MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
26.04.2018 Ne 803
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



3actynHuk MiHicTpa
HauvanbHUK YTipaB/iiHHA
dhapMalieBTUYHOI AisTbHOCTI

Ta SIKOCTi hapMalieBTHUHOI TTPOAYKIIil

HauasibHUK YTipaBiiHHS IPaBOBOr'O
3abe3reueHHs

HauanbHUK YTipaBiiHHA

opraisatjifiHoro 3abe3rneueHHst pob60TU

arlapary

3aBigyBau CeKTOpy OL[IHKK Ta
YCYHEHHS KOPYIILIIMHUX PU3HKIB

HauasnbHUK YTipaBiiHHA Oprati3sariil
poboTu KepiBHUI[TBa MiHicTepcTBa

Peectp po3cunku:

Jl0 CTIpaBU

YnpaBninHs ¢papMarieBTUYHOI Jis/TbHOCTi

Ta KOCTi (papmMaLieBTUUHOT ITPOAYKLiT

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

Ta KOHTPOJIIO 32 HAPKOTUKaMH

'yuan H.B.
200-06-68
223-58-20

P. Inuk

T. JISCKOBCLKUM

JI. [Jlem1lieBCbKa

I. Bennuko

C. Mycisika

C. AHTOHOB

- 2 IPUMipHUKHA

- 1 npyuMipHUK
- 1 npyUMipHUK

- 1 npuMipHUK



Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

26.04.2018 Ne 803

NMEPENIK
SAPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIO/IOINYHUX MPEMNAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHI

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo2o
3acooby yrnakoska) nocBi0O4Y€eHHs1
1. | BOCEHTAH- TabneTkn, BKPUTI TOB "CaHodi- Ykpaina KoHTposb Ta BMNyckK Yecbka peecTpauis Ha 5 pokiB 3a He UA/16655/01/01
CAHOO®I NNiBKOBOK 060/10HKOIO, ABEHTIC cepiii: Pecny6nika/ peyenmom nionsieae
no 62,5 mr Ne 56 (14x4): YkpaiHa" TOB "3eHTiBa", TypeyunHa MepioAnyHICTb NOAAHHS PErynsapHo
no 14 TabneTtok y Yecbka Pecny6rika; OHOBJOBAHOTO 3BITY 3 6e3neKn
6nicTepi; no 4 6nictepn y Brpo6HMUTBO BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
KapTOHHI KOpooLi roToBOI NiKapcbKoi hapmakoHarnsay, 3aTtBepKeHoro
dhopMu, NepBUHHE Haka3om MiHicTepcTBa OXOPOHM
Ta BTOPUHHE 300pOB’A YKpaiHu Bif 27 rpygHs
nakyBaHHs, 2006 poky Ne 898, 3apeecTpoBaHuii
KOHTPO/b Ta BUMYCK B MiHicTepcTBi tocTuuii Ykpainm 19
cepiii: rpyaHs 2016 poky 3a Ne 1649/29779
3eHTiBa Carnuk (y pegakuii Hakasy MiHicTepcTBa
YpyHnepi CaHai Be OXOPOHU 340POB’A YkpaiHu Bif 26
TigpkapeT A.LL., BepecHs 2016 poky Ne 996),
TypeuunHa CTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
NOAAaHHSA perynsipHuX 3BiTiB 3
6e3neku
2. | BOCEHTAH- TabneTkn, BKPUTI TOB "CaHodi- Ykpaina KoHTpO/b Ta BMNyCK Yecbka peecTpauis Ha 5 pokiB 3a He UA/16655/01/02
CAHO®I NNiBKOBOIO 060/I0HKOI0, ABEHTIC cepiii: Pecny6nika/ peyenmom nidnsieae
no 125 mr Ne 56 (14x4): YkpaiHa" TOB "3eHTiBa", TypeyunHa MepiognyHICTb NOAAHHS PErynspHo
no 14 TabneTok y Yecbka Pecny6rika; OHOBJIOBAHOTO 3BITY 3 6e3neKkn
6nicTepi; no 4 6nictepn y Brpo6HMUTBO BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
KapTOHHI KopooLi roToBOI NiKapcbKoi hapmakoHarnsay, 3aTtBepKeHoro
dhopMu, NepBUHHE Hakazom MiHicTepcTBa OXOPOHMW
Ta BTOPUHHE 3[10pOB’A YKpaiHu Bif 27 rpyaHa
nakyBaHHs, 2006 poky Ne 898, 3apeecTpoBaHuii
KOHTPO/b Ta BUMYCK B MiHicTepcTBi tocTuuii Ykpainm 19
cepiii: rpyaHsa 2016 poky 3a Ne 1649/29779
3eHTiBa Carnuk (y pegakuii Hakasy MiHicTepcTBa
YpyHnepi CaHai Be O0XOPOHU 340POB’A YKpaiHu Bif 26
TipxapeT A.LL., BepecHs 2016 poky Ne 996),
TypeuunHa CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noAaHHA perynspHux 3BiTiB 3




Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
6e3neku
3. | BOTOKC® MOPOLLIOK 4151 PO3UUHY AnnepraH IpnaHgjs AnnepraH IpnaHgis peecTpauist Ha 5 pokis 3a He UA/16656/01/01
KOMMNJIEKC Ans iH'ekuii no 100 dPapmacbioTikas PapmacbioTikan3 MepioAnYHICTb NOAAHHS PerynsapHo peyenmom niossieae
BOTYNIHIYHOIO | oavHuub-AnnepraH y 3 IpnaHgis IpnaHgis OHOB/ItOBAHOTO 3BITY 3 6e3neku
TOKCUHY TUNY donakoHi Nel BiANOBIAHO A0 MopsAaky 34iNCHEHHS
A (BIA hapmakoHarnsgy, 3aTtBepKeHoro
CLOSTRIDIUM Haka3om MiHicTepcTBa OXOPOHU
BOTULINUM) 300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMK Y NepiognNYHOCTI
NOAAaHHSA PerynspHuX 3BiTiB 3
6e3neku
4. | BOTOKC® MOPOLLIOK A/151 PO3UUHY AnnepraH IpnaHgis AnnepraH IpnaHgis peecTpaList Ha 5 pokis 3a He UA/16656/01/02
KOMMNJIEKC ons iH'ekuin no 200 dapmacbtoTikan dapmacbioTikans MepioAnYHICTb MOAAHHS PErYNISIPHO peyenmom niossiecae
BOTYNIHIYHOIO | oavHuub-Anneprad y 3 Ipnangis IpnaHgais OHOBJIHOBAHOrO 3BITY 3 6e3neku
TOKCUHY TUMNY dnakoHi Nel BiNOBIAHO A0 MOopsAAKY 34iNCHEHHS
A (BI4 hapmakoHarnsigy, 3aTtBepaKeHoro
CLOSTRIDIUM Haka3zom MiHicTepcTBa OXOPOHU
BOTULINUM) 37,0pOB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHmii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpOKamum,
3a3HavyeHVMK Y NepiognNyHOCTI
NoAAaHHA PerynsapHuX 3BiTiB 3
6e3neku
5. | BAJICAP-AM TabneTkun, BKpUTI Aypo6iHao IHais Aypob6iHao Papma IHAis peecTpauis Ha 5 pokiB 3a He UA/16657/01/01
NAiBKOBOK 060/I0HKOIO, Papma /114 Nimiten - FOHIT VII peyenmom nionseae

no 5 mr/160 mr Ne30
(10x3) y 6nicTepax

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiiNOBIAHO A0 MOPsAKY 34iNCHEHHS
dhapmakoHarnsgy, 3aTsepkeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Bif, 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pegakuji Hakasy MiHicTepcTBa




Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996), ans
NiKapCcbKoro 3acoby CTaHOBUTb:

BiANOBIAHO A0 NepioanYHOCTI
cKnafaHHsA perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, A03BONEHOTO A0
MeAMYHOr0o 3aCTOCYBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

6. | BAJICAP-AM TabneTku, BKpUTI Aypob6iHao IHais AypobiHgo Papma IHais peecTpauis Ha 5 poki 3a He UA/16657/01/02
NAiBKOBOI 060/I0HKOI, dapma 174 Nimiten - FOHIT VII peyenmom nionsi2ae
no 10 mr/160 mr Ne30 MepioAnYHICTb NOAAHHS PErynsapHO
(10x3) y 6nicTepax OHOB/tOBAHOTO 3BITY 3 6e3neku

BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
hapmakoHarnagy, 3atBepKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996), ans
NiKapCbKoro 3acoby CTaHOBUTL:!
BiANOBIAHO A0 NepioAnYHOCTI
CKNafiaHHsA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, [03BONEHOrO 0
Me[MYHOro 3aCTOCYBaHHS, Ha
LeHTPa/IbHOMY piBHI.

7. | BINAArAINTUH nopoLLoK (cybcTaHLis) B TOB"APTEPIYM YkpaiHa Megixem ManbTa peecTpadist Ha 5 pokis - He UA/16658/01/01
nakeTax noslieTueHoBMX nTar MeH'tochbekuepiHr niosnsiecae
NPO30pPUX 3aTArHYTUX (ManbTa) N1A.
CTSKKOI A
thapmaLeBTUYHOIo
3aCTOCyBaHHSA
8. | NOANKCAHOI - pO34MH ANns iH'ekuiid, 320 "HOHiK IHAjs "FOHik IHAis peecTpadist Ha 5 pokis 3a He UA/16675/01/01
FOHIK mr/ma no 50 mn, 100 mn PapmacboTuKaUl dapmacbloTUKan MepiognyHiCTb NOAAHHA PErynsipHO peyenmom niosisi2ae
y thnakoHax Nel Na6opaTtopiz" Na6opatopis" OHOBJIHOBAHOrO 3BITY 3 6e3neku
(BigAineHHn (BiggineHHs dipmm BiiNOBIAHO A0 MOPsAKY 34iNCHEHHS
cipmm "Ox. B. "Ix. B. Kemikan3 thapmakoHarnagy, 3aTBepKeHoro
Kemikans eHpg, eHf, Haka3zom MiHicTepcTBa OXOPOHU
PapmacboTuKasl dapmacboTUKan3 300pOB’A YKpaiHu Bif, 27 rpygHa
3/1tp.") ntp.") 2006 poky Ne 898, 3apeecTpoBaHuii

B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pegakuji Hakasy MiHicTepcTBa




Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNyYHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.
9. | KPANI Kpanni opasibHi, PO34uH, 3AT "BepeLu YropwumHa 3AT "bepeLu YroplwuHa peecTpauis Ha 5 poki 6e3 nionseae UA/16660/01/01
BEPELL® no 30 My d1akoHi 3 dapma" dapma” peyenma
EKCTPA Npo6KoK-KpanenbHULLEH MepioAnYHICTb NOAAHHS PerynsapHo
Ne 1 a60 Ne 4; no 100 mn OHOB/ItOBAHOTO 3BITY 3 6e3neku
y hnakoHi 3 NpobKoto- BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
KpanensHuueto Ne 1; no dhapmakoHarnsgy, 3aTBepkeHoro
30 mn 'y conakoHi Ne 1 Haka3om MiHicTepcTBa OXOPOHU
a6o Ne 4 y komnnekTi 3 300pOB’A YKpaiHu Bif 27 rpygHs
OKpeMUM [03YH4nUM 2006 poky Ne 898, 3apeecTpoBaHuii
Hacocom; no 100 mny B MiHicTepcTBi tocTuLii YkpaiHn 19
nakoHi Nel y KoMnniekTi rpyaHs 2016 poky 3a Ne 1649/29779
3 OKPEMUM [03YH0UUM (y pepakuii Hakasy MiHicTepcTBa
Hacocom OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMK Y NepiognNYHOCTI
NOAAaHHSA PerynsaTopHuX 3BITiB 3
6e3neku.
10. | MAVKNAB MOPOLLIOK A1 OPasTbHOT tOHikem IHAjis tOHikem IHAis peecTpadist Ha 5 pokis 3a He UA/16661/01/01
cycneHsii 200 mr/28,5 mr JNabopaTtopis JNabopaTtopis peyenmom niossiecae
B 5 Mn y dpnakoHax Nel JNimiTeq JNimiteq
11. | MAVKNAB MOPOLLIOK A1 OPasTbHOT tOHikem IHAjs FOHikem IHAis peecTpadist Ha 5 pokis 3a He UA/16661/01/02
cycnensii 125 mr/31,25 Na6opaTopi3 JNlabopaTopis peyenmom niosisieae
Mr B 5 My donakoHax NimiTen Nimiteq
Neol
12. | MAMKNAB 625 TabneTku, BKpUTI tOHikem IHAjs HOHikem IHAjs peecTpauisi Ha 5 pokis 3a He UA/16661/02/01
NNiBKOBOI 060/I0HKOIO, Nab6opaTopi3 Na6opaTtopi3 peuenmom nionsieae
no 500 mr/125 mr Ne60 Niviten Nimiteq
(6x1)x10) y cTpunax
13. | MOKCU®DJ/TIOKCA | Tabnetku, BKpUTI TOB YkpaiHa TOB "®APMEKC YkpaiHa peecTpadiist Ha 5 pokis 3a He UA/16662/01/01
UNH-®PAPMEKC 060/10HKOI0, N0 400 Mr "®APMEKC reymn peyenmom nionsicae
no 5 Tabnetok y reyn MepioAnYHICTb NOAAHHS PerynsapHo

6nictepi, no 1 a6o 2
6nicTepy B KapPTOHHIN
Kopo6Li; no 10 TabneTok
y 6nicTepi, no 1 6nictepy
B KAPTOHHIli Kopoobu,i

OHOBJIIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro

Haka3zom MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHs 2016 poky 3a Ne 1649/29779

(y pefakuii Hakasy MiHicTepcTBa




Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNyYHOCTI
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku
14. | MOKCU®DJIOKCA | kpanni o4Hi, 5 mr/mn no 5 TOB YkpaiHa TOB "®APMEKC YkpaiHa peecTpauis Ha 5 poki 3a He UA/16662/02/01
UNH-®APMEKC My donakoHi, no 1 "®APMEKC reyn" peyenmom nionisicae
chnakoHy pasom 3 reyn MepioAnYHICTb NOAAHHS PerynsapHo
KPYLLKOO-KpanenbHULEe OHOB/IHOBAHOTO 3BITY 3 6e3neku
B NayLi 3 KapTOHY BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLii YkpaiHn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMK Y NepiognNYHOCTI
NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku
15. | NOBIAOH-NOA, NopoLLoK (cybcTaHuis) y TOB YkpaiHa BUPOGHWK, LLIO HimeuunHa/ peecTpadist Ha 5 pokis - He UA/16663/01/01
noieTUNEHOBMX MilKax "TK"ABPOPA" Bignosigae 3a CLWA niossiecae
AnA dhapmaueBTU4HOro BUMYCK cepii:
3aCcTOCyBaHHsA BAC® CE,
HimeyuunHa;
BMPOGHMLITBO,
ynakoBka, KOHTPO/1b
cepit:
Kopnopauis BAC®,
CLUA
16. | ®OCPOMIUMHY | nopowok (cybcTaHuis) y ToBapucTBo 3 YkpaiHa IHTEPKBIM C.A. AE Mekcuka peecTpauist Ha 5 pokis - He UA/16664/01/01
TPOMETAMON noAgiliHmx 06MeXeHo L.B. niosnsieae
nonieTMNeHoBKX NakeTax | BigNOBiAaNbHICT
AnA hapmauesTU4HOro (0]
3aCTOCyBaHHSA "®apmaueBTUYH
a Komnais
"3popos'a”
17. | OPENM® Tabnetkn no 5 mr, in MAT "®apmak” YkpaiHa PonTic Xennac Mpeuis peecTpauis Ha 5 pokiB - He UA/16653/01/01
bulk: no 10 TabneTok y Megikan eHg, MepiognyHICTb NOA4AHHS PEryNsapHO nionsiecae
6nictepax, no 1680 dapmacbloTikan OHOB/THOBAHOrO 3BITY 3 6e3neku
6nicTepis y Kopobui Mpopaktc C.A. BiANOBIAHO A0 MopsAAKy 3A4iNCHEHHS

chapmakoHarnsgy, 3aTBepxeHoro
Hakazom MiHiCTepcTBa OXOPOHM




n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHmii
B MiHicTepcTBi tocTuuii Ykpaitm 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MinicTepcTBa
0XOPOHU 340POB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riJHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
noJaHHA perynspHux 3BiTiB 3
6e3neku

18.

DPENM®

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

MAT "®apmak”

YkpaiHa

MAT "®apmak”,
YKpaiHa
(BUPOGHMLTBO 3
npoaykuii in bulk
ipMn-BUpPOGHMKA
PonTic Xennac
Megjikan eHg
dapmacbloTikan
Mpopaktc C.A.,
peuis )

YkpaiHa

peecTpauis Ha 5 pokiB
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iNCHEHHS
hapmakoHarnagy, 3aTsepykeHoro
Haka3oMm MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHu Bif 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpaitm 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku

3a
peyenmom

He
nionsieae

UA/16654/01/01

19.

DPENM®

Tabnetkun no 10 mr, in
bulk: no 10 TabneTok y
6nictepax, no 1680
6nicTepiB y Kopobu,i

MAT "®apmak”

YkpaiHa

PoHTic Xennac
Megikan eHg,
PapmachbloTikan
Mpopaktc C.A.

Mpeuis

peecTpauis Ha 5 pokiB
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsaaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa 0XOPOHU
3710pOB’sl YKpaiHu Bifg 27 rpyaHs
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),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMU y NepioanYHoCTI
NoJaHHs perynsipHuxX 3BiTiB 3
6e3neku

He
nionsizae

UA/16653/01/02

20.

DPENM®

Tabnetku no 15 mr, in
bulk: no 10 TabneTok y

MAT "®apmak”

Ykpaina

PonTic Xennac
Megikan eHg

Mpevjs

peecTpauis Ha 5 pokiB
MepiognYHICTb NOAAHHS PerynsipHo

He
niossieae

UA/16653/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nictepax, no 1680
6nicTepis y kopoobLi

dapmacbloTikan
Mpopaktc C.A.

OHOBJIHOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro

Haka3zom MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHs 2016 poky 3a Ne 1649/29779

(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK Y NepioanNyYHOCTI
NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku

21.

OPENM®

Tabnetkun no 30 mr, in
bulk: no 10 TabneTok y
6nictepax, no 1344
6nictepun y Kopobui

MAT "®apmak”

YkpaiHa

PoHTic Xennac
Megikan eHg,
dapmacbroTiKas
MNpopaktc C.A.

Mpeuis

peecTpauis Ha 5 poki
MepiognyHiCTb NOAAHHA PErynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHmii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MinicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVM1 y NepiognuyHOCTI
noJaHHA perynspHux 3BiTiB 3
6e3neku

He
niosnsiecae

UA/16653/01/04

22.

OPENM®

Tabnetku no 10 mr, no
10 Tabnetok y 6nictepi,
no 3 6nictepun B naui

MAT "®apmak”

YkpaiHa

MAT "dapmak”,
YkpaiHa
(BMPOGHMLTBO 3
npogykuii in bulk
hipMmn-BUPOGHUKA
PonTic Xennac
Megikan eHg,
PapmachbloTikan
Mpopgaktc C.A.,
peuis )

YkpaiHa

peecTpauis Ha 5 pokiB
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iNCHEHHS
hapmakoHarnagy, 3aTBepaykeHoro
Hakazom MiHiCTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLi YkpaiHn 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MinicTepcTBa
OXOPOHM 340pOB’S YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamM,
3a3Ha4YeHVMKM Y NepiogNYHOCTI

3a
peuyenmom

He
nionsiecae

UA/16654/01/02
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Ne Hassa dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
noJaHHA perynsipHux 3BiTiB 3
6e3neku
23. | DPENM® Tabnetku no 15 mr, no MAT "®apmak” YkpaiHa MAT "®apmak”, Ykpaina peecTpauis Ha 5 pokiB 3a He UA/16654/01/03
10 Tabnetok y 6nictepi, YkpaiHa MepiognyHICTb NOAAHHS PerynspHo peuenmom nionsicae
no 3 6nictepu B nayuj (BUPOGHMLTBO 3 OHOB/IHOBAHOrO 3BITY 3 6e3neku
npoaykuii in bulk BiANOBIAHO A0 MopsAaKy 3A4iNCHEHHS
ipMn-BUpOBHMKA hapmakoHarnsay, 3aTBepKeHoro
PoHTic Xennac Haka3om MiHicTepcTBa OXOPOHM
Megikan eHg 3[10pOB’A YKpaiHu Bif 27 rpyaHs
dapmacbloTikan 2006 poky Ne 898, 3apeecTpoBaHuii
Mpopaktc C.A., B MiHicTepcTBi tocTuuii Ykpainm 19
peuis ) rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB’SA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku
24. | PPENM® Tabnetku no 30 mr, No MAT "dapmak” YKkpaina MAT "dapmak”, YKpaiHa peecTpauis Ha 5 pokiB 3a He UA/16654/01/04
10 Tabnetok y 6nicTepi, Ykpaina MepioAnYHICTb NOAAHHS PerynsapHo peuenmom niossieae

no 3 6nictepu B naywj

(BUPOBHULTBO 3
npoaykuii in bulk
PipMmn-BUPOGHIMKa
PoHTic Xennac
Megikan eHpg,
PapmacboTikau
MNpopaktc C.A.,
Ipeuis )

OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANoBiAHO A0 MNopaaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro

Haka3oM MiHicTepcTBa 0XOPOHU

3[10pOB’sl YKpaiHu Bifg 27 rpyaHs
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),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMU y NepioanyYHOCTI
NoJaHHs perynsipHuX 3BiTiB 3
6e3neku

HauyanbHuK YnpaBniHHA dpapMmaleBTUYHOI
OIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. NIAacKOBCbKUA




NMEPENIK

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
26.04.2018 Ne 803

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

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa BionycKy HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
1. | AHOPOKYP® PO34UH ONiliHWIA AnA Baiiep ®apma HimeuunHa Baiiep ®apma Al HimeuunHa MepepeecTpauis Ha 3a He nidnsizae UA/4848/02/01
AENO iH'ekyiii, 300 mr/3 mn, no 3 Al HeobMexeHuit TepMiH. 3MiHu I peyenmom
M B amnyni; no 3 amnynun

B KQpPTOHHI nauui

TMny - 3MiHN WOA0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHun y
KOPOTKili XxapakTepuctui
NiKapCbKOro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKLUi Ans
MeAMYHOro 3aCTOCYBaHHA y
3B’A3KY i3 HOBUMM JaHNMU 3

AKOCTI, AOKMIHIYHUMM, KIHIYHUMUN
JaHuMU Ta AaHuMK 3
thapmakoHarnsgy - 3miHu
BHECEHO [0 IHCTPYKUiT ANns
MEJUYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ginis

"®apMaKkonorivHi
B/1ACTMBOCTI"(YTOYHEHHS

iHchbopmawii), "B3aemogis 3
IHLWMMK niKkapcbknmy 3acobamm
Ta iHWi BUAW B3aemopiii",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6b 3acTocyBaHHA Ta
[031"(YTOUYHEHHS iHdhopmaLii),
"Mo6iuHi peakuji " BiANOBIAHO A0
mMarepianis peecTpauiiHoro
[10CbE.

MepioAnyHICTb NofaHHSA
perynspHoO OHOBJ/IIOBAHOIO 3BITY 3
6e3neku BignosigHo Ao MNopsagky

3[iiCHEeHHs1 chapmakoHarnagy,
3aTBEPAKEHOT0 HaKa3om
MiHicTepcTBa OXOPOHM 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B

MiHicTepcTBi ocTuuii Ykpainm 19
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’SA
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMu, 3a3HaYeHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.
2. | BEHOKCI Kpanni o4Hi, po3unH 0,4 %, TOB "YHIME[, Cnosaubka TOB "YHIME[, CnoBaubka MepepeecTpauis Ha 3a He nidnsizae UA/12824/01/01
no 10 mn y KoHTeliHepi- DPAPMA" Pecny6nika PAPMA" Pecny6nika HeobMeXeHnin TepMiH. 3MiHu | peuenmom

KpanenbHuui; no 1

KOHTeliHepy-KpanenbHuL;

B KapTOHHIi kopobui

Tvny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y

KOPOTKiil xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIi A5
MeJMYHOro 3acTOCyBaHHsA Ha
nigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3acToCyBaHHs NikapCbKoro
3acoby B nmicnspeecTpauiiHmii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 fOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 nnaHy
negiatpuyHmx gocnigpxkers (PIP)

(3MiHy y3rofxeHo 3

KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHVW BHECEHO [0
IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHS liKapCbKOro
3acoby Ao po3ainis
"MpoTmnokasaHHA", "OcobanBOCTI
3acTocyBaHHs",
"Mepeno3yBaHHs", "INoGiYHi
peakuii" BignoBiAHO A0 OHOBNEHOT
iHchbopmav,ii 3 6esnekn
3aCTOCyBaHHS Ait040i PEYOBUHMW.

MepiognyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO Ao MNopsaky

3fjiicHeHHs hapmakoHarnsay,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340P0B'A
YKpainu Big 27 rpyaHs 2006 poky
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n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

3acoby

Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLi Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMK, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

BEP/ITIOH® 600
oA

KOHLEHTpAaT 4718 PO3UnHY
Ans iHdysili, 600 O/ (600
Mmr)/24 mn, no 24 mn B
amnyni; no 5 a6o 10
amnyn y KapTOHHIN
Kopoobui

BEPNIH-XEMI
Al

HimeyunHa

Brpo6HMLUTBO «in
bulk», nakyBaHHs,
KOHTPO/b cepiit:
XamersbH
dapmacboTrKan3
M6X, HimeuuunHa,;
Bunyck cepii:
BEP/NIH-XEMI AT,
HimeuunHa,
Brpo6HMLUTBO «in
bulk», nepBnHHe
nakyBaHHS,
KOHTPO/b Cepiii:
EBEP dapma ena
M6X, HimeuuunHa,;
BTopuHHe
nakyBaHHs (B TOMy
4uncni MapkyBaHHS
amnyn):
EBEP dapma lena
'M6X, HimeuunHa

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHWin TepMiH. 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKiil XapakTepucTumui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUi 4515
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapcbkoro
3acoby B nicnapeecTpaviiiHmii
nepiog, abo sk pe3ynbTart OLiHKN
3BiTY 3 fOCNiMKEHb, NPOBEAEHNX
BIANOBIAHO [0 NnaHy
negiatpnyHux gocnimpkers (PIP)
(3MiHy y3rofxeHo 3
KOMNETEeHTHUM YNOBHOBAXEHNUM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKUIT 418 MeanyHOoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby Ao po3ginis
"®apMakonoriyHi BracTnsocTi”,
"MpoTunokasaHHa", "Cnoci6
3acTocyBaHHs Ta 4o3un",
"B3aemMogis 3 iHWnmun
nikapcbknmy 3acobamm Ta iHLWi
BMAM B3aemogiin”, "Oco6mBOCTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "Mo6iyHi peakwyi”
BiANOBIAHO A0 OHOB/EHOT
iHbopmawii 3 6e3neku aitoyoi

PEYOBUHM JTiIKAPCLKOTO 3aco0y.

3a
peyerimom

He nionsieae

UA/6426/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky

3[jificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainuu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMK, 3a3HaYeHUMKN y
nepioguYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

BA3OHIT

Tabnetku petapg, BKpUTI
060/10HKOI0, M0 600 Mr, MO
10 Tabnetok y 6nicTepi,
no 2 6nictepu B KopobLi 3
KapToHY

TOB "BAJIEAHT
®APMACBIOTIK
AN3"

YKpaiHa

1. dapma MM6X,
ABCTpISi;
BignosigansHuii 3a
BUNYCK cepil:
.. dapma M'moéX,
ABCTpIs

ABCTpist

MepepeecTpaduis Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3arasibHeHUX faHuX
npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHWX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHVIKa AN 34iACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BiiMiHHa BiZ,
YMOBHOBAXEHOT 0CO6H,
BignoBiganbHOI 3a 34jACHEHHS
hapmakoHarnagy (Bkirovaoun
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLieHHi MacTep-chaiina
cuctemu chapmakoHarnisgy),
3MiHa KOHTaKTHUX JaHux
yMOBHOBaXeHOI 0cobu, 3MiHa
KOHTaKTHUX JaHWUX KOHTaKTHOT
0ocobu 3asBHUKA 415 34iACHEHS
thapmakoHarnagy B Ykpaini,
3MiHa PO3MilLleHHA MacTep
dhaiiny cuctemu

3a
peyenmom

He nionsieae

UA/8138/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

hapmakoHarnagy, amiHa Micus
3[iACHEHHS OCHOBHOI AisANIbHOCTI
3 chapmakoHarnsagy. 3miHu | Tuny
- 3MiHu Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKill XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYBaHHS /iKapcbkoro
3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTart OLiHKN
3BITY 3 JOCNIAKEHb, MPOBEAEHNX
BiANOBIAHO [0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rogxeHo 3
KOMNETEeHTHUM YNOBHOBAXEHNM
opraHom) - 3mMiHV BHeCeHi [0
IHCTpYKUii ANns MeguyHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby Ao po3ginis "Cnocié
3aCcToCyBaHHA Ta [03n",
"Mepepno3yBaHHA", "MOGIYHI
peaxuii" BignoBiAHO A0 OHOBNEHOT
iHchopmawii 3 6e3neku giroyoi
peyoBuHU

MepiognyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsagky

34iiCHeHHs chapmakoHarnagy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLi Ykpainu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKamMu, 3a3HaYeHMUN y
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Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

FEMO®EPOH

pO34unH opasibHUiA no 200
M1y hnakoHi; no 1
NakoHy 3 MipHUM
cTakaH4ukom Ta/abo
[03YH04MM LUNPULLOM Y
nauuj 3 KapToHy

CninebHe
YKpPaiHCLKO-
icnaHcbke
nigNpUeEMCTBO
"Cnepko
YkpaiHa"

YKpaiHa

CninbHe yKpaiHCbKO-
icnaHcbke
niANPMEMCTBO
"Cnepko YkpaiHa"

Ykpaina

MepepeecTpavia Ha
HeobMeXeHW TepPMIH.

MepioAnyHICTb NogaHHSA
perynspHoO OHOBJ/IIOBAHOIO 3BITY 3
6e3neku BignosigHo o Mopsagky

3[iiCHeHHSs chapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLi Ykpainu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riHO
3i CTpOKamMu, 3a3HaYeHMUN y
nepiognYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

be3s
peuyenma

nionsizae

UA/7567/01/01

ENIFEH IHTUM

cnpeii 0,1%, no 15 mn abo
no 60 mMn y NnnacTukoBomy
dhnakoHi; no 1 dpakoHy y
KOMNJIEKTi 3 HacafKor
015 PO3NU/TIOBAHHA Y
KapTOHHI ynakoBLi

XEMITPYM
®PAHC

dpaHuis

XemiHoBa
IHTepHacioHas1b
C.A., IcnaHis;
B.BEPAYH MEAIKAN
C.A., IcnaHig

Icnanis

MepepeecTpadis Ha
HeobMeXeHWin TepMiH.

MepiognyHICTb NOAAHHSA
perynsipHo OHOBJ/IHOBAHOIO 3BITY 3
6e3neku BignosigHo o Mopagky

3[jliCHEHHST (hapMakoHarnsay,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM 340POB’A
Ykpainm Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKkpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’A
YKpainu Bif 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHMmn y
nepiognYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

6e3
peyenma

nionsieae

UA/5715/01/01

IXTION

Cyno3nTOpIi peKkTasibHi No
0,2 r no 5 cynosuTopiis y
CTpuni; No 2 cTpunn y
nauvj 3 KapToHy

MAT
"MoHdapm"

Ykpaina

MAT "MoHcbapm"

YkpaiHa

MepepeecTpavis Ha
HeoOMeXeHWin TepMiH.

MepiognyHICTb NOAAHHSA
peryasipHo OHOBJ/THOBAHOIO 3BITY 3

6e3
peyenma

nionsieae

UA/7840/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

6e3neku BignoBigHO A0 MNopsaaky
3[jiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKaMM, 3a3HaYeHUMK y
nepioguYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

KBETWPOH 100

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
100 wr, no 10 TabneTok y
6nictepi, no 1 a6o 3, abo
6 6nicTepis y nauui

TOB "®apma
Crapt”

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

MepepeecTpavisa Ha
HeobMeXeHWin TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3neku
3aCTOCYBaHHS liKapCbKOro
3acoby B micnspeecTpavyiiiHmi
nepiog, abo sk pe3ynbTart OLiHKN
3BiTY 3 AOCNIZKEHb, NPOBEAEHNX
BiAMNOBIAHO A0 NnaHy
negiatpuuHmx gocnigpxkers (PIP)
(3MiHy y3rogxeHo 3
KOMNETeHTHUM YMOBHOBaXEHNUM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKLii Ans MeguyHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby y po3ginu:
"®apmakonoriyHi BnactneocTi”
(iHchopmauist 3 6e3nekn),
"B3aemogisa 3 iHWMmn
NiKapcbknmy 3acobamm Ta iHLWi
BMAM B3aemogii”, "Oco6/mBOCTi
3acTocyBaHHA",
"Mepepno3yBaHHs", "MobiYHi

3a
peyenmom

He nionsieae

UA/8372/01/02
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n/n

JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o

nocsBi0OYeHHs

KBETUPOH 200

peakuii" BigNoBiAHO 40 OHOBNEHOT
iHcbopmawuii 3 6e3neku aitoyoi
peyoBuHN

MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky

3fjificHEHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainuu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMm, 3a3HaYeHUMK y
nepioguYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
200 wr, no 10 TabneTok y
6nictepi, no 1 abo 3, abo
6 6nicTepis y nauui

TOB "®apma
Crapt”

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

MepepeecTpavisa Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, abo
pocnipkeHb 3 6e3neku
3aCTOCYBaHHS liKapCbKOro
3acoby B micnspeecTpavyiiiHmi
nepiog, abo sk pe3ynbTart OLiHKN
3BiTY 3 AOCNIZKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHmx gocnigpxkers (PIP)
(3MiHy y3rogxeHo 3
KOMNETeHTHUM YMOBHOBaXEHNUM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKLii Ans MeguyHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby y po3ginu:
"apmakonoriyHi BractneocTti”

3a
peyenmom

He nionsieae

UA/8372/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

(iHchbopmauisn 3 6esneku),
"B3aemogis 3 iHWyMn
nikapcbknMun 3acobamm Ta iHLWi
BMAM B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs",
"Mepeno3yBaHHs", "INoGIYHiI
peakuii" BigNoBiAHO A0 OHOBNEHOT
iHcbopmawuii 3 6e3neku aitoyoi
peyoBuHN

MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky

3[ificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainuu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKaMm, 3a3HaYeHUMK y
nepiognuYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

10.

KBETUPOH 25

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
25 mr, no 30 TabneTok y
6nictepi, no 1 6nictepy B
navu,i

TOB "®apma
Crapt”

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

MepepeecTpavisa Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynisipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3neku
3aCTOCYBaHHS liKapCbKOro
3acoby B micnspeecTpavyiiiHmii
nepiog, abo sk pe3ynbTart OLiHKN
3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiAMNOBIAHO A0 NnaHy
negiatpuyHmx gocnigpxkers (PIP)
(3MiHY y3romkeHo 3

3a
peyenmom

He nionsieae

UA/8372/01/01




21

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

KOMNETEeHTHUM YNOBHOBAXEHNM
opraHom) - 3MiHVM BHECEHO A0
IHCTpYKUii ANns MeguyHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby y po3ginu:
"®apmMakooriyHi BNacTuBoCTi"
(iHchbopmavuisn 3 6esneku),
"B3aemogis 3 iHWyMK
nikapcbknMun 3acobamm Ta iHLWi
BMAM B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs",
"Mepeno3yBaHHs", "NoGiYHi
peakuii" BigNoBiAHO A0 OHOBNEHOT
iHcbopmawii 3 6e3neku aitoyoi
peyoBuHN

MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky

3[jiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainuu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKaMK, 3a3HaYeHUMK y
nepioguYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

11.

NIBEKCUH®

Tabnetkn no 100 mr Ne 20
(20x1): no 20 TabneTok y

6nicTepi; no 1 6nictepy B

KapTOHHI KopooLi

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YKpaiHa

XIHOIH 3aBop
PapmauleBTUYHUX Ta
XimiyHux MNpoaykTis

Mpaiisit Ko. NiTa,.

YropLmHa

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.

MepiognyHICTb NoAAHHSA
perynspHoO OHOB/HOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopsaaky

3[iliCHeHHs1 chapmakoHarnaay,
3aTBEPMAKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy

6e3
peuyenma

nionsieae

UA/8252/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKaMK, 3a3HaYeHUMK y
nepiognuYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

12.

NIHIMEHT
BA/TIb3AMIYHNIA
(3A 0.B.
BULUHEBCbKUM
)

NiHiMeHT no 25 ry Ty6ax;
no 25 ry Ty6i; no 1 Ty6i B
nauui 3 KapToHy

TOB
"TepHodhapm"

YKpaiHa

TOB "TepHodapm"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWin TepMiH.

MepiognyHICTb NOAAHHSA
perynspHoO OHOB/HOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopsaaky

3[iliCHeHHs1 chapmakoHarnagy,
3aTBEPMAKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’A
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamu, 3a3HaveHMmn y
nepiognyYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

6e3
peuyenma

nionsieae

UA/8731/01/01

13.

NOrecCT®

TabneTku, BKpUTI
060/10HKOI0, MO 21
Tabnetuiy 6ictepi 3
KasleHAapHOHO LWKasok; No
1 6nictepy y nauui

Baiiep ®apma
Al

HimeyunHa

Brpo6HMLTBO 3a
NMOBHUM LK/IOM:
[enbthapm Ninnb
C.A.C., ®paHuis
abo
BUPOBHMLTBO
npogykuii in-bulk,
KOHTpONb cepii:
Baiiep Balimap
v6X i Ko. KT,
HimeuuunHa;
nepBuHHE Ta
BTOpPUHHE
nakyBaHHs, BUNYCK
cepi:
Baiiep ®apma AT,
HimeyunHa

PpaHus/
HimeuunHa

MepepeecTpauis Ha
HeobMexeHuii TepMiH

MepioAnyHiCTb NofaHHSA
perynspHoO OHOB/IIOBAHOIO 3BITY 3
6e3nekun BignoBigHO A0 MNopsaky

3[iiCHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM 340POB’s
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi ocTuuii Ykpaitm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’s
YKpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3HaYeHUMmn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKku.

3a
peuyenmom

He nionsiecae

UA/4859/01/01

14.

NOKCO®

TabneTkn, BKpUTI

CaH

IHais

CaH

IHais

MNepepeecTpauis Ha

3a

He nionsiecae

UA/7580/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
N/1iBKOBOK 060MOHKOW, N0 | PapmacbloTUkan PapmMacbloTuKas Heo6MeXeHNA TepMiH. peyernmom
500 wmr, no 5 Tabnetok y IHpacTpi3 IHpacTpi3 Nimiteq, 3MiHn | TURY - 3MiHN LWoAao
6nicTepi; no ogHOMY Nimiteq 6e3nekn/edeKTMBHOCTI Ta

6nicTepy B KAPTOHHIi
Kopoo6Li

hapMmakoHarnsgy. 3miHum y
KOPOTKIil XapaktepucTumui
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi 4115
MeJMNYHOro 3aCTOCyBaHHS
reHepnyHuX/ribpugHnx/6ionogioH
nx nikapcbkunx 3acobis nics
BHECEHHS Ti€i camoi 3MiHM Ha
pedhepeHTHW NpenapaT (3MiHa
He NnoTpebye HaflaHHA XOLHWX
HOBUWX A0AATKOBMX AAHUX) -
3MiHU BHECEHI A0 iHCTPYKLi y
po3ainu: "dapmakonorivHi
BnacTnBocTi", "lMokasaHHs",
"MNMpoTunokasaHHs", "B3aemogis 3
IHLWMMK niKkapcbknMmy 3acobamm
Ta iHWi BMAW B3aeMogjin",
"Oco6nmBOCTI 3acTocyBaHHS" (y
T. 4. "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”), "Cnocié 3actocyBaHHs
Ta go3un", "TMo6iuHi peakuii”.
Po3gin "MokasaHHsA"
3aTBepaxeHo: "[lopocnmm 3
iHCbeKuisiMu nerkoro a6o
NOMIPHOTO CTYNEHS TSHXKOCTI,
CNPUYNHEHUMUN YYTANBUMUN [O
neBodhIoKcaLHY
MiKpoopraHismamu: rocTpi
CUHYCWTW, 3aroCTPEHHS
XPOHIYHUX OPOHXITIB, MHEBMOHIT,
yCKNnafHeHi Ta HeyckaaHeHi
iHchekuii cevyoBMBIgHMX WNAXIB (Y
TOMY YuCAi NiENoHepUTH),
iHCpeKUiT WKIpY | M SKUX TKaHWH,
XPOHIYHUIA GakTepianbHWi
npoctaTuT"; 3anponoHoBaHo:
"MTokcoch nokasaHuii ans
NiKyBaHHSA Y JOPOC/INX TaKnNX
iHCpeKwii, cnpuunHeHnx
YyTIMBMMM A0 NeBOIOKCALNHY
MiKpoopraHisMamu: - rocTpuii
GakTepiasibHUlA CUHYCHUT; -
3aroCTPEHHS XPOHIYHOTO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BGpOHXITY; - HerocniTabHa
NMHEBMOHISI; - YCKNagHeHi iHdekw,i
LUKIpW | M'SIKMX TKaHWH. Y pasi

NikyBaHHA BULLE3a3HAYeHUX
iHchekuin npenapat
3aCTOCOBYIOTb NNLLE TOAj, KON
3aCTOCYBaHHS IHLLNX
6akTepiasibHMX 3acobiB, SKi
3a3BMyaii Npu3HavaTbCa Ans
noYaTKOBOrO MikyBaHHSA AaHNX
iHthekuin, HemoxnuBe: -
ycknagHeHi iHdoekuii
CcevyoBUAiNbLHOro TpakTy (y Tomy
yncni nienoHedppuT); - XPOHIUHWMIA
6akTepiasibHWIA MPOCTATHUT; -
HeyCkNagHEeHWN LcTuT,; -
nereHesa hopma cnbipcbKoT
BMPa3KM: MOCTKOHTaKTHa
npodinakTvka Ta nikyBaHHs.
TNokcodp y paHili nikapcbkin dhopmi
(TabneTkn) MOXHa 3aCTOCOBYBATU
015 3aBepLUEHHs Kypcy Tepanil
nawieHTam, ki
NPOAEMOHCTPYBaIM MOMINWEHHS
B XOAi NEPBMHHOIO NiKyBaHHSA
nesodpriokcayMHoMm y dhopmi
pO3uunHy ANns iHdysiih. HeobxigHo
BpaxoByBaTV OILiiHi
pekomeHAauji LLoA0 HanexHoro
3acTOCyBaHHSA
aHTMbakKTepianbHUX 3acobiB” -
BiANOBIAHO A0 iHhopMmavii npo
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby Tavanic
500mg film-coated tablets.

3060B’s3aHHSA Npy BUAadi
peecTpauinHoro NocBigYEHHs
iCHYIOTb — HalaHHA AeTa/IbHOro
onuncy cucTemu ynpasniHHA
pvi3vKkamu y BUTASAi nnaxy
ynpaBniHHSA py3nKaMu BignoBigHO
00 nignyHkTy 1.13 nyHKTY 1
pogatky 15 no Mopsgky
NpoBeAEHHs eKcnepTnsn
peecTpauiiHnx mMatepianis Ha

NiKapcbki 3ac06M, W0 NogakTbes
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

Ha fepXaBHy peecTpaLiito
(nepepeecTpaldito), a Takox
eKkcnepTn3n marepianis npo

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis NpoTArom gii
peecTpauiiiHOro NocBig4eHHs,
3aTBepKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).
MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky
3[ificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainuu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKaMm, 3a3HaYeHUMK y
nepiognuYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

15.

MENICU TPABA

Tpasa no 50 r y naykax 3

BHYTPILLUHIM NakeToMm; no

1,5 ry chinbTp-nakeTi; no

20 hinbTp-nakeTiB y

nauyj; no 1,5 r y goinbtp-

nakeri; no 20 cinbTp-
nakeTiB y nauui 3
BHYTPILLHIM NakeTom

MpAT
"NikTpasun"

YKpaiHa

MpAT "NikTpasun"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH

MepiognyHICTb NOAAHHSA
perynspHoO OHOB/HOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopsaaky

3[iliCHeHHs1 chapmakoHarnaay,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’A
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamu, 3a3HaveHMmn y
nepiognyYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

6e3
peuyenma

nionsieae

UA/8919/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

16.

HA30/® KIAC

cnpeii HazanbHuiA 0,25 %,
no 10 mn y donakoHi 3
posnpuckysayem, no 1
(pN1aKOHY B KApPTOHHIl
Kopoo6Li

TOB "baiiep"

YKpaiHa

IcTiTyTO Oe Anxeni
C.p.n.

ITanis

MepepeecTpavisa Ha
HeobMexeHuin TepMiH. 3minu I
TMny - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHA y
3B'A3KY i3 HOBUMM JaHNMU 3
SAKOCTi, AOKTIHIYHUMM, KiHIYHUMKN
JaHuMK Ta AaHumm 3
thapmakoHarnagy - 3mMiHu
BHECEHO [0 IHCTPYKLi ANns
MeJMNYHOr0 3aCTOCYBaHHS
nNiKkapcbKkoro 3acoby Ao po3ainis
"MpoTmnokasaHHsA", "MobiyHi
peakuii”, “Mepeno3yBaHHA",
"Oco61M1BOCTI 3aCTOCYyBaHHA",
"3aaTHiCTb BNAMBaTH Ha
LUBWAKICTb peakLii Npy KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
MexaHismamun”, "B3aemogis 3
HLIMMK NikapcbKMK 3acobamm
abo iHWi Buan B3aemogiii”
BIANOBIAHO A0 MaTepiasiB
peecTpauiiHoro [0ChE.

MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO Ao MNopsaaky

3[ificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainuu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMM, 3a3HaYeHUMK y
nepioguYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

6e3
peuyenma

He nionsieae

UA/9482/01/01

17.

MAPALEETAMON

Tabnetkn no 200 mr no 10
TabneTok y baictepax; no

NAT
"ranuydapm”

YKpaiHa

MAT "Tanuuchapm",
YKpaiHa;

YKpaiHa

MepepeecTpauis Ha
HEobMeXeHW TEPMIH.

6e3
peyenma

nionsieae

UA/8334/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
10 Tabnetok y 6nictepi, MAT 3MiHu | TUNY - 3MiHK WoA0
no 2 6nictepu B nayuj "Kuismegnpenapar”, 6e3nekn/edeKTMBHOCTI Ta
YkpaiHa thapmakoHarnagy. 3miHa 'y

KOPOTKIll XapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYBaHHS /iKapcbkoro
3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTart OLiHKN
3BITY 3 JOCNIAKEHb, MPOBEAEHNX
BiANOBIAHO [0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rogxeHo 3
KOMNETEeHTHUM YNOBHOBAXEHNM
opraHom) - 3MiHVM BHECEHO A0
IHCTpYKUii ANns MeguyHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby y po3ginu:
"MNMpoTunokasaHHs", "B3aemogis 3
IHLWMMK niKapcbknmy 3acobamu
Ta iHWi BMAW B3aeMogjin",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpypato”, "MepenosysaHHa"
(peparyBaHHsi TekcTy), "Mo6iYHI
peaxuii" BignoBigHO A0 OHOBNEHOT
iHchopmawii 3 6e3neku giroyoi
PeYOoBUHM.
MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky
3fjiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 26 BepecHs 2016
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKaMK, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

18.

APUYENN
TPABA

Tpasa no 50 r y naykax 3
BHYTPILLUHIM NakeTom, no
1,5 ry chinbTp-nakeTi; no
20 dhinbTp-nakeTiB y naui
3 KapTOHY

MAT
"Nly6Hndhapm"

Ykpaina

MAT "Nly6Huchapm"

YkpaiHa

MepepeecTpavis Ha
HeobMeXeHWli TEPMIH.

MepiognyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO Ao MNopsaaky

3fjiicHeHHs chapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340P0B’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A
Ykpainuu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3ri4HO
3i CTpOKaMK, 3a3HaYeHUMK y
nepioguYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekn

6e3
peyenma

nionsieae

UA/8286/01/01

19.

CEHWN NNCTA

nuctano 50T, 1001y
naykax i3 BHyTPiLLHIM
nakeTom, rno 2 ry qinbTp-
naketi; no 20 ginbTp-
nakeTiB y nauli 3 KapToHy

MNAT
"Nly6Hnchapm"

YKpaiHa

MAT "ly6Huchapm"

YKpaiHa

MepepeecTpavis Ha
HeobMeXeHN TEPMIH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsaky

3pjlicHeHHs1 hapmakoHarnagy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuji Hakasy
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big, 26 BepecHsa 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMm, 3a3HaYeHUMKN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

6e3
peyenma

He nionsieae

UA/8289/01/01

20.

