NEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOMN4YHUX NMPEMAPATIB), LLOOO AKUX BYJTIU BHECEHI 3MIHU 10
PEECTPALUIMHUX MATEPIANIB, AKI BHOCATBLCA OO AEPXKABHOIO PEECTPY JIKAPCbKUX 3ACOBIB YKPAIHU

Dopatok 3

po Haka3y MiHicTepcTBa OXOpOHU

3p0poB’a YKkpaiHm

21.02.2017 Ne 169

10 kancyn y
6nictepi; no 3
Gnictepu y nayui

23.07.2015) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-x MicsLIiB nicns
3aTBepAkeHHS); 3MiHn | Tuny - 3MiHM 3 SKoCTi. [OTOBMIN NiKapCbKUI
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHSA rOTOBOrO NikapCbKoro 3acoby (iHWwi 3MiHW y meToaax
BMNpobyBaHb (BkNOYaouy 3aMiHy abo AOMOBHEHHS)) (3miHa y
3aTBepAKeHOMY MeToi BUnpobyBaHHs 13 3a nokasHukom
«CynpoBigHi OMILLKM»: 3MIHEHO METOAOIOrit0 aHani3dy, BBe4eHO
NPUroTyBaHHA po3unHy nnauebo, 6e3 aMiHu HopmyBaHHs (OPY,
2.2.29); 3minn | Tuny - 3MiHK 3 siKocTi. FoTOBMIA NiKapcbkuiA 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AoNyCTUMMX MEX FOTOBOIO NiKapCbKOro
3aco0y (3BY>KEHHS1 AONYCTUMMX MeX) (3BY>KEHHS OMYCTUMUX MEX
3a nokasHukom "KinbkicHe BU3HauYeHHS" y cneumdikauii Ha TepMiH
36epiraHHs); 3miHn | Tuny - 3miHn 3 sKkocTi. FoTOBWI Nikapcbkuin
3aci6. Onuvc Ta cknag (iHwWi 3miHW) (He3Ha4Hi 3miHu y cknagi M3:
YTOYHEHO Ha3BYy AOMOMDKHMX PEYOBUH Ta B CKradi 060MoHKN
BUITY4EHO CMOBO «BGapBHUK» Ta AK HACNiAOK 3MiHW B iHCTPYKLT y p.
"Cknag"); 3minu | Tuny - 3miHu 3 aKkocTi. FoToBUIA Nikapcbkuii 3aci6.
Onuc Ta cknag (iHwi 3mMiHK) (HesHayHi 3amiHn y posgini «Onuc»:
BUITy4€HO iHopMaLito OO HOMEpa Karncyr. Ta SiK HacmnifoK 3MiHu
B iHCTpyKUii y p. «Jlikapcbka cpopma» (OCHOBHI i3uKo-XiMidHi
BnacTtueocTi); 3miHu | Tuny - 3minn 3 akocTi. A®I. KoHTponb ADL.
3miHa y napameTpax crneundikauii Ta/abo gonycTMMmx Mex,
BMU3HaYeHMX y cneuudikauisix Ha ADI, abo BUXigHUIA/MPOMiKXHMIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECi BUPOOHMLTBA
A®I (iHwi 3miHK) (3MiHK y cnieumdikauii BxigHOro koHTponio AdI: -
BMU3HAYEHHs PO3MOAiny neneT 3a rpaHynoMeTpUYHNM CKNnagom
npoBoAMTLCA 3a po3ginom AdY 2.9.38 "BusHayeHHs
rpaHyrnoMeTPUYHOrO CKNaay aHaniTU4HUM MPOCikoBaHHAM", SKUM
3aMiHeHo po3ain "CutoBuid aHanis", OCKiNbKu1 OCTaHHIN NepeBaxHO
3aCTOCOBYETbCS A5 BUSHAYEHHS CTYNEeHIo 3ApibHEeHHOCTI
NopoLLKiB. - po3ain "MikpobionoriyHa YicToTa" akTyanisoBaHo:
KpUTEpIl NPUNHATHOCTI BUKNaAeHo Yy BiANOBIAHOCTI A0
pPEKOMEHA0BaHNX po3ainioM 5.1.4. onsa HeCTEPUNbHUX CyOCTaHLi
Ansi hapMaLeBTUYHOrO 3acTOCYBaHHS, METOAM BUNPobyBaHHs - A0

Ne Haszea dopma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycky | peecmpauyiliH
3acoby 020
rnoceidyeHHs1

1. AOEHOPM Kancynu 3 MAT YkpaiHa MAT "KuiBcbkuii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/6709/01/01

MoamndikoBaHNM "KniBCbkuin BiTamiHHWUI 3aBog" woao 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHun) peuenmom

BVBINIbHEHHAM, BiTaMiHHUIA (3miHa rpadpiyHoro 306paxeHHs NepBUHHOI Ta BTOPUHHOI YNaKoBKK

TBepai no 0,4 mr no 3asoa” Ha TEKCT MapKyBaHHs, 3rigHo Bumor Hakazy MO3 Ne460 Big




2 [TponoBkeHHs momarka 3
Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
pekoMeHaoBaHux po3ginom 2.6.12, APY); 3MiHn | Tuny -
AaMiHiCTpaTUBHI 3MiHW. BunyveHHs BUpOBHWUYOI AinbHULI
(Bkntoyatoum AinbHuui ans A®l, npomixxHoro npoaykTy abo roToBoro
nikapcbKkoro 3acoby, AinbHULi AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKa, BiAMNOBiAanNbHOIo 3a BUMYCK Cepiid, MicLie NPOBEAEHHS
KOHTpOMto cepii) abo nocTayansbHUKa BUXiAHOrO MaTtepiany,
peareHTy abo JOMOMIXKHOT PEYOBMHM (SIKLLIO 3a3HaYeHO Y AOCHE)
(BunyyeHHs anbTepHaTUBHOrO BUpoBHMKa AD| TamcynosunHy
rigpoxnopugy - "Pellets Pharma Limited", India); 3miHn | Tuny -
3MiHn 3 AkocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax BUNpobyBaHHsi rOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y 3aTBEPKEHNX MeToAax
BUNpPoByBaHHs) (HE3HAYHi 3MiHN y 3aTBEPHKEHUX MeToAax
BUNpobyBaHHs J13 3a nokasHukammn «Po3umHeHHs», «OQHOpPIAHICTb
[030BaHNX oauHuLpby, «MikpobionoriyHa unctotar, «KinbkicHe
BU3HAYEHHS»)
2. AOUETPUC NMOPOLLOK ANA Takepa Hanis BrpobHuuTBO ITanis/ BHECEHHS 3MiH A0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3MiHn 3a UA/13286/01/01
KOHLeHTpaTy Ans dapma A/IC Hepo3adhacoBaHoi dpaHuis/ 3 gKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHM y BUpOGHUUTBI. 3MiHa peuenmom
po34mHy Ans npoayKuir, ITanis/ iMnopTepa/amiHu, L0 CTOCYIOTLCS BUNYCKY CEpii Ta KOHTPOIO
iHcpy3in no 50 mr 1 nepBuHHa AscTpis/ AIKOCTi FOTOBOIO MikapcbKoro 3acoby (3amiHa abo goaaBaHHSA
dnakoH 3 MOPOLLKOM ynakoBka: Benvka BMpOOHMKa, Lo BigNoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
Y KapTOHHIlA kopobui BCIM BputaHia BKITH0MAK4M KOHTPONb/BUNpoByBaHHS cepii (BBeAEHHS 40OATKOBOI
dapmacbtoTikana AinbHWUi BupobHuuTea Takepa Asctpisa TM6X, AscTpis) (TepmiH
C.M.A.., Itania BBEOEHHS 3MiH NPOTArom 6-Tu MicaUiB Nicns 3aTBepaXKEHHS1); 3MiHM
M'ep ®abp | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuin 3acib. 3MiHK y
MegukameHT BUPOBHMUTBI. 3amiHa abo BBeAEeHHSA AOAATKOBOI AiNbHUL
MpopakLuH, BUPOOHMLTBA AN YacTUHM abo BCbOro BUPOOHUYOro npouecy
®paHuia roTOBOro NMikapcbKoro 3acoby (QinbHWUUS AN BTOPUHHOIO
BTOPUHHA nakyBaHHs1) (BBEAEHHs1 [OAATKOBOI AinbHULi BUpoOHULTBa Takena

ynakoBKa, 403BinN
Ha BUMYCK cepii:
Takepa Itanis
C.M.A., ltanis
Takepa ABscTpisi
'm6X, ABcTpis
KOHTPOrb AKOCTI
cepil:
KoBaHc
JlabopaTtopis
JimiTen, Benuka
BpuTtaHisa

AscTtpis 'M6X, ABcTpis) (TepmiH BBEAEHHS 3MiH NPOTArom 6-Tn
MicaUiB Micns 3aTBepKeHHs1); 3MiHu | Tuny - AaMiHicTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy MiCLA NPOBaKEHHS
nisinbHOCTI BUpOGHKMKa/imnopTepa rotoBoro nikapcbkoro 3acooby,
BKIOMAOUM AinbHULI BUNYCKY cepii abo MicLe npoBedeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BUPOBGHMK/IMNOPTEP, HE BKIOYAKUM BUNYCK CEPin) (3MiHa
HaliMeHyBaHHs BUpobHuka 113 - npuBeaeHHs y BiANOBIAHICTb A0
Ceptudpikaty GMP) (TepmiH BBEAEHHSA 3MiH NPOTAroM 6-Tu Micauis
nicns 3aTBepoXeHHs); 3miHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi 3miHu) (3amiHa
rpacpiyHoro 306pakeHHs ynakoBKu Ha TEKCT MapKyBaHHS Ans
NEePBUHHOI Ta BTOPUHHOI YMaKOBKM y 3B’5I3KY 3 NPUBEAEHHSAM Y
BignosigHicTb o Hakasy MOS Ykpainu Ne 426 Big 26.08.05 (y
pepakuii Hakasy MO3 Ykpainn Ne460 Big 23.07.2015 p.) Ta
BBEAEHHS [OOATKOBOI YNaKoOBKW Arns BUPOOHMKA BignNoBiganbHOro
3a Bunyck cepii M3 Takega Asctpis TM6X, ABcTpis) (TepmiH
BBEJEHHS 3MiH NpoTArom 6-Tu MicaLiB nicns 3aTBepAKeHHs); 3MiHK




[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JliKapcbK0o20
3acoby

dopma sunyckKy

3asisHUK

Kpaina

Bupob6Huk

KpaiHa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliH
o020
noceidyeHHs1

| Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuin 3acib. 3MiHN y
BMPOOHMUTBI. 3MiHa iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOIO SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa abo
[0AaBaHHSA AiNbHULI, Ha SKIA 30INCHIOETLCS
KOHTPONb/BUNPOBYBaHHsI cepii) (BBeAEHHS AiNbHULI, Ha SAKINA
3[iNCHIOETLCSA KOHTPOIb AKOCTI cepii- KoBaHc JlTabopatopis flimiTes,
Benuka BpuTaHis) (TepMiH BBeAEeHHS 3MiH NPOTSrom 6-Tu Micsuis
nicnsa 3aTBepakeHHs1); 3miHu 1l Tuny - 3MiHn Wwoao
6e3nekn/edeKkTVBHOCTI Ta hbapmakoHarnsgy. 3MiHu y KOPOTKil
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBMMM
OAHUMW 3 SKOCTI, OKNIHIYHUMUN, KNIHIYMHUMKW JaHUMW Ta JAHUMK 3
dapmakoHarnsgy (3miHv o iHCTpyKUii y po3ainu: "®apmakonorivHi
BrnactmsocTi", "B3aemogis 3 iHWmMKM nikapcbkumu 3acobamu Ta iHLWi
Buau B3aemogin”, "OcobnmeocTi 3actocyBaHHs", "Cnocib
3acTocyBaHHs Ta go3un", "MobiuHi peakuii") (TepMiH BBeOEHHS 3MiH
npoTarom 6-Tu micauiB nicns 3aTBepakeHHs); 3miHu |l Tuny - 3MiHn
oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay. 3miHm y
TepaneBTUYHWX MOKa3aHHSX (4oAaBaHHS HOBOro TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBepAKeHOMY MoKasaHHi) (3MiHu Ao
iHCTpyKUii y po3ain "MNokasaHHs") (TepMiH BBEAEHHS 3MiH NPOTArom
6-T1 MicaLiB nicns 3aTBEPOXEHHST)

AUNIA®

pPO34MH Ans iH'ekuin,
40 mr/mn no 0,165
My nonepeaHLo
3aMoBHEHEHOMY
wnpuui no 1 wnpuuy
Y KapTOHHI
ynakosui; no 0,278
M1y CKISiHOMY
donakoHi, no 1
nakoHy 3
dinbTpyBanbHo

Banep ®apma
Al

HimeuumH
a

BTOPUHHA
ynakoBka,
KOHTpOrb cepil,
BiAnoBiganbHWI 3a
BWMYCK cepii Ans
rakoHis,
KOHTpOnb cepii Ans
nonepeaHLo
3anoBHEHNX
wnpuuis: banep
®apwma AT, bepniH,

Himewumna/
CLWA

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHM | TUNY - 3miHa y MeToaax BunpobyeaHHa APl abo BmxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuuTea ADI (iHWwi 3mMiHM y MeToAax BunpobyBaHHSA
(Bkrtoyatoum 3amiHy abo gonosHeHHs) ADI abo
BUMXigHOro/npomixkHoro npoaykTy) - To add a new System Suitability
Criterion to the CHO DNA content test procedure of the active
substance: ” The Ct corresponding to the lowest concentration of
Standard Curve must be no more than 39”; amiHu | Tuny - 3amiHa y
mMeTogax BunpobyBaHHs APl abo BuxigHoro matepiany/npoMikHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y MpoLeci BUpOOHMLTBA

ronko 18 Gy HimeuuunHa; A®I (iHWi 3MiHM y MeTodax BUNPobyBaHHsI (BkIoYaro4m 3aMiHy abo
KapTOHHIN ynakoBLji BignoBiganbHWIM 3a pornoBHeHHs) A®I abo BuxigHoro/npomixkHoro npoaykTy) - To add a
BUNYCK cepii, new System Suitability Criterion to the CHO protein content and
BTOPUHHA Protein A test procedures for the active substance: "The OD of the
yrnakoBKa: ansi highest point on the standard curve must be > 1.000”; 3miHu | Tuny -
nonepeaHL0 3MiHa y meTogax BunpobysaHHsa AD| abo BuxigHoro
3anoBHEHUX maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
wnpwuyis: M y npoueci BupobHuutea A®! (iHWwi 3mMiHM y MeToAax BUNpobyBaHHS
"peH3ax (Bkrtoyatoum 3amiHy abo gonoBHeHHs) ADI abo
MpoaykTioHc MMBX, BUXigHoro/npomixxHoro npoaykty) - To change the SDS-PAGE test
HimeuuunHa; method to add a 2% reference standard solution and to update the
BUPOBHMLTBO staining procedure for the active substance and finished product;
Hepo3dhacoBaHoI 3MiHu | TUNY - 3miHa y MeTogax BunpobyBaHHa APl abo BuxigHoro
npoaykKuii: marepiany/npoMikHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS

3a
peuenmom

UA/12600/01/01
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
PepxeHepoH y npoueci BupobHuuTea A®I (iHWwi 3mMiHM y MeTogax BUNpobyBaHHS
dapmachbtoTikanc, (Bkntoyatoun 3amiHy abo gonosHeHHs) APl abo
IHk., CLUA; BMXigHOro/npomixkHoro npoaykTy) - To change the cell-based
nepBuHHA Ta bioassay test method to tighten the RSD from “?35%"t0*?25%"and
BTOPUHHA the assay validity criterion Chi2 from “?18 to “?10“ for the active
yrnakoBka, substance and finished product; 3amiHu | Tuny - 3miHa y meTogax
KOHTpOrb cepil: BunpobyBaHHa APl abo BuxigHOro martepiany/npomikHOro
BetTtep ®apma- NpOAYKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y NpoLieci BUpobHULTBa
®epTiryHr MM6X i A®I (iHwi 3MiHM y MeToaax BUNpobyBaHHs (BKMoYakoumn 3amiHy abo
Ko. KI', HimeuyunHa; ponoBHeHHs) A®l abo BuxigHoro/npomixxHoro npoaykTy) - To
KOHTpOIb cepii: replace the test procedure “N-terminal sequencing” with “peptide
Banep ®apma AT, mapping” as identity test for the active substance; aminun | Tuny -
Bynneptans, 3MiHa y MeTodax BUNpobyBaHHS rOTOBOrO fikapCbKoro 3acoby (iHLwi
HimeuuunHa; 3MiHM Yy MeToaax BunpobyBaHb (BKIHOYaoum 3amiHy abo
KOHTPOIb AKOCTI AonoBHeHHs)) - Addition of the Ph. Eur. gel clot method as
Ans nakoHiB: alternative method for Endotoxin testing of Eylea drug product in
Banep ®apma AT, vials and prefilled syringes; 3minn Il Tuny - amiHa y metogax
IleBepkyseH, BunpobyBaHHa APl abo BmxigHOro martepiany/npoMiKHOIo
HimeyunHa NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA Y NPOLIECi BUPOOHULTBA
AQI (cyTTeBa 3miHa y BionoriyHoMy/iMyHOMOriYHOMY/iMyHOXIMIYHOMY
mMeTozi BUnpobysBaHHsi abo MeToAj, y SKOMY BUKOPUCTOBYETLCH
GionoriyHni peareHT ans GionoriyHoro A®I, abo roro 3amiHa) -
BBEOEHHS HOBOrO NPOTOKONY KBanidikauii CTaHaAapTHOro 3paska
ans A®I 3 4iTkMM BU3Ha4YeHHAM KpuTepiiB BUBopy cepii Ta KpuTepii
NPUNHATHOCTI ANS1 HOBUX CTaHAAPTHUX 3paskiB; 3MiHu Il Tuny -
3MiHM B npoueci BUpobHmLUTBa AD| (3MiHa CTOCYETLCS aKTUBHOI
peyoBMHM BiONOriYHOro/iMyHOMOrYHOrO MOXOAXEHHS abo
BMKOPUCTaHHA XiMiuHmx AP| y BUpoBHULTBI nikapcbkoro 3acoby
6ionoriYyHoro/iMyHONOrYHOro MOXOAXKEHHS, SIka MOXEe MaTu 3HAYHUA
BMIINB Ha SKiCTb, 6e3neKky Ta edheKTUBHICTb fikapcbkoro 3acoby, i
He CTOCYETbCS MPOTOKOMY) - BBEAEHHSI HOBOIO HaHKy poboumnx
kniTnH Working Cell Bank (Lot 8005700006) anst BupobHuuTBa
akTuBHoI cybcTaHuii AdnibepcenT 3 BBeaeHHsM Hosoro WCB
KBanigikaLiiHoro NnpoToKony
4. ANNEPTEK® TabneTkn, BKpUTI BapLuascbkui MonbLa dapmMaLeBTUYHWIA Monbwa BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - bes UA/6422/02/01
obornoHkoto, no 10 dapmaueBTmy 3aBof AamMiHicTpaTVBHI 3MiHU. BunyyeHHA BUPOBHWYOIT AinbHULI peuenma
mr HWU 3aBOf, "Monbcapma” C.A. (Bkntovatoum ainbHuui ans A®l, npomixxHoro npoaykTty abo rotoBoro
Ne 7 (7x1), Ne 20 Monbda AT nikapcbKkoro 3acoby, AinbHULi ANA NPOBEAEHHS NaKyBaHHS,
(20x1) y bnictepax BMPOGHWKa, BiAMNOBiAaNbHOMO 3a BUMYCK Cepii, MicLie NpoBeAeHHS
KOHTpOnHo cepii) abo noctayanbHyKa BUXiQHOrO matepiany,
peareHTy abo AOMOMIKHOI PEYOBMHM (SIKLLLO 3a3Ha4YeHO Y [OChE)
(BVNyYeHHSA BUPOBHMYOI AiflbHNLi FOTOBOrO Nikapcbkoro 3acoby
BapLuaBcbkuin chapmaneBTuyHuin 3aBog Monbda AT, MNonbLya)
(TepmiH BBEAEHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPOXKEHHS)
5. AINOE eKCTpaKT pigkun ans MAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/12761/01/01
EKCTPAKT iH'ekUin no 1 MmN B "INy6Hndpapm" AJOMiHIiCTpaTUBHI 3MiHW. 3MiHa HalMeHyBaHHA Ta/abo agpecu peuenmom




KOHTPOSb SIKOCTI:
TosapucTBo 3
oBGMeXeHo
BiANOBiAaNbHICTIO

3aTBepAKeHHS); 3MiHM | Tuny - AgMiHicTpaTuBHI 3MiHW. 3miHa

HaliMeHyBaHHs Ta/abo agpecu Micus NpoBagXeHHS AisiNbHOCTI
BMPOGHMKa/iMnopTepa roToBOro nikapcbkoro 3acoby, BKMoYayn
AinbHUL BUNYCKY cepii abo MicLie NpoBeAEeHHS KOHTPOIH SIKOCTi.

5) [IponoBxeHHs nonarka 3
Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
PIAKUN amnynax; no 10 3asBHWKa (BNacHUKa peecTpaLiiHoro NocBig4eHHs) (3MiHa agpecu
amnyn y nauui 3 3asBHUKa) (TepMiH BBEAEHHS 3MiH NpOTArom 6 -Tn micauis nicns
KapToHy 3aTBepAKEHHS); 3MiHM | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu Micus NpoBagKeHHS AisANbHOCTI
BMPOGHMKa/iMnopTepa roTOBOro NikapcbKoro 3acoby, BKIKYa4m
AinbHWL BUNYyCKy cepii abo MicLe NpoBeAeHHst KOHTPOIO SKOCTI.
(misnbHiCTb, 3a AKy BignoBiaae BUPOOHMK/iMMOPTEp, BKIHOYa4u
BWMYCK cepiit) (3miHa agpecu BUpobHWKa, 6e3 3MiHu Micust
BMPOBHMLUTBA.(NeperiMeHyBaHHsi Byn. MNeTpoBCbLKOro Ha Byr.
BapsiHkoBa) (TepmiH BBe4EHHSI 3MiH MPOTAroM 6-Tu micsAUiB nicns
3aTBEPAKEHHSA)
6. ANTEUHOIO NMOPOLLIOK TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: - UA/4938/01/01
KOPEHA (cybeTaHuis) y "TepHodhapm" 3MiHu | TUNY - 3miHa y meToaax BunpobysaHHa APl abo BuxigHoro
EKCTPAKT MiLLKax mMaTtepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
CYXUH nonieTMneHoBmx y npoueci BupobHuutea A®! (iHWwi 3mMiHM y MeToaax BUNpobyBaHHS
noaBinNHMX aAns (Bkntoyatoum 3amiHy abo gonoBHeHHs) AP abo
BMPOGHMLTBA BVXiAHOrO/MPOMIXKHOIO MPOAYKTY) - NPUBEAEHHS PO3ainy
HeCcTepunbHUX «MikpobionoriyHa yncToTa» 40 BMMOr Aitoyoro BuaaHHs AdY;
nikapcbkux popm CynyTHS 3MiHa - 3MiHa y napameTpax cneuudikauiv Ta/abo
A0ONyCTUMMUX MEX, BU3HAYEeHNX y crieumdikauisx Ha A®l, abo
BVXiAHMN/MPOMDKHWI NPOJYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHmuTea AP (iHwwi 3MiHK)
7. ANTENHOIO MOPOLLIOK TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: - UA/5037/01/01
KOPEHA (cybeTaHuis) y "TepHodapm" 3MiHu | TUNY - 3miHa y meToaax BunpobysaHHa APl abo BuxigHoro
EKCTPAKT MiLLKax marepiany/npomMixkHOro NpoayKTy/peareHTy, Lo BUKOPUCTOBYETHLCS
CYXWUH (4:1) nonieTuneHoBmx y npoueci BupobHuuTea ADI (iHWwi 3mMiHM y MeTogax BUNnpobyBaHHS
noaBinHMX aAns (Bkntoyatoum 3amiHy abo gonoBHeHHs) ADI abo
BMPOOHMLITBA BMXiAHOrO/MPOMIKHOIO NPOAYKTY) - 3MiHa y napameTpax
HecTepUnbHUX cneumdikauii (MpuBeaeHHs po3sainy «MikpobionoriyHa uncrora» Ao
nikapcbknx goopm BMMOTr Ajitoyoro BugaHHs oY)
8. ANTEMIKC cupon, 25 mr/5 mn, ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - be3 UA/7157/01/01
no 100 mny obmexeHoto BMPOGHMLTBA, AamiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu peuenma
donakoHi; no 1 BignosiganeHi KOHTPOIb SIKOCTI, 3asiBHUKA (BnacHMKa peecTpaLiiHoro nocBigveHHs1) (3miHa agpec
dnakoHy y CTIo BUMYCK cepii: 3asiBHUKA) (TepMiH BBEAEHHS 3MiH NPOTArom 3-x MicauiB nicns
KOMMMEKTi 3 MipHOIO "®apmaueBTn ToBapwucTBo 3 3aTBepAKEHHS); 3MiHM | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
TIOXKOI Y KapTOHHIMN YHa KOMnNaHis obmexeHoto HaliMeHyBaHH$ Ta/abo agpecu MicLs NpoBagXeHHS AisNbHOCTI
kopooui "3popos's" BignosiganbHiCcTO BMPOGHMKa/imnopTepa roToBOro nikapcbkoro 3acoby, BKoYayn
"®apmaueBTyHa AiNbHWL BUMYycKy cepii abo micLe NpoBeAEHHSt KOHTPOIO AKOCTI.
KOMnNaHis (misnbHicTb, 3a 5Ky BignoBiaae BUPOOHMK/IMIOPTEp, BKIHOYa4uu
"3popos's”, BUWMYCK cepilt) (NpUBEAEHHS MiCLLEe3HaxXoMKeHHs1 BUpobHuka 13
YkpaiHa; TOB "®apmaueBTnyHa komnaxisa "3gopos's”, YkpaiHa y
BCi cTaail BiANOBIAHICTb 40 NiLeH3iT Ha BUPOGHMUTBO, 6e3 3MiHM MicLs
BUPOGHMLTBA, BUPOGHMLUTBA) (TepMiH BBEAEHHS 3MiH NPOTAroMm 3-x MicauiB nicns
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
"Xapkiscbke (misnbHicTb, 3a AKy Bignosiaae BUPoOHUK/iIMNOPTEP, He BKITHOYaouu
dapmaueBTU4He BUMYCK Cepiit) (NpuBeaeHHs MicLie3aHaxokeHHs1 BupobHuka M3
nignpruemMcTBo TOB "XapkiBcbke hapmaLeBTUYHE NignpnemcTso "340poB'a
"3popoB's Hapoay", Hapoay", YkpaiHa y BignoBigHicTb A0 NiueHsii Ha BUpobHuuTBO, 6e3
YKkpaiHa 3MiHM Micusi BUpoBHULITBA)
9. AMBPOKCOIJ1- Tabnetku no 30 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: bes UA/5703/01/01
OAPHULUA Ne 20 (10x2) y "dapmaueBTu "®apmaueBTUYHa 3MiHM | TUNY - BUNYYEHHS 3 MaTepiarniB peecTpauinHoro 4ocbe peuenma
KOHTYPHMX YHa bipma dipma "JapHunua” BMpobHuka A®l AmGpokcony rigpoxnopuay
YapyHKOBUX "ONapHunus"
ynakoBskax y nayui
10. AMnoguvniH Tabnetku no 5 mr Ne MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/1586/01/01
30 (10x3) y "Knismegnpen "KviBmegnpenapat 3MiHu | TUNy - BBeAeHHS abo 3MiHM 0 y3aranbHeHUX AaHuX Npo peuenmom
6nictepax B nayui apat" " cucTtemy cdhapmakoHarnsgy (BKNoYarum KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLieHHi MacTep-danna cuctemmn dpapmakoHarnsgy
11. AHTUNDNY® NMOPOLLOK Ans Bariep LLseviuapi MepBKHHA Ta CLWA BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn bes UA/4910/02/01
OoparbHOro po3yunHy, KoHcbromep a BTOPUHHA 3 AKocTi. [oToBUI NikapcbkMi 3aci6. 3MiHM y BUPOOHMLUTBI. 3amiHa peuenma
no 17 r y nakerti; no Kep AI' ynakoBka, [03Bin abo BBeeHHSA AOAATKOBOI AiNbHWLI BUpOOHULTBA Ana YacTuHu abo
5 nakeTiB y kopobui Ha BUMYCK cepii: BCbOrO BUPOBGHMYOro NpoLEeCy roTOBOro fikapcbKoro 3acoby
KoHTpakT (AinbHUUS, Ha AKin NpoBoAATECSA ByAb-Aki BUPOOHMYI cTagii, 3a
dapmakan BVHSITKOM BUMYCKY CEPill, KOHTPOIIO SAKOCTi, MEPBUHHOIO Ta
KopnopeLuH, BTOPVHHOIO NakyBaHHSA, A5 HECTEPUIbHUX Nikapcbkux 3acobis)
CLUA; (BUHECEHHSA BUPOOHKKA, BignoBigansHoro 3a BupobHmuTeo in bulk -
Bupo6HMLTBO in KoHTpakT ®apmakan KopnoperiwH 160 Kommepc Oparie, Xonor,
bulk: Huto-Vlopk 11788, CLUA Ta 3a3HaueHHs BUPOBGHNUIMX DYHKLN
KoHTpakT KOXHOro BUpoBHUKa roToBoro nikapcbkoro 3acoby B MKA J13 -
dapmakan npuBeAeHHs y BiAMOBIAHOCTI A0 peecTpauiiHix maTtepianis
KopnopenwH, CLUA 3asiBHuka(Mogynb 3, nigposgin 3.2.P.3.1. Bupo6Huk(n)
12. ACKOPBIHOBA | po3unH ans iH'ekuin, MAT Ykpaina MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/0003/02/01
KUCNOTA 50 mr/mn no 2 mn B "Iy6Hncbapm" AamiHicTpaTuBHi 3MiHu. 3MiHa HallMeHyBaHHS Ta/abo agpecu micua | peyenmom
amnynax Ne 10 NpoBaXXeHHs OisnbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BkIoYaum AinbHWLI BUNycKy cepii abo micue
NpoBEeAEHHS KOHTPOJST0 SKOCTI. (AIANbHICTb, 3a AKy Bignosiaae
BUPOGHWMK/IMNOpTEp, BKINOYa4M BUMYCK cepilt) (3MiHa agpecu
BMPOBHKKa, 6e3 3MiHM micua BUpOBHULITBA.(NeperMeHyBaHHS BYIT.
MeTpoBcbkoro Ha Byn. bapeiHkosa) (TepmiH BBEAEHHS 3MiH
npoTsarom 6-Tu MicsuiB nicns 3aTBepakeHHs); 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu
3asBHUKa (BracHUKa peecTpaLinHoro Noceig4eHHs) (3MiHa agpecu
3asiBHUKA) (TepMiH BBEAEHHS 3MiH NPOTArom 6 -Tu Micsuis nicns
3aTBEPAXKEHHS)
13. ACKO®EH- Tabnetkn Ne 10 MAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/7541/01/01
EKCTPA (10x1) y 6nictepax "Ny6Hnchapm" AamiHicTpaTuBHI 3MiHW. 3MiHa HaimeHyBaHHs Ta/abo agpecu micus peuenma

no 1 6nictepy B
nayui

NpoBaXXeHHS AiAnNbHOCTI BUPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKIoYaum AinbHULI BUNycKy cepii abo micue
NpoBEeEHHS KOHTPOIO SIKOCTI. (AisSNbHICTb, 3a AKy BiAnoeiaae
BMPOGHMK/IMNOpTep, BKIOYa4M BUMYCK Cepilt) (3mMiHa agpecu
BMpOBHVKa, 6e3 3MiHM Micua BUpobHULITBA.(NepeiMeHyBaHHS BYII.
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n/n
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3acoby
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Kpaina
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PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliH
o020
noceidyeHHs1

MeTpoBcbkoro Ha Byn. bapeiHkoBa) (TepmiH BBeAEHHSI 3MiH
npoTarom 6-Tu micauiB nicna 3aTBepaXeHHs); 3MiHn | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
3asBHUKa (BrnacHWKa peecTpaLiniHoro noceig4yeHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBEAEHHS 3MiH NPOTAroM 6 -Tu micauis nicns
3aTBEPAKEHHS)

14.

AYPOMITA3

MOPOLLIOK ANst
PO34MHYy Ans iH'eKuin
no 1000 mry
onakoHax Ne 1

AypobiHgo
dapma N1a

IHgia

Aypobingo Papma
g

IHAisA

BHECEHHS 3MiH O peecTpauifnHuX maTepianis:
3MiHu | TUNY - 3MiHa ynoBHOBaxeHoi ocobu, BiANoBiganbHoOI 3a
3AiMCHEHHS hapMakoHarnsgy (BKMoYvakym KOHTaKTHI AaHi) Ta/abo
3MiHM Y po3MiLLeHHi MacTep-hanna cucteMu apmakoHarnsgy

3a
peuenmom

UA/13165/01/01

15.

ALEECOJb

pO34uH ANs iHdy3in
no 400 mny
nnsLwKax

MpuBaTtHe
aKuioHepHe
TOBapUCTBO

"IHy3ia"

Ykpaina

MpuBatHe
akuioHepHe
TOBapUCTBO

"IHy3ig"

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpaLinHoro noceig4yeHHs) (3MiHa agpecu
Ta HaMeHyBaHHSs 3asiBHMKa) (TepMiH BBEAEHHSA 3MiH NPOTArom 3-x
MicsaUiB nicns 3aTBepXeHHs1); 3miHu | Tuny - AaMiHicTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy MicLs NPOBaXXEHHS
nisinbHOCTI BUpOGHMKa/imnopTepa rotoBoro nikapcbkoro 3acooby,
BKIOMAUM AinbHULI BUNYCKy cepii abo MicLe npoBedeHHs
KOHTPOIO SIKOCTI. (QiNbHICTb, 3a SIKy Bignosigae
BMPOGHMK/iMNOpTEp, BKIOYaKYX BUMYCK Cepiit) (3MiHa
HaiMeHyBaHHS Ta agpecu MicLA NPOBaXeHHS QisrnbHOCTI
BMPOGHMKa roTOBOrO nikapcbkoro 3acoby, 6e3 amiHu micus
BMpo6HMUTBA) (TepMiH BBEAEHHSA 3MiH NPOTArom 3-x MicauiB micns
3aTBEPOKEHHS)

3a
peuernmom

UA/11769/01/01

16.

ALETUNCANIL
UINOBA
KUCNOTA

Tabnetku no 500 mr

Ne 10 y 6nictepax

NAT
"Ily6Hndapm

YkpaiHa

MAT "Ny6Hudapm”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpaLinHoro Noceig4eHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBEAEHHS 3MiH NPOTArom 6 -Tu MicsiuiB nicns
3aTBepAKEHHS); 3MiHM | Tuny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NpoBagKeHHS! AiANbHOCTI
BMPOOHMKa/iMnopTepa rotoBoro nikapcbkoro 3acoby, BKIoYaym
AiNbHWL BUMYycKy cepii abo micLe NpoBeAEHHst KOHTPOIO AKOCTI.
(misnbHicTb, 3a Ky BignoBiaae BUPOOHMK/iMNOPTEp, BKIHOYa4u
BUNYCK cepil) (3MiHa agpecu BUpobHuka, 6e3 3MiHn Micus
BMPOBHMLUTBA.(NeperiMeHyBaHHS Byn. [1eTpoBCbKOro Ha By-.
BapsiHkoBa) (TepMiH BBe4EHHSI 3MiH MPOTAroM 6-Tu MicsUiB nicns
3aTBEPOKEHHS)

be3
peuyenma

UA/5708/01/01

17.

AUUKNOBIP

Tabnetkn no 0,2 r no
10 TabneTok y
6nictepi, no 1 abo 2
onictepu B navui

AT "lekxim-
Xapkis"

Ykpaina

AT "Nekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHU | TUNY - BUNYYEHHS BUPOOHMWYOI AiNbHUL - BUNYyYEHHS
BMpo6HMKa AP| Matrix Laboratories Limited, India; amiHu | Tuny -
NoAaHHS HOBOTO cepTudikaTy BiANOBIQHOCTI Big HOBOroO
anbTepHaTUBHOrO BUPOBHUKaA; 3MiHU | TUNy - 3MiHK, NOB'A3aHI 3
HeobXigHICTIO NpuBeaAeHHs Y BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponevicbkoi hapmakonei, abo iHWOT HauioHanbHoi hapmakonel
nepxasu €C (3miHa y cneumdikaLisx, nos'szaHa 3i aMiHamu B Y,
abo €Bponeincobkin hapmakonei, abo iHLWiN HauioHanbHIN
dapmakonei gepxasu €C) - npuBeAeHHs crneumndikaLii KOHTPOI

3a
peuernmom

UA/6895/01/01
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
Lit0401 pevyoBMHM 0 BUMOT MoHorpadii EP
18. ALIMKNOBIP Tabnetkn no 0,2 in AT "Nekxim- Ykpaina AT "Nekxim-Xapkis" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: - UA/6896/01/01
bulk: no 3000 Xapkis" 3MiHN | TUNY - BUNYYeHHSA BUPOBHMYOI AiNbHUL - BUIyYeHHS
TabneTok y BMpo6HMKa AP| Matrix Laboratories Limited, India; amitu | Tuny -
KOHTeWHepax NnoAaHHs HOBOTO cepTudikaTy BiANOBIAHOCTI Big HOBOrO
nnacTMacoBux anbTepHaTUBHOrO BUPOOHMKa; 3MiHu | TUNy - 3MiHK, NOB'A3aHi 3
HeobXigHiCTIo NpuBeAeHHs y BiANOBIAHICTL Ao MoHorpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHWOT HauioHanbHoi hapmakonei
nepxasu €C (3miHa y cneumdikauisix, nos's3aHa 3i aMiHamu B Y,
abo €Bponeincbkin hapmakonei, abo iHLWiN HauioHanbHin
dapmakonei gepxasu €C) - npvBeaeHHs crneumndikaLii KOHTPOIo
[il0401 peyoBMHU Ao BUMOTr MoHorpadii EP
19. BEHOKCI Kpansi o4Hi, po34nH TOB "YHIME[, | Crnosaubk TOB "YHIME[ CrnoBaLlbka BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3a UA/12824/01/01
0,4 % no 10 mny PAPMA" a SAPMA" Pecnybnika 3MiHN | TUNY - 3MiHa HaMeHyBaHHS BUPOOHWMKa Ait040i Pe4YOBUHN peuenmom
KOHTenHepi- Pecnybnik
KpanenbHuui; no 1 a
KOHTEWHepy-
KpanenbHuLui B
KapTOHHiI kopooLi
20. BEPE3U 6pyHbKM MO 50 Ty MAT Ykpaina MAT "Ny6Hudapm” Ykpaina BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - bes UA/8273/01/01
BPYHbKU nayvkax 3 BHyTpiwHiM | "Ny6Hudapm” AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenma
nakeTom 3asBHUKa (BNacHUKa peecTpaLiiHoro Noceig4eHHs) (3amMiHa agpecu
3asBHUKa) (TepMiH BBEAEHHSI 3MiH NPOTArom 6 -Tu MicauiB nicns
3aTBepAKeHHS); 3MiHM | Tuny - AgmiHicTpaTuBHi 3miHW. 3miHa
HaliMeHyBaHHS Ta/abo agpecu Micusa NpoBafKeHHS! AiANbHOCTI
BMpOBHMKa/iMnopTepa roToBOro nMikapcbkoro 3acoby, BKYa4im
AinbHWU BUNYycKy cepii abo micue NpoBeAEHHsI KOHTPOIHO SKOCTI.
(misnbHicTb, 3a Ky BignoBiaae BUPOOHMK/iMNOPTEp, BKIHOYa4u
BUNYCK Cepiln) (3mMiHa agpecn BUpobHyKa, 6e3 3miHn micus
BMPOOHMLTBA.(NeperimeHyBaHHs Byn. MeTpoBCbLKOro Ha Byr.
BapsiHkoBa) (TepMiH BBe4EHHSI 3MiH MPOTAroM 6-Tu MicsUiB nicns
3aTBEPKEHHSA)
21. BEPNITIOH® Kancynu m'siki no BEPNIH-XEMI | HimeuuunH BEPIIH-XEMI AT, HimeuumHa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3a UA/6426/02/01
300 KAMCYNnU 300 wr, 15 kancyn y Al a HimeyumHa (Bunyck BUMPAaBIIEHHS TEXHIYHOT MOMUIIKN B TEKCTIi MapKyBaHHS peuenmom
6nictepi, mo 1 abo cepii); KataneHt
no 2 Gnictepis y HimeyuunHa
KapTOHHIN kopobui E6epbax mEX,
HimeyunHa
(BMpOBHMLTBO "in
bulk", koHTponb
cepin); Katanent
HimevuunHa
LWopHaopd MMm6X,
HimeyunHa
(nakyBaHHs1)
22. BEPO3 HacTovKa ans MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny - o 100 mn— UA/1632/01/01
nepoparbsHoro aKLioHepHe aKujioHepHe AgmiHicTpaTmBHi 3MiHu. 3MiHa HallMeHyBaHHs Ta/abo agpecu bes
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
3acTocyBaHHSA Mo TOBapWCTBO TOBapWCTBO 3asBHUKa (BNacHWKa peecTpaLiiHoro NocBigYeHHs) - 3miHa peuenma;
100 mn y 6aHkax, no "Bionik" "Bionik" HanMeHyBaHHA Ta agpecu 3asBHuka; 3miHu | Tuny - o 500 mn—
500 mn y nnswkax AamiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micus 3a
NpoBaXXeHHS AiAnbHOCTI BUPOBOHWKa/iMnopTepa rotosoro peuenmom
nikapcbkoro 3acoby, BKIHYa4u AinbHULI BUNycky cepii abo micue
nNpoBeAEeHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKy Bignosiaae
BMPOGHMK/IMNOpTEp, BKINOYAKUM BUMYCK CEPIlt) - 3MiHa
HanMeHyBaHHS Ta agpecu Micus NPoBafXeHHS AiANbHOCTI
BMpobHuka 13: 3miHa dhopMu BnacHOCTi BUPOOHMKa Ta 3miHa
IOPUANYHOT Ha haKTUYHY aapecy 3 NepenMeHyBaHHAM BYULY.
Micue BupoGHMLTBa HEe 3MiHUNOCL. 3MiHW | TUNY - AgMiHICTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy MiCLA NPOBaMKEHHS
LisnbHOCTI BUPOGHMKa (BKIOYakoum, 3a HeobXxigHoCTi, Micue
npoBeAeHHS KOHTPOMIO SKOCTi), abo BnacHvka macTtep-anna Ha
A®I, abo noctavanbHuka APl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BUPOGHMLTBI AP (AKLLO 3a3Ha4YEHO y AOCHE Ha NikapCbkuii 3acib)
3a BiACyTHOCTI cepTudpikata BignoBiaHOCTI €BpONenchKin
dapmakonei y 3aTBepgXeHoMy Aockbe, abo BUpoOHMKa HOBOI
[OMOMIXKHOI pe4OBUHU (SKLLO 3a3HaYeHO y AOCLE) - 3MiHa
HanMeHyBaHHS Ta agpecyu Micus NPoBafXeHHS AiANbHOCTI
BUpoGHMKa A®PI: 3miHa bopmm BnacHocCTi BUpOOHUMKa Ta 3MiHa
IOPUANYHOI Ha hakTUYHY aapecy 3 neperiMeHyBaHHAM BYTUL.
Micue BMpoBHMLTBA HE 3MIHUNOCh.
23. BETA30OH ma3sb no 15ry Tybax | ToBapucTtso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/14023/01/01
YNbTPA Ne 1 obmexeHoto BMPOGHMLTBA, 3 AkocTi. [oToBUIA nikapcbknii 3aci6. 3miHM y BUpoOHMLUTBI. 3aMiHa peuenmom
BignoBiganbHi KOHTPOIb SIKOCTI, abo BBeEHHs1 [OAATKOBOI AiNbHULI BUPOOHULITBA A4S YacTUHN abo
cTio BUWMYCK cepii: BCbOr0 BUPOBHNYOro NpoLiecy roToBOro fikapcbKoro 3acoby
"®apmaueBTn ToBapwucTBo 3 (AinbHUUSA, Ha AKin NpoBoAATECA ByAb-AKi BUPOOHMYI cTagii, 3a
YHa KOMMaHisi obMexeHo BUHSATKOM BUIMYCKY CEpiii, KOHTPOIO SIKOCTi, NEPBUMHHOIO Ta
"3popos's" BignosiganbHiCcTO BTOPWHHOIO NaKyBaHHS, ANsi HECTEPUIbHMX NiKapCbKnx 3acobis)
"®apmaueBTUYHa (BBeaeHHst foaaTkoBoi AinbHUL MIN® BupobHuka ToBapmcTBO 3
KOMMaHis obmexeHoto BianoBiganbHicTo "dapmMaueBTUYHa KoMnaHis
"3popos's”, "3popos's" (appeca: YkpaiHa, 08300, Kuiscbka 06n., M. Bopucnine,
YkpaiHa Byn. LUeyeHka, 6ya.100, nit. B-Il (kopnyc 4) BignosiganeHoi 3a yci
BCi cTagii BMPOBHWYI cTagii (y TOMy 4ymcni NepBMHHE Ta BTOPVMHHE MaKyBaHHS),
BUPOGHMLTBA, 3a BUHATKOM KOHTponto sikocTi N3 o 3aTBepaXeHoi AinbHuLi
BUNYCK cepii: MPI®CIA (uex ®XL|) TOB "®apmavleBTnyHa KOMNaHis
ToBapucTBO 3 "3popos's"(agpeca: YkpaiHa, 61013, m. Xapkis, Byn. LLleByeHka, 22)
obmexeHot (Bci cTapji BUpoBHULITBA, KOHTPOMb SKOCTI, BUMYCK cepii) CynyTHs
BiAnoBiganbHIiCTO 3MiHa - 3MiHu 3 gKocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHM y
"®apmaueBTUYHa BUPOGHMUTBI. 3amiHa abo BBeAeHHS AO4ATKOBOI AiNbHULL
KOMnNaHisi BMPOBOHMLTBA AN YacTUHK abo BCbOro BUPOBHMYOro npouecy
"3popos'sa”, roTOBOro MikapCbKoro 3acoby (QiNbHUUSA ANS BTOPUHHOIO
YkpaiHa nakyBaHHs1) - 3MiHu 3 gKocTi. [oToBMIA Nikapcbkuii 3aci6. 3miHn y

KOHTPOMb SIKOCTI:
ToBapucTBO 3

BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AinbHULL
BMPOBHMLUTBA AN YacTMHM abo BCbOro BUPOBHMYOro npolecy
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JliKapcbK0o20
3acoby

dopma sunyckKy

3asisHUK

Kpaina

Bupob6Huk

KpaiHa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliH
o020
noceidyeHHs1

06MeXeHo
BignoBiganbHICTO
"®APMEKC I'PYyI",
YkpaiHa

roTOBOrO fiKapCbKOro 3acoby (AinbHUUA ANS NepBUMHHOTO
nakyBaHHs1) (BBeAEHHS1 foaaTkoBoi AinbHuui MI1® BupoGHMKa
ToBapucTBO 3 06MeXeHo BianoBiganbHicTo "dapmaueBTuyHa
KomnaHisi "3popos's” (agpeca: YkpaiHa, 08300, Kuiscbka 06n., M.
Bopucnins, Byn. LesyeHka, 6ya.100, nit. B-1l (kopnyc 4)
BiANOBiAanbHOI 3a yci BUPOGHMYI cTagii (y TOMY Yncni nepBuHHe Ta
BTOPVHHE NaKyBaHHS), 3@ BUHATKOM KOHTponto sikocTi 113 go
3ateBepaxeHoi ainbHnui MPN®CIA (uex ®XL) TOB
"®apmaueBTnyHa komnaHis "3gopos'a”(agpeca: Ykpaina, 61013, m.
Xapkis, Byn. LLleBueHka, 22) (Bci cTagii BUApOBGHMLTBA, KOHTPOIb
SKOCTi, BUNYycK cepii); 3miHn | Tuny - 3miHn 3 skocTi. [oToBmn
nikapcbkui 3aci6. 3MiHn y BUpo6HMLTBI. 3MiHa iMnopTepa/amiHu,
LLIO CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo gogaBaHHA AiNbHULI, Ha SIKin
3[iNCHIOETLCS KOHTPONbL/BUNPOBYBaHHSA cepii) (BBeAEHHS
noaaTtkoBoi AinbHU IM13: ToBapucTBo 3 06MEXeHO
BignosiganesHicTio "®APMEKC IM'PYTI1", YkpaiHa (KOHTpOnb sIKOCTi)
(TepMiH BBEAEHHSA 3MiH NPOTAroM 3-x MicauiB nicns
3aTBepakeHHs); 3MiHu | Tuny - 3MiHM 3 sikocTi. FOTOBMI NikapcbKui
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOIO SAKOCTi FOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHW) (BBEAEHHSI 4OAATKOBOI AiNbHUL
MIN® BnpobHrka ToBapucTBO 3 06MEXEHOI0 BiAMOBIAANBHICTIO
"®apmaueBTUYHa KomnaHis "3gopos's" (agpeca: Ykpaina, 08300,
Kuiscbka o6n., M. Bopucninb, Byn. LWesyeHka, 6ya.100, nit. B-lI
(kopnyc 4) BignoBiganbHoi 3a BUMYyCK cepii A0 3aTBEepKEHOT
ainbHuui MPIT®CIA (uex ®XLI) TOB "®apmaueBTyHa KOMMaHis
"3popos's"(agpeca: YkpaiHa, 61013, m. Xapkis, Byn. LLleByeHka, 22)
(BCi cTagii BUpoBHMLTBA, KOHTPOMb SKOCTi, BUMYCK Cepii)

24.

BIOCENT 70

pO34uH Ans
30BHILUHLOIO
3actocyBaHHs 70%
no 100 mny
hnakoHax abo
6aHKax

TOB
"YKkpaiHcbka
dapmaueBTmy
Ha KomnaHis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapuUCTBO

"Bionik"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHuX MmaTepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BkIoYaum AinbHWLI BUNycKy cepii abo micue
npoBeEeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTep, BKIOYaKYX BUMYCK Cepiit) (3MiHa
HanMeHyBaHHS Ta aApecyu Micus NpoBafXeHHS AiANbHOCTI
BUpOoGHuKa MM3: 3miHa hopmum BnacHocTi BUPOGHMKa Ta 3MiHa
IOPUANYHOI Ha hakTUYHY aapecy 3 neperiMeHyBaHHAM BYNUL.
Micue BupobHuUTBa He 3MiHWUMOCk); 3MiHu | Tuny - AgMiHicTpaTMBHI
3MiHU. 3MiHa HaliMeHyBaHHs1 Ta/abo agpecy 3asiBHMKa (BNacHWKa
PeECTpaLinHOro NocBigYeHHs ) (3mMiHa agpecu 3asiBHUKA)

3a
peuernmom

UA/13166/01/02

25.

BOPHA
KUCNOTA

PO34MH Ans
30BHiLLHLOIO
3aCTOCYBaHHS,
cnupToBui 3 % no
25 mn y conakoHax

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
AamiHicTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpPOBaXXeHHS AiAnNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKMYa4u AinbHULI BUNycky cepii abo micue
NpoBEeEHHS KOHTPOIO SIKOCTI. (AisSNbHICTb, 3a AKy BiAnoeiaae
BMPOGHMK/iMNopTep, BKIOYaKYX BUMYCK cepiit) (3MiHa

6e3
peuenma

UA/6275/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Howmep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
HaliMeHyBaHHS BUPOGHMWKa (NpUBEAEHHS Y BiANOBIOHICTb [0 3aKOHY
Ykpainn «po akuioHepHi ToBapuctea» Big 17.09.2008 poky Ne514-
VI (BAT/BAT Ha MpAT/TIAT) Ta npuBeaeHHs MiCLEe3HaXOOXXEHHS Y
BignoBigHicTb Ao JiueHsii Ha BUPOGHMLTBO (3MiHa FOPUANYHOI
agpecu Ha akTuyHy agpecy) (TepMiH BBeAEHHS 3MiH NpPOTArom 3-X
MicsaUIB Micnsa 3aTBepAKeHHs); 3MiHu | Tuny - AaMiHicTpaTuBHI
3MiHW. 3MiHa HanMeHyBaHHsi Ta/abo agpecy 3asiBHVKa (BrnacHuKa
peecTpauinHOro NocBiAYeHHs) (3MiHa HaMeHyBaHHS 3asBHVKa Y
3B’53Ky 3 NpMBEAEHHAM Y BiANOBIAHICTb A0 3akoHy YkpaiHn «[lpo
akuioHepHi ToBapucTaay Big 17.09.2008 poky Ne514-VI (SAT/BAT
Ha MpAT/MNAT)
26. BPOMIEKCUH- | Tabnetku no 8 mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: bes UA/5902/01/01
OAPHULA 10 TabneTtok y "®dapmaueBTu "®apmaueBTUYHa 3MiHu | TUNy - BBeAEHHS abo 3MiHM 0 y3aranbHeHUX AaHuX Npo peuyenma
KOHTYPHIl YHa cbipma dipma "JapHunua" cuctemy cbapmakoHarnsagy (BKNoYarum KOHTaKTHI AaHi) Ta/abo
YapyHKOBIN "ONapHuus" 3MiHM Y pO3MiLLeHHI MacTep-danna cucteMmu apmakoHarnsgy
ynakosui; no 5
KOHTYPHMUX
YapyHKOBMX
yMakoBOK y nadui; no
10 TabneTok y
KOHTYPHMUX
YapyHKOBMX
ynakoBkax; no 20
Tabnetok y
KOHTYPHMUX
YapyHKOBMX
ynakoBKax
27. BYTALIOH masb, 0,05 r/1 rno BAT "lepneoH YropwuHa BAT "l'eneoH YropuuHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | Tuny: 3miHm 3 be3 UA/6864/01/01
20 ry Ty6ax Ne 1 Pixtep" PixTep" sKkocTi. [oToBMI Nikapcbkuin 3aci6. KOHTponb roToBOro nikapcbkoro peuenma

3acoby. 3miHa napameTpiB cneuudikaLinn Ta/abo [ONyCTUMUX MEX
roTOBOrO fikapCbKoro 3acoby (AonoBHeHHs abo 3amiHa NokasHuKa
crneundikauii 3a pedynbTatamu gocnigkeHb 3 6e3nekun abo AKOCTi
(3a BUHATKOM nikapcbkux 3acobiB GionoriyHoro/iMmyHonoriYHoro
NOXOXEHHS)(OONOBHEHHS cneumdikaLii 3a noka3HUkoM « CTOPOHHI
OOMiLLKny ifeHTudikauieto HoBoto aomiwkoto (RTT = 0,2,
ineHTudikoBaHa sk H-6yTUnTapTpoHoBa kocrnota MoHo N,N'-
MoHoaudeHinrigpasuna); 3miHn | Tuny: 3miHum 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpPobyBaHHSA roTOBOrO fikapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBepAKeHNX MeTofax BUNpobyBaHHs )(He3HauHi 3MiHun 4o
3aTBEPAKEHNX METOAIB BUNPOOYyBaHHS 3a NOKasHMUKaMu:
«lpeHTudikauisy», «KinbkicHe BU3Ha4eHHs1», « OQHOPIAHICTbY,
«Maca HanoBHeHHs» Ta «pH»); 3miHu | TMny: 3miHK 3 sKOCTi.
[oToBWI Nikapcbkui 3aci6. KoHTponb roToBOro nikapcbKoro 3acooy.
3miHa napameTpiB cneuudikaui Ta/abo 4onyCTUMUX MEX FOTOBOIO
nikapcbkoro 3acoby (BHeCEeHHs 3MiH 0 AOCHE MiCNA OHOBMEHHS
3aranbHOI CTaTTi Ha roToBY NiKapcbKy dopmy y IPY/EBponenchbkin
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JliKapcbK0o20
3acoby

dopma sunyckKy

3asisHUK

Kpaina

Bupob6Huk

KpaiHa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliH
o020
noceidyeHHs1

dapmakonei)(npvBeaeHHst cneumdikaLii 3a NoKa3HUKOM
«MikpobionoriyHa unctoTa» y BignoBigHicTe 4o BuMor EP); 3miHu |
Tuny: 3MiHW 3 siKoCTi. FOTOBMIA Nikapcbkuid 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpiB cneundikauin
Ta/abo [oMyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (3BY>KEHHS
AONYCTUMUX MEX)(3BYXXEHHSA AoMYyCTUMUX Mex cneundikauii 113 3a
nokasHukamu «KinbkicHe BU3HAYEHHsI» fit040i pevoBMHN Ta
KOHCepBaHTY); 3MiHu | Tuny: 3MiHK 3 siKoCTi. FOTOBMI NikapcbKuii
3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roToBOro nikapcbkoro 3acoby (3miHa B ymoBax
30epiraHHsi roTOBOro nikapcbkoro 3acoby abo nicnsi
PO34MHeHHs/BiAHOBNEHHS )(NpBeAeHHs ymoB 36epiranHs 113 oo
KepiBHULTBa Nno BMNpobyBaHHo ctabinsHocti CPMP/QWP/122/02,
rev 1 Ta 4O KepiBHULITBA 3 AeKIapyBaHHs yMOB 36epiraHHs
nikapcbkux 3acobis CPMP/QWP/609/96/Rev 2) (TepMiH BBeAeHHS
3MiH NpoTsiroM 3-x MicsiuiB nicnsi 3aTBepaXeHHs); 3MiHu | Tuny -
3MmiHu 3 gkocTi. FoToBuUK nikapcbkui 3aci6. CtabinbHicTb. 3miHa y
TepmiHax npuaaTHoCcTi abo ymoBax 36epiraHHs rOTOBOrO
nikapcbkoro 3acoby (3MeHLLeHHS TEpMiHY NpMAATHOCTi FOTOBOrO
nikapcbKkoro 3acoby) - [1ns TOProBoi yNakoBKV 3MEHLLEHHSI TEPMiHY
NpVAATHOCTI rOTOBOrO MikapcbKkoro 3acoby (3 5-1n go 3-x pokiB)

28.

BAIEPIAHA

HacTovka ans
nepoparnsHoro
3acTocyBaHHs no 25
My dornakoHax-
KpanenbHUUax

NAT
"Ily6Hndapm

YkpaiHa

MAT "Ny6Hudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
3asBHUKA (BracHUKa peecTpaLinHoro Noceig4eHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBEAEHHS 3MiH NPOTArom 6 -Tu MicsiuiB nicns
3aTBepAKeHHS); 3MiHM | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaniMeHyBaHHA Ta/abo agpecu Micus NpoBagXXeHHS AiNbHOCTI
BMPOOHMKa/iMnopTepa rotoBoro nikapcbkoro 3acoby, BKIoYaym
AiNbHWL BUMYycKy cepii abo micLe NpoBeAEHHsSt KOHTPOIIO AKOCTI.
(misnbHiCTb, 3a AKy BigNOBiAae BUPOOHMK/iMMOPTEp, BKITHOYA4M
BUNYCK cepil) (3MiHa agpecun BUpoBHuKa, 6e3 3MiHK Micus
BMPOBHMLUTBA.(NeperiMeHyBaHHS Byn. [1eTpoBCbKOro Ha By-.
BapsiHkoBa) (TepMiH BBe4EHHS 3MiH MPOTAroM 6-Tu MicauiB nicns
3aTBEPOKEHHS)

6e3
peuenma

UA/5387/01/01

29.

BAJEPIAHU
HACTOUKA

HacTovKa Ans
nepopanbHOro
3acTocyBaHHs rno 50
MmNy donakoHax
cknsiHnx abo no 25
My donakoHax
noniMepHux,
YKynopeHi
npobkamu-
KpanenbHUUsAMY Ta
KpyLLKaMKn
noniMepH1UMmn

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"Bionik"

Ykpaina

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"Bionik"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaKeHHS AiAnbHOCTI BUPOOHWKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BkIoYaum AinbHWLI BUNycKy cepii abo micue
NpoBeEHHS KOHTPOI SIKOCTI. (AisSNbHICTb, 3a AKy BiAnoeiaae
BMPOGHMK/iMNOpTEp, BKIOYAKYM BUMYCK Cepilt) (3MiHa
HalMeHyBaHHS Ta afpecu Micus NPoBafXeHHS AiANbHOCTI
BUpoGHuMKa MM3: 3miHa hopmum BnacHocTi BUpoGHMKa Ta 3MiHa
IOPUANYHOI Ha (baKTUYHY agpecy 3 NneperMeHyBaHHSAM BYnuLi.
Micue BMpobHuUTBa He 3MiHWUMOCk); 3MiHu | Tuny - AgMiHicTpaTMBHI
3MiHN. 3MiHa HallMeHyBaHHs1 Ta/abo agpecy 3asiBHMKa (BNacHWKa
peecTpaLinHOro NocBig4eHHs) (3MiHa agpecu 3asBHuKa); 3MiHu |
Tuny - AgmiHicTpaTuBHI 3miHW. 3MiHa HaiMeHyBaHHSA Ta/abo agpecu

bes3
peuenma

UA/8098/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
MicLi NPOBaAXeHHs AianbHOCTI BUPOBOHYMKa (BKMOYaoum, 3a
HeobXiQHOCTI, MiCLie NPOBEAEHHS1 KOHTPOIO SIKOCTi), abo BrnacHuka
macTep-canna Ha AP, abo noctayanbHuka API/BuxigHOro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BMPOBHMLUTBI ADI (SKLLO 3a3HaYeHO y AOCbE Ha NikapCbkuii 3acib)
3a BiACYTHOCTi cepTudikaTta BiAnoBiAHOCTI EBPONENCHKIN
dapmakonei y 3aTBepgXeHoMy Aockbe, abo BUpoOHMKa HOBOI
[OOMOMDKHOI PEYOBUHM (SIKLLO 3a3HAYeHO Y AOChE) (3MiHa
HanMeHyBaHHS Ta agpecu Micus NPoBafXeHHS AiANbHOCTI
BUpo6HMKa AP| EkcTpakTy 3 nikapcbKoi pOCNIMHHOT CUPOBUHM -
3MiHa OpMM BrIACHOCTi BUPOBHMKa Ta 3MiHa IOPUANYHOI Ha
akTU4Hy agpecy 3 nepenmeHyBaHHSAM Bynuui. Micue
BMPOBGHMLUTBA HE 3MiHUIOCH)
30. BAJIEPIAHU HacTomnka ans TOB "OKI YkpaiHa TOB "OKnN YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - bes3 UA/3505/01/01
HACTOMKA nepoparnbHoro "®apmaueBTu "®apmMaueBTUYHa AaMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpPOBHWYOT AinbHUUI peuenma
3acTocyBaHHsi No 25 | 4Ha dabpuka" cabpuka" (Bkntovatoum ainbHuui ans A®l, npomixxHoro npogykTy abo rotoBoro
M y donakoHax abo nikapcbKoro 3acoby, AinbHULI AN NPOBEAEHHS NaKyBaHHS,
no 25 mn y donakoHi BMPOGHMKa, BiAMNoBiAanbHOro 3a BUMYCK Cepiid, MicLie NpoBeAeHHS
B navui KOHTpOro cepii) abo noctayanbHyKa BUXiQHOrO matepiany,
peareHTy abo JONOMIKHOT Pe4OBMHM (SKLLO 3a3HAYEHO Y AO0ChE)
(BUNyYeHHS BUPOBOHMYOT AiNbHULI rOTOBOrO NikapCbKoro 3acoby Ta,
AK HAacMigoK, BUyYeHHs! MapKyBaHHS Ans AiNbHUL roTOBOro
nikapcbkoro 3acoby TOB «[KI «PapmaueBTuyHa dabpukay
Ykpaina, 10014, m. 2Kutomup, Byn. JlepmMoHTOBCbKA, 5)
31. BOBYYIr HacTolka ans MNAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx mMaTepianis: be3 UA/5465/01/01
nepoparbsHOro "Ny6Hnbapm" 3MiHM | TUMY - 3MiHa B ymoBax 36epiraHHsi roTOBOrO flikapCbKOro peuenma
3acTocyBaHHSs Mo 3acoby; 3MiHu | TUNY - 3MiHK 3 sIKOCTi. [OTOBMIA Nikapcbkuii 3acib.
100 mn y cpnakoHi 3 Onwc Ta cknag (iHwWi 3MiHK) - BHECEHHS 3MiH B . "Onuc" Ta 3miHu B
npobkoto- IHCTPYKUIT ANS MeAMYHOro 3aCToCyBaHHS y po3ainu «Jlikapcbka
KpanensHuueto, no 1 dopma» Ta BiANOBIAHI 3MiHW B TEKCTi MapKyBaHHS yNakoBOK
dnakoHy y nauui 3
KapToHY
32. FEAEPUH masb no 20 r y 6aHui TOB "OKN YkpaiHa TOB "OKM YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - be3 UA/11790/01/01
MA3b Ne1 "®apmaueBTn "®apmMaueBTnYHa AAMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUPOGHMYOT AinbHULI peuenma
YHa cabpuka" dabpuka" (Bkrtovatoun ginbHudi ona A®l, npomixHoro npogykty abo rotoBoro
nikapcbkoro 3acoby, AiNbHUL ANs NPoBeAEeHHS NaKyBaHHS,
BMPOGHMKa, BiAMNoBiaanbHOro 3a BUMYCK Cepiid, MicLie NpoBeAeHHS
KOHTpOIO cepii) abo nocTayanbHyKa BUXIQHOTO maTepiany,
peareHTy abo [ONOMIXKHOT PEHOBUHM (SIKLLO 3a3Ha4YeHO Y JOCbE)
(BUNYYEHHS BUPOBOHMYOT AiNbHULI rOTOBOro Nikapcbkoro 3acoby Ta,
SIK HACNIAOK, BUIyYEHHs! MapKyBaHHs Ans AiflbHULL rOTOBOro
nikapcbkoro 3acoby TOB «[KIM «®PapmauesTuyHa dabpurkar
Ykpaina, 10014, m. XKutomup, Byn. JlepMOHTOBCbKa, 5)
33. FENAPWUH- PO34UH ANS iH'eKuin, MpAT "lMo YkpaiHa MpAT "lMo YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/8275/01/01
IHOAP 5000 MO/mn no 5 BUPOGHULTBY BUPOGHMLUTBY 3MmiHm |l Tuny - 3miHa y meTogax BUNpobyBaHHSA roToBOro peuernmom
mn (25000 MO) y iHCyniHIiB iHcyniniB "lHaap” nikapcbKkoro 3acoby (cyTTeBa 3miHa y
cdnakoHi, no 1, abo "lngap" GionoriyHomy/iMyHONOriYHOMY/iMyHOXIMIYHOMY MeTOZi




14

[IponoBxeHHs nonarka 3

Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
5, abo 100 BMNpobyBaHHA abo MeTofi, y AKOMY BUKOPUCTOBYETLCS BionorivyHunii
hbnakoHiB y naui; peareHT, abo ix 3amiHa, abo Gionori4Horo npenapary NOPIBHAHHS
no 10 mn (50000 (cTaHpgapTHOro npenapary), Lo He 3a3Ha4YeHUI y 3aTBEPHKEHOMY
MO) y cpnakoHi, no 1 npoTokoni) - MeToamKa BUNpobyBaHHSA 3a p. « KinbkicHe
dnakoHy B navui BU3HAYEHHSA» NPUBOAMTLCSA Y BiANOBIAHICTb A0 Bumor Y 2.7.5.
34. FENAPUH- PO34MH Ans iH'ekuin, MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: - UA/12799/01/01
IHOAP 5000 MO/mn in bulk BMPOGHMLTBY BMPOGHMLUTBY 3MmiHm |l Tuny - 3miHa y meTogax BUnNpobyBaHHSA roToBOro
Ne 100: no 5 mn iHCyniHIiB iHcyniHiB "lHaap" nikapcbkoro 3acoby (cyTTeBa 3miHa y
(25000 MO) abo no "Inpap"” GionoriyHomy/iMyHonoriYyHoMy/iMyHOXIMIYHOMY MeToai
10 mn (50000 MO) y BMNpobyBaHHsA abo MeTogi, y SKOMY BUKOPUCTOBYETLCS BionorivyHui
dnakoHi; no 100 peareHT, abo ix 3amiHa, abo 6ionoriyHoro npenapaTty NopiBHAHHS
dnakoHiB y kopobi; (cTanpapTHOro nNpenaparty), WO He 3a3HaveHnin y 3aTBepAKeHOMY
in bulk Ne 200: no 5 npoTokoni) - MeToamka BUNpobyBaHHS 3a p. « KinbkicHe
mn (25000 MO) abo BM3HAYeHHs» NPUBOAMTLCA Y BIANOBIAHICTL A0 BuMor dY 2.7.5.
no 10 mn (50000
MO) y donakoHi; no
200 dhnakoHris y
Kopobi
35. FENAPUHOBA ma3b no 25 r y Tybax TOB "[OKIN YkpaiHa TOB "OKnN YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - bes UA/6719/01/01
MA3b Ne 1y navui "®apmaueBTn "®apmaueBTnyHa AaMiHicTpaTuBHI 3MiHW. BunyyeHHsa BUPOBHWYOT AinbHULI peuenma
YHa habpuka" cabpuka" (Bkntovatoum ainbHuui ans A®l, npomixxHoro npogykTy abo rotoBoro
nikapcbkoro 3acoby, AinNbHULi ANs NPoBeAEeHHS NakyBaHHS,
BMpo6HMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepii, MiCLle NPOBEAEHHS
KOHTpOro cepii) abo noctayanbHKKa BUXiQHOrO matepiany,
peareHTy abo [OMNOMIXKHOI PEYOBUHM (SIKLLO 3a3Ha4eHO Y JOChE)
(BUNYYeHHS BUPOOHMYOT AiNbHULI rOTOBOrO Nikapcbkoro 3acoby Ta,
AIK HAacMifoK, BUNYYEeHHs! MapKyBaHHs Ans AiNbHUL roTOBOro
nikapcbkoro 3acoby TOB «[KIM «®PapmaueBTuyHa dabpukar
Ykpaina, 10014, m. 2Kutomup, Byn. JlepMOHTOBCbKa, 5)
36. rniunH- TabneTku ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHy X MaTepianis: 3miHu | Tuny - be3 UA/15153/01/01
300POB'A cybniHreanbHi no obmexeHoto obmexeHoto ApMiHicTpaTuBHI 3MiHW. 3MiHa kogy ATX (3MiHM JO IHCTPYKUIi Y peuenma
100 mrno 10 BignoBiganuHi BignoBiganbHicTO po3ain ®apmakoTepaneBTUYHa rpyna, BianoBiaHO A0
TabneTok y 6nictepi; cTio "®apmaueBTUYHa knacudikaTtopa kogis ATC BOO3) (TepMiH BHECEHHS 3MiH
no 5 Gnictepis y "®apmaueBTn KOMnNaHis npoTarom 3-x MicaUiB NiCNsa 3aTBEPXEHHS)
KOpoOLi 3 KapTOHY; YHa KOMMNaHisi "3popos's"
no 30 TabneTok y "3gopos's"
6nicTepi; no 1
onictepy y kopobui 3
KapToHY
37. rMIOKO3A PO34UH ANS iH'eKUin MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/6525/01/01
40% no 10 mn, 20 AamiHicTpaTuBHi 3MiHu. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micua | peuyenmom

M B amnynax Ne 5,
Ne 10 y nayui, Ne
5x1, Ne 5x2 y
Gnictepax B nayui

NpoBaKeHHS AisnbHOCTI BUpOOHWKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKIHOYa4u AinbHULI BUNYCKy cepii abo micue
NpoBeeHHS KOHTPOJSTO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTEp, BKIOYaKUM BUMYCK cepiit) (3MiHU y aapeci
MiCList BNPOBaMKEHHA AisNbHOCTI — MpuBeaeHHs iHdhopMaldii, wo
MICTATb peecTpauiviHi MaTepianu 4o 3a3HadveHoi y niueHsii Ha




15 [IponoBxeHHs nonarka 3
Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
BUPOOBHMLTBO J13, Ae BkazaHO: MiCLIe3HaX04KEHHS IOPUANYHOT
ocobu: YkpaiHa, 04080, m. Kuis, Byn. ®pyHse, 63 micue
BMpoBafXeHHs AianbHocTi: Ykpaina, 04080, m. Kuis, Byn. ®pyHse,
74. BupobHuya dinbHWUS, agpecy SKoi 3MiHEHO, Ta BCi BUPOOHWMI
onepaLlii 3anvwaTbca He3MiHHUMK) (TepmiH BBEAEHHS 3MiH
npoTarom 3-x MicAuiB nicns 3aTBepaxeHHs); 3MiHu | Tuny - 3MiHn
wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHun)
(3miHa rpadpiuHmx 306paxeHb NePBMHHOT Ta BTOPUHHOI YNakoBOK Ha
TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPMHHOI ynakoBok) (TepMiH
BBEAEHHS 3MiH NPOTArom 3-x MicsLiB Micnsa 3aTBepAXeHHS); 3MiHu |
Tmny - 3MiHK 3 gKkocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3mMiHa po3Mipy ynakoBKu
roTOBOrO fikapCbKOro 3acoby (BMNy4YeHHS yNakoBKW NEBHOO
po3mipy) (Buny4YeHHs amnyn 6e3 kinbusi 3namy abo 6e3 Touku
BiAnomy 3 BignosigHMMu 3amiHamu y p. "Ynakoska". Takox npu
ynakoBLi amnyn B NayKy BUMYYEHO BKMaAaHHA HOXIB aMMynbHUX
KepaMiyHmx abo AUCKIB PiKyYMX KepaMivHnX)
38. rPUNNOCTAA cnpev HasanbHWUiA, CTAOA Himeyumn CTAOA Himeyumna BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/3090/01/01
® PUHO 0,1%, po34ynH 0,1 % no 10 ApuHanmitTen a ApuHanmitTens Al 3MiHu | Tuny - nogaHHst oHoBneHoro CEP ansa A®I kcunomeTtasoniHy peuenma
HA3AJIIbHUN My donakoHi 3 b Al rigpoxnopuay Bif BXe 3aTBEPAXXEHOro BUpOGHMKA 3i 3MiHOK Ha3BM
CMPEN aBTOMaTUYHUM BUpobHuka/BnacHuka CEP, 6e3 3miHu agpecy BUpOOHULTBA; 3MiHM |
nynbBepu3aTopom Tuny - nogaHHs Hosoro CEP anst A®| kcunomeTasoniHy
Ta HasanbHUM rigpoxnopuay BiA HOBOro BUPOOHWKa 3i BCTAHOBMEHHAM TEPMiHY
HaKOHEYHMKOM; Mo 1 30epiraHHs Ha 60 micsauiB
dnakoHy B
KapTOHHiIN kopobui
39. AEKCA- pO34uH ANns iHekuinn, | ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiH1X maTepianis: 3a UA/15314/01/01
300POB'A 25 mr/Mnno 2 mn B obmexeHoto obmexeHoto 3miHu | TMNY - 3miHa y napameTpax cneuudikauin Ta/abo peuernmom
amnynax Ne 5 (5x1); BignoBiganbHi BiAnoBiganbHICTO [OMyCTUMUX MEX, BU3HaYeHUX y creundikauisx Ha Adl, abo
Ne 10 (5x2); Ne 10 CTIo "®apmMaueBTnYHa BMXiAHUIA/NPOMIXXHWI NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
(10x1) y bnictepax B | "dapmaueBTtu KOMnaHis npoueci BupobHuuTea AP| (qonoBHeHHs cneuwmdikaLii HoBUM
kopo6bui; Ne 5, Ne 10 YHa KOMMaHis "3popos's" NOKa3HUKOM SAKOCTi Ta BiAMOBIAHMM METOAOM BUNPOBYBAHHS); 3MiHN
B KOpoO6LUi "3popos's" | Tuny - a3miHa napameTpiB cneuudikauin Ta/abo [ONYCTUMUX MEX
roTOBOro MikapcbKoro 3acoby (iHLWi 3MiHW); CynyTHsi 3MiHa: 3MiHa y
MeTofax BUNpobyBaHHsi rOTOBOrO MikapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBepKEHNX MeTofax BUNPoBbyBaHHS)
40. OENPUBIT TabneTku, BKPUTI MNAT YkpaiHa MAT "KuniBcbkuin YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: be3 UA/6967/01/01
nniBKOBOO "KuiBcbkun BiTaMiHHUIA 3aBoA" 3MiHuM | TUNY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuenma
obornoHkoto, no 60 BiTaMiHHWUIA dapmakoHarnsgy - 3amiHa rpadpiqyHoro 306paxeHHst Ha TEKCT
mr no 10 TabneTok y 3asopa” MapKyBaHHs. BBeaeHHs1 3MiH npoTsArom 3-x MmicsiliB nicna

6nictepi; no 3
6nictepu B nayui

3aTBepAXeHHS; 3MiHuM | TUNy -3MiHa napameTpis cneundikauin
Ta/abo [oMyCTUMMX MEX FOTOBOTO Nikapcbkoro 3acoby; 3amiHu | Tuny
- 3MiHa y MeToAax BUNpobyBaHHSA roTOBOroO fikapCbKoro 3acoby
(oHOBREHHSA npoLeaypy BUNPOOyBaHHS AN NPUBEAEHHS Y
BignoBigHicTb 3i 3MiHeHoto 3aranbHoto ctatTeto Y abo
€Bponeiicbkoi hapmakonei); 3MiHu | Tuny - 3MiHa napameTpis
cneundikaui Ta/abo JoNyCTUMUX MEX rOTOBOTO JTiKAPCbKOro
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
3acoby (BMYyYeHHst HE3HAYHOrO MokasHWKa (Hanpuknag
3acTapiforo nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTuUgikavis GapBHUKIB Yn cMakoBUx o6aBoK)); 3MiHu | Tuny -
3MiHa y MeToaax BUnpobyBaHHA rOTOBOTO MikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpPIKEHUX MeToAax BUNPOOyBaHHS); 3MiHN
Il TMNy - 3MiHa BUpOGHUKa BUXIAHOTO/MPOMIXKHOTO
NPOAYKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpoOHUKa (BKMoYatoum, e HeobxigHo,
MicLie npoBeAeHHs KOHTporto skocTi) AdI (3a BiACYTHOCTI
cepTudpikaTa BignoBigHoCTi E€Bponeiickkini hapmakonei y
3aTBepAKeHOMY A0CbE)(BBEAEHHSI HOBOrO BUPObHMKa AdI 3
HagaHHAM macTep-danna Ha ADI) - BBeAeHHSA anbTepHaTUBHOIO
BMpo6HMKa cybcTaHuii 3Bipoboto ekcTpakty 0,5 %
41. ANKNO®EHAK | po3unH ans iH'ekuin MAT Ykpaina MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/5713/01/01
HATPIIO 2,5% no 3 mnB "Ny6Hncbapm" AamMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
amnynax Ne5, Ne10 3asiBHUKA (BnacHWKa peecTpaLinHoro noceig4yeHHs) (3MiHa agpecu
(5x2), Ne100 (5x20) 3asBHUKa) (TepMiH BBEAEHHS 3MiH NPOTArom 6 -Tu micauiB nicns
y brictepax y nayui 3aTBepAKeHHS); 3MiHM | Tuny - AgmiHicTpaTuBHi 3miHW. 3miHa
HaliMeHyBaHHS Ta/abo agpecu Micusa NpoBagKeHHS AiANbHOCTI
BMpo6HMKa/imnopTepa rotToBOro nMikapcbkoro 3acoby, BKM4auu
AiNbHWL BUMYycKy cepii abo micue NpoBeAeHHst KOHTPOIIO AKOCTI.
(misnbHicTb, 3a AKy BignoBiaae BUPOOHMK/iMNOPTEp, BKIHOYa4u
BUNYCK Cepiln) (3MiHa agpecn BUpobHyka, 6e3 3amiHn micus
BMPOBHMLUTBA.(NeperiMeHyBaHHs Byn. [1eTpoBCbKOro Ha ByIT.
BapsiHkoBa) (TepMiH BBe4EHHSI 3MiH MPOTSAroM 6-Tu MicsUiB nicns
3aTBEpPOXKEHHS)
42. OUMEOPON PO34uH ANs iH'eKuin TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiH1X maTepianis: 3a UA/8514/01/01
1%no1mnB "XapkiBcbke "®apmaueBTuiHa 3MiHM | TNy - BUNYyYeHHS BUPOOHUYOI OinbHULI (BKIOYa4M peuenmom
amnynax Ne 10 y dapmaueBTny KOMMaHis AinbHUUi Ans A®l, npomixkHoro NpoaykTy abo roToBoro MikapcbKoro
kopobui; Ne 10 He "3popos's”, 3acoby, AinbHULI Ans NpoBeAEeHHS NaKyBaHHs1, BUPOOHWKa,
(5%2); Ne 10 (10x1) y | nignpuemcTtBo YkpaiHa (Bci cTagii BiANOBIAANbLHOro 3a BUMYCK cepill, MicLie MPOBEAEHHSI KOHTPOIO
Gnictepax y kopobui "3p0opoB'a BMPOBHMLTBA. cepii) abo nocTayanbHUKa BUXiQHOTO MaTtepiany, peareHTy abo
Hapoay" KOHTPOMb SIKOCTi); [OOMOMDKHOT PEYOBUHU (SIKLLLO 3a3HAYEHO Y AOChE) - BUMYYEHHS
TOB "XapkiBCbke anbTepHaTUBHOro BUpobHMKa ADI
dapmaueBTU4He
nignpueMCcTBO
"3popos's Hapoay",
YkpaiHa (Bci cTagii
BUPOGHMLTBA,
KOHTPOIb SKOCTI,
BUWMYCK cepii)
43. amniPMOAMO PO34uH ANs iH'eKuin MNAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/6555/01/01
n 0,5% no 2 mn B "Ty6Hucbapm" AamMiHicTpaTmBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus | peyenmom

amnynax
Ne 5, Ne 10 (5x2) y
Gnictepax

NpPOBaXXeHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKMYa4u AinbHULI BUNycky cepii abo micue
NpoBeEHHS KOHTPOIO SIKOCTI. (AisNbHICTb, 3a AKy Bignoeiaae
BMPOGHWK/IMNOpTep, BKINOYaK4m BUNYCK cepilt) (3mMiHa agpecu
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
BUPOGHKKa, 6e3 3MiHM Micusa BUpOBHUUTBA.(NepeiMeHyBaHHS BYI.
MeTpoBcbkoro Ha Byn. bapeiHkosa) (TepmiH BBEAEHHS 3MiH
npoTarom 6-Tu micauiB nicna 3aTBepaXeHHs); 3MiHn | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
3asBHUKA (BNacHUKa peecTpaLinHoro Noceig4eHHs) (3MiHa agpecu
3asBHuKa) (TepMiH BBEAEHHSI 3MiH NPOTAroM 6 -Tu micauiB nicns
3aTBEpPAKEHHSA)
44. AN®N030/® PO34uH ANs iHAY3in, MAT Ykpaina MAT "Tannudpapm”, Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3a UA/11674/01/01
2 mr/mn no 100 mny "Manuudapm" Ykpaina; TOB 3MiHN | TUNY - 3MiHK Wopao 6e3nekun/edekTnBHOCTI Ta peuenmom
nnswkax Ne 1 B dipma hapmakoHarnsay - HAaHECEeHHS Ha NEePBUHHY | BTOPUHHY YNaKoBKY
navui "Hosodapm- iHcbopmaliiiHoro Hanucy "BINTIbHAN Bl BAKTEPIATIbHUX
BiocuHTes", EHOOTOKCUHIB"
YkpaiHa
45. APOTABEPUH Tabnetkun no 40 wmr, MAT Ykpaina MAT "Ny6Hudapm” Ykpaina BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - bes UA/0834/01/01
Yy no 10 TabneTok y "Iy6Hnchapm" AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenma
rigPOXnoPup | Gnicrepax; no 10 3asBHUKa (BnacHWKa peecTpaLinHoro noceig4yeHHs) (3MiHa agpecu
TabneTok y 6nictepi; 3asBHUKa) (TepMiH BBEAEHHS 3MiH NpOTArom 6 -Tu MicauiB nicns
no 2 6nictepu B 3aTBepAKeHHS); 3MiHM | Tuny - AgMiHicTpaTuBHi 3miHW. 3miHa
naJdui 3 KapToHy HaliMeHyBaHHS Ta/abo agpecu Micusa NpoBagKeHHS AiANbHOCTI
BMpo6HMKa/iMnopTepa rotToBOro nikapcbkoro 3acoby, BKM4auu
AinbHWLU BUNYycKy cepii abo micue NpoBeAeHHst KOHTPOIO SKOCTI.
(misnbHicTb, 3a AKy BignoBiaae BUPOOHMK/iMMOPTEp, BKIHOYa4uu
BUNYCK Cepiln) (3MiHa agpecn BUpobHyKa, 6e3 3amiHn micus
BMPOOHMLTBA.(NeperimeHyBaHHs Byn. MeTpoBCbKOro Ha Byrl.
BapsiHkoBa) (TepMiH BBe4EHHSI 3MiH MPOTSAroM 6-Tu MicsUiB nicns
3aTBEPAKEHHSA)
46. EBKA3ONIH® cnpein HasanbHuiA, 1 | TAT "dapmak” YkpaiHa MAT "dapmak" YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHux maTepianis: 3minu | Tuny - be3 UA/3664/02/01
AKBA mr/rno 10ry AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peuenma
nakoHax Ne 1 NPOBaIXeHHS AianbHOCTI BUpobHUKa/iMnopTepa rotToBoro
nikapcbkoro 3acoby, BKMYa4u AinbHuULUI BUNycky cepii abo micue
NpoBeAEHHS KOHTPOIH SIKOCTI. (BisNbHICTb, 3a Ky Bignosigae
BMPOGHMK/iMNopTep, BkNtoyaroum Bunyck cepin) (MpreeaeHHs
MicLe3HaxoaxeHHs1 BupobHuka M3 y BignosigHicTb Ao NiueHsii Ha
BMPOGHMLTBO (3MiHa ropuanMYHOI agpecu Ha akTUYHy agpecy)
(TepMiH BBEAEHHSA 3MiH NPOTAroM 3-x MicauiB nicns
3aTBepAKeHHS); 3MiHu | Tuny - 3MiHK wopao 6e3nekn/edeKTUBHOCTI
Ta cpapmakoHarnsgy (iHwi 3miHn) (3amiHa rpadgivyHoro 306paxeHHst
YMaKoBKN Ha TEKCT MapKyBaHHs AN MEPBUHHOI Ta BTOPUHHOI
ynakoBku) (TepMiH BBeAEHHS 3MiH MPOTSAroM 3-x micsLiB nicns
3aTBEPKEHHS)
47. EHBPEN / PO34uH ANs iH'eKuin Mdpanzep CLA BepuHrep Himeuumna/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/13011/01/01
ENBREL® 50 mr/mn y Eiy.Ci.Mi. IHrenbxanm ®apma Benuka 3MiHu Il TUny - 3MiHK A0 IHCTPYKLIT ANS MeAUYHOro 3acTOCyBaHHA Y | peyernmom
nonepegHLo KopnopenH "m6X&Ko. KT, Bputanis/ po3ginu: "®apmakonoriyHi BnactusocTi", "OcobnmeocTi
HanoBHEHWX HimeuyumHa; Baet IpnaHais 3actocyBaHHs" (y T.4. "3acTtocyBaHHS y nepioa BariTHOCTi abo
wnpuuax no 0,5 mn dapmaceyTukarnc, rogyBaHHs rpyaar”), "MobiyHi peakuii”; 3MiHWM 40 KOPOTKOI

(25 mr)abo no 1 mn
(50 wmr) Ne4, abo y

Benuka bpuTaHis;
Betep dPapma-

XapakTepucTukn y po3ginu: "Ocobnumei 3acTepekeHHst Ta 3anobixkHi
3axogm npu 3actocyBaHHi" (y T.4. "BariTHicTb"), "lNobiyHi peakuji”,
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Ne
n/n

Hasea
JliKapcbK0o20
3acoby

dopma sunyckKy

3asisHUK

Kpaina

Bupob6Huk

KpaiHa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Howmep
peecmpauiliH
o020
noceidyeHHs1

nonepeaHLo
HanoBHEHUX py4yKax
no 1 mn (50 mr) Ne4
y NNacTUKOBOMY
KOHTeWHepi

®epTrryHr
M6X&Ko. K,
HimeuuunHa;
MNdpansep IpneHg
dapmaceyTukarnc,
Ipnangis

"®apmakonoriyHi BnactmsocTi. PapmakoTepaneBTuyHa rpyna. Kog
ATX" (woao dapmakonoriyHnx BnacTuBoCTeN).
BBefaeHHs 3miH npoTsirom 3-x MicsiliB nicna 3aTBepAXeHHs

48.

EPOOMEQL

TBepAi kancynum no
300 mr Ne 20 (10x2),
Ne 60 (10x6) y
6nictepax

AHXeniHi
dapma
Yecbka

Pecnybnika
c.p.o.

Yecbka
Pecny6nik
a

nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
MikpoGionoriyHuin
KOHTpOrb Ta
BUMYCK cepii:
AnxeniHi ®apma
Yecbka pecnybnika
C.p.0., Yecbka
Pecnybnika;
BMPOBHMLTBO
Hepo3dacoBaHoI
npoayKuir,
KOHTPOMNb
cepin/TecTyBaHHA
Hepo3dacoBaHoI
npoaykuii: Eamong
dapwma C.p.n.,
ITanis;
BUPOBHMLTBO
Hepo3dhacoBaHoi
npoayKuir,
KOHTPONb
cepin/TecTyBaHHA
Hepo3adpacoBaHoI
npoaykuii: ®amap
ITanisa C.n.A.,
ITanis

Yecbka
Pecny6nika/
ITania

BHECEHHS 3MiH O peecTpauifnHuX maTepianis:
3MiHu | TUNy - BBeAEHHS abo 3MiHM 40 y3aranbHEHWUX AaHUX Npo
cuctemy chapmakoHarnsgy (BKnoYarum KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-thanna cucteMmu apmakoHarnsgy

3a
peuenmom

UA/14088/01/01

49.

EXIHAUEI
nyPNyPHOI
EKCTPAKT
PIOKNA

ekctpakt no 30 mn,
no 50 mn y donakoHi
no 1 pnakoHy B
navwi 3 KapToHy

NAT
"Ny6Hnchapm"

Ykpaina

NAT "TNy6Hudapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
AamMiHicTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpaLiniHoro noceig4eHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBEAEHHSI 3MiH NPOTArom 6 -Tu micauiB nicns
3aTBEpAKEHHS); 3MiHM | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLs NpoBaKeHHS! AisiNbHOCTI
BMpoBHMKa/iMnopTepa roToBOro fikapcbkoro 3acoby, BK4aum
AinbHWU BUNYycKy cepii abo micLe NpoBeAEHHsT KOHTPOIO SIKOCTI.
(misnbHicTb, 3a siKy BignoBiaae BUPOOHMK/IMIOPTEp, BKIHOYa4uu
BUMNYCK Cepiln) (3MiHa agpecyn BUpobHuKa, 6e3 3miHn micus
BMPOOHMLTBA.(NeperiMeHyBaHHs Byn. MNeTpoBCbKOro Ha Byr.
BapsiHkoBa) (TepMiH BBE4EHHSI 3MiH MPOTAroM 6-Tu MicsLiB nicns
3aTBEPOXKEHHS)

bes3
peuenma

UA/6079/02/01
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[IponoBxeHHs nonarka 3

Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
50. €BPOBICOIP TabneTkn, BKpUTI TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHiX MaTepianis: NPpMBeAEeHHA Y 3a UA/13786/01/01
onon1o NniBKOBOO Crapt" CrapTt", YKpaiHa BiANOBIAHICTb A0 peecTpauifHMX MaTepianiB HaNnMCaHHA peuenmom
oboroHkoto, no 10 (cbacyBaHHs Ta peecTpauiiHux HomepiB B Haka3ax MO3 YkpaiHu Ne 610 Big
mr Ne 20 (20x1) y nakyBaHHs 3 21.06.2016, Ne 897 Bin 26.08.2016, N21389 Bia 22.12.2016 B
6nictepi; no 1 dopmu in bulk npoueci BHeCEHHs 3MiH - 3MiHu | TUny - NogaHHA OHOBMEHOro
6nictepy B nayui 3 dipmmn CiHTOH CEP ans A®I 6iconponony remicoymapaTy Bif BXxe 3aTBepKeHOro
KapToHY Xicnanis, C.1., BUPOGHWKA; 3MiHN | TUNY - nogaHHst oHoBneHoro CEP ana A®|
Icnanis) Giconponony remicpymaparty Bif, BXe 3aTBEPIKEHOrO BUPOBHMKA 3i
3MiHoto BrnacHuka CEP Ta BunyyeHHsaM ogHiei i3 ginbHuup (6yro -
UA/13786/01/02)
51. €BPOBICOMNP TabneTkn, BKpUTI TOB "®apma Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: NpMBeAeHHA Y 3a UA/13786/01/02
onons nniBkOBOKO Crapt" Crapt", YkpaiHa BiANOBIQHICTb A0 peecTpauiMHUX MaTepianiB HaNMCaHHA peuenmom
060r0oHKoto, Mo 5 mr (dacyBaHHsa Ta peecTpauiiHux HomepiB B Haka3ax MO3 Ykpaitu Ne 610 Big
Ne 20 (20x1) y nakyBaHHs 3 21.06.2016, Ne 897 Bipn 26.08.2016, N21389 Bin 22.12.2016 B
6nicTepi; no 1 copmu in bulk npoueci BHECEeHHs1 3MiH - 3MiHM | TUNy - NOAaHHs1 OHOBMNEHOIO
6nictepy B nayui 3 dipmu CiHTOH CEP gns A®l 6iconponony remicpymaparty Bif BxXe 3aTBepOKEHOro
KapToHy Xicnanis, C.J11., BMPOBHWKa; 3MiHM | TUNY - nogaHHs oHosneHoro CEP ana Adl
Icnanist) Giconponony remicpymaparty Bif BXxe 3aTBepMXeHOro BUpobHuka 3i
3MiHot BnacHuka CEP Ta Buny4eHHsIM ogHiei i3 ginbHuub (6yr10 -
UA/13786/01/01)
52. 3ANI3A PO34MH opanbHui MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - bes UA/2313/01/01
CAXAPAT - 7,39r/100rno 100 r akuioHepHe akuioHepHe AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peuyenma
3ANI3HE y dnakoHax abo TOBapuCTBO TOBapuCTBo NPOBaXXEHHS AiANbHOCTI BUPOGHMKa/iMmopTepa rotoBoro
BUHO B6aHkax "Bionik" "Bionik" nikapcbkoro 3acoby, BKMoYak4u AinbHuULUI BUNycky cepii abo micue
NpoBeEHHS KOHTPOJO SIKOCTI. (AisSNbHICTb, 3a AKy Bignoeiaae
BMPOGHMK/iMNOpTEp, BKIOYaKYX BUMYCK Cepilt) (3mMiHa
HaiMeHyBaHHS Ta agpecu MicLs NPOBaXeHHSs QisrnbHOCTI
BUpOoGHuKa MM3: 3miHa hopmm BnacHocTi BUPoGHMKa Ta 3MiHa
IOPUANYHOI Ha hakTUYHY aapecy 3 neperiMeHyBaHHAM BYTUL.
Micue BMpobHULTBa HE 3MiHWUMOCk); 3MiHuM | Tuny - AgMiHicTpaTMBHI
3MiHN. 3MiHa HalMeHyBaHHs1 Ta/abo agpecy 3asiBHVKa (BMacHWKa
peecTpauinHOro NocBigYeHHs) (3MiHa HalMeHyBaHHSA Ta agpecu
3asBHUKA); 3MiHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHH$s Ta/abo agpecu MicLs NpoBadKeHHS AiANbHOCTI
BUPOOHMKa (BKIMOYa4uM, 3a HEOOXiAHOCTI, MicLe NpoBeAeHHS
KOHTpOMHO sikoCTi), abo BnacHuka macTep-canna Ha API, abo
noctayansHuka Adl/BuxigHoro matepiany/peareHTy/npomixkHOro
NpPOAYKTY, L0 3aCTOCOBYOTECA Y BUpOBHUUTBI ADI (sKLLO
3a3HayYeHo y 10CbE Ha NikapcbKkuii 3acib) 3a BiACyTHOCTI
cepTudpikaTa BignosigHocTi €Bponeiickkini papmakonei y
3aTBEpKEHOMY 0CkbE, abo BUPOGHMKa HOBOT [OMOMIKHOT
PEYOBUHY (SIKLLO 3a3HaYEHO Y [OChE) (3MiHa HaliMeHyBaHHS Ta
agpecu Micus NpoBamkKeHHs AianbHOCTI BUpobHuka ADI: 3MiHa
dopmn BNacHOCTi BUPOOHMKa Ta 3MiHa IOPUANYHOT Ha haKTUYHY
appecy 3 neperiMeHyBaHHsAM Bynuui. Micue BMpobHuUTBa He
3MiHUMOCh)
53. 30TEK®-200 TabneTku, BKPUTI OpraHocuH IHAis EBepTompkeH Jland IHAgis BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a UA/11501/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
nniBKOBOK Jland CaeHcus Jliviten TexHiYHa MoMWIKa B iHCTPYKLiT ANS MeQnYHOro 3acTOCyBaHHSA Y peuenmom
obonoHkoto, no 200 CaeHcua MNBT. po3sgini "Kateropis signycky"
mr no 10 TabneTtok y ITa.
6nictepi; no 1 abo
10 6nictepiB y
KapTOHHiN kopobui
54. 30TEK®-300 TabneTkn, BKpUTI OpraHocuH IHais EBepTomkeH Nand IHgis BHECEHHS 3MiH IO peecTpaLiHMX maTepianis: 3a UA/11501/01/02
NniBKOBOO TNand CaeHcus Jlimiteq TeXHiYHa MoMUIKa B iIHCTPYKLIT ANS MEANYHOrO 3aCTOCYBaHHSA Y peuenmom
obornoHkoto, no 300 CaeHcus MeT. po3gini "Kateropis Bignycky"
mr no 10 TabneTok y nro.
6nictepi; no 1 abo
10 GnictepiB y
KapTOHHiI kopoOLi
55. 30TEK®-400 TabneTkn, BKpUTI OpraHocuH IHAisA EBepTompkeH Jland IHAaisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/11501/01/03
NniBKOBOK Jland CaeHcus Jlimiten TEeXHiYHa NoOMUNKa B IHCTPYKLUii ANS MEeAUYHOro 3aCTOCYBaHHSA Y peuenmom
obornoHkoto, no 400 CaeHcus [MeT. posaini "KaTeropis Bignycky"
mr no 10 TabneTok y Ira.
6nictepi; no 1 abo
10 6nictepiB y
KapTOHHiIN kopobui
56. I0APYBILUNHY NMOPOLLIOK ToBapwucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MmaTepianis: 3miHu | Tuny - - UA/8154/01/01
riAPOXNOPUA | (cybetaHuis) y obMexeHow obMexeHow AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
6aHkax ans BiAMNoBiAanbHi BiAMOBIAANBHICTIO 3asiBHUKA (BNacHMKa peecTpauinHoro noceigveHHs) (33miHa
BUpPOBHMLTBA cTto "CiHbiac "Cinbiac ®apma" topuanyHoi agpecu 3asiBHuka Adl, sika 3asHayeHa B
CTEPUNbHUX dapma” peecTpaLuiiHOMy NocBigYeHHi); 3miHum | Tuny - AgmiHicTpaTuBHI
nikapcbknx opm 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy MiCLA NPOBaKEHHS
LisnbHOCTI BUPOGHMKa (BKIOYakoum, 3a HeobXigHOCTI, Micue
NpoBEeAEHHS! KOHTPOIIO SIKOCTi), abo BNacHWka macTtep-ganna Ha
A®I, abo noctavanbHuka Adl/BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO MPOAYKTY, LLO 3aCTOCOBYHOTLCS Y
BUPOGHMLUTBI ADI (SIKLLO 3a3HA4YEHO y AOCHE Ha Nikapcbkuii 3acib)
3a BiACyTHOCTI cepTucpikata BianoBiaHOCTI €EBpONENChbKin
dapmakonei y 3aTBepgXeHoMy Aocbe, abo BUpoOHMKa HOBOT
[OOMOMDKHOT PEYOBMHU (SIKLLO 3a3HaYeHO Y AOChE) (3MiHa
ropuamnyHoi agpecu BupobHuka A®I, ska 3asHayeHa B
peecTpauinHOMy NOCBigYEHHI)
57. IH®NAPAKC masb no 15 r abo no ToBapucTso 3 Ykpaina ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHix maTepianis: 3miHun | Tuny: 3miHn 3 3a UA/10175/01/01
25rt,abo no 50, no obmexeHoto obmexeHo sKocTi. [oToBMI nikapcbkui 3aci6. Cuctema peuyenmom
100 ry Ty6i; no 1 BignosiganbHi BignoBiganbHicTO KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa napameTpis
Ty6i y KApTOHHIW CTIo "®apmaueBTnyHa cneuudikauin Ta/abo 4OMYCTUMUX MEX NEPBUHHOI YNaKoBKM
Kopobui "®dapmaueBTn KOMMNaHis rOTOBOrO fikapcbKoro 3acoby (A0NOBHEHHS crevmdikaLii HoBUM
YHa KoMnaHisa "3popos's" NMOoKa3HUKOM 3 BiANOBIAHUM METOAOM BUNPOOYBaHHS) (OOMNOBHEHHSI
"3popos's" cneuudikaLii/MeTOAiB KOHTPOMIO SIKOCTi NEPBMHHOI YNakoBKu (Tyou

arnoMmiHieBi) HOBUM MOKa3HNKOM «30BHILLHE MOKPUTTA» 3rigHO 3
HOPMaTUBHOI [OKYMEHTaLjieto BUPOBHMKa NakyBanbHOro
marepiany); 3miHu | Tuny: 3miHun 3 akocTi. FoToBUIA NiKapCbKniA
3acib. Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa y
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JliKapcbK0o20
3acoby

dopma sunyckKy

3asisHUK

Kpaina

Bupob6Huk

KpaiHa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliH
o020
noceidyeHHs1

meToAax BUNPobyBaHHSA NEPBUHHOI YNaKoBKN rOTOBOTO MiKapCbKOro
3acoby (He3HauHi 3MiHW y 3aTBepKeHNX MeToaax BunpobyBaHb)
(3MiHM y MeToax KOHTPOIO SIKOCTi NEPBUHHOT YNakoBKu (Tyom
antoMiHiesi) 3a n. «MBY»); 3mitu | Trny: 3MiHK 3 sikocTi. [oTOBUIA
nikapcbkuin 3aci6. 3MiHW y BUpoBHMUTBI. 3miHa po3mipy cepii
(Bkntoyatoum giana3oH po3Mipy cepii) roToBOro nikapcbkoro 3acoby
(iHwWi 3miHW) (BBeOEHHSA [OOATKOBOro po3mipy cepii npenapaTty Ans
aitoyoro uexy ®XL| y 38’a3ky 3 BBEAEHHSIM HOBOrO BUAY NaKyBaHHS
in bulk no 50 kr y 6o4kax cTaneBux; BUKNaAEHHS 3aTBEPAXEHNX
PO3MipiB cepii 3 3a3HaYeHHSIM Y TUC. YNAKOBOK B TEOPETUYHOMY
po3paxyHKy (Ans HoBoi ynakosku no 100 r y Ty6i)

58.

IH®JTAPAKC

Ma3b in bulk no 50 kr
y boukax ctanesux
3aKPUTKX KPULLIKAMM
3 3aTUCKHUM
Kinbuem

ToBapucTtBeo 3
obmexeHot
BignoBiganbHi
CTHO
"dapmaueBTu
YHa KOMMaHis
"3popos's"

YkpaiHa

ToBapucTBo 3
oBMeXeHo
BiAnoBiganbHICTO
"®apmMaueBTUYHa
KOMNaHis
"3popoB's"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny: 3miHm 3
sikocTi. [oTOBWMIA Nikapcbkui 3aci6. 3MiHKM y BUpoOHUUTBI. 3MiHa
po3mipy cepii (BkMo4aroum giana3oH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (iHLWi 3MiHK) (BBe4EHHsI 404ATKOBOrO po3Mipy
cepii npenapaty ans gitodoro uexy ®XL y 38’A3Ky 3 BBEAEHHAM
HOBOrO BuAy nakyBaHHs in bulk no 50 kr y 6o4kax cTanesux;
BUKNAAEHHS 3aTBEPIKEHUX PO3MIpiB cepii 3 3a3Ha4YEeHHSM Y TUC.
yNnakoBOK B TEOPETUYHOMY PO3paxyHKy (4ns HoBoi ynakoBku no 100
ry Ty6i); 3minum | Tuny: 3miHn 3 KocTi. FoToBUIA Nikapcbkuii 3aci6.
CucTema koHTenHep/3akynoptoBanbHui 3acio. 3miHa po3mipy
yNaKoBKW roTOBOro Nikapcbkoro 3acoby (iHwi 3MiHu). CynyTHS
3MiHa: 3MiHu 3 akocTi. FoToBMIA Nikapcbkui 3aci6. Cuctema
KOHTEeWHep/3aKkynoptoBanbHuUi 3aci6. 3MiHa y NepBUHHIN ynakoBLi
roToBOrO fikapCbKkoro 3acoby (Tun KoHTenHepa abo AoAaBaHHS
HOBOrO KOHTeWHepa) - TBepAi, M’k Ta HeCTepurbHi piaki Nikapcbki
copmun 3miHu 3 sikocTi. [oToBuMI Nikapcbkui 3acib. Cuctema
KOHTeWHep/3aKynoptoBanbHuUi 3aci6. 3MiHa noctayanbHuka
nakyBanbHUX MaTepiarniB abo KOMNMIEKTYUMX (KO 3a3HaYeHOo B
nocbe) (3amiHa abo goaaBaHHA NocTayanbHuKa), BBEOEHHS
nopaTtkoBoi ynakoBku in bulk no 50 kr B 6o4kax cTaneBux, 3aKputmx
KpULLKaMu 3 3aXMCHUM KinbLiem HOBOro B1pobHuka Fa. Muller
GmbH, Germany 3 BignosigHUMYK 3MiHamK y p. «YnakoBka». 3MiHN 3
sikocTi. [oToBMI Nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
npvaaTtHocTi abo yMmoBax 36epiraHHs roTOBOro NnikapcbKoro 3acoby
(iHwWi 3miHW) (y 3B’3Ky 3 BBEAEHHSM ynakoBku in bulk no 50 kr B
60o4ykax cTaneBux, 3aKPUTUX KPULLKAMM 3 3aXVICHUM KiflbLIeM
BHOCHTBCH 3MiHW y p. « TepMiH MPUAATHOCTI» (3 2-X pOKiB A0 6-Tn
micsLiB)

UA/15769/01/01

59.

KAOCIUIA®

NOPOLLOK Ans
KOHLIeHTpaTy Ans
PO34MHy Ans
iHdy3in no 100 wmr, 1
hnakoH 3 MOPOLLKOM
B KapTOHHII kopobui

. XodhdpmaHH-
Ia Pouw J1TA.

LLisewuapi
a

Bupo6HuuTBO
Hepo3dhacoBaHoi
npoayKuir,
nepBuHHe
naKyBaHHS:
MaTeoH
MaHydekTypuHr
Cepsicus, JIICi,

CLWA/
LLIseinapis/
Himeyumna

BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3minu Il Tuny - 3miHn
oo 6esnekn/edheKTMBHOCTI Ta hapmakoHarnsaay. 3miHu y
KOPOTKili XapakTepucTuL nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKLUII 4NS MeAWUYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMU
OAHUMW 3 SKOCTI, AOKNIHIYHUMUN, KNIHIYMHUMKW JaHUMW Ta JAHUMK 3
dapmakoHarnsgy (3miHv o iHCTpyKUil y po3ainu: "®apmakonorivHi
BnactmeocTi", "OcobnuBocTi 3acTtocyBaHHs", "Crnocib 3acTocyBaHHS
Ta goan", "MobiyHi peakuii”) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn

3a
peuernmom

UA/13770/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
CLUA; MicauiB nicnsa 3atBepaxeHHs); 3MiHu | Tuny - 3MiHK 3 SKOCTi.
®.XobdpmaHH-Is [oToBWIN Nikapcbkuii 3aci6. KOHTponb roToBoro nikapcbkoro 3acoby.
Pow I74, 3MiHa y MeTofax BUNpobyBaHHsi FOTOBOTrO Nikapcbkoro 3acoby (iHLwi
LLsenuapis; 3MiHM Yy MeTofax BunpobyBaHb (Bkntoyaroun 3amiHy abo
BTopuHHe OOMNOBHEHHS) (BBEAEHHSA A0AaTKOBOro MeToAy CnekTpodoToMeTpii
naKyBaHHs: y 6nvxkHin iHdbpayepBoHi obnacTi 3a nokasHukom "Bmict Bogn" (EP
®.XoppmaHH-J1s 2.2.40.) (TepmiH BBEAEHHSI 3MiH MPOTAroM 6-T MicaUiB micns
Pow N4, 3aTBepAKeHHs); 3MiHu Il Tuny - 3miHK 3 akocTi. FoTOBMI NMikapcbkMi
LLisenuapis; 3aci6. 3MiHM y BUpoOHUMUTBI. 3amiHa abo BBeAEHHS OAAaTKOBOI
BunpobyBaHHs AiNbHWL BUPOBHULTBA A8 YaCTUHKM abo BCLOro BUPOBHNYOro
KOHTPOMIO SIKOCTi: npoLiecy roToBoro fikapcbkoro 3acoby (AinbHuUS, Ska BuMarae
Pow ®apma AT, npoBeAeHHs NePBMHHOI NepeBipkn BMpobHULTBa abo nepesipku
HimeuunHa; BMPOOHMLITBA KOHKPETHOIO FOTOBOTO fikapCbKoro 3acoby)
Pow [iarHocTuke (BBeaeHHst ginbHUUi ®.XoddmaHH-TTa Pow J1a, LWBenuapis
'M6X, HimeuyuunHa; (Bypmicser CH-4303 KaricepayrcT, LBenuapis), sika 3aincHioe
®.XoppmaHH-J1s BMPOGHMLUTBO Hepo3dacoBaHOI NPOAYKLii Ta NepBUHHE NaKyBaHHS
Pow N4, 'N3) (TepmiH BBEAEHHSA 3MiH NpOTArom 6-Tn MicauiB nicns
LLisenuapis; 3aTBepAKeHHs); 3MiHu Il Tuny - 3miHK 3 akocTi. FoTOBMI MikapcbkMi
Bunyck cepii: 3aci6. 3MiHn y BUpo6HMUTBI. 3MiHa iMnopTepa/amiHu, Lo
®.XobdpmaHH-Ia CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIIO SKOCTi FOTOBOro
Pow N4, nikapcbkoro 3acoby (3amiHa abo goaaBaHHS BUPOOHWKa, LLO
LLisenuapis BigMNoOBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - Bkntovatoum
KOHTpOnb/BUNpobyBaHHS cepii Ans nikapcbkoro 3acoby
6ionoriYyHoro/iMyHONOriYHOro MOXOAXKEHHsI Ta OQUH 3 MeToIB
aHanisy, Lo 3acTOCOBYETbCS Ha AiNbHULI, €
BionoriYHnmM/iMmyHONOriYHMM/ iMyHOXIMIYHMM METOAOM (BBEAEHHS
ainbHuui ®.XoddpmarH-J1a Pow J1a, WWeenuapis (Bypmicser CH-
4303 KaicepayrcrT, LLseiuapisi), sika 3gilicHi0e BUNpobyBaHHs!
KOHTPOIIO SIKOCTi Ta BUBYEHHS cTabinbHocTi) (TepMiH BBeAEHHS
3MiH MPOTSAroM 6-TW MicALiB NicNsA 3aTBEPAKEHHS)

60. KAOCINA® MOPOLLIOK ANst ®.XocpdpmanH- | Llseriuapi Bupo6HMuTBO CLUA/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3minu Il Tuny - 3miHn 3a UA/13770/01/02
KOHLUEeHTpaTy ans J1s Pow JiTg. a Hepo3dhacoBaHoi LLIseninapis/ wono 6esnekun/edhekTUBHOCTI Ta hapmMakoHarnsgy. 3MiHn y peuenmom
po34ynHy Ans npoaykKuii, HimeuunHa KOPOTKili XapakTepucTuL NnikapcbKoro 3acoby, TEKCTi MapKyBaHHS
iHdy3in no 160 wmr, 1 nepBuYHHE Ta IHCTPYKLUIT ANS MeAUYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMU
bnakoH 3 NOPOLLKOM nakyBaHHS: OAHUMW 3 SKOCTI, OKNIHIYHUMUN, KNIHIYMHUMKW JaHUMW Ta JAHUMW 3
B KapTOHHIN kopobui MateoH dapmakoHarnsaay (3miHv o HCTPYKLiT y po3ainu: "®apmakonorivHi

MaHydekTypuHr BnactmBocTi", "OcobnuBocTi 3acTocyBaHHs", "Crnocib 3acTocyBaHHsi
Cepsicus, JIJICi, Ta pgoan", "MobiyHi peakuii") (TepMiH BBeAEHHS 3MiH NPOTSAroM 6-Tn
CLUA; MicauiB nicnsa 3aTBepaxeHHS); 3MiHu | Tuny - 3MiHK 3 SKOCTi.
& . XopdpmaHH-J15 [oToBWI Nikapcbkuii 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
Pow NTa, 3miHa y MeToaax BMNpoOyBaHHS roTOBOro MikapcbKoro 3acoby (iHLwi
LLIsenuapis; 3MiHM Yy MeTofax BUnpobyBaHb (BKIoyao4umn 3amiHy abo
BTopuHHe [OMOBHEHHS) (BBEAEHHS OAATKOBOro MeToAy CnekTpodoToMeTpii
nakyBaHHs: y BrvkHin iHdpavepBoHi obriacTi 3a nokasHukom "Bmict Bogn" (EP
®.XocbdpmaHH-Ia 2.2.40.) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-T MicaUiB micns
Pow Jltg, 3aTBepAKeHHs); 3MiHu Il Tuny - 3miHK 3 sikocTi. FOTOBMI Nikapcbkuii
LIseviLapis; 3aci6. 3MiHn y BupobHuuTBi. 3amiHa abo BBeAeHHSA OAaTKOBOI
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Ne
n/n

Hasea
JliKapcbK0o20
3acoby

dopma sunyckKy

3asisHUK

Kpaina

Bupob6Huk

KpaiHa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliH
o020
noceidyeHHs1

BunpobyBaHHs
KOHTPOMIO SIKOCTi:
Pow ®apma AT,
Himeuumnna;
Pow [iarHocTukc
'm6X, HimeuunHa;
®.XoppmaHH-J1s
Pow JTg,
LLisenuapis;
Bunyck cepii:
®.XocbdpmaHH-Ia
Pow JTg,
LLisenuapis

AinbHWLi BUpobHuUTBa ANs YacTuHn abo BCbOro BUpOBHMYOro
npouecy rotoBoro nikapcbkoro 3acoby (AinbHULS, sika BUMarae
npoBefeHHsi NepBUHHOT NepeBipkv BUpOOHULITBa abo nepesipku
BMPOGHMLTBA KOHKPETHOrO rOTOBOrO NiKapCbKoro 3acoby)
(BBeaeHHs ginbHULi ®.XoddmaHH-TTa Pow J14, LWWBenuapis
(Bypwmicser CH-4303 KaricepayrcT, Lseviuapis), sika 3aiiicHioe
BMPOGHMLTBO Hepo3dacoBaHOI MPOAYKLii Ta NepBUHHE NaKyBaHHS
['113) (TepmiH BBEAEHHSI 3MiH MPOTArom 6-Tu MicsAUIB nicns
3aTBepaKeHHs); 3MiHu Il Tuny - 3miHK 3 akocTi. FoToBMI NMikapcbkMin
3aci6. 3MiHn y BUpo6HMUTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo goaaBaHHsS BUPOOHWKa, LLO
BigMNoBigae 3a BBe3eHHs1 Ta/abo Bunyck cepii) - Bkntovatoum
KOHTpOnb/BUNpobyBaHHS cepii Ans nikapcbkoro 3acoby
6ionoriYyHoro/iMyHONOriYHOro MOXOAXKEHHsI Ta OQUH 3 MeToIB
aHanisy, LWo 3aCTOCOBYETbCA Ha AiNbHULI, €
6ionoriyHnM/iMmyHONOriYHMM/ iMyHOXIMIY4HMM METOAOM (BBEAEHHS
ainbHuyi ®.XoddpmanH-J1a Pow J1a, Weenuapis (Bypmicser CH-
4303 Kaicepayrcrt, LLiBeruapisi), sika 3gilicHi0e BUNpobyBaHHs!
KOHTPOIIO SIKOCTi Ta BUBYEHHS cTabinbHoCTi) (TepMiH BBeAEHHS
3MiH MPOTAroM 6-TW MicALiB NiCNsA 3aTBEPAKEHHS)

61.

KANEHAYNN
KBITKH

KBiTkM no 25 r, no 50
ry naykax 3
BHYTPILLHIM
naketom, no 1,5ry
dinbTp-naketax Ne
20 y naykax

NAT
"Iy6Hncbapm"

YkpaiHa

MAT "Ny6Hudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
AamiHicTpaTuBHiI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXEHHS AiANbHOCTI BUPOGHMKa/iMmopTepa rotoBoro
nikapcbkoro 3acoby, BKMoYa4u AinbHuULUI BUNycky cepii abo micue
NpoBeAEHHS KOHTPOS0 SKOCTI. (AiANbHICTb, 3a AKy Bignosiaae
BMPOