. OHKO BLPK 50 / | nopoLuok ans «BIOME[- Monbwa Bunpo6HuK: Monbwa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a UA/15951/01/02
ONKO BCG® NpUroTyBaHHsA NMIOBNIH>» «BIOME-NHOB/IH» MaTepianis::3MiHU LWOA0 peyernmom
50 NMPENAPAT cycneHsii ans ButBypHs Cyposil, ButBypHA Cyposil, i 6e3nekn/edeKTUBHOCTI Ta
ana BBE/IEHHS Y CEYOBWIA i LLleniioHek LeniioHek Cnynka AKuunitHa, thapmakoHarnsgy. BHeceHHst ab6o
IMYHOTEPARNII | mixyp no 50 mr; 1 Cnynka AkumiiHa Monblya; 3MiHa(1) 4o 3060B'A3aHb Ta YMOB
XBOPUX HA amnyna a6o 1 dpnakoH BrpO6HMK pO34MHHIIKA: BMAadi peectpauiiiHoro
PAK 3 NOPOLLKOM Y MONb®APMA C.A. nocBig4eHHs, Bkoyatoum Mnax
CE4YOoBOIo KomnekTi 3 1 dapmachbtoTikan Bopkce, ynpasiHHA pu3nKamu
MIXYPA amMnynoto 3 Monbwa (3acTocyBaHHSA 3MiH(K), AKi(a)
PO3UYNHHIKOM BMMAaratTb(€) NOAa/IbLLOTO
(iI30TOHIYHWI PO3YMH 06r'pyHTYBaHHS HOBMMM
Hatpito xnopugy 0,9 [04aTKOBVMM AaHVUMMU, L0 MatTb

%)nolmny
KapTOHHI kopobuj; 5

HaaaBaTUCA KOMNETEHTHUM
opraHom, OCKifIbK/ BUMaraeTbCs
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

amnyn a6o 5
hNakoHIB 3 MOPOLLKOM
y KOMnNAekTi 35
amnynavu 3
PO3UYNHHVKOM
(i30TOHIYHWIA PO34MH
HaTpito xnopugy 0,9
%)nolmny
KapTOHHiiA KOpo6L

CyTTEBA OL{iHKa KOMMNETEHTHUM
opraHoMm); BUKOHaHHSA 3060B'A3aHb
BiANOBIAHO A0 nignyHkTy 1.13
nyHKTY 1, NignyHKTy 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBe/EHHS eKCnepTnsmn
peecTpauiiHux maTepianis Ha
nikapcbki 3acobu, L0 noaarTbes
Ha [epxaBHy peecTpauito
(nepepeecTpalito), a Takox
ekcnepTusn MaTepianis npo
BHECEHHS 3MiH 1O peecTpaLiiiHnx
mMarepianis NpoTArom fii
peecTpaviiiHoOro nNocBig4eHHs,
3aTBEpAXeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Bif 23.07.2015 Ne
460)

137.

NAN3NHA

Tabnetkn no 500 mr
Ne 100, Ne 1000 y
6aHKax

ToniH NimiTeq,

IHais

TMoniH NimiTepq,

IHais

BHECEHHS 3MiH A0 peecTpaviintHmx
marepianis: 3MiHU 3 iKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepmiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOro
niKapcbKoro 3acoby (3MEeHLLEHHS
TEepMiHy NMpVUAATHOCTI FOTOBOTO
niKkapcbKoro 3acoby) - [ns Toprosoi
YNaKOBKM - 3MEHLLEHHS TEPMIHY
NPVAATHOCTI FOTOBOTO NiKaPCbKOro
3acoby. 3aTBepaKeHo: 5 pokiB.
3anponoHoBaHo: 3 poku

3a
peyenmom

UA/9425/01/01

138.

NAN3NHA

Tabnetkn no 500 mr in
bulk Ne 1000 y
N1acTUKOBUX BaHKax

NoniH Nimiteq

IHAjA

JoniH NimiTeq

IHAiA

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHU 3 IKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepmiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOro
NiKapcbKoro 3acoby (3MEeHLLEHHS
TepMiHy NpuaaTHoOCTi roTOBOro
niKkapcbKoro 3acoby) - [ns Toprosoi
YNaKOBKMN - 3MEHLLEHHS TEPMiHY
NPVAATHOCTI FOTOBOTO NiKaPCbKOro
3acoby. 3aTBepaKeHo: 5 pokiB.
3anponoHoBaHo: 3 poku

UA/0644/01/01

139.

NMAHALON®
BEBI

CyCrneH3isi opasibHa,
120 mr/5 mn no 100
My dhnakoHax Ne 1

nakcoCmiTKnsiAH
KoHcbromep
Xenckep (KOK)
TpengiHr NimiTeq,

Benuka
BputaHis

dapmaknep

PpaHuis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis:
3MiHu | TURY - 3MiHa y meTogax
BMNPO6YBaHHA [OMOMDKHOI
PEYOBUHY - B METOAAX KOHTPOSHO
[L,0MOMIDKHOT peYOBMHM

6e3
peyenma

UA/2562/02/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

«onyHnyHuin apomar» 3a
nokasHUKoM «Onunc» BUAATAETLCA
BU3HAYEHHS 3anaxy, a Takox
BUAAIAETLCA BUNPOOYBaHHSA 3a
NOKa3HUKOM «3anax», siKe
BK/TO4a/10 BU3HAYEHHS CMaKYy;
BiAOyBalOTbCSA 3MiHV B METOANL
iaeHTuiKauii; 3mMiHW | TUNYy - 3mMiHa
y MeTogax BUNpobyBaHHsA roTOBOrO
NiKapcbKoro 3acoby - He3HauHi
3MiHV B MEeTOAMLj| BUSHAYEHHSA 4 —
amiHodheHony, pefakuiliHi 3mMiHn 3a
p. «pH» i «MikpobionoriuHa
YUCTOTa»; 3MiHU | TUNY - 3MiHN,
noB'si3aHi 3 HEOOXIAHICTIO
npuBeAeHHS Yy BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo
iHLIOT HaujoHanbHOI thapmakonel
aepxasun €C (3miHa y
cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo EBponeiichkiii
hapmakonei, abo iHLuii
HauioHasbHi chapmakonel
aepxasu EC) - 3BY)KEHHSA MeX 3a p.
«MikpobiosnoriyHa uncrora»
BignosigHo Ao sumor EP ans
BOAHUX NiKapCbkux 3acobis ans
OpasIbHOr0 3aCTOCYBaHHS; 3MiHM |
TUMy - 3viHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEeX rOTOBOrO /1ikapCbKoro 3acoby -
BU/IYYEHHS BU3HAYEHHS 3anaxy
rOTOBOrO JlikapCcbkoro 3acoby 3a
NOKa3HUKOM «OMUC», BUNYUYEHHA
ineHTudIKaLii i KinbkicHOro
BU3HAYEHHSA HinacenTy; 3MiHW | Tuny
- 3MiHW Y npoLeci BUPO6HULTBA
rOTOBOrO JIiKapCbKOro 3acoby,
BK/1O4AI0UM MPOMIKHWI MPOAYKT,
LL|0 3aCTOCOBYETHCA NpK
BVMPOGHULTBI FOTOBOrO NiKapCbKOro
3aco6y - 3MiHV B OnUCI
BUPOBHULTBA, OCKI/IbKM 3aMiCTb
CyMiLLUM napabeHiB 3 TOProBok
Ha3BoOlo HinacenT, 6yayTb
[o[aBaTyCb OKPEMi KOMMOHEHTY B
Till e KiNIbKOCTi. 3a3HayYeHHs 6inbLu




KpaiHa

3asiBHUK
3asiBHUKa

100

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

AeTa/lbHOro onucy BVIpOﬁHVILlTBa;

Ymosu
BionycKy

peecmpayiliHo2o
nocsioYeHHs

Homep

Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3MiHuM | TUNY - 3MiHa y cknagi
(AONOMDKHMX peYOBMHAX) FOTOBOrO
nikapcbKoro 3acoby - 3amicTb

TOB "CaHodpi-

YKpaiHa

cyMilm napabeHiB 3 TOProBo
Ha3Bolo Hinacent, 6yayTb
[ofaBaTyCb OKpeMi KOMMNOHEHTV B
Till Xe KisIbKOCTi, BignoBigHO
BiAOYBaAETLCA BUNYYEHHSA
HedhapmakoneiHoi cneuudikauii
ONns HinacenTy | JOAAHHSA OKpeMmxX
cneuudikauivi ana HaTpio
MeTunnapabeHy, HaTpito
nponuanapabdeHy, HaTpilo
eTunnapabdeHy, ki €
hapmakoneinHummn. Takox
BiiOyBa€ETLCS 3MiHa B crieumdikawi
i MeToax KOHTPO FOTOBOro
nikapcbKoro 3acoby woao
BBEEHHSA BU3HAYEHHS KOXHOTO
napab6eHy; cynyTHS 3MiHa: 3MiHa
napameTpiB cneuudikauiii Ta/abo
[0MyCTUMMX MEX roTOBOro
NiKapcbKoro 3acoby (fONOBHEHHS
cneumdikauii HOBUM NMOKa3HUKOM 3
BigNoBiAHMM METOA0M
BMNPOGYBaHHS) - 3MiHW, NOB'A3aHI 3
HeOoOXiJHICTIO NpUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii 4PY
abo €sponelicbkoi hapmakonei,
ab0 iHWOI HauioHasTbHOT

cneuudikauii HechapmakoneinHoro
A®| onsA npuBefeHH:A y
BignoBigHicTb Ao Bumor AdY abo

€Bponeiicbkoi thapmakonei, abo

thapmakonei gepxasu EC (3miHa y

Eii HatTepmaHH eHg Caii.
rvM6X

HimeyunHa

iHLIOT HaujoHanbHOI chapmakonel
nepxasu €C) - fOMOMDKHA
peyoBMHa/BUXIAHWIA MaTepian ans
BMPO6HULTBA API; 3MiHM | TUMY -
3MiHa NnapameTpiB cneuudikauiii
Ta/abo [onycTUMUX Mex A5
[OMOMDKHOT PEYOBUHY - B
crneundikavii LONOMiIXXHOT pevyoBUHU
«lMonyHn4HWiA apomaT»
BUAAIAETLCA BU3HAYEHHS 3anaxy
BHECEHHS 3MiH 0 peecTpaLiinHmx

marepianis: 3miHu | Tuny -

6e3

UA/10763/01/01

peyenma

140.

cupon no 100 mny

NMAPAJIEH®
donakoHi Ne 1

TUM'AH

ABeHTiC YkpaiHa"
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLi NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaum
AinbHUUI BUNYyCKy cepii abo micue
NPOBEEHHSA KOHTPOJIIO AKOCTI.
([isnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNIOPTEp, BKOYAYN
BWMYCK Cepiii) 3MiHa Ha3Bu Ta
agpecy BUpoGHUWKa, 6e3 3MiHn
Micus BUpo6HMLTBA: BBEAEHHSA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

141. | NEHTAKCUM nopotuok Haemophilus CaHodpi MacTep ®paHuisa CaHodi MacTep, PpaHuis; ®paHuis/ ITanis/ BHECEHHS 3MiH 40 peecTpavlinHmx 3a UA/13010/01/01
BAKUUHA ONA | influenzae Tuny by C.A. CAHO®I C.M.A., ITanis; YropwuHa marepianis: peyenmom
MPO®INAKTUK | dhnakoHi Ta cycneHsis CaHodpi-ABeHTic MpaiiBiT Ko. 3MiHuM | TUNY - 3MiHa y MeTogax
N ANDTEPII, Aans in'ekuin (0,5 mn) y Nta., YropwyHa BMNPOBYBaHHSA rOTOBOrO
MNPABLS, nonepegHL0 nNiKapcbKoro 3acoby - 3MiHN Yy
KALUTHOKY 3anoBHEHOMY LUNpuLi MeToZi BUunpobyBaHHs LWoA0
(ALEENONAPH 3 NPUKPINAIEHOI BM3HAYEHHSI aKTUBHOCTI
un rosnikoto (abo 2-ma KOMMOHEeHTY andpTepii in vivo (Ha
KOMMOHEHT), OKpeMUMM ronKamm) MOPCbKMX CBUHKaXx) AN
noniomienity Hepo3dhacoBaHOro NPOAYKTY
IHAKTUBOBAH DTacP-IPV. MeTog BrnpobyBaHHs
ATA Ta KpuTepii NPUAHATHOCTI
BAKUUHA Ana 3amwarTbes 6e3 3MiH. TepmiH
NPO®PINAKTUK BBeJleHHA 3MiH - 6epe3eHb 2019
N IHOEKLJIIA, pOKy
CMPUYMNHEHN
X
HAEMOPHILUS
TNy B
KOH’''OTOBAH
A!

AJICOPBEOBAH
A

142. MEHTAKCUM nopoLuok Haemophilus CaHocdpi MNactep PpaHuis CaHodpi MNacTtep, PpaHLis; $paHuis/ Itanis/ BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/13010/01/01
BAKUUHA ANA | influenzae tuny by C.A. CAHO®I C.IN.A., ITanis; YropwmHa martepianis: peyernmom
MPO®INAKTUK | dhnakoHi Ta cycneHsis CaHodpi-ABeHTic MNpaiiBiT Ko. 3MiHu |l TUNy - 3MiHK y nNpoueci
N BQUDTEPII, ons in’ekuiin (0,5 mn) y Nta., YropwwmHa BMPOGHULITBA FOTOBOTO NiKapCbKoro
NPABLA, nonepegHL0 3aco6y, BKIIOHYAKUM NPOMKHUIA
KALUHOKY 3arnoBHeHOMY LnpuLi NPOAYKT, L0 3aCTOCOBYETLCA NpU
(ALENONAPH 3 NPUKPINAIEHOI0 BUPOGHMLTBI FOTOBOMO NiKapCbKOro
nn ronkoto (a6o 2-ma 3acoby (nikapcbkuii 3aci6 €
KOMMOHEHT), OKpeMUMM ronkamu) nikapcbknM 3acob6om
noniomMienity 6ionoriyHOro/iMyHoO0rM4YHOro
IHAKTUBOBAH NOXOPKEHHS Ta 3MiHa BUMarae
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
ATA NPOBeAEHHS MOPIBHANBHMX
BAKUWHA Ansa nocnigpxKeHb)
NPODINAKTUK
N IHOEKLJINA,
CMPUYMNHEHN
X
HAEMOPHILUS
TANY B
KOH’FOTOBAH
A!
AACOPBOBAH
A
143. | NEYAEBCbBKWU | Tabnetky no 60 mrin MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH A0 peecTpaviiiHmx - UA/5312/01/01
n bulk: no 800 Tabnetok mMaTtepianis: 3miHu | TNy -
BANIKAPAON Y KOHTelHepax AAMIHICTpaTUBHI 3MiHW. 3MiHa
BE3 LYKPY Ha3BU NikapcbKoro 3acoby - 3miHa
Ha3BW roTOBOTO NiKapCbKOro
3ac06y. 3aTBEpAXKEHO:
MEYAEBCHKMIN BANIAO/ BE3
LIYKPY. 3anponoHoBaHo:
MEUYAEBCBKN BANIKAPAO/
BE3 LLYKPY. BBegeHHs 3MiH
NPOTAroM 6-Tu MicAUiB nicas
3aTBEPKEHHS.
144. NMEYAEBCbKU TabneTku no 60 mr, No MpAT "TexHonor" Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 6e3 UA/5311/01/01
n 10 Tabnetok y mMaTtepianis: 3miHu | TNy - peuenma
BANIKAPAON 6nictepi; no 10 AAMIHICTpaTUBHI 3MiHW. 3MiHa
BE3 LUYKPY TabneTok y 6nictepi; Has3BW NikapcbKoro 3acoby - 3miHa
no 1 6nictepy y nauui Ha3BW roTOBOrO NiKapcbKoro
3 KapToHy; no 10 3aco6y. 3aTBepAKeHo:
TabneTtok y MEYAEBCHKWI BANIAON BE3
KOHTeliHepi; no 1 LIYKPY. 3anponoHoBaHo:
KOHTeliHepy y naui i3 MEUYAEBCBKN BANIKAPAO/
KapToHY BE3 LIYKPY. BBefeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
145. NMEYAEBCbKUN TabneTkmn MpAT "TexHonor" Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/7693/01/01
n cy6niHrBasibHi, no 10 MaTepianis: 3miHu | TNy - peyenma
BANIKAPLON- Tabnetok y bnicrepax; AZMIHICTpaTVBHI 3MiHK. 3MiHa
HATYP no 10 TabneTok y Ha3BW NikapcbKoro 3acoby - 3miHa
6nictepi, no 1 Ha3BW roTOBOro NiKapcbkoro
6nictepy y navuyi 3 3acoby. 3aTBepaKeHO:
KapToHy; no 10 MEYAEBCHKWI BANIAON-
TabneTok y HATYP. 3anponoHoBaHo:
KOHTeliHepi, no 1 MEYAEBCBKWM BANIKAPLON-
KOHTelHepy y nauui 3 HATYP. BBefieHHs 3MiH NPOTArom
KapToHY 6-TV MicALLIB NiCNsA 3aTBEPIKEHHS.
146. NIPAHTENY NopoLUOK (CybCTaHLis) TOB "KYCYM YKpaiHa Inka JlabopeTopic JlimiTeq, IHais BHECEHHS 3MiH 10 peECTpaLiiHNX - UA/10687/01/01




103

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
NAMOAT y nakeTax noAgiiHNX PAPM" mMarepianis: 3miHu | Tuny -
nonieTuneHoBux A5 AIMIHICTpaTVBHI 3MiHW. 3MiHa
hapmaLeBTUYHOIO HaliMeHyBaHHS Ta/abo agpecu
3aCTOCyBaHHSA 3asBHUKa (BlacHMKa
peecTpauiiiHoro NocBig4YeHHs)
3MiHa Ha3BW Ta afipecu 3asiBHUKa
147. | NONMNHY TpaBano 75ry MpAT "NikTpasu” YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH 40 peecTpaviitHmx 6e3 UA/5879/01/01
FIPKOro naykax 3 BHYTpILLHIM martepianis: peuenma
TPABA naketom; no 1,5ry 3MiHu | TUny - 3MiHa y meTogax
inbTp-nakeTi, no 20 BMNPOBYBaHHA rOTOBOr0O
iNbTp-NakeTiB y nikapcbkoro 3acoby (iHWi 3MiHK Yy
nayui; no1,5ry MeToAax BUNpobyBaHb (BKIOUAKUM
inbTp-nakeTi, no 20 3amiHy abo JONOBHEHHS))
iNbTp-NakeTiB y
nauvj 3 BHYTPILWHIM
nakeTom
148. nonio CyCneHsisi opasibHa no nakcoCmiTKnsiAH Benvka nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH j0 peecTpaLiinHmx 3a UA/16435/01/01
CABIH™ 10 pos3 (1 mn) abo no Ekcnopt JlimiTeg, BputaHis Bionogxikans C.A. marepianis: peyenmom
ABOBA/NEHTH 20 po3 (2 mn) y 3MiHKM | TUNY - 3MiHa y napameTpax
A BAKLUVHA donakoHax Ne 100 cneyudikaliii Ta/abo gonycTummnx
ana MeX, BU3HauYeHunX y creumdikanisx
NPO®PINAKTUK Ha A®I, abo BUXigHWA/NPOMIKHWIA
n npoAayKT/pearenT, Wwo
noniomMienity BMKOPUCTOBYIOTLCS Y NPOLECI
TUNIB1TA3 BMPOGHMLTBA ADI - 3MiHK
(PKUBA, aHaNNTUYHUX NoCcuNaHbL Ans
ATEHYWOBAH CUpOBWHK L-rayTamiH 3 in-house
A) MOHorpadii Ha MmoHorpadito USP.
BHeceHHs peaakuiiHux NpaBok A0
po3giny 3.2.S.2.3 peecTpaujiiHoro
[0CbE
149. | NPEBEHAP® CYCNeH3isi ANA iH'eKwjii Mdpaiizep CLWA BaeT dapmaceyTyukasic, Benwuka bputaHis/ BHECEHHS 3MiH 1O peecTpaLiiHnX 3a UA/15864/01/01
13/ no 1 gosi (0,5 mn) y Eny.Ci.Mi. Benvika bpuTaHis; Ipnangis/ mMaTtepianis: 3miHu | TNy - peyenmom
PREVENAR® nonepegHL0 Kopnope#LuH Mdpaiizep IpneHp, CWA AOMIHICTpaTMBHI 3MiHW. BunyyeHHs
13 HanoBHEHOMY LUNPULYj; dapmaceyTukasnc, IpnaHgis; BMPOGHWYOI finbHUL (BKIHOYA0UN
BAKUMHA no 1 nonepegHLo Bakctep ®apmaceyTukan LinbHUUi ans A®l, npoMixXHOro
MHEBMOKOKO | HanosHeHOMy LUnpuuy ContowwmnHe JIIC, CLUA npoaykTy abo roToBOro NikapcbKoro
BA Ta OfHiN 3aco6y, AiNbHULI A8 NPoBeAEeHHSA
MOMICAXAPUA | BigokpeMieHiii ronui B nakyBaHHs1, BUPOOHWMKa,
HA iHAMBIgAyaibHOMY BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
KOH'FOrOBAH 4oxAni y 3aKpuTOMy MicLie NPOBefEHHS KOHTPOIIO cepil)
A nnacTUKoBOMy abo nocravasibHMKa BUXiAHOrO
(TPUHAQUATWN | KoHTeliHep; no 1 marepiany, peareHty a6o
BANEHTHA ni1acTMKoBOMy [0NOMDKHOT PEYOBMHM (SIKLLO
AACOPBOBAH | KoHTeliHepi y 3a3HayYeHo y JOCbE) - BuaaneHHs
A) KapTOHHI Kopoo6Li OinbHuUUi Baet ®apmaceyTtukan

LiBikH BaeT XongiHr KopnopeiiLuH,
AodipHe nignpuemcTso lNdarizep
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
IHK./Wyeth Pharmaceutical Division

LiBikH BaeT XongiHr KopnopeiiLuH,

Corporation, a subsidiary of Pfizer
Inc., BigNoBigasIbHOT 3a KOHTPO/Ib

of Wyeth Holdings Corporation, a
subsidiary of Pfizer Inc.,
BiAMNOBIAa/IbHOI 32 BUPOGHMLITBO,
nakyBaHHSA Ta KOHTPO/b SIKOCTI
roTOBOro NPOAYKTY. 3MiHu | TUny -
AAMIHICTpaTUBHI 3MiHW. BunyueHHs
BMPOGHMWYOI AiNbHNL (BKIKOYAKUN
AinbHUUI Ana A®I, npoMiXXHOro
npoAyKTy abo roToBoro /ikapcbKoro
3aco6y, AiNbHULI A58 NPOBeAEHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAA/ILHOIO 3a BUMYCK Cepii,
MicLLe MpOBeAEHHSI KOHTPOSIIO cepii)
abo noctavasibHMKa BUXiAHOrO
marepiany, peareHty abo
O0NOMDKHOT PEYOBMHM (AIKLLO
3a3HayeHo y A0cbE) - BuganeHhs
AinbHuUi BaeT ®apmaceytumkan
LiBixH BaeT XongiHr KopnopeiiLuH,
nouipHe nignpuemcTeo Mdhaiizep
IHK./Wyeth Pharmaceutical Division
of Wyeth Holdings Corporation, a
subsidiary of Pfizer Inc.,
BiANOBIAA/IbHOI 3@ BUPOOHULITBO
cycneHsii AIPO4, wo
BUKOPVCTOBYETLCA AIK 3/ tOBaHT.
3MiHu | TURNY - AgMiIHICTpaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BKAOYaoumM AinbHULI AnA
A®I, npomixHOro NpoaykTy abo
roTOBOrO J1iKapCbKOro 3acoby,
AiNbHUL ANA NpoBeAeHHS
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiid,
MicLie NpoBefEHHS KOHTPOIO cepil)
abo nocrtavasibHMKa BUXIiAHOrO
marepiany, peareHTy abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y AOCbE) - BuaaneHHs
OinbHuUui Baet ®apmaceyTtukan

nouipHe nignpuemcTso MNdaiizep
IHK. / Wyeth Pharmaceutical
Division of Wyeth Holdings

SIKOCTi MHEBMOKOKOBUX
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
nonicaxapugis (AMP Ta
CTEePWILHICTb).
150. | NPEBEHAP® cycneHsis Ans iH'ekujn Mdpaiizep CLWA BaeT dapmaceyTukasc, Benwuka BputaHis/ BHECEHHS 3MiH 40 peecTpavlinHmx 3a UA/15864/01/01
13/ no 1 gosi (0,5 mn) y Eiiy.Ci.Mi. Benuka BpuTaHis; MNdaiizep IpnaHgis/ CLUA marepianis: peyenmom
PREVENAR® nonepenHLo KopnopeiLuH IpneHa ®apmaceyTtukanc, 3MiHuM | TUNY - 3MiHa NnapameTpis
13 HanoBHEHOMY LUNPWLYj; IpnaHgis; Bakctep cneuudikaLin Ta/abo gonycTummx
BAKUVHA no 1 nonepegHsLo PapmaceyTrkan CoMoLNHC MEX roTOBOrO /liKapCbKOro 3acoby
NMHEBMOKOKO | HanoBHeHOMy Linpuuy NNcC, CWA
BA Ta OfHii
MONICAXAPWUA, | BigokpemeHin ronui B
HA iHAMBIAyanbHOMY
KOH'FOrOBAH 4oxni y 3aKpuTOMy
A NNacTUKoBOMY
(TPUHAQUATUN | koHTeliHepi; no 1
BANNEHTHA n1acTMKoBOMy
AQNCOPBOBAH | koHTeliHepi y
A) KapTOHHI Kopoo6Lli
151. MPIOPUKC™ | niocpinizat ans "nakcoCmiTKNsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpavLiiHnx 3a UA/13694/01/01
PRIORIX™ PO3YUHY ANS iH'EKLN, Ekcnopt NimiTep, BpuTaHis Bionogxikans C.A. marepianis: peyenmom
KOMBIHOBAH 1 MoHOA030BWA 3MiHM | TUNY - OHOBJ/IEHHS
A BAKLUMHA dnakoH (1 gosa) 3 CeptuchikaTy BignoBigHOCTI
ansa niocpinizatom y €Bponeiicbkoi Papmakonei woao
MPO®INAKTUK | komnnekTi 3 ryébuatoi eHuedanonartii Ha
N KOPY, PO34YMHHKKOM (BOAA heTanbHy 6uuavy cuposaTky 3 R1-
EMIAEMIYHOI ONs iH'eKUin) y CEP 2000-155-Rew 01 Ha R1-CEP
O MNAPOTUTY nonepenHLo 2000-155-Rew 02; 3MiHu | Tuny -
TA KPACHYXU HanoBHEHOMY LUNPUL OHOB/EHHA CepTudikarty
Ta ABOMa rofikamv B BiANOBIAHOCTI EBpONECLKOI
KapTOHHI kopobLyj; dapmakonei Wwoao ryéyatoi
100 moHopgo30BUX (1 eHuedanonartii Ha deTanbHy
[03a) DN1aKoHIB 3 6uyadvy cuposatky 3 R1-CEP 2000-
niocpinizatom y 155-Rew 02 Ha R1-CEP 2000-155-
KOMMIEKTi 3 Rew 03; 3MiHM | TUMY - OHOBNEHHSA
PO34MHHKKOM (BOAA CepTudbikaty BignoBigHOCTI
ONs iH'eKUil) B €Bponeiicbkoi Papmakoneri woao
amnynax Ne 100 B rybuaroi eHuedanonarii Ha
oKpeMmili ynakoBuj; 1 theTanbHy 6uyady cvpoBaTky 3 R1-
MyNbTUL030BUIA (2 CEP 2000-387-Rew 00 Ha R1-CEP
[031) oNakoH 3 2000-387-Rew 01; 3miHu | Tvny -
niocpinizaTom y OHOBNEHHS CepTudikaty
KOMMNEKTi 3 BiANOBIAHOCTI EBpONECbKOI
PO34MHHKKOM (BOAA dapmakonei woao ryéyatoi
ONs iH'eKUiid) B amnyni; eHuedasnonarii Ha heTanbHy
no 100 wTyK chiakoHiB 6uyauy cuposatky 3 R1-CEP 2000-
Ta amnysn B OKpeMux 155-Rew 03 Ha R1-CEP 2000-155-
Kopob6kax Rew 04. BHeceHHs1 pegakuiiHnx
npasok Ao po3ainy 3.2.A.2
152. NMPOCMNAH® nacTuikv ass EHrensrapg HimeyunHa BMpo6HUK in bulk: Bongep HimeyunHa BHECEHHS 3MiH 40 peecTpaLiiHnx 6e3 UA/0672/05/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

NACTWUNKA
ans
PO3CMOKTYB
AHHS BIA
KALLI/IO

PO3CMOKTYBaHHS MO
26 mr; no 10 nactuiok
y 6nicTepi; no 2
6nicTepy B KapTOHHIA
KopoobLi

ApuHaiimiTTens
v6X & Ko. KI

ApuHarimitTens Nv6X & Ko.
KI, HimeuunHa; nepsrHHe Ta
BTOPUHHE NaKyBaHHS, BUMYCK

cepii: EHrenbrapg,

ApuHaiimittens Nv6X & Ko.

KI, HimeuunHa

marepianis:
3MiHK | TUNY - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi ocobu,
BiAgNOBiga/IbHOI 3a 3AiACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3as1BHMKa AN 34iNCHEeHHS
thapmakoHarnagy B YKpaiHi, kL0
BOHa BifJMiHHa BiJ, yNIOBHOB&XeEHOI
ocobw, BigNoBiga/IbHOT 3a
3[jiCHEeHHSI hapMakoHariagy
(BK/HOYAKOYM KOHTAKTHI gaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-caiina
cucTemu hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0cobu BignosiganbHOT
3a hapmakoHarnsg;: MponoHosaHa
pefakuist - BoliTeHkO AHTOH
[eopriioBuy

peyernma

153.

NYNbMIKOPT
TYPBYXANEP

MOPOLLOK AN1A
iHransyin, 100
MKr/go3a no 200 fo3y
nnacTUKoBOMYy
iHranaTopi, no 1
iHransaTopy B
KapTOHHI KOpoo6Li

AcTpa3eHeka Ab

LLIBeuis

AcTtpa3eHeka Ab

LLBeuis

BHECEHHS 3MiH 40 peecTpaviitHmx
martepianis:
3MiHY | Tuny - 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA BiJ, yNIOBHOB&XEHOI
ocobu, BignoBiganbHOT 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo
3MiHM y pO3MiLLeHHi MacTep-halina
cucTemn chapmakoHaraagy) -
MponoHoBaHa pepakuis: Magnus
Ysander. 3mMiHa KOHTakTHUX gaHUX
YNOBHOB&XEHOT 0COOM 3as1BHMKA,

3a
peyenmom

UA/5552/02/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

BignoBiga/IbHOI 3a dhapmakoHarnsg

154.

MYNbMIKOPT
TYPBYXANEP

NMOPOLLOK AN
iHransuin, 200
MKr/go3a no 100 gosy
nnacTKoBOMy
iHranaTopi, no 1
iHransATopy B
KapTOHHI KOpooLi

AcTpa3eHeka Ab

Lseuis

AcTpa3eHeka Ab

LiBeuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHY | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHA Y3araslbHEHNX AaHNX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA AN5 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHa BiJ, YNOBHOBaXeHOI
ocobw, BigNoBiAaIbHOT 3a
3[jiCHEeHHs1 hapmakoHariagy
(BKTHOYAKOYM KOHTAKTHI faHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-talina
cuctemMu dpapmakoHarnsgy) -
MponoHoBaHa pepakuis: Magnus
Ysander. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0CobM 3as1BHMKA,
BifnoBigasIbHOI 3a dhapmMakoHarnsg

3a
peyenmom

UA/5552/02/02

155.

MYCTUPHUKA
HACTOWKA

HacTolika Ans
opasibHOro
3aCcToCyBaHHs, no 25
My dhakoHax; no 25
MY do1akoHi; no 1
dhnakoHy B nayw,i

TOB "AKnMN
"GapmateBTuyHa
habpuka"

Ykpaina

TOB "[OKIM "®apmaueBTnyHa

thabpuka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
mMaTtepianis: 3miHu | TNy -
AAMIHICTpaTMBHI 3MiHW. BuiyyeHHsn
BMPOGHWYOI AinbHNL (BKIHOYAKUN
LinbHUi ans A®l, npoMixHoro
NpoAyKTy abo roToBOro NikapCbKoro
3aco6y, AiNbHULI A8 NPoBeAEeHHS
nakyBaHHs1, BUPOOHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NpoBeAEHHS KOHTPO/HO cepii)
abo nocrtavasibHMKa BUXiAHOrO
marepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3Ha4yeHo y [0CLE) - BUTyYEHHSA
OfHI€ET i3 ABOX 3aTBEPIAXKEHNX
AinbHUUB BUpo6HKka TOB "KM
"®apmaveBTMYHa habpuka’
YKpaiHa. BBeeHHs 3MiH NpoTArom
6-TV MicsLIB NicNs 3aTBEPKEHHS.

6e3
peyenma

UA/3425/01/01

156.

PANITYC

cupon, 30 mr/5 mn, no
120 mn y chnakoHi, no
1 chriakoHy 3 MipHUM

Makneopc
PapmacbroTrKanc
Jlimiteq

IHais

Makneoac ®apmMacbloTUKaC

Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHK | TNy - 3MiHa Y TepMiHax

3a
peuyenmom

UA/6153/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

KOBMa4ykoM B
KapTOHHI ynakoBLi

npugaTtHocTi abo ymoBax
36epiraHHsA roTOBOTO /1iKapCbKOro
3acoby - NpMBeAEHHSA YMOB
36epiraHHA NikapcbKoro 3acoby B
3apeecTpoBaHiil JoKyMeHTaL,ji B
YKpaiHi y BignoBigHiCTb f0
iHchopmawii, 3a3HaveHoi B fOCbE
BUPOOHMKA; 3MiHW B IHCTPYKUIT AN
MeAMYHOr0o 3aCTOCYBaHHSA Y p.
"YMOBWU 36€epiraHHA", K HacigoK —
BiANOBIAHI 3MiHW Yy TEKCT
MapKyBaHHS YNakoBKU NiKapcbkoro
3acoby. BBeieHHs1 3MiH NPOTArom
2-X MicaUiB nicnA 3aTBepAKeHHsA

157.

PEMOTIB

TabneTku, BKpUTI
NAiBKOBOO
060/10HKO10, M0 500 Mr
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nicTepiB y KAPTOHHIl
Kopoo6Li

Amakca Papma
nTa

Benvka
BputaHis

BMPOGHMWLITBO 3@ MOBHUM
LIMIKITOM:

Makc Liennep 3b0He AT,
Llseiuapis;
nepBUHHE NaKyBaHHSA
(thacyBaHHs1), BTOpUHHE
nakyBaHHS, MapKyBaHHS:
lNHcana CA, LWseiiyapis;
KOHTPONb SIKOCTI:
Na6op LonniHrep Ar,
LBeiiuapis;
KOHTPONb SIKOCTI:
IHTepnabop benn Arl,
LLiBeiuapis

Llseiiuapis

BHECEHHS 3MiH 40 peecTpavlinHmx
Marepianis: 3MiHM WO40
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo
3MmiHa(1) 4o 3060B'A3aHb Ta yMOB
BMAadi peecTpauiiiHoro
nocBigYeHHs, BKNovaoum MnaH
ynpaeniHHA pyu3viKamu
(3acTocyBaHHSA 3MiH(K), sKi(a)
BMMaralTb(€) NOAA/TbLIOIO
06r'pyHTYBaHHS HOBMMM
[00aTKOBUM Ai@HUMMK, LLIO MatoTb
HafaBaTnCs KOMMETEHTHUM
opraHoMm, OCKiflbk/ BUMaraeTbCs
CyTTEBA OLliHKA KOMNETEHTHUM
OpraHom) - BUkoHaHHs 3060B's3aHb
BignoBigHo Ao nignyHkTy 1.8.2
nyHkTy 1.8 gopatky 5 fo Nopsaky
NPOBeAEHHS eKCNepTU3n
peecTpauiiHux maTepianis Ha
nikapcbki 3aco6u, Lo nogaTbes
Ha JepxXaBHy peecTpauiio
(NepepeecTpalito), a Takox
ekcnepTusn MaTepianis npo
BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianis NpoTArom fii
peecTpaviiiHoOro NocBig4eHHs,
3aTBEpAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Bif 23.07.2015 Ne
460)

6e3
peyenma

UA/16299/01/01

158.

PETPOBIP™

PO34uH ANs iHdy3ilA,
10 mr/mn no 20 My

dnakoHi; no 5

BiiB Xenckep FOK
Nimiteq

Benuka
BpuTaHis

nakco OnepeiiwHc KOK
Nimiteq

Benvka bputaHis

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis:
3MiHUY | Tuny - 3MiHK y Npoueci

3a
peyenmom

UA/0232/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

(h1aKOHIB Yy KapPTOHHIl
KopoobLi

BUPOGHMLITBA FOTOBOTO /1iKQpCbKOro
3ac00y, BK/1KOYAKUUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro
3ac00y - BHECEHHS He3HAYHMX 3MiH
y BUPOBHMYMIA NpoLiec, 3o0Kkpema:
BBE/IeHHSA TeCTy GiOHaBaHTaXEHHSA
nepeg, ctepunisauieto 3anoBHeHUxX
h1aKoHIB; 3MiHW | TUMY - 3MiHK
BMNpo6yBaHb abo JOMyCTUMUX
MeX, BCTAHOBNEHWX Y
cneuudikauisx, nig yac
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro
3ac00y - BHECEHHS He3HAYHMX 3MiH
y BUPOBHMYMiA NpoLiec, 3o0Kkpema:
BBE/IEHHS KpUTEPIiB NPUAHATHOCTI
(He 6inble 10 KYO
CNopoyTBOpPHOOUMX GakTepili y
dhnakoHi) ons tecty
6ioHaBaHTaXXeHHs nepeg,
cTepwisauieto 3anoBHEHNX
h/1aKoHIB; 3MiHM | TUMy - 3miHa y
MeToAax BUNpo6yBaHHSA rOTOBOrO
NiKapCbKOro 3acoby - BHECEHHS
HEe3HaYHNX 3MiH Y MeTOANKY
BMNPO6GYBaHHS 3a NOKa3HVMKOM
"BakTepiasibHi eHAOTOKCUHMN",
30Kpema: 3mMiHa 06'emy BoAM Ans
LAL-TecTy Ta peareHTy A1 aHanisy
(ig 50 mkn go 100 mkn);
YTOYHEHHS OAMHWLb BUMIPIOBaHHS
npy NO3UTUBHOMY KOHTPON
npoaykty (0,5 MO/mn); BBEAEHHSA
HeraTMBHOrO KOHTPO/IKO

159.

PVHODNYIMY
umn

cnpeii HazasbHUiA,
po3yvH no 10 mny
donakoHi; no 1
donakoHy 3
posnuioBayem B
KapTOHHIN nauui

3amboH C.M.A.,
ITanis

ITanis

3amboH C.IM.A., ITanisa

3MiHuM | TUNY - 3MiHa NnapameTpis
crneundikayii Ta/abo AonNycTUMMX
MeX rOTOBOrO JlikapCbKoro 3acoby -

npuBefeHHs p. "MikpobionoriyHa

yncToTa" roTOBOrO NiKapCbKOro
3acoby fo Bumor EP (noBTOpHWiA
po3rnsg, Haka3 Ne 476 Big,
27.04.2017)

6e3
peuyenma

UA/8559/01/01

160.

CAKOP/[,

TabneTku, BKpUTI
nAiBKOBOO
060/10HKO0, 10 160 Mmr
no 10 TabneTok y
6nictepi; no 3
61icTepy B KApPTOHHI

NMPOPAPMA
IHTEpHeLHN
TpenguHr Niviteq

MasibTa

BankaHnthapma - AynHuusa AL

Bonrapis

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis:
3MiHW | TUMY - 3MiHW 80 IHCTPYKLT
O/1 MeNYHOTO 3aCTOCYBaHHSA Y
po3ainu: "dapmakonoriyHi
BnactmsocTi", "lMpoTnokasaHHsA",

3a
peyenmom

UA/13497/01/02
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

Kopoo6Li

"B3aemogist 3 iHWMMMU JlikapCbKUMun
3aco6amMu Ta iHLWi BUAY B3aeMOiA",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3p4aTHICTb BNAMBATK Ha LLBUAKICTb
peaxuii npun kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMK
mexaHizmamu”, "Cnoci6
3acTocyBaHHA Ta gosun”, "Aitn"
(yTouHeHHs), "Mepeno3yBaHHA",
"Mo6iuHi peakuyi" 3rigHo 3
iHbopMmadieto Wwoao MeguyHoro
3acTocyBaHHsA pehepeHTHOro
nikapcbkoro 3acoby JIOBAH®.
BBepaeHHsA 3MiH npoTsrom 6-tn
MicsLiB nicnsa 3aTBepAKeHHSA

161.

CAKOP/[,

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOI0, M0 80 Mr
no 10 TabneTok y
6nictepi; no 3
6nicTepy B KapPTOHHIN
Kopoo6Li

NMPO®APMA
IHTepHeLwHN
TpeniguHr Niviteq

MasnbTa

BankaHdapma - QynHnua AL

Bonrapis

BHECEHHS 3MiH A0 peecTpavliitHmx
martepianis:
3MiHW | TUMY - 3MiHW 80 IHCTPYKLT
ON19 MEeAUYHOrO 3aCTOCYBaHHSA y
po3ainu: "dapmakonoriyHi
BnactmsocTi", "MpoTunokasaHHA",
"B3aemogis 3 iHWMMU liKapCbKuMun
3aco6amMu Ta iHLWi BUAY B3aeMoOgiA",
"Oco6/1MBOCTI 3aCTOCYBaHHS",
"3paTHICTb BNAMBATK Ha LBUAKICTb
peaxuii npun kepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
mexaHizmamu”, "Cnoci6
3acTocyBaHHA Ta gosun”, "AOitn"
(yTouHeHHs), "Mepeno3yBaHH:A",
"Mo6iuHi peakuyji" 3rigHo 3
iHbopMmaLieto Wwoao MeguyHoro
3acTocyBaHHA pehepeHTHOro
nikapcbkoro 3aco6by JIOBAH®.
BBefeHHsA 3MiH npoTsarom 6-tm
MicALiB nicnsa 3aTBepAKeHHSA

3a
peyenmom

UA/13497/01/01

162.

CANIUMNOBA
KACNOTA

PO34nH Ana
30BHILUHLOIO
3aCTOCyBaHHS,
cnupToBmii 1% no 40
M1 abo no 25 mny
hnakoHax

TOB "OKnM
"®apmaueBTuyHa
habpuka”

YKpaiHa

TOB "[OKIM "®apmaueBTnyHa

habpuka"

Ykpaina

BHECEHHS 3MiH 40 peecTpaviinHmx
mMaTtepianis: 3miHu | TNy -
AAMiIHICTpaTUBHI 3MiHW. BunyueHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN
LinbHUL ans A®Il, npoMixHoro
NpoAYyKTY abo roToBOro NiKapcbkoro
3aco6y, AiNbHULI A58 NPOBeAEeHHS
nakyBaHHs1, BAPOGHMKa,
BiANOBIAA/ILHOrO 3a BMUNYCK cepii,
MicLLe MpOBeAEHHSI KOHTPO/IIO cepii)
abo noctavasibHMKa BUXIAHOMO
marepiany, peareHty abo

6e3
peyenma

UA/3506/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
[OMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y AOChE) - BUYUYEHHSN
OfHIET i3 ABOX 3aTBEPKEHNX
AinbHUUB BUpo6HKka TOB "KM
"hapmMaueBTnyHa abprka”
YkpaiHa. BBejeHHA 3MiH NpoTsarom
6-TN MicsAUIB Nic/1s 3aTBEPKEHHS.
163. CA/NIbBPOKCO | Tabnetku; no 10 My6niuHe Ykpaina BMPOBHMLTBO 3a MOBHUM YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a UA/6932/01/01
n TabneTok y 6nictepi; aKuioHepHe LMKNIOM: marepianis: 3miHu | Tuny - 3miHK 3 peyenmom
no 2 abo 4 6nictepu B TOBapUCTBO My6niyHe akuioHepHe [KocTi. [oToBWIA Nikapcbkuii 3aci6.
nauui 3 KapToHy "HaykoBo- TOBapucTBO "Haykoso- 3MiHV Yy BUpOOHMUTBI. 3amiHa abo
BUPOBHNYMNI BUPOBHWUMIA LLEHTP BBEJEHHS 40AATKOBOI Ai/TbHNL
LEeHTP "BopLuariBCbkuii XiMiko- BMPOGHMLUTBA A1 YaCTUHM abo
"BopLuariBcbkuii thapmaLeBTUYHWIA 3aBOS", BCbOro BUPOBHMYOro npouecy
XiMiKo- YKpaiHa,; roTOBOro NikapCbKoro 3acoby
hapmaLeBTUYHNI BMPOGHULITBO, MaKyBaHHS, (@inbHULSA, Ha SKI NPOBOAATLCA
3asof”

BUWMYCK Cepiii:
ToBapucTBO 3 OGMEXEHO
BigNoBiAa/IbHICTIO
"Arpodhapm”,
YKpaiHa,
KOHTpPO/b Ccepiii:
ToBapnCTBO 3 06MEXEHOI0
BiAgnoBigabHicTio "Hatyp+",
YkpaiHa

6yab-sKi BUpoOHUYI cTagji, 3a
BMHATKOM BUMYCKY CEpiii, KOHTPO/O
SKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs1, /11 HECTEPUSIbHUX
nikapcbkunx 3acobis). BeegeHHs
3MiH NpoTarom 3-x MicAuiB nicns
3aTBEPKEHHS.
CynyTHS 3MiHa- 3MiHU 3 AKOCTI.
['OTOBMIA Nikapcbkunii 3aci6. 3miHM y
BUPOGHMUTBI. 3amiHa abo
BBEJEHHS 40AATKOBOI Ai/TbHNL
BMPOGHMLUTBA A1 YaCTUHM abo
BCbOr0 BMPOGHMYOro MpoLecy
roTOBOro NikapCbKoro 3acoby
(8iNbHULA A8 NEPBUHHOIO
nakyBaHHs)
- 3MiHu 3 sKocTi. FoToBMIA
nikapcbknii 3aci6. 3MiHN y
BUPOGHMUTBI. 3amiHa abo
BBEJEHHS 40AATKOBOI Ai/TbHNL
BMPOGHMLUTBA A1 YaCTUHM abo
BCbOr0 BMPOGHMYOro MpoLecy
roTOBOro NikapCbKoro 3acoby
(@inbHUUSA ANS BTOPUHHOMO
nakyBaHHs1) BBEiEHHS 10AATKOBOI
AiNbHULI BUPOGHMLTBA TOBapNCTBO
3 06MEXEeHOH BiAMNOBiAa/bHICTIO
"Arpocpapm”, Ykpaina
(BMPOGHMLTBO, NaKyBaHHS) Ta
3a3Ha4YeHHs qoyHKLN
3aTBEPXEHOr0 BUPOGHMKA

(My6niyHe akuioHepHe TOBapUCTBO
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

"HaykoBO-BUPOOHNYMIA LIEHTP
"BopLuariBcbkuii XiMiko-
dhapmaLeBTUYHMI 3aBoA", YKpaiHa
(BMPOGHMLTBO 3@ NOBHUM LIMK/IOM)).
BBeneHHs 3MiH NpoTArom 3-x
MicALiB NicNA 3aTBEPLKEHHS. 3MiHN
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkunii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, Lo CTOCYTbCH
BUNYCKY Ccepii Ta KOHTPOJI0 AKOCTI
roTOBOro NikapCbKoro 3acoby
(3amiHa abo gopgaBaHHs
BMPO6HUKa, LLIO BignoBigae 3a
BBE3EHHA Ta/abo BMnyck cepii) - He
BK/THOHAI0UM
KOHTPO/b/BMNPOGYBaHHSA cepii -
[ofaBaHHA BUPOOHWKA, Lo
BiANOBIAAE 3a BUMYCK Cepil -
ToBapnCTBO 3 06MEXEHOID
BignosiganbHicTio "Arpochapm”,
YkpaiHa. BBegeHHs 3MiH mpoTsarom
3-x MicsUiB NicNsA 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOrO /liKapCbKoro 3acoby
(3amiHa abo gofaBaHHsA AinbHULY,
Ha sKil 34iCHI0ETbCS
KOHTPONbL/BUNPOBYBaHHSA cepil)
[0AaBaHHA [inbHULI, WO 34iACHI0E
KOHTPO/Ib Cepili rOTOBOro
nikapcbkoro 3acoby - ToBapuCTBO 3
06MEeXeHo10 BifnoBifasIbHICTIO
"Hatyp+", YkpaiHa. BBeAeHHs1 3MiH
npoTArom 3-X MicAuiB nicns
3aTBEPLKEHHS.
3MmiHu | TNy - 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3miHK y
BVMPOGHMLTBI. 3MiHN Y NpoLeci
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro
3ac00y, BK/1KOYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA Mpu
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHULITBA) HE3HAYHI 3MiHW A0
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
TEXHOOriYHOro npotecy Ans
3anponoHoBaHoro BupobHuka TOB
"AFPO®APM", YkpaiHa y 3B'A3KY i3
BiAMIHHOCTSIMU B TEXHOJIOTIYHOMY
obnagHaHHA Ta NnapameTpax /oro
KOHTPOJIIO B NOPIBHSAHHI i3
3aTBEPAKEHOI0 TEXHOSOTIE Ha
MAT HBL|, "BopuyariBcbkuini X$3"
164. CANNTbBPOKCO | Ta6bnetks no 10 My6niuHe YkpaiHa BMPOBHMLTBO 32 MOBHUM YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/6932/01/01
n TabneTok y 6nictepi; akuioHepHe umknom: MNy6nivHe akuioHepHe marepianis: peyenmom
no 2 a6o 4 6nictepu B TOBapUCTBO TOBapucTBO "HaykoBo- 3MiHM | TUNY - NOA4AHHSA OHOBIEHOTO
nauuj 3 KapToHy "HaykoBo- BVPOGHNYNIA LEHTP CepTtucpikata R1-CEP 2000-143-
BMPOGHNYNIA "BopLuariBCbkuii XiMiko- Rev 06 Big, BXe 3aTBEPAKEHOTO
LEeHTp hapmaLeBTMYHMI 3aBOA", BUpo6HUKa APl CanbbyTamony
"BopLuariBCbkuii Ykpaina; BUpo6HULTBO, cynbart, aKuii 3MiHMB agpecy
Ximiko- nakyBaHHs, BUNYCK Cepiii: BVMPOGHWYOT [i/TbHNL aKTUBHOI
hapmaLeBTUYHNIA ToBapuCTBO 3 06MEXEHO cy6CcTaHUiT; 3MiHu | TNy - nogaHHA
3asof” Bi4MNOBiAA/IbHICTIO oHoBneHoro Ceptugpikata R1-CEP
"Arpodhapm", YkpaiHa; 2004-201-Rev 03 Big, BXe
KOHTpPO/Ib cepili: TOBapuUCTBO 3 3aTBEpPKEHOro BUPO6HMKa ADI
06MEeXeHoH0 BifnoBifanbHICTIO AmMbGpokcony rigpoxnopug,
"Hatyp+", YkpaiHa
165. CEAICTPEC Tabnetku; no 10 TOB "dapma Ykpaina TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH j0 peecTpaviinHmx 6e3 UA/14145/01/01
Tabnetok y énicrepi; Crapt" martepianis: peuyenma
no 1, 3 ta 6 6nictepis 3MiHu |l TMNy - BBE,€HHA HOBOTO
y naui 3 KapToHy BMPOGHMKa ADI Cyxmii ekCcTpakT
nacudnopy 3 HagaHHAM MacTep-
thaiiny Ha A®I fo Bxe
3aTBEPKEHOTO BUPOGHUKA
166. CEKPENAT TabneTkun XyBasibHi 3i CninbHe Ykpaina NTABOPATOPIOC AJTKANA IcnaHis BHECEHHS 3MiH [0 peecTpauiiiHnx bes UA/7782/01/01
POPTE CMakoM aHicy, no 10 YKpaiHCbKO- PAPMA, C.1. mMaTtepianis: 3miHu | TNy - peuyenma
TabneTok y 6nictepi; icnaHcbke AAMIHICTpaTUBHI 3MiHW. 3MiHa
no 1 a6o 5 6nictepiB y nignpMeEMCTBO HaliMeHyBaHHs Ta/abo agpecu
KapTOHHIN nauui "Cnepko YkpaiHa" MicLS NPOBaMKEHHS AiANIbHOCTI
BMPOGHMKa/imnopTepa rotosBoro
nikapcbKoro 3acoby, Bk/oUakum
OinbHWL BUNYycKy cepii abo micue
NPOBefEHHS KOHTPOJO AKOCTI.
(AisnbHICTb, 3a SKy BigNoBigae
BMPOGHUK/iMNOpPTEp, BKIOYaYM
BUNYCK cepili) 3MiHa HaliMeHyBaHHS
BUpO6HMKa /13, 6e3 3MiHn Micus
BMPOGHMLTBA. BBEAEHHS 3MiH
npotarom 3-x MicAuiB nicns
3aTBEPAKEHHSA
167. CEKPENAT TabneTku XyBasibHi 3i CninbHe Ykpaina JTABOPATOPIOC ANTKANA IcnaHis BHECEHHS 3MiH 0 peecTpaLiinHmx bes UA/7783/01/01
POPTE CMaKkoM M'ATu, no 10 YKpaiHCbKO- ®APMA, C.J1. maTtepianis: 3miHu | TNy - peyenma
Tabnetok y bnicrepi; icmaHcbke AAMiHICTpaTVBHI 3MiHK. 3MiHa
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
no 1 a6o 5 6nictepiB y nignpMeEMCTBO HalilmeHyBaHHs Ta/abo agpecu
KapTOHHIN nauui "Cnepko YkpaiHa" MicUs NPOBaMKEHHS AisNIbHOCTI
BMPOGHMKa/imnopTepa rotosBoro
nikapcbKoro 3acoby, BkI4awum
LOinbHUL BUNYCKY cepil abo micue
NPOBeEHHS KOHTPOJO AKOCTI.
(@isnbHiCTb, 3a AKy BignoBifae
BUPOGHMK/IMMOpTEp, BKIOYaUn
BUMYCK Cepili) 3MiHa HaliMeHyBaHHS
BMpOGHMKa 13, 6e3 3mMiHn Micus
BUpPOOHMUTBA. BBEAEHHSA 3MiH
npoTarom 3-x MicAuiB nicns
3aTBEPAKEHHSA
168. CUHEKO/A cupon, 1,5 mr/mn no HosapTic LLiseiiuapis HosapTic KoHcblomep Xenc LseiiLapis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/5260/01/01
100 mn a6o no 200 mn KoHcblomep Xenc CA marepianis: peyenma
y hN1aKoHi 3 KpULLKOO CA 3MiHM | Tuny - 3mMiHa Ha3Bu
Ta MipHOIO CK/ISIHKOIO; BMpo6HUKa A®I (byTamipaty
no 1 conakoHy y unTpaTy), 6e3 3miHn micus
KapPTOHHI KOpo6U;i BMpPOGHULITBA
169. CUH®DNTIOPUKC | cycneHsis ans iHekuiii nakcoCMmiTKnsiiH Benvka nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH [j0 peecTpaviinHmx 3a UA/15363/01/01
™ BAKUMHA no 1 gosi (0,5 mn) y Ekcnopt JlimiTeg, BputaHis Bionogxikans C.A. marepianis: peyenmom
ansa nonepegHL0 3MiHK | TUNY - 3MiHK aHaNITUYHKX
MPO®ITAKTUK | HanoBHeHOMY nocunaHb A9 CUPOBUHN L-
n CKNSIHOMY LUMpUL Y rayTamiH 3 in-house moHorpadii Ha
MHEBMOKOKO | komMnnekTi 3 ogHieto MoHorpagito USP. BHeceHHs
BOI IHOEKLJI rofikolo abo 3 ABoMa peaakuUiiHiX NpaBokK 40 Po3ainy

(NONICAXAPU
AHUN
AHTUIEH) TA
HETUMNOBAHOI
FEMO®I/TIbHOI
IHOEKLL,
KOH'IOrOBAH
A!
AACOPEOBAH
A

ronkamu Ta 6e3 ronok;
1 nonepegHLO
HanoBHEeHWIA wnpu, 3
ronkoto abo gsoma
ronkamu, abo 6e3
ronok y
iHAVBigyanbHOMY
repMeTuyHO
3anakoBaHoOMy
naacTKoBOMy
KOHTeliHepi; no 1
nnacTKoBOMy
KOHTeliHepy y
KapTOHHI kopobuj; no
1 posi (0,5 mn) y
nonepeaHbLo
HanoBHEHOMY
CKNSIHOMY LUNpUL; No
10 wnpwuuis 3 10
ronkamu a6o 6e3s
ronok y
iHAMBIAYabHNX

3.2.5.2.3 peecTpauiiiHoro Aocbe




115

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
repMeTnyHO
3anakoBaHux
NnacTUKOBUX
KOHTeliHepax y
KapTOHHI kopobuj; no
1 posi (0,5 mn) y
MOHOZ,030BOMY
CK/IAHOMY (p/1aKOHi; No
1, 10 a6o 100
(h1aKOHIB Yy KapPTOHHIl
Kopo6ui; no 2 fosu (1
M)y
MyIbTUL030BOMY
dhnakoHi; no 100
(h/TaKOHIB Y KapTOHHii
Kopo6ui
170. CONIAATOPEH | kpanni opanbHi no 20 [Op. M'ycTtaB KnsiiiH HimeuyunHa [Op. M'yctas Knsink MTm6X & Ko. HimeyunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/13795/01/01
mn, abo no 50 mn, abo Mv6X & Ko. KI KIr marepianis: peyenma
no 100 mn y dhnakoHi 3 3MiHY | Tuny - 3MiHK Woao
KpanesibHuuero; no 1 6e3nekn/edeKkTMBHOCTI Ta
hn1akoHy B KOpoo6Li 3 hapmakoHarnsgy. BeegeHHs abo
KapToHY 3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHA Y3araslbHEHNX AaHNX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHSA
thapmakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHMKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, YNOBHOBaXeHOI
ocobw, BigNoBigabHOT 3a
3[jiCHEeHHSs1 hapmakoHarisgy
(BKTIHOYAKOYM KOHTAKTHI faHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-calina
cucTemMu dpapmakoHarnsgy) -
MponoHoBaHa pegakuis -
KoHTakTHa ocoba B YkpaiHi
YMOBHOBaXEHOT 0c06Y 3asBHMKa
ONA 3aiiCHEeHHST hapMakoHarisay:
BoiiTeHko AHTOH leopriioBuy
171. CONMNAZAEIH TabneTtku, no 12 nakcoCmiTKNsiiH Benuka nakcoCwmitKnaiiH laHrapsaH IpnaHgis BHECEHHS 3MiH 40 peecTpaviinHmx 3a UA/4740/03/01
Tabnetok y 6nictepi; KoHcblomep BpuTaHis Nimiteq martepianis: peuyenmom

no 1 6nictepy B
KapTOHHIA KOpooLi

Xenckep (KOK)
TpewngiHr NimiTes,

3MiHM | TUMY - 3MiHa Yy NEPBUHHIi
ynakoBLii rOTOBOr0 J1iKapCbKOro
3aco0by; cynyTHS 3MiHa: 3MiHa

napameTpiB cneuudikauii Ta/abo
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

[ONYCTUMUX MEX NEPBUHHOT
yNakoBKM rOTOBOTO NiKapCbKoro
3ac06y (fONOBHEHHS cneumndikauii
HOBUM MOKa3HMKOM 3 BiAMOBIAHUM
MeTOA0M BUNPOOYBaHHS);
BU/TYYEHHS HE3HAYHOTO MOKa3HVKa
(Hanpukniag 3actapinoro
NoKasHWKa); BBeAEeHHS AOAATKOBOrO
aNbTEPHATMBHOIO NakKyBaHHS;
BHECEHHS 3MiH [0 onucy Ta
crneundikayii honbru (BUNyYeHHs
n. «Dimensions», «Reel diameter»,
«Core diameter»); BHECEHHS 3MiH
[0 onucy, cneumdikayii Ta
METOANKN KOHTPOSO SKOCTi NIBKM
MBX (BBeAeHHA HoBOro Nn. «IR
spectrum should correspond to the
reference»); pegakuiliHi npaBku
BiANOBIAHWX PO37i/1iB AOCLE.
BBepeHHs 3MiH npoTsrom 6-tn
MicsLiB nicnsa 3aTBepAKeHHsA

172.

CMA3ro

Tabnetku, no 10
Tabnetok y énictepi;
no 1 a6o no 10
6nicTepiB y kopobui

dnamiHro
PapmacbioTrKanc
nrg.

IHais

dnamiHro ®apmacbloTukanc
nra.

IHais

BHECEHHS 3MiH 40 peecTpavliiHmx
mMaTtepianis: 3miHu 1l TUnNYy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) [0 3060B'A3aHbL Ta YMOB
BMAadi peecTpayjiiniHoro
noceiAYeHHs, Bkovatoun Mnax
ynpasniHHA pu3vkamu
(3acTocyBaHHs 3MiH(1), ski(a)
BMMaralTb(€) NOAA/TbLIOTO
06r'pyHTYBaHHSA HOBUMMU
[0[AaTKOBUM JaHUMK, LLO MaloTb
HaJiaBaTnca KOMNETEHTHUM
OopraHoMm, OCKiflbkvi BUMaraeTbes
CYTTEBA OL|iHKA KOMMNETEHTHUM
opraHom) BukoHaHHS 3060B'A3aHb
BiANOBIAHO A0 NignyHkTy 1.13
nyHKTY 1, NignyHKTy 2.3 NyHKTY 2
popartky 15 go Mopagky
NpoBefEeHHA excnepTu3n
peecTpauiiHnux matepianis Ha
nikapcbki 3acobu, Lo nogarTbes
Ha fepxaBHy peecTpaLiiio
(nepepeecTpalito), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH 0 peecTpaLiinHmx
mMarepianis NpoTarom gii

Ees3
peuenma —
Ne 10;
3a
peyenmom —
Ne 100

UA/4544/01/01




117

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
peecTpayiiiHoOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).
173. CNOPAKCO/N kancysm no 100 mr no 3AT «®APMNITA» JinToBCbka Nab6opaTtopioc JlikoHca, C.A. Icnanis BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/13899/01/01
5 kancyn y cTpwni; no Pecny6nika marepianis: peyenmom
2 cTpyna B KapTOHHIl 3MiHK | TUNY - 3MiHW Y NpoLeci
nadui; no 6 kancyny BMPOGHULITBA FOTOBOrO fliKapCbKoro
cTpuvni; no 5 ctpuniB y 3aco6y, BK/1H0YAKYN NPOMDKHUIA
KapTOHHI nayui; no 6 NPOAYKT, L0 3aCTOCOBYETLCA NpU
Kancyny ctpuni; no 1 BVMPOGHWLTBI FOTOBOrO NiKapCbKOro
CTpYINy B KAPTOHHIM 3acoby (He3HayHa 3MiHa y npoueci
nauui BUPOGHMLTBA); 3MiHM | TUNY - 3MiHa
napameTpiB cneuudikauiii Ta/abo
[0MyCTUMMX MEX roTOBOro
NiKapcbKoro 3acoby (4ONOBHEHHS
ab0 3aMiHa NokasHuka
cneuudikauii 3a pesynbTatamu
pocnimkeHb 3 6e3nekn abo AKOCTi
(3a BUHATKOM nikapcbknx 3acobis
6io/10riYHOro/iMyHOMOrYHOrO
NoxomKeHHs1)). BBefgeHHsA 3MiH
npotArom 6-Tv micAuiB nicnsa
3aTBepAKEHHA
174. CTIBAP® TabneTku, BKpUTI Baiiep Al HimeuyunHa Baiiep Al HimeyunHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a UA/13395/01/01
nNiBKOBOKO martepianis: peyernmom

060710HKOI0, M0 40 Mmr,
no 28 tabneTtok y
chnakoHi; no 3
hN1aKoHW Y KapTOHHIl
ynakoBLj

3MiHu | TUNY - 3MiHa y meTogax
BUNPOBYBaHHA roTOBOrO
NiKapCbKOro 3acoby - BHECEHHS
He3Ha4HMX 3MiH 40 MeToaiB
BUNPOBYBaHHA roTOBOrO
nNiKkapcbKoro 3acoby, 3okpema: - 3a
nokasHvkom "lgeHtudpikauis” (TLX
a6o Y cnekTpockonis) - yTOYHEHHS
L0A0 OLiHKMN pe3ynbTartiB
[0CAiMKyBaHOTO Ta KOHTPOJILHOTO
pO34MHaXx; - 3a NOKA3HNKOM
"Op[HOPIAHICTL f030BaHMX
OAMHULBL"- AOMOBHEHHSA TECTY Ha
nepeBipKy NpUAAaTHOCTI CUCTEMY; -
3a nokasHukom "KinbkicHe
BU3HayeHHs" (BEPX 1): 1. B
nigpo3aini "Kani6pysaHHsa ans
KINIbKICHOTO BM3HAYEHHS Ta
CYMPOBIJHI AOMILLKA" YTOYHEHHS B
po3paxyHKoBii chopmyni; 2. B
nigpo3sgini "Mpoueaypa ans




118

Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

HeBU3HaYeHNX CynpOBIAHNX
[OOMILLOK" BHECEHHS NPUMITKM AN1A
KoMnoHeHTa 3,4 -bic-CTF-
kapbamorinamiHo-PMA: gomilka He
OLHIOETBCSA SK CYNpPOBigHA AOMilIKa

175.

CTPENTOLMA-
DAPHULA

Tabnetkn no 300 wmr;
no 10 TabneTok y
KOHTYPHIli YapyHKOBIl
ynakosLj; no 1
KOHTYPHIli YapyHKOBIl
ynakoBLi y naywi; no
10 Tabnetok y
KOHTYPHUX
YyapyHKOBUX
ynakoBKax

MpAT
"®GapmaueBTnyHa
ipma "OapHuus”

Ykpaina

MpAT "®apmaveBTuyHa
ipma "JapHmus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
Marepianis: 3miHu Il Trny - 3miHK
wofo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpauiiiHoro
nocBigYeHHs, BKNovaoum MnaxH
ynpaeniHHA pu3viKkamu
(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMaralTb(€) NOAA/TbLIOIO
06r'pyHTYBaHHS HOBMMM
[00aTKOBUM i@aHUMMK, LLIO MatoTb
HafaBaTUCs KOMMETEHTHUM
OopraHoMm, OCKiflbk/ BUMaraeTbCs
CyTTEBA OLliHKA KOMNETEHTHUM
opraHom) BukoHaHHS 3060B'A3aHb
BignosigHo Ao nmignyHkTy 1.13
NyHKTY 1, NignyHKTY 2.3 NyHKTY 2
pogatky 15 no Mopsgky
NpoBefeHHA excnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3aco6um, Lo nogaTbes
Ha fepXxaBHy peecTpaLiiio
(nepepeecTpaLliio), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH A0 peecTpaviiiHmx
mMaTtepianis npoTarom Aii
peecTpavuiiniHOro noceig4YeHHs,
3aTBepAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne
460).

3a
peyerimom

UA/5949/01/01

176.

CYLOOPErA

Kancynu Teepai no 75
Mmr, no 14 kancyny
6nicTepi; no 2
6nictepu B KOPOOLL

A-p Peppi'c
Nab6opaTtopic /T4,

IHais

[-p Pepai'c Na6opartopic /114,

Bupo6Huya ginbHuus - 1

IHAis

BHECEHHS 3MiH j0 peecTpaviinHmx
marepianis: 3miHu Il Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHst ab6o
3MiHa(1) A0 3060B'A3aHbL Ta YMOB
BMAadi peectpauiiiHoro
nocBiAYeHHs, Bkoyatouy Mnax
ynpasiHHA pu3nKamu
(3acTocyBaHHSA 3MiH(K), AKi(a)
B/MaratoTb(€) nofanbLioro
06I'pYHTYBaHHS HOBMMM

3a
peuyenmom

UA/15871/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

[04aTKOBUM J@aHUMMK, LLIO MatoTb
HafaBaTnca KOMNETEHTHUM
OpraHoMm, OCKi/IbkV BUMaraeTbCs
CyTTEBA OL{iHKA KOMMNETEHTHUM
opraHoM) BrkoHaHHS1 3060B'13aHb
BiANOBIAHO A0 nianyHkTy 1.8.2
nyHkTy 1.8 gogatky 5 o MNopaaky
npoBefeHHA excnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwu, L0 nogarTbes
Ha fepxaBHy peecTpaLiito
(nepepeecTpal,iio), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis NpoTarom fii
peecTpayifiHOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).

177.

CYJOPETA

Kancysm Teepgi no
150 mr, no 14 kancyn
y 6nicTepi; no 2
6nicTepu B KOpoo6U

A-p Peapi'c
Na6opaTopic /ITg,

IHais

[-p Pepgi'c Nabopatopic /114,
Brpo6Huya ainbHuus - 1

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
Marepianis: 3miHu Il Trny - 3miHKn
oo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpauiiiHoro
nocBigYeHHs, BKNovaoum MnaH
ynpaeniHHA pu3vKamu
(3acTocyBaHHSA 3MiH(K), sKi(a)
BMMaralTb(€) NOAA/TbLIOIO
06r'pyHTYBaHHS HOBMMM
[00aTKOBUM i@aHUMMK, LLIO MatoTb
HafaBaTUCs KOMMETEHTHUM
OopraHoMm, OCKiflbkV BUMaraeTbCcs
CyTTEBA OL|iHKA KOMNETEHTHUM
opraHom) BukoHaHHs 3060B'A3aHb
BignoBigHo Ao nignyHkTy 1.8.2
nyHkTy 1.8 gopatky 5 fo Nopsaky
NPOBeAEHHS eKCNepTU3mn
peecTpauiiHux maTepianis Ha
nikapcbki 3aco6u, Lo noganTbes
Ha JepxXaBHy peecTpauito
(NepepeecTpalito), a Takox
ekcnepTusn MaTepianis npo
BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianis NnpoTArom fii
peecTpaviiiHoro NocBig4YeHHs,
3aTBEpAKEeHoro Hakasom MO3 Big

3a
peyenmom

UA/15871/01/02
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).
178. | CYNPAKC® TabneTku, LWo Actennac dapma HigepnaHgu A. MeHapiHi MeHblohekyypuHr ITanisa BHECEHHS 3MiH A0 peecTpavliintHmx 3a UA/11912/01/01
CONMTAB® [ucnepryoTbes, no tOpon B.B. Nopxuctuke eHp Cepsicis martepianis: peyernmom
400 wmr; no 5 TabneTok C.p.n. 3MiHM | TUNY - NOAaHHA OHOB/IEHOTO
y 6nictepi; no 1 a6o 2 cepTudpikaTa BignoBigHOCTI
6nicTepy B KapPTOHHIiA €Bponelicbkiit hapmakonei Ne R1-
Kopob6ui; no 1 a6o no 7 CEP 2002-125-Rev 02 gns gitoyoi
TabneTok y 6nictepi; PEUYOBUHM Bifj BXXE 3aTBEPKEHOr0
no 1 6nictepy B BMPOOHUKA 3i 3MIHOI Ha3BM Ta
KapTOHHI KOpoo6Li agpecw; 3miHun | Tvny - nogaHHsA
OHOBJIEHOTO cepTudiikata
BiANOBIAHOCTI EBpONEechkili
thapmakonei Ne R1-CEP 2002-125-
Rev 01 ans fito4oi pe4yoBuHM Bif,
BXe 3aTBEepKEHOro BUPOOHYKa;
3MiHU | TUNY - BUNYYEHHS
BUpPOGHMKa AdI
179. | TAHI3® Kancynm 3 KPKA, a.4., Hoso CnoseHisa Bupo6HuK, BianoBiganbHuii 3a Himeuuunna/ BHECEHHS 3MiH [j0 peecTpaviinHmx 3a UA/5887/01/01
MoAmnpikoBaHNM MecTO BUPOGHULTBO «bulks: pevis/ marepianis: 3miHu | TMny - 3MiHW 3 peyenmom
BUBI/IbHEHHAM, TBEPAi PotTeHgopd ®apma MvbX, IcnaHis/ sKocTi. FoToBWIA Nikapcbkuii 3aci6.
no 0,4 mr no 10 HimeuuunHa; CnoBeHis KOHTpPO/Ib rOTOBOrO NiKapcbkoro

Kancyn y énictepi; no
1,2,3,6,9a6020
6nicTepiB y KAPTOHHIl
Kopoo6Li

damap A.B.E., Ipeujs;

CiHTOH IcnaHia C.J1., IcnaHis;
Bupo6HuK, BiaNoBiganbHuii 3a

nepBUHHE | BTOPUHHE

nakyBaHHA, KOHTPOJ1b AKOCTI

Ta BMNYCK cepil:

KPKA, a.4., HoBo mecto,

CnoBeHisa

3acoby. 3miHa y meTogax
BUMPOBYBaHHA roTOBOrO
nikapcbkoro 3acoby (iHWi 3MiHK Yy
mMeTofax BUNpobyBaHb (BKIKOYaKOUM
3aMiHy abo JONOBHEHHS)) - 3aMiCTb
OKpeMMX aHaNiTUYHUX METOAIB AN
ineHTudikauii /KinbkicHoro
BU3HAYEHHS Ta BU3HAYEHHS
CYNyTHIX AOMILLOK BBOAWUTLCA €AMHA
aHaniTM4yHa metoavka ans
KOHTPOJII0 AKOCTi 3a AaHMu
napameTtpamu. 3MiHu | TUny - 3MiHK
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Onwuc Ta cknag,. 3miHa abo
[0AaBaHHA LWTamnis, NOTOBLLEHb
a60 iHLWKNX MapKyBaHb, YKIHoHYaun
3amiHy abo gofasaHHs chapb ans
MapKyBaHHS likapCbKOro 3acoby
(3MiHa wTamnis, NOTOBLYEHb a60
IHLIMX MapKyBaHb) BUA&/IEHHSA
hapbu AN HaHECEHHS NPUHTY i3
cknagy kancynm Ta, ik Hacnigok,
3MiHW Yy AONOMDKHUX peYOBUHAX P.
Cknag, Ta B onucy Karncyn
cneumdikaLii roToBOro NikapcbKoro
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3aco6y. 3minu Il Tuny - 3miHn 3
siKocTi. FoTOBWIA Nnikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (Bk/Ito4Yaoum
[iana3oH po3Mipy cepil) rotoBoro
niKapcbKoro 3acoby (3miHa
CTOCYETbCSA BCiX iHLWMX NiKAPCbKNX
hopM CyKynHOro (KOMM/IeKCHOro)
BMPOBGHMYOro npovecy) -
36iNbLUEHHST PO3MIpY cepii roTOBOro
nikapceKoro 3acoby: 3miHu Il Tuny -
3MiHuM 3 IKOCTi. FTOTOBWIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuyudikaLii Ta/abo
[OMyCTUMMX MEX roTOBOro
nikapcbKoro 3aco6y (3miHa
3HaxXoAMTLCA NO3a 3aTBEPAKEHUMM
[OMyCTUMUMN Mexamm
cneuudikalii) - 3MiHa HOpMyBaHHS
AN PO3UYNHEHHS TAMCYN03UHY
rigpoxnopugy y hoccarHomy
6ychepi y cneuundikaLyii roroBoro
nikapcbKoro 3acoby Ta, Ak
HacnifgoK, yTOYHEeHHS aHaniTUYHOI
METOAVKN BU3HAYEHHS LIbOrO
napameTpy. 3miHu |l Tuny - 3miHn 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
Onwvc Ta cknag. 3miHa y cknagi
(AONOMDKHMX peYOBMHAX) FOTOBOrO
nikapcbKoro 3acoby (iHLWi AOMOMKHI
peyoBUHM) - 3MiHa, Aka
NiATBEPKYETLCA AOCIMKEHHAMN 3
6i0EKBIBa/IEHTHOCTI - 3HVDKEHHS
BMICTY AOMNOMDKHUX PEYOBUH Y
Kancyni 3 356,87 mr o 120,00 mr

180.

TADTIOTAH®

Kpanni o4Hi, 15 mkr/mn
no 2,5 Mn 'y goNakoHi;
no 1 dnakoHy 3
KpanenbHULeto -
HakiHLiBHUKOM Ta
KPULLIKOO B KApTOHHIi
Kopoo6Li

CaHTteH AT

DiHNAHAIA

"in bulk", nepBrHHe
nakyBaHHs: CaHTeH

dapmacstoTikan Ko., ITa,.,

Cira MnaHT, AnoHis;

BiANOBIAAbHWI 32 BTOPUHHE
nakyBaHHs Ta BUNycK cepii:

CaHTeH AT, ®iHnaHajs

AnoHis/ PiHNAHAIA

BHECEHHS 3MiH 40 peecTpavliitHmx
martepianis:
3MiHW | TURy - 3MiHK 80 IHCTpyKLU,i
AN MeAnYHOro 3acTocyBaHHA [0
po3giny "OcobnuBocTi
3actocyBaHHs"; 3miHu |l Tuny -
3MiHW 40 IHCTPYKLiT 4518 MeauyHOro
3acToCcyBaHHSA A0 po3giny "MobiyHi
peakuii”. BBegeHHA 3MiH
npoTtsArom 3-x mMicsuis nicns
3aTBepAKEHHSA

3a
peyenmom

UA/10158/01/01

181.

TBIHPUKC™ |

CycneHsist ANs iH'eKuiin

nakcoCmiTKNnsiiH

Benvka

nakcoCmiTKNnsiiH

Benbris

BHECEHHS 3MiH 0 peecTpaLiinHnx

3a

UA/13056/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

TWINRIX™
BAKLUVHA AN
NPODITAKTMK
N TEMATUTIB
A
(IHAKTVBOBA
HA) I B
(ALCOPBOBA
HA)

no 1 gosi (1 mn/gosy)
y nonepesHbL0
HanoBHEHOMY LUNPUL
Ne 1 y koMnnekTi 3
roKo0

Ekcnoprt JlimiTepg,

BputaHis

Bionogxikans C.A.

marepianis:
3MiHW | TUMY - OHOBNEHHS
CepTuchikaTy BignoBifHOCTI
€Bponeiicbkoi Papmakonei woao
ryébuyartoi eHuedanonartii Ha
heTanbHy 6uuyavy cuposaTky 3 R1-
CEP 2000-155-Rew 01 Ha R1-CEP
2000-155-Rew 02; 3MiHu | Tuny -
OHOBJ/IEHHA CepTudikarty
BiANOBIAHOCTI EBPONERCLKOI
dapmakonei woao ryéyaroi
eHuedanonartii Ha peTanbHy
6uyady cuposatky 3 R1-CEP 2000-
155-Rew 02 Ha R1-CEP 2000-155-
Rew 03; 3MiHM | TUMY - OHOB/IEHHSA
CepTuchikaTy BignoBigHOCTI
€Bponeiicbkoi Papmakonei woao
rybuatoi eHuechanonartii Ha
theTanbHy 6uuayy cvpoaTky 3 R1-
CEP 2000-387-Rew 00 Ha R1-CEP
2000-387-Rew 01; 3miHu | Tvny -
OHOB/IEHHA CepTudikarty
BiANOBIAHOCTI EBpONECLKOI
dapmakonei Wwoao ryéyaroi
eHuedanonarii Ha dpeTanbHy
6uyadvy cuposatky 3 R1-CEP 2000-
155-Rew 03 Ha R1-CEP 2000-155-
Rew 04. BHeceHHs1 pefakuiiiHnx
npasok Ao po3ainy 3.2.A.2

peyerimom

182.

TEKTA
KOHTPO/I®

TabneTkun
racTpope3nCTeHTHI No
20 wr, no 7 a6bo no 14
Tabnetok y énicrepi,
no 1 6nictepy B
KapTOHHI KOpooLi

Takega M'm6X

HimeyunHa

BMPOGHMLITBO 3@ MOBHUM

LIMIKITOM:
Takepna 'm6X, micue

BMpo6HMLTBa OpaHieHbypr,

HimeuumnHa;

HaHeCeHHA NOKPUTTA Ha aapa

TabneTok:
ApgaHc ®apma 'mbX,
HimeyunHa

HimeuyunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3miHu | TUny - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHun y BUpPO6HMLTBI. 3amiHa abo
BBE/[EHHSI A0AATKOBOI Ai/TbHUL
BMPOGHMLTBA A1 YacTuHM abo
BCbOr0 BMPOGHMYOrO MpoLecy
rOTOBOrO JliKapCbKoro 3acoby
(@inbHULA, Ha SKI NPOBOAATLCSA
6yAb-AKi BUPO6HUYI cTagji, 3a
BWUHATKOM BUMYCKY CEpiid, KOHTPO/IO
AKOCTi, NEPBMHHOrO Ta BTOPUHHOTO
nakyBaHHs, 4151 HECTePUSIbHUX
nikapcbknx 3acobis) - 3MiHa
CTOCYETbCS NPUBEAEHHS (DYHKLIlA
BMPOGHWYOI AinbHNL ABaHC
dapma 'm6X, HimeuunHa, y
BiANOBIAHICTb 4O OPUTiHASTbHUX
[OKYMEHTIB BMPOGHMKa, a came,

3a
peyerimom

UA/11085/01/01
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3a3HavYeHHs OYHKL BUPOGHYMKa K
«HaHeceHHs1 NoKpUTTS Ha aapa
Tabnetok». 3MiHn | TNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCL NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaum
AinbHUL BUNYCKy cepii abo micue
NPOBEEHHSA KOHTPOJIIO AKOCTI.
(8isnbHICTb, 3a SAKy BignoBifae
BMPOGHMK/IMNOPTEpP, HE BKIOYaun
BWMYCK Cepiit) - 3miHa agpecu
BMPOBHUYOT AiNbHUL, WO
BiANOBIAAE 3a NpoLec HaHeCEHHS
NoKpUTTA Ha aapa TabneTok,
(hakTUyHe MicLe 3HaXOMKEHHS
BMPOGHWYOI AiNbHUL He
3MIHIOETBCS

183.

TETPAKCUM/
TETRAXIM
BAKLIMHA AN
MPO®INAKTUK
W ANDTEPI,
NMPABLA,
KALLTFOKY
(ALEENIONSAPH
nn
KOMMOHEHT)
TA
MoNIOMIENMTY
AJICOPBOBAH
A,
IHAKTVIBOBAH
A, PIAKA

CyCneHsist ANs iH'eKw;it
no 0,5wmn (1 gosa) y
nonepeaHL0
3anoBHEHOMY LLUMPUL
3 NPYKPINIEHO0
rosnikoto (abo 2-ma
OKpPeMMMU rofikamu)
Ne 1

CaHodpi Mactep C.
A

PpaHuis

CaHodpi Mactep C. A.,
®paHuisn; 3AT "CaHodi-
ABeHTIC", YropwuHa

PpaHuia/
YropumHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHM | TNy - 3MiHa y MeTogax
BUMNPOBYBaHHA rOTOBOrO
nikapcbKoro 3acoby - 3miHa cepii
CTaHAapTHOro 3pasky (eTanoHHOI
BaKuuHu DTacP cepii IND09011 Ha
cepito IND15038), sikumit
BUKOPWCTOBYETLCA [151 BUSHAYEHHS
aKTMBHOCTI NPaBLEBOr0 aHATOKCUHY
y BUNPO6YBaHHI, LLI0 BUKOHYETbCSA
Ha eTani roToBoro
Hepo3dhacoBaHOro NPoAyKTy (npu
BMMYCKy) Ta Ha eTani
po3chacoBaHOro NPoAyKTy npu
LOCNifpKEHHI CTabiNbHOCTI.
PepakTopcbki npaBku 40 po3giny
3.2.P.6. TepmiH BBeZl€HHSA 3MiH —
noTnii 2019 p.

3a
peyenmom

UA/13069/01/01

184.

TOMINEHTAN

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOt0, no 50 wr,
no 10 TabneTtok y
6nicTepi; no 3
6nictepu y nauui

BIOCAMHC NTA.

Cnony4yeHe
KoponiscTBo
Benvko6putaH
ii i MiBHiYHOT
Ipnangii

BAIKAH®APMA — AYMHWNLUA

Al

Bonrapis

BHECEHHS 3MiH 0 peecTpaLinHnx
marepianis:
3MiHK | TNy - 3MiHa BUPOBGHUKA
BUWXi4HOr0/MPOMiXHOro
npoayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHUYOMY
npoueci Adl, abo 3miHa BUpOOHMKa
(BrOvatoun, fie HeobXxigHo, Micue
nNpoBefEeHHS KOHTPOS0 AKOCTi) API
- OHoBJ/1eHHA DMF, y 3B’A3Ky 3

3a
peyerimom

UA/14507/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
[0[aBaHHAM HOBOI BUPOGHUYOT
LinbHUL|
185. | TONMINEHTAN TabneTkn, BKpUTI BIOCAMHC NTA,. CnonyyeHe BAJTKAHOAPMA — AYTNHWLA Bonrapis BHECEHHS 3MiH 40 peecTpavlinHmx 3a UA/14507/01/02
NAiBKOBOO KoponiscTBO AL marepianis: peyenmom
060/10HKO10, 1Mo 100 Benuko6putaH 3MiHK | TNy - 3MiHa BUPOBGHUKA
mr, no 10 TabneTok y ii i NiBHIYHOT BWXi4HOr0/MPOMiXHOro
6nicTepi; no 3 IpnaHgji npoaykTy/peareHTy, Wo
6nictepu y nauui BMKOPUCTOBYIOTLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpoBHMKa
(BKTOvatoun, fie HeobXxigHo, Micue
npoBeAeHHS KOHTPOSI0 AKOCTiI) APl
- OHoB/1eHHA DMF, y 3B’A3Ky 3
[0[aBaHHAM HOBOI BUPOGHUYOT
OinbHULI
186. | TONOTEKAH niogpinizat gns AxTasic rpyn AT Icnangis CingaH ®apma CP/1 PymyHis BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/8234/01/01
PO34uHy ANs iHdy3il marepianis: peyenmom
no 1 mr, 1 dpnakoH 3 3MiHM | TUNY - 3MiHW WoA0
niodgpinizatom y 6e3nekn/edekTMBHOCTI Ta
KapTOHHIA KOpoo6Li thapmakoHarnagy (iHwi 3MiHu) -
BWJ/IyYEHO po34inn "3asBHUK" Ta
"Micue3HaxomKeHHs 3asBHMKa
Ta/abo npeAcTaBHVKa 3asBHMKA" 3
IHCTPYKUiT Ana MeguyHoro
3acTOCyBaHHS MikapCbKoro 3acoby.
BBepeHHs 3MiH NnpoTsrom 6-tn
MicauiB nicnA 3aTBepAXeHHSA
187. | TONOTEKAH niocpinizat ans AkTasic rpyn AT IcnaHgis CingaH ®apma CP/1 PymyHist BHECEHHS 3MiH [0 peecTpauiiiHnx 3a UA/8234/01/02
PO34uHy ANs iHdy3il marepianis: peyenmom
no 4 wmr, 1 donakoH 3 3MiHM | TUNY - 3MiHW Woa0
niocpinizatom y 6e3nekn/edeKTBHOCTI Ta
KapTOHHI Kopoo6Li thapmakoHarnagy (iHwi 3MiHu) -
BUJIYYEHO PO34inn "3asBHUK" Ta
"MicLe3Haxo4KeHHs 3asiBHUKaA
Ta/abo npeAcTaBHVKa 3asBHMKA" 3
IHCTPYKLi ANs MeguyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby.
BBepaeHHs 3MiH npoTsirom 6-tn
MicALiB nicnsa 3aTBepAKeHHA
188. | TOC-MAMN TabneTku no 8 CninbHe YkpaiHa NNABOPATOPIOC ANKANA Icnanis BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 UA/2104/01/01
Tabnetok y 6nictepi; YKpaiHCbKO- ®APMA, C.1. mMaTtepianis: 3miHu | TNy - peuenma
no 2 6nictepun y nauui icnaHcbke AAMIHICTpaTVBHI 3MiHW. 3MiHa

3 KapPTOHY

nignprMeMCTBO
"Cnepko YkpaiHa"

HalilmeHyBaHHs Ta/abo agpecu
MicUs NPOBaMKEHHS AisNIbHOCTI
BMPOGHMKa/imnopTepa rotosBoro
nikapcbKoro 3acoby, BkI4awum
LOinbHUL BUNYCKY cepil abo micue
NPOBELEHHSA KOHTPOJIKO SIKOCTI.
(AisnbHICTb, 3a 5Ky BiANOBIgAE
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

BMPOGHUK/iMNOpPTEp, BKIOYAYM
BUMYCK Cepiii) 3MiHa HaliMeHyBaHHs
BMPOGHMKa M3, 6e3 3mMiHn Micus
BMPOGHULTBA: BBEAEHHSA 3MiH
npoTArom 3-X MicAuiB nicns
3aTBEPKEHHS.

189.

®EMOJEH®

TabneTku, BKpUTI
060/10HKO10, Mo 21
Tabnetuiy 6nictepi 3
KaneHaapHoo
LwKasioo, no 1
6nicTepy y KapTOHHIl
nauuj

Baiiep ®apma Al

HimeuunHa

BCi cTagii BUpO6GHMLTBA, OKpIM
Hepo3dracoBaHOT NPoAyKL;i:
Baviep ®apma Al', HimeuunHa;
BCi cTagii BUpo6HMLTBA:
Baiiep Baiimap Mm6X i Ko. KT,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH 40 peecTpaviitHmx
martepianis:
3MiHW | Tvny - 3MiHK A0 IHCTPYKLT
AN MeAnYHOro 3acTocyBaHHA [0
po3ainis
"MpoTunokasaHHs","B3aemogis 3
iHLWMMKW NikapcbkMK 3acobamu Ta
iHLWi BMAY B3aemogiit",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"MNepenosyBaHHsa"

3a
peyenmom

UA/8719/01/01

190.

DITONT

PO34MH OpasIbHWIA NO
100 mn y chnakoHi; no
1 cpnakoHy pasom 3i
LUNPWL-A03aTOPOM
CKNafeHnM y KopooLli
3 KapTOHY

ToBapucTso 3
obmexeHoro
BiANOBIAANLHICTIO
"®apmaueBTuyHa
KOMMaHis
"3p0pos'a”

YKpaiHa

ToBapuCTBO 3 O6GMEXEHOID
BiANOBIAA/IbHICTIO
"apmMaueBT1YHa KOMNaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:
3MiHW | TUMY - BHECEHHA 3MiH [0
HaliMeHyBaHHs Ta agpecun micus
NPOBaYKEHHS AiS/IbHOCTI
BMPo6HUKa A®I; 3miHm | Tuny -
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeaeHHs Yy BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HaujioHabHOT thapmakonei
aepxasun €C (3miHa y
cneumaikauisx, nos'a3aHa 3i
3miHamn B 1PY, abo EBponeiichkii
dhapmakonei, abo iHLuii
HaLljioHasbHiIl dhapmakonei
Aepxasun €C); cynyTHA 3MiHa: 3MiHa
y MeTogax BunpobysaHHa A®l abo
BUXIAHOrO MaTepiany/npoMiKHOro
npoayKTy/peareHTy, WO
BUKOPVCTOBYETLCA Y NPOLLECI
BMPO6HULTBa AP| (HE3HAYHI 3MiHK
y 3aTBEpMXEHUX MeTogax
BMNPOGYBaHHSA); 3MiHK | Tumny -
3MiHa NnapameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (BHECEHHS 3MiH
[10 [OCbE NiCNA OHOB/EHHS
3arasibHOI CTaTTi Ha roTOBY
nikapcbky dopmy y
[dY/EBponelicbkiin hapmakonei)

6e3
peuyenma

UA/13118/01/01

191.

®ITOCEA®

NopoLUOK (CybCcTaHUis)

MAT

YKpaiHa

MAT "Ximdhapm3aBog

YKpaiHa

BHECEHHS 3MiH [0 peeECTpaLiiHNX

UA/13151/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
3 CyMiLLi nikapcbKoi "Ximchapmsasoz "YepBoHa 3ipka" marepianis:
POCAINHHOI CUPOBUHU Y "UepBoHa 3ipka" 3MiHuM | TUNY - 3MiHa nepiogy
nanepoBmX MiLlkax NOBTOPHMX BUNpobyBaHb/nepioay
415 BUpo6bHUUTBA 36epiraHHa abo yMoB 36epiraHHs
HecTepusIbHUX Al - 3miHa B ymoBax 36epiraHHs
nikapcbkux chopm A®|. YmoBM 36epiraHHsA. 36epiratu
y CyxOMy MicLi Npy TemnepaTtypi He
BuLle 25 C
192. | ®NYAAPABIH KOHLeHTpaT Ans EBEBE dapma ABCTpIf EBEBE dapma Nec.m.6.X. AscTpis BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/9416/01/01
"EBEBE" PO34uHy ANs iHdy3il, lec.m.6.X. Hor. Hdpr. KI marepianis: peyenmom
25 mr/mn no 2 mn (50 KIr 3MiHK | TUNy - 3MiHK WoA0
Mr) y do1iakoHi; no 1 6e3nekn/edeKTNBHOCTI Ta
hN1aKoHy B KapTOHHIl hapmakoHarnsgy. BeegeHHs abo
KopoobLi 3MiHU [0 y3ara/ilbHeHUX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiAgNOBiga/IbHOI 3a 34iACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3as1BHMKa ANA 34iICHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiMiHHa Bif, yNOBHOB&XEHOI
ocobw, BignoBigabHOT 3a
3[jiCHEHHSs1 hapMakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo
3MiHM y pO3MiLLeHHI MacTep-daiina
cuctemu chapmakoHarnsgy) - 3miHa
y PO3MiLLieHHI macTep-channy
cmucTeMu chapmakoHarnsgy, 3miHa
Micus 34iliCHEHHA OCHOBHOI
AiSNbHOCTI 3 chapmakoHarnagy,
3MiHa KOHTaKTHUX JaHnX
YNOBHOB&XXEHOT 0CO6U 3asiBHMKA
[AnA 3pificHeHHs hapmakoHarnsay
193. XABPUKC™ cycneHsist aNns iH'ekujn nakcoCmiTKNsiiH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviinHmx 3a UA/16497/01/02
1440 BAKUMHA | 1440 O4 ELISAno 1 EkcnopT NimiTepq, BpuTaHis Bionoaxikan3 C.A. martepianis: peuyenmom
ana mn (1 gosa ans 3MiHW | TUMY - OHOBNEHHSA
MPO®INAKTUK | pgopocnux)y CepTudbikaty BignoBigHOCTI
N TENATUTY A | chnakoHax abo

nonepegHL0
HaNoBHEHUX LUMpULAXx
Y KOMMNJIEKTi 3 FOJIKOHO;
no 1 donakoHy a6o
nonepegHL0
HanoBHEHOMY LUNPULY
B KOMMJ/IEKTi 3 FOJIKOK

€Bponeiicbkoi Papmakonei Wwoao
rybuyatoi eHuechanonartii Ha

heTanbHy 6uyady crpoBaTky 3 R1-

CEP 2000-155-Rew 01 Ha R1-CEP

2000-155-Rew 02; 3miHu | Trny -

OHOBNEHHS CepTudikaty

BiANOBIAHOCTI EBpONECbKOI
dapmakonei woao ryéyaroi
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
B KapTOHHI kopobuj eHuedanonarii Ha dpeTanbHy
6uyadvy cuposatky 3 R1-CEP 2000-
155-Rew 02 Ha R1-CEP 2000-155-
Rew 03; 3MiHM | TUMy - OHOBNEHHS
CepTudpikaty BignoBiAHOCTI
€Bponeiicbkoi Papmakonei Wwoao
rybuaroi eHuedbanonarii Ha
heTanbHy 6uuayy crpoBaTky 3 R1-
CEP 2000-387-Rew 00 Ha R1-CEP
2000-387-Rew 01; 3minHu | Tvny -
OHOBNEeHHS CepTudikaty
BiNOBIAHOCTI €BPONECHKOI
dapmakonei woao ryéuaroi
eHuedanonarii Ha cheTanbHy
6uyavy cmpoBatky 3 R1-CEP 2000-
155-Rew 03 Ha R1-CEP 2000-155-
Rew 04. BHeceHHsi pegakuiiHnx
npasokK A0 po3ainy 3.2.A.2
194. | XABPUKC™ cycneHsis aNns iH'ekujn "nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH A0 peecTpaviintHmx 3a UA/16497/01/02
1440 BAKUMHA | 1440 O4 ELISAno 1 Ekcnopt NimiTepq, BpuTaHis Bionoaxikans C.A. martepianis: peuyenmom
ana mn (1 gosa ans 3MiHY | TUMY - 3MiHW aHaNiTUYHUX
APO®PINAKTUK | gopocnux)y nocunaHb 419 CUPOBUHN L-
N TENATUTY A | dpnakoHax abo rnyTamiH 3 in-house moHorpadii Ha
nonepegHL0 MoHorpadito USP. BHeceHHs
HanoBHEHUX LUNPULAX pefakUiiiH1X NpaBokK [0 po3fainy
Yy KOMMNJIEKTi 3 T0/IKOHO; 3.2.S.2.3 peecTpaujiiiHoro gocbe
no 1 donakoHy a6o
nonepeaHL0
HanoBHEHOMY LUNPULLY
B KOMINJIEKTi 3 rO/IKOK0
B KAPTOHHIli Kopobui
195. | XABPUKC™ cycneHsisi gnst iH'eKwji nakcoCmiTKnsiiH Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/16497/01/01
720 BAKLIMHA 720 OJ, ELISA no 0,5 Ekcnopt JlimiTeg, BputaHis Bionogxikans C.A. marepianis: peyenmom
ansa mn (1 posa ans aiteid) 3MiHK | TUNY - OHOBJ/IEHHA
MPO®DINAKTUK | y dhnakoHax abo CepTudpikaty BignoBiAHOCTI

N TENATUTY A

nonepeaHbLo
HanoBHeHWX LWnpuLax
Y KOMI/IEKTI 3 FOMKOHO;
no 1 donakoHy a6o
nonepeaHbLO
HanoBHEHOMY LUNPULY
B KOMM/IEKTi 3 ro/IKO0
B KapTOHHI kopobui

€Bponelicbkoi ®apmakonei Wwoao
rybuaroi eHuedhanonarii Ha
heTancHy 6uyady cuposaTky 3 R1-
CEP 2000-155-Rew 01 Ha R1-CEP
2000-155-Rew 02; 3MiHu | Tuny -
OHOBNEeHHs CepTudikaty
BiANOBIAHOCTI EBPONECLKOI
dapmakonei woao ryéuaroi
eHuedanonarii Ha cheTansHy
6uyavy cmpoBatky 3 R1-CEP 2000-
155-Rew 02 Ha R1-CEP 2000-155-
Rew 03; 3MiHM | TUMNY - OHOB/IEHHSA
CepTuchikaTy BignoBifHOCTI
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

196.

€Bponeiicbkoi Papmakonei woao
ryéuyaTtoi eHuedanonartii Ha
heTanbHy 6uuavy cuposaTky 3 R1-
CEP 2000-387-Rew 00 Ha R1-CEP
2000-387-Rew 01; 3MiHu | Tuny -
OHOBJ/IEHHA CepTudikarty
BiANOBIAHOCTI EBPONERCLKOI
dapmakonei Wwoao ryéuyaroi
eHuedanonartii Ha deTanbHy
6uyady cuposatky 3 R1-CEP 2000-
155-Rew 03 Ha R1-CEP 2000-155-
Rew 04. BHeCeHHs pefakuiliHux
npasok A0 po3ainy 3.2.A.2

197.

XABPUKC™
720 BAKLUMHA
ang
NPOGINAKTUK
W FENATUTY A

XOMBIO®-

CycneHsisi aNs iH'eKwjn
720 O} ELISA no 0,5
mn (1 gosa ans gitei)
y thnakoHax a6o
nonepegHL0
HanoBHEHUX LUMpULAax
Y KOMMNJIEKTi 3 F0JIKOH;
no 1 donakoHy a6o
nonepegHL0
HaNoBHEHOMY LUNPULY
B KOMM/IEKTi 3 ro/IKO0
B KAPTOHHIli Kopobui

nakcoCMmiTKNsiiH
Ekcnopt JlimiTeg,

Benvka
BputaHis

FnakcoCmiTKnsiiH
Bionopxikans C.A.

Benbris

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHU | TUMY - 3MiHW aHaNITUYHUX
nocwnaHb A5t CUPOBUHM L-
rayTamid 3 in-house moHorpadii Ha
MoHorpadito USP. BHeceHHs
pefakuiiHux npaBoK A0 po3ainy
3.2.S5.2.3 peecTpauiiniHoro Aocbe

3a
peyenmom

UA/16497/01/01

HEPBIH

Tabnetkun no 25
TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHIA KOpoo6Li

Xomsiopa
ApuHaiimiTTens

[p. XarepopH
v6X i Ko.

HimeyunHa

MayepmaHH — ApuHaiimiTTenb
K, Himewuunna

HimeyunHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
mMaTtepianis: 3miHu | TNy -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MicUs NPOBaMKEHHS AisNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapCbKoro 3acoby, BK/IHOHa0um
OinbHWL BUMYCKy cepii abo micue
NPOBELEHHA KOHTPOJIIO AKOCTI.
(AisNbHICTb, 3a SKy BigNoBigae
BMPOGHUWK/iMNOpTEp, BKIOYaYM
BWMYCK Cepiii) 3MiHa Ha3Bu Ta
agpecy BUpO6HWKa, 6e3 3MiHn
MicLs BUPOGHMLTBA:

be3 peyenma

UA/7319/01/01

198.

XOMBIOTEH3U
H®

Tabnetku no 25
Tabnetok y énicrepi,
no 4 6nictepn B
Kopoo6Ui

XowmBiopa
ApuHarimitTTens

Ap. XaregopH
'm6X i Ko.

HimeuunHa

MayepmaHH — ApuHaiimiTTenb
KI, HimeuunHa

HimeyunHa

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3miHu | Tuny -
AZMIHICTpaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
MiCLi NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotosoro

be3 peyenma

UA/7743/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
nikapcbKoro 3acoby, BkI4aun
OinbHWL BUMYCKy cepii abo micue
NPOBEeEHHA KOHTPOJIIO AKOCTI.
(@isnbHicTb, 3a AKy Bignosifae
BMPOGHUK/iMNIOpPTEp, BKOYAUM
BUMYCK Cepili) 3MiHa Ha3BM Ta
agpecy BUpobHuKa, 6e3 3miHu
MicLsi BUPOBGHULTBA
199. | LIE®A3O/IH- MOPOLLIOK A1 PO3UUHY My6niyHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 3a UA/4616/01/01
BX®3 Ans iH’ekyin no 500 akuioHepHe ToBapucTBO "HaykoBo- marepianis: 3miHu | TUny - 3MiHK 3 peyenmom
Mmr, 1 donakoH 3 TOBapuCTBO BUPOGHNYMNIA LLEHTP siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
nopoLuKom; 1 dnakoH "HaykoBo- "BopLuariBCbkuii XiMiko- Cuctema
3 MOPOLLKOM Yy nauuj 3 BMPOGHUYNIA hapmaueBTMYHK 3aBoa" KOHTeliHep/3aKynopoBanbHuii
KapToHy; 5 chnakoHiB 3 LeHTp 3aci6. 3MiHa po3mipy ynakoBku
MOPOLLKOM Y KaceTi; no "BopLuariBCbkuii rOTOBOrO /iKapCbKOro 3acoby (3miHa
1 kaceTi B neHasli 3 XiMiko- KiNIbKOCTi oAVHMLb (Hanpukiag
KapToHy; 1 chnakoH 3 hapmaLeBTUYHNIA TabneTok, amnysn ToLl0) B
NOPOLLKOM Y 3aBog" ynakosLi:) - 3miHa y dianasoHi
KomnekTi 3 1 3aTBEPAKEHMX PO3MIpIB YNaKOBKY -
amny ol Po3yMHHMKA BBE/leHHS JOAATKOBMX YNaKoBOK,
(Boga ans iH'exuiii) no 6€3 3MiHN NePBUHHOIO
5 mny kacerti; no 1 nakyBa/IbHOrO maTepiasy.
KaceTi B nayuj; 1 BBeneHHs 3MiH NpoTArom 3-x
h1aKoH 3 MOPOLUKOM Y MiCALIB MiCNSA 3aTBEPAKEHHS.
KomnnaekTi 3 1
amny ol Po3yMHHMKA
(Boga ans iH'exuiii) no
5 mn B naui 3
KapTOHHOIO
neperopofKo
200. LLEE®A30/IH- NMOPOLLOK A/191 PO3UYUHY My6niyHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a UA/4616/01/02
BX®3 Ans iH'ekyiin no 1000 akuioHepHe TOBapucTBO "HaykoBo- martepianis: 3miHu | TUny - 3MiHK 3 peuyenmom
mr, 1 donakoH 3 TOBapuCTBO BVMPOGHNYMNIA LEHTP AKOCTi. [OTOBWIA Nikapcbkunii 3acib.
nopotukom; 1 donakoH "HaykoBo- "BopLuariBCcbkuii XiMiko- Cuctema
3 MOPOLLKOM Y nayuj 3 BUPOGHNUNIA chapmaneBTUYHMIA 3aBOA" KOHTelHep/3aKynoptoBasibHWi
KapToHy; 5 h/1akoHiB 3 LeHTp 3aci6. 3miHa po3mipy ynakosku
NOPOLLKOM Y KaceTi; no "BopLuariBcbkuii roTOBOrO JlikapCbKoro 3acoby (3miHa
1 kaceTi B neHasi 3 XiMiKo- KiNbKOCTI 0AUHMLb (Hanpuknag,
KapToHy; 1 chnakoH 3 hapMaLeBTUYHWI TabneTok, amnysn Tow0) B
NOPOLLKOM Y 3aBog" ynakosLi:) - 3mMiHa y Aiana3oHi

KOMNNekTi 3 1
amnysio PO3UnHHMKA
(BoZa ans iH'exuiii) no
5mna6bono 10 mny
KaceTi; no 1 kaceTi B
nadui; 1 dpnakoH 3
NMOPOLLKOM Y

3aTBEPMKEHNX PO3MIPIB YNaKOBKM -
BBEJEHHS 404aTKOBMX YNaKoBOK,
6€3 3MiHN NEPBUHHOIO
nakyBasibHOrO Matepiany.
BBefeHHst 3MiH NpoTArom 3-x
MiCALiB NicNna 3aTBePKEHHS.
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

KomnnekTi 3 1
amnyot Po34YNMHHMKA
(Bopa ons iH'ekuiid) no
5 mn abo no 10 mn B
nauLi 3 KAPTOHHO
neperopo/iKoo

201. | UE®PASOMIH- NMOPOLLIOK A1 PO34UHY My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpaviitHmx 3a UA/4616/01/01

BX®3 Ons iH’ekyin no 500 akuioHepHe TOBapuCTBO "HaykoBo- martepianis: peuyenmom

mr, 1 donakoH 3 TOBapuCTBO BVMPOGHNYNIA LEHTP 3MiHM | TUNY - 3MiHa NocTavasibHNKa
nopoLukom; 1 dpiakoH "HaykoBo- "BopLuariBCbkuiA XiMiko- nakyBaslbHUX MaTepianis abo
3 MOPOLLKOM Y nayuj 3 BUPOGHNUNIA chapmaLeBTUYHMIA 3aBOA" KOMMNEKTYIUNX - BUSTYYEHHS
KapToHy; 5 chnakoHiB 3 LEeHTp HaliMeHyBaHHS NocTavasibHYKIB
NMOPOLLKOM Y KaceTi, Mo "BopLuariBCcbkuii nakyBasIbHUX MaTepianis 3
1 kaceTi B neHasi 3 XiMiKo- peecTpaLiiiHoro Aocke, a came
KapToHy; 1 chnakoH 3 hapmaLeBTUYHNIA po3giny 3.2.P.7 Cuctema
MOPOLLKOM Y 3aBog" KOHTeliHep/3aKynoptoBasibHW 3aci6
KOMMekTi 3 1
amnysio PO34nHHMKA
(Boga ans iH'exuiii) no
5 mny kaceri, no 1
KaceTi B nauyuj; 1
(h/1aKOH 3 MOPOLLKOM Y
KOMM/ekTi 3 1
amnysio PO3UnHHMKA
(Boga ans iH'exuiii) no
5 M B naui 3
KapTOHHOIO
neperopoKo

202. LE®A3O/IH- NOPOLLOK A/191 PO3UYUHY My6niuHe Ykpaina My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/4616/01/02

BX®3 ANs iH'ekuin no 1000 aKuioHepHe TOBapuUCTBO "HaykoBo- marepianis: peyenmom

mr, 1 chnakoH 3 TOBapuCTBO BMPOOHWNYMIA LIEHTP 3MiHK | TUMY - 3MiHa nocTavaslibHMKa
nopotukom; 1 donakoH "HaykoBo- "BopLuariBCcbKuii XiMiko- nakyBanbHUX martepianis abo
3 MOPOLLKOM Yy nauu 3 BMPOGHNUNIA thapmaueBTMYHMin 3aBoa" KOMMNEKTYHOUUX - BUSTYYEHHS
KapToHy; 5 hnakoHis 3 LeHTp HaliMeHyBaHHS nocTadasibHUKIB
NOPOLLKOM Y KaceTi; no "BopLuariBcbkuii nakyBaslbHUX martepianis 3
1 kaceTi B neHasli 3 XiMiKo- peecTpavuiiiHoro Aocbe, a came
KapToHy; 1 chnakoH 3 hapmaLeBTUYHNIA po3giny 3.2.P.7 Cuctema
NMOPOLLKOM Y 3aBog” KOHTelHep/3aKynopoBasibHKiA 3aci6

KOMNAekTi 3 1
amnysio PO34NHHKKA
(Bofa ans iH'ekuiii) no
5mna6ono 10 mny
KacerTi; no 1 kaceTi B
nauui; 1 conakoH 3
MOPOLLKOM Y
KOMNNekTi 3 1
amnyJsio PO3YMHHMKA
(Boga Ans iH'ekuiii) no
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

5 mn a6o no 10 mn B
nauui 3 KAPTOHHO
neperoposKor

203.

LE®DEMIM
AYPOBIHAO

MOPOLLIOK A/18 PO3UUHY
Ons iH'ekuii no 500
mr; 1 doiakoH 3
MOPOLLKOM Yy mavj

AypobiHgo ®apma
nrtp,

IHais

Aypo6iHgo ®apwma /114,

IHais

BHECEHHS 3MiH A0 peecTpavliintHmx
mMaTtepianis: 3miHu 1l TUnNYy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) [0 3060B'A3aHbL Ta YMOB
BMAadi peecTpauiinHoro
noceiAYeHHs, Bkovatoun Mnax
ynpasniHHA pyu3vkamu
(3acTocyBaHHs 3MiH(1), sKi(a)
BMMaralTb(€) NOAA/TbLIOTO
06r'pyHTYBaHHSA HOBUMMU
[0[AaTKOBUM JaHUMK, LLO MaloTb
Ha/JiaBaTncs KOMNETEHTHUM
OpraHoMm, OCKiflbkv BUMaraeTbecs
CYTTEBA OL|iHKA KOMMNETEHTHUM
opraHom) BukoHaHHS 3060B'A3aHb
BiANOBIAHO A0 NignyHkTy 1.13
nyHkTy 1 goaartky 15 o Mopaaky
NpoBefeHHA excnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3aco6M, W0 nogaTbes
Ha flepXxaBHy peecTpaLiito
(nepepeecTpaliio), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH 40 peecTpavliitHmx
mMaTtepianis npoTarom Aii
peecTpavuiiniHOro nNoceig4YeHHs,
3aTBepmAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Hakasy MO3 Big 23.07.2015 Ne
460)

3a
peyenmom

UA/11998/01/01

204.

LE®EMNIM
AYPOBIHAO

MOPOLLOK A4/151 PO3UNHY
Ans iH'ekuii no 1000
Mr; 1 donakoH 3
NMOPOLLKOM Yy nauLi

Aypo6iHgo dapma
nrp,

IHais

AypobiHgo ®apma /174.

IHAis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3miHu Il Tuny - 3miHKn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHst ab6o
3MiHa(1) f0 3060B'A3aHbL Ta YMOB
BMAadi peectpauiiiHoro
nocBiAYeHHs, Bkoyatoun Mnax
ynpasiHHA pu3nKamu
(3acTocyBaHHSA 3MiH(K), AKi(a)
B/MaratoTb(€) nofanbLioro
06r'pyHTYBaHHS HOBMMM
[08aTKOBUM J@HUMMU, LLIO MatoTb
Ha/JiaBaTnca KOMNETEHTHUM
OpraHoMm, OCKi/IbKV BUMaraeTbcs

3a
peyenmom

UA/11998/01/02
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

CyTTEBA OL{iHKa KOMMNETEHTHUM
opraHoMm) BrkoHaHHS1 3060B'13aHb
BiANOBIAHO A0 nignyHkTy 1.13
NyHKTY 1 gogatky 15 go MNopaaky
npoBefeHHA excnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwu, Lo nogarTbes
Ha fepxaBHy peecTpaLiiio
(nepepeecTpal,iio), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis NpoTArom fii
peecTpavyiiiHOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460)

205.

LE®ENIM
AYPOBIHA0

MOPOLLIOK A1 PO3UUHY
Ons iH'ekuin no 2000
Mr; 1 donakoH 3
MOPOLLKOM Yy navi

Aypob6iHgo dapma
n1g,

IHais

Aypob6iHgo ®apwma /174,

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
Marepianis: 3miHu Il Trny - 3miHKn
wofo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo
3MmiHa(1) Ao 3000B'A3aHb Ta yMOB
BMAadi peecTpauiiiHoro
nocBigYeHHs, BKNovatouy MnaH
ynpaeniHHA pyu3viKamu
(3acTocyBaHHSA 3MiH(K), sKi(a)
BMMaraloTb(€) NOAA/TbLIOTO
06r'pyHTYBaHHS HOBMMM
[00aTKOBUM Ai@HUMMK, LLIO MatoTb
HafaBaTUCs KOMMETEHTHUM
OopraHoMm, OCKiflbk/ BUMaraeTbCcs
CyTTEBA OL[iHKA KOMNETEHTHUM
opraHom) BukoHaHHs 3060B'A3aHb
BignosigHo Ao mignyHkTy 1.13
NyHKTY 1 gogatky 15 no MNopsaky
NPOBeAEHHS eKCNepTU3n
peecTpauiiHux maTepianis Ha
nikapcbki 3aco6u, Lo nogaTbes
Ha [epxXaBHy peecTpauito
(NepepeecTpalito), a Takox
ekcnepTusy MaTepianis npo
BHECEHHS 3MiH 40 peecTpavlinHmx
mMarepianis NnpoTArom fii
peecTpaviiiHoOro NocBig4eHHs,
3aTBEpAKEHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Bif 23.07.2015 Ne
460)

3a
peyerimom

UA/11998/01/03
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Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

206.

LMNPO®/IOKC
ALVH EBPO

TabneTkn, BKpUTI
nniBKOBOKO
06010HKO0, 1Mo 250
mr, no 10 TabneTok y
6nictepi, no 1 a6o no
10 6nicTepiB y KOpOOLL
3 KapTOHY

"FOHiK
dapmacbloTuKan
Nab6opaTopiz"
(BipgineHHs dipmmn
"x. B. Kemikana
eHp
dapmacbloTUKaNn3
nrp.")

IHais

tOHik ®apmacbloTukan
Na6opaTtopi3 (BigaineHHs
dipmu "Ox. B. Kemikans eHg,
dapmacbtoTukans J1ta.")

IHais

BHECEHHS 3MiH 0 peecTpavlinHmx
martepianis:
3MiHY Il Tuny - 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 3060B'A3aHbL Ta YMOB
BMAadi peecTpaujiiiHoro
nocBiAYeHHs, Bkovatoun Mnax
ynpasiHHA pu3nKamu
(3acTocyBaHHs 3MiH(1), ski(a)
B/MMaratoTb(€) noganbLioro
06I'pyHTYBaHHSI HOBUMMU
[04aTKOBUM J@HUMMK, LLIO MatoTb
Ha/JaBaTnca KOMNETEHTHUM
OopraHoMm, OCKi/IbKV BUMaraeTbCs
CyTTEBA OL{iHKa KOMMNETEHTHUM
opraHom) - BukoHaHHs1 3060B'3aHb
BiANOBIAHO A0 nmignyHkTy 1.13
nyHKTY 1, NignyHKTy 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBe/EHHS eKCnepTnsmn
peecTpauiiHux matepianis Ha
nikapcbki 3acobu, Lo noaakTbes
Ha JepxaBHy peecTpauito
(nepepeecTpalito), a Takox
ekcnepTusn MaTepianis nNpo
BHECEHHS 3MiH 1O peecTpaLiiiHnx
mMarepianis NpoTArom fii
peecTpaviiiHoro NocBig4YeHHs,
3aTBEpAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460)

3a
peyenmom

UA/3061/02/01

207.

LMNPO®IOKC
AUVH €BPO

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKO0, M0 500
Mr, no 10 TabneTok y
6nictepi, no 1 abo no
10 6nicTepiB y KOpoOL
3 KapTOHY

"FOHiK
dapmacboTuKan
Nab6opaTopi3"
(BipgineHHs cipmmn
"x. B. Kemikana
eHf
dapmacboTuKan3
nrp.")

IHais

IOHik PapmacbloTnkan
Nab6opaTopi3 (BigaineHHs
dipmu "Ix. B. Kemikans eHg,
dapmacbtoTukans J1ta.")

IHais

BHECEHHS 3MiH A0 peecTpavliitHmx
martepianis:
3MiHy Il TRy - 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHst ab6o
3MiHa(1) A0 3060B'A3aHbL Ta YMOB
BMAadi peecTpauiiiHoro
nocBiAYeHHs, Bkoyatoun Mnax
ynpas/iHHA pu3nKamm
(3acTocyBaHHs 3MiH(1), Ski(a)
B/MMaratoTb(€) nofanbLioro
06I'PYHTYBaHHSI HOBUMMU
[04aTKOBUM JaHUMMK, LLIO MatoTb
Ha/JaBaTnCca KOMNETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbest

3a
peyenmom

UA/3061/02/02
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
CyTTEBA OL{iHKa KOMMNETEHTHUM
opraHoMm) - BukoHaHHs 3060B'A3aHb

BiANOBIAHO A0 nignyHkTy 1.13
nyHKTY 1, NignyHKTy 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBe/EHHS eKCnepTnsmn
peecTpauiiHux maTepianis Ha
nikapcbki 3acobu, L0 noaarTbes
Ha [epxaBHy peecTpauito
(nepepeecTpalito), a Takox
ekcnepTusn MaTepianis npo
BHECEHHS 3MiH 1O peecTpaLiiiHnx
mMarepianis NpoTArom fii
peecTpaviiiHoOro nNocBig4eHHs,
3aTBEpAXeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Bif 23.07.2015 Ne
460)

B.o. HayanbHUKa YnpasniHHA dpapmMaleBTUYHOT
OIANBHOCTI Ta AKOCTi (papmaueBTUYHOT NPOAYKLiT

H.B. Myuan




NEPENIK

Aopatok 4

A0 Haka3y MiHicTepcTBa OXOPOHMU
340pOB’A YKpaiHn
04.10.2018 Ne 1810

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

Ne Hassa ®opma surnycKy 3asasHUK KpaiHa Bupo6HuK Kpaina lliocmasa lpoyedypa
n/n NiKapcbKo20
3acoby
1. HEBIBOP/1], Tabnetkn no 5 mr YOPNA TypeuunHa YOPNA TypeyunHa 3acigaHHa HEP Ne BigMoBUTKM y AepxaBHili peecTpauii - peecTpauis Ha 5 pokis
Ne 28 (14x2), Ne MEAVLINH MEAVLIH 13 Big 12.07.2018 . . - " . .
84 (14x6) y /IAU CAH. BE /AU CAH. BiAMOBa Ha eTani creuia/isoBaHoi ekcnepTun BiANOBIAHO [0 BMCHOBKY
6nictepax TIDK. A.LL. BE TIDXK. [enapTameHTy  (papmaueBTUYHOI  AiANbHOCTI: _"3'51 pesynbTaramu
AL eKCnepTu3n NepBYHHMX Ta A0oMnpaLbOoBaHNX MaTepianiB peecTpauiinHoro
pocbe Moaynb 3 «SKiCTb» BCTAHOBJ/IEHO, WO NpPeACTaB/IeHI peecTpaviiHi
mMartepiann He BignosigalTb BUMOram nopsiaky posginy IV Hakasy MO3
Ykpainn Ne 426 Big 26.08.2005 (B pegakuii Haka3y Ne 460 Big 23.07.2015)
2. PUMOHAN Kpanni o4Hi, YOPNA TypeuunHa YOPNA TypeuunHa 3acigaHHa HEP Ne BigmoBUTM y AepXaBHili peecTpauil - peecTpauis Ha 5 pokiB
PO34KH, 2 Mr/mn MEANUNH MEOVUWVH 13 Big 12.07.2018 ) ) )
no5mny ODTANIBMIKC IJTAU CAH. BiiMOBa  BIAMOBIAHO [0  EKCTIEPTHOTO  BMCHOBKY — [lenapTameHTy
cpnakoHax- INAUNAPI NTA, BE TILK. hapmaueBTUYHOI AIANIBHOCTI T 3 ypaxyBaHHAM pilleHHs 3acidaHHs
KpanenbHNLax Ne Wl ALLLL HaykoBo-ekcnepTHoi paav Big 12.07.2018 npotokon Ne 13
1
3. CEPCEHLUA po34nH ans yopna py3ia K.O. PymyHis 3acigaHHa HEP Ne BigmoBuUTM y AepXaBHili peecTpauil - peecTpauisa Ha 5 pokiB
iH eKuii 50 mr/mn, MEOVLIVH NTg Pomdrapm 03 Big 08.02.2018 ) . o . )
no5mn Ne 58 Komnani pekoMeHA0BaHO A0 BiAMOBM Ha eTani cnewjiani3oBaHOi eKCneTusu 3rigHo
amnynax C.PJ. BMCHOBKY [lenmapTameHTy dhapmaueBTUYHOI AiSNbHOCTI "3a pe3ynbTaTom

NpoBefeHOl eKCnepTM3n 4Yepes BiACYTHICTb HAUIEXHO O0O6rpyHTOBaHOT
hapMaLeBTUYHOT PO3POOKM, nNUTaHb LWOAO0 cneuudpikauii i meToais
KOHTPOIO SIKOCTi NiKapCbKoro 3acoby, He[oCTaTHOCTI HagaHoi iHdhopmauii
o0 AOCHiKeHHs cTabiNbHOCTI rOTOBOrO NiKapcbkoro 3acoby MoXHa
3po6GUTU BUCHOBOK MPO HEeAOCTaTHili piBEeHb MiATOTOBKU peecTpauiliHux
marepianis 3a Mogynem 3. AkiCTb Nikapcbkoro 3acoby

B.0. HayanbHUKa YnpaBniHHA (hapmMaueBTUYHOI
OIANBHOCTI Ta AKOCTI (papmavueBTUYHOT NPOAYKLiT

H.B. Myuan
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