CTPENTOLMA,

Tabnetkn no 0,5 r no 10
Tabnetok y ctpunax abo

6nictepax; no 10

NAT
"MoHdapm"

YKpaiHa

MAT "MoHdapm”

YKpaiHa

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

3a
peyenmom

He nionsieae

UA/7121/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

Tabnetok y cTpuni; no 2
ab6o 10 cTpunis y nauuj 3
KapToHy; no 10 TabneTtok y
6nictepi; no 2 a6o 10
6nicTepiB y nayui 3
KapTOoHY

6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTuui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimpkeHb 3 6e3neku
3aCTOCYBaHHS ikapCbKOro
3acoby B micnsipeecTpavuiiiHmii
nepiog, abo sk pesynbTart OLiHKN
3BiTY 3 AOCNIZKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy
negiatpuuHmx gocnimpxkeHs (PIP)
(3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXEHNUM
opraHom) - 3MiHV BHECEHO [0
IHCTPYKLii 4ns MegnyHoro
3aCTOCYBaHHS /iKapcbkoro
3acoby Ao po3ginis
"MpoTnnokasaHHA"
(yTouHeHHs1),"B3aemogis 3
IHLWMMK niKapcbknmy 3acobamu
Ta iHWi BMAW B3aeMogjin",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3paTHICTb BNAMBATU Ha
LUBMAKICTb PeakLiin Npu KepyBaHHi
aBTOTPaHCNOPTOM abo iHLUMK
MexaHismamu", "Mob6iyHi
peakuii"BignoBigHO 40 OHOB/IEHOT
iHchopmawii 3 6e3neku giroyoi
PeYOoBUHM.

MepiognyHicTb NoAaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsagky

34iiCHeHHSs chapmakoHarnagy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLi Ykpainu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHiCTEepcTBa OXOpPOHM 340POB's
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMu, 3a3HaveHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.
21. | CYCTAMAP® TabneTku, BKpUTI Ecnapma Mm6X HimeuunHa BMPOGHMLTBO HimeuyunHa MepepeecTpaLis HeoGMeXeHuiA 6e3 niosisieae UA/12869/01/01
NNiBKOBOI 060/10HKOID, MO Hepo3chacoBaHOro TEPMiH. 3MiHu Il TUny - 3MiHn peuyenma
480 wr; no 10 TabneTok y NPoAyKTY, NepBuHHe o0 6e3nekn/edyekTMBHOCTI Ta
6nicTepi; no 2 abo no 5 nakyBaHHs, hapmakoHarnsgy. 3miHu y
ab6o no 10 6nictepiB y BTOPVIHHE KOPOTKiil XxapakTepucTumui
KapTOHHI KOpoo6Li nakyBaHHs, nNiKapcbKoro 3acoby, TeKCTi
KOHTPO/b AKOCTI, MapKyBaHHS Ta IHCTPYKLIi An1A
BUMyCK cepii: MeAMYHOro 3acTOCYBaHHA y
dapma BepHirepoge 3B’A3KY i3 HOBUMU AaHUMU 3
vm6X, HimeuunHa,; AKOCTI, AOKNIHIYHUMWN, KNIHIYHUMKN
nepBuHHe [aHuMU Ta AaHumm 3
nakyBaHHs, thapmakoHarnsagy - 3miHu
BTOPUHHE BHECEHO [0 iHCTPYKLT NS
nakyBaHHS: MeJUYHOr0 3aCTOCYBaHHs
ecnapma d®apma nikapcbkoro 3acoby A0 po3ginis
Cepsices 'M6X, "MpoTunokasaHHa", "OcobaMBOCTi
HimeyunHa 3acTocyBaHHs", "3aTHiCTb
BN/MBaTW Ha LUBUAKICTb peakuil
npv KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWKYMK MexaHimamm”,
"Mo6iuHi peakuji " BigNOBIAHO A0
mMarepianis peecTpauiiiHoro
[0CbE.
MepioAnyHICTb NofaHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsagky
3[iiCHeHHs chapmakoHarnagy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLi Ykpainu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMUN y
nepiognYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
22. | TONOTEKAH niocpinizat ANs po3umHy AkTasic rpyn AT IcnaHgis CingaH ®apma CP/1 PymyHist MepepeecTpauis Ha 3a He nionsizae UA/8234/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
He0OMeXeHW TepMiH peuenmom

Ons iHgysili no 4 mr, no 1
hNakoHy y KapTOHHIN
KopooLi

3MiHn | TURY - 3MiHN LWoAao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKIil XapaktepucTumui
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi 4115
MeJMYHOro 3aCTOCyBaHHs Ha
nigcTasi perynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapcbkoro
3acoby B nicnspeecTpauiiHmii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 fOCNIKEHb, NPOBELEHNX
BiANOBIAHO A0 nnaHy
nepiatpnyHux gocnimkeHs (PIP)
(3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNUM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKUIT y po3ginn
"MpoTunoka3axHs", "B3aemogis 3
HLIMMK NikapcbKMK 3acobamm
Ta iHWi BUAM B3aemogijin”,
"Oco6MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHA Ta fo3un”
(wopno 6esnekn),
"Mepepno3yBaHHA", "MoOGIYHI
peakuii" BiANOBIAHO 4O OHOBMEHOT
iHbopmawuii 3 6e3neku aitoyoi
peyoBuHU
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX
npo cuctemy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsay; KOHTakTHoT
ocobu 3 hapmakoHarnsagy
3asBHVIKa AN 30iACHEHHSA
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifiMiHHa Bif,
YMOBHOBAXEHOI 0Cc0o6M,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarniagy (Bkirovaroun
KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cucTemu chapmakoHarnsgy) -
[itoua pepakuisi: ynoBHoBaxeHa
ocoba, BignosiganbHa 3a
hapmakoHarnsg;: lise Sj?holm.
KoHTakTHa ocoba: boraTuyk
KatepuHa MuxaiinisHa.
MponoHoBaHa pegakuis:
yNoBHOBaXkeHa 0cob6a,
BignosiganbHa 3a
thapmakoHarnag: Dr.Hedva
Voliovitch. KoHTakTHa ocoba:
BuctpoBa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHnX
YMNOBHOB&XeHOI 0cobu. 3miHa
KOHTaKTHUX JaHuUX KOHTaKTHOT
ocobu. 3miHa Micus 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy. 3miHa agpecu
macTtep-aiina. 3miHa Homepa
macTep-aiina

MepiognyHICTb NOAAHHSA
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky

3[jiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKaMM, 3a3HaYeHUMK y
nepioguYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekn

23.

TOMOTEKAH

niocpinizaTt 4N po3umHy
Ans iHdysivi no 1 mr, no 1
hN1aKoHy Y KapTOHHiiA
Kopoobui

AkTasic rpyn AT

IcnaHgis

CiHgaH ®apma CP/1

PymyHis

MepepeecTpavisa Ha
HeobMeXeHWn TepMiH
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3miHa y

3a
peyenmom

He nionsieae

UA/8234/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

KOPOTKill XapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYBaHHS NiKapcbkoro
3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTart OLiHKN
3BITY 3 JOCNIAKEHb, MPOBEAEHNX
BiANOBIAHO [0 NnaHy
negiatpuyHux gocnimkers (PIP)
(3MiHy y3rogxeHo 3
KOMNETeHTHUM YNOBHOBAXEHNUM
opraHom) - 3MiHVM BHECEHO A0
IHCTpYKLii y po3ginu
"MpoTunokasaHHA", "B3aemogis 3
IHLIMMK NikapcbknMK 3acobamm
Ta iHWi B1AM B3aemogiin",
"Oco61M1BOCTI 3aCTOCYyBaHHA",
"Cnocib 3acTocyBaHHs Ta f03mn"
(wopo 6esnekn),
"Mepepno3yBaHHA", "MOGIYHI
peakuii" BignoBiAHO A0 OHOBNEHOT
iHchopmawii 3 6e3neku giroyoi
peyoBuHU
3MiHn | TURY - 3MiHN LWoAao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHM [0 y3araslbHEHNX AaHNX
npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOB&X€EHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3aABHUKa AN 3LiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BigMiHHa Bif
YNOBHOBAaXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy (Bkio4yatum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLeHHI MacTep-dhanina
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

cuctemn chapmakoHarnagy) -
[itoua pepakuis: ynoBHoBaxeHa
ocoba, BignosigasibHa 3a
thapmakoHarnag: lise Sj?holm.
KoHTakTHa ocoba: Boratuyk
KarepuHa MuxaiiniBHa.
MponoHoBaHa peaakuis:
yrNoBHOBaXeHa 0co6a,
BignoBigasbHa 3a
thapmakoHarnag: Dr.Hedva
Voliovitch. KoHTakTHa ocoba:
BucTtpoBa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHUX
yMNOBHOBaXeHOT 0cobu. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu. 3miHa MicLs 3iCHEHHS
OCHOBHOI fiSi/IbHOCTI 3
thapmakoHarnsgy. 3miHa agpecu
MacTep-caiina. 3miHa Homepa
macTep-ghaiina

MepioAnyHICTb NoAAHHSA
perynspHO OHOB/IHOBAHOIO 3BITY 3
6e3neku BignosigHo o MNopsaaky

3[iliCHEeHHs1 chapmakoHarnaay,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa OXOpPOHM 34,0POB’SA
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuui Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’A
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMu, 3a3HaYeHUMmn y
nepiognyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3nekn

24.

YCMoKon

Tabnetku, no 20 TabneTok
y 6nicTepi; no 1 6nictepy

Y KapTOHHIli Kopoobui

TOB "Marepia
Megvika-
YkpaiHa"

YKpaiHa

BMPOGHULITBO 3a
NOBHUM LK/IOM:
TOB "HB®
"MATEPIA MEAVIKA
XonauHre,
Pociiicbka
depepauis;
nepBuHHA Ta
BTOPWHHA yNakoBKa,

Pociiicbka
depnepauis/
NntBa

MepepeecTpavisa Ha
HeobMeXeHuli TEPMIH.
3MiHn | TURY - 3MiHK LWoAao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKiil xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIii AN
MeAMYHOro 3acTOCyBaHHSA Ha

6e3
peyenma

nionsizae

UA/7857/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

BMNPO6YBaHHA
KOHTPOSIO SIKOCTI,
[l03BiN Ha BUMYCK

cepii:
3AT CaHTOHiKa,
Nutea

nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, abo
nocnimpkeHb 3 6e3neku
3aCTOCYBaHHS liKapCbKOro
3acoby B micnsipeecTpavyiiiHmii
nepiog, abo sk pesynbTart OLiHKN
3BiTY 3 AOCNIZKEHb, NPOBEAEHNX
BiANOBIAHO A0 niaHy
negiatpuyHmx gocnimpxkeHs (PIP)
(iHLWi 3MiHW) - 3MiHN BHECEHO A0
IHCTPYKUIiT AN MeauyYHOro
3aCTOCYBaHHSA NiKapcbkoro
3acoby Ao po3ginis
"MpoTunokasaHHa", "OcobaMBOCTi
3aCcToCyBaHHSA", "3acTocyBaHHsA Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaa”," itn" (YyTOUHEHHs
iHdbopmauii), "Mo6iuHi peakwii”,
BIANOBIAHO A0 mMaTepiasiB
peecTpauiiHoro J0ChE.

MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaky

3[jificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainuu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMm, 3a3HaYeHUMK y
nepioguYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

25.

®IEPO-BEVH

PO34uH ANs iH'eKLin 3% no
5 My dhnakoHi; no 10
dhnakoHiB y kopobuj; no 2
M B amnyni; no 5 amnyn y
Kopoo6Li

CTA
dapmacboTiken
MpopakTc /114,

Benvka
BpuTtaHis

Bupo6bHMuTBO
Hepo3dgacoBaHol
NPOAYKLT, KOHTPO/Ib
AKOCTI Ta NepBUHHE
nakyBaHHS:
XamesibH
hapmacbloTikens
'm6X, HimeyunHa;

Himeuunna/
Benuka
BpuTaHis

MepepeecTpavisa Ha
HeobMeXeHWin TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX
npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHWX

3a
peyenmom

He nionsieae

UA/12096/01/04
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BTopuHHe npo cucTemy chapmakoHarnsgy,
nakyBaHHs: 3MiHa YNOBHOB&XeHOI 0cobu,

dapmallak tOK /1T,
Benvika bpuTaHis;
Bunyck cepii:
CTh
dapmacbioTiken
Mpopgaxrtc N14,
Benuka BpuTaHis

BignoBiga/bHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iICHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiAMiHHa Bif,
yMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarniagy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLLieHHi MacTep-thaiina
cuctemun chapmakoHaringy).
3MiHa KOHTaKTHUX gaHuX. 3MiHn I
TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3mMiHu y
KOPOTKill XapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MeAMYHOro 3acTOCYBaHHA y
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKMIHIYHUMM, KIiHIYHUMKN
JaHuMU Ta AaHumK 3
thapmakoHarnagy - 3miHu
BHECEHO [0 iHCTPYKLi Ans
MeJUYHOr0 3aCTOCYBaHHS
NiKkapcbKoro 3acoby Ao po3gainis
"®apmakonorivHi
BNaCTUBOCTI"(YTOYHEHHS
iHhopmauii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMmn
niKkapcbknmy 3acobamm Ta iHLWi
BMAM B3aemogiin”, "Oco6mBOCTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog BariTHOCTI Ta rogyBaHHs
rPyAAH0" (YTOUHEHHS
iHchbopmawii ),"3aaTHicTb
BMNMBATK Ha LUBUAKICTb peaku;ii
npy KepyBaHHi aBTOTPAHCNOPTOM
abo iHWKYMKY MexaHi3mammn®,
"Mepepno3yBaHHA", "MOGIYHI
peakujii "BiAnoBigHo A0
mMarepianis peecTpauiiHoro
[0CbE.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MepioAnyHICTb NoAAHHSA
perynspHO OHOB/IHOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopsagky

3[iliCHEeHHs1 chapmakoHarnagy,
3aTBEPAKEHOT0 Hakasom
MiHicTepcTBa OXOpPOHM 34,0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuui Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’SA
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMu, 3a3HaveHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

26.

®IBPO-BEVNH

PO34uH NS iH'ekuin 0,2%
no 5 mn y cpnakoHi; no 10
hN1akoHiB y kopobLi

CTh
dapmacbloTiken
MpogakTc 14,

Benuka
BpuTaHis

Brpo6HMUTBO
Hepo3dhacoBaHOl
NpoAyKLii, KOHTPO/Ib
AKOCTi Ta NepBUHHE
nakyBaHHs:
XamesnbH
thapmacbloTiken3
M6X, HimeuuunHa,;
BTopuHHe
nakyBaHHs:
®apwmallak OK /114,
Benuka bBpuTaHis;
Bunyck cepii:
CTA
dapmacbtoTiken
Mpopaxrc N14,
Benvka bpuTtaHis

Himeuunna/
Benwvka
BputaHis

MepepeecTpadis Ha
HeobMeXeHWi TepMiH. 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeefeHHs a6o
3MiHV A0 y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
0cobu 3 hapmakoHarnagy
3asBHUKA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifAMiHHa Bif
YNOBHOBAaXEHOT 0co6M,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLeHHI MacTep-thaiina
cuctemu chapmakoHarniagy).
3MiHa KOHTaKTHUX AaHuX. 3MiHu |l
Tvny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHum y
KOPOTKiil xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIii AN
Me[IM4HOr0 3aCTOCYBaHHA Y

3a
peyenmom

He nionsieae

UA/12096/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

3B'A3KY i3 HOBUMM JaHNMU 3
SAKOCTi, AOKTIHIYHUMM, KiHIYHUMKN
JaHuMK Ta AaHumn 3
thapmakoHarnagy - 3mMiHu
BHECEHO [10 IHCTPYKLi Ans
MeAMYHOr0 3aCTOCYBaHHS
NiKkapcbKoro 3acoby A0 po3ainis
"®apMaKoorivHi
B/1ACTMBOCTI"(YTOYHEHHS
iHdbopmauii), "MpoTunokasaHHs",
"B3aemogis 3 iHWyMn
nikapcbknMun 3acobamm Ta iHLWi
BMAM B3aemogiit”, "OcobnmBocTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BariTHOCTi Ta rogyBaHHs
rpyaare'(yTouHEHHsS
iHhopmawii ),"3aaTHicTb
BN/MBaTW Ha LWBUAKICTb peakuil
npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWMK mexaHiamamn®,
"Mepeno3yBaHHs", "INoGiYHi
peaxuii "BignosigHoO A0
marepianis peecTpauiiHoro
[0CbE.

30608B'A3aHHA Npy BUAAY
peecTpauiiHoro NocBigYeHHs
iCHY€ — HalaHHA JOMOBHEHHSA [0
ornsagy KNiHIYHNX daHnx
BiANOBIAHO A0 MiAnyHKTYy 2.3
NyHKTY 2 pogatky 15 go MNopsaky
NpOBeAEHHs1 ekcnepTn3n
peecTpauiiHnx matepianis Ha
nikapcbki 3aco6u, L0 nogatTbes
Ha [iepXxaBHy peecTpauito
(nepepeecTpauito), a Takox
eKcnepTM3n matepiasiis Nnpo
BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis NpoTArom fii
peecTpaLiiiHOro NocBig4eHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).
MepiognyHicTb NoAaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo o MNopsagky
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

3[iliCHEeHHs1 chapmakoHarnaay,
3aTBEPAKEHOT0 Hakasom
MiHicTepcTBa OXOpPOHM 34,0POB’SA
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuui Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’SA
YKpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMu, 3a3HaYeHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

27.

®IBPO-BEVNH

PO34uH NS iH'ekuin 0,5%
no 2 mny amnyni; no 5
amnyn y kopobu,

CTh
dapmacbioTiken
MpogakTc 14,

Benuka
BpuTaHis

Brpo6HMUTBO
Hepo3dhacoBaHOl
NpoAyKLii, KOHTPO/Ib
AKOCTi Ta NepBUHHE
nakyBaHHs:
XamesnbH
thapmacbloTiken3
M6X, HimeuuunHa,;
BTopuHHe
naKkyBaHHs:
®apwmallak OK /114,
Benuka BpuTaHis;
Bunyck cepii:
CTA
dapmacbtoTiken
Mpopaxrc N14,
Benvika BpuTtaHis

Himeuunna/
Benwvka
BputaHis

MepepeecTpadis Ha
HeobMeXeHWin TepMiH. 3MiHu |
Tvny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeeneHHs a6o
3MiHV A0 y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,
3MiHa YNoBHOBaXEHOI 0coou,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA A5 3LiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifMiHHa Bif
YNOBHOBaXEHOT 0CcobM,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkiroyaroum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLeHHI MacTep-thaiina
cuctemu chapmakoHarniagy).
3MiHa KOHTaKTHUX AaHuX. 3MiHu
Tvny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHum y
KOPOTKiil xapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIii AN
Me[MYHOr0 3aCTOCYBaHHA Y
3B’AA3KY i3 HOBUMW JaHuMu 3
SAKOCTI, AOKMIHIYHUMM, KIHIYHUMKN
JaHVMK Ta JaHUMK 3

3a
peyenmom

He nionsieae

UA/12096/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

thapmakoHarnagy - 3mMiHu
BHECEHO 10 IHCTPYKLi Ans
MeJMNYHOr0 3aCTOCYBaHHS
NiKkapcbKoro 3acoby A0 po3ainis
"®apMaKoorivHi
B/1ACTMBOCTI"(YTOYHEHHS
iHdbopmauii), "MpoTunokasaHHs",
"B3aemogis 3 iHWyMK
nikapcbknMun 3acobamm Ta iHLWi
BMAM B3aemogiit”, "OcobnmBocTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BariTHOCTi Ta rogyBaHHs
rpyaare"(yTouHEHHs
iHhopmawii ),"3aaTHicTb
BN/MBATW Ha LUBUAKICTb peakuil
npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWMK mexaHiamamn®,
"Mepeno3yBaHHs", "INoGiYHi
peaxuii "BignosigHoO A0
marepianis peecTpauiiHoro
[0CbE.

30608B'A3aHHA Npy BUAAY
peecTpauiiHoro NocBigYeHHs
iCHY€ — HalaHHA JOMOBHEHHSA [0
ornsagy KNiHIYHNX daHnx
BiANOBIAHO A0 MiAnyHKTY 2.3
NyHKTY 2 pogatky 15 go MNopsaky
NpOBeAEHHs1 ekcnepTnan
peecTpauiiHnx matepianis Ha
nikapcbki 3aco6u, Lo nogatTbes
Ha [iepxaBHy peecTpauiio
(nepepeecTpaluito), a Takox
eKcnepTM3n matepiasiis Nnpo
BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis NpoTArom fii
peecTpaLiiiHOro NocBig4eHHs,
3aTBepAKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).
MepiognyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsagky
34iiCHeHHs chapmakoHarnagy,
3aTBEPAKEHOTO HaKa3oM
MiHiCTEepcTBa OXOpPOHM 340POB's
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuui Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’A
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKamMu, 3a3HaYeHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

28.

®IBPO-BEVNH

PO34uH NS iH'ekuin 1% no
2 mn B amnyni; no 5 amnyn
y Kopobu,i

CTh
dapmacbioTiken
MpopakTc 14,

Benuka
BpuTaHis

Brpo6HMUTBO
Hepo3dhacoBaHOl
nNpoAyKLii, KOHTPOsIb
AKOCTi Ta NepBUHHE
nakyBaHHs:
XamesnbH
hapmacbloTiken3
vM6X, HimeuuunHa,;
BTopuHHe
naKkyBaHHs:
®apwmallak OK /114,
Benuka bBpuTaHis;
Bunyck cepii:
CTA
dapmacbtoTiken
Mpopaxrc N14,
Benvka bputaHis

Himeuunna/
Benwvka
BputaHis

MepepeecTpadis Ha
HeobMeXeHnin TepMiH. 3MiHu |
Tvny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHV A0 y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOT
0cobu 3 hapmakoHarnagy
3asBHUKA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifMiHHa Bif
YNOBHOBaXEHOT 0cobM,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLeHHI MacTep-thaiina
cuctemu chapmakoHarniagy).
3MiHa KOHTaKTHUX AaHuX. 3MiHu |l
Tvny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHum y
KOPOTKiil xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIi A5
Me[MYHOr0 3aCTOCYBaHHA Y
3B’AA3KY i3 HOBUMW JaHUMu 3
SAKOCTI, AOKMIHIYHUMM, KIHIYHUMKN
JaHVMK Ta JaHuMK 3
thapmakoHarnagy - 3mMiHu
BHECEHO [0 IHCTPYKLUiT ANns
MeNYHOro 3aCTOCyBaHHS

3a
peyenmom

He nionsieae

UA/12096/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

NiKkapcbKoro 3acoby A0 po3ainis
"®apMaKoorivHi
B/1ACTMBOCTI"(YTOUHEHHS
iHdbopmawii), "MpoTunokasaHHs",
"B3aemogis 3 iHWyMK
nikapcbknMmn 3acobamu Ta iHLWi
BMAM B3aemogiit”, "OcobnmBocTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BariTHOCTi Ta rogyBaHHs
rpyaar" (yTouHEHHsS
iHhopmawii ),"3aaTHicTb
BN/MBATW Ha LWBUAKICTb peakuil
npv KepyBaHHi aBTOTPaHCNOPTOM
abo iHWMK mexaHiamamn®,
"Mepeno3yBaHHs", "INoGiYHi
peaxuii "BignosigHoO A0
marepianis peecTpauinHoro
[0CbE.

MepiognyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO Ao MNopsaaky

3[jificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainuu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpOKaMm, 3a3HaYeHUMK y
nepioguYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

HauanbHuK YnpaBniHHA dhapmMmaleBTUYHOI

DIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. IacKkoBCbKui




NEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
26.04.2018 Ne 803

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

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1. | AEPO®/IIOCAN NMOPOLLOK ANA iHranauii, CaHpo3 CnoseHis Aepodpapm M'mb6X HimeuunHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/14833/01/01
dOPCMIPO [o3oBaHuit, 50 mMkr/500 dapmachbloTikan 3MiHM | TURY - 3MiHW A0 IHCTPYKLIT Ans peyenmom
MKr/go3y, 60 nonepeaHbO 34.4. MeAMYHOro 3aCTOCYBaHHSA y PO3finu:
BIAMIPSHUX [03 NOPOLLKY Y "Ocob6nuBocTi 3acTocyBaHHs", "Mepefo3yBaHHsA",
6nictepi, no 1 6nictepy y "Mo6iuHi peakwyji" BigNOBIAHO 4O OHOBMEHOI
nn1acTMKoBOMY iHhopmaLii 3 6e3neku 4itoHoi peHOBUHMW.
iHransyiiHomy 3acobi; no BBeAeHHA 3MiH NpPOTArom 6-Tu micauiB nicns
1 a60 2 nNacTMKoBmx 3aTBepAKEHHA
iHransyiHmMx 3acobu y
KapTOHHiii Kopo6Lli
2. | AEPO®/IIOCAN NOPOLLIOK ANS1 iHransaujin, CaHpos CnoBeHis Aepodpapm M'mb6X HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/14833/01/02
®dOPCMIPO no3oBaHuit, 50 Mkr/250 dapmacbloTikan 3MiHW | TUNY - 3MiHW 40 IHCTPYKUIT ANns peuenmom
MKr/fo3y, 60 nonepeaHbL0 34.4. MEeANYHOro 3aCTOCYBaHHSA y po34inu:
BiAMIPSHUX [03 NOPOLLKY Y "Oco6nmBOoCTi 3acTocyBaHHs", "MNepefo3yBaHHs",
6nictepi; no 1 6nictepy y "Mo6ivHi peakuii" BiANOBIAHO 4O OHOBMEHOI
na1acTMKoBOMY iHchopmaw,ii 3 6e3nekmn fjtoyoi pevoBUHN.
iHransuinHomy 3acobi; no BBefieHHA 3MiH NpoTArom 6-Tm MicsauiB nicns
1 abo 2 NNacTUKoBUX 3aTBepPMKEHHA
iHransauinHMx 3acobu y
KapPTOHHI KOpo6U;i
3. | ASOMEKC Tabnetkv no 2,5 mr no 10 AkTtasic rpyn AT Icnangis Emkiiop IHAisa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/3768/01/01
TabneTtok y 6nictepi; no 3 dapmacbloTikasnc 3MiHM | TURY - 3MiHW A0 IHCTPYKLiT Ans peyenmom
6nicTepy B KapTOHHIA Nimiteq MeAMYHOro 3acToCyBaHHA y po3ainu: "B3aemopis
Kopoobui 3 iHLWMMK NiKapcbkMK 3acobamu Ta iHLi BUAK
B3aeMogiin", "Cnocib 3acTocyBaHHs Ta f03mn"
(iHdhopmauisi 3 6e3neku), “MNo6ivHI peakuii”
BiNOBIAHO 40 OHOBMEHOT iH(hopMaLi 3 6e3neku
Aito4oi peyoBrHY. BBeieHHA 3MiH npoTsrom 3-
X MicsAliB nicnAa 3aTBepaKeHHs
4. | ABOMEKC Tabnetku no 5 mr no 10 AkTtasic rpyn AT Icnangis Emkiiop IHAis BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/3768/01/02
Tabnetok y 6nictepi; no 3 dapmacbloTikanic 3MiHM | TUNY - 3MiHW [0 IHCTPYKUiT ANns peyenmom
6nicTepy B KapTOHHIiA Nimiten MeAMYHOro 3acToCyBaHHA y po3ainu: "B3aemopis

Kopoo6Li

3 iHWKMK NiKapcbKMMK 3acob6amu Ta iHLWi BUan
B3aemMogiit", "Cnocib 3acTocyBaHHs Ta f03mn"
(iHdhopmauisi 3 6e3neku), "INo6ivHI peakuii”
BiAANOBIAHO [0 OHOBMEHOI iHhopMaL,ii 3 6e3nekn
[ito40i peyoBUHV. BBeAEHHA 3MiH NpoTArom 3-
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
X MicauUiB nicnA 3aTBepAXeHHsA
5. | AIEPFTOAEPM Masb 0,25 mr/rmo 151y ToBapucTso 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 4O peecTpaLiiHnx MmaTepiasiis: 3a UA/15784/01/01
Ty6i; no 1 Ty6i y Kopobui 3 06MexeHo BMPOGHMLITBA, 3MiHn Il Tuny - 3miHn Wwoao peyenmom
KapToHY BignoBigabHICT KOHTPO/b SKOCTI, 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
10 BWMNYCK Cepil: BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB
"®apmaueBTUYH ToBapucTso 3 BMAAui peecTpauiiiHoro nocBigYeHHs,
a Komnais 06MeXeHoto BK/IOYalouM MnaH ynpaBniHHA pusnkamu
"3p0pos'a” BiANOBIAA/LHICTIO (3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
"dapmaueBTnyHa noAasIbLLIOro 06r'pyHTYBaHHS HOBUMU
KOMNaHis [0AaTKOBUM AaHVMW, L0 MaloTb HagaBaTucs
"3p0poB'a", YkpaiHa, KOMMETEHTHUM OpraHOoM, OCKifIbK/ BUMaraeTbCcs
BCi cTagii CYTTEBA OLjiHKA KOMMNETEHTHUM OpraHoMm)
BUPOGHMLTBA, (BukoHaHHs1 3060B'13aHb BifnNoBigHO L0
BWMYCK Cepil: nianyHkty 1.8.2 nyHkTy 1.8 goaatky 5 fo
ToBapuCTBO 3 MopsiaKy NpoBeAEHHS eKcnepTu3n
06MmeXeHo peecTpauiiHux MaTepiasiB Ha Jlikapcbki 3acoou,
BiAMNOBIAA/IbHICTIO L0 NOJaThCA Ha AepXaBHy peecTpavito
"dapmaleBTnyHa (nepepeecTpaldlito), @ Takox ekcnepTuau
KOMnaHis marepianis NPo BHECEHHSA 3MiH A0
"3p0poB'a", YkpaiHa, peecTpauiiHnx matepianis NpoTArom Aii
KOHTPO/b SIKOCTI: peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOr0
ToBapucTBO 3 Haka3zoM MO3 Big 26.08.2005 Ne 426 (y pegakuii
06MeXeHo Hakasy MO3 Big 23.07.2015 Ne 460)
BifNoOBiAANbHICTIO
"®APMEKC IPYM",
YKpaiHa
6. | ANNOE EKCTPAKT | eKkcTpakT pigkuin ans MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/6565/01/01
PIAKWIA- iH'ekuUili no 1 mn B amnyni; "papmaLeBTUyH "®apmMaLeBTnYHa 3MiHY | TUNY - 3MiHK WoAo peuyenmom
AAPHUUA no 5 amnys y KOHTYpHili a hipma ipma "fapHuus” 6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
YapyHKOBIli ynakoBLyj; Mo 2 "fapHuua” BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHNX
KOHTYPHIi YapyHKOBI npo cuctemy thapmakoHarnsgy (BBefeHHA
ynakoBku B naui y3ara/lbHeHUx JaHunx npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocoou,
BiNOBIAANbHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 hapMakoHarnsgy 3asBHMKa
ONA 34iiCHeHHs dhapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4NOBiAA/IbHOI 32 3AiICHEHHST hapmakoHarnsay
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3mMilLeHHi MmacTep-thalina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHO|
ocobu, BignoBifanbHOT 3a hapMakoHarnaa:
3atBepaxeHo: CmoBx CTaHicnasa AHaToniiBHa.
3anponoHoBaHo: CipaxoB Irop OnekcaHApoBMY
7. | AIOPA® cupon no 100 mny HOBEN INAY TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 6e3 UA/5140/01/01
dpnakoHi, No 1 conakoHy CAHAI BE CAHAI BE 3MiHu I TNy - 3MiHKn Woao peyenma
pa3oM 3 MiPHO JIOXKKOH TIOIKAPET TIOKAPET A.LL. 6e3nekn/eddekTVBHOCTI Ta ddapMakoHarisay.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

A.LL.

BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAAYi peecTpauiliHoro nocBigYeHHs,
BK/IIOYatoum MnaH ynpasniHHA pusnkamu
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHSA HOBUMMU
[0AaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMNETEeHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
CyTTEBA OLiHKa KOMNETEHTHVUM OpraHom)
(BukoHaHHs1 3060B's13aHb BigNoBiAHO 40
nignyHKTy 2.3 NyHKTY 2 gogatky 15 o Mopsiaky
NpPOBEAEHHS EKCNEePTU3N peecTpauiiHnX
marepianis Ha nikapcbki 3acobu, Wo noganTbes
Ha JepxaBHy peecTpauiio (nepepeectpaduito), a
TaKoX eKCnepTUsmn mMmaTepiasiis NPO BHECEHHS
3MiH [0 peecTpavjiiiHuX maTepianis NpoTArom gji
peecTpaLiiHoro nNocBiAYeHHs, 3aTBEPAKEHOrO
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

AMOKCUKNAB®
2S

NOPOLUOK A5 OPas1bHOT
cycneHsii (400 mr/57 mr B
5 mn) no 8,75 r (35 mn)
abo no 17,5 (70 mn)
NOPOLLKY Y NAAWLI, no 1
nnswui pasom 3
[,03yt04O0I0 NINETKOI B
KapTOHHI KOpoo6Li

CaHpo3
dapmacbloTikan
3 4.4

CnoseHisa

Nex
dapmaueBTNYHA
KomnaHia a.4.,
CnoBeHis (BuNyck
cepii); Nek
dPapmaueBTnyHa
KoMnaHis A4.4.,
CnoBeHis
(BMpOGHMLTBO 3a
NMOBHUM LK/IOM)

CnoseHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHux npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAaNbHOI 3a 34ilicHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA ddapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3aABHUKaA 419 34iiCHeHHsT hapmakoHarnagy:
[litoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Fabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi yNoBHOBaXXEHOT 0COOM 3asBHUKA
ONA 34iicHeHHs dhapmakoHarnagy: fAitova
peaakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pegakuisa — Opnos B'ssuecnas
BikTOpoBMY. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
agpecu mactep-aiina. 3miHa Homepa macTep-
darina

3a
peyenmom

UA/15213/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
9. | AMMOIUWNIH NOPOLLOK A/191 PO3UYUHY MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/2950/02/01
ansiH'ekuiino 0,5, 1 "Kuismegnpenap "Kuismegnpenapar" 3MiHM | TUny - 3MiHa y MeToax BunpobyBaHHS peyenmom
donakoH 3 nopotkom; 10 at" A®| abo BMXigHOrO Matepiany/npoMiXKHOro
(h/1aKOHIB 3 MOPOLLKOM Y NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
KOHTYPHIA YapyHKOBIl npoueci BupobHuuTea A®! (iHwWi 3MiHM y meTogax
yMaKkoBLj; M0 1 KOHTYpHIl BMNpo6yBaHHSA (BK/THOYatouM 3amiHy abo
YapyHKOBIli ynakoBLii B [0noBHEHHS1) AP abo BUXIAHOTO/NPOMIXHOro
navu,i NpPOAyKTY); 3MiHW | TUMY - 3MiHK, NOB'A3aHi 3
HeobXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo EBponeiicbkoi
thapmakonei, abo iHLWOi HauioHa/IbHOI
thapmakonei gepxasu E€C (3miHa y
crneuundikalisx, nos'asaHa 3i 3amiHamy B 1dY,
abo €Bponeiickkiin hapmakonei, abo iHLwWil
HaujioHanbHili hapmakonei gepxasu €C); 3MiHu |
TUNy - 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOro
NiKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
BMNpobyBaHb (BK/tOUaoUM 3amMiHy abo
[OMOBHEHHS)). BBeAEHHA 3MiH NPOTArom 6-Tn
MicsiLliB Micns 3aTBePAKEHHA
10. | AMOILUNIH NMOPOLLOK A/191 PO3UYUHY MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/2950/02/02
ons iH'ekuiino 1,0r, 1 "Knismegnpenap "Knismegnpenapar” 3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHS peyenmom
donakoH 3 nopotukom; 10 at" A®| abo BMXigHOrO Matepiany/npoMiKHOro
(h/1aKOHIB 3 MOPOLLKOM Y NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
KOHTYPHIli YapyHKOBIi npoueci BupobHuuTBa AP (iHLWi 3MiHM y MeTogax
yMnakoBLi; N0 1 KOHTYpPHii BMNpoGYyBaHHSA (BK/IHOYatOuM 3amiHy abo
YapyHKOBIli ynakoBLii B [0MNoBHEHHA) A®| abo BUXiAHOro/NpPoOMiXXHOTO
nauui NPOAYKTY); 3MiHM | TRy - 3MiHW, NOB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii JdY abo Esponeiicbkoi
hapmakonei, abo iHLWOT HaLioHaNbHOT
thapmakonei gepxasu E€C (3miHa 'y
cneuundikauisx, nos'azaHa 3i 3amiHamy B 1dY,
abo Esponelicbkiii hapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C); 3MiHM |
TMny - 3MiHa y MeTofax BUNpo6yBaHHSA roToBOro
niKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
BMNpobyBaHb (BKIOYaoUn 3amMiHy abo
[OMOBHEHHS)). BBeAE€HHA 3MiH NPOTArom 6-Tn
MicsAUiB nicnA 3aTBepAKEHHSA
11. | ANMPOBE/Ib® TabneTkun, BKpUTI TOB "CaHodi- YkpaiHa CaHocpi BiHTpon dpaHuis BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis: 3a UA/8136/02/02
060/10HKO0, Mo 150 Mr Ne ABeHTIC IHaacTpia 3MiHuM | TUNY - 3MiHK Woao peuenmom
28 (14x2): no 14 Tabnetok YkpaiHa" 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.

y 6nicTepi, no 2 6nictepu
B KapTOHHI kopobuj

BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arajlbHeHVX AaHux Npo cuctemy
dpapMakoHarnsay, 3MiHa ynoBHOBaXKeHO! 0cobu,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOHAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLLeHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0ocobu, BignoBiganbHOI An1s 34iACHEHHS
thapmakoHarnagy: fivoua pefakuis - BoiTeHko
AHTOH [eopriiioBny. MponoHoBaHa pefakyis -
KniwunH AHTOH MyKonanosuy. 3miHa KOHTaKTHUX
[aHnx ynoBHOBaXEHOT 0co6M, BigNoBiganbHOI
[ONA 34jiiCHEHHs dhapmakoHariagy

12.

ANPOBE/Ib®

TabneTku, BKpUTI
060/10HKO0, MO 300 Mr Ne
28 (14x2): no 14 TabneTok
y 6nicTepi, no 2 6nictepu
B KapTOHHIi kopobui

TOB "CaHoi-
ABEHTIC
YkpaiHa"

YKpaiHa

CaHodi BiHTpon
IHaacTpia

PpaHuis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coou,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0CO61 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0ocobw, BignoBiganbHOI An1s 34iACHEHHS
thapmakoHarnagy: fitova pefakuis - BoliTeHko
AHTOH [eopriiioBny. MponoHoBaHa pefakyis -
KniwuH AHTOH MuyKonaioBuy. 3mMiHa KOHTaKTHUX
[aHnx ynoBHOBaXEHOT 0co6M, BigNOBIgabHOI
[ONA 3ajiiCHeHHs dhapmakoHariagy

3a
peyenmom

UA/8136/02/03

13.

ALL® 100

TabneTku wmnydi no 100
Mr no 20 TabneTok y Ty6i;
no 1 Ty6i B KAPTOHHiIl
KOpooLi

CaHpo3
dapmachbloTikan
3 4.4

CnoseHisa

BUNYCK cepil:
CantwoTtac dapma
v6X, HimeuunHa;
BMPOGHUK in bulk,
nakyBaHHs: Xepmec
dapwma Nec.m.6.X.,
ABCTpIS;
a/lbTepHaTUBHWIA
BMPO6HMK in bulk,
nakyBaHHs: Xepmec
ApuHaiimiTTeNb
v6X, HimeuynHa

Himeuunna/
ABCTpis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/lbHeHUx JaHunx npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coou,
BiNOBIAANbLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 hapMakoHarnsgy 3asBHMKa
ONA 34iiCHeHHs dhapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4MNOBiAa/IbHOI 32 3AiICHEHHsT hapmakoHarasay

6e3
peyenma

UA/8272/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(BK/IKOUAIOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
hapmakoHarnsgy) - YnosHoBaxeHa ocoba
3aABHUKa 419 34ilicCHeHHs hapmakoHarnagy:
[litoua pepakuia — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi yNoBHOBaXXEHOT 0COOM 3asBHUKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pefakuis — BaueHko Biktopis CepriiBHa.
MponoHoBaHa pegakuisa — Opnos B'ssuecnas
BikTopoBWY. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXEHOT 0CO6U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cO6U. 3MiHa MicLS 3AiACHEHHS
OCHOBHOI Aisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
agpecu mactep-taiina. 3miHa Homepa macTep-
darina

14.

ALL® 100

MOPOLLIOK A1 OPa/TLHOrO
po3umHy no 100 mrno 3r
NOPOLLIKY Y NakeTuKy; no
20 nNakeTWKIiB y KapTOHHIi
Kopoobui

CaHpos
dapmacboTikan

3 0.4

CnoseHisa

TecTyBaHHs,
nakyBaHHs1, BUNYCK
cepii: Cantotac
dapma 'v6X,
HimeuuunHa;
BMPOGHULITBO in
bulk, TectyBaHHs,
nakyBaHHS:
Ningodhapm MvéX,
HimeuyunHa; 3am60H
Csit3enaHg /T4,
LLiseiiuapis

Himeuunna/
LLiseiiuapis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHKM | TUNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiANOBiAANbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0C061 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnisgy) - YnoBHoBaxeHa ocoba
3aABHUKa 419 34iliCHeHHs hapmakoHarnagy:
[litoua pepakuia — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOT 0CO6M 3asiBHNKaA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pepakuis — BaweHko Biktopia CepriiBHa.
MponoHoBaHa pefakuisa — Opnos B'ayecnas
BikTOpoBMY. 3MiHa KOHTAKTHUX JaHUX
YMOBHOBaXXEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI Aisi/IbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu mactep-cpaiina. 3MiHa HoOMepa mMacTep-
thaiina

6e3
peyenma

UA/2030/02/01

15.

ALL® 200

TabneTkn wunydi no 200

CaHpo3

CnoBeHis

BMNYCK cepil:

Himeyunna/

BHECEHHS 3MiH 0 peeCTpaLiiHNX MaTepiasliB:

6e3

UA/8272/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Mr no 20 TabneTok y Tyoi; dapmacbloTikan Canotac ®apma ABCTpis 3MiHKM | TUNYy - 3MiHK Woao peuyenma
no 1 Ty6i B KAPTOHHiIl 34.4. vM6X, HimeuuunHa; 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
KopooLi BMPOGHUK in bulk, BBefeHHs1 abo 3MiHU [0 y3araslbHeHUX OaHNX
nakyBaHHs: Xepmec npo cuctemy chapmakoHarnsgy (BBefeHHs
dapwma Nec.m.6.X., y3araJibHeHNxX AaHux npo cuctemy
ABCTpiIst; thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
albTepHaTUBHWIA BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
BUPO6HMK in bulk, KOHTaKTHOI 0C061 3 hapmakoHarnsgy 3asiBHuKa
nakyBaHHs: Xepmec ONA 34iiCHeHHs dhapmakoHarniagy B YKpaiHi,
ApuHaiimiTTens AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
v6X, HimeuunHa BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLLeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3asBHUKA ANA 34iICHEHHSA hapmakoHarnsagy:
[litoua pepakuin — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3a/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi yrnoBHOBaXeHOT 0CO6M 3asBHNKaA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pepakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pefakuisa — Opnos B'ayecnas
BikTopoBMY. 3MiHa KOHTAKTHUX JaHUX
YMOBHOBaXXEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI fii/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
agpecu mactep-chaiina. 3MiHa HoMepa mMacTep-
chaiina
16. | AULU® 200 MOPOLLOK /19 OPa/IbHOIO CaHpo3 CnoBeHis TeCTyBaHHs, Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/2031/02/01
po3unHy no 200 mrno 3r PapmacbioTikas nakyBaHHs, BUMYCK LLiBeiiuapis 3MiHuM | TUNYy - 3MiHK Woao peyenma
NOPOLLIKY Y NakeTuky; no 34.0. cepii: CantoTtac 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.

20 nakeTuKiB y KapTOHHIi
KopooLi

dapma N'vbX,
HimeuunHa;
BUPOBHMLTBO in
bulk, TecTyBaHHs,
nakyBaHHs:
Ningodpapm Mv6X,
HimeyuunHa; 3amb6oH
CeiT3enaHpg 114,
LLiseiiuapis

BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX faHnx npo cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c0o6U 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYALOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnagy) - YnoBHosaxeHa ocoba
3anBHVIKa AN 34iiCHeHHS chapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ocoba B YKpaiHi yrnoBHOBaXeHOT 0CO6M 3asBHNKaA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pepakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pefakuisa — Opnos B'ayecnas
BikTopoBMY. 3MiHa KOHTAKTHUX JaHUX
YMOBHOBaXXEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI fii/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
appecu mactep-cpaiina. 3MiHa Homepa mMacTep-
chaiina

17.

BAPBOBA/I®

Kpanni opasibHi no 25 mny
dhnakoHi 3 Npo6Koto-
KpanenbHuLeto; no 1
hnakoHy B navui 3
KapToHY

MAT "®apmak”

Ykpaina

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis:
3MiHK | TUny - 3MiHK 3 AkocTi. APl KoHTponb AdI
(iHWi 3MiHW); 3MiHK | TUNY - 3MiHa Y NapameTpax
crneundikauii Ta/abo JoNyCcTUMUX MEX,
BM3HAYEeHNX Yy cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHUIA NpoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCSA Y Npoveci BUpobHuuytea AdI
- 3MiHa y NapameTpax cneuudikauiii, a came:
3anpoBaKeHO NepioANYHICTb BXiAHOTO
KOHTPO/II0 cy6CTaHujii ®eHobapbiTan, 3a
nokasHukom «MikpobiosioriyHa ynctora»
(MikpOGioNOriyHMA KOHTPOJIb NPOBOANTU
BMOIPKOBO: MepLUy Ta KOXHY M'ATY HacTynHi
cepii); 3mMiHn | TUNy - 3MiHa y NapameTpax
cneyudikalin Ta/abo fonycTUMNX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BVXi4HWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BUKOPUCTOBYHOTLCA Y NpoLeci BUpobHuuTBa AdI
- BHOCATBCSA HE3HAYHI 3MiHW B METOAW KOHTPOO
Ha A®| deHobapbiTan, ETnnosuii eqip o-
6pomizoBanepiaHoBOI kKMcnoTK, Banigon 3a
NoKasHUKOM «MikpoGiosioriyHa YNCTOTa»; 3MiHu |
TUMy - 3MiHX B NpoLeci BUpo6HMLTBA ADI - 3MiHK
y npoLieci BUPO6HMLTBA €TUNOBOTO edipy a-
6pomi3oBasiepiaHOBOT KUCAOTK; 3MiHM | TURy -
3MiHM B npoveci BUpobHuuTea A®I - 3MiHK Y
npoueci BUpo6bHULITBA Banifony

6e3
peyenma

UA/1196/01/01

18.

BEP/ITIOH® 600
oA

KOHLEHTPpAaT 4719 PO3UnHY
Ans iHgysili, 600 O (600
Mmr)/24 mn, no 24 mn B
amnyni; no 5 a6o 10
amnys y KapTOHHil
Kopoo6Li

BEP/NIH-XEMI
Al

HimeuyunHa

BUpo6HMLTBO «in
bulk», nakyBaHHs,
KOHTPO/b Cepili:
XamesnbH
dPapmacboTrKan3
v6X, HimeuunHa,;
Bunyck cepiii:
BEP/IIH-XEMI AT,
HimeuuunHa;
Bypo6HMLTBO «in

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis:
3MiHu | TUNY - AQMIHICTPATUBHI 3MiHU.
BunyyeHHs BUPOBGHMYOT AinbHULI (BKTHOYAK0UN
LinbHUUi ans A®l, npomixxHOro NnpoAykTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHULI Ans
NpoBefEHHSA NakyBaHHs, BUPOOHUKA,
BiAMNOBiga/IbHOro 3a BMMNYCK Cepiit, Micue
NpoBeLEHHS KOHTPOJIO cepii) abo
noctayanbHuKa BUXIAHOTO MaTepiany, peareHty
a60 [0MNOMiXKHOT PeYOBMHM (SIKLLIO 3a3HAYEHO y

3a
peyenmom

UA/6426/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
bulk», nepsuHHe [0Cbe) (BUNyYeHHs hyHKLUIT, a came BUNycK cepil
nakyBaHHs, Ana BUpobHuka XamesnbH ®apmacbioTikans
KOHTPO/b Cepiit: vM6X, HimeuumnHa, BignoBiganbHOro 3a
EBEP dapma lena BMPOBGHMLTBO «in bulk», nakyBaHHs1, KOHTPO b
vM6X, HimeuuunHa; cepiii. 3a/MaeTbCa 3aTBEPAKEHNA BUPOBHWK,
BTopuHHe BEP/IIH-XEMI AT, HimeuyunHa, L0 BUKOHYE
nakyBaHHs (B TOMY Bunyck cepii) (TepMiH BBeEHHSA NPOTArom 6-Tu
yncni MmapkyBaHHS MICALIB MICNA 3aTBEPKEHHS)
amnyn):
EBEP dapma lena
'M6X, HimeyunHa
19. | BI®PEH® Kancynu no 250 mr no 10 TOB "dapma Ykpaina TOB "dapma Crapt” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/12087/01/01
Kancyn y 6nictepi; no 1 Crapt" 3MiHK | TNy - 3MiHK B Npoueci BupobHuuTea Ad®I peuyenma
abo no 2 6nictepu B
KapPTOHHIN nayuj
20. | BNIUE®D MOPOLLOK A1 PO3YMHY AAP ®APMA | Cnony4yeHe InooHr Pecny6nika BHECEHHS 3MiH 40 peecTpaviliHnX 3a UA/4588/01/03
ANst iv'exuii no 1000 mr nTa KoponiscTB dapmac'ioTikan Kopes/ MaTepianis: NpuBefEeHHA HanUcaHHs peyenmom
y chnakoHax Ne 1 a6o o] Ko., n1p4., IHpia Ha3B BUPOGHUKIB B Hakasi MO3 YkpaiHu
Ne 10 Pecny6nika Ne 944 Big 16.08.2017 a0 3aTBepKEeHNX

Kopes; 3eiicc
Papmac’toTikenc
Mer. ita., IHAisA

peecTpauiiiHnx maTepiasiB B npoueci
BHECEHHSA 3MiH - 3MiHU | Tuny - 3MiHN 3
AKOCTIi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN y
BUPO6HULTBI. 3aMiHa ab0 BBeAEHHS
[04aTKOBOI AiNbHNL BUPOGHMLTBA A5
YyacTuHn abo BCbOro BUPOBHNYOro npoLiecy
roTOBOrO J1iKApPCbKOro 3acoby (Ai/bHULSA, Ha
SKii NpoBOASATLCA OyAb-5iKi BUPOOHUYI
cTagji, 3a BUHATKOM BUMYCKy cepil,
KOHTPO/II0 AKOCTi Ta BTOPMHHOIO NakKyBaHHS
[ONS1 CTEPUNBHUX NiKApCbKMX 3aco6iB
(BKNtOYAOUM BUPOGEHi acenTUYHUM
METOA0M), KpiM JliKapCbKux 3aco6iB
6i0N10rYHOro/iMyHOONYHOr0 NMOXOMKEHHS)
(BBEAEHHA [0AATKOBOI AiNbHUL
BMPOGHMLTBA - 3eiicc dapmac'toTikenc
MeT. 74., IHAiA) CynyTHA 3MiHa - 3MiHK 3
SAKOCTIi. [0TOBWIA NNikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBeEHHS
[04aTKOBOT Ai/IbHUL BUPOGHULTBA AN
YyacTuHM abo BCbOro BUPOGHNYOro npoLecy
rOTOBOIO JIIKAPCLKOro 3acoby (4inbHNLA
[N BTOPMHHOIO NakyBaHHs) (BBEAEHHS
[04aTKOBOT AiNbHULI BUpObHMLTBA - 3eiicc
®apmac'toTtikenc MNet. /114, IHAiA); 3MiHK |
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

TUNy - 3MiHM 3 AKOCTi. [OTOBWIA NiKapCbKWit
3aci6. 3MiHN y BUpOOHMLTBI. 3MiHa
iMnopTepa/3amiHK, WO CTOCYITLCS BUMYCKY
cepil Ta KOHTPOJO AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa a6o
[oAaBaHHsi BUPOOHMKA, LLIO BignoBsigae 3a
BBE3EHHS Ta/abo BMNycK cepii) -
Bk/itoyaloum KOHTPO/Ib/BUNPOGYBaHHS cepil
(BBEAEHHA AOAATKOBOT Ai/TbHULL
BMPO6HMLTBA - 3elicc dapmac'toTikenc
Met. NitA., IHAiA) (6yno - 1ngoHr
dapmac'toTikan Ko. NIta., Pecnybnika
Kopesi; 3eiicc ®apmac’totikenc MeT. /14.,

IHais)

21.

BPUMOHAN
0,2%

Kpansi o4Hi, po3unH 0,2
% no 5 mn a6bo no 10
M1y dN1aKoHi-
KpanenbHuui; no 1
hnakoHy-kpanenbHUL
B KAPTOHHI KOpOO6L

TOB "YHIME/[,
PAPMA"

CroBsaupbka
Pecny6nik
a

TOB "YHIME],
PAPMA"

Cnosaupbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaLinHnX
matepianis (NOBTOPHUIA po3rnag): 3miHu |
TUMYy - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBefeHHA Yy BigNoBiAHICTb A0 MOHOrpadil
[dY abo €sponelicbkoi hapmakonei, abo
iHLLOT HauioHaNbHOI dhapmakonei gepxasu
€C - 3miHa y cneumdikalii nepBUHHOro
nakyBaHHSs!, OHOBMEHHSA p. 3.2.P.7, y 3B A3Ky
3 NPVIBEEHHAM [0 BUMOT [1il040ro BUAaHHS
MoHorpadii EP; 3miHu | Tuny - 3miHN y
npoveci BUpo6HNULTBA rOTOBOrO
NiKapcbKoro 3acoby, BkIoYauu
MPOMDXHWI MPOAYKT, L0 3aCTOCOBYETHCSH
npv BUPOBHULITBI FOTOBOIO NiKAPCbKOro
3acoby - 3MiHa y npoveci BupobHuuTBa AdI
(oHoBNEHHS p. 3.2.P.3.3 onunc npouecy
Bupo6HuuTBea (Filling): 3a3HayeHo onuc
NepBUHHOIO NaKyBaHHSA); 3MiHW | Tuny -
3MiHa HallMeHyBaHHs Ta/abo agpecu micud
NpOoBaKEHHSA OiSANbHOCTI
BMPOGHMKa/imnopTepa rotosBoro
nikapcbKoro 3acoby, BKIOYAUUN AiNbHALL
BMNYCKY cepii abo micLe npoBefeHHs
KOHTPOSIO SKOCTI. (ZiSNbHICTb, 3a AKy
BignoBigae BMpo6HuK/imnopTep, He
BK/1H0HA0UM BUMYCK CEepiit) - 3MiHa Ha3BK
nabopartopii NpoBefeHHS KOHTPOJT0 AKOCTI
rOTOBOIO JIiKAPCLKOro 3acoby; 3miHu | Tuny

3a
peuerimom

UA/7532/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakKosKa) nocsioYyeHHs1
- 3MiHa po3Mipy cepil (Bk/IoYarun gianasoH
po3Mmipy cepii) roToBOro Nikapcbkoro
3aco06y - 3MiHW1 po3Mipy cepii roToBOro
nikapcbkoro 3acoby: 10 000 pieces, 20 000
pieces (no 5ml, 10 ml); 3miHn | TUNY - 3miHa
y cKnagi (4oNOMiXXKHUX PEYOBMH) FOTOBOTO
nikapcbKoro 3acoby - 3miHa y cknagi
[ONOMDKHMX PEYOBWH - 36ibLLIEHHS
HaaMLWKY Ha cepito 3 5% Ha 7,7 %
6eH3aKoHIsA xiopuay; 3miHu Il Tuny -
OHOBJIEHHA MaTepianisa DMF
22. | BYCTPUKC™ CYyCneH3ist aNst iH'eKL;i no nakcoCmiTKns Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/15071/01/01
nonio 1 posi (0,5 mn/go3sy), no 1 nH Exkcnopt BpuTtaHis Bionomxkikans C.A. 3MiHM | TUny - 3mMiHa y 6e3nocepeHiin ynakosLi peyenmom
KOMBIHOBAHA [03i y nonepefHbo NimiTeq A®I - 3MiHa B NEPBUHHI YNakoBL,i akTUBHOI
BAKUWHA Ansa HanoBHEHOMY LLUNPUL; No cybcTaHLji, a came: 3aMiHa rBUHTOBOrO KoBnayka
MNPO®PINAKTUKN | 1 nonepeaHbo 3 nonibytuneHtepedtanary (PBT) 3
OUNOTEPII, HanoBHEHOMY LLNpULY Y BHYTPILLHbO NMPOKNAAKOI Ha TBUHTOBWIA
MPABLUSA, KOMMNEKTi 3 ABOMA KOBMaYoK 3 nosinponinexy (PP) 3 Takolo camoto
KALUTHOKY ronkamv B NNacTMKoBOMy npokagkoto. KoBnavok He KOHTakKTye 3
(ALLEENONAPHN KOHTeliHepi; no 1 cybCTaHLiet, KOHTAKTHOK YacTUHO €
A KOMIMOHEHT) KOHTeNHepy Y KapTOHHilA npoknajxKa, sika He 3MiHIOETbCSA
TA Kopoo6Li
noniomienity
(HAKTUBOBAHA
)
(AOCOPBOBAHA
, 3l
SMEHLLUEHM
BMICTOM
AHTUrEHIB)
23. | BASOCTEHOH KOHLIeHTpaT Ans AT «KeBenbT» EcToHis AT «KeBenbT» EcToHis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/14734/01/01
NPUroTYBaHHS PO3YNHY 3MiHK | TUNy - 3MiHa y TepMiHax npuaaTHOCTi abo peuenmom
0N iHdysin, 20 mkr/mn, yMoBax 36epiraHHsi rOTOBOrO J1iKapCbKOro 3acoby
no 1 mn B amnyni, no 5, 10 - BHECEHHSA 3MiH A0 p.3.2.P.8. CtabinbHicTb, a
a6o 20 amnyn B KapTOHHIl came: 3MiHa B yMOBax TpaHCMNOPTYBaHHS
ynakoBLi 3i cneyjasibH1M
TpYMayem Ans amnyn
24. | BAJIABIP® TabneTku, BKpUTI MAT "®apmak” Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/5386/01/01
060710HKot0, No 500 mMr no 3MiHM | TURy - 3MiHa po3mipy cepii (BkIYatoun peyenmom

6 TabneTtok y 6nictepi; no
7 6nicTepis y nayui 3
KapToHy; no 10 TabneTok y
6nictepi, no 1 6nictepy B
nauui 3 KapToHy

Jjiana3oH po3mipy cepii) roToBOro /ikapcbKoro
3aco6y (36inbLieHHs 0o 10 pasiB NOPIBHAHO i3
3aTBEPAXEHUM PO3MIPOM) - BBEAEHHSA
[04aTKOBUX PO3MIpiB cepili nikapcbkoro 3acoby:
204,70 kr (230 Tnc. Tabn) Ta 409,40 kr (460 TuC.
Tabn.) Ao 3aTBEPLKEHOro po3mipy - 102,35 kr
(115 tmc. Tabn.)
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

3a

UA/5190/01/01

25.

BAP®APVH
OPIOH

Tabnetku no 3 mr no 30
ab6o no 100 TabneTok y
dhnakoHi; no 1 donakoHy B
KapTOHHI KOpooLi

OpioH
Kopnope#iLwH

PiHNAHAIA

OpioH KopnopeiiLuH,
PiHNAHAIS;
anbTepHaTUBHWIA
BUPOGHMK, IO
3[iICHIOE NepBUHHE
Ta BTOPVHHE
nakyBaHHs: OpioH
KopnopeiiH,
diHnAHAISA

PiHNsAHAIA

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHM | Tuny - 3mMiHa napameTpis cnevuudikawii
Ta/abo foNyCTUMUX MEX rOTOBOTO J1iKapCbKOro
3aco6y (fonoBHEHHSs cneuudikalii HoBUM
MOKa3HWKOM 3 BifMNOBIgHVM METOL0M
BMNPOGYBaHHS) - AOAaBaHHA B cnewudikauiio
roTOBOrO NiKapCbKOro 3acoby Ha MOMEHT
BMMYCKY Noka3Huka «CynposigHi gomiwku» ((E)-
4-cheHinbyTun-2-eH-2-0H, - 4-rigpoKCUKymMapviH,
crneundiyHa gomiwika (Alice’s keton), 6yap — sika
HecneundiyHa goMilka, cyma fOMILIOK); 3MiHu |
TUny - 3MiHa napameTpiB cneuudikayin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NikapCbKOro 3acoby -
[OMNOBHEHHSA crieumdikaL,ii roToBOro nikapcbkoro
3aco6y NpOTAroM TEpPMiHY NpUAATHOCTI
nokasHuka «CynposifHi AoMiLLKu» (CneuudivHi
[OOMILLKM 3 BiAHOCHUM YacoMm yTpumaHHsa 1,06
(Alice’s keton) Ta Cyma goMilok); 3miHu | Tuny -
3MiHa napameTpiB cneuudikauii Ta/abo
[ONyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby
(3BYXXEHHSA [OMYCTUMUX MEX) - 3BY)XXEHHS
KpUTEpIiB NPUAHATHOCTI AN AoMmilok E Ta 4-
riPOKCMKYMapuH B cneuudikaLlii rotoBoro
nikapcbKoro 3acoby BNPOAOBX TEPMiHY
NpuAAaTHOCTI; 3MiHM | TUNY - 3MiHa NapameTpis
cneundikauin Ta/abo AONYCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby - 3amiHa y cneuudikauii
BNPOAOBX TEPMiHY NPUAATHOCTI FOTOBOrO
nNikapcbKoro 3acoby 3a NokasHMKom «CynpoBifHi
[OMILLKV» [OMILLKN «[lpyrue eauHnYHble
npumecu» Ha «J/ltobas HecneuudunyHas
NPUMECH», iKa BK/THOYAE Nne HecrneundivHi
[JOMILLKKW; 3MiHM | TUMY - 3MiHa y MeToaax
BMNPOBYBaHHA rOTOBOTO JIiKAPCLKOro 3acoby -
3MiHV B METOAAX KOHTPO/O rOTOBOrO
nikapcbKoro 3acoby, a came 3MiHa CTOCYeTbCS
3MiH B yMOBax xpomartorpadpyBaHHs METOLOM
BEPX, LLI0 3aCTOCOBYETLCA A1 BUSHAYEHHS
KiflbKiCHOTO BMICTY, ifeHTudikauii, ofHOpigHOCTI
BMICTYy Ta CynpoBIAHWX AOMILLIOK

peyenmom

3a

UA/5190/01/02

26.

BAP®APUH
OPIOH

Tabnetkn no 5 mr no 30
a6o no 100 TabneTtok y
dhnakoHi; no 1 dpnakoHy B
KapTOHHI KOpoo6Li

OpioH
KopnopeiiLH

PiHNAHAIA

OpioH KopnopeiH,
diHnaHgis;
albTepHaTUBHWIA
BVPOGHWK, LLIO
3[iliCHIOE NepBUHHE
Ta BTOPUHHE

nakyBaHHs: OpioH

PiHNAHAiA

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis:
3MiHM | TUMy - 3MiHa napameTpiB cnewyudikawii
Ta/abo fonyCcTUMUX MEX rOTOBOMO NikapCbKoro
3aco6y (foNOBHEHHS cneuyndikauii HoBUM
MOKa3HUKOM 3 BiAMOBIAHNM METOAOM
BMNPOGYBaHHS) - AoAaBaHHsA B cnevumdikauito
rOTOBOTO /1iKapCbKOro 3acoby Ha MOMEHT

peyerimom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KoprnopeiiLuH,
PiHNAHAIA

BMNYCKY NokasHuka «CynposigHi goMiwkn» ((E)-
4-cheHinbyTnn-2-eH-2-0oH, - 4-rigpoKCuKymapvH,
cneuudiuHa gomiwka (Alice’s keton), 6yab — sika
HecneundiyHa AOMilLKa, CyMa AOMILLOK); 3MiHK |
TMny - 3MiHa napameTpis cneuudikavin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKOro 3acoby -
[OMOBHEHHS cnewumadikaLyii roToBOro fikapcbkoro
3ac0o6y NPOTAroM TEPMiHY NpUAATHOCTI
nokasHuka «CynpoBigHi gomilku» (CneundivHi
[OOMILLKM 3 BiJHOCHUM YacoMm yTpuMaHHs 1,06
(Alice’s keton) Ta Cyma goMiLoK); 3miHW | Tuny -
3MiHa napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby
(3BY)XEHHS AONYCTUMUX MEX) - 3BYXKEHHS
KpUTEpIiiB NPUAHATHOCTI AN AoMmilwok E Ta 4-
riPOKCUKYMapuH B crneundikaLii rotoBoro
NiKapCbKOro 3acoby BNPOAOBX TEPMiHY
npuaaTHOCTI; 3MiHKM | TMNy - 3MiHa NapameTpiB
cneumdgikaLin Ta/abo AONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby - 3amiHa y cneuudikadii
BMPOJOBX TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby 3a NokasHNkom «CynpoBiaHi
OOMILLKM» AOMILWKK «[lpyrue eguHnyHbIe
npumecu» Ha «Jltobas HecneundgryHas
NpUMeCh», fika BK/IOYaE Nnwe HecneumivHi
[JOMILLKKW; 3MiHM | TUNY - 3MiHa y MeToAax
BMNPOGYBaHHSA roTOBOrO /liKapcbKoro 3acoby -
3MiHW B METOZax KOHTPO/I0 FOTOBOrO
nikapcbKkoro 3acoby, a came 3MiHa CTOCY€ETbCS
3MiH B yMOBax xpomartorpadpyBaHHs METOLOM
BEPX, LLIO 3aCTOCOBYETLCA A1 BU3HAYEHHA
KifIbKiCHOTO BMICTY, ifeHTudikauii, ofHOPIAHOCTI
BMICTY Ta CynpoBiAHMX AOMILLIOK

27.

BIPEH],

MOPOLLOK A/151 PO3UNHY
A3 iHdysii no 200 wmr; 1
h/1aKOH 3 MOPOLLKOM Y
KapTOHHI KopooLi

Mdpaiizep IHK.

CLIA

nakyBaHHS,
OOCHiIKEHHS
CTabifNbHOCTI,
BUNYCK cepil:
dapesa Ambyas,
PpaHuis;
BUPOBHMLTBO,
OOCHiIKEHHS
CTabifNbHOCTI,
KOHTPO/b SIKOCTI:
MateoH
MeHtodhekyypuHr
Cepsices JI/1C,
CLUA;

PpaHuin/
CLIA

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHn | TURY - AgMIHICTPATUBHI 3MiHW.
BunyyeHHs1 BUpOGHMYOT AinbHULI (BKTHOYaK0UM
LinbHUUi ans A®l, npoMixHOro NnpoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI Ans
NpPoBefEeHHA NakyBaHHs, BUPOOHUKa,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiii, MicLe
NpoBeAEHHSA KOHTPO/O cepii) abo
noctayanibHuKa BUXiAHOTO MaTepiany, peareHty
a60 [0NOMDKHOT pevyoBMHM (SIKLLLO 3a3HAYeHOo y
[0CLE) (BUTyYEHHSI BAPOBHUYOT AiNbHULI AMreH
TexHonoaxi lpnaHgis, |lpnaHais (BMpo6HMLTBO,
LOCNiMKEHHST CTabiNIbHOCTI, KOHTPO/b SAKOCTI)

3a
peyenmom

UA/2666/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BUPOBHULTBO,
nakyBaHHs,
KOHTPO/b SIKOCTI:
dapmauisa i AngpKoH
Komnahi /INC, CLUA
28. | BOAA ons PO3YMHHWK AN TOB "tOpis- Ykpaina TOB "HOpia-Papm” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/5625/01/01
IH'EKLLIA napeHTepasibHOro Papm” 3MiHM | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenma
3acTocyBaHHs, no 100 mn, HalilMeHyBaHHs Ta/abo agpecu Micus
a6o no 200 mn, abo no NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
400 mMn y nnswkax roTOBOrO NiKapCbKOro 3acoby, BkIYatoun
cknsHKX; no 100 mn, abo AinNbHUL BUNYCKy cepii abo micle npoBegeHHs
no 200 mn, a6o no 250 KOHTPOJIH0 SIKOCTI. (AiANIbHICTb, 3a Ky BiAnosigae
M, abo no 400 mn, abo BMPOGHUK/IMNOpTEp, BK/IKOYAKOUM BUMYCK Cepili)
no 500 mn, a6o no 1000 (3miHa agpecu BupobHuka TOB "tOpis-®apm”,
M, abo no 2000 mn, abo YkpaiHa, 6e3 3MiHn Micus BUpo6bHuLTBa) (TepMiH
no 3000 mn, abo no 5000 BBEAEHHS 3MiH MPOTArOM 6-TW MicALIB nicns
My KOHTelHepax 3aTBEPIKEHHS)
noniMepHux; nNo 2 mn abo
no 5 Mn y KoHTelHepi
ofHoA030B0MYy; no 10
KOHTElHepiB y nauu,j 3
KapToHy; no 10 mn a6o no
20 Mn y KOHTeiHepi
0fIHOA,030BOMY; MO 5
KOHTEHepiB y nauuj 3
KapToHY
29. | BOAA onsd PO3YMHHWK NS TOB "tOpis- Ykpaina TOB "tOpia-Papm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: - UA/15054/01/01
IH'EKLLIA napeHTepasibHoro dapm” 3MiHM | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
3acTocyBaHHs, in bulk: no HaliMeHyBaHHS Ta/abo agpecu micus
10 Mn y KOHTelHepax NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
oaHopao3osux Ne 600 a6o rOTOBOrO NiKapCbKOro 3acoby, BKIYaoun
Ne 1500 OiNbHULI BUNYCKY cepii abo micLe NpoBeAeHHs
KOHTPOJIH0 SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnosigae
BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepill)
(3miHa agpecu BMpo6Huka TOB "tOpis-dapm”,
YkpaiHa, 6e3 3mMiHn Micus BUpo6HuLTBa) (TepMiH
BBE/IEHHS 3MiH NPOTArom 6-T1 MicALIB nicns
3aTBEPKEHHS)
30. | FTEHTAMIUWH- PO34UH NS iH'eKuiin, 40 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/7273/01/01
340POB'A mr/mn, no 1 mn a6o no 2 06MexeHoto 06MexeHo 3MiHW | TUMY - YTOUHEHHSI HaliMEHYBaHHS Ta peyenmom
M1 B amnyni; no 10 amnyn BignoBiga/IbHICT BiANOBIAA/IbHICTIO afpecy MicLe3HaxoMKeHHs1 BUpo6Huka Ad|
Y KapTOHHIli kopobui; no 1 10 "®apMaueBTUYHa BiANOBIAHO [0 AOKYMEeHTaLii BAPOOHMKA; 3MiHW |
M1 abo no 2 mn B amnyni; "papmMaLeBTUyH KomnaHis "3gopos'a” TUMY - 3MiHKW, NOB'A3aHi 3 HEOOXIAHICTIO
no 5 amnyn y 6nicTtepi; no a KoMnaHis npuBELEHHS Y BiANOBIAHICTb A0 MoHorpadii Y
2 6nicTepU B KAPTOHHIi "3popos'a” abo €sponelicbkoi hapmakonei, abo iHLwol

Kopob6Li; no 2 Mn B
amnyni; no 10 amnyn y

HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
crneundikauisix, nos's3aHa 3i 3amiHamu B AdY,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nictepi; no 1 6nictepy B
KapTOHHI KOpoo6Li

abo Esponelicbkiil hapmakonei, abo iHLWii
HaujioHasbHIl thapmakonei gepxasun €C);
CynyTHSA 3MiHa: 3MiHa Yy MeTogax BUNpobyBaHHs
A®| abo BUXigHOro MaTepiany/npomMiKHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHN y
3aTBEPMKEHNX MeToAax BUNPOBYBaHHS); 3MiHM |
TUMY - 3MiHKW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeLeHHs y BiANOBIAHICTb A0 MoHorpadii Y
abo €sponelicbkoi hapmakonei, abo iHLol
HauioHasbHOT hapmakonei gepxasun €C (3MiHa y
cneuudikauisix, noB'A3aHa 3i 3viHamu B Y,
abo Esponelicbkiil hapmakonei, abo iHLWii
HaujioHasbHIN thapmakonei gepxasun €C);
CynyTHS 3MiHa: 3MiHa Yy MeTogax BUNpobyBaHHs
[0MOMDKHOT PEYOBUHM (HE3HAUHI 3MIHW Y
3aTBEPMKEHUX MeToAax BUNpobyBaHb); 3MiHU |
TUny - 3MiHa napameTpiB cneuudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapcbkoro 3acoby
(BHECEHHS 3MiH 40 AOCbE NICNSA OHOB/MEHHS
3arasibHOI CTaTTi Ha FOTOBY Nikapcbky chopmy y
LdY/EBponelicbkiin hapmakonet); cynyTHA
3MiHa: 3MiHa y MeTofax BMNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (HesHayHa 3MiHa y
3aTBEPAKEHNX MeToAax BUNPOBYyBaHHS); 3MiHM |
TUMY - 3MiHa Yy NEPBUHHINA yNakoBL,i rOTOBOro
nikapcbkoro 3acoby (Tvn KoHTelHepa abo
[0AaBaHHA HOBOTO KOHTENHEPA) - BUMYYEHHS
NepPBUHHOI YNaKOBKW, LLIO HE NPU3BOAUTL A0
MOBHOrO BU/yYeHHS NikapCbKoro 3acoby 3
NeBHOK CWU/IOK Ajii a0 Y NeBHill Nikapchbkiii

dopwi

31.

FNIKNALA

TabneTku 3
MoaucpikoBaHUM
BUBINIbHEHHAM M0 30 Mr Ne
30 (10x3), Ne 30 (15x2),
Ne 60 (10x6), Ne 60
(15x4), Ne 90 (10x9), Ne
90 (15x6) y bnictepax

KPKA, 4.4.,
HoBo mecTo

CnoseHisa

KPKA, a.4., Hoso
MecTo

CnoseHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | TUNY - NOAAHHA OHOBNEHOTO cepTudikaTy
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei Big
3aTBEPAKEHOI0 BUPOGHMKA AiH0HO0T pevoBUHN
rniknasug. 3anponoHosaHo: R1-CEP 2003-138-
Rev 01; 3miHun | Tuny - 3miHa y cneyudikauii Ad|
rniknasung, a came BUIy4eHHS NokasHuka “Badki
MeTann" Ta 3MiHa KpUTEPID NPUAHATHOCTI
impurity F, 3anponoHoBaHo: He binbLue HixX
0,15% o6ymoB/ieHa NpuBeaeHHAM A0 EP

3a
peyenmom

UA/10406/01/01

32.

OEPMA3VH

Kpem 1 % no 50 r y Ty6i;
no 1 Ty6i B Kopobu,i

CaHpo3
dapmacbroTikas

34.40.

CnoBeHisa

CantwoTtac dapma
6X

HimeuunHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHKM | TURY - 3MiHKU WoA0
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy.
BeefieHHs1 ab0 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy dapmakoHarnsgy (BBefeHHs

6e3
peyenma

UA/8997/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

y3araslbHeHUX faHunx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHSA thapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsagy 3asBHuKa
ONA 34jiCHEeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IIOYAIOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - YnosHosaxeHa ocoba
3asBHVIKa AN 34iiCHEHHSA thapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXEHOI 0C06M 3asiBHMKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pegakuis — BaweHko Biktopist CepriiBHa.
MponoHoBaHa pepakuis — OpnoB B'auecnas
BikTopoBWY. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6M. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0co6U. 3MiHa Micusl 34iCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
agpecu mactep-thaiina. 3MiHa Homepa macTep-
dhaiina

33.

OVBA30N-
JAPHULA

Tabnetkn no 20 mr, no 10
Tab1eToK Yy KOHTYPHIi
YapyHKOBIli ynakoBLj, o 1
KOHTYPHIli YapyHKOBIi
ynakoBLj y nayui; no 10
TabneToK y KOHTYPHUX
YapyHKOBUX ynakoBKax

MpAT
"papmMaLeBTUyH
a hipma
"fNapHuua”

YKpaiHa

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHux npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiANOBIAaNbHOI 3a 34ilicHEHHS chapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A dapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
ocobw, BignoBiganbHOI 3a hapMakoHarnsaga;:
3artBepakeHo: Cmorx CTaHicnasa AHaTtoniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHapoBuy

6e3
peuyenma

UA/4780/02/01

34.

JVIKNTO®EHAK-
JAPHULA

TabneTkn, BKPUTI
060/10HKOH0,
KMLLKOBOPO34MHHI, Mo 25
Mmr no 10 TabneTok y
KOHTYPHIli YapyHKOBIlA

MpAT
"®apmaueBTUYH
a hipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHKM | TURY - 3MiHKU WoA0
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy.
BeefieHHs1 ab0 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy dapmakoHarnsgy (BBefeHHs

3a
peyenmom

UA/4060/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

yNakoBLii; N0 3 KOHTYPHI
YapyHKOBI yNaKkoBKU B
nauuj

y3araslbHeHUX faHunx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHSA thapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsagy 3asBHuKa
ONA 34jiCHEeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IIOYAIOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
ocobu, BignoBifabHOI 3a hapmakoHarnag:
3arBepmkeHo: Cmoex CTaHicnaBa AHaToNiBHA.
3anponoHoBaHo: Cipaxos Irop OnekcaHApoBuY

35.

JVKNO®EHAK-
JAPHULA

pO3unH ANns iH'ekujn, 25
Mr/mn no 3 M B amnyni;
no 5 amnyn y KOHTYpHil
YapyHKOBIli ynakosLj, no 1
ab0 2 KOHTYpPHI YapyHKOBI
ynakoBkM B nadi, no 10
amnyn y kopobu,

MpAT
"@apmaueBTUyH
a hipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis:
3MiHuM | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX JaHux Npo cucTemy
hapMakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3assHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
ocobu, BiAgnoBifanbHOI 3a hapmakoHarnag:
3arBepmkeHo: CmoBx CTaHicnasa AHaToniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHApoBuy

3a
peyerimom

UA/4060/01/01

36.

JVUMICTA

crpeii HasalbHWUA,
cycneHsist 137 Mkr/50 mMkr
Ha fo3y no 6,4 r cycnexsii
y thnakoHi 10 mi1 abo no
23 r cycneHsii y dpnakoHi
25 mn; no 1 donakoHy B
KapTOHHIN navuj

MEJA ®apma
'mM6X eHg Ko.
KI

HimeuyunHa

BUPOBHUK,
BiANoOBigabHNIA 3a
BMPOGHULTBO
Hepo3dgacoBaHoi
npoAayKLuii, nepBnHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
Lnna Nimites,
IHAis; BUPOBHUK,
BiANoOBigabHNIA 3a
Bunyck cepii: MEJA
dapma M'v6X eHg
Ko. KI, Himeuunna

IHgis/
HimeuunHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX faHnx npo cucTemy
hapMakoHarnsgy, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsagy 3assHuKa
0N 30jCHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiiNOBIfaNbLHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - [iroya pegakuis:
YyNOBHOBaXKeHa ocoba BiANoBigasibHa 3a

3a
peyenmom

UA/14920/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3pjiicHeHHs1 hapmakoHarnsgy — Dr. Thomas
Stuhr, kOHTakTHa ocoba BignoBigasbHa 3a
thapmakoHarnag Ha Teputopii Ykpainu -
MeTpywaHko Makcum MukonaioBuy.
[MponoHoBaHa pejakLis: ynoBHOBaXKeHa ocoba
BiANOBiga/IbHa 3a 34iiCHEHHSA hapMakoHarnsay
— Balwant Heer, koHTakTHa ocoba BignosiganbHa
3a 3[jicHeHHs hapmakoHarnsay B YkpaiHi —
Basnnescbka tOnis BanepiisHa. 3miHa
KOHTaKTHUX aHuX YNOBHOBaXeHO! 0cobu. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOI 0CO6U. 3MiHa
MicLS1 34iACHEHHA OCHOBHOI Aisi/TbHOCTI. 3MiHa
HOMepy Ta MicLe3HaxoMKeHHA MacTep-caiiny

37.

AIANINOH®

po3uunH Ans iHdysiii 3% no
10 mn, 20 mn B amnynax
Ne 5, Ne 10 y naykax, Ne 5

(5x1), Ne 10 (5x2) y
6nictepax

MAT "®apmak”

Ykpaina

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis:
3MiHu | TUNY - nogaHHA Hosoro CEP gna Al
anbga-NinoeBol KNCNOTK Bif, 3aTBEPAKEHOTO
BMPOGHMKA 3i 3MIHOIO Ha3BU BNPOGHMKa Ad| Ta
npusBefeHHs crneundikadii KoHTpono APl o
BMMOr MoHorpadii Thioctic acid EP 3a
nokasHukamm «PO34MHHICTb», «laeHTudikauis»,
«[1po30picTb PO3UNHY», «KifnbKicCHe
BWU3HAYEHHS», BUNYYEHHSI NOKa3Huka «Mutome
onTMYHe obepTaHHsA»; 3MiHK | Tuny - 3MiHa y
MeToAax BunpobyBaHHs A®| abo BUXigHOro
mMaTtepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
BMKOPVCTOBYETbLCA Y NpoLieci BUPo6HMLTBa ADI;
CYNyTHSA 3MiHa: 3MiHa y napameTpax
cneyudikallini Ta/abo fonycTUMNX MEX,
BM3HAYeHuX Yy cneuudikauisx Ha A®l, abo
BVXi4HWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y Npoueci BupobHuutea Adl;
3MiHM | TUny - 3MiHa y MeToAax BUNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby

3a
peyerimom

UA/0794/01/01

38.

AOKCOPYBIUVH
"EBEBE"

KOHL,EHTpaT A5 pO3UnHY
ONns iHdysin, 2 mr/ma no 5
M (10 wmr), no 25 mn (50

mr), no 50 mn (100 mr), no

100 mn (200 mr) y

chnakoHi; no 1 dpnakoHy B

KapTOHHiiA KOpo6Ll

EGEBE dapma
ec.m.6.X. Hdpr.
Kl

ABCTpIs

EBEBE ®apma
lec.m.6.X. Hdpr. KI

ABcCTpis

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis:
3MiHKM | TURY - 3MiHKU WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHunx npo cuctemy
thapmakoHarnagy, 3miHa ynosHoOBaXeHo! ocoou,
BIANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0c0obU 3 hapMakoHarnsgy 3asBHuKa
ANA 3giicHEHHA dhapmakoHarnsgy B Ykpaii,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaKEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy
(BKHOYAIOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm

3a
peyenmom

UA/1379/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thapmakoHarnagy) - YnosHosaxeHa ocoba
3asBHVIKa AN 34iiCHEHHSA thapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXEeHOI 0c06M 3asBHMKA
ONA 34iicHeHHs dhapmakoHarnagy: fAitova
peaakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pepakuis — OpnoB B'auecnas
BikTopoBWY. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOB&XEHOT 0CO6M. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0co6U. 3MiHa Micus 34iACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
agpecu mactep-thaiina. 3MiHa Homepa macTep-
dhaiina

39.

JLOPUTPULIMH®

Tabnetkn ans
PO3CMOKTYBaHHS, no 10
Tabnetok y 6nictepi, no 1
6nicTepy y KapTOHHIl
Kopoo6Li

Megiue ®apma
'M6X Ta Ko. KI

HimeyunHa

BMPOBHMLTBO 3a
NMOBHWM LK/IOM:
Megiue
ApuHaiimitTTens

MotTep Mv6X & Ko.

K

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiliHix maTepianis:
3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW nikapcbkoro 3acoby (6yso -
LOPUTPUUWH/Dorithricin)

6e3
peuyenma

UA/12066/01/01

40.

E3OMEA/IOKC

Karncynv KULWKOBOPO3UUHHI
TBepAi no 20 mr Ne 14
(14x1), Ne 28 (14x2): no
14 kancyn y 6nictepi; no 1
abo 2 6nicTepn B
KapTOHHI Kopoo6Li

TOB "3eHTiBa"

Yecbka
Pecny6nika

BiNOBIAaNbHUIA 3a
BUNYCK cepil:
ETicpapm, PpaHuis;
C.C. «3eHTiBa
C.A.», PymyHis

PpaHuia/
PymyHis

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis:
3MiHKM | TURY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynosHoBaxeHoi ocoou,
BIANOBIAA/IbHOT 32 34iCHEHHSA hapmakoHarisay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnsgy 3asBHuKa
ANA 3giicHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BKHOYAIOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MilLEeHHI MacTep-thaitna cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
0cob6U 3asBHWKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag: ditova pegakuis — Ludmila
Filipova. NMponoHoBaHa pepakuis — Eric Teo/Epik
Teo. 3MiHa KOHTaKTHOT 0cobu B YKpaiHi
YNOBHOB&XEHOT 0CO6M 3asBHUKA A5 3AiNCHEHHS
thapmakoHarnagy: [itoua pefakuis — BoiiteHko
AHTOH eopriioBny. MponoHoBaHa peaakuis —
KniwunH AHTOH MyKonainosuy. 3miHa KOHTaKTHUX
[aHNX YNOBHOBaXEHOI 0cO6U. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6u. 3MiHa micus
3/iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3

3a
peyenmom

UA/13167/01/01




62

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thapmakoHarnsgy. 3MiHa agpecu mactep-
dhaiina. 3miHa Homepa mactep-daiina

41.

E3OMEA/IOKC

Kancynu KULWKOBOPO3UMHHI
TBepAi no 40 mr Ne 14
(14x1), Ne 28 (14x2): no
14 xancyn y 6nictepi; no 1
abo 2 6nictepu B
KapTOHHI KOpoo6Li

TOB "3eHTiBa"

Yecbka
Pecny6nika

BiANOBiAA/IbHWIA 3a
BUNYCK cepil:
ETichapm, ®paHuis;
C.C. «3eHTiBa
C.A.», PymyHis

®paHuia/
PymyHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT ocobu,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
thapmakoHarnag: ditova pegakuis — Ludmila
Filipova. MponoHoBaHa pegakuis — Eric Teo/Epik
Teo. 3MiHa KOHTaKTHOT 0cobu B YKpaiHi
YNOBHOBaXeHOI 0C06M 3asaBHUKa A1 3MiACHEHHS
hapmakoHarnagy: ditova pegakuis — BoiTeHko
AHTOH [eopriiioBuy. MponoHoBaHa pefakyis —
KniwuH AHTOH MykonaioBmy. 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBAXEHOT 0CO6M. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu. 3MiHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu mactep-
chaiina. 3miHa Homepa mactep-daiina

3a
peyenmom

UA/13167/01/02

42,

EHTEPOXXEPMIH
A®

Kancynu Ne 12, Ne 24
(12x2): no 12 kancyny
6nicTepi; no 1 a6o 2
6nicTepy B KAPTOHHIl
Kopoo6ui

TOB "CaHodi-
ABeHTIC
Ykpaiva"

Ykpaina

CaHodpi C.n.A.

ITanis

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis:
3MiHKM | TURY - 3MiHKU WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynosHoBaxeHoi ocoou,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarisay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnsgy 3asBHuKa
ANA 3giicHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BKHOYAIOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MilLEHHI MacTep-thaitna cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
ocobu, BigNoBiAabHOI ANA 3A4ICHEHHS
chapmakoHarnsgy: MponoHoBaHa pefakLis -

6e3
peyenma

UA/4234/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KniwmH AHTOH MuykonalioBuy. 3MiHa KOHTaKTHUX
[aHnx yrnoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
ONs 30iCHEHHsT dbapmakoHarnsay

EHTEPO®YPUN
®

cycneHsist opasibHa, 200
Mmr/5 mnno 90 mny
chnakoHi; no 1 dpakoHy 3
NAacTUKOBO JIOXKOHO-
[,03aTOPOM Y KapTOHHIi
Kopoo6Li

BocHanek a.a.

BocHis i
epueroBmH
a

BocHanek a.4.

BocHist i
lepuerosuHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ilbHeHUX JaHux npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAaNbHOI 3a 34ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnsgy 3asBHuKa
ONA 34iiCHEHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA dapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
hapmakoHarnsagy) - 3mMiHa KOHTakTHUX SaHuX
KOHTaKTHOI 0co6w, BignoBiganbHOI 3a
hapmakoHarnag B YkpaiHi

3a
peyenmom

UA/1991/02/01

EHTEPO®YPUN
®

Kancynu Teepai no 100 mr
no 10 kancyn y 6nictepi;
no 3 6nicTepn B KAPTOHHIN
KOpooLi

BocHanek a.4.

BocHis i
epueroBuH
a

BocHanek a.4.

BocHis i
epuerosuHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TRy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUx JaHunx npo cucremy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coowu,
BiNOBIAANLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 (hapMakoHarnfgy 3asBHMKa
ONA 34iiCHeHHs dhapMakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4NOBiAA/IbHOI 32 3AiICHEHHST hapmakoHarnsay
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3milLeHHi MacTep-thalina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTaKTHUX SaHuX
KOHTaKTHOI 0co6W, BiANOBIAA/ILHOI 32
hapmakoHarnag B YkpaiHi

3a
peuyenmom

UA/1991/01/01

45,

EHTEPO®YPUN
®

Kancynu Teepai no 200 mr
no 8 kancyn y 6nictepi; no
1 abo 2 6nictepu B
KapTOHHI KOpooLi

BocHanek g.4.

BocHis i
lepuerosuH
a

BocHanek a.4.

BocHis i
lepuerosuHa

BHECEHHS 3MiH 40 peecTpaviiiHux MmaTepiasiis:
3MiHKM | TUNY - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
BeegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnX Npo cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi 0cobw,
BiANOBiAaANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0Co6M 3 thapmakoHarnsgy 3asaBHuKa
0N 30JCHEHHA dhapmakoHarnsay B YkKpaiHi,

3a
peyenmom

UA/1991/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3mMiHa KOHTakTHUX gaHuX
KOHTaKTHOI 0CcOo6W, BignoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi
46. | EHTUBIO® NOPOLLIOK ANs Takepa dapma [JaHis BMPO6HMLTBO N3 CLUA/ Itanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/15405/01/01
KOHUEHTPATy 4719 PO34UHY AlC Ta nepBuHHE AscTpisi/ 3MiHM | TUNy - 3MiHX Y NpoLeci BUPOGHMLTBA peyenmom
Ans iHgysili no 300 mry nakyBaHHs: Xocnipa, Benvka rOTOBOrO JIiKapCbKOro 3acoby, BKIYaoUn
dhnakoHi, no 1 dpnakoHy y IHK., CLUA, BputaHis/ NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA MpU
KapTOHHIA KOpooLi BTOPVHHE HimeyunHa BVMPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby -

nakyBaHHs Ta [03BiN
Ha BUMYCK cepii:
Lendapm Hosapa
C.p.n., Itanis;
Takepa ABCTpIst
M6X, ABCTpis;
KOHTPO/Ib AKOCTI
cepii: KoBaHc
Na6opaTopi3
Nimiten, Benvka
BpuTaHis; KOHTposb
AKOCTI cepil:
"CTepunbHICTL" Ta
"BakTepiasbHi
€HAOTOKCUHN":
Bikxem la6opatopi3
Nimiten, Benvka
BputaHis; KOHTposb
SAKOCTI cepil:
"Bu3HayeHHsA
3B'A3yBaHHA"
Yapnb3 Pisep
BiodhapmacbtoTikan
Cepsici3 Mm6X,
HimeuyunHa

nepernag ta y3rofykeHHs KOHTPOsI0
BMPOGHMYOro NnpoLecy A5 3aTBEPAKEHOrO
niodpinizatopa (“Lyo 2") Ta nioginizaropa, Lo
BBOAMTCA aoaaTkoso (("Lyo 11"), Ak Hacnigok
neperasHyT! napameTpu BUPOBHNYOro npotecy
ansa Lyo 2 ta Lyo 11. Buxogsum 3 nogi6HocCTI
BMPOGHNYOro npoLecy Ta 061afHaHHs, a Takox
AaHvx, OTpMMaHunX npu Basigawii npouecy ans
Lyo 11, napameTpu npoLiecy CTepusibHoro
hinbTpaviioHoro o6esry Ta dinbTpauiiHuii TUck
6ynu BcTaHoBMEHi. KpiM TOro, Ha OCHOBI
NpoAemMOCTPOBaHMX MOXMBOCTeN Lyo 2 i Lyo 11
015 BigNOBIAHOCTI BUMOram [0 UuKy
niodpinizavii s BUpo6HMYOro npovecy,
[iana3oHy napameTpiB Ana npouecy nioginisauii
6ynn NepernsHyTi, Wob BigobpasnTu
BIANOBIAHICTb XapakTepuCTVK NPOAYKTY Ta
ekcnnyartauii 06n1agHaHHs, | 3aCToCyBaHHs ix
npv BUpo6HULTBI Lyo 2 Ta Lyo 11; 3mium Il Tuny -
3MiHM y npoueci BUpo6HMLTBa FOTOBOrO
NiKapCbKOro 3acoby, BK/IHOHa0UN NPOMiIXKHWIA
NPOAYKT, LLIO 3aCTOCOBYETLCSA NPV BUPOOHULITBI
roTOBOrO /iKapCbKOro 3acoby - BBEAEHHSA
gpyroro nioginiaropa ("Lyo 11") Ha
3aTBepMAKEHIli AinbHML, WO BignoBigae 3a
BMPOBHULITBO rOTOBOTO NiKapCbKOro 3acoby 3
BiANOBIAHUM 36iNbLUEHHAM PO3Mipy cepii (po3mip
cepii HepaschacoBaHOro NpoaykTy ans Lyo 11
cTtaHoBuTb 120 A, WO cTaHOBUTL 1,7 KpaTHe
36iMbLUEHHS Bif po3Mipy cepii Lyo 2 (makcumym
71,1 n); 3miHn 1l TMNY - 3MiHKX BUNpo6yBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULITBA FOTOBOMO
niKapcbKoro 3acoby - nepernag, kputepiis
NPUIAHATHOCTI AN NepeBipKX LiNiCTHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
QinbTpIB Nepes BUKOPUCTaHHAM Ta nicns
BVIKOPWCTaHHS, W06 BUMaraTv nepesipku
LiNicTHOCTi NpUAMaHHS NnLe 04HOro 3 ABOX
HaAMLLKOBUX (DINbTPIB Y cepil; PO3LUMPEHHS
[0NyCTUMUX MEX, BCTAHOB/IEHUX B cneumdikauii,
nif yac BUPOBGHMYOro NpoLecy rotToBoro
nikapcbKoro 3acoby, o151 nokasHuka "0O6’em
HanosHeHHs" (Fill volume) go 5.52 + 0.22 gna
060x niocpinisaTopis
47. | ENIFEH IHTUM cnpeii 0,1% no 15 mn a6o XEMIFPYM PpaHuin XemiHoBa IcnaHis BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/5715/01/01
no 60 M y NnacTukoBomy PPAHC IHTepHacioHas1b 3MiHM | TMNY - AgMiHICTPaTUBHI 3MiHWN. 3MiHa peyenma
chnakoHi; No 1 dpnakoHy y C.A., IcnaHis; HaliMeHyBaHHs Ta/abo agpecy Micus
KOMMNAEKTi 3 HacaAKo B.BEPAYH MEAIKAN NPoBaPKEeHHS AiSNIbHOCTI BUpobHMKa/imnopTepa
A5 pO3NW/IIOBAHHS Y C.A., IcnaHis rOTOBOrO /iKapCbKOro 3acoby, BKIKYaoun
KapTOHHI ynakoBLi AiNbHUU BUNYyCKy cepii abo micle NpoBeAeHHs
KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa agpecy BMpPOGHMKa XemiHoBa
IHTepHacioHanb C.A., Icnanis, 6e3 3miHu Micua
BVPOGHMLTBA)
48. | ENIFEH IHTUM cnpeii 0,1% no 15 mn a6o XEMIFPYM PpaHuin XemiHoBa IcnaHis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/5715/01/01
no 60 Mn y NnnacTukoBomy PPAHC IHTepHacioHab, TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyenma
chnakoHi; No 1 dplakoHy y C.A., IcnaHisi; 23.07.2015 Ne 460)
KOMMNNEKTi 3 HacaAKot "B.BpayH Megikan nomunkv y MK$, nos's3aHi 3 nepeknagom abo
015 PO3NUIOBAHHA Y C.A", IcnaHis nepeHeceHHsaM iHchopmauii, ski 6ynn fonyLueHi
KapTOHHIN ynakoBLi npv nepepeectpadii (Haka3 Ne755 Big,
28.09.2012p.), a came: y po3aini Cknag MKA Ha
nNikapcbkuii 3aci6, Npy 3a3HayYeHHi KiflbKOCTi
Ai040T peyoBUHN 6yN10 [ONYLLEHO NOMUSIKY.
3a3HauyeHe BUMpaB/IeHHs Bi4NOBIAAE
mMarepiasiaM peecTpauiiHoro focke, siki
npeacTaB/ieHi B apXiBi.
49. | ENNENTAN® Tabnetku no 25 mr no 10 MAT "®apmak” Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/6296/01/01
TabneTok y 6nictepi; no 3 3MiHu Il TMny - 3MiHK WoA0 peyenmom
6nictepu y nauui 3 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
KapToHY IHLWIi 3MiHW, SiKi He BBIMLWAW y Leit po3gin, sk
BK/IOYAOTb NOAAHHA pe3ynbTaTiB AOCMIAKEHb
[10 KOMMETEHTHOTO OpraHy - NpefCcTaB/IEHHS
pe3ynbTaTiB nicnsapeecTpauiiHoro focniAXeHHs
6i0eKBiBa/IEHTHOCTI
50. | ENNENTAN® Tabnetku no 50 mr no 10 MAT "dapmak” YkpaiHa MAT "dapmaxk” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/6296/01/02
Tabnetok y 6nictepi; no 3 3MiHu |l TUny - 3MiHK Woao peuenmom

6nictepu y nauui 3
KapTOHY

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

IHLWIi 3MiHW, SKi He BBIAWAW Y Lei po3gin, aki
BK/OYAKOTb NOJAHHS pe3ynbTaTiB A0CigKEHb

[10 KOMMETEHTHOTO OpraHy - NPeACTaB/IEHHS
pe3y/bTaTiB nic/ispeecTpauiiHoro 4ocnimpKeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
6i0eKBiBaIEHTHOCTI
51. | ENNENTAN® Tabnetkn no 100 mr no 10 MAT "®dapmak” Ykpaina MAT "dapmak” YkpaiHa BHECEHHS 3MiH 4O peecTpaLiiHnx MmaTepiasiis: 3a UA/6296/01/03
TabneTok y 6nictepi; no 3 3MiHu |l TUny - 3MiHK Woao peyenmom
6nictepu y nauui 3 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
KapToHY IHLWI 3MiHW, 5K He BBIALWAW Y Lei po3gin, aki
BK/IIOYAIOTb NOAAHHA pe3ynbTaTiB fOC/igKeHb
[10 KOMMETEHTHOTO OpraHy - NPesCTaBeHHS
pe3ynbTaTiB nicnsapeecTpauiiHoro focAiaXeHHs
6ioekBiBaIEHTHOCTI
52. | ENIPYBIUH KOHLEHTpAT A1A PO3UnHY EBEBE ®dapma ABCTpIs NOBHWUIA LMK AscTpis/ BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/4356/01/01
"EBEBE" ons iHdysin, 2 mr/ma; no 5 | Fec.m.6.X. Hoor. BMPOGHMLTBA: HimeuunHa 3MiHu | TMNY - 3MiHK 3 AKOCTI. FoTOBMIA peyenmom
mn (10 mr) a6o 25 mn (50 Kl EBEBE ®apma nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHa
Mmr), a6o 50 mn (100 mr), lFec.m.6.X. Har. KT, iMnopTepa/3aMiHu, LLIO CTOCYIOTLCSA BUNYCKY cepil
a6o 100 mn (200 mr) y ABCTpISi; Ta KOHTPO/I0 SIKOCTi FOTOBOTO JTiKAPCbKOr0O
chnakoHi; no 1 dpnakoHy B KOHTpOnNb/ 3acoby (3amiHa abo AoaaBaHHA AiNbHULI, Ha SKil
Kopoo6Li BMNPOGYBaHHSA cepii: 3[iAICHIOETLCA KOHTPO/L/BUNPOBYBaHHSA cepii)
Mnn (BBEAEHHA KOHTpaKTHOT Nnabopartopii Jlabop J1+C
Mikpob6ionoriwec AT, HimeuurHa (koHTposb, BUNpobyBaHHSA cepii);
Mptochnabop M6X, 3MiHu | TUNYy - 3MiHK 3 sikocTi. FoToBUIA
ABCTpISi; nikapcbkuii 3aci6. 3mMiHM y BUPOOGHMLTBI. 3MiHa
KOHTpONb/ iMnopTepa/3miHu, Lo CTOCYIOTLCS BUNYCKY cepil
BUNpobyBaHHA cepii: Ta KOHTPOJIH0 SIKOCTi FOTOBOTO NiKapCbKOro
Nab6op 1+ C AT, 3acoby (3amiHa abo goaaBaHHs AiflbHUL, Ha Ki
HimeyunHa 3[iICHIOETLCS KOHTPO/IL/BUNPOGYBaHHS cepii)
(BBEAEHHSA KOHTPaKTHOI NabopaTopii MM/
Mikpo6ionoriwec Mptodhnadop MM6X, ABCTpIs
(KOHTPO/1b, BUNPO6GYBaHHS cepii)
53. | EPBICON® PO34MH ANst iH'eKLA no 1 mnn Ykpaina TOB "EPBIC", YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux MmaTepianis: 3a UA/3030/01/01
YNbTPA®APM M1 abo 2 M1 B amnyni; no "Naboparopis Ykpaina; Mn 3MiHM | TUny - 3MiHU WoA0 peyenmom
10 amnyn y kopobu;i Ep6ic" "laboparopis 6e3nekn/edeKTUBHOCTI Ta dapMakoHarnsgy -
Ep6ic", YkpaiHa; OHOBJIEHHS 3aTBEPKEHOIO TEKCTY MapKyBaHHS
BMPOGHMK "in bulk": BTOPUHHOI YNakoBKM NiKapCbKoro 3acoby 3
MpAT "/lekxim - BHECEHHSAM 3MiH [10 TEKCTY MapKyBaHHS:
Xapkis", YkpaiHa BHECEHHS NYHKTY 16, skuii 6yB nponyLyeHuii
54. | EPFOKANbLUN® PO34UH ONIliHWI OpanbHWIA MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/6299/01/01
EPON (BITAMIH 0,125 %, no 10 mn y "TexHonor" 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom

D2)

hnakoHi; no 1 dpnakoHy B
nauuj 3 KapToHy

HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3MiHa
aapecu 3asaBHuKa) (TepMiH BBeEHHSA 3MiH
NPOTAroM 6-TW MIiCALIB MiCNA 3aTBEPAXKEHHS);
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKaPCbKOro 3acoby, BKIUaoun
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIHO SIKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/iIMNOpTEep, BKIKYaOUM BUMYCK Cepil)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
(3miHa agpecu BUpo6HKKa /13, 6e3 3MiHW MicLs)
(TepmiH BBELEHHS 3MiH NPOTAroM 6-T1 MicALIB
nicnsl 3aTBEPAKEHHS)
55. | EPIAES- TabneTku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 UA/12919/01/01
AAPHMNLUA 060/10HKO0, N0 5 Mr no 10 | "dapmaueBTnyH "®apmMaueBTnYHa 3MiHW | TMny - 3MiHK Woao peyenma
Tab1eToK Y KOHTYPHIi a hipma hipma "OapHuus” 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
YapyHKOBIli ynakoBLj; no 1 "fNapHuua” BBeaeHHsA abo 3MiHM [0 y3arasibHeHVX AaHnx
KOHTYPHIli YapyHKOBIi npo cuctemy thapmakoHarnsgy (BBefeHHS
ynakoBLji B nayuj y3ara/ilbHeHUX JaHux npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAaNbHOI 3a 34ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnsgy 3asBHuKa
ONA 34iiCHEHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA dapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo|
ocobw, BignoBiganbHOI 3a hapMakoHarnsaga;:
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHaposuy
56. | ETOMNO3NA KOHLEHTpAT A1A PO3UYnHY EBEBE ®apma ABCTpIs NOBHWUIA LMK ABCTpis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3a UA/2569/01/01
"EBEBE" ons iHdysin, 20 mr/mn no ec.m.6.X. Hdpr. BMPOGHMLTBA: 3MiHKM | TURY - 3MiHK WoA0 peyenmom
2,5 mn (50 wmr), abo no 5 KIr EBEBE ®apma

mn (100 mr), a6o no 10 mn
(200 wr), a6o no 20 mn
(400 wr) y chnakoHi; no 1
(p1aKOHY B KapPTOHHIl
Kopoo6ui

lFec.m.6.X. Hopr. KT,
ABCTpISi;
TecTtyBaHHA: MM/
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpis

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynosHoBaxeHoi ocoou,
BIANOBIAA/IbHOT 32 34iCHEHHSA hapmakoHarisay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnsgy 3asBHuKa
ANA 3giicHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BKHOYAIOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MilLEeHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3anBHUKa 419 34iiCHeHHs hapmakoHarnagy:
[litoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Fabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi yNOBHOBaXXEHOT 0COOM 3asBHUKA
ONA 34iicHeHHs dhapmakoHarnagy: fAitova
pepakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pegakuisa — Opnos B'ssuecnas
BikTopoBWY. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXeHOT 0CO6M. 3MiHa KOHTaKTHUX JaHUX
KOHTAKTHOT 0c06U. 3MiHa Micusl 34iCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
agpecu mactep-thaiina. 3MiHa Homepa macTep-
dhaiina

57.

30KCOH® 2

Tabnetkn no 2 mr Ne 10,
Ne 30 (10x3): no 10
Tabnetok y 6nictepi; no 1
abo no 3 6nictepu B
KapTOHHI KOpoo6Li

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ilbHeHUX JaHux npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAaNbHOI 3a 34ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnsgy 3asBHuKa
ONA 34iiCHEHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA dapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo|
0cobu 3as1BHUKa, BIANOBIAA/ILHOT 32
thapmakoHarnag: ditova pegakuis — Ludmila
Filipova. MponoHoBaHa pepakuis — Eric Teo/Epik
Teo. 3MiHa KOHTaKTHOI 0cobu B YKpaiHi
YNOBHOB&XEHOI 0CO6Y 3asBHMKA A15 34iACHEHHS
thapmakoHarnagy: [itoya pefakuis — BoiiteHko
AHTOH eopriiioBuy. MponoHoBaHa pefakyis —
KniwwmH AHTOH MuyikonaiioBmny. 3MiHa KOHTaKTHUX
[AaHnX YNOBHOBaXKEHOT 0COBU. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI ocobu. 3MiHa micus
3[iACHEHHSI OCHOBHOI AiSNIbHOCTI 3
thapmakoHarnagy. 3miHa agpecu macTep-
chaiina. 3miHa Homepa MacTep-halina

3a
peyenmom

UA/6300/01/02

58.

30KCOH® 4

Tabnetkn no 4 mr Ne 30
(10x3): no 10 TabneTok y
6nicTepi; no 3 6nictepu B
KapTOHHI KOPOOLi

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX faHnx npo cucTemy
hapMakoHarnsgy, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsagy 3assHuKa
0N 30jCHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiiNOBIfaNbLHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXKeHoI
0cobu 3asiBHMKA, BIANOBIAA/IbHOT 32

3a
peyenmom

UA/6300/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
thapmakoHarnsag: fivova pegakuis — Ludmila
Filipova. MponoHoBaHa pegakuis — Eric Teo/Epik
Teo. 3MiHa KOHTaKTHOT 0cobm B YKpaiHi
YNOBHOBaXeHOI 0C06M 3asaBHUKa A1 3MiACHEHHSA
hapmakoHarnagy: ditova pegakuis — BoiTeHko
AHTOH [eopriiioBuy. NMponoHoBaHa pefakyis —
KniwuH AHTOH MyKonaioBmy. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu. 3MiHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu mactep-
chaiina. 3miHa Homepa mactep-daiina
59. | 30NMALEKC Kancyna gns nigwkipHoro AcTpa3eHeka Benvka AcTpa3eHeka HOK Benvka BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 3a UA/4236/01/01
BBE/IEHHSA MPOSIOHrOBaHOI HOK NimiTepq, BpuTaHis Nimiteq BpuTaHis 3MiHKM | TNy - 3MiHa y MeTogax BUNpobyBaHHS peyenmom
4ii no 3,6 mr, 1 kancynay O0MNOMDKHOT PeYOBMHM (iHLLI 3MiHW Yy MeToAax
wnpuu-annikaropi i3 BUNPO6YBaHHSA (BKIOUAOUM 3aMiHy abo
3aXUCHVMM MeXaHi3MOM; no [ofaBaHHs)) - BBEAEHHS a/lbTEPHATUBHOIO
1 wnpuuy B KOHBEPTI 3 MeTOoAy BU3HAYEHHA cepefHbOl MONEKYNAPHOT
NpYKpINIeHNM Macy [,0NOMIKHOT PEYOBUHM CONonimMep naktuay
npanopuem-aHoTalieo 3 Ta rnikonigy; 3miHu | TMny - 3miHa y MeTogax
BOJIOTOMOIIVHAIOYO0 BUMNPOOYBaHHA rOTOBOTrO MiKaPCbLKOro 3acoby
Kancysoto; no 1 KoHBepTy (iHWi 3miHM y MeTogax BUNpobyBaHb
B KapTOHHI kopobuj (BkNtovaroun 3amiHy abo [OMOBHEHHS)) - 3MiHa
JeTekTopa nif yac NnpoBeAeHHs aHanisy 3a
nokasHukoMm «CepegHili BMIiCT rozepeniHy»
metogom BEPX Metog C
60. | 30/TAQEKC Kancyna gns nigwkipHoro AcTpa3eHeka Benuvka AcTtpa3eHeka HOK Benvka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/4236/01/02
BBE[EHHS NPONOHroBaHo! tOK Nimiteq BpuTtaHis Nimiteq BputaHis 3MiHM | TUny - 3MiHa y MeToax BunpobyBaHHs peuyenmom
aii no 10,8 wmr, 1 kancynay [0MOMIDKHOT peyoBMHM (iHLWI 3MiHM Y MeToAax
wnpuu-annikaropi i3 BMNpo6yBaHHSA (BK/IHOYaUM 3amiHy abo
3aXUCHUM MexXaHi3MOoM; No [ofiaBaHHs)) - BBEEHHS a/IbTEPHATUBHOIO
1 wnpuuy B KOHBEPTI 3 MeToAy BU3HAYEeHHS cepefHbOi MOJIEKYNAPHOT
NpYKpINIeHNM Macu J0NOMIKHOT peYOoBUHM cononimep naktuay
npanopLeM-aHoTaui€elo 3 Ta rnikonigy; 3MiHu | Tuny - 3miHa y metogax
BOJIOTOMOIIVHAIOYOI0 BUMNPOOYBaHHA rOTOBOTO NIKAPCLKOro 3acoby
Kancysoto; no 1 KOHBepTYy (iHwWi 3miHM y MeTogax BUNpobyBaHb
B KapTOHHiiA KOpooLyi (BkNtovaroun 3amiHy abo [OMOBHEHHS)) - 3MiHa
JeTekTopa nif yac NnpoBefeHHs aHanisy 3a
nokasHukom «CepegHili BMIiCT rozepeniHy»
metogom BEPX Metog C
61. | IBYHOPM BEBI cycneHsist opasibHa, 100 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/11513/01/01
Mmr/5 mn no 50 mn, 100 mn 06MeXeHo 06MeXeHo 3MiHK | TUNY - BBEEHHA HOBOrO (DN1akoHy 3 peyenma
a6o no 200 mn y donakoHi; BiANOBIga/bHICT BIANOBIAA/LHICTIO rBUHTOBOIO ropaoBuHoto BMB-60 micTkicTio 50
no 1 donakoHy pasom 3 10 "®apmMaueBTNYHa mn BUpobHuyTBa 3AT "dapma”Eninc”, YkpaiHa.
[,03YH04UM MPUCTPOEM Y "@apmaueBTUYH KoMnaHisa "3gopos'a” SAKiCHWIA Ta KinbKiCHUIA cknaf nakyBaslbHOro
KOpo6Li 3 KapTOHY a KoMnaHis martepiany He 3MiH1BCSA

"3p0pos'a”
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

62.

IMATIHIB-BICTA

kancynu no 400 wmr; no 10
Kancyn y 6nictepi; no 3
6nicTepu y nauui 3
KapToHYy

MicTtpan Kenitan
MeHeKMeHT
Nimiteq

Benvka
BpuTtaHis

CiHgaH ®apma
C.P.N.

PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHM | TUNY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
npuBeLeHHs y BiANOBIAHICTb A0 MoHorpadii Y
abo €sponelicbkoi hapmakonei, abo iHLol
HauioHasbHOT hapmakonei gepxasun €C (3MiHa y
cneuudikauii HechapmakoneiHoro A®| ans
npuBeAeHHs y BiANOBIAHICTL A0 BUMor AdY a6o
€Bponeiicbkoi dhapmakonei, abo iHwoi
HaujioHanbHOT chapmakonei aepxasu €C) -
npvBefeHHs cneuudikauii BXifHOro KOHTPO/I0
A®| ImaTnHiby mesunaTy y BiANOBIAHICTb A0
BuMor EP; 3MiHu | TUny - 36inbLUEHHS nepiogy
NOBTOPHUX BUMNPOBYBaHb HA OCHOBI AOCNIMKEHHSA
CTabiNIbHOCTI; 3MiHU | TUNY - 3MiHa Y NapameTpax
cneuudikauin Ta/abo foNyCTUMUX MEX,
BM3HaUYeHUX y cneyndikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BVIKOPVICTOBYIOTHCSA Y Npovueci BupobHuutea Ad|
(3BYXKEHHSI AOMYCTUMMX MEX, BUSHAYEHUX Y
cneuudikauii)

3a
peyenmom

UA/15420/01/01

63.

IMATIHIB-BICTA

Kancynu no 100 mr; no 10
Kancyn y 6nictepi; no 3
abo 12 6nicTepiB y nauui 3
KapToHY

MicTpan Kenitan
MeHeXMeHT
Nimiten

Benuka
BpuTaHis

CiHgaH ®apma
C.P.N.

PymyHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHW | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeLeHHs y BiANOBIAHICTb A0 MOHorpadii Y
abo €sponelicbkoi hapmakonei, abo iHLol
HauioHanbHOT hapmakonel gepxasun €C (3miHa y
cneumdikauii HechapmakoneiHoro A®| ans
npuBeLeHHs y BiANOBiAHICTb Ao BuMor AdY a6o
€Bponeiicbkoi thapmakonei, abo iHwoi
HaujioHasbHOT dhapmakonei gepxasu €C) -
npvBefeHHNA cneuudikauii BXi4HOro KOHTPOSIO
A®| IMaTuHIBY Me3unaty y BifnoBigHICTb 40
BuMor EP; 3miHu | Tuny - 36inbLIEeHHs nepiogy
NOBTOPHYX BUNPOGYBaHb Ha OCHOBI [OC/IIKEHHS
cTabinbHOCTI; 3MiHK | TUNY - 3MiHa y NapameTpax
crneundikauii Ta/abo JoNyCcTUMUX MEX,
BM3HAYEeHNX Yy cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHUIA NpoAYKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCSA Y npovleci BupobHuutea AdI
(3BY)KEHHSI AOMYCTUMMX MEX, BUSHAYEHUX Y
cneundikauii)

3a
peyenmom

UA/15420/01/02

64.

IHOAHPUKC
FEKCA™/INFANR
IX HEXA™
KOMBIHOBAHA
BAKUWHA Ansi
MPODITAKTUKN
ONDTEPII,

cycneHnsis (DTPa-HBV-
IPV) ans iv’exuiii no 0,5
mn (1 gosa) Ta nioginizat
(Hib), 1 nonepeaHbO
HanoBHeHWIA oAHOpa30BUi
wnpuy, (no 0,5 mn (1
0,03a)) Y KOMIJ/IEKTi 3

nakcoCwmitTKns
nH Ekcnopt
Nimiten

Benuka
BpuTaHis

nakcoCmiTKnsiiH

Bionogxikan3 C.A.

Benbris

BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis:
3MiHM | Tuny - 3MiHa y 6e3nocepeHiit ynakosLi
A®I - 3mMiHa B NEPBUHHIl yNakoBLyi akTUBHOT
cybCTaHLil, a came: 3amiHa rBMHTOBOrO KOBNavka
3 nonibytuneHtepedptanary (PBT) 3
BHYTPILUHLO NPOKNAAKOI Ha rBUHTOBWIA
KOBMAYOoK 3 nosiinponisieHy (PP) 3 Takoto camoro

3a
peyenmom

UA/16235/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
NnPABLUA, [BOMa rosikamu Ta npoknagko. KoBnavyok He KOHTaKTye 3
KALLUTIOKY dhnakoH 3 niogpinizatom Cy6CTaHL€l0, KOHTAKTHOK YacTUHOI €
(ALENONAPHA (Hib) ansa 1 goswu, wo npoknajka, sika He 3MiHIOETbCSA
1 KOMMOHEHT), | 3miwyoTbca nepes,
FENATUTY B, BUKOPUCTAHHAM, Y
noniomienity NAacTVKOBWIA KOHTENHep;
TA no 1 a6o no 10
3AXBOPIOBAHb, | n1acTMkoBUX KOHTEHepIB
3BYAHUKOM Y KapTOHHIli Kopobui
AKNX €
HAEMOPHILUS
INFLUENZAE
TNy B
65. | IHPAHPUKC™ cycnensis (DTPa-IPV) gns nakcoCwmiTKns Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4O peecTpaviiHnx MmaTepiasiis: 3a UA/15832/01/01
INB XIb / iH’exuiii no 0,5 mn (1 gosa) nH Ekcnopt BpuTaHis Bionogxikans C.A. 3MiHM | Tuny - 3MiHa y 6e3nocepeHiil ynakosLi peyenmom
INFANRIX™ IPV y nonepeaHbLo Nimiteq A®I - 3MiHa B NEPBUHHI yNakoBL,i akTUBHOI
HIB HanoBHEHOMY cybCTaHLil, a came: 3amiHa rBMHTOBOrO KOBNavka
KOMBIHOBAHA ofHopa3oBoMY Lwnpuui Ne 3 nonibytuneHtepedtanary (PBT) 3
BAKUWVHA Ansa 1y komnnekTi 3 ABOMA BHYTPILLHbO NPOKIAAKOK Ha TBUHTOBWIA
MPODINAKTUKA rofikamu Ta niodpinisat KOBMAYoK 3 nosiinponineny (PP) 3 Takoto camoto
OVNDTEPII, (Hib) y donakoHi Ne 1, wo npoknazgKot. KoBnayok He KOHTakTye 3
NnPABLUA, 3MiLLyI0TbCS nepeq, Cy6CTaHL€0, KOHTAKTHOK YacTUHOI €
KALUNHOKY BUKOPUCTaHHAM; no 1 npoKiagkKa, sika He 3MiHIETbCSA
(ALLEENONAPHN nonepegHL0
 KOMMOHEHT), | HanosHeHoMmy
noniomienity 0flHOPa30BOMY LUMPULLY Y
TA KOMMNEKTi 3 ABOMa
3AXBOPHOBAHb, | ronkamu 1a 1 chsiakoHOM 3
36YAHNKOM niogpinizatom (Hib) y
AKUX € BaKyyMHiil CTepubHili
HAEMOPHILUS ynakoBLi; no 1 BakyymHil
INFLUENZAE CTepusbHIli ynakoBLj y
TNy B KapPTOHHI KOpooOLj
66. | KAP3AMN®-A Tabnetkn no 8 mr/5 mr Ne TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/16379/01/01
28 (14x2), Ne 84 (14x6) y Pecny6nika Pecny6nika 3MiHKM | TURY - 3MiHKU WoA0 peyenmom

6nicTepax

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHunx npo cuctemy
thapmakoHarnagy, 3miHa ynosHoOBaXeHo! ocoou,
BIANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0c0obU 3 hapMakoHarnsgy 3asBHuKa
ANA 3giicHEHHA dhapmakoHarnsgy B Ykpaii,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaKEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy
(BKHOYAIOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-thaiina cuctemm
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
0co6u 3asBHVKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag; fitova pegakyis — Amel
Benkritly. MponoHoBaHa pepakuis — Eric
Teo/Epik Teo. 3miHa KOHTaKTHOI 0CO6U B YKpaiHi
YNOBHOB&XEHOI 0CO6U 3asBHMKA 151 34iACHEHHS
thapmakoHarnagy: [itoya pefakuyisa — BoiiTeHko
AHTOH [eopriiioBny. MponoHoBaHa pefakuis —
KniwwmH AHTOH MyikonaiioBmny. 3MiHa KOHTaKTHUX
[aHNX YNOBHOB&XEHOT 0CO6U. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu

67.

KAP3AMN®-A

Tabnetku no 16 mr/10 mr
Ne 28 (14x2), Ne 84 (14x6)
y 6nictepax

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MiLLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
thapmakoHarnag: ditova pegakuis — Amel
Benkritly. MponoHoBaHa pepgakuis — Eric
Teo/Epik Teo. 3mMiHa KOHTaKTHOI 0CO6U B YKpaiHi
YNOBHOBaXeHOI 0C06M 3asaBHUKa A1 3MiACHEHHS
hapmakoHarnagy: ditova pegakuis — BoliTeHko
AHTOH [eopriiioBuy. MponoHoBaHa pefakyis —
KniwuH AHTOH MykonaioBmy. 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu

3a
peyenmom

UA/16379/01/02

68.

KACOJEKC

TabneTkn, BKPUTI
NAiBKOBOK 00010HKOIO, MO
50 mr, no 14 TabneTok y
6nicTepi; no 2 6nictepn y
KapTOHHI KOPOOLi

AcTtpa3eHeka
HOK NimiTepq,

Benuka
BpuTaHis

Brpo6HuK,
BiANOBIAA/IbHWIA 32
BMPOGHMLITBO "in
bulk", kKOHTpoOsb
AKOCTI:
KopgeH ®apma
vM6X, HimeuuunHa;
BUpo6HMK,
BiANOBigabHUIA 3a
nepBuHHE Ta
BTOPUHHE

Himeuunna/
Benvka
BpuTaHis

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHu | TUNY - AGMIHICTPATUBHI 3MiHN.
BunyyeHHs1 BUpOGHMYOT AinbHULL (BKTHYAK0UM
AinbHULUI Ana A®l, npoMiXHOro npoaykTy abo
rOTOBOTO JIiKAPCbKOro 3acoby, AifbHuLi Ans
NpOBe/EHHS NaKyBaHHs, BUPOGHIKa,
BiANOBIAA/IbHOrO 3a BUNYCK Ccepiii, MicLe
NpoBeAEeHHS KOHTPO/O cepii) abo
nocTavanbHvika BUXigHOTO MaTtepiany, peareHTty
ab0 A0NOMDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y
[ocke) (BUydeHHst BupobHuka 13 KopaeH

3a
peyenmom

UA/0185/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nakyBaHHs, BUNYCK
cepii:
AcTtpa3eHeka FHOK
NimiTen, Benvika
BputaHis

dapma 'M6X, HimeuyuunHa, BiANOBIA&/ILHOIO 3a
MOBHWIA LMK BUPOGHMLTBA, BK/THOYAKOUN BUMYCK
cepii. Bupo6Huya AiNbHULSA WO 3a/IMLLAETLCA
BMKOHYE Ti cami doyHKUIT Lo i BUnyveHa) (TepmiH
BBEEHHS 3MiH NPOTArom 6-T1 MicALUIB nicns
3aTBEpMXEHHS); 3MiHM | Tuny - AAMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOBHUYOT AiNbHULL
(Brrovaroun ginbHnui Ans A®l, npoMixXHOro
npoaykTy abo rotToBOro nikapcbkoro 3acooy,
AiNbHULI AN NPOBEEHHA NakKyBaHHS,
BMPOGHMKA, BiAMOBifa/IbHOTO 3a BUMYCK Cepil,
MicL,e NpoBeAeHHs KOHTPOsIO cepii) abo
noctayanbHuKa BUXiAHOTO MaTepiany, peareHty
ab0 AONOMIKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y
pocbe) (BunyuyeHHs BupobHuka A®I GikanyTamig,
AcTpa3eHeka tOK /1T4. BupobHuya AinbHuLA Wwo
3a/IMIAETLCA BUKOHYE Ti cami pyHKLT Lo i
BUyYeHa); 3MiHu | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLiA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, Bk/IoYaoun AinbHUL BUNycKy cepii abo
MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTB, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IHOYAKOUM BUMYCK Cepili)
(3miHa agpecu BupobHuka NN13 Actpa3eHeka HOK
NimiTen, 6e3 3MiHN MicuA BUpOGHMLTBA) (TepMiH
BBEEHHS 3MiH MPOTAroM 6-TW MicALIB nicns
3aTBEPKEHHS)

69.

KACOJEKC

TabneTku, BKpUTI
NNiBKOBOIO 060/10HKOID, MO
150 mr, no 14 TabneTok y
6nicTepi; no 2 6nictepn y
KapTOHHI KopooLi

AcTpa3eHeka
HOK Nimitepq,

Benuka
BpuTaHis

Brpo6HMK,
BiAnoBiganbHUIA 3a
BMPOGHMLTBO "in
bulk", kKOHTpO/Ib
AKOCTI:
KopgaeH ®apma
rm6X, HimevunHa;
Bupo6HMK,
BiANoBiAaIbHNIA 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepi:
AcTpa3eHeka FOK
Nimiten, Benvka
BpuTaHis

Himeuunna/
Benwvka
BputaHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | TUNY - AGMIHICTPATUBHI 3MiHN.
BunyyeHHs BUPOGHMYOT AinbHUL (BKTHOHYAKOUM
AinbHUUi ana A®Il, npomikHOro NnpoAykTy abo
roTOBOrO JIiKapCbKOro 3acoby, AiNbHuLi Ans
NpoBefEeHHs NaKyBaHHS, BUPOGHYKa,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPOIO cepii) abo
nocTavyanbHviKa BUXigHOTO MaTtepiany, peareHty
ab0 [0NOMDKHOT PEYOBUHM (AKLLO 3a3HAYEHO Y
[oCbE) (BUydYeHHs BupobHuka N3 KopaeH
dapma 'm6X, HimeuurHa, BignoBigaIbHOro 3a
MOBHWIA LMK BUPOOHULTBA, BK/KOYAOUN BUMYCK
cepii. BupobHuya ainbHULA WO 3a1MLWaETbCs
BMKOHYE Ti caMi doyHKL,i o i BunyyeHa) (TepmiH
BBEEHHS 3MiH NMPOTAroM 6-TW MicALiB nicns
3aTBepPAXEHHS); 3MiHu | Tuny - AaAMiHICTpaTMBHI
3MiHW. BunyyeHHs BUPOGHUYOI AiNbHUL

3a
peyenmom

UA/0185/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(BKnovatoum ginbHuUli ons A®l, NnpoMiXXHOro
npoaykTy abo rotToBOro NikapcbKoro 3acooy,
AiNbHULI NS NPOBEEHHA NaKyBaHHS,
BMPOGHMKA, BiAMoBifaIbHOrO 3a BUMYCK cepil,
MicLie NpoBEAEHHS KOHTPO/IIO cepii) abo
noctayanibHuka BUXiAHOTO MaTepiany, peareHty
a60 [0NOMDKHOT PevyoBUHN (SIKLLLO 3a3HAYeHOo y
pocoke) (BunyueHHs BupobHuka A®I Gikanytamig,
Actpa3eHeka HOK J1T4. BupobHuya AinbHuus wo
3a/IMLLAETLCA BUKOHYE Ti caMi QOYHKL,T WO i
BUAyYeHa); 3MiHu | Tuny - AgMmiHiCTpaTuBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MiCLSi NPOBaKEHHS Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbkoro
3aco06y, BKOYaKUM AiNbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPO/IO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu Bupo6HuKa M13 Actpa3eHeka FOK
NimiTen, 6e3 3MiHN MicuA BUPOGHMLTBA) (TepMmiH
BBEJEHHS 3MiH NPOTArom 6-T1 MicAuUiB nicns
3aTBEPKEHHS)

70.

KBATTPEKC

Kancynu no 250 mr no 10
Kancyn y 6nictepi; no 2
6nictepu y nauui 3
KapToHY

TOB "®apma
Crapt”

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHM | TUny - 3MiHK B npoueci BupobHuyTBa Ad|

6e3
peyenma

UA/12875/01/01

71.

KEHA3O/I®

wamnyHb, 20 mr/1 r, no
100 mn y dpnakoHi; no 1
hNakoHy B KApTOHHiIl
KOpooLi

dapma
IHTepHeLleHan
Komnari

VoppaHis

dapma
IHTepHelLeHan
KomnaHi

VioppaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
(BnacHvka peecTpaLiiiHoro noceig4YeHHs) (3MiHa
HaliMeHyBaHHSA 3asiBHUKA); 3MiHW | Tuny -
AZAMiHICTpaTVBHI 3MiHW. 3MiHA HaiMEHyBaHHSI
Ta/abo agpecu MicLsi NPOBaPKEHHS AiSNbHOCTI
BMPOGHUKa/iMnopTepa roToBoro fikapcbKoro
3aco6y, BK/IYaoun AiNbHMLI BUMYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/IO AKOCTI.
(misnbHIiCTB, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEp, BK/THOYAOUN BUMYCK Cepilf)
(3miHa HaliMeHyBaHHA Ta agpecy BUPOGHUKa,
6e3 3MiHn Micus BUpoBbHMLTBA)

6e3
peyenma

UA/8755/01/01

72,

KETOHAN®

Kpem 5 % no 30 r y Ty6i,
no 1 Ty6i y KapTOHHiii
Kopoo6Ui

CaHpo3s
dapmacboTikan

3 4.4

CnoBeHis

Canotac ®apmva
M6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHKM | TUNY - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
BeegeHHs1 ab0o 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnX nNpo cucTemy
dpapMakoHarnsay, 3MiHa ynoBHOBaXKEHOT 0cobu,

3a
peyenmom

UA/8325/07/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOHAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLLeHHi MacTep-thaiina cuctemm
hapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3asBHUKA ANA 34iICHEHHSA hapMmakoHarnsagy:
MponoHoBaHa pepakuis — Mabpiena Xekep-
Baps/Gabriele Hecker-Barth. KoHTakTHa ocoba B
YKpaiHi ynoBHOBakKeHOi 0cobu 3asBHMKa A/1A
3ailicHeHHs thapmakoHarnsgy: MponoHoBaHa
pegakuis — Opnos B'siuecnaB BiktopoBuy. 3miHa
KOHTaKTHUX [aHWNX YNOBHOBaXeHOT 0cobum. 3miHa
KOHTaKTHUX [ aHWUX KOHTaKTHOT 0CO6U. 3MiHa
MicLA 3AiACHEHHS OCHOBHOI AisNbHOCTI 3
chapmakoHarnsgy. 3miHa agpecu mactep-
chaiina. 3miHa HomMepa MacTep-alina

73.

KETOHAN®

cynosuTopii no 100 mr, no
6 cynosuTopiis y cTpwni;
N0 2 CTPUMU B KAPTOHHIiA
Kopoo6Li

CaHpo3
PapmacbioTikas

34.40.

CnoBeHisa

KOHTpO/b/
BMNpoGYyBaHHSA cepii,
BMNycK cepii: Nlek
dapmaueBTNYHA
KoMnaHisa 4.4.,
CnoseHis;
BMPOGHULITBO in
bulk, nakyBaHHs:
CaHpo3 lnak CaHait
Be TikapeT A.C.,
TypeyuuHa;
KOHTPO/b/BUNPOGYB
aHHs cepii: C.K.
CaHpgos3 C.P.N.,
PymyHis

CnoseHis/
TypeyuunHa/
PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHuM | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHUN [0 y3araslbHEHUX AaHuX
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX JaHux Npo cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3assHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYALOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnagy) - YnosHosaxeHa ocoba
3anBHVIKa AN 34iicCHeHHS chapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0CO6U 3asiBHMKa
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pegakuis — BawieHko Biktopist CepriiBHa.
MponoHoBaHa pepgakuisa — Opnos B’avecnas
BikTopoBMY. 3MiHa KOHTaAKTHUX JaHUX
YMNOBHOB&XeHOT 0C06M. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0co6U. 3MiHa Micusi 34jACHEHHs
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
agpecu MacTtep-thaiiia. 3MiHa Homepa macTep-

3a
peyerimom

UA/8325/06/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

chaiina

74.

KETOHAN®
PETAP[,

Tabn1eTKN NPOSIOHTOBaHOT
Aii no 150 mr no 20
Tabnetok y donakoHi; no 1
hNakoHy B KApPTOHHIl
KopooLi

CaHpo3
PapmacbioTikas
34.4.

CnoBeHisa

Nex
dPapmaueBTUyHa
KOMnNaHia 4.4.

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHUN [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX faHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c06U 3 (hapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYALOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - YnosHosaxeHa ocoba
3anBHVIKa AN 34iicCHeHHS chapmakoHarnagy:
lMponoHoBaHa pepakuist — Fabpiena Xekep-
Bapa/Gabriele Hecker-Barth. KoHTakTHa ocob6a B
YKpaiHi ynoBHOBaXKeHOI 0CO6M 3asiBHMKA ANs
34ilicHeHHs hapmakoHarnsgy: MNponoHoBaHa
penakuis — Opnos B’auecnas BiktopoBuy. 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0co6U. 3MiHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0cobu. 3miHa
MicL 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu mactep-
chaiina. 3miHa Homepa macTep-daiina

3a
peyerimom

UA/8325/02/01

75.

KETOTU®EH

Tabnetkun no 0,001 r no 10
Tabnetok y 6nictepi; no 1
abo 3 6nicTepn y nauyj 3
KapToHY

MpusatHe
akuioHepHe
TOBapUCTBO

"Mlekxim-Xapkis"

Ykpaina

MpusaTHe
akuioHepHe
TOBap1CTBO

"Mekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHK | TUMY - NOAAHHS OHOB/IEHOTO cepTudikaTa
Bifl y)Ke 3aTBep/pPKEHOro BUPOGHNKa,
3anponoHosaHo: R1-CEP 2004-269-Rev 01 gnis
Lito40i pevoBUHM KeToTUdEHY rigpodymapar Bif
3aTBEPAXEHOro BUPO6HUKA 3 MOCNIA0BHUM
36iNbLUEHHAM nepiogy nepekoHTpono APl 3 3
POKiB A0 5 pokiB

3a
peyenmom

UA/3317/01/01

76.

KETOTU®EH

Tabnetku no 0,001 rin
bulk: no 3000 TabneTok y
KOHTeliHepax

MpuBatHe
akujioHepHe
TOBapuCTBO

"Jlekxim-Xapki"

YKpaiHa

MNpuBatHe
akuioHepHe
TOBapuCTBO

"JlekxiM-Xapkis"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHM | TMNY - NoAaHHA OHOBNEHOTO cepTudikara
Bif y)Ke 3aTBep/pKEHOro BUpPOGHNKa,
3anpornoHosaHo: R1-CEP 2004-269-Rev 01 ans
Ai040i peyoBrHY KeToTUdeHY rigpodymapar Bif
3aTBEPAKEHOr0 BUPOBGHMKA 3 NOCANIA0BHUM
36iNbLLUEHHAM nepiogy NepekoHTpono Ad| 3 3
POKiB A0 5 pokiB

UA/0207/01/01

77.

KUCNOTA
AMIHOKAMPOHO
BA-JAPHULIA

po3uunH Ans iHdoysiid, 50
mr/mn no 100 mny
nakoHax; no 100 mny
dnakoHi, Mo 1 dolakoHy y

MpAT
"®apmaueBTUYH
a chipma
"dapHnus”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX AaHuX

3a
peyenmom

UA/13836/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
nauui npo cuctemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBiAaANbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C061 3 hapmakoHarnsgy 3asiBHMKa
ONA 34jiiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBifanbHOT 3a hapMakoHarnaa:
3arBepmxeHo: CmoBx CTaHicnaBa AHaToniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHaposumy
78. | KNICNOTA NopoLUoK (cybcTaHuis) y MAT "®apmak” Ykpaina Hosauun CAC PpaHuis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: - UA/12603/01/01
CANIUUNIOBA nakeTax naneposux 3MiHM | TUNY - NO4AHHA OHOBNEHOTO cepTudikaTy
KOMGiHOBaHNX abo BigNoBigHOCTI €Bponelickbkili hapmakonei CEP
nonieTMNeHoBUX 4nsa Ne R2-CEP 1993-008-Rev 04, 3miHM B MeTogax
BUPOGHMLTBA KOHTPOO AKOCTI APl 32 NOKa3HMKOM
HECTEePUIbHUX MiKapCbKMX «CynpoBigHi AOMILLKM», Y 3B'A3KY 3 HEOOXIAHICTIO
chopm npvBeAeHHA [0 BUMOI OHOBJ/IEHOT MOHOrpadil
Salicylic acid E€sponeiicbkoi hapmakonei
79. | KNOTPUMA3O/ TabneTkn BariHasbHi No OpraHocvH IHgis EBepTogxeH Naid IHais BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasiis: 6e3 UA/8794/02/01
100 mr no 6 TabneTok y Naiigp CaeHcns CaeHcus Jlimiteq, 3MiHu |l TMny - 3MiHa BUPOGHMKa peyenma
cTpuvni; no 1 ctpuni 3 Mer. N14. BVXiZHOro/NpoMKHOro NpoayKTy/peareHTy, Lo
annikaTopom y KapTOHHIl BMKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AdI,
nauui; no 6 TabneTok y abo 3miHa BMPOOHYKa (BKOHaoun, ge
6nicTepi; no 1 6nictepy 3 HeobXxiAHO, MicLe NPOBEAEHHS KOHTPO/TIO AKOCTI)
annikaTopom y KapTOHHIl A®| - BBEAEHHS A04ATKOBOro BUPOGHNKa Ad|
naui
80. | KOPAAPOH® PO34MH ANa iH'ekuiid, 50 TOB "CaHodpi- YkpaiHa CaHodpi BiHTpon ®paHuisa BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3a UA/3683/01/01
mr/mn Ne 6: no 3 mn B ABEHTIC IHpacTpia 3MiHY | TUNY - 3MiHK WoAao peyenmom
amnyni; no 6 amnyn B YkpaiHa" 6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.

NoAiMEPHNX YapyHKax y
KapTOHHI KOpooLi

BeefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHunx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocoou,
BiANOBIAANLHOI 3a 34iliCHEHHS thapmakoHarnagy;
KOHTaKTHOI 0c0obU 3 hapMakoHarnsgy 3asBHuKa
ONA 3giicCHEHHA dhapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/HOYAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
ocobu, BigNoBiAabHOI 415 34IACHEHHS
hapmakoHarnsay: ditoya pegakuist - BoiiTeHko
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AHTOH eopriiioBuy. MponoHoBaHa pefakyis -
KniwmH AHTOH MrkonainoBuy. 3MiHa KOHTaKTHUX
[aHnX yNoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
[ANA 3AiACHEHHS dhapmMakoHariaay

81.

KO-PEHITEK®

Tabnetku no 20 mr/12,5 mr
no 14 tTabneTtok y
6nicTepi; no 2 6nictepu B
KapTOHHI KOpoo6Li

Mepk LWapn i
[oym lgea IHK

LLiBefuapis

BMPOBHUK
Hepo3dhacoBaHO|
nNpoAYyKLUiT,
TecTyBaHHsA: Mepk
LWapn i Joym
NimiTen, Benvka
BpuTaHis; nepBMHHa
Ta BTOpPVHHA
ynakoBka, [l03Bi/1 Ha
BUMYCK cepii: Mepk
Wapn i Joym B.B.,
HigepnaHnan

Benvka
BpuTanis/
HigepnaHnamn

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHuM | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst abo 3MiHN [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX faHnx npo cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c06U 3 hapMakoHarnsgy 3asBHMKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnagy) - [itoya pegakuis:
yNOBHOBaXKeHa 0co6a, BignoBigasibHa 3a
3ailicHeHHa dhapmakoHarnsagy: XXanet
Xopmb6peii. MponoHoBaHa pegakLis:
yNOBHOBaXKeHa 0co6a, BignosigaibHa 3a
3piicHeHHs chapmakoHarnagy: fokrop lai
[emon. 3MiHa KOHTaKTHUX faHuX. 3MiHa Yy
pO3MilLeHHi macTep-danny

3a
peyerimom

UA/4279/01/01

82.

KOPUH®AP®
PETAP/,

Tab1eTKN NPOSIOHrOBaHOT
Aiino 20 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepu B Kopoo6Li; no 50
ab6o no 100 TabneTok y
chnakoHi; No 1 dplakoHy B
KOpooLi

TeBa
dapmauesTikas
IHgacTpi3 /Ta,.

13painb

MNIBA XpBarcka
A.0.0.

Xopsaris

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHK | TUNY - 3MiHa NapameTpiB cneuudikawii
Ta/abo foMyCTUMUX MEX rOTOBOTO /liKapCbKOro
3aco6y - 3MiHa NepioMYHOCTI KOHTPOSIIO 3a
nokasHukom "Mikpob6ionoriyHa uncrorta': 3
"NPOBOAAT MCMbITAHWE B HAYa/1e U B KOHLLE CPOKa
rogHoCcTU" Ha "TecTUpyIoT Kaxxayto 10-t0 cepuio
UN, Kak MUHUMYM, OAHY cepuio B rog".
BHeceHHA pegakuiiHux npasok, 30kpema:
BUTYYEHHSA NPUMITKN "HeperynspHe
BMNPOOGYBaHHA B NPOLECi JOCNIAKEHD
CTabifIbHOCTI" W0A0 NoKa3HMKiB "O4HOPIAHICTb
Macu" Ta "laeHTudikauis 6apBHUKA", OCKINbKM
[aHi NOKa3HWKM He KOHTPOSIIOITLCA Nif, Yac
BMNPOOYBaHb CTabiNIbHOCTI FOTOBOrO NiKapCbKoro
3acoby. BBegeHHs 3MiH NPOTAromM 6-T1
MicsiLliB NicnsA 3aTBepAKEHHSA

3a
peuyenmom

UA/9815/01/01

83.

KOPOHAN® 10

TabneTkn, BKpUTI
NNiBKOBOIO 060J1I0HKOMD, MO
10 mr no 10 TabneTok y
6nictepi; no 3 abo no 6

AT "3eHTiBa"

Cnosaubka
Pecny6nika

AT "CaHeka
PapmacbloTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHuX

3a
peyenmom

UA/3117/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6nicTepiB y KAPTOHHIl
Kopobui; no 15 Tabnetok y
6nicTepi; no 2 abo no 4
6nicTepy B KapPTOHHIiA
Kopoo6Li

npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBiAaANbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C061 3 hapmakoHarnsgy 3asiBHMKa
ONA 34jiiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0co6u 3asiBHMKA, BiAMNOBIAa/IbHOT 32
thapmakoHarnag: ditoya pegakuis — Amel
Benkritly. MponoHoBaHa pegakuis — Eric
Teo/Epik Teo. 3miHa KOHTaKTHOI 0CO6U B YKpaiHi
YNOBHOBaXeHOI 0C06M 3asaBHUKa A1 3LiACHEHHSA
hapmakoHarnagy: ditova pegakuis — BoiTeHko
AHTOH [eopriiioBuy. NMponoHoBaHa pefakyis —
KniwuH AHTOH MyKonaioBuy. 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu. 3MiHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. BeegeHHs agpecu mactep-
dpailina Ta ioro Homepa

84.

KOPOHA/I® 5

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
5 mr no 10 TabneTok y
6nictepi; no 3 abo no 6
6nicTepiB y KAPTOHHIN
Kopob6Li; no 15 TabneTok y
6nictepi; no 2 abo no 4
6nicTepy B KapPTOHHIN
KopooLi

AT "3eHTiBa"

Cnosavbka
Pecny6nika

AT "CaHeka
dapmacbloTikanis"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3arasibHeHNX AaHunx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiANOBIAaNbHOI 3a 34ilicHEHHS chapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A dapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 3a
thapmakoHarnag: ditova pegakuis — Amel
Benkritly. MponoHoBaHa pepakuis — Eric
Teo/Epik Teo. 3miHa KOHTaKTHOT 0CO6U B YKpaiHi
YNOBHOB&XEHOI 0CO6Y 3asBHMKA A15 34iACHEHHS
thapmakoHarnagy: [itoya pefakuyis — BoiiteHko
AHTOH eopriiioBuy. MponoHoBaHa pefakyis —
KniwwnH AHTOH MurkonalioBmny. 3MiHa KOHTaKTHUX

3a
peyenmom

UA/3117/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o

3acoby ynakoska) nocsioYeHHs1

[aHNX YNOBHOB&XEHOT 0CO6U. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6u. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy. BeefeHHa agpecu mactep-
dhaiina Ta ioro Homepa
85. | KCAPENTO® TabneTku, BKpUTI Baiiep Al HimeyunHa Baiiep Al HimeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/9201/01/02
NNiBKOBOI 060/10HKOID, MO 3MiHu | TUnYy - 3MiHK Woao peuenmom

15 mr, Ne 14 (14x1); Ne 42
(14x3): no 14 Tabnetok y
6nictepi, no 1 abo no 3
6nicTepy B KapPTOHHIN
navuyi

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWwi 3miHK) (3amiHa rpadiyHoro opopmMaeHHs
YMakoBKN Ha TEKCT MapKyBaHHSA NepBUHHOI Ta
BTOPUHHOI YNakoBKM 3 BiANOBIAHOI 3aMiHOHO p.
«["paghivHe 0hOPMIIEHHS YNAKOBKM» Ha p.
«MapkyBaHHs»); 3MiHN | TUny - AAMIHICTpaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLii NPOBa/PKEHHS AiS/IbHOCTI BUPO6HUKA
(BKOUatoum, 3a Heob6XiAHOCTI, Micue
NpPOBeAEHHS KOHTPOJIO SKOCTI), ab0 BlacHuMka
macTep-gaiina Ha Adl, abo nocTavanbHyKa
Adl/BuxigHOro MaTepiany/peareHTy/npoMKHOIro
NPOAYKTY, L0 3aCTOCOBYHOTLCSA Y BUPOOGHULTBI
A®I (KW 3a3HAYEHO Y [OChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudiikarta BiANOBILHOCTI
€Bponeiicbkili hapmakonei y 3aTBepapkeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEUOBUHM (SKLLO 3a3HAYEHO Y A0CbE) (3MiHA
Ha3Bu BUpo6HWKa AP| Baviep-Papma Al
(Bynneptansb), L0 BignoBigae 3a cuHTes, 6e3
3MiHM MicLa BUPOGHULTBA); 3MiHuK | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micusi NPOBaPKEHHS AISNbHOCTI
BMPOGHMKa (BKIKOYAKOUM, 38 HEOOXIAHOCTI, Micue
NpPOBeAEHHS KOHTPOJIIO SKOCTI), ab0 BlacHuMKa
macTep-gaiina Ha Adl, abo nocTavanbHMKa
Adl/BuXxigHOrO MaTepiany/peareHTy/npoMKHOIro
NPOAYKTY, L0 3aCTOCOBYHOTLCSA Y BUPOGHULTBI
A®I (KW 3a3HAYEHO Y [OChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikarta BiANOBILHOCTI
€Bponeiicbkil hapmakonei y 3aTBepapkeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y A0CbE) (3MiHA
Ha3BW BUpo6HWKa AP| Baviep-Papma Al
(leBepky3eH), WO BiANOBIAAE 3a MIKPOHi3aLiito,
yNakoBKY, KOHTPO/1b SKOCTi, CTabi/IbHICTb Ta
BUMYCK cepii, 6e3 3MiHN MicLA BUPOGHMLTBA);
3MiHY | TMNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

roTOBOrO NiKapCbKOro 3acoby, BkIYatoun
AinbHUL BUNYCKy cepii abo micue npoBegeHHs
KOHTPOJIH0 AKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNOpPTEp, BK/IHOYAKOUM BUMYCK Cepili)
(3miHa Ha3BuM BUpO6HUKa MN13, 6e3 3MiHN Micus
BMPO6HULITBA); 3MiHa 3asBHMKA (B/lacHUKa
peecTpauiiHoro NocBig4eHHs1)

86.

KCAPENTO®

TabneTku, BKpUTI
N/1iBKOBOI 060/OHKOI0, MO
20 mr Ne 28 (14x2); Ne 100
(10x10): no 10, a6o no 14
TabneTok y 6nictepi; no 2
abo 10 6nicTepiB y
KapTOHHI nayui

Baiep Al

HimeyunHa

Baiep Al

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta hapMakoHarnagy
(iHwWi 3miHKn) (3amiHa rpadiivyHoro ochopmaeHHs
YNakoBKN Ha TEKCT MapKyBaHHA MepBUHHOI Ta
BTOPWHHOI YNakoBKX 3 BiAMNOBIAHOK 3aMiHOIO p.
«["padhiuHe ohopMIEHHS YNakoBKu» Ha p.
«MapkyBaHHs»); 3MiHW | TUNY - AQMIHICTPaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLii MPOBaKEHHS AiSNIbHOCTI BUPOOHUKA
(Bkntovatoun, 3a HeobXigAHOCTI, Micue
NpOBeAEeHHS KOHTPO/IO AKOCTI), abo BnacHuMka
macTep-aiina Ha A®l, abo noctayanbHMKa
Adl/BMXigHOrO MaTepiany/peareHTy/npomiKHOIro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOOHULITBI
A®| (KW 3a3HAYEHO Y [OCbE Ha NikapCbKuii
3acib) 3a BigCyTHOCTI cepTuduikata BifnoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTsepakeHoMy
[ocbe, ab0 BUPOOHMKA HOBOI f,OMOMIXHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CbE) (3MiHa
Ha3Bu BUPOGHMKa AD| Baiiep-Papma Al
(Bynneptansb), L0 BignoBigae 3a cuHTes, 6e3
3MiHV MicLs BUPOGHMLTBA); 3MiHu | Tuny -
AAMiIHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus NPOBaKeHHs AisIbHOCTI
BMPOGHMKa (BK/IO4akouM, 3a HEOOXIAHOCTI, MicLe
NpoBeAEHHS KOHTPO/IO AKOCTI), abo BnacHuMka
macTep-aiina Ha A®l, abo noctayanbHUKa
Ad|/BMXxigHOro MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOOHULITBI
A®| (AKLWO 3a3HAYEHO Y [OCbE Ha NikapCbKuii
3acib) 3a BigCyTHOCTI cepTuduikata BifnoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, ab0 BMPOOHMKA HOBOI f,OMOMIXHOT
PEYOBUHM (AKLLO 3a3HAYeHO Y A0CbE) (3MiHa
Ha3BW BUPOGHMKa AD| Baiiep-Papma Al
(leBepky3eH), L0 BiANOBIgA€E 3a MIKPOHi3aLlito,
YMakKoBKY, KOHTPO/Ib SIKOCTi, CTabiNbHICTb Ta
BMNYCK cepii, 6e3 3MiHM MicLis BUPOBGHULITBA);
3MmiHu | TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa

3a
peyerimom

UA/9201/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapPCbKOro 3acoby, BKIoUaoun
OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJIHO AKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa Ha3Bu BUpo6HUKa M13, 6e3 3MiHn Micus
BMPOOHUMLTBA); 3MiHa 3aABHMKaA (B/1aCHUKaA
peecTpaLiiiHOro NocBig4YeHHs)
87. | KCUBAN® Kpanni opasbHi, po3uuH, 5 HOCB dapuiim LLiBeiiuapis Elicika ITania BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/9127/02/01
mr/mn no 10 Mny donakoHi C.A. PapmacboTrKan3 3MiHK | TUny - 3MiHK 3 kocTi. A®l. BUpo6HULTBO. peyenma
3 KpanesibHuueto; no 1 C.P.N 3miHu B npoueci BUpobHuuTBa A®I (iHLWi 3MiHW) -
pN1aKoHY Y KapTOHHiiA 3MiHM y BUPOBGHUYOMY npoueci APl
Kopoo6Li nesoueTepPUsNHY gurigpoxnopus. BeeaeHHs
3MiH NpoTArom 6-Tm MicAuis nicns
3aTBepAKEHHSA
88. | JIASO/IBAH® nactunkm no 15 mr no 10 TOB "CaHodi- YkpaiHa BUPOBHMLTBO, HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiis: 6e3 UA/3430/05/01
nacTwiok y 6nictepi; no 2 ABeHTIC nakyBaHHs, 3MiHuM | TUNy - 3MiHK Woao peyenma
abo no 4 6nictepn y YkpaiHa" MapKyBaHHsA Ta 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.
KapTOHHI KOPOOLi KOHTPO/Ib SKOCTI (3a BBepgeHHs abo 3MiHM [0 y3arasibHeHNX AaHnX
BUHATKOM TecTy npo cuctemy chapmakoHarnsgy (BBefeHHs
"Mikpob6ionoriyHa y3araJisHeHNxX AaHux npo cuctemy
unctoTa"): bongep hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOT 0cobu,
ApuHaiimiTTens BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
'M6X eHa Ko. K, KOHTaKTHOI 0Cc0o6M 3 hapmakoHarnsay 3asiBHuKa
HimeuunHa; 0N 30jCHEHHA dhapmakoHarnsgy B YkpaiHi,
KOHTPO/Ib AKOCTI SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobw,
(nuwwe 3a Tectom BiiNOBIfaNbLHOI 3a 34iiCHEHHS hapmakoHarnsgy
"Mikpob6ionoriyHa (BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
yucrorta"): bioXem po3MilLieHHi MacTep-thaiina cuctemm
Na6op drop thapmakoHarnagy) - 3miHa yrnoBHOBaXeHo
Bionoriwe yHg, 0co6W, BignNoBiganbHOI 415 34iACHEHHS
Xewmiwe AHaniTik thapmakoHarnagy: [itoua pefakuis - BoiiteHko
vM6X, HimeuuunHa; AHTOH eopriioBny. MNMponoHoBaHa peaakLis -
BUNYCK cepil: KniwmH AHTOH MrkonainoBuy. 3MiHa KOHTaKTHUX
BepiHrep [aHnX yNoBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI
IHrenbxaiim ®apma [AnA 34iCHEHHA dhapmakoHarnsgy
mM6X i Ko.KT,
HimeyunHa
89. | IASOJ/IBAH® po34nH aNna iHdysili, 15 TOB "CaHodpi- YkpaiHa BepiHrep Icnanis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3a UA/3430/04/01
MrI/2 M1; No 2 MmN B ABEHTIC IHrenbxaim EcnaHa, 3MiHY | TUNY - 3MiHK WoAao peyenmom
amnynax; no 10 amnyny YkpaiHa" CA 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.

KapTOHHiiA KOopo6Lj

BeefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBeAeHHS
y3araslbHeHVX AaHnx Npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocoou,
BiNOBIAA/IbHOI 32 3AiICHEHHS hapmakoHarnsay;
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOHTaKTHOI 0cobU 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiCHEeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IIOYAIOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo!
ocobu, BignoBigabHOI AN 34ICHEHHSA
hapmakoHarnsgy: [itoua pegakuis- BoiiTeHko
AHTOH eopriiioBuy. MponoHoBaHa pefakyis -
KniwmH AHTOH MykonainoBuy. 3MiHa KOHTaKTHUX
[aHnX yNoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
[ANA 3AjiACHEHHS dhapmMakoHariaay

90.

NA30/IBAH®

PO34nH ANS iHranauin Ta
nepopasibHOro
3acTocyBaHHs, 15 mr/2 mn
no 100 mn y dhnakoHi 3
KpanenbHuueto; no 1
hNakoHy y KOMMMEKTi 3
MipHMUM KOBMaYkoM B
KapTOHHIA KOpoo6Li

TOB "CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

IcTiTyTO Aie Axeni
C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis:
3MiHuM | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX JaHux Npo cucTemy
hapMakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3assHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
ocobwu, BignoBiganbHOI ANS 34ICHEHHSA
thapmakoHarnagy: [itoua pegakuis - BoiiteHko
AHTOH eopriiioBuy. MponoHoBaHa pefakyis -
KniwmH AHTOH MrkonainoBuy. 3MiHa KOHTaKTHUX
[aHnXx yNnoBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI
[ANA 3AiACHEHHS dhapmMakoHariaay

6e3
peyenma

UA/3430/06/01

91.

NA30/IBAH®
MAKC

Karcynn 3 NposIoHroBaHo
nieto no 75 mr no 10
Kancyn y 6nictepi; no 1, 2
abo 5 6nicTepiB B
KapTOHHI Kopoo6Li

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YkpaiHa

BUPOBHMLTBO,
KOHTPO/b SKOCTI,
nakyBaHHS,
MapKyBaHHS, BUMYCK
cepii: BepiHrep
IHrenbxaiim ®apma
v6X i Ko. K,
HimeuunHa,;
nakyBaHHS,
MapKyBaHHS, BUMYCK
cepii: Jenbtapm
Pelimc, ®paHuis

Himeuunna/
PpaHuis

BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHEeHNX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX faHnx npo cucTemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0Cc06U 3 (hapMakoHarnsgy 3asBHuKa
0N 30jCHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobw,
BiiNOBIfaNbLHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IKOYAKOUM KOHTaKTHI fiaHi) Ta/abo 3MiHKN y

6e3
peyenma

UA/3430/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0ocobw, BignoBiganbHOI An1s 34iACHEHHS
chapmakoHarnsgy: MponoHoBaHa pefakLis -
KniwmH AHTOH MrkonainoBuy. 3MiHa KOHTaKTHUX
[aHnX yNoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
[ANA 3AiACHEHHS dhapmMakoHariaay
92. | IEBEMIP® po3uMH NS iH'ekuiin, 100 A/T Hoeo [anis BMPOGHMUK [Lanis/ BHECEHHS 3MiH 4O peecTpaviiHnx MmaTepiasiis: 3a UA/4858/01/01
®NEKCMNEH® oA/mn no 3 mny Hopgaick Hepo3hacoBaHoro ®paHuia/ 3MiHM | TUMy - 3MiHa y TepMiHax npugaTtHocTi abo peyenmom
KapTpuaxi, no 1 npoayKTYy, Bpasunis ymoBax 36epiraHHsi roTOBOrO NikapCbKOro 3acoby

KapTpuaKy B
6araTo030Bil
OiHOPA30BIi LNPULL-pyYL
Ne 1, Ne 5

HarnoBHEHHS B
MeHin®, nepBnHHa
ynakoBka, KOHTPO/b
AKOCTI Ta
BiANOBiAa/IbHWIA 3a
BUMYCK cepiit
KIHLLEBOro NpoAyKTy:
A/T Hoso Hopgick,
[JaHis; BUpo6HMK
npoAyKUii 3a NOBHUM
umkiom: Hoso
Hopgaick
MpoatokeboH CAC,
PpaHuis;
BUPOBHWK ANns
36UpaHHs,
MapKyBaHHS Ta
yNaKkoBKM
dnekcleH®,
BTOPVHHOIO
nakyBaHHs: A/T
Hoso Hopagick,
[aHisi; BUpo6HUK
Hepo3dhacoBaHOl
npoaykuii,
HanoBHEHHS B
MeHin®, nepBuHHa
ynakoBka Ta
36MpaHHs,
MapKyBaHHS Ta
ynakoBka
dnekcleH®,
BTOPWHHE
nakyBaHHs: A/T
Hoso Hopgaick,
[JaHis; BUpo6HMK
Hepo3sdiacoBaHoi

— BHECEHHS1 YTOUHEHHS A0 p. «YMOBU
36epiraHHsa» LWoAo 36epiraHHs NikapcbKoro
3ac06y y X0N04MbHUKY A0 novaTky
BVKOPVCTaHHS WNPUL-PyYkmn, 6€3 3MiHM yMOB
36epiraHHs; 3miHW Il TMNy - 3MiHK 40 IHCTPYKLUIT
ANA MejYHOro 3aCTOCyBaHHSA Y po3ainu:
"®apmakonoriyHi BracTneocTi”,
"MpoTunokasaHHA" (pegaryBaHHs iHpopmad,ii),
"B3aemogia 3 iHWMMK Nikapcbkumn 3acobamm Ta
iHLWI BMAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n",
"Mo6iuHi peakuii”. BBegeHHSA 3MiH NPOTArom 6-
TV MicsILiB nicna 3aTBepAXeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
NpoAYyKLUiT,
HarnoBHEHHS B
MeHdin®, nepBuHHa
ynakoBka Ta
36UpaHHA,
MapKyBaHHS Ta
ynakoBka
dnekcleH®,
BTOPUHHE
nakyBaHHs: HoBo
Hopgick Mpoaykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunis
93. | NNIEBIHOPVH pO34uH opasbHuiA, 100 CaHpo3 CnoseHisa BMPOGHMLITBO "in Kinp/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/15634/01/01
mr/mn, no 300 mny dapmacboTikan bulk", nakyBaHHs: HimeyunHa 3MiHM | TUNY - NO4AHHA OHOBNEHOTO cepTudikaTy peuenmom
hnakoHi; no 1 conakoHy Ta 34.4. Pewmegika N14, Kinp; BiAgnoBigHOCTI €Bponeiicbkili hapmakonei R1-
opasibHOMY LINpuLy y BWMNYCK Cepiii: CEP 2010-245-Rev 01 Big, 3aTBEPIKEHOrO
KapTOHHI KopooLi Cantotac ®apma BMPOBHUKA Aito40i pevyoBMHY NeBeTupaLeTam;
vm6X, HimeuunHa 3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaTy
BiAnNoBigHOCTI EBponeiickkili hapmakonei RO-
CEP 2011-219-Rev 02 Big, 3aTBEpPIKEHOIO
BMPOBHMKa [il040i peyoBMHY NieBeTUpaleTam
94. | TEBOMEKO/1b Masb no 25 ry Ty6i; no 1 MAT Ykpaina MAT "ly6Huchapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 6e3 UA/2647/01/01
Ty6i y nauui "Nly6Huapm" 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIiA peyenma
nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs
rOTOBOrO JliKapCbKoro 3acoby (36inbLUeHHs
TepMiHy NpuAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - s TOproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMKN peasibHOro Yacy)
(36inbLeHHs TepmiHy npugaTtHocTi 13 (3 2-x Ao
3-x pokiB) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS)
95. | NIEBOMILUETUH- Tabnetku no 250 mr no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/3470/01/01
AAPHNLA Tab1eToK Y KOHTYPHIi "@apmaueBTUYH "®apmaueBTnyHa 3MiHuM | TUNY - 3MiHK Woao peyenmom
YapyHKOBIl ynakoBLi, No 2 a cthipma ipma "AapHuug" 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
KOHTYPHi YapyHKOBI "fapHuua” BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX OaHNX

ynakoBku B nadi; no 10
TabneToK y KOHTYPHUX
YapyHKOBMX yrakoBKax

npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnX Npo cucTemy

thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapMmakoHarnaay;
KOHTaKTHOI 0Co6M 3 thapmakoHarnsgy 3asBHuKa

ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiiNOBIfaNbHOI 3a 3iiCHEHHS hapmakoHarnsgy

(BK/1KOYAKUM KOHTaKTHI flaHi) Ta/abo 3MiHKN y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBifanbHOT 3a hapMakoHarnaa:
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHgposuny

96.

NEBOMILIETVIH-
JOAPHULA

Tabnetkn no 500 mr no 10
Tab1eToK Y KOHTYPHIi
YapyHKOBIli ynakoBLj, Mo 2
KOHTYPHIi YapyHKOBI
ynakoBkM B nadi; no 10
Tab1eToK y KOHTYPHUX
YapyHKOBMX yrakoBKax

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapMakoHarnaay;
KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBiganbHOT 3a hapMakoHarniaa:
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHgposuny

3a
peyenmom

UA/3470/01/02

97.

NEBO®D/IOKCAL,
VH-AAPHULIA

pO34nH ANns iHdysii, 5
mr/mn no 100 mny
dhnakoHi, No 1 dplakoHy B
nauui

MpAT
"®papmaLeBTUyH
a hipma
"fapHuua”

YKpaiHa

MpAT
"®apmMaLeBTnYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TRy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta hapMakoHarniaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/lbHeHUx JaHunx npo cucremy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiNOBIAANLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 hapMakoHarnfgy 3asBHMKa
ONA 34iiCHeHHs dhapMakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4NOBiAa/IbHOI 32 34iICHEHHST hapmakoHarnsay
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3milLeHHi MmacTep-thalina cuctemm
hapmakoHarnsgy) - 3MiHa yNnoBHOBaXXeHO|
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnsz;
MponoHosaHa pepakLis - Cipaxos Irop
OnekcaHApoBuY

3a
peuyenmom

UA/15919/01/01

98.

NEBO®J/IOKCALL
MH-TEBA

TabneTkun, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
250 wr, no 5 TabneTok y
6nicTepi; no 2 6nictepn B
KapTOHHiiA KOpo6Ll

AkTasic rpyn AT

IcnaHpis

AxTaBic T/,

MasibTa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B's13aHb Ta YMOB
BMAAYi peecTpauiliHoro nocBigYeHHs,
BK/IHOYa0uM [1aH ynpasniHHA pusnkamu

3a
peyenmom

UA/11952/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
noAasbLIOro 06r'pyHTYBaHHSA HOBUMMU
[0AaTKOBUM AaHVMW, L0 MaloTb HagasaTucs
KOMNEeTeHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
CyTTEBA OLiHKa KOMNETEHTHUM OpraHom)
(BukoHaHHs1 3060B's13aHb BigNoBiAHO 40
nignyHkty 1.13 nyHkTy 1 fogatky 15 no Mopaaky
NpPOBEAEHHS eKCNEePTU3N peecTpauiiHnX
marepianiB Ha nikapcbki 3acobu, Wo nogaTbes
Ha fepxaBHy peecTpauiio (nepepeecTpaduito), a
TaKOX eKCnepTUsn mMmaTepiasiis NPO BHECEHHS
3MiH [0 peecTpavjiiiHuX maTepianis NpoTArom Aji
peecTpauiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

99.

NEBO®JIOKCALL
MH-TEBA

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
500 mr, no 5 TabneTok y
6nicTepi; no 2 6nictepu B
KapTOHHI KOpoo6Li

AkTasic rpyn AT

IcnaHgis

AxTaBic T/,

ManbTa

BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis:
3MiHu Il TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta yMOB
BMAAYi peecTpauiliHoro nocBigYeHHs,
BK/ItOYatoumn Mnax ynpasiHHA pusnKkamu
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBUMMU
[0AAaTKOBMM JaHVMMW, L0 MaloTb Hagasatucs
KOMMETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBAa OLiHKa KOMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B's13aHb BigNoBiAHO 40
nignyHkty 1.13 nyHkTy 1 gogatky 15 go Mopagky
NpoBeAEHHS eKCNepTn3n peecTpauiiHnx
marepianiB Ha nikapcbki 3acobu, Wo nogaTbCs
Ha JepxaBHy peecTpauiio (nepepeecTpaduito), a
TaKoX eKCnepTUsn mMmaTepiasiiB MPO BHECEHHS
3MiH 0 peecTpavjiiiHuX maTepianis NpoTArom Aji
peecTpaLiiHoro nocBiAYeHHs, 3aTBEPAKEHOT0
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/11952/01/02

100.

NEKOMNTUH®

TabneTkn, BKPUTI
060/10HKOt0, No 40 Mr no
25 TabneTok y 6nicTepi;
no 2 6aicTepun B KAPTOHHIM
Kopoo6ui

CaHpo3
dapmacbroTikas
34.4.

CnoBeHisa

Nek
dapmaueBTMYHA
KoMnaHia a.4.,
CnoseHis
(BMPOGHMLTBO in
bulk, nakyBaHHs,
BUNYycCK cepii); Nlek
dapmaueBTMYHA
KoMnaHia a.4.,
CnoseHis
(makyBaHHs)

CnoseHis

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHKM | TURY - 3MiHKU WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynosHoBaXeHoi ocoou,
BIANOBIAA/IbHOT 32 34iICHEHHSA hapMmakoHarisay;
KOHTaKTHOI 0c0o6U 3 hapMakoHarnsgy 3asBHuKa
AnA 3giicHeHHA dhapmakoHarnsgy B Ykpaii,
SIKLL0 BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0cobu,

3a
peyenmom

UA/10246/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - YnosHosaxeHa ocoba
3anBHVIKa AN 34iiCHEHHSA thapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0c06M 3asBHMKA
ONA 34iicHeHHs dhapmakoHarnagy: fitoya
peaakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pepakuis — OpnoB B'auecnas
BikTopoBWY. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0c06U. 3MiHa Micusl 34iACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
agpecu mactep-thaiina. 3MiHa Homepa macTep-
dhaiina

101.

NEKOMNTUH®

TabneTku, BKpUTI
060/10HKO0, 10 80 Mr Mo
10 TabneTok y 6nicTepi;
no 5 6nicTepiB y KAPTOHHiIl
Kopoo6Li

CaHpo3
dapmacbloTikan
3 4.4

CnoseHisa

Nek
dapmaueBTNYHA
KomnaHia a.4.,
CnoseHis
(BMpPOGHMLTBO in
bulk, nakyBaHHs,
BUnNycK cepii); Jlek
dapmaueBTNYHA
KomnaHia a.4.,
CnoseHis
(nakyBaHHs)

CnoseHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHux npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAaNbHOI 3a 34ilicHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA ddapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3aABHUKaA 419 34iiCHeHHsT hapmakoHarnagy:
[litoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Fabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi yNoBHOBaXXEHOT 0COOM 3asBHUKA
ONA 34iicHeHHs dhapmakoHarnagy: fAitova
peaakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pegakuisa — Opnos B'ssuecnas
BikTOpoBMY. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
agpecu mactep-aiina. 3miHa Homepa macTep-
darina

3a
peyenmom

UA/10246/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
102. | NEKONTUH® TabneTku, BKpUTI CaHpo3 CnoseHisa Nex CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/10246/01/01
060/10HKOI0, N0 40 Mr no dapmacboTikan PapmaueBTNYHa 3MiHM | TURY - 3MiHW A0 IHCTPYKLIT Ans peyenmom
25 Tabnetok y 6nicTepi; 34.0. KoMnaHis g.4., MeJMNYHOro 3aCTOCYBaHHS y po3ainu:
no 2 6nicTepy B KAPTOHHIi CnoseHis "MpoTunokasaHHA", "B3aemopis 3 iHWMMKN
Kopoo6Li (BMpOGHMLTBO in nikapcbkrMmn 3acobamu Ta iHLWi BUAmn B3aemogiii",
bulk, nakyBaHHs, "Oco6MBOCTI 3aCTOCYBaHHSA", "3acToCcyBaHHS Y
BUnNycK cepii); Jlek nepiog, BariTHoCTi abo rogyBaHHs rpyaar”,
PapmaueBTMYHa "Mepeno3yBaHHA", "M06IYHI peakuii™ 3rigHo 3
KoMnaHis g.4., iHchopmaieto Woao 6e3nekn Ailovoi peyoBUHM.
CnoseHis BBeAeHHA 3MiH NpOTArom 6-Tu micauiB nicns
(makyBaHHs) 3aTBEePAKEHHA
103. | NIEKONTUH® TabneTku, BKpUTI CaHpo3 CnoseHisa Nex CnoseHis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/10246/01/02
060/10HKO10, N0 80 Mr no dapmacboTikan $apmaueBTUYHA 3MiHW | TUNY - 3MiHW 40 IHCTPYKUIT ANs peuenmom
10 Tabnetok y 6nictepi; 34.4. KomMaHia 4.4., MeJMNYHOro 3aCTOCYBaHHS y PO3Ainu:
no 5 6nicTepiB y KApTOHHIl CnoseHis "MpoTunokasaHHA", "B3aemopis 3 iHWKMKN
Kopoobui (BMPOGHMLTBO in nikapcbkMK 3acobamu Ta iHLWi BUAM B3aeMogiii",
bulk, nakyBaHHs, "Oco6nMBOCTiI 3aCTOCyBaHHA", "3acTOCyBaHHSA Y
BUNycK cepii); Jlek nepioz, BaritTHocTi abo rogyBaHHs rpyaat”,
$apmaueBTUYHA "Mepeno3yBaHHA", "M06IYHI peakui™ 3rigHo 3
KoMMaHia 4.4., iHchopMmavieto LWoao 6e3nekn Ailoyuoi peyoBUHN.
CnoseHis BBeAeHHA 3MiH NpoTArom 6-Tu micauiB nicns
(nakyBaHHs) 3aTBepPAKEHHSA
104. | NNE®PNIOK TabneTkun, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasiis: 3a UA/4427/01/01
nniBKOBOK 000/I0HKOM, M0 | "®apmaueBTUYH "®apmaueBTnyHa 3MiHuM | TUNY - 3MiHK Woao peyenmom
250 mr, no 5 TabneTok y a hipma ipma "JapHuus” 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
KOHTYPHIlA YapyHKOBIlA "NapHuus” BBepgeHHs abo 3MiHM [0 y3arasibHeHNX AaHnX
ynakoBLji, N0 1 KOHTYpHil npo cuctemy hapmakoHarnsgy (BBefeHHs
YapyHKOBIll ynakoBLii B y3arasibHeHVX faHunx npo cuctemy
nadui; no 10 TabneTok y hapmakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0cobu,
KOHTYPHIli YapyHKOBIl BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
ynakosLj, Mo 10 KOHTYpHUX KOHTaKTHOI 0CO6M 3 thapmakoHarnsagy 3assHuKa
YapyHKOBMX YNaKoBOK Y 0N 30jCHEHHA dhapmakoHarnsgy B YkpaiHi,
nauui SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BifiNOBIaNbLHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXKeHoI
0cobw, BignoBigasibHOI 3a hapMakoHarnsa:
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHaposuny
105. | NNIE®NOK TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/4427/01/02
NNiBKOBOIO 060/10HKOD, M0 | "dapmaueBTUYH "®apmaueBTnyHa 3MiHKM | TUNY - 3MiHK Woao peyernmom
500 mr, no 5 TabneTok y a hipma ipma "JapHuus” 6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
KOHTYPHIli YapyHKOBIl "NapHuus" BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHUX

ynakoBLji, N0 1 KOHTYpHIl
YapyHKOBIll ynakoBLii B
nadui; no 10 TabneTok y

npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3arajibHeHVX AaHux Npo cuctemy
dpapMakoHarnsay, 3MiHa ynoBHOBaXKEHOT 0cobu,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOHTYPHIli YapyHKOBIl
ynakoBLji, N0 10 KOHTYpPHMX
4yapyHKOBUX YNakoBOK Y
nauui

BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOHAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLLeHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBifanbHOT 3a hapMakoHarnaa:
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHgposny

106.

NE®JIOK-
JOAPHULA

po3uunH ANns iHdysii, 5
mr/mn no 100 mny
dhnakoHi; No 1 dpiakoHy y
nadui; no 100 mny
dhnakoHax

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MiLLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
ocobu, BignoBifanbHOI 3a hapMakoHarniaa:
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHgposuny

3a
peyenmom

UA/14011/01/01

107.

JIAOKAIH-
OAPHMUSA

PO34UH NS iH'eKUiin, 20
Mr/MA1 No 2 M B aMnyri;
no 5 amnys y KOHTYpHili
YapyHKOBIli ynakoBLyj; Mo 2
KOHTYPHIi YapyHKOBI
ynakoBku B naui

MpAT
"papmaLeBTUyH
a hipma
"fapHuua”

YKpaiHa

MpAT

"®apmMaLeBTnYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHKM | TRy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ilbHeHUxX JaHunx npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coowu,
BiNOBIAANLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 hapMakoHarnfgy 3asBHMKa
ONA 34iiCHeHHs dhapMakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4NOBiAa/IbHOI 32 3AiICHEHHST hapmakoHarnsay
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-thalina cuctemm
hapmakoHarnsgy) - 3MiHa yNnoBHOBaXXeHO|
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnsz;
[itoya pepakuis - CmoBx CTaHicnasa
AHatorniiBHa; MponoHoBaHa pegakuis - CipaxoB

3a
peuyenmom

UA/4935/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Irop OnekcaHgpoBuy
108. | MIHKOMIUWH- pPO3unH ANs iH'ekuin, 300 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/4582/01/01
AAPHNLSA mr/mn no 1 mn a6o no 2 "papmMaueBTUYH "®apmMaueBTNYHa 3MiHuM | TUNY - 3MiHK Woao peyenmom
M/ B amnyni; no 5 amnyny a hipma hipma "JapHuus” 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
KOHTYPHIlA YapyHKOBIlA "fNapHuua" BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHnX
YNakoBLii; MO 2 KOHTYPHI npo cuctemy hapmakoHarnsgy (BBefeHHs
YapyHKOBI YNakoBK/ B y3arasilbHeHUX faHnx npo cucTemy
nauuj hapmakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c06U 3 (hapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYALOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
oco6u, BiANOBIAa/IbHOI 3a hapmakoHarnsag;:
[Oitoua pepakuin - Cmox CtaHicnasa
AHatoniiBHa; MponoHoBaHa pefakuis - Cipaxos
Irop OnekcaHgpoBuY
109. | JIOKCO® TabneTku, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHxmarepianis: 3a UA/7580/02/01
NNiBKOBOIO 060/1I0HKOD, N0 | dapmacbioTUKas dapmMacboTUKa 3MiHu | TUNY - AGMIHICTPATUBHI 3MiHN. peyenmom
500 mr, no 5 TabneTok y IHoacTpi3 IHgacTpi3 Jlimiteq, BunyyeHHs1 BUPOGHMYOI AinbHUL (BKTHOUAKOUN
6nicTepi; no ogHOMY NimiTeq OinbHUUi ana A®Il, npomiXHOro NpoAykTy abo
6nicTepy B KAPTOHHIi roTOBOrO NiKapCbKoro 3acoby, AiNbHULI AnA
Kopoo6ui NpPOBeAEeHHS MaKyBaHHS, BUPOOHMKaA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiii, MicLe
npoBeAeHHS KOHTPOO cepii) abo
noctayanibHuka BUXiAHOTO MaTepiany, peareHty
ab0 [,0NOMDKHOT PEYOBUHM (AKLLO 3a3HA4YEHO Y
Aocke) (BunyyeHHs BUpo6HMYoi ginbHuui MN3
CaH ®apmacbloTvkan IHgacTpis Jlimited, IHAis)
110. | IOPAHO CycneHsisi opasibHa, 5 Mr/5 CaHpo3 CnoseHis BUPOBHMLTBO in CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHi X MaTepiaiis: 6e3 UA/6985/01/01
MA; no 120 mn y dpnakoHi, PapmacbloTikan bulk, TectyBaHHs, TypeuunHa/ 3MiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
no 1 donakoHy y KOMMEKTi 34.0. nakyBaHHs, BUMYyCK PymyHis HaliMeHyBaHHs Ta/abo agpecu Micus

3 MiPHOIO JI0XKOH B
KapTOHHiiA KOpo6Ll

cepi:

Nex
$apmaueBTUYHA
KoMnaHis a.4.,
CnoBeHisi;
BMPOGHMLITBO in
bulk, nakyBaHHs:
CaHpo3 lnak CaHai
Be TikapeT A.C.,
TypeyuunHa;
KOHTpO/b/

BMNPOOGYBaHHS cepii:

NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOTO JIiKapCbKOro 3acoby, BKIYaUn
AinbHUL BUNYyCKy cepii abo micle NpoBeaeHHs
KOHTPOJIH0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAgnosigae
BMPOGHUK/IMNOPTEP, HE BKIHOYAKOUN BUMYCK
cepiii) (NprBEeAEHHS MiCLLe3HaX04KEHHS
BMpoGHUKa 13 CaHpo3 Inak CaHali Be TikapeT
A.C., TypeuuunHa (BMpo6HULTBO in bulk,
nakyBaHHS) y BifMOBIAHICTb [0 OPUTiHA/IbHNX
[LOKYMEHTIB, 6e3 3MiHM MicLA BUPOGHULTBA);
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. 3mMiHM Y BUPOOGHMUTBI. 3MiHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

C.K. CaHpgos C.P.J1.,
PymyHis

iMnopTepa/3miHu, Lo CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJIH0 SIKOCTi FOTOBOTO NiKapCbKOro
3aco6y (3amiHa abo AoAaBaHHsA AifbHULI, Ha SKilA
3[iCHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii)
(oofaBaHHs [,OAATKOBOI BUPOOHMYOT AiNbHALLI,
Ha SKii 34iACHIOETLCA KOHTPO/L/BUNPOOYBaHHS
cepii - C.K. CaHpos C.P.J1. Byn. JliBe3eHi, 7A,
540472, Tupry MypeLu, okpyr MypeLu, PymyHis);
3MiHn | TURY - 3MiHK 3 AKOCTi. MeguyHi NpuUcTpoi.
3MiHa NpuUcTpOiB 4719 BUMIpOBaHHA [03K abo
BBEJEHHS NiKapcbKoro 3acoby (AogaBaHHsA abo
3amiHa NpYCTPOIO, SKWUI HE € HEBIA'EMHOIO
YacTVHOK NEPBUHHOI YNakoBKu) - MpUCTPIid, AKuiA
mae CE-mapkyBaHHs ([logaBaHHSA
anbTepHAaTUBHOI MipPHOI JTOXK/ 3 TPbOMa
no3sytounmmn mipkamu (2,5 mn, 5 mn i 6 mn) 3 CE-
MapKyBaHHAM, Sike BK/II0HYaE PYHKLi JO3yBaHHS.
FAKICHWIA Ta KiNbKICHUIA cknag maTepiasy Ta
PO3MIp JIOXKKM HE 3MIHUBCS)

111.

NOPATAAVH

Tabnetku no 10 mr; no 10
Tabnetok y 6nictepi; no 1
6nictepy B navui

NAT
"Knismegnpenap
at"

Ykpaina

MAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHK | TUNy - cuctema
KOHTelHep/3aKynoptoBasibHWIA 3aci6 (iHWi 3MiHK).
BBepfieHHA 3MiH npoTArom 6-Tm micauis nicna
3aTBepAKEHHSA

6e3
peyenma

UA/7014/01/01

112.

MAAJTOKC®

TabneTku xysanbHi Ne 20
(10x2), Ne 40 (10x4), Ne
80 (10x8) y bnicTepax y
KapTOHHiiA KOpo6Ll

TOB "CaHodi-
ABeHTIC
Ykpaiva"

YKpaiHa

CaHodpi C.n.A.,
ITanis; CAHO®I
C.M.A,, ITanis

ITanis

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis:
3MiHKM | TURY - 3MiHKU WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHunx npo cuctemy
thapmakoHarnagy, 3miHa ynosHoOBaXeHo! ocoou,
BIANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0c0obU 3 hapMakoHarnsgy 3asBHuKa
ANA 3giicHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy
(BKHOYAIOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MilLEHHI MacTep-thaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
ocobu, BigNoBiAabHOI ANS 3A4ICHEHHS
hapmakoHarnsgy: ditova pegakuist - BoitTeHko
AHTOH [eopriiioBuy. MponoHoBaHa pefakyist -
KniwuH AHTOH MykonaiioBuy. 3mMiHa KOHTaKTHUX
[aHnxX ynoBHOBaXKEHOT 0CO6MU, BifgNoBigaibHOI
ONs 30iCHEHHs1 dhapMakoHarnsay

6e3
peyenma

UA/1076/03/01

113.

MAAJTOKC®

Tabnetkn Ne 40 (10x4): no
10 TabneTok y bictepi;

TOB "CaHodhi-
ABEHTIC

Ykpaina

CaHodpi C.n.A.,
ITanis; CAHO®I

ITanis

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis:
3MiHM | TMNY - 3MiHK WoA0

6e3
peyenma

UA/9220/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

nocsBi0OYeHHs

114.

no 4 6nicTepy B KAPTOHHIi

Kopoo6Li

YkpaiHa"

C.M.A,, ITanisa

6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
BeefeHHst ab0 3MiHU [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX JaHunx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsagy 3asBHuKa
ONA 34jiCHEeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAIOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
ocobwu, BignoBifabHOI AN 34ICHEHHSA
thapmakoHarnagy: [itoua pegakuis - BoiteHko
AHTOH eopriiioBuy. MponoHoBaHa pefakyis -
KniwmH AHTOH MykonainoBuy. 3MiHa KOHTaKTHUX
[aHnX yNoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
[ANA 3AjiACHEHHS dhapmMakoHariaay

115.

MAAJTOKC® MIHI

MATrHE-B6®

cycnensis opasibHa, Ne 20:
no 4,3 mn (6 r) y caue, no
20 calle y KapTOHHilA
Kopoo6Li

TOB "CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

CaHodpi C.n.A.,
ITanis; Ei.
HartrepmaHH eHp,
Caiii 'm6X,
HimeuyunHa

ITanis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHuM | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHUN [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX faHnx npo cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c0o6U 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYALOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
ocobwu, BignoBiganbHOI ANS 34ICHEHHSA
thapmakoHarnagy: [itoua pegakuis - BoiiteHko
AHTOH eopriiioBuy. MponoHoBaHa pefakyis -
KniwwnH AHTOH MukonaiioBuy.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0cobu,
BiANOBIAa/IbHOI AN 34iAICHEHHS
dhapmakoHarnsgy

6e3
peyenma

UA/10145/01/01

TabneTku, BKpUTI
o60s0HKoto, Ne 50 (10x5):
no 10 TabneTtok y
6nictepi, no 5 6nicTepiB y
KapTOHHiiA KOpo6Ll

TOB "CaHoi-
ABeHTIC
YkpaiHa"

YKpaiHa

CaHodi BiHTpon
IHpacTpia, ®paHuis;
XIHOIH 3aBog,
dapmauleBTUYHUX Ta
XimiyHux MpoaykTis

Mpaisit Ko. /114,.,

PpaHuia/
YropLumHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TRy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3araJlbHeHUX flaHnX npo cucTemy

6e3
peyenma

UA/5476/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
YropLuHa dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiANOBIAaNbHOI 3a 34iliCHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0cOo6U 3 hapMakoHarnfgy 3asBHMKa
ONA 34iCHEeHHS dhapMakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 32 34iiCHEHHSA ddapMmakoHarnsagy
(BK/IKOUAKOUM KOHTaKTHI iaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBiganbHOI ANs 34iACHEHHS
thapmakoHarnsagy: Litoya pegakuist - BoitteHko
AHTOH [eopriiioBny. MponoHoBaHa pefakyis -
KniwmH AHTOH MuKonainosuy.
3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0cobu,
BigNoBiAa/IbHOT ANS 34iACHEHHS
hapmakoHarnsgy
116. | MATHIO PO3unH ANs iH'ekuin, 250 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3a UA/6095/01/02
CYNb®AT - Mr/mn no 5 mn B amnyni; "papmMaueBTUYH "®apmMaueBTNYHa 3MiHuM | TUNY - 3MiHK Woao peyenmom
OAPHMLUA no 5 amnyn y KOHTYpHiiA a hipma hipma "JapHuus” 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
YapyHKOBIli ynakoBL,i; no 2 "fNapHuua" BBegeHHs abo 3MiHM [0 y3arasibHeHVX AaHUX
KOHTYPHi YapyHKOBI npo cuctemy hapmakoHarnsgy (BBefeHHs
ynakoBku B nayuj; no 10 y3arasilbHeHUX faHnx npo cucTemy
M/1 B amnyni; no 5 amnyny hapMmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
KOHTYPHIli YapyHKOBIl BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
yNaKoBLyj; N0 2 KOHTYpPHI KOHTaKTHOI 0c06U 3 hapMakoHarnsgy 3asBHuKa
YapyHKOBi YNakoBK/ B ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
navuyi SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
ocobu, BiAgnoBifanbHOI 3a hapmakoHarnag:
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHaposuy
117. | MEJIBEK® PO34MH NS iH'ekuin, 15 HOBEN IN1AY TypeyunHa lzon lnay fonym TypeuunHa BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiis: 3a UA/3933/02/01
mr/1,5 mn no 1,5 mn B CAHAI BE CaHai Be Tigpxapet 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
amnynax o6'emom 2 M, TIIKAPET HaliMeHyBaHHs1 Ta/abo agpecu 3asBHMKa
no 3 amny/sim B KAPTOHHIN A.LLL. (BNacHvKa peecTpauiintHoro NocBigYeHHs) (3MiHa
ynakoBLi afipecy 3asBHMKa (BNacHWKa peecTpauiiiHoro
nocsigyeHHs)
118. | METOTPEKCAT Tabnetku no 2,5 mr no 50 EBEBE dapma ABCTpIsi BWMNYCK Cepii: AscTpisi/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/0513/01/01
"EBEBE" TabneToK y KoHTelHepi; no | Mec.m.6.X. Hdr. EBEBE ®apma HimeyunHa 3MiHKM | TUNY - 3MiHK Woao peuenmom
1 KOHTENHEpPY Y KapTOHHIl K lFec.m.6.X. Har. KT, 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.

Kopoo6Li

ABCTpISi; BUMYCK
cepii: CantoTac
dapma N'vbX,
HimeyumnHa;

BBeaeHHsi a60 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3arajibHeHVX AaHux Npo cuctemy
dpapMakoHarnsay, 3MiHa ynoBHOBaXKEHOT 0cobu,




Hassa

dopma sunycky

3asiBHUK
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n/n

JliKapcbKo20
3acoby

(nikapcbka chopma,
ynakoska)

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

nocsBi0OYeHHs

119.

METOTPEKCAT

Tabnetkn no 5 mr no 50

EBEBE dapma

BUPOBHMLTBO in
bulk, nakyBaHHs,
TecTyBaHHsA: Maynt
dapma Amaper
'm6X, HimeyunHa

BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOHAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLLeHHi MacTep-thaiina cuctemm
hapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3asBHUKA ANA 34iICHEHHSA hapMmakoHarnsagy:
[litova pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3a/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOT 0CO6M 3asBHNKaA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pefakuis — BaweHko BikTopis CepriiBHa.
MponoHoBaHa pefakuisa — Opnos B'ayecnas
BikTOpoBMY. 3MiHa KOHTAKTHUX JaHUX
YMOBHOB&XXEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI fii/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
agpecu mactep-cpaiina. 3MiHa HoMepa mMacTep-
chaiina

"EBEBE"

TabneToK y KOHTelHepi; No
1 KOHTeHepy Y KapTOHHiIl
Kopoo6Li

lec.m.6.X. Hor.
Kl

ABCTpIs

BWMNYCK Cepil:
EBEBE ®apma
Fec.m.6.X. Hdor. KT,
ABCTpISt; BUMYCK
cepii: CanoTtac
$apma N'vbX,
HimeuumnHa;
BMPOGHULITBO in
bulk, nakyBaHHs,
TecTyBaHHs: Maynt
dapma Amaper
'M6X, HimeuunHa

AscTpisi/
HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHuM | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHUN [0 y3araslbHeHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX JaHux Npo cucTemy
hapMakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3assHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - YnosHosaxeHa ocoba
3anBHVIKa AN 34ilicHeHHS chapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0CO6U 3asBHMKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
peaakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pepgakuisa — Opnos B’ayecnas
BikTopoBMY. 3MiHa KOHTaKTHUX JaHUX

YNOBHOB&XEHOT 0C06M. 3MiHa KOHTaKTHUX JaHUX

3a
peyerimom

UA/0513/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI fii/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
agpecu mactep-cpaiina. 3MiHa Homepa mMacTep-

chaiina

120.

METOTPEKCAT
"EBEBE"

Tabnetkn no 10 mr no 50
TabneToK y KOHTelHepi; No
1 KOHTeHepy Y KapTOHHiIl
Kopoo6Li

EGEBE ®apma
lec.m.6.X. Hor.
Kl

ABCTpIs

BWMNYCK Cepil:
EBEBE ®apma
Fec.m.6.X. Hdor. KT,
ABCTpISi; BUMYCK
cepii: CanoTtac
$apma N'vbX,
HimeuumnHa;
BMPOGHULITBO in
bulk, nakyBaHHs,
TecTyBaHHs: Maynt
dapma Amaper
'M6X, HimeuunHa

AscTpisi/
HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHuM | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst abo 3MiHN [0 y3araslbHEHUX AaHuX
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX JaHux Npo cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3assHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - YnosHosaxeHa ocoba
3asBHVIKa AN 34iicCHeHHS chapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0CO6U 3asBHMKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
peaakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pepgakuisa — Opnos B’ayecnas
BikTopoBMY. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOB&XeHOT 0C06M. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0co6U. 3MiHa Micusi 34jACHEHHs
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
agpecu mactep-thaiina. 3MiHa Homepa macTep-
dhaiina

3a
peyerimom

UA/0513/01/03

121.

METPOHIAA30/

TabneTkn no 250 mr no 10
Tabnetok y 6nicrepax; no
10 TabneTok y 6nicTepi;
no 2 6nictepun y nauwi 3
KapTOoHY

MNAT
"Nly6Hnchapm"

Ykpaina

MAT "Nly6Hudbapm™

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis:
3MiHun | TMNy - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NikapcbKoro 3acoby (36iNbLUeHHs
TEpMiHy NpuAaTHOCTI FOTOBOro NiKapcbKoro
3aco6y) - /19 TOprosoi ynakoBku
(NiaTBEPOAKYETHCA AAHUMW PEasIbHOTO Yacy)
(36inblUeHHst TepMiHy npugaTHocTi 13 3 2-x go
3-x pokiB) (TepMiH BBEAEHHSA 3MiH NPOTArOM 6-Tn
MiCSILiB Mic/s1 3aTBEPAKEHHST)

3a
peyenmom

UA/6538/01/01

122.

MIPAMNEKC®

Tabnetkn no 0,25 mr no 10
Tabnetok y 6nictepi; no 3
6/1icTepn B KAPTOHHIM

BepiHrep
IHrenbxaim
IHTEepHeLHN

HimeyunHa

BepiHrep
IHrenbxaiv ®apma
"v6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHM | TURY - 3MiHW A0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA [0 PO3AiniB

3a
peyenmom

UA/3432/01/01




97

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Kopobui v6X "Oco61BocTi 3acTocyBaHHs", "MNo6iYHI peakwii”
123. | MIPANEKC® Tabnetkn no 1 mrno 10 BepiHrep HimeuyunHa BepiHrep HimeuunHa BHECEHHS 3MiH 4O peecTpaLiiHnx MmaTepiasiis: 3a UA/3432/01/02
TabneTok y 6nictepi; no 3 IHrenbxainm IHrenbxaim ®apma 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUiT ANns peyenmom
6nicTepy B KapPTOHHIiA IHTepHeLwHN v6X i Ko. KI MeAMYHOro 3aCTOCyBaHHA [0 pPOo3ainis
Kopoo6Li rvM6X "Ocob6nmBocCTi 3acTocyBaHHs", "MobiyHi peakwii
124. | MITOKCAHTPOH | KOHUeHTpaT A/19 PO34YnNHY EBEBE ®apma ABCTpist NOBHUIA LMK AscTpisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/3145/01/01
"EBEBE" ANA iHdysii, 2 mr/mn no 5 lFec.m.6.X. Hdr. BMPOGHMLTBA: HimeuunHa 3MiHY | TUNY - 3MiHK WoAo peuyenmom
M (10 mr) abo no 10 mn KIr EBEBE dapma 6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
(20 mr) y donakoHi; no 1 lec.m.6.X. Hopr. KT, BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX OaHKX
hnakoHy B KOpooLi ABCTpISi; npo cuctemy hapmMakoHarnsay (BBefeHHs
TecTtyBaHHA: MIMJ1 y3arasibHeHnX gaHux nNpo cuctemy
Mikpob6ionoriwec thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
Mptochnadop M6X, BiNOBIAANbLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
ABCTpISt; KOHTaKTHOI 0cOo6M 3 hapMakoHarnfgy 3asBHMKa
TecTyBaHHs: Jlabop ONA 34iiCHeHHs dhapMakoHarnagy B YkpaiHi,
N1+C AT, Himeuunna AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4NOBiAa/IbHOI 32 34iICHEHHST hapmakoHarnsay
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-thalina cuctemm
thapmakoHarnisgy) - YnoBHoBaxeHa ocoba
3aABHUKa 419 34iliCHeHHs hapmakoHarnagy:
[litoua pepakuia — CebacTbsaH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXEHOT 0CO6M 3asBHNKaA
0N 34jCHeHHs dhapmakoHarnsagy: fitoua
pesakuis — BaweHko Biktopia CepriiBHa.
MponoHoBaHa pefakuisa — Opnos B'avecnas
BikTopoBWY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOBaXXeHOT 0c06M. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0c06M. 3MiHa MicLs 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu mactep-taiina. 3miHa Homepa macTep-
thaiina
125. | MITOTAKC® PO34uH NS iH'eKLi, 6 [O-p Pepgpi'c IHais [O-p Peppi'c IHais BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/5173/01/01
mr/mn, no 5 mn (30 mr), Nab6opaTopic Na6opaTopic /Tg, 3MiHu Il TUnNy - 3MiHu Woao peuenmom
ab6o 16,7 mn (100 mr), abo nTp (Bvpo6HWuwii Bigain 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.

41,7 mn (250 mr) y
CKIIHOMY (p/1aKOHi, no 1
(p1aKOHY B KAPTOHHIl
Kopoo6Li

BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpauiiHoro nocBigYeHHs,
BK/IOYaloUM MnaH ynpaBniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), Ski(a) BUMaraloTb(€)
noAasbLIoro 06rpyHTYBaHHS HOBUMU
[0AAaTKOBUM AaHVIMW, L0 MaloTb HafaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHoMm)
(BnkoHaHHS1 3060B's13aHb BifNoBigHO 40
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NYHKTY 2
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
poaartky 15 o MNMopagky nposefeHHA
eKCnepTM3n peecTpaviiHnx martepianis Ha
nikapcbki 3acobu, Lo NoAalTbCs Ha AepXaBHy
peecTpavuito (nepepeecTpalito), a Takox
eKcnepTu3n marepianis Npo BHECEHHS 3MiH 4O
peecTpauiiHnux mMaTepianis NpoTArom Al
peecTpawiiHoro nocBiAYeHHs, 3aTBEPAKEHOI0
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
126. | MOBAJIC® Tabnetku no 7,5 mr, no 10 BepiHrep HimeuyunHa BepiHrep Himeuunna/ BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 3a UA/2683/02/01
TabneTok; no 2 6nictepu B IHrenbxainm IHrenbxaivm ®apma Ipeuis 3MiHn Il Tuny - 3MiHn Wwoao peyenmom
KapTOHHIA KOpooLi IHTepHeLwHN v6X i Ko. KT, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6X HimeyunHa BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta yMOB
abo BMAAYi peecTpauiliHoro nocBigYeHHs,
BepiHrep BKtOYaoun MNnaH ynpasiHHA pusnkamuy (iHLWwi
IHrenbxaiim Ennac 3MiHun) (BuKoHaHHS 3060B's13aHb BiANOBIAHO A0
A.E., I'peuis nignyHKTy 2.3 NyHKTY 2 gogatky 15 go Mopsgky
NpoBeAEHHS eKCnepTUsn peecTpaLiiHmx
mMartepianis Ha nikapcbki 3acobu, Lo nogarTbes
Ha AepXaBHy peecTpauito (nepepeecTpaduito), a
TaKoX eKCnepTn3n MaTepiasliB NPO BHECEHHS
3MiH 10 peecTpavjiiiHux maTepianis npoTsarom gji
peecTpaLiniHOro NocBiAYEHHS, 3aTBEPAKEHOTO
Haka3zoM MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
127. | MOBAJIIC® Tabnetku no 15 mr, no 10 BepiHrep HimeuyunHa BepiHrep Himeuunna/ BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasii: 3a UA/2683/02/02
Tabnetok; no 1 a6o 2 IHrenbxainm IHrenbxaiim ®apma Ipeuis 3MiHu 1l TUny - 3MiHn Woao peyenmom
6nicTepy B KAPTOHHIl IHTepHeLLHN v6X i Ko. KT, 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.
Kopoo6ui X HimeyunHa BHeceHHs abo 3miHa(1) fo 3060B'si3aHb Ta YyMOB
a6bo BMAaui peecTpauiiHoro nocBig4YeHHs,
Bepinrep BK/OYatoum Mnax ynpasniHHa pusvkamu (iHwi
IHrenbxaiim Ennac 3MiHu) (BrMKoHaHHS1 3060B's13aHb BigNOBIgHO 40
A.E., I'peuis nignyHKTy 2.3 NyHKTY 2 gogatky 15 o Mopsaky
NpoBeAEHHs eKcnepTu3n peecTpaLiiHmx
mMartepianis Ha fikapcbki 3aco6u, Lo nogarTbes
Ha JepxaBHy peecTpauiio (nepepeecTpaduito), a
TaKoX eKcnepTusn maTepiasis NPO BHECEHHSA
3MiH 40 peecTpauiiHnX maTtepiasiiB NpoTarom aii
peecTpauiiHoro nNocBiAYeHHs, 3aTBEPIKEHOr0
Haka3om MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
128. | MOBAJIC® PO34uH NS iH'ekuii, 15 BepiHrep HimeuunHa BupobHMLTBO Ta IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/2683/03/01
mr/1,5 mn, no 1,5 mny IHrenbxainm nepsuHHe 3MiHn Il Tuny - 3MiHK Wwoao peyenmom
amnyrni; no 5 amnyn B IHTEpHEeLLHN nakyBaHHs: 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
KapTOHHI KOpooLi 6X BepiHrep BHeceHHs abo 3miHa(1) A0 3060B's13aHb Ta YMOB
IHrenbxaiim Ecnaxa, BMAavi peecTpauiiHoro nocBifYeHHs,
CA, IcnaHis; BKOYaKuM MnaH ynpas/iHHA pusvkamu (iHWwi
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BTopvHHe 3MiHu) (BMKoHaHHS 3060B'A3aHb BiANOBIAHO A0
nakyBaHHs, nignyHkTy 2.3 NyHKTY 2 gogatky 15 go Mopsgky
KOHTPO/1b SIKOCTi Ta NpoBeAEHHS eKCnepTusn peecTpaLiiHnx
BUNYCK cepil: mMartepianis Ha nikapcbki 3acobu, Lo nogarTbes
BepiHrep Ha AepxaBHy peecTpauito (nepepeecTpauito), a
IHrenbxaiim Ecnaxa, TaKoX eKCnepTn3n MaTepiasliB NPO BHECEHHS
CA, IcnaHis 3MiH 10 peecTpavjiiiHux maTepianis npoTsarom gji
peecTpaLinHOro NocBiAYEHHS, 3aTBEPAKEHOTO
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
129. | MOAENNb EPO TabneTku, BKpUTI TOB "TeBa Ykpaina TOB TeBa MonbLa BHECEHHS 3MiH 4O peecTpaviiHnx MmaTepiasiis: 3a UA/15294/01/01
NAiBKOBOK 000J1I0HKOHO, MO YkpaiHa" OnepeiiwH3 MNonaHg, 3MiHu | TUnYy - 3MiHK Woao peyenmom
91 TtabneTtui y 6nictepax 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
(no 28 poxeBux TabneTok BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHNX
y 2 6nictepax Ta 35 npo cuctemy hapmakoHarnsgy (BBefeHHs
TabneTok (28 poxeBux y3arasilbHeHUX faHnx npo cucTemy
Tabnetok Ta 7 6inux thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
TabneTok) y 6nictepi); no BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
3 6nictepwm, Wo KOHTaKTHOI 0Cc0o6u 3 hapmakoHarnsay 3asiBHuKa
3adpikcoBaHi KOPOOKOH- ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
KHWXKeuKoto; no 1 kopoobui- SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
KHWXLi B NAKeTHKy 3 BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
donbru; no 1 nakeTuky 3 (BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
honbIv Ta Haknekoto- pO3MilLieHHi MacTep-chaiina cuctemm
KaneHgapem B Kopobui hapmakoHarnsagy) (Qitoya pefakuis:
yNOBHOBaXKeHa 0coba BiAnoBigasibHa 3a
hapmakoHarnsag - Luis Alfonso Zniga Contreras
MponoHoBaHa pefakLis: ynoBHOBaxeHa ocoba
BiANoBigasbHa 3a thapmakoHarnag B YkpaiHi -
BuctpoBa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
AaHux); 3MiHa 3asiBHVKa (BlacHMKa
peecTpaviiHoro noceig4eHHs) (3rigHo Hakasy
MO3 Bif 23.07.2015 Ne460) (TepmiH BBeLEHHS
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS)
130. | HANBYK PO34uH NS iH'ekuiin, 10 MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/14321/01/01
mr/mMn no 1 mn a6o 2 mn B 3MiHM | TUny - 3MiHa y MeToax BunpobyBaHHs peuyenmom

amnyni; no 5 amnyn y
nauyj; no 1 mn a6o 2 mn B
amnyni; no 5 amnyn y
6nictepi; no 1 6nictepy B
nadui; no 1 mn y wnpuuy;
no 1 wnpuuy 3 rosikor y
6nictepi; no 1 a6o 2
6nictepun y nauui; no 1 mn
y wnpuyj; no 1 wnpuuy B
ofHomy 6nicTepi Tano 1

roTOBOrO MiKapCbKOro 3acoby (419 NPUBEAEHHS Y
BiAgnoBigHicTb 3 Y abo EBponeicbkoo
chapmakoneeto Ta BUyUYEHHS MOCUIaHHA Ha
3acTapifinii BHYTPILWHIA MeToA BUNPOOYBaHHS i
ioro Homep); 3miHM | Tuny - 3MiHa y MeToAax
BuNpobysaHHA APl abo BuxigHoro
mMaTtepiany/MpomMiKHOro NpoAayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeToAax
BMNPOOYBaHHSA); 3MiHW | TMNY - KOHTPO/Ib ADI
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
ronui B iHWomy 6nictepi y (iHWi 3MiHW); 3MiHK [l TUNY - BBE4EHHS HOBOrO
KomnnekTi; no 1 abo no 2 BUpo6bHMKa A®| HanbydiHy rigpoxnopuay 3
KOMMIEKTW Y nayuj; no 1 HagaHHAM MacTep-chaiina Ha A®Il go Bxe
My Wwnpuui; no 1 wnpuy 3aTBEPAKEHOIO BUPOGHUKA
3 rO/IKOK0 Y Ty6ycCi; no 1
ab6o 10 Ty6yciB y nayuj
131. | HAOTU®DIH PO34MH HaLLKipHWiA, 10 ToBapucTBO 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 UA/16051/01/01
mr/mn, no 8 mn abo no 20 0bMexeHot 0bMexeHo 3MiHn Il Tuny - 3MiHK Wwoao peyenma
M/1Y do1aKOHi, BignoBigasIbHICT BiAMNOBIAA/IbHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
YKYNopeHoMy npo6Koto- 10 "®apMaueBTUYHA BHeceHHs abo 3miHa(v) 4o 3060B'A3aHb Ta yMOB
KpanesibHuLero Ta "papmMaLeBTUyH thipma "BepTtekc”, BMAAYi peecTpauiliHoro nocBigYeHHs,
3aKpUTOMY KPULLIKOO; Mo 1 a hipma YkpaiHa BK/OYaouM MnaH ynpas/iHHA pusnkamum
hnakoHy B KOpobL,i 3 "BepTekc" (BUPOGHMLTBO 3 (3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
KapToHY npoaykuii in bulk NoAasbLIOro 06r'pyHTYBaHHSA HOBUMMU
ToBapwucTBa 3 [0AaTKOBUM AaHVIMW, LLO MaloTb HagasaTucs
06MeXeHoto KOMNETEeHTHUM OpraHoM, OCKi/TIbKV BUMaraeTbCs
BiAMNOBIAA/IbHICTIO CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoMm)
"®apmaueBTnyHa (BukoHaHHs1 3060B's13aHb BigNoBiAHO 40
KOMnaHis nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 oo
"3popos'a", Mopagky NpoBeAeHHsA ekcrnepTusn
YkpaiHa) peecTpauiiHux MaTepiasiB Ha slikapcbki 3acoou,
LLI0 NOAAIOTHLCS Ha flepXaBHy peecTpaLiiio
(nepepeecTpauiito), a TakoX ekcnepTusmn
marepianis NPo BHECEHHSA 3MiH A0
peecTpauiiHux MaTepianis NpoTArom Aii
peecTpaLiniHOro NocBiAYEHHS, 3aTBEPAKEHOTO
Haka3zoM MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
132. | HIKOTUHOBA pPO34nH NS iH'ekuin, 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasiis: 3a UA/7775/01/01
KNCNOTA- Mmr/mn no 1 mn B amnyni; 06MexeHoH 06MexeHo 3MiHM | TUNY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO peuenmom
3400POB'A no 5 amnyn y 6nictepi; no BiANOBIga/IbHICT BiANOBIAA/LHICTIO npuBefeHHs y BiANOBIAHICTb A0 MOHorpadii Y
2 6nicTepun B KAPTOHHIN 10 "hapMaueBTUYHA abo €sponeiickbkoi hapmakonei, abo iHLwoi
Kopob6Li; no 1 mn B "papmMaueBTUyH KoMnaHis "3gopos'a” HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
amnyni; no 10 amnyn y a KoMnaHis cneundikalisx, nos'asaHa 3i 3amiHamy B I®Y,
6nictepi; no 1 6nictepy B "3popoB's” abo €Bponeiickkiin hapmakonei, abo iHLWil

KapTOHHI kopobuj; no 1
M B amnyni; no 10 amnyn
Y KapTOHHI KOPOOLLi

HaLjioHasnbHIl hapmakonei gepxasu €C) —
npusefeHHs cneuudikauii Ta MeToAis BXifHOro
KOHTPOJII0 JONOMDKHUX PEYOBUH [0 BUMOT
nitovoro BugaHHa EP ta AdY; cynyTHA 3MmiHa:
3MiHa y MeTofax BUNpobyBaHHA AOMNOMIKHOT
PEYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPAKEHMNX
MeTofax BUMPOOyBaHb); 3MiHW | TUMy - 3MiHK,
noB'A3aHi 3 HEO6XIAHICTIO NPUBEAEHHS Y
BIAMOBIAHICTb A0 MOHOrpadii dY abo
€Bponeiicbkoi thapmakonei, abo iHwoi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y
crneundikauisx, nos's3aHa 3i smiHamu B dY,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

abo Esponelicbkiil hapmakonei, abo iHLWii
HaujioHasnbHIli hapmakonei gepxasu €C) -
npuBeaeHHs cneuudikauii Ta MeToAiB BXiZHOro
KOHTpON0 AdD| g0 BUMOT Ajto4oro BugaHHa EP 3a
nokasHukoM «MikpobionoriyHa yncToTa» Ta
BUJTyYEHHS NoKasHuKa «Badkki MeTanu»; cynyTHs
3MiHa: 3MiHa y meTodax BunpobysaHHA AP| abo
BVXifHOrO Matepiany/npoMixXHOro
NPoAyKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y
npoueci BUpo6HMLTBa APl (HE3HAUHI 3MIHN Y
3aTBEPMAKEHNX MeToAax BUNpobyBaHHS); 3MiHM |
TUNY - YTOYHEHHNA HaliMeHyBaHHA Ta
MiCLle3HaxopKeHHs BUpo6HMKa AP BiANOBIAHO
[0 AOKyMeHTaujii BUpo6HUKa; 3MiHW | Tuny —
BUyYEHHS BUPOOHUKa AdI, Sk Hacnigok
BU/TYYEHHS NOKa3HUKA «3a/IMLLKOBI KiNIbKOCTI
OpraHiYHUX PO3YMHHWKIB» AN [LAHOTO
BMPOBHUKA; CynyTHS 3MiHa: 3MiHa y napameTpax
cneuudikallin Ta/abo foNyCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha Adl, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCS Y Npoueci BupobHuutea Adl;
3MiHM | TUMy - 3MiHa Y NEPBUHHINA ynakosLi
roTOBOrO Jlikapcbkoro 3acoby (Tun KoHTeliHepa
abo fofaBaHHA HOBOTO KOHTelHepa) -
BW/TyYEHHS NEPBUHHOI YNAKOBKW, LLIO He
NpV3BOAUTL [0 NOBHOIO BUTYYEHHS NiKApCbKOro
3aco6y 3 NeBHO CU/IO0H Al abo Yy NeBHii
nikapcbkin hopmi; 3MiHK | TURY - 3mMiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMMX
MeX r0TOBOrO NiKapCbKOro 3acoby — 3MiHW Yy
crneundikayii Ta MeTogax KOHTPOJIH0 FOTOBOTO
nikapcbKoro 3acoby; cynyTHSA 3MiHa: 3MiHa Y
MeToAax BUNPobyBaHHA rOTOBOTO J1iKapCbKoro
3aco6y (iHWi 3MiHN y MeTodax BUNPo6yBaHb
(BK/THOYAOUM 3aMiHy @60 [AONOBHEHHS)); 3MiHu I
TMNy - 3MiHa BUPOBHUKa BUXiIAHOrO/NPOMIXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npouieci A®I, abo 3miHa
BMpO6HUKa (BK/IHOYaOUK, e HeobXigHo, Micue
NpoBefEeHHS KOHTPOo sikocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOrO BMPOOHUKa AdI 3
HajaHHAM macTep-ghaiina Ha A®l) - BBeAEHHS
HOBOro BMpPO6HUKa AdI

133.

HIGYPO3W-

cycneHsisi opasibHa, 200

ToBapucTso 3

Ykpaina

ToBapucTso 3

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMx MaTepianis:

3a

UA/12707/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
3400POB'A Mmr/5 mn no 50 mny 06MeXeHo 06MeXeHo 3MiHK | TUNY - 3MiHa NocTavasibHUKa peuenmom
dhnakoHi noniMepHomy, no BiANOBIga/bHICT BiANOBIAA/LHICTIO nakyBaslbHUX MaTepianis abo KOMMNEKTYHOUMX;
1 donakoHy 3 MipHOO 10 "®apmavneBTUYHa CYNyTHS 3MiHa: 3MiHa Yy MEPBWHHII ynakoBLi
JIOXKKOH0 Y KopobLi 3 "papmMaueBTUYH KoMnaHis "3gopos'a” roTOBOrO JlikapCbKOro 3acoby (sikicHuii Ta
KapToHy; no 100 mny a KoMnaHis KiNIbKiCHWIA cknag) - 3MiHa hopMu abo po3mipy
donakoHi noniMepHoMy "3popos'a” KOHTeliHepa um 3aKynopiBaibHOro 3acoby
abo 3i ckna; no 1 dpnakoHy (NepBUHHOIT yNakoBKK) - BBEAEHHS 1OA4ATKOBOro
3 MiPHOH JIOXKOH Y HOBOro BMpo6HuKa 3AT «®dipma Eninc», YkpaiHa
KOpOO6Li 3 KapTOHY NepBMHHOTO NakyBaHHs (h1akoH 3 rBUHTOBOD
ropsioBrHoto BBIM-60), Sk HaciAoK, 3MIHIETLCSA
PO3Mip, AKICHWIA Ta KinbKicHUIA cknag thakoHiB
Bif, HOBOrO BUPOGHMKA
134. | HOBAI'PA 100 TabneTkn, BKPUTI €spo Mavidkep Benuka MapkcaHc ®apma IHAisa BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 3a UA/9740/01/02
NNiBKOBOI 060JI0HKOHD, MO nTg BpuTaHis nTg 3MiHK | TRy - 3MiHa po3mipy cepii (Bkoyaroum peyenmom
100 wr, no 1, a6o no 2, Jjiana3oH po3mipy cepii) roToBOro /ikapcbKoro
abo no 4 TabneTkm y 3aco6y (36inbLieHHs 0o 10 pasiB NOPIBHAHO i3
6nicTepi, 1 6nictep B 3aTBEPKEHUM PO3MIPOM) - 36iMIbLLEHHS PO3MIpY
KapTOHHI kopobuj; no 4 cepil roToBOro NMikapcbkoro 3acoby.
Tabnetkun y 6nictepi; no 2 3anponoHoBaHo: po3mip cepii 350 000 TabneTok
6nicTepi y KapTOHHii
Kopo6Ui
135. | HOBAIPA 50 TabneTkn, BKPUTI €spo favidkep Benuka MapkcaHc Papma IHAis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3a UA/9740/01/03
NNiBKOBOI 060JI0HKOHD, MO nTtg BpuTaHis ntg 3MiHK | TNy - 3MiHa po3mipy cepii (Bkouaroum peyenmom
50 mr, no 1, a6o no 2, abo Jjiana3oH po3mipy cepii) roToBOro /ikapcbkoro
no 4 Tabnetkun y 6nictepi, 3aco6by (36inbLieHHs 0o 10 pasiB NOPIBHAHO i3
1 6nicTep B KAPTOHHIN 3aTBEPAKEHVMM PO3MIPOM) - 36i/IbLLUEHHS PO3MIpY
KopobLyj; No 4 Tabnetkn y cepii roToBOro Nikapcbkoro 3acoby.
6nicTepi; no 2 6nictepi y 3anponoHoBaHo: po3mip cepii 700 000 TabneTok
KapPTOHHIN KOpooU;i
136. | HO-LUMNA® PO34UH NS iH'ekuiin, 20 TOB "CaHoi- Ykpaina XIHOIH 3aBog YropwumHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/0391/02/01
mr/mn Ne 25 (5x5): no 2 mn ABeHTiC PapmaLeBTUYHUX Ta 3MiHY | TUNY - 3MiHN WoA0 peyenmom
B amny”ni, no 5 amnyn Ykpaina" XimiuHux MpoaykTiB 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

pO3MiLLeHnX Yy NigaoHi; no
5 Nig0HIB Y KAPTOHHIN
Kopoo6Li

Mpaiisit Ko. NiT4,,
Mignpuemcteo Ne3
(NignpviemcTBO B
YaHikBenb/b)

BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/ibHeHUX JaHunx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiNOBIAANbHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0Cc06M 3 (hapMakoHarnfgy 3asBHMKa
ONA 34iiCHEHHs dhapMakoHarniagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHH:A ddapmakoHarnsagy
(BK/IKOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3milLeHHi MacTep-thalina cuctemm
thapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOi
ocob6u, BiANOBIAA/IbHOI ANS 3A4IACHEHHS
dhapmakoHarnsgy: [iroua pegakuis - BoinTeHko
AHTOH ["eopriioBny. MNponoHoBaHa peAakList —
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
KniwmH AHTOH MukKonainosuy.
3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0cobu,
BigNoBiAa/IbHOT ANS 34iACHEHHS
dhapmakoHarnsgy

137. | HO-WUNA® Tabnetkn no 40 mr, Ne 12: TOB "CaHodi- Ykpaina XIHOIH 3aBog, YropwumHa BHECEHHS 3MiH 4O peecTpaviiHnx MmaTepiasiis: 6e3 UA/0391/01/02

no 12 tabneTtok y ABeHTIC PapmaueBTUYHUX Ta 3MiHuM | TUNYy - 3MiHK Woao peyenma

6nictepi; no 1 6nictepy B YkpaiHa" XimiyHux MNpoaykTis 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.

KapTOHHI Kopobui; Ne 24: Mpatiisit Ko. NiTa,. BBefeHHst abo 3MiHN [0 y3araslbHEHUX AaHuX

no 24 Tabnetkn y npo cuctemy chapmakoHarnsgy (BBefeHHs

6nictepi; no 1 6nictepy B y3araJlbHeHNX AaHux npo cuctemy

KapTOHHIN kopoobui; Ne 60: hapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,

no 60 TabneTok y BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;

[03Y104OMY KOHTeHepi, KOHTaKTHOI 0c06U 3 hapMakoHarnsgy 3asBHMKa

3aKPUTOMY KPULLIKOKO 3 ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,

3aXMCHOH CTPIYKOIO Bif SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,

BigKpuTTA; No 1 BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy

[,03yt04HOMY KOHTelHepy B (BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y

KapTOHHI kopobuj; Ne pO3MilLieHHi MacTep-chaiina cuctemm

100: no 100 TabneTok y hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!

dhnakoHi, no 1 dpnakoHy B ocobwu, BignoBiganbHOI ANS 34ICHEHHSA

KapTOHHI kopobui 3 thapmakoHarnagy: [itoua pegakuis - BoiteHko

Hakneiko Ha kopobui AHTOH eopriiioBuy. MponoHoBaHa pefakyis -

[0J191 KOHTPOJIKO NMepLUoro KniwmH AHTOH MykonainoBuy. 3MiHa KOHTaKTHUX

BigKPUTTA [aHnXx yNnoBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI

[ANA 3AiACHEHHS dhapmMakoHariaay
138. | HO-LWUNA® TabneTku, BKpUTI TOB "CaHodi- Ykpaina XIHOIH 3aBog, YropwumHa BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasii: 6e3 UA/15328/01/01
KOM®OPT NAiBKOBOK 000J10HKOLO, MO ABeHTIC dapmaueBTUYHUX Ta 3MiHuM | TUNY - 3MiHK Woao peyenma
40 Mr Ne 24: no 24 YkpaiHa" XimiyHux MNpoaykTis 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.

Tabnetkn y 6nictepi; no 1
6nicTepy B KOpo6Lyi

Mpaisit Ko. /114,

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHunx npo cuctemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsagy 3assHuKa
0N 30jCHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobw,
BiiNOBIfaNbLHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHo
0co6W, BignNoBiganbHOI 415 34iACHEHHS
thapmakoHarnagy: dirova pegakuis - Amel
Benkritly, 3miHa KOHTakTHOT 0cobu: gitoya
pegakuisi - HeuenypeHko MapuHa BacuniBHa.
lMponoHoBaHa peakLisi yoBHOBaXEHOI 0co6H,
BiANOBIAaNbHOT AN 34iACHEHHS
dpapmakoHarnsgy - KniwmH AHTOH
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
MwukonanoBuy. 3MiHa KOHTaKTHUX AaHUX
yMNOBHOBaXeEHOI 0co6bu, BignoBigaIbHOT 418
3AiicCHEHHS1 papMakoHarsay
139. | HO-WUNA® Tabnetkn no 80 mr Ne 20 TOB "CaHodi- Ykpaina XIHOIH 3aBog, YropLumHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 UA/8879/01/01
POPTE (10x2): no 10 TabneTok y ABeHTiC PapmauleBTUYHUX Ta 3MiHW | TMny - 3MiHK Woao peyenma
6nicTepi; no 2 6nictepn y YkpaiHa" XimiyHux MNpoaykTis 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
KapTOHHI KopobLi; Ne 24: Mpaiisit Ko. NiTa,. BBeaeHHsA abo 3MiHM [0 y3arasibHeHVX AaHnx
no 24 TabneTkny npo cuctemy thapmakoHarnsgy (BBefeHHS
6nictepi; no 1 6nictepy y y3ara/ilbHeHUX JaHux npo cucTemy
KapTOHHI KopooLi thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAaNbHOI 3a 34ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnsgy 3asBHuKa
ONA 34iiCHEHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA dapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo|
ocobu, BignoBiganbHOI A5 3A4iACHEHHS
hapmakoHarnsagy: ditova pegakuist - BoiiTeHko
AHTOH eopriiioBny. MponoHoBaHa pefakyis -
KniwuH AHTOH MykonaioBmy. 3mMiHa KOHTaKTHUX
[aHnXx yrnoBHOB&XEHOI 0CO6M, BiANOBIAAIbHOI
ONs 30iCHEHHs1 dhapMakoHarnsay
140. | OKCANMIMNIATUH | KoHUeHTpaT AN1A PO3UNHY Amakca Papma Benuka KOHTpONb cepil, Himeuunna/ BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3a UA/14965/01/01
AMAKCA ONs iHdysii, 5 mr/ma no nTa BpuTaHis cepTugikauis Ta Pecny6nika 3MiHu | TMNYy - 3MiHK 3 AKOCTI. FoTOBUIA peyenmom
10 mn, 20 mn a6o 40 mn y BUNYCK cepil: Kopes nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
hnakoHi; no 1 pnakoHy B AkBiga 'M6X, abo BBefleHHs [0aTKOBOT AifIbHUL
KapTOHHI KOPOOLi HimeuunHa; BMPOGHMLTBA 47151 YacTMHU abo BCbOro
BTOPUHHE BMPOBHWNYOro NpoLecy roToBoro NikapcbKoro
nakyBaHHs, 3aco6y (AiNbHULA 415 BTOPUHHOTO NakyBaHHS)

KOHTPO/b Cepii:
BeHyc ®apma 'm6X,
HimeuumnHa,;
BTOPUHHE
nakyBaHHS:
Komcpacc 'mbX,
HimeuumnHa;
BMPOGHULITBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTpONb cepii:
CamsHr
Biothapmac’toTikens
Kopnope#LuH,
Pecny6nika Kopesi

(3a3HaueHHs BUPOOHUYOT AiNnbHULI BeHyc ®apma
'm6X, HimevurHa, BignosiganbHOT 3a BTOPUHHE
naxyBaHHs)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
141. | OKCANINNATUH- | KOHUEHTpAT A/18 PO3UYNHY TeBa 13painb dapmaxewmi b.B., Higepnaxnaw/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/8832/01/01
TEBA ANns iHdysii, 5 mr/mn no 4 dapmauesTikasn Higepnangu; YropumHa 3MmiHu | TUNy - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
M (20 mr) a6o no 10 mn IHpacTpis N7, AT HaliMeHyBaHHs Ta/abo agpecu Micus
(50 mr), abo no 20 mn dapmaLleBTUYHNI NPoBaPKEeHHS AiSNIbHOCTI BUpobHUMKa/imnopTepa
(100 wr), a6o no 40 mn 3aBog TEBA, rOTOBOTO JIiKapCbKOro 3acoby, BKIYaUn
(200 wmr) y donakoHi; no 1 YropwuHa AinbHULU BUNYyCKy cepii abo micle NpoBeAeHHs
hnakoHy B KOpo6Li KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BupobHuka AT ®apmauleBTUYHMIA
3aBof, TEBA, YropwmHa, 6e3 3MiHu Micua
BMPO6HULTBA) (TEPMIH BBELEHHS 3MiH MPOTAroM
6-TK MicALIB Nicns 3aTBEPKEHHS)
142. | OKTAMNNAC r pO34nH aNns iHgysiid, 45 - OkTahapma ABCTpist BUPOBHUK, LLsewis/ BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis: 3a UA/15584/01/01
70 mr/mn, no 200 mny PapmavueBTVKa BiANoBiAaIbHNIA 3a ABcTpis 3MiHn Il Tuny - 3MiHn Wwoao peyenmom
KOHTeliHepi; no 1 MpopaykTioHcrec BMPOGHULITBO 3a 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
KOHTelHepy B nakeTi; no 1 M.6.X. NOBHUM LMK/IOM: BHeceHHs abo 3miHa(u1) Ao 3060B'A3aHb Ta yMOB
nakeTy B KAPTOHHIi OkTtacapma AB, BMAAui peecTpauiliHoro nocBigYeHHs,
Kopo6Li Lsewjs; BK/IIOYaoUM MnaH ynpasniHHA pusnkamu
BUPOBHUK, (3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
BiANOBiAaIbHNIA 3a NoAasbLIOro 06r'pyHTYBaHHSA HOBUMMU
BMPOGHMLTBO 3a [0AAaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
NMOBHUM LK/IOM: KOMNETEeHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
OkTadhapma CyTTeBa OLiHKa KOMNETEHTHUM OpraHoMm)
dapmaueBTuka (BvikoHaHHs 3060B'A3aHb BiAMOBIAHO A0
MpopykTioHcrec nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 oo
M.6.X., ABCTpis MopagKy NpoBeAeHHsA ekcrnepTusn
peecTpauiiHnx MaTepiasiB Ha Jlikapcbki 3acoou,
LLI0 NOAAIOTHLCS HA filepXaBHy peecTpaLiiio
(nepepeecTpauito), a TakoX ekcnepTusmn
marepianis NPo BHECEHHSA 3MiH 0
peecTpauiiHux matepianis NpoTArom Aii
peecTpaLiniHOro NocBiAYEHHS, 3aTBEPAKEHOTO
Haka3zoM MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)
143. | OITAP® 4 MI' Tabnetkn no 4 mr no 30 BEPNIH-XEMI HimeuyunHa BMPOBGHULITBO «in ITanis BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiis: 3a UA/6108/01/04
Tabnetok y 6nictepi; no 1 Al bulk», nakyBaHHs, 3MiHuM | TUNY - NOAAHHA OHOBMEHOTO cepTudikaTy peyenmom

6nicTepy B KAPTOHHIi
Kopoo6ui

BUMNYCK cepii: A.
MeHapiHi
MaHyakTypiHr
NoricTikc eHp,
Cepsicec C.p./1.,
ITanis; KOHTPO/Ib
cepii: A. MeHapiHi
MaHyhakTypiHr
JoricTikec eHg,
Cepsicec C.p.J1,,
ITanis; Jomne

BifnoBigHoCTI €Bponelicbkoi hapmakonei Ne R1-
CEP 2006-243-Rev 02 Big BXe 3aTBEPAKEHOr0
BMPO6HUKa A®I, Sk Hacnigok, 3mMiHa
HaliMeHyBaHHs1 BUPOGHWKa ADI; 3miHu | Tuny -
3MiHa napamMeTpiB cneyudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby -
BUYyYEHHS 3i cnewudikaLii roToBOro Nikapcbkoro
3acoby Ha nepiog TepMiHy NpuaaTHOCTI
nokasHuka «lpegen NpoYHOCTY Ha
paspyLueHne», OCKiflbk1 AaHnii napameTp
3aMwaeTbes y cneumdikalii Ha BUnNyck Ta
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
C.n.A, ITania KOHTPOIOETLCSA B NpoLeci BUpo6bHULTBA
144. | ONNITAP® 4 MI' Tabnetkn no 4 mr no 30 BEPNIH-XEMI HimeuyunHa BMPOBHULITBO «in ITanis BHECEHHS 3MiH 4O peecTpaLiiHnx MmaTepiasiis: 3a UA/6108/01/04
Tabnetok y 6nictepi; no 1 Al bulk», nakyBaHHs, BUNPaB/IEHHS TEXHIYHOT MOMUKM Y MeTogax peyenmom
6nicTepy B KAPTOHHIi BMNyCK cepil: A. KOHTPO/IO SIKOCTi FOTOBOrO NikapCbKoro 3acoby y
Kopoo6Li MeHapiHi aHaniTMyHoMy metogi «OAHOPIAHICTb 4030BaHMX
MaHydakTypiHr OANHULb>»
JoricTikc eHg,
Cepsicec C.p./1.,
ITanis; KOHTPO/b
cepii: A. MeHapiHi
MaHythakTypiHr
JloricTike eHp,
Cepsicec C.p.J1,,
ITanis; Jomne
C.n.A., ltanis
145. | ONNITAP® 6 MI Tabnetku no 6 mr no 30 BEPNIH-XEMI HimeuunHa BMPOBHULITBO «in ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3a UA/6108/01/05
Tabnetok y 6nictepi; no 1 Al bulk», nakyBaHHs, 3MiHM | TUNY - NOAAHHSA OHOBMEHOTO cepTudikaTy peyenmom
6nicTepy B KAPTOHHIi BMNYCK cepil: A. BignoBigHOCTI EBponeiicbkol chapmakonei Ne R1-
Kopoo6Li MeHapiHi CEP 2006-243-Rev 02 Bif, BXe 3aTBEP)KEHOrO
MaHyhakTypiHr BMPOGHUKa AdI, K HaciAoK, 3MiHa
JoricTikc eHg, HaliMeHyBaHHs BUpo6Huka A®L; 3miHu | Tuny -
Cepsicec C.p.J1,, 3MiHa napameTpiB cneuudikauiii Ta/abo
ITanis; KOHTPOsb [0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby -
cepii: A. MeHapiHi BW/TyYEHHS 3i cnevmdikawii roToBOro /likapcbkoro
MaHythakTypiHr 3aco6y Ha nepiof TepMiHy NpUAATHOCTI
JloricTikc eHp, nokasHuka «pegen NPoYHOCTUN Ha
Cepsicec C.p.J1,, paspyLueHue», OCKiNIbKM AaHnii napameTp
ITania; Jomne 3anMwaeTbes y cneumadikaii Ha Bunyck ta
C.n.A, ITanis KOHTPOOETLCS B MpoLeci BUPOGHMLTBA
146. | ONITAP® 6 MI' Tabnetku no 6 mr no 30 BEPNIH-XEMI HimeuunHa BMPOBHULITBO «in ITania BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/6108/01/05
Tabnetok y 6nictepi; no 1 Al bulk», nakyBaHHs, BUMNpPaB/IEHHS TEXHIYHOI NOMUIKM Y MeToax peyenmom
6nicTepy B KAPTOHHIi BUMYCK cepii: A. KOHTPOJII0 SIKOCTi FOTOBOTO JliKapCbKoro 3acoby y
KopoobLi MeHapiHi aHaniTMyHomy metogi «OAHOPIAHICTL [030BaHNX
MaHyhakTypiHr OfNHNLb>»
JoricTike eHg,
Cepsicec C.p.J1,,
ITanis; KOHTPOb
cepii: A. MeHapiHi
MaHydakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITania; JomMmne
C.n.A,, lTanis
147. | O®IOKAIH- Ma3bno 15rabono30ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/7088/01/01
OAPHUNLUA® Ty6i; no 1 Ty6i y nayui; no "papmMaueBTUYH "®apMaueBTUYHA 3MiHKM | TUNYy - 3MiHK Woao peuenmom
500 r abo no 1000 r y a hipma ipma "JapHuus” 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
6aHKax "dapHnus” BBegeHHs1 abo 3MiHM [0 y3arasibHeHVX AaHnX
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBiAaANbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C061 3 hapmakoHarnsgy 3asiBHMKa
ONA 34jiiCHeHHs dhapmakoHarniagy B YKpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBifanbHOT 3a hapMakoHarnaa:
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHgposny

3a

UA/7088/01/01

148.

O®JIOKAIH-
OAPHNLA®

Ma3b no 15rabono30ry
Ty6i; no 1 Ty6i y nayi; no
500 r abo no 1000 r y
6aHKax

MpAT
"®apmaueBTUYH
a chipma
"fapHuua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu | TUny - nogaHHs HoBoro CEP (Ne RO-CEP
2013-198-Rev 00) ana A®I nigokainy
rigpoxnopuay Bif HOBOro BUPOOHYKA, SK
HacnifoK BHECEHHS 3MiH B TEPMiH 36epiraHHs
A®| nigokainy rigpoxnopug Big,
3anpornoHOBaHOro BUPOGHMKa - po3ain "TepmiH
npuaatHocTi" cneundikaLii BXigHOro KOHTPOI0
A®I; 3miHM | TMNY - 3MiHa [0 po3giny «TepMiH
npuaaTHOCTI» cneundikauii 4na BXigHoro
KOHTPOIO NifoKaiHy rigpoxnopua BUpo6HrKa
Societa ltaliana Medicinali Scandicci, Italy,
3anponoHoBaHo: «5 neT, ¢ Noc/eyoLmm
NepeKkoHTPOIEM»; 3MiHM | TUNY - 3MiHa
napameTpiB cneundikauiii Ta/abo AonycTuMmx
MeX roTOBOr0 /liKapCbKOro 3acoby; CynyTHs
3MiHa: 3MiHa y MeToAax BUNpobyBaHHS rOTOBOro
NiKapcbKoro 3acoby; 3MiHu | Tuny - 3miHa 'y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneuudikadisx Ha Adl, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BMKOPWCTOBYHOTbCS Y npoueci BupobHuytea Adl;
CyNyTHS 3MiHa: 3MiHa y MeToAax BUNpo6yBaHHS
A®| ab0o BMXigHOrO MaTepiany/MpPoMiXKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHLWi 3MiHK y MeTogax
BMNPOGYBaHHSA (BK/IHOYAOUM 3amiHy abo
[0MNoBHEHHA) A®| abo BUXiAHOro/NpPoOMiXXHOTO
NPOAYKTY); 3MiHK | TUNY - 3MiHa Y napameTpax
crneundikauii Ta/abo JoNyCTUMUX MEX,
BM3HAYEeHNX Yy cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHUIA NpoAYKT/pearexT, Wwo

BVIKOPVCTOBYIOTbCS Y Npoueci BupobHuuytea APl

peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(8ONOBHEHHS cneumdikayii HOBUM NOKA3HUKOM
AKOCTi Ta BiAMNOBIAHUM METOA0M BMNPOOYBaHHS)
3MiHa y napameTpax cneuudikadii AdI
ochnokcauuH; 3miHu | TUNYy - 3MiHa y MeTogax
BMNpo6yBaHHA A®Il abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHSA
(BKtOHAOUM 3aMiHy abo f0oNoBHeHHS) APl abo

BVIXiZHOro/MPOMDKHOro NPOAYKTY); CyMyTHSA 3MiHa:

3MiHa y napameTpax crneumdikayiii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHUX Y creumdikalisax
Ha A®l, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoueci BupobHuuTBa APl

149.

O®/OKAIH-
JAPHULA®

Masb no 15rabono 30ry
Ty6i; no 1 Ty6i y nayuj; no
500 r a6o no 1000 r y
H6aHkax

MpAT
"®apmaueBTUYH
a hipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis:
3MiHM | TUMy - 3MiHa y napameTpax cneuudikaiii
Ta/abo fonyCTUMMUX MeX, BUSHAYEHUX Y
cneumgikauisx Ha A®l, abo BUXIGHWIA/MPOMDKHW
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y
npoueci BUpo6bHuLTBa A®I; CynyTHS 3MiHa: 3MiHa
y MeTogax sunpobysaHHa APl abo BuxigHOro
mMartepiany/npomiKHOro nNpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y npoLieci BUpobHuyTBa Adl;
3MiHM | TURy - 3MiHa y MeToax BUNpo6yBaHHSA
A®| abo BMXigHOrO MaTepiany/npomixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y
npoueci BUpo6HuuTBa AP (iHWi 3MiHM Yy MeTodax
BUMPOOYBaHHA (BKIIOYa0UM 3aMiHy abo
[0noBHEHHS1) AD| abo BMXIAHOTO/NPOMIXHOro

NPOAYKTY)

3a
peyerimom

UA/7088/01/01

150.

MAHIACTPO

TabneTkmn
racTpopesncTeHTHi no 20
Mr M0 7 TabNeToK y
6nicTepi, no 2 abo 4
6nicTepy B KAPTOHHIl
Kopo6ui; no 14 TabneTok y
6nicTepi, no 1 abo 2
6nicTepy B KAPTOHHIl
Kopoo6ui

CaHpo3
PapmachboTikan
3 4.4

CnoseHisa

BMPOGHMLITBO "in
bulk", ynakoska,
TeCTyBaHHS, BUMYCK
cepii: lek
hapmaLeBTUYHA
KoMnaHis 4.4.,
CnoBeHis;
BMPOGHMLITBO "in
bulk”, ynakoBka,
TecTyBaHHs: CaHf03
Inak CaHali Be

CnoseHis/
TypeuunHa/
PymyHist

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TRy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/lbHeHUX JaHunx npo cucremy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoowu,
BiNOBIAANLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 hapMakoHarnfgy 3asBHMKa
ONA 34iiCHeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,

TikapeT A.C., Bi4NOBiAA/IbHOI 32 3AiICHEHHST hapmakoHarnsay
TypeyunHa,; (BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
TecTyBaHHA: CaHfo3 po3milLeHHi MmacTep-thalina cuctemm
C.P.J1., PymyHisi dhapmakoHarisgy) - YnoBHoBaxeHa ocoba

3a
peuyenmom

UA/13512/01/01




109

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aABHUKa 419 34ilicCHeHHs hapmakoHarnagy:
[litoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi yoBHOBaXXEHOT 0COOM 3asBHUKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pefakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pegakuisa — Opnos B'ssuecnas
BikTopoBWY. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXEHOT 0CO6U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co6U. 3MiHa MicLA 3AiACHEHHS
OCHOBHOI Aisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
agpecu mactep-taiina. 3miHa HomMepa macTep-
darina

151.

NAHIACTPO

TabneTkun
ractpopesncTeHTHi no 40
Mr M0 7 TabNeToK y
6nicTepi, no 2 abo 4
6nicTepy B KapPTOHHIiA
Kopobui; no 14 Tabnetok y
6nicTepi, no 1 abo 2
6nicTepy B KapPTOHHIiA
Kopoo6Li

CaHpo3
dapmacboTikan

3 0.4

CnoseHisa

BMPOGHMLITBO "in
bulk", ynakoBka,
TeCcTyBaHHS, BUMYCK
cepii: lek
hapmaLeBTUyHA
KOMMaHis 4.4.,
CroseHis;
BMPOBHMLTBO "in
bulk", ynakoBka,
TecTyBaHHs: CaHfjo3
Inak CaHali Be
TikapeT A.C.,
TypeyuunHa;
TecTyBaHHs:: CaHf03
C.P.J1., PymyHis

CnoseHis/
TypeuuunHa/
PymyHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coou,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0CO61 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnisgy) - YnoBHoBaxeHa ocoba
3aABHUKa 419 34iliCHeHHs hapmakoHarnagy:
[Oitoua pepakuia — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOT 0CO6M 3asBHNKaA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pesakuis — BaweHko Biktopia CepriiBHa.
MponoHoBaHa pefakuisa — Opnos B'avecnas
BikTOpoBMY. 3MiHa KOHTAKTHUX JaHUX
YMOBHOBaXXEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI fisi/IbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu mactep-cpaiina. 3MiHa HoMepa mMacTep-
thaiina

3a
peyenmom

UA/13512/01/02

152.

NMAHTACAH

NOPOLLIOK JlioghiNi3oBaHwmi
05 NPUroTyBaHHS
PO3UMHY ANA iH'eKUili no
40 mr y donakoHax Ne 1

CaH
PapmacboTuKan
IHpacTpi3
NlimiTeq

IHgis

CaH
dapmMacboTUKa
IHpacTpi3 N14.

IHais

BHECEHHS 3MiH 40 peecTpaviiHnx maTepiasiis:
BUMPAaB/IEHHSI TEXHIYHOT NOMWU/KM Y METOAAX
KOHTPO/IO SIKOCTi FOTOBOrO NikapCbKoro 3acoby y
MEeTOAML BUNPOOYyBaHHA nokasHuka «KisbkicHe

3a
peyenmom

UA/3400/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BU3HAYEHHA»

153.

NAMA30N-
JAPHULA

Tabnetkn no 10 Tabnetok
Y KOHTYPHIl YapyHKOBIli
yNaKkoBLj; N0 1 KOHTYpPHii
YapyHKOBIli ynakoBLii B
navuyi

MpAT
"@apmaueBTUyH
a hipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHUN [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasilbHeHUX faHnx npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c06U 3 (hapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYALOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO!
oco6u, BiANOBIAa/IbHOI 3a hapmakoHarnsag;:
[Oitoua pepakuin - Cmox CtaHicnasa
AHatoniiBHa; MponoHoBaHa pefakuis - Cipaxos
Irop OnekcaHgpoBuY

6e3
peyenma

UA/6207/01/01

154.

MAPANEH®
KAPBOLICTEIH
2%

cupor, 100 mr/5 mn Ne 1:
no 125 mn y chnakoHi; no 1
hnakoHy 3 MipHOLO
JIOXKOIO Y KapPTOHHIl
Kopoo6Li

TOB "CaHoi-
ABeHTIC
YkpaiHa"

YKpaiHa

tOHiTep Niksig
MaHyhekuypiHr

PpaHuis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TRy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUx JaHunx npo cucremy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coowu,
BiNOBIAANLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 (hapMakoHarnfgy 3asBHMKa
ONA 34iiCHeHHs dhapMakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4NOBiAA/IbHOI 32 3AiICHEHHST hapmakoHarnsay
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3milLeHHi MacTep-thalina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHO|
ocobwu, BignoBiganbHOI ANs 34iCHEHHS
thapmakoHarnsgy: MNponoHosaHa pefakuis -
KniwunH AHTOH MyKonainosuy. 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI
[N 3fiCHEHHs dhapmakoHarnsgy

6e3
peyenma

UA/10155/01/01

155.

NAPANEH®
TUM'AH

nacTuikv no 100 mr Ne 20
(10x2): no 10 nacTuiok y
6nicTepi, no 2 6nictepn y
KapTOHHI KOpooLi

TOB "CaHodpi-
ABEHTIC
YkpaiHa"

YkpaiHa

CaHodi-ABeHTic Cn.
30.0.

Monba

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHKM | TUNY - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
BeegeHHs1 ab0o 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnX nNpo cucTemy
dpapMakoHarnsay, 3MiHa ynoBHOBaXKEHOT 0cobu,

6e3
peyenma

UA/10717/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBiAaNbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/THOHAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLLeHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0ocobu, BignoBiganbHOI An1s 34iACHEHHS
thapmakoHarnagy: fivoua pefakuis - BoiTeHko
AHTOH [eopriiioBny. MponoHoBaHa pefakyis -
KniwmnH AHTOH MuKonainosuy.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI AN 34ICHEHHS
dhapmakoHarnsgy

156.

MAPAJNIEH®
TUM'AH

cupon Ne 1: no 100 mny
hnakoHi, no 1 dpnakoHy y
KapTOHHI KOpoo6Li

TOB "CaHodi-
ABeHTiC
Ykpaiva"

YKpaiHa

Eii. HatTepmaHH
eHp Caiii Tm6X

HimeuunHa

BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHux npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiANOBIAaNbHOI 3a 34ilicHeHHS thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A dapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHO|
ocobwu, BignoBiganbHOI A5 3A4iACHEHHS
thapmakoHarnsgy: MNponoHoBaHa pefakuis -
KniwuH AHTOH MuyKonaioBuy. 3mMiHa KOHTaKTHUX
[aHnx ynoBHOBaXEHOT 0co6M, BigNOBIgabHOI
[ONA 3ajiiCHeHHs dhapmakoHariagy

6e3
peuyenma

UA/10763/01/01

157.

MAPANEH®
TUM'AH-
NMPAMYNA

pignHa opasibHa, Ne 1: no
100 mn (130 r) y donakoHi,
no 1 ch/1akoHy y KapTOHHIl
KOpooLi

TOB "CaHoi-
ABeHTIC
YkpaiHa"

YKpaiHa

Eii. HatTepmaHH
eHp Caiti Tm6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHKM | TUNy - 3MiHK Woa0
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/lbHeHUx JaHunx npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0coou,
BiNOBIAANbLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 hapMakoHarnsgy 3asBHMKa
ONA 34iiCHeHHs dhapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4MNOBiAa/IbHOI 32 3AiICHEHHsT hapmakoHarasay

6e3
peyenma

UA/10764/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
(BK/IKOUAIOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobwu, BigNoBiganbHOI A5 34iACHEHHS
thapmakoHarnsgy: MNponoHoBaHa pefakuis -
KniwunH AHTOH MyKonanoBuy. 3miHa KOHTaKTHUX
[aHnx ynoBHOBaXEHOT 0co6M, BigNOBIgabHOI
[ONA 3aiiCHEHHS dhapmakoHariagy
158. | MAPALUETAMOI/- | Ta6netku no 500 mr, no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/4369/01/03
AAPHNLA Tab1eToK Y KOHTYPHIi "®apmaueBTUYH "®apmaueBTnyHa 3MiHKM | TUNY - 3MiHK Woao peyenma
YapyHKOBIli ynakoBLj, no 1 a chipma ipma "AapHuus" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
KOHTYPHIli YapyHKOBIl "fapHuua” BBefeHHs1 abo 3MiHU [0 y3arasibHeHUX OaHNX
ynakoBLi y nayui; no 10 npo cuctemy hapmakoHarnsgy (BBefeHHs
Tab1eToK y KOHTYPHUX y3arasibHeHVX faHnx Npo cuctemy
YapyHKOBMX yrakoBKax dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
BiANOBiAANbLHOI 3a 3ilicHEHHS chapMakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOI
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnsaz;
MponoHoBaHa pepakuis - Cipaxos Irop
OnekcaHgposuny
159. | MAPAUETAMOI/- | Ta6netku no 200 mr, no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/4369/01/01
OAPHNLUA TabnNeToK Y KOHTYPHIi "papmaLeBTUyH "®apmMaLeBTnYHa 3MiHY | TUNY - 3MiHK WoAo peyenma —
YapyHKOBIli ynakoBL,i, no 1 a hipma ipma "fapHuus” 6e3nekn/edhekTBHOCTI Ta hapMakoHariaay. Ne 10; 3a
a60 no 10 KOHTYPHUX "fapHuua” BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHNX peyenmom —
YapyHKOBUX YNakoBOK y npo cuctemy thapmakoHarnsgy (BBefeHHA Ne 10x10
nauui; no 10 Tabnetok y y3araJ/ibHeHMX AaHunx npo cuctemy
KOHTYPHUX YapyHKOBUX dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocoou,
ynaKoBKax BiNOBIAANbHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 hapMakoHarnsgy 3asBHMKa
ONA 34iiCHeHHs dhapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4NOBiAA/IbHOI 32 3AiICHEHHST hapmakoHarnsay
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3mMilLeHHi MmacTep-thalina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHO|
oco6u, BiANOBIAa/IbHOI 3a hapMakoHarnsaz;
MponoHosaHa pepakuis - Cipaxos Irop
OnekcaHapoBuy
160. | MEHTOKCU®DINIIH | po3unH ans iH ekwyiin, 20 TOB "tOpis- Ykpaina TOB "HOpia-Papm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/16196/01/01
Mmr/mn no 5 mn B amnynax, dapm” TEeXHiYHa MOMUSIKA Y TEKTIi MapKyBaHHS peyenmom

no 5 amnys B KOHTYpHI#

NepBMHHOI YNakoBkM (amnyna)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
YapyHKOBIli ynakoBLyj; Mo 2
KOHTYPHIi YapyHKOBI
ynakoBku B nauuj 3
KapToHY
161. | NEPCEH® TabneTku, BKpUTI CaHpo3 CnoseHis BUPOBHMLTBO in CnoBeHis BHECEHHS 3MiH 4O peecTpaviiHnx MmaTepiasiis: 6e3 UA/9536/01/01
060/10HKOI0, Mo 10 PapmacbioTikas bulk, nakyBaHHs, 3MiHuM | TUNYy - 3MiHK Woao peyenma
Tabnetok y 6nictepi; no 4 34.0. BMNycK cepii: Nlek 6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
6nicTepun y KapTOHHiIl dapmaueBTNYHA BBefeHHst abo 3MiHN [0 y3araslbHEHUX AaHuX
Kopoo6Li KOoMnaHis 4.4., npo cuctemy hapmakoHarnsgy (BBefeHHs
CnoBeHis; y3arasilbHeHUX faHnx npo cucTemy
nakyBaHHs, BUMYCK thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
cepii: lek BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
dapmaveBTUYHA KOHTaKTHOI 0c06U 3 hapMakoHarnsgy 3asBHMKa
KOMMaHis 4.4., ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
CnoseHis SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - YnosHosaxeHa ocoba
3asBHVIKa AN 34iicCHeHHS chapmakoHarnagy:
lMponoHoBaHa pepakuist — Mabpiena Xekep-
Bap3a/Gabriele Hecker-Barth. KoHTakTHa ocob6a B
YKpaiHi ynoBHOBaXKeHOI 0CO6U 3asiBHMKaA ANs
34ilicHeHHs thapmakoHarnsgy: MNponoHoBaHa
pepakuis — Opnos B’auecnas BiktopoBuy. 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0co6U. 3MiHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0cobu. 3miHa
MicLA 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu mactep-
chaiina. 3miHa Homepa mactep-daiina
162. | NEPCEH® Kancynu TeepAi no 10 CaHpo3 CnoseHisa Nex CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 6e3 UA/2838/02/01
POPTE Kancyn y énictepi, no 2 dapmacboTikan dapmaueBTUYHA 3MiHKM | TURY - 3MiHKU WoA0 peuyenma
6nicTepun y KapTOHHiIl 34.0. KOoMnaHis 4. 4. 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

Kopoo6Li

BeefieHHs1 ab0 3MiHM [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynosHoBaxeHoi ocoou,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarisay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnsgy 3asBHuKa
ANA 3giicHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BKHOYAIOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MilLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3anBHUKa 419 34iiCHeHHs hapmakoHarnagy:
[itoya pegakuis — CebacTbsiH XopH/Sebastian
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0C06M 3asiBHMKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
peaakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa peakuis — OpnoB B'auecnas
BikTOpoBMY. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0c06U. 3MiHa Micusl 34iACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
agpecu mactep-chaiina. 3MiHa Homepa macTep-
dhaiina
163. | MPEBEHAP® 13/ | cycneHsisi gNns iH'exLjin no Mdcpaiizep CLIA Baer Benvka BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3a UA/15864/01/01
PREVENAR® 13 1 posi (0,5 mn) y Eiu.Ci.Mi. dapmaceyTuKasc, BputaHis/ 3MiHn Il Tuny - 3MiHn Wwoao peyenmom
BAKUWHA nonepegHL0 KopnopeiiLH Benvika bpuTaHis; Ipnangis/ 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
MHEBMOKOKOB HanoBHEHOMY LUNPWL; NO Mdpaiizep IpneHg, CWA BHeceHHs abo 3miHa(u1) Ao 3060B'A3aHb Ta yMOB
A 1 nonepeaHLO dPapmaceyTuKasic, BMAAui peecTpauiliHoro nocBigYeHHs,
MONICAXAPUAH | HanoBHeHOMy LUNpULY Ta IpnaHgis; BK/OYaouM MnaH ynpas/iHHA pusnkamum
A OfHili BiLOKpeMeHil ronui Baet (3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
KOH'FOTOBAHA B iHAVBIAYya/IbHOMY YOX/i PapmaceyTvKan NoAasbLIOro 06r'pyHTYBaHHSA HOBUMMU
(TPUHAQUATNB y 3aKpuTOomy [iBxH BaeT XongiHr [04aTKOBUM AaHWMU, L0 MatoTb HajaBaTtucs
ANEHTHA NnNacTUKOBOMY KopnopeiiLH, KOMMNETEHTHNUM OpPraHoM, OCKi/IbKUM BUMAraeTbecs
AACOPBOBAHA) | KoHTeliHepi; no 1 LOYipHE CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoMm)
nn1acTMKoBOMY nignpueMcTBO (BukoHaHHs1 3060B's13aHb BifNoBiAHO 40
KOHTEWHepY Y KapTOHHiIl Mdpaiizep IHk., CLUA; nignyHKTy 2.3 NyHKTY 2 gogatky 15 o Mopsiaky
Kopoo6Li Bakctep NpoBeAEHHS eKCNepTn3n peecTpauiiHnx
dapmaceyTvkan marepianiB Ha nikapcbki 3acobu, Wo nogaTbes
ContowuHe NINC, Ha JepxaBHy peecTpauiio (nepepeecTpaduito), a
CLIA TaKoX eKCnepTUsn mMmaTepiasiiB MPO BHECEHHS
3MiH [0 peecTpavjiiiHuX maTepianis NpoTArom Aji
peecTpaLiiHoro nocBiAYeHHs, 3aTBEPAKEHOI0
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460)
164. | NPOrPA®® KOHUEeHTpaT ans AcTtennac HigepnaHan Actennac lpnaHg Ipnangis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/4994/01/01
NPUroTYBaHHA PO3YNHY ®apma tOpon Ko., NiTq 3MiHK | TUNY - 3MiHa Y MeToAax BUNPo6yBaHHSA peyernmom
0151 BHYTPiLLHLOBEHHOIO B.B. roTOBOrO NiKapCcbkoro 3acoby (He3HayHa 3MiHa y

BBEefleHHs, 5 mr/mn no 1
M B amnyni; no 10 amnyn
y MNACTUKOBIN YapyHKOBIl
ynakosLi; no 1 ynakosLi B
KapTOHHIN navuj

3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
BHECEHHS 3MiH y po3gin 3.2.P.3.5. Banigauin
npotecy Ta/abo Iioro oLiHKa, a came OHOBJ/IEHHS
BasigauiliHux napameTpis (MOBTOPIOBAHICTD,
NPOMIXXHA TOYHICTb Ta MeXa BUSIBIEHHST) ANs
aHanizaTopa HSA (anbTepHaTVBHUIA METOS
BU3HAYEHHS Li/IICHOCTI amnys), 06YMOBIEHO
peBanigauieto npouecy. XXoaHUX 3MiH 40
npoLeaypu BUNPOGYBaHHS LiNicCHOCTIi aMnyn He
6yno BHeceHo. Pe3ynbTar pesanigauii He
BMMarae X04HNX 3MiH Y Kputepii NpUAHATHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
0151 TeCTYBaHHSA LiNICHOCTi repMeTUYHOCTI
165. | PENAPUN®- reno, no 40 rrena s MEJOA ®apma | HimeuunHa BUMNYCK cepil, HimeuuunHa BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 UA/7224/01/01
FrENb H a/loOMiHieBIN abo 'm6X eHg Ko. BMPOGHMLITBO in MaTepianis (MoBTOpHUiA po3rnag): 3miHn | | peyenma
namiHaTHil Ty6i; no 1 K bulk, HanoBHeHHS TMny - AOMIHICTpaTVBHI 3MiHW. 3MiHa Koay
Ty6i B KAPTOHHIi Ta nakyBaHHS: ATX (3MiHN BHECEHO [0 IHCTPYKUii A
KopooLi MAJAYC I'm6X, MEAMNYHOr0 3aCTOCYBaHHS JiKapCbKOro
HimeuunHa; 3acoby Ao po3giny "®apmakorepaneBTUYHa
BUPO6GHUYA rpyna" BignoBsigHO MbXHapogHOMY
AinbHULA knacucpikatopy BOO3) (3miHM BpaxoBaHi
(chakTnuHa B nepepeecTpauii, Hakaz MO3 YkpaiHu
agpeca Ne 450 Big 06.03.2018)
BUPOOGHMLTBA):
MAJAYC I'm6X,
HimeuunHa
166. | POMA3UK TabneTkun, BKpUTI dapmaLeBTUYHN Monbwa dapmayleBTUYHNI MonbLa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3a UA/13299/01/01
NNiBKOBOI 060JI0HKOHD, MO i1 3aBOg, 3aBog "Monsapma” 3MiHKM | TURYy - 3MiHK Woa0 peuyenmom
5 mr no 10 TabneTok y "Monbchapma” C.A. 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
6nicTepi; no 3 6nictepn B C.A. BBegeHHA abo 3MiHM [0 y3arasibHeHUX AaHnx
KapTOHHiiA KOpo6Ll npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHunx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiNOBIAANbHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0c0o6M 3 (hapMakoHarnsgy 3asBHMKa
ONA 34iiCHeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BK/IKOYAKOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3mMilLeHHi MacTep-thalina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKkTHOI ocobu,
BiANOBiAANbHOI 3a 3ilicHEHHS thapmakoHarnaay:
[itoya pepakuis - ConosiioBa HOnis MukonaisHa.
MponoHoBaHa pegakuisa - TaHacosa 3opsHa
MukonaisHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u,
Bi4NoBiAa/IbHOI 32 3AjICHEHHST hapmakoHarasay
167. | POMA3UK TabneTku, BKpUTI dapmaLeBTUYHN Monbwa dapmaLleBTUYHNI Monbua BHECEHHS 3MiH j0 peecTpaLiiiHux MaTepiasiis: 3a UA/13299/01/02
NNiBKOBOI 060JI0HKOHD, MO 1 3aBog, 3aBog, "MNonbthapma" 3MiHu | TUny - 3MiHK Woao peyenmom
10 mr no 10 TabneTok y "Monbchapma” C.A. 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
6nictepi; no 3 6nictepu B C.A.

KapTOHHI KOpoo6Li

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnx npo cuctemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXeHoI ocobu,
BiANOBIAaNbHOI 3a 34iliCHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 3aiCHEHHS1 dhapMakoHariaay B YkpaiHi,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BK/THOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKkTHOI ocobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHA thapmakoHarnagy:
[itoua pepakuis - ConosiioBa tHOnis MukonaisHa.
MponoHoBaHa pepakuis - TaHacoBa 30psiHa
MvkonaiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsgy

168.

POMA3UK

TabneTku, BKpUTI
NNiBKOBOIO 060/10HKOMD, MO
20 mr no 10 TabneTok y
6nicTepi; no 3 6nictepn B
KapTOHHI KopooLi

dapmaLeBTUYHN
1 3aBOf,
"Monbcapma”
C.A.

Monba

dapmaleBTUYHNI
3aBoy "Monsapma”
C.A.

Monba

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHMKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MiLLieHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKkTHOI ocobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay:
[itoua pepakuis - Conosiiosa tOnis MukonaisHa.
MponoHoBaHa pepakuis - TaHacoBa 3opsiHa
MwukonaiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsgy

3a
peyenmom

UA/13299/01/03

169.

POMA3UK

TabneTku, BKpUTI
NiBKOBOI 06GO/MOHKOL0, N0
40 mr no 10 Tabnetok y
6nicTepi; no 3 6nictepn B
KapTOHHiiA KOpo6Ll

dapmMaLeBTUYHN
 3aBof,
"Monbcapma”
C.A.

MonbLa

dapmayleBTUYHNI
3aBog "Monsapma”
C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TRy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3ara/lbHeHUX JaHunx npo cucremy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoowu,
BiNOBIAANLHOI 3a 3AiiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cOo6M 3 hapMakoHarnfgy 3asBHMKa
ONA 34iiCHeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4NOBiAA/IbHOI 32 3AiICHEHHST hapmakoHarnsay
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3milLeHHi MmacTep-thalina cuctemm
hapmakoHarnsay) - 3MiHa KOHTakTHOI ocobu,

3a
peuyenmom

UA/13299/01/04
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay:
[itoua pegakuis - Conosiosa HOnis MukonaisHa.
MponoHoBaHa pegakuisa - TaHacosBa 3opsHa
MwukonaisHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u,
Bi4NoBiAa/IbHOI 3a 3AjiICHEHHsT hapmakoHarasay
170. | POTAPUKC™/ cycnensis opasibHa (1,5 "nakcoCwmiTKns Benuka nakcoCmiTKnsinH Benebris BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/13060/01/01
ROTARIX™ mn/po3y) no 1 abo no 5 nH Exkcnopt BpuTtaHis Bionogxikans C.A. 3MiHW | TRy - 3MiHK 3 skocTi. FoToBMiA peyenmom
BAKUWHA Ansa nonepesHbLO 3arnoBHEHNUX Nimiteq nikapcbknii 3aci6. 3MiHN Yy BUPOOHMUTBI (iHLLi
MPO®DINAKTUKN | opanbHux annikatopis abo 3MiHW) - KOPEKTHE 3a3HAYEHHST OYHKLiA
POTABIPYCHOI Ty6 B KApTOHHIlA KOpOO6Li BMPOGHMUMX caiiTiB y po3gin 3.2.P.3.1 moayns 3
IHOEKLYI peecTapLjliHOro 0ChEe
171. | CAHOMEH cnpeii HazasbHUiA, CaHpo3 CnoseHisa Nex CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/15870/01/01
[,030BaHniA, cycneHsia 50 dapmacboTikan dapmaueBTUYHA 3MiHK | TUMY - 3MiHK y NpoLeci BUPOGHMLTBA peyenmom
MKr/go3y, no 60 fo3 abo 34.4. KomnaHis 4.4. roTOBOrO NiKapCbKOro 3acoby, BKkIYatoUn
no 120 gos a6o no 140 NPOMIKXHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpY
[03 Y KOHTelHepi; no 1 BMPOBGHMLTBI TOTOBOTO /liKapCbKOro 3acoby -
KOHTelHepy y KopooLi BHECEHHS 3MiH [0 ON1Cy BUPOGHMYOro npoLiecy,
30KpeMa: 3MEHLUEHHS Yacy BUTPUMYBaHHS
npoaykTy y goopmi in bulk 3 14 go 7 gHiB
172. | CEPBOHEKC® TabneTkun, BKpUTI KYCYM IHais KYCYM XENTXKEP IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/13114/01/01
060/10HKOI0, N0 5 Mr, NO XENTXKEP NBT NBT NTA, HAis; YkpaiHa 3MiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
14 TabneTok y 6nricTepi; nTa AnbTepHaTUBHUIA HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
no 2 6nicTepy B KAPTOHHIi BUPOGHMK, LLIO (BnacHvKa peecTpaLiiiHoro nocBig4YeHHs) (3MiHa
ynakosLi; no 10 TabneTok 3AilicHI0E BTOPUHHE Ha3BW 3asBHYKA); 3MiHW | TUNy - AAMIHICTpPaTUBHI
y 6nictepi; no 3 6nictepu nakyBaHHs, 3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
B KapPTOHHI ynakoBLi KOHTPO/b AKOCTi Ta Micusi NpoBaKEHHSA Aii/IbHOCTI
BUMNYCK Cepil: BMPOGHMKa/imMnopTepa roToBoro fikapcbKoro
TOB "KYCYM 3aco6y, BK/OHAKYM AiNbHNLi BUNYCKY cepii abo
PAPM", YKpaiHa MicLile NpoBefEeHHS KOHTPOJIHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa Ha3BuM Ta agpecu BUPobHUKa, 6e3 3MiHU
Micus BUpo6HULTBa) (TEpMiH BBEEHHS 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPIKEHHS);
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
(iHwWi 3miHK) (3amiHa rpad)iuHOro 0opMIIEHHS
NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
MapKyBaHHS1 yNakoBOK 3 BiANOBIAHUMW 3MiHaMU
8o posgainisB MKA N13 (po3gin «padiuHe
0hOpMNEHHS» 3aMiHEHO PO34iNI0M
«MapkyBaHHs») (TepMiH BBEiEHHS 3MiH
NpOTSArom 6-T MiCsILiB Mic/si 3aTBEPAKEHHST)
173. | CEPBOHEKC® TabneTkun, BKpUTI KYCYM IHais KYCYM XENTXKEP IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/13114/01/02
o60s10HKo0, No 10 mr, no XENTXKEP NBT NBT NTA, HAis; YkpaiHa 3MmiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
14 TabneTok y brictepi; nTa AnbTepHaTUBHUIA HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

no 2 6nicTepy B KAPTOHHIi
ynakoBLi; no 10 TabneTok
y 6nicTepi; no 3 6nictepu

B KQpPTOHHI ynakoBLi

BUPOGHMK, IO
3[iICHIOE BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTi Ta
BWMNYCK Cepil:
TOB "KYCYM
®APM", YKpaiHa

(BnacHvKa peecTpaLiiiHoro noceig4YeHHs) (3MiHa
Ha3BW 3asBHVKa); 3MiHW | TUNy - AAMIHICTpPaTUBHI
3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo aapecu
MicUsi NPOBaKEHHSA Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco6y, BKOYaKUM AifbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPO/IO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/TKOYAKOUM BUMYCK Cepili)
(3miHa Ha3BuM Ta agpecu BUPOOHUKa, 6e3 3MiHU
Micus BUpo6HuuTBa) (TEepMiH BBEAEHHS 3MiH
NPOTAroM 6-TU MiCALIB MiC/A 3aTBEPIAKEHHS);
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHK) (3amiHa rpadhiuHOro 0opMIIEHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT
MapKyBaHHS1 yNakoBOK 3 BiANOBIAHUMW 3MiHAMW
8o posgainisB MKA N13 (po3gin «padiyHe
0(hOpMNEHHS» 3aMiHEHO PO34iNI0M
«MapkyBaHHs») (TepMiH BBEAEHHS 3MiH
NpOTSArom 6-Ty MicAILiB Micnsi 3aTBEPAKEHHS)

174.

CEPBOHEKC®

TabneTku, BKpUTI
060/10HKO0, 10 10 Mmr in
bulk Ne 14x240: no 14
Tabnetok y 6nictepi; no
240 6nicTepiB y KapTOHHIi
Kopoo6Li

KYCYM
XENTXKEP MBT
nTa

IHais

KYCYM XENTTXKEP
MBT NTA

IHais

BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepianis:
3MmiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHvka peecTpauiiiHoro noceig4YeHHs) (3miHa
Ha3BW 3asBHKKa); 3MiHW | TUNY - AAMIHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLSt NPOBaMKEHHS Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, BK/OYAKUM AiNbHNLi BUNYCKY cepii abo
MicLie NPOBELEHHSI KOHTPOJIHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEP, BK/TKOYAKUM BUMYCK Cepili)
(3miHa Ha3BuM Ta agpecu BUPOOHUKa, 6e3 3MiHU
Micus BUpo6HMLTBa) (TEepMiH BBEAEHHS 3MiH
NPOTArOM 6-TW MICALIB NIC/IA 3aTBEPAXEHHS);
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) (3amiHa rpadiyHOro ohopMIeHHs
NepBUHHOI Ta BTOPUHHOI YNakOBOK Ha TEKCT
MapKyBaHHs1 yNakoBOK 3 BiAMNOBIAHUMW 3MiHAMW
0o po3sginis MKA 113 (po3gin «padivHe
0hOpMNEHHS» 3aMiHEHO PO34iN0M
«MapkyBaHHs») (TepMiH BBeAEHHS 3MiH
NPOTArom 6-Tu MicsILIB NicNsA 3aTBEPAKEHHS)

UA/15767/01/02

175.

CEPBOHEKC®

TabneTkn, BKPUTI
060/10HKOH, M0 5 Mr in

KYCYM
XEJNTXKEP MBT

IHais

KYCYM XE/TTXKEP
nBT NTA4

IHais

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHM | TMNY - AGMIHICTPATUBHI 3MiHWN. 3MiHa

UA/15767/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

bulk Ne 14x240: no 14
TabneTok y 6nictepi; no
240 6nicTepiB y KapTOHHii
KopoobLi

T

HalimeHyBaHHs Ta/abo agpecu 3asBHMKA
(BnacHuKa peecTpauiiniHOro NoceBigYeHHs) (3MiHa
Ha3BW 3asBHKKA); 3MiHW | TUMY - AAMIHICTPaTUBHI

3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBAMKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /likapcbkoro
3acoby, Bk/IoYaoun AinbHUL BUNycKy cepii abo
MicLie NPOBEAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepild)
(3miHa Ha3BM Ta agpecu BUPObHMKa, 6e3 3MiHN
Micus BUpo6HMLTBa) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/IA 3aTBEPAXKEHHS);
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3miHW) (3amiHa rpadiyHOro ochopMIEHHS
NepBMHHOT Ta BTOPUHHOI YNAaKOBOK Ha TEKCT
MapKyBaHHS1 yakoBOK 3 BiANOBIAHUMY 3MiHAMU

0o posginis MKA N13 (po3gin «padivHe

0(hOPMNIEHHSA» 3aMIHEHO PO3Ai/TIOM

«MapkyBaHHs») (TepMiH BBeAEHHS 3MiH

NPOTSArom 6-Tv MiCAILB MiCNs 3aTBEPKEHHS)

176.

CUAOKAP],

TabneTkn no 2 mr; no 10
TabneTok y 6nictepi; no 3
6nictepu y nauui

AT

"KNIBCbKIN

BITAMIHHN
3ABOJ"

Ykpaina

AT "KI/ITBCbKI\/JI/I
BITAMIHH1N
3ABOL"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHY | TMNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHuKa peecTpauiiniHoro Noceig4eHHs) (3MiHa
HaliMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBepMKEHHS); 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLSt NPOBaMKEHHS Aii/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco06y, BK/OYaKUM AiNbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPOJIO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKUM BUMYCK Cepili)
(3MiHa HallMeHyBaHHs1 BUPOGHUKa, 6€3 3MiHK
Micus BUpo6HMLTBa) (TEepMiH BBEAEHHS 3MiH
NPOTArom 6-Tu MicsILIB NicNsA 3aTBEPAKEHHS)

3a
peyerimom

UA/16389/01/01

177.

CUAOKAP],

Tabnetku no 2 mr; no 10
Tabnetok y 6nictepi; no 3
6nicTepu y nauui

AT

"KNIBCbK

BITAMIHHWI
3ABOJ"

Ykpaina

AT "KUIBCbKWIA
BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis:
3MiHM | TMNY - AgMiHICTPATUBHI 3MiHN. 3MiHa
Ha3BW Nikapcbkoro 3acoby (3MiHM BHECEHiI LLoA0
Ha3BW JlikapcbKoro 3acoby (byno -
CVAOHOKAP[)

3a
peyenmom

UA/16389/01/01

178.

CWJOKAP],

Tabnetkn no 4 mr; no 10
Tabnetok y 6nictepi; no 3
61icTepn y nayui

AT
"KI/I'I'BCbKI/I@
BITAMIHH1IN

YKpaiHa

AT "KUIBCbKUN
BITAMIHHAN
3ABOA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa

3a
peyenmom

UA/16389/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3ABOL"

(BnacHvKa peecTpaLiiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3asBHuKa) (TepMiH BBeAEHHS
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBepXeHHS); 3MiHU | Tuny - AAMIHICTpaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl NPOBAMKEHHS Ais/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BK/IKYaun AiNbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(BisanbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHS BUPO6HUKa, 6e3 3MiHK
Micus BUPO6HULTBA) (TepMiH BBeAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBEpPAKEHHS)

179.

CWAOKAP[,

Tabnetku no 4 wr; no 10
Tabnetok y 6nictepi; no 3
6nicTepu y nauui

AT

"KUIBCbKIN

BITAMIHHI
3ABOJ"

YKpaiHa

AT "KNIBCbKMN
BITAMIHHW
3ABOA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHM | TYNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
Ha3BW JlikapCbKOro 3acoby (3MiHM BHECEHI LLoA0
Ha3BW nikapcbkoro 3acoby (6yso -
CUOHOKAPL)

3a
peyenmom

UA/16389/01/02

180.

CUMBACTATUH-
3EHTIBA

TabneTkun, BKpUTI
N/1iBKOBOI 06GO/IOHKOLO, MO
10 Mr Ne 28 (14x2), Ne 84
(14x6): no 14 TabneTok y
6nicTepi; no 2 abo no 6
6nicTepiB y KApPTOHHIi
Kopoo6ui

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasiis:
3MiHuM | TUNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
BBefeHHs1 abo 3MiHU [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHunx npo cuctemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3assHuKa
0N 30jCHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobw,
BifiNOBIfaNbLHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MmilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHoI
0cobu 3asiBHMKA, BiAMOBIAA/IbHOT 32
hapmakoHarnsag: fitoya pegakuis — Ludmila
Filipova. MponoHosaHa pegakuis — Eric Teo/Epik
Teo. 3MiHa KOHTaKTHOI 0Cc06M B YKpaiHi
YNOBHOBaXEHOI 0CO6M 3asiBHMKA O151 3[iACHEHHS
chapmakoHarnsgy: fitoya pefakuis — BoiTeHko
AHTOH [eopriioBny. MNponoHoBaHa peAakList —
KniwwmH AHTOH MykonaiioBuy. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6UN. 3MiHA KOHTaKTHUX
[aHnX KOHTaKTHOI ocobu. 3MiHa micus
3[iACHEHHS1 OCHOBHOI AiSiNIbHOCTI 3
thapmakoHarnagy. 3asHayeHHs agpecu macrep-
charina Ta iioro Homepy

3a
peyenmom

UA/2307/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
181. | CUMBACTATUH- | Tabnetku, BKpUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/2307/01/02
3EHTIBA NNiBKOBOI 060JI0HKOHD, MO Pecny6nika Pecny6nika 3MiHu | TUny - 3MiHK Woao peyenmom
20 mr Ne 28 (14x2), Ne 84 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
(14x6): no 14 TabneTok y BBefeHHA abo 3MiHW [0 y3arasibHeHUX AaHnx
6nicTepi; no 2 abo no 6 npo cuctemy thapmakoHarnsgy (BBefeHHA
6nicTepiB y KAPTOHHIN y3arasibHeHVX AaHnX Npo cuctemy
KopoobLi thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAabHOI 3a 34ilicCHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iCHEeHHS dhapMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 32 34iiCHEHHSA hapMmakoHarnsgy
(BK/IKOUAKOUM KOHTaKTHI aHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0cobu 3asiBHMKa, BIANOBIAA/ILHOT 38
hapmakoHarnsag: fitoua pegakuis — Ludmila
Filipova. MponoHoBaHa pegakuis — Eric Teo/Epik
Teo. 3MiHa KOHTaKTHOI 0cobu B YKpaiHi
YNOBHOB&XEHOI 0CO6U 3asBHMKa 15 34iACHEHHS
thapmakoHarnagy: [itoya pefakuis — BoiniteHko
AHTOH eopriiioBuy. MponoHoBaHa pefakyis —
KniwwmH AHTOH MuykonaiioBmny. 3MiHa KOHTaKTHUX
[AaHNX YNOBHOBaXKEHOT 0COBU. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI ocobu. 3MiHa micus
3[iACHEHHS OCHOBHOT AiSNIbHOCTI 3
chapmakoHarnsgy. 3asHaueHHsa agpecu mactep-
dpaiina Ta ioro Homepy
182. | CO/IKOCEPUN PO34MH NS iH ek 42,5 MELA LLIseliapis Neraci LLiBeiLapis BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTepiasiis: 3a UA/8587/04/01
Mr/mM Mo 2 M B amnyni; PapmacbioTikas dPapmacbioTikan3 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 25 amnyn B KApTOHHii 3 CBiTCceneHp, Caitcenexng Mmex Kogy ATX (3MiHV BHECEHO [0 IHCTPYKLUIT Ans
ynakoBLi; Mo 5 Mn B 6X MeAUYHOro 3acToCyBaHHA npenapaTy 4o po3ainy
amnyni; no 5 amnyn B "apmakoTepaneBTuyHa rpyna’ BignosigHo 4o
KapTOHHI ynakoBLi MixHapogHoro knacudikatopa BOO3
(http:/iwww.whocc.no/atc_ddd_index/) Ta 3rigHo
pekomeHaaLjn BOO3)
183. | CO/IKOCEPUN AeHTaslbHa nactano 5ry MEOA LBeliuapis Neraci LLBeliLapis BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: B anmeka UA/13026/01/01
AEHTANNBbHA /TIOMIHIEBIN Ty6i; no 1 dapmacbroTikas dapmacbioTikans 3MiHKM | TURY - 3MiHKU WoA0 ma
AOrE3NBHA Ty6i B KAPTOHHI KOpo6L 3 CBiTCENEHS, CsitceneHg M6 X 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. arnmeyHux
MACTA M6X BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Kiockax

npo cuctemy thapmakoHarnsgy (BBeAeHHS
y3araslbHeHVX AaHnx Npo cuctemy
thapmakoHarnagy, 3miHa ynosHoBaXeHoi ocoou,
BIANOBIAA/IbHOT 32 34iICHEHHSA hapMmakoHarisay;
KOHTaKTHOI 0co6U 3 chapMakoHarnsgy 3asiBHuKa
AnA 3giicHeHHA dhapmakoHarnsgy B Ykpaii,
SIKLL0 BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0cobu,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnagy) - [itoya pegakuis:
yNOBHOBaXKeHa 0coba BiAnoBigasibHa 3a
3pjiicHeHHs hapmakoHarnsgy — Dr. Thomas
Stuhr, kOHTakTHa ocoba BignoBiganbHa 3a
thapmakoHarnag Ha Teputopii Ykpainu -
MeTpywaHko Makcum Mukonanosuy.
MponoHoBaHa pefakLis: ynoBHOBaXeHa ocoba
BiANOBiAa/IbHA 3a 3AjICHEHHST hapMmakoHarnsay
— Balwant Heer, koHTakTHa ocoba BignoBigasibHa
3a 3[jicHeHHs hapMakoHarnsay B YkpaiHi —
Ba3nnescbka tOnis BanepiisHa. 3miHa
KOHTaKTHUX [aHWNX YNOBHOBaXeHOT 0cobum. 3miHa
KOHTaKTHUX [ aHWUX KOHTaKTHOT 0CO6U. 3MiHa
MiCLA 3AiACHEHHA OCHOBHOI AisifIbHOCTI. 3MiHa
HOMepy Ta MicLle3Hax0oMKEHHS1 MacTep-thanny

184.

cnnetT
ETUNOBUN 96%

PO34MH 415 30BHILLHBOTO
3actocyBaHHA 96 % no
100 M1y dpnakoHax
cknsaHux, no 5 n, 10 n, 20
Ny KaHicTpax

ToBapucTso 3
06MexeHot
BignosiganbHicT
10 "BUpo6HMUa
thapmaueBTUyHa
KomMnaHis “bio-
Papma nawc”

YKpaiHa

ToBapucTso 3
06MexeHo
BifNoOBiAANbHICTIO
"BupobHuya
hapmaLieBTUYHA
KoMnaHis "bio-
Papma NTA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHvka peecTpauiiHoro noceig4YeHHs) (3MiHa
agpecy 3asiBHMKA)

3a
peyenmom

UA/10987/01/02

185.

CTPENTOLMA

Masb 10% no 25ry
6aHKax CKNsHKX; No 25 Ty
Ty6i; no 1 Ty6i y nauuj 3
KapToHY

MAT
"Nly6Hnchapm"

YkpaiHa

MAT "Nly6Huchapm™

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasii:
3MiHu 1l TUny - 3MiHn Woao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) fo 3060B'si3aHb Ta YyMOB
BMAaui peecTpauiiHoro nocBig4YeHHs,
BK/IOYaloUM MnaH ynpaBniHHA pusnkamu
(3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
noAasibLIOro 06r'pyHTYBaHHS HOBUMMU
[0AaTKOBUM AaHVMW, L0 MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCcs
CYTTEBA OLliHKA KOMNETEHTHUM OpraHom)
(BukoHaHHs1 3060B'13aHb BifnoBigHO L0
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2
poaartky 15 o MNMopAagky nposefeHHA
eKcnepTn3n peecTpauiiHnx Matepianis Ha
nikapcbki 3ac06M, WO NoAalTbCA Ha AEPXKABHY
peecTpavuito (nepepeecTpadito), a Takox
eKcnepTu3y MaTepianis NPo BHECEHHS 3MiH A0
peecTpaLiiiHMX MaTepianis NpoTArom Aji
peecTpaLiiiHOro NocBigYEHHS, 3aTBEPIKEHOT0
Haka3om MO3 Bif 26.08.2005 Ne 426 (y pepakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/4611/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

186.

nocsBi0OYeHHs

187.

CTPENTOLMA

NiHiMeHT 5% no 301y
Ty6i; no 1 Ty6i y nauuj 3
KapTOoHY

MAT
"Ny6Hudhapm"

YKpaiHa

MAT "Nly6Hudpapm”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHu Il TURy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAAYi peecTpauiliHoro nocBigYeHHs,
BK/IOYaoum MnaH ynpasniHHA pusnkamu
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHSA HOBUMMU
[0AaTKOBUM AaHVIMW, LLO MaloTb HagasaTucs
KOMNETEeHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
CyTTEBAa OLiHKa KOMNETEHTHVUM OpraHom)
(BukoHaHHs1 3060B's13aHb BigNoBiAHO 40
nignyHKTy 1.13 nyHKTY 1, NigNyHKTY 2.3 NyHKTY 2
pogpartky 15 no Mopsiaky npoBefeHHs
eKcnepTn3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3ac06u, L0 NoAaTLCA Ha AePXaBHY
peecTpavuiio (nepepeecTpadito), a Takox
eKCcnepTu3n matepianiB Npo BHECEHHS 3MiH J0
peecTpauiiHux maTepianis NpoTArom Aii
peecTpaLiniHOro NocBiAYEHHS, 3aTBEPAKEHOTO
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

6e3
peuyenma

UA/4611/01/01

TIEHAM®

NMOPOLLOK A/151 PO3UNHY
Ans iHdysili, 10 donakoHiB
3 MOPOLLKOM Y
naacTMKOBOMY MiAA0Hi

Mepk LWapn i
[oywm laea, IHK.

LLiBefuapis

BMPOBHUK
Hepo3dhacoBaHO|
npoAyKLUii, nepBnHHe
nakysaHHs: Mepk
LWapn i Aoym Kopn.,
CLUA; BTOpUHHE
nakyBaHHs, [03BiN
Ha BUMYyCK cepii:
Nab6opaTtopii Mepk
LWapn i foym
LLn6pe, ®paHujs;
Mepk Wapn i Joym
B.B., HigepnaHngm

CLIA/
®paHuia/
HigepnaHnamn

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHuM | TUNYy - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHUN [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx npo cucTemy
hapMakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0c06U 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnagy) - [itoya pegakuis:
yNOBHOBaXKeHa 0co6a, BignosigasibHa 3a
3ailicHeHHa dhapmakoHarnsagy: XXanet
Xopmb6peii. MponoHoBaHa pegakLis:
yNOBHOBaXKeHa 0co6a, BignoBigasibHa 3a
3pjicHeHHs chapmakoHarnagy: fookrop lai
[emon. 3MiHa KOHTaKTHUX faHuX. 3MiHa Yy
pO3MilLeHHi macTep-danny

3a
peyerimom

UA/0524/01/01

188.

TOMOTEKAH

niodpinizaT 4N po3ymHy
AnA iHdysii no 1 wmr, 1

dn1akoH 3 niodpinizatom y

AkTasic rpyn AT

IcnaHgis

CiHgaH ®apma CP/1

PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus

3a
peuyenmom

UA/8234/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
KapTOHHI KOpooLi NPoBaPKEeHHS AiSNIbHOCTI BUpobHMKa/imnopTepa
rOTOBOTO JIiKApCbKOro 3acoby, BKIYaUn
AinbHUU BUNYyCKy cepii abo micle NpoBeaeHHs
KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNOPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu Ta Ha3BU BUPOGHYMKa, 6e3 3MiHM
Micus BUPO6HULTBA) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBEPAKEHHS)
189. | TONOTEKAH niodpinizaT 4N po3unHy AkTasic rpyn AT IcnaHgis CiHpgaH ®apma CP/1 PymyHis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/8234/01/02
Ons iHgysili no 4 wr, 1 3MiHM | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuenmom
dhnakoH 3 nioghinizatom y HalilMeHyBaHHs Ta/abo agpecu Micus
KapTOHHIA KOpooLi NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapPCbKOro 3acoby, BkIoYatoun
AinbHUL BUNYCKy cepii abo micLe npoBeaeHHs
KOHTPOJIH0 SIKOCTI. (AiANIbHICTb, 3a Ky BiAnosigae
BMPOGHUK/iMNOpTEp, BK/IHOYAKOUM BUMYCK Cepili)
(3miHa agpecu Ta Ha3Bu BUPOOHMKA, 6€3 3MiHN
Micus BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTSArom 6-Tv MiCSILiB MiCNs 3aTBEPAKEHHS)
190. | TOPACEMIA Tabnetkn no 2,5 mr no 10 CaHpo3 CnoBeHis BMPOBHMUTBO in Himeuunna/ BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasiis: 3a UA/9619/01/01
CAHAO3® Tabnetok y 6nictepi; no 2 dapmacboTikan bulk, nakyBaHHs, MonbLa 3MiHuM | TUNy - 3MiHK Woao peuyenmom
abo 10 6nicTepiB y 3 4.4 BUMNYCK cepil: 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.

KapTOHHI KOPOOLi

CantwoTtac dapma
M6X, HimeuunHa;
BMPOGHULITBO in
bulk, nakyBaHHs,
BMNycK cepii: Nlek
C.A., Monblua

BBegeHHs1 ab0 3MiHM A0 y3arasibHEeHNX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHunx npo cuctemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsgy 3assHuKa
0N 30jCHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobw,
BifiNOBIfaNbLHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MmilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - YnosHosaxeHa ocoba
3as1BHMKA [4/15 34iiCHEHHS hapMakoHariaay:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bapa/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0co6U 3asiBHMKA
OnA 3giicHeHHA dhapmakoHarnsgy: firoya
pegakuis — BawieHko Biktopist CepriiBHa.
MponoHoBaHa pepakuisa — Opnos B’ayecnas
BikTOpoBWY. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0co6U. 3MiHa MicLsA 3AiACHEHHS
OCHOBHOI fifi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
agpecu MacTtep-thaiiia. 3MiHa Homepa macTep-
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

nocsBi0OYeHHs

191.

TOPACEMIA,

Tabnetkn no 5 mr no 10

chaiina

192.

CAHJ03®

TabneTok y 6nictepi; no 2
abo 10 6nicTepiB y
KapTOHHI KOpoo6Li

CaHpo3
PapmacbioTikas

34.40.

CnoBeHisa

BMPOGHULITBO in
bulk, nakyBaHHs,
BUNYCK cepil:
Cantotac dapma
rm6X, HimevunHa;
BUPOBHMLTBO in
bulk, nakyBaHHs,
BMNycK cepii: Jlek
C.A., MonbLa

Himeuunna/
Monba

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHUN [0 y3araslbHEHUX AaHuX
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX JaHux Npo cucTemy
hapmakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3assHuKa
ONA 34jiiCHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BK/IHOYALOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - YnosHosaxeHa ocoba
3anBHVIKa AN 34iicCHeHHS chapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0C06U 3asBHMKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pegakuis — BaweHko Biktopist CepriiBHa.
MponoHoBaHa pepgakuisa — Opnos B’avecnas
BikTopoBMY. 3MiHa KOHTaAKTHUX JaHUX
YMNOBHOB&XeHOT 0C06M. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0co6U. 3MiHa Micusi 34jACHEHHs
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
agpecu mactep-thaiina. 3MiHa Homepa macTep-
dhaiina

3a
peyerimom

UA/9619/01/02

TOPACEMIJ,
CAH/03®

Tabnetkn no 10 mr no 10
Tabnetok y 6nictepi; no 2
a6o 10 6nicTepiB y
KapTOHHiiA KOpo6Ll

CaHpo3
dapmacboTikan

34.40.

CnoBeHisa

BMPOGHULITBO in
bulk, nakyBaHHs,
BUNYCK cepil:
Cantortac dapma
v6X, HimeuuunHa;
BMPOGHULITBO in
bulk, nakysaHHs,
BMNycCK cepii: Slek
C.A., MonbLa

Himeuunna/
Monbwa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis:
3MiHKM | TURY - 3MiHKU WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynosHoBaxeHoi ocoou,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarisay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnsgy 3asBHuKa
ANA 3giicHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BKHOYAIOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MilLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3anBHUKa 419 34iiCHeHHs hapmakoHarnagy:

[itoya pegakuis — CebacTbsiH XopH/Sebastian

3a
peyenmom

UA/9619/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0C06M 3asiBHMKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pegakuis — BawieHko Biktopist CepriiBHa.
MponoHoBaHa peakuis — OpnoB B'auecnas
BikTOpoBWY. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0c06U. 3MiHa Micusl 34iACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
agpecu mactep-chaiina. 3MiHa Homepa macTep-
dhaiina

193.

TOPACEMIJ,
CAHAO3®

Tabnetku no 20 mr no 10
TabneTtok y 6nictepi; no 2
a6o 10 6nicTepiB y
KapTOHHI KopooLi

CaHpo3
dapmacbloTikan
3 4.4

CnoBeHisa

BUPOBHMLTBO in
bulk, nakyBaHHs,
BUNYCK cepil:
CantoTtac dapma
m6X, HimeyunHa;
BMPOGHULITBO in
bulk, nakyBaHHs,
BUMYCK cepii: Jlek
C.A., Monbua

Himeuunna/
Monbwa

BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/ilbHeHUX JaHux npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAANbHOI 3a 34ilicHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0cobU 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A ddapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3aABHUKaA 419 34iiCHeHHs hapmakoHarnagy:
[litoua pepakuis — CebacTbsH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi yNoBHOBaXXEHOT 0COOM 3asBHUKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pefakuis — BaueHko Biktopist CepriiBHa.
MponoHoBaHa pegakuisa — Opnos B'ssuecnas
BikTOpoBMY. 3MiHA KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
agpecu macTtep-aiina. 3miHa HomMepa macTep-
darina

3a
peyenmom

UA/9619/01/04

194.

TOPACEMIA
CAHAO3®

Tabnetku no 50 mr no 10
Tabnetok y 6nictepi, no 2
abo no 10 6nictepiB y
KapTOHHI Kopoo6Li

CaHpo3
dapmachbloTikan
3 4.4

CnoseHisa

BMPOGHULITBO in
bulk, nakysaHHs,
BUNYCK cepil:
Cantwtac dapma
v6X, HimeuunHa,;
BMPOBGHMUTBO 3a

Himeuunna/
MonbLia

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TRy - 3MiHK Woao
6e3nekn/edhekTBHOCTI Ta hapMakoHariaay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHA
y3araJlbHeHUX flaHnX npo cucTemy

3a
peuyenmom

UA/9619/01/05
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
MOBHUM LK/IOM: dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
ek C.A,, MonbLua; BiANOBIAaNbHOI 3a 34iliCHEHHSA thapmakoHarnagy;
nepBuHHE i KOHTaKTHOI 0cOo6U 3 hapMakoHarnfgy 3asBHMKa
BTOPVHHE ONA 34iCHEeHHS dhapMakoHarnagy B YkpaiHi,
nakyBaHHs, BUMYCK AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
cepii: lek C.A., BiANOBIAa/IbHOI 32 34iiCHEHHSA ddapMmakoHarnsagy
Monbwa (BK/IKOUAKOUM KOHTaKTHI iaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - YnosHoBaxeHa ocoba
3aABHUKa 419 34iliCHeHHs hapmakoHarnagy:
[litoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi yNoBHOBaXXEHOT 0COOM 3asBHUKA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pefakuis — BaueHko Biktopis CepriiBHa.
MponoHoBaHa pegakuisa — Opnos B'ssuecnas
BikTopoBWY. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXEHOT 0CO6U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI Aisi/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
agpecu macTtep-thaiina. 3miHa HomMepa macTep-
darina
195. | TOPACEMIA, Tabnetku no 100 mr no 10 CaHpo3 CnoseHisa BMPOGHULITBO in Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/9619/01/06
CAHAO3® Tabnetok y 6nictepi, no 2 dapmacboTikan bulk, nakyBaHHs, Monbua 3MiHKM | TUNy - 3MiHK Woao peuenmom
abo no 10 6nictepiB y 34.0. BUNYCK cepil:
KapTOHHIA KOpoo6Li Cantotac ®apma

v6X, HimeuunHa,;
BMPOGHULITBO 3a
NMOBHUM LMK/TOM:
Nek C.A., MNonbLya;
NepBUHHE i
BTOPUHHE
nakyBaHHs, BUNYCK
cepii: lek C.A.,
MNonbLwa

ocoba B YKpaiHi ynoBHOBaXeHOT 0CO6M 3asiBHNKaA

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3aABHUKa 419 34iliCHeHHs hapmakoHarnagy:
[Oitoua pepakuia — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa

ONA 34iicHeHHs dhapmakoHarnagy: fitova
pepakuis — BaweHko Biktopia CepriiBHa.

MponoHoBaHa pefakuisa — Opnos B'avecnas
BikTOpoBMY. 3MiHa KOHTAKTHUX JaHUX
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

YMNOBHOBaXEHOT 0CO6U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnagy. 3miHa
agpecu macTtep-thaiina. 3miHa HomMepa macTep-
darina

196.

TOPACEMIA,
CAHAO3®

Tabnetkn no 200 mr no 10
Tabnetok y 6nictepi, no 2
abo no 10 6nictepiB 'y
KapTOHHIA KOpoo6Li

CaHpo3
dapmacboTikan

3 0.4

CnoseHisa

BMPOGHULITBO in
bulk, nakyBaHHs,
BWMNYCK Cepil:
Canotac ®apma
M6X, HimeuuunHa,;
BMPOGHULITBO 3a
NMOBHUM LMK/TOM:
Nek C.A., MNonbLya;
NepBUHHE i
BTOPUHHE
nakyBaHHs, BUNYCK
cepii: lek C.A.,
MNonbLa

Himeuunna/
MonbLa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHKM | TUNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapMakoHarnaay;
KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHuKa
ONA 34iiCHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BK/IHOHAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnisgy) - YnoBHoBaxeHa ocoba
3asBHUKa 419 34iliCHeHHs hapmakoHarnagy:
[Oitoua pepakuia — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOT 0CO6M 3asBHNKaA
ONA 34iicHeHHs dhapmakoHarnagy: fitova
pepakuis — BaweHko Biktopia CepriiBHa.
MponoHoBaHa pefakuisa — Opnos B'avecnas
BikTOpoBMY. 3MiHa KOHTAKTHUX JaHUX
YMOBHOBaXXEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI fisi/IbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu mactep-cpaiina. 3MiHa HoMepa mMacTep-
thaiina

3a
peyenmom

UA/9619/01/07

197.

TOPIKAPA,

Tabnetku no 5 wr, no 10
TabneTok y 6nictepi; no 3
6nicTEPU Y KApPTOHHIl
Kopoo6ui

AHaHTa
Megpikeap 114,

Benuka
BpuTaHis

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AisIbHOCTI BUpO6HMKa/iMnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BKIKYakum
AiNbHUL BUNYCKY cepii abo micle npoBefeHHs
KOHTPOJTH0 SIKOCTI. (AiSNIbHICTb, 3a 5Ky BigMNoBigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecu BUPO6HKKa, 6€3 3MiHK Micus
BMPO6GHMLUTBA)

3a
peyenmom

UA/14844/01/01

198.

TOPIKAPL

Tabnetkn no 10 mr, no 10
Tabnetok y 6nictepi; no 3
6/1icTepn Y KAPTOHHIW

AHaHTa
Megikeap /T4.

Benvka
BpuTtaHis

letepo /1a63
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHu | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus

3a
peyenmom

UA/14844/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
KopoobLi NPoBaPKEeHHS AiSNIbHOCTI BUpobHMKa/imnopTepa
rOTOBOTO JIiKApCbKOro 3acoby, BKIYaUn
AinbHUU BUNYyCKy cepii abo micle NpoBeaeHHs
KOHTPOJI0 SIKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNOPTEp, BK/IKOYAKOUM BUMYCK Cepili)
(3miHa agpecyn BMpO6HUKa, 6e3 3MiHM Micus
BUPOGHMLTBA)
199. | TPUMETA3NANH | TabneTkun, BKpUTI TOB "CepsB'e YkpaiHa Na6opaTtopii Ceps' € PpaHuin/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/7662/01/01
MR CEPB'€ NAiBKOBOI 060/I0HKOIO, 3 YkpaiHa" IHOacTpi, ®paHuis; MonbLa 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUiT AN peyenmom
MoaucpikoBaHUM AHOAPM MeAMYHOro 3acToCyBaHHA npenapaTy 40 po3ainy
BVBIIbHEHHAM M0 35 wMr; MignpuemcTeo "Mo6iuHI peakwyji" 3rigHO pekoMeHgaui
no 30 TabneTok y PapmaueBTnyHe AT, $PapmakonoriyHoro KOMITeTYy 3 OLHKN PU3NKIB
6nicTepi; no 2 6nictepn y Monbwa (PRAC)
KOpo6Li 3 KAPTOHY
200. | TPOMBOUNA renb, 15 mr/r no 40 r abo 6eHe- HimeuyunHa BMPOBHUK HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/9234/01/01
no 100 ry Ty6i; no 1 Ty6iy | ApuHaimiTTenb Hepo3cacosaHoro 3MiHu Il TUny - nogaHHA oHoBneHoro ASMF Bif peyenma
KapTOHHI KOPOOLi X NpoAyKTY, NEPBUHHE BUPOGHMKA Ait040T PEYOBMHUN MEHTO3aHY
nakyBaHHs, nonicynbgarty HaTpieBoi cosi. 3anpornoHOBaHoO:
BTOPUHHE AP-Version-2017-01-10
nakysaHHs: C.P.M.
KoHTpakTdapma
v6X & Ko. KT,
HimeuuunHa; gossin
Ha BUMYyCK cepii:
6eHe-
ApuHalimiTTens
'm6X, HimeyunHa
201. | TPYBAOA® TabneTku, BKpUTI lneag CLIA lnean CaileHcus Ipnangis/ BHECEHHS 3MiH 0 peecTpauiiiHux MmaTepianis: 3a UA/8375/01/01
NAiBKOBOK 060I0HKOIO, MO CalieHcus IHk. AlieneHg, HOC, 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom

200 mr/300 mr Ne 30 y
dnakoHax

IpnaHgis (Bunyck
cepii, nepBuHHA Ta
BTOPWHHA yNaKoBKa,

KOHTPO/1b SKOCTI);

Takepa M'm6X,
Himeuunna
(BUpOGHMLTBO,
nepBuHHa Ta
BTOPWHHA yNaKoBKa,

KOHTPO/Ib SIKOCTI);
KaraneHT [hxepmaHi

LLlopHaopd M6X,

Ha3BM fikapcbkoro 3acoby (3miHa Ha3sw.) (byno
- TPYBAOA) (TepmiH BBEEHHS 3MiH NPOTArom
6-TV MiCALIB MiC/1A 3aTBEPMKEHHS); 3MiHM | Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) (3MiHK y
MapKyBaHHi NepPBUHHOI Ta BTOPUHHOT YMakoBKM
nikapcbKoro 3aco6y: BBeeHHs iHhopMalLlii 1oao
NIOroTUNy KOMNaHii Ta Ha3By Nporpamu, B pamkax
AKol noctavyaeTbes npenapar) (TepmiH BBEAEHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHK LWOA0
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy

HimeyunHa (iHWi 3miHW) (BHECEHI [0 IHCTPYKUiT y po3ginu:
(nepBuHHa Ta "Ocob6nuBocTi 3acTocyBaHHs", "MMobiuHI peakwii"
BTOpPMHHA (wopno nakrarHoro aunao3sy) (TepmiH BBEAEHHS
ynakoBKa); 3MiH NPOTArom 6-Tu MicaLiB nicns
MinmayHT Xenckea 3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHK LWOA0
Nita., lpnangis 6e3nekn/edpeKTNBHOCTI Ta hapMakoHarasgy
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nepernagom pasu woao nepegadi BiN
cTtaTeBuUM LWNSXoM) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TW MIiCALIB MiCNA 3aTBEPAXKEHHS);
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ons
MeAMYHOro 3acTOCyBaHHA Ha NiACTasi perynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3MneKkn Nikapcbkoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS fikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog, abo Sk pesynbtat
OLjiHKM 3BITY 3 AOC/IIXEHb, MPOBEAEHUX
Bi4NOBIAHO A0 NAaHy nejiatpudHnX SOCNigKeHb
(PIP) (3mMiHy Y3rofXeHo 3 KOMNEeTEHTHUM
YMOBHOB&XEHVM OpraHom) (BHeCeHi A0 iHCTpYyKLi
y po3ginu: "OcobanBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakyji" (WoLO ayTOIMyHHMX
3aXBOPIOBaHb Y 3B’A3KY 3 CUHAPOMOM iMYHHOT
peakTuBaL,ii) (TepmiH BBe4EHHS 3MiH MPOTATOM
6-TV1 MiCALIB MiCAA 3aTBEPMKEHHS); 3MiHM | Tuny
- 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) (BHeceHi go
IHCTPYKLii y po3ainu: "Oco6mBocCTi
3actocyBaHHs", "Mo6iuHi peakyii” (womo
nakratHoro aumaosy) (TepmiH BBeeHHS 3MiH
NPOTAroM 6-TW MIiCALIB MiCNA 3aTBEPAXKEHHS);
3MiHn Il Tuny - 3miHn Wwoao
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ons
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
OaHUMM 3 SKOCTI, AOKAIHIYHUMU, KAIHIYHMUN
OaHVMK Ta JaHMK 3 hapMakoHarnsagy (BHeceHi
00 IHCTPYKLUiT y po3ainu: "dapmakonoriyHi
BNacTMBOCTI" (Y 3B'AI3KY 3 METO BK/THOUEHHS
nocunaHHs Ha 3amiHy K70E, nos’sasaHy 3
pe3nCTEHTHICTIO 40 TeHodoBipy) (TepMiH
BBEEHHS 3MiH NPOTArom 6-T1 MicALUIB nicns
3aTBepMXeHHS); 3MiHu Il Tuny - 3MiHW Wwoao
6e3nekn/edheKTVBHOCTI Ta hapMakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ons
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU

OaHUMW 3 SIKOCTi, AOKAIHIYHUMU, KAIHIYHMUN

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
(BTOpUHHA (iHWi 3miHW) (BHECEHI [0 IHCTPYKLIT y po3ginu:
ynakoBKa) "Oco61BOCTi 3acTocyBaHHA" (y 3B'A3KY 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[aHUMK Ta faHuMK 3 hapmakoHarnsagy (BHeceHi
00 HCTPYKLii y po3ginun: "OcobnneocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHA Ta fo3un”
(peparyBaHHs), "INo6iuHI peakuii" (oo
MOHITOPVHIY HMPOK Ta HaAaHHSA J04AaTKOBOI
iHchopmawii npo 6e3neky Lwoao0 H1poK) (TepmiH
BBEEHHS 3MiH MPOTAroM 6-TW MicALiB nicns
3aTBEPKEHHS)

202.

YPOHE®POH®

Kpanni no 25 mn abo no
50 mn 'y chnakoHi, no 1
dnakoHy B mauw,i

MAT "®apmak”

YKpaiHa

MAT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHK | TNy - 3MiHa po3mipy cepii (Bkovaroum
AianasoH po3mipy cepii) roTOBOro /likapcbKoro
3aco6y (36inbweHHA Ao 10 pasiB MOPIBHAHO i3
3aTBEPAKEHVM PO3MIPOM) - BBEAEHHS
JopartkoBux po3mipis cepii 1500 i1 (60 Tuc. dn.
no 25 mn a6o 30 Tuc. don. no 50 mn) Ta 2100 n
(84 Tnc. dn. no 25 mn abo 42 Tuc. . no 50 mn)

6e3
peyenma

UA/11226/02/01

203.

YPOTON®

TabneTku, BKpUTI
060/10HKO, NO 2 Mr Ne 28
(14x2), Ne 56 (14x4): no
14 Tabnetok y 6nictepi;
no 2 abo no 4 6nictepu B
KapTOHHiiA KOpo6Ll

TOB "3eHTiBa"

Yecbka
Pecny6nika

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaviiHnX MmaTepiasiis:
3MiHuM | TUNy - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.
BBefeHHs1 abo 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHunx npo cuctemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsagy 3assHuKa
0N 30jCHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobw,
BiiNOBIfaNbLHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHo
0cobu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
hapmakoHarnsag: fitoya pegakuis — Ludmila
Filipova. MponoHosaHa pegakuis — Eric Teo/Epik
Teo. 3MiHa KOHTaKTHOI 0C06M B YKpaiHi
YNOBHOBaXEHOI 0CO6M 3asiBHMKA O151 34iACHEHHS
chapmakoHarnsgy: fitoya pefakuis — BoiTeHko
AHTOH [eopriioBny. MNponoHoBaHa peaakList —
KniwwmH AHTOH MuykonaiioBuy. 3MiHa KOHTaKTHUX
LaHNX YNOBHOB&XEHOT 0CO6U. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu. 3MiHa micus
3[iACHEHHSI OCHOBHOI AiSiNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu mactep-
dhaiina. 3miHa Homepa mactep-daiina

3a
peyenmom

UA/6706/01/02

204.

DPAPMATOH®

kancynum no 30 a6o 60
Kancyn y naswui, no 1
NASWLUi B KAPTOHHI

TOB "CaHoi-
ABeHTIC
YKpaiHa"

YKpaiHa

BUPOGHMLTBO
Hepo3dghacoBaHOl
npoaykuii: Ceicc

LLiBeiiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:
3MiHKM | TRy - 3MiHK Woa0
6e3nekn/eddekTVBHOCTI Ta ddapMakoHarisay.

6e3
peuyenma

UA/4147/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KopoobLi

Kanc AT,
LLseiuapis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/1b SIKOCTi Ta
BUNYCK cepil:
lHcaHa CA,
LLiseiiuapis

BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHux npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
BiANOBIAabHOI 3a 34ilicCHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 (hapMakoHarnfgy 3asBHMKa
ONA 34iCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 32 34iiCHEHH:A hapMmakoHarnsagy
(BK/IKOUAIOUM KOHTaKTHI fiaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobwu, BigNoBiganbHOI ANs 34iACHEHHS
thapmakoHarnsagy: ditoya pegakuist - BoitteHko
AHTOH [eopriiioBny. MponoHoBaHa pefakyis -
KniwuH AHTOH MyKonaioBuy. 3MiHa KOHTaKTHUX
[aHnXx yrnoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
ONs 30iCHEHHsT dbapmakoHarnsay

205.

®APMATOH®
Kl

cupon no 100 mny
hnakoHi; no 1 dpnakoHy B
KOMMNNEKTi 3 MipHUM
KOBMAYKOM Y KapTOHHili
Kopoo6Li

TOB "CaHodi-
ABeHTiC
Ykpaiva"

YKpaiHa

lNHcaHa CA

LLiseiiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHN [0 y3araslbHeHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3arasibHeHNX AaHunx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAaNbHOI 3a 34ilicHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA ddapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXXeHO|
ocobu, BignoBiganbHOI A5 3A4iACHEHHS
thapmakoHarnsgy: ditova pegakuist - BoiiTeHko
AHTOH eopriiioBny. MponoHoBaHa pefakyis -
KniwuH AHTOH MykonaioBmy. 3mMiHa KOHTaKTHUX
[aHnXx yrnoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
ONs 30iCHEHHs1 dhapMakoHarnsay

6e3
peuyenma

UA/14229/01/01

206.

®-TE/Ib®

renb, 25 mr/rno 30ry
Ty6i; no 1 Ty6i B nauuj

MpAT
"®apmaueBTUYH
a hipma
"fapHnus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis:
3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHs

roTOBOrO NiKapCbKOro 3acoby; CynyTHsA 3MiHa:

3MiHa NnapameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOrO NiKapCbKoro 3acooy;
3MiHK | TNy - 3MiHa Y MeToAax BUNpo6yBaHHSA
A®| abo BMXigHOro Matepiany/npoMiKHOro
NpoAYyKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y

3a
peyenmom

UA/8589/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
npoueci BUpobHuuTBa AP (iHLWi 3MiHM Y MeTogax
BMNpoGyBaHHA (BK/IHOYatoun 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NpOMiXKHOTO
NPOAYKTY); CynyTHA 3MiHa: 3MiHa y napameTpax
crneundikauii Ta/abo AoNyCcTUMUX MEX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHWIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BupobHuytea Adl;
3MiHM | TURY - 3MiHa Nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiogy 36epiraHHa abo ymoB
36epiraHHa AdI (3a BigcyTHOCTI y
3aTBEPAKEHOMY A0CbE cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/IO4A€E Mepiof, MOBTOPHOrO BUNPO6YBaHHS) -
3MiHa TepMiHy 36epiraHHs cybcTaHLi
KeTonpodpeHy y BiAnoBigHOCTI A0 MaTepianis
BMPOGHMKA; 3MiHW | TUMy - 3MiHa BUPOBHMKa
BVIXiZLHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYIOTbCH Y BUpOGHMYOMY npoueci AdI,
abo 3miHa BUpobHyKa (Bkovarouu, ae
HeobxiaHO, MicLe NPOoBeAEHHS KOHTPOJTHO SKOCTI)
A®I (3a BigcyTHOCTI cepTucpikata BianoBiAHOCTI
€Bponeiicbkii hapmakonei y 3aTBepapkeHomy
[0Cbe)(3anponoHOBaHU BUPOGHMK HANTEXUTb [0
Tiei camoi BUPOGHUYOT rpynu MigNpUEMCTB, LLO i
3aTBEP)KEHNIA) - BHECEHHS HOBOI BUPOOHUYOI
AinbHuui A®| KeTonpodbeH Big, 3aTBepAXeHOro
BMPOGHMKa. BBeAeHHA 3MiH npoTsrom 6-tn
MicsiLliB Micns 3aTBePAKEHHA
207. | ®PIBPO-BEVH PO34uH NS iH'ekuin 0,2% cT4A Benuka Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a UA/12096/01/01
no 5 mn y cpnakoHi; no 10 dapmacbloTiken BpuTaHis Hepo3dghacoBaHOl Benvka 3MiHu | TUNY - 3MiHK 3 sikocTi. FoTOBMIA peuenmom
hN1aKkoHiB y kopobLi Mpopakrc Nth, nNpoAyKLii, KOHTPOsIb BputaHis nikapcbkuii 3aci6. 3MiHN y BUPOGHMLTBI. 3amiHa
AKOCTI Ta NepBUHHE ab0 BBeJEHHA [0ATKOBOT Ai/TbHNL
nakyBaHHS: BMPOGHMLITBA 4151 YaCTUHM abo BCbOro
XamesnbH BVMPOGHWYOro MPOLECY roTOBOro MiKapCbKoro
thapmacbloTiken3 3aco06y (iHWi 3MiHN) (3a3HaYeHHs PYHKL
v6X, HimeuunHa,; 3aTBEPKEHNX BUPOOHUKIB)
BTopuHHe
nakyBaHHS:
®apwmallak OK /114,
Benuka BpuTaHis;
Bunyck cepii:
CTh4
dapmacbtoTiken
Mpopaxrc N14,
Benvka bputaHis
208. | PIGPO-BEVH PO34MH ANns iH'ekuin 0,5% CT[ Benvka BrnpobHMUTBO Himeyunna/ BHECEHHS 3MiH 0 peeCTpaLiiHNX MaTepiasliB: 3a UA/12096/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
no 2 mny amnyni; no 5 dapmacbloTiken BpuTaHis Hepo3dghacoBaHOl Benvka 3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA peuenmom
amnyn y kopobu,i Mpopakrc Jth, NpoAyKLii, KOHTPO/Tb BputaHis nikapcbKuii 3aci6. 3MiHN y BUPOGHMLTBI. 3amiHa
SKOCTi Ta NEPBUHHE abo BBeeHHS A04aTKOBOT AiNbHULI
nakyBaHHS: BMPOGHMLITBA 415 YaCTUHM abo BCbOro
XamesnbH BVMPOGHWYOro MPOLECY rOTOBOrO NiKaPCbKOro
thapmacbloTikens 3aco06y (iHWi 3MiHN) (3a3HaYeHHs PYHKLI
Mv6X, HimeuunHa,; 3aTBEPKEHNX BUPOOHUKIB)
BTopuHHe
nakyBaHHS:
®apwmallak FOK /114,
Benuka BpuTaHis;
Bunyck cepii:
CTh
dapmacbtoTiken
Mpopgaxrc N1a,
Benvka bpuTtaHis
209. | ®IBPO-BEVH PO3unH NS iH'ekUin 1% no CTA Benvka Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3a UA/12096/01/03
2 mn B amnyni; no 5 amnyn | dapmacbioTiken BpuTaHis Hepo3dhacoBaHO| Benvka 3MiHu | TUny - 3MiHK 3 sKocTi. FoToBMIA peyenmom
y Kopobui Mpopaktc NTh, NPOAYKLT, KOHTPONb BpuTaHis nikapcbkuii 3aci6. 3MiHU y BUPOGHULTBI. 3amiHa
AKOCTi Ta NEepPBUHHE ab0 BBefleHHS A04aTKOBOT AifIbHUL
nakyBaHHS: BMPOGHMLITBA A1 YaCTUHM ab0 BCbOro
xamesbH BMPOGHMNYOro NpoLecy roToBoro NikapcbKoro
thapmacbloTikens 3aco6y (iHWi 3MiHK) (3a3HaYeHHs OYHKLI
M6X, HimeuunHa; 3aTBEPAXXEHUX BUPOOHNKIB)
BTopuHHe
nakyBaHHS:
$apmallak HOK /T4,
Benvika bpuTaHis;
Bunyck cepii:
CTh
dapmacbioTiken
Mpopgaxrtc N14,
Benuka bputaHis
210. | ®IBPO-BEWH PO34MH ANa iH'ekuii 3% no CTA Benuka Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3a UA/12096/01/04
5 mn 'y chnakoHi; no 10 dapmacboTiken BpuTaHis Hepo3dgacoBaHoi Benvka 3MiHun | TMNy - 3MiHK 3 AKOCTI. FoTOBUIA peyenmom
dhnakoHiB y kopobuj; no 2 Mpopaktc NTg, NPOAYKLT, KOHTPO/Ib BpuTaHis nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa

M/ B amnyni; no 5 amnyny
Kopoo6ui

AKOCTI Ta NEPBUHHE
nakyBaHHS:
XamesnbH
hapmacboTikens
v6X, HimeuuunHa;
BTopuHHe
nakyBaHHs:
dapmallak HOK /14,
Benvika bpuTaHis;
Bunyck cepii:
CTA

abo BBefleHHs [0aTKOBOT AifIbHUL
BMPOGHMLITBA A1 YaCTUHM ab0 BCbOro
BMPOBHWNYOro NpoLecy roToBOro NikapcbKoro
3aco0y (iHLWi 3MiHK) (3a3HaYeHHsT PyHKLN
3aTBEPAKEHNX BUPOOHMKIB)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

dapmacbioTiken
Mpopaxrtc N14,
Benvika bpuTtaHis

211.

®IHATTENb®

rens 0,5 %, no 35 r a6o 50
ry Ty6i, no 1 Ty6i B
KapTOHHIA KOpoo6Li

TOB "CaHodi-
ABeHTiC
Ykpaiva"

YKpaiHa

L.Mn.m.
KoHTpakT®apma
v6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHU [0 y3araslbHEHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3arasibHeHNX AaHunx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAaNbHOI 3a 34ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnsgy 3asBHuKa
ONA 34iiCHEHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA dapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHOo|
ocobu, BignoBiganbHOI A5 3A4iACHEHHS
hapmakoHarnsagy: ditova pegakuist - BoiiTeHko
AHTOH eopriiioBny. MponoHoBaHa pefakyis -
KniwmH AHTOH MukKonaiioBuy.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAaXEHOT 0cobu,
BigNoBiAabHOT ANS 34iACHEHHS
hapmakoHarnsagy

6e3
peuyenma

UA/2786/01/01

212.

DNYAAPABIH
"EBEBE"

KOHLEHTPpAaT 4718 PO3UnHY
Ans iHdysil, 25 mr/mn no
2 mn (50 mr) y donakoHi; no
1 chrakoHy B KapTOHHIlA
KOpooLi

EBEBE ®apma
lec.m.6.X. Hopr.
Kl

ABCTpisi

EBEBE ®apma
lec.m.6.X. Hoor. KI

ABCTpist

BHECEHHS 3MiH 40 peecTpaviiHnx MmaTepiasii:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHunx npo cuctemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapMakoHarnsagy 3assHuKa
0N 30jCHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobw,
BiiNOBIfaNbLHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thaiina cuctemm
hapmakoHarnagy) - YnosHosaxeHa ocoba
3as1BHMKA [4/15 34iiCHEHHS hapMakoHariaay:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0Co6U 3asiBHMKA
OnA 3giicHeHHA dhapmakoHarnsgy: firoya
pegakuis — BaweHko Biktopis CepriiBHa.

3a
peyenmom

UA/9416/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MponoHoBaHa pefakuisa — Opnos B'ayecnas
BikTOpoBMY. 3MiHa KOHTAKTHUX JaHUX
YMOBHOB&XXEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0co6U. 3MiHa MicLsA 3AiACHEHHS
OCHOBHOI fii/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
appecu mactep-cpaiina. 3MiHa HoMepa mMacTep-
chaiina

213.

dOTOJIOH

niodpinizaT 419 po3UnHy

Ans iHdysiii no 100 mr, 1

nnsiwka abo iakoH 3
niocpinizatom y nauui 3
KapTOoHY

PYMN
"Benmeanpenap
atn"

Pecny6nika
Binopycb

PYMN
"Benmegnpenaparun”

Pecny6nika
Binopycb

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(4ONOMIXHUX peYOBMHAX) FOTOBOTO NiKapCbKOro
3ac006y (iHLWi AOMOMIXHI peyoBMHY) - 3amiHa
OfHIET AOMOMDKHOI PEYOBUHM Ha iHLLY 3 TUMK
camyMun (PYHKLIOHA/TbHMUN XapakTepucTukamm
Ta Ha TOMy caMoMy PiBHI (3amiHa LONOMIXHOT
peyoBuHM MoBiaoH Ha MoBigoH 3 K-3HauyeHHAM
17); 3miHun | TNy - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb
(BK1tOYatOUM 3aMiHy abo fONOBHEHHS)) (3MiHa
MeTOoAy BM3HAYEHHS HEBUAVMMMX YacToK, a came
MeToZy OUiHKM pe3ynbTaTiB 3 TecTy 1A Ha TecT 1
B BignosigHo fo sumor EP i A® PE (depxaBHoi
thapmakonei Pecny6nikn Binopycb); 3minu | Trny
- 3MiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
ab0 ymoBax 36epiraHHsi rOTOBOTO /likapCbKOro
3aco6y (36i1bLeHHA TepMiHY NPUAATHOCTI
roTOBOro Nikapcbkoro 3acoby) - [ina Toprosoi
ynakoBku (MiATBEPAKYETHCSA AAHNMUN peasibHOro
yacy) (36inbLUeHHs TepMiHY NpMAATHOCTI 3 2-X
00 3-x pokiB); 3MiHu Il TUny - 3MiHK 3 AIKOCTI.
[oToBMin nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3miHa y
NepBUHHIlA yNakoBL,i rOTOBOrO JlikapCbKoro
3acoby (Tvn koHTelHepa abo fogaBaHHSA HOBOTO
KOHTeliHepa) - CTepunbHi Nikapcbki 3acobu Ta
nikapcbki 3aco6u 6ioN0riYHOro/iMyHON0r4YHOro
noxomxeHHs (BBeAeHHs HOBOI yNakoBKM, Lo
KOHTPONIETLCSA BignoBigHoO fo EP (BBeaeHHs
hNakoHiB (CKNSHUX) Ha [O4ATOK A0
3aTBEPMKEHUX MAALIOK CKISHUX, 3 BiAMNOBIgHUMM
npo6kamu i KoBnaykamu 151 060X A03yBaHb)

3a
peyerimom

UA/11770/01/02

214.

®OTOJIOH

niogpinizaT A4N19 po3UnHy
408 iHdysini no 50 mr, 1

PYM
"benmvegnpenap

Pecny6nika
Binopycb

PYN
"benmegnpenaparn”

Pecny6nika
Binopycb

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHuM | TMNy - 3MiHK 3 AKOCTI. FoTOBUIA

3a
peyenmom

UA/11770/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nnsiwka abo akoH 3
niocpinizatom y nauui 3
KapTOoHY

atn

nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(4ONOMIKHUX peYOBMHAX) FOTOBOTO NiKapCbKOro
3ac006y (iHLWi AONOMIXHI peyoBMHY) - 3amiHa
OfHIET AOMOMDKHOI PEYOBUHM Ha iHLLY 3 TUMK
camyMmn (PYHKLIOHa/TbHMMN XapakTepucTukamm
Ta Ha TOMy camMoMy piBHi (3aMiHa fOMOMKHOI
peyoBuHM MoBiaoH Ha MoBigoH 3 K-3HauyeHHAM
17); 3miHun | TNy - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
niKkapcbkoro 3acoby. 3MiHa y MeToax
BMNPOGYBaHHA roTOBOrO /iKAPCbKOro 3acoby
(iHwWi 3miHM y MeTogax BMnNpobyBaHb
(BKHOYatOUM 3aMiHy ab0 fONOBHEHHS)) (3MiHa
MeTOoAy BM3HAYEHHS HEBUAVMMMX YacTOK, a came
MeToAy OLiHKV pe3ynbTaTiB 3 TecTy 1A Ha TecT 1
B BignosigHo fo sumor EP i A® PE (depxaBHoi
thapmakonei Pecny6nikn Binopycb); 3mitu | Tvny
- 3MiHu 3 sKoCTi. [oTOBMIA Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
a60 ymoBax 36epiraHHsi rOTOBOTO /likapCbKOro
3aco6y (36i1bLeHHA TepMiHY NPUAATHOCTI
roTOBOro Nikapcbkoro 3acoby) - [ina Toprosoi
ynakoBku (MiATBEPAKYETbCS AAHNMMN peasibHOro
yacy) (36inbLUeHHs TepMiHY NPUAATHOCTI 3 2-X
[0 3-x pokiB); 3MiHu Il Tuny - 3MiHK 3 AIKOCTI.
[oToBMin nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
NepBUHHIlA yNakoBL,i rOTOBOrO J1iKapCbKoro
3acoby (Tvn koHTelHepa abo fogaBaHHSA HOBOTO
KOHTeliHepa) - CTepunbHi Nikapcbki 3acobu Ta
nikapcbki 3aco6u 6ioN0riYHOro/iMyHON0r4YHOro
noxomxeHHs (BeeAeHHs HOBOI yNakoBkM, Lo
KOHTPO/ETLCA BignosiaHo 1o EP (BBeaeHHs
hNakoHiB (CKNSHUX) Ha [04ATOK A0
3aTBEPMHKEHUX MASALLIOK CKISHUX, 3 BigMNOBIgHUMM
npobkamu i kKoBnaykamu aasi 060x A03yBaHb)

215.

DYIIAEPM®

Masb, 20 mr/rno 15r B
/TIOMIHIEBIN Ty6i; no 1
Ty6i B KAPTOHHI KOpo6Lj

Papma
IHTepHelweHan
KomnaHi

VoppaHis

Papma
IHTepHelweHan
KomnaHi

VioppaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BnacHvka peecTpauiiHoro noceig4YeHHs) (3MiHa
HallMeHyBaHHS 3as1BHUKa); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBaKEeHHS AiSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco6y, BK/IOYAKUM AiNbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPOJIO AKOCTI.
(aisnbHICTb, 3a AKy Bignosigae

3a
peyenmom

UA/3093/01/01




138

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
BMPOGHUK/IMNOpPTEP, BK/IKOYAKOUM BUMYCK Cepili)
(3MiHa HallmeHyBaHHA Ta agpecu BUPOOHNKa,
6€e3 3MiHM Micus BUPOGHMLUTBA)
216. | PY3IAEPM® Kpem, no 20 mr/r, no 15r B dapma VoppaHis dapma VioppaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/3093/02/01
/TIOMIHIEBIN Ty6i; no 1 IHTepHeLweHan IHTepHeLeHan 3MiHM | TMNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
Ty6i B KAPTOHHI KOpo6L KomnaHi Komnawi HaliMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BnacHvka peecTpauiiiHoro noceig4YeHHs) (3miHa
HalilMeHyBaHHS 3as1BHUKa); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBaKEeHHS AiSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, BK/OYAKUM AiNbHNLi BUNYCKY cepii abo
MicLie NPOBEAEHHS KOHTPOJIO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEP, BK/TKOYAKUM BUMYCK Cepili)
(3MiHa HalilMeHyBaHHs Ta afpecu BUPOOHNKA,
6e3 3MiHM Micus BUPOBHMLTBA)
217. | ®YPOCEMIA Tabnetku no 40 mr no 10 AT "Cothapma” Bonrapis AT "Codhapma” Bonrapis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/3120/01/01
CODAPMA TabneTok y 6nictepi; no 2 3MiHV | TURY - 3MiHW A0 IHCTPYKUIT Ans peuyenmom
6nicTepn B nauui MeAMYHOro 3acTOCyBaHHA A0 PO3ZiniB:
"B3aemogis 3 iHWMMK NikapcbknMu 3acobamu Ta
iHWi BUAW B3aemogiii", "Oco6nmBoCTi
3acTocyBaHHs", "lM0o6iYHI peakuii” BignoBigHO A0
OHOB/IEHOI iHChopMaLlii 3 6e3nekn Aitoyoi
pPeYoBUHM
218. | XABPUKC™ 1440 | cycneHsia 4ns iH'ekuji "nakcoCmiTKns Benuka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 40 peecTpaviiiHux MaTepiasiis: 3a UA/16497/01/02
BAKUWHA Ansa 1440 Of ELISA no 1 mn H EkcnopT BpuTaHis Bionogxikans C.A. 3MiHK | Tuny - 3MiHa napameTpiB cneyudikawii peuenmom
MPODINTAKTUKN (1 po3a gnsa popocnux) y Nimiteq Ta/abo [onyCcTUMMUX MeX A5 LONOMIXKHOT
FENATUTY A hnakoHax Ne 1 a6o PEYOBUHM - BUyYEHHS MapameTpy cneuudikadii
nonepeaHbLO HaNOBHEHNX 3 BiAMOBIAHNM METOAOM KOHTPOSIO AKOCTI 3i
wnpuuax Ne 1y koMnaekTi cneumdikauii 4OMNOMDKHOI PeYOBUHM -
3 r0JIKOK aMIHOKMCNOTK A5 iH'EKL
219. | XABPUKC™ 720 cycneHsist gns iH'ekyin 720 | TnakcoCmiTKna Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/16497/01/01
BAKUWVHA ansa Of ELISA no 0,5 mn (1 H ExcrnopT BpuTaHis Bionogxikans C.A. 3MiHK | TUNy - 3MiHa NnapameTpiB cnewumdikavii peyenmom
MNPO®PINAKTUKN | posa ans piteid) y Nimiteq Ta/abo fonycTUMUX MEX A5 [ONOMIXHOT
FENATUTY A nakoHax Ne 1 a6o pPEYOBUHM - BUTYYEHHSI NapameTpy cnevudikauii
nonepenHbO HanoBHEHUX 3 BIANOBIAHMM METOA0M KOHTPO/IKO SKOCTI 3i
wnpuuax Ne 1y KOMNAekTi cneumdikauii 4OMOMDKHOI Pe4OBUHM -
3 r0JIKOK aMiHOKMCNOTU AN iH'EKLiN
220. | LENECTOAEPM- | masb 0,1 % no 15 r a6o 30 LWepiHr-Mnay LLiBefuapis LepiHr-Mnay /1a6o Benbris BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3a UA/9500/01/02
B® r B Ty6i; mo 1 1y6i B CeHTtpan lct Al H.B. 3MiHuM | TUNYy - 3MiHK Woao peyenmom

KapTOHHI KopooLi

6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBeeHHS
y3arasibHeHVX JaHux Npo CUCTeMy
hapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiNOBiAA/IbHOI 32 3AiICHEHHS hapmakoHarnsay;
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOHTaKTHOI 0cobU 3 hapMakoHarnsgy 3asBHuKa
ONA 34jiCHEeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IIOYAIOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnagy) - [itoya pegakuis:
yNOBHOBaXKeHa 0co6a, BignosigasibHa 3a
3pificHeHHs hapmakoHarnsagy: XKaxet
Xopmb6peii. MponoHoBaHa peaakLis:
YyNOBHOBaXKeHa 0co6a, BignoBigasibHa 3a
3[jiicHeHHs hapmMakoHarnagy: foktop ai
[emon. 3MiHa KOHTaKTHUX faHuX. 3MiHa Yy
PO3MiLLEeHHI macTep-danny

221.

UMHKY MA3b

Masb 10%; no 25 r abo no
40 r y 6aHkax 3i ckna; no
251 a6o no 40 r y 6aHkax
3i ckna; no 1 6aHuji B nauuj
3 KapTOHY; N0 251y
Tyb6ax; no 25 ry Ty6i; no 1
Ty6i B nayLj 3 KapToHy

NAT
"ly6Hnhapm"

YKpaiHa

MAT "ly6Huchbapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
3MiHu Il TUny - 3MiHu Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B'i3aHb Ta yMOB
BMAAui peecTpauiliHoro nocBigYeHHs,
BK/OYatoum MNnaH ynpasniHHA pu3nkamu
(3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBUMMU
[04AaTKOBMM AaHVMU, L0 MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKi/IbKN BUMaraeTbCcs
CYTTEBA OLiHKa KOMMNETEHTHUM OpraHom)
(BnkoHaHHS 3060B's13aHb BignoBigHO 40
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2
poaartky 15 o MNMopagky npoBefeHHA
eKCnepTM3n peecTpavliiHnx matepiasis Ha
nikapcbki 3ac06K, LLIO NOAAKTLCA Ha AepXaBHY
peecTpavito (nepepeecTpalito), a Takox
eKcnepTu3n matepianis NPo BHECEHHS 3MiH J0
peecTpauiiHnx maTepianis NpoTArom Aii
peecTpaLiiHoro nocBiAYeHHs, 3aTBEPAKEHOT0
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/5724/01/01

222,

UMCNNATUH
"EBEBE"

KOHLEHTpaT A5 PO3UnHY
ONs iHdysii, 1 mr/ma no
100 mn (100 mr) y
hnakoHi; no 1 dpnakoHy B
Kopoo6ui

EGEBE dapma
Fec.m.6.X.
Hepr.KI

ABCTpIs

NOBHWUIA LMK
BMPOGHMLTBA:
EBEBE ®apma

lFec.m.6.X. Hopr. KT,
ABCTpISi;
TecTyBaHHs: Jlabop
N+C Al', HimeuuuHa;
TecTtyBaHHA: MIMJ1
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpist

AscTpis/
HimeuunHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3MiHKM | TURY - 3MiHKU WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHunx npo cucTemy
thapmakoHarnagy, 3miHa ynosHoBaXeHoi ocoou,
BIANOBIAA/IbHOT 32 34iICHEHHSA hapMmakoHarisay;
KOHTaKTHOI 0c0o6U 3 hapMakoHarnsgy 3asBHuKa
AnA 3giicHeHHA dhapmakoHarnsgy B Ykpaii,
SIKLL0 BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0cobu,

3a
peyenmom

UA/0032/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - YnosHosaxeHa ocoba
3anBHVIKa AN 34iiCHEHHSA thapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Mabpiena
Xekep-bap3s/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0c06M 3asBHMKA
ONA 34iicHeHHs dhapmakoHarnagy: fitoya
peaakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pepakuis — OpnoB B'auecnas
BikTopoBWY. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6M. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0c06U. 3MiHa Micusl 34iACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
agpecu mactep-thaiina. 3MiHa Homepa macTep-
dhaiina

223.

UMCNNATUH
"EBEBE"

KOHL,EHTpaT 415 PO3UnHY
Ans iHdysil, 0,5 mr/mn no
20 mn (10 mr) a6o no 50
M (25 mr), aéo no 100 mn
(50 mr) y dhnakoHi; no 1
dhNakoHy B KOpo6Li

EBEBE ®apma
lec.m.6.X.
Hdor.KI

ABCTpist

NOBHUIA LWKN
BMPOGHMLTBA:
EBEBE ®apma

Fec.m.6.X. Hdor. KT,
ABCTpISi;
TecTyBaHHs: Jlabop
N+C AT, HimeuuuHa;
TecTyBaHHA: MIMJ1
Mikpob6ionoriwec
Mptochnabop M6X,
ABcTpis

ABcTpisi/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHux npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAaNbHOI 3a 34ilicHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnfgy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA ddapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3aABHUKaA 419 34iiCHeHHsT hapmakoHarnagy:
[litoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pepakuis — Fabpiena
Xekep-bap3/Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi yNoBHOBaXXEHOT 0COOM 3asBHUKA
ONA 34iicHeHHs dhapmakoHarnagy: fAitova
peaakuis — BaweHko Biktopis CepriiBHa.
MponoHoBaHa pegakuisa — Opnos B'ssuecnas
BikTOpoBMY. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0co6U. 3MiHa MicLs 3AiACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
agpecu mactep-aiina. 3miHa Homepa macTep-
darina

3a
peyenmom

UA/0032/01/02
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HayanbHuK YnpasniHHA chapmayeBTUYHOT
OIANBHOCTI Ta AKOCTI (papmaveBTUYHOT NPOAYKLiT T.M. J1acKOBCbKWiA



NEPENIK

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

26.04.2018 Ne 803

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIOJIOINYHUX MPEMAPATIB), AKUM BIAMOB/EHO Y AEPXXABHIN PEECTPALYI, NEPEPEECTPALIII TA

BHECEHHI 3MIH O PEECTPALIAHNX MATEPIANIB

TA AEP>XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

TabneTtok y 6nictepi;
no 1 a6o 2, a6bo 3, abo
4 6nictepu B
KapTOHHIA ynakoBLi

Al

Al

Big 15.03.2018

Ne Ha3ssa dopma sUnycky 3asasHuUK KpaiHa Bupo6HUK KpaiHa rliocmasa Mpoyedypa
n/n JNliKapcbKo20
3acoby
1. ATMA ® Tabnetku, no 12 Pixapg BiTTHep ABCTpIs Pixapg BiTTHep AscTpist 3acigaHHsa HTP Ne 10 BigmoBuTM y 3arBepgKeHHi 3MiH - 3MiHK |

TNy - BBEAEHHA abo 3MiHM A0 y3arasibHeHuX
JaHux npo cuctemy dhapmakoHarnsgy
(BBEAEHHA Yy3arasibHEHVUX [aHuX Npo cuctemy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXKeHO! 0cobu,
BiAnoBigasbHOI 3a 3[jACHEHHS
chapmakoHarnsagy; KOHTaKTHOi ~ 0cobwm 3
chapmakoHarnsigy 3asiBHUKa [ANs 3AIACHEHHN
thapmakoHarnagy B YkpaiHi, SKWO  BOHa
BigMiHHA Big, YNOBHOBaXEHOT ocobwu,
BiANOBIAA/IbHOI 3a 3AjiiCHEHHS dhapMakoHarisaay
(BK/IOYAlOUM KOHTAKTHI AaHi) Ta/abo 3MiHM Yy
PO3MiLLEHHI macTep-gaiina cuctemu
thapmakoHarnagy) (B.1.8. (a) IAHN), 3asABHUKOM y
JoonpauboBaHnx MaTepiasiax Big 26.01.2018
HajaHa iHthopMauis Npo 3MiHW 40 y3arasibHEHUX
JaHux cuctemn hapMakoHarnagy 3asBHUKA,
30Kpema npo 3MiHy YMOBHOB&XEHOI 0cobu
3as8BHMKa 3 (hapmakoHarnisagy Ha George
Nicolas, a 3rijgHO nepBMHHUX MaTepianis
PEECTPLIAHOrO [OChE BYN0 3a8BAEHO MPO 3MiHY
YNOBHOBaXXEHOT ocobu 3asBHUKa 3
hapmakoHarnsgy Ha llse  Varderlinden.
BignosigHo Ao Bumor [lopsgky 34iiCHeHHSA
hapmakoHarnsagy  3aTBEepPKEHOro  Hakas3oMm
MiHicTepcTBa OXOpOHW 340pOB’S YKpaiHu Big 27
rpygHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuyjii Ykpaiim 19 rpygHa 2016
poky 3a Ne 1649/29779 (y pepfakuii Hakasy
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MiHicTepcTBa OXOpPOHM 3[0POB’st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996) y 3asBHMKa Mae
6yTHn ofgHa  ynoBHOBaXeHa  ocoba 3
hapmakoHarnsgy, 3 ypaxyBaHHAM 3a3HauyeHoro,
3MiHM  YNOBHOB&XEHOI 0C06M 3asBHMKA 3
hapmakoHarnagy Ha llse  Varderlinden Ta
KOHTaKTHUX [aHuX YNoBHOBaXeHOi ocobu 3
hapmakoHarnagy He BiANOBifaTb CyvacHUM
AaHvM cuctemun chapmakoHarnsgy 3asasHuKa

HATPIIO
XNoPUAY
PO3YVH 0,9%

pO34uH ANs iHdy3il
0,9 %, no 100, a6o no
200, abo 250, a6o 400
a6o 500 mny
nAsLWKax

MpuBatHe
akuioHepHe
TOBapUCTBO

"IHdpy3ia"

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapuCTBO

"IHdpy3in”

YKpaiHa

3acigaHHa HTP Ne 10
Bif 15.03.2018

BigmoBuUTU y 3arBepmKeHHi 3MiH - 3MiHu |
TUNy - 3MiHa y MeTofax BUNpobyBaHHS rOTOBOrO
nikapcbkoro  3acoby  (He3HauHa 3MiHA Yy
3aTBEPAXKEHNX mMeToaax BMNPOBYBaHHSA)
(B..r.2. (@) 1A) - 3mMiHM Yy MeTOAMLI
BUNPOGYBAHHSA 3@ MOKa3HUMKOM  “"MexaHiyHi
BK/TIOYEHHS:  HEeBUAUMI  4acTku',  30Kpema:
3MEHLLEHHSA  KifIbKOCTi  Bigbopy 3paskiB  ans
NPOBEfleHHA  KOHTPONo:  3aTBepmpxeHo: 10
NASALLIOK;

3anpornoHoBaHo: 3 MALKW, OCKiI/IbKN MaTepiau
LWOAO BHECEeHHA 3MiH [0  peecTpauiiiHux
marepianis slikapcbkoro 3acoby He BiAnoBigalnTb
Bumoram A®Y 2.0, n. 2.9.19 Ta npeAcTaBneHi He
B MOBHOMY 06CA3i, a came: BiACYTHI AaHi Woao
CTaTUCTMYHO OOFPYHTOBAHOIO MJaHy Bigbopy
npo6 Ta BIACYTHE OOGIPYHTYBAHHA  KiNbKOCTI
3paskies (3 naAwku) gns 3abesneveHHs
CTaTUCTUYHO OBrPYHTOBAHOT OLiHKM

HavyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI
OIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT

T.M. IacKkoBCbKuin
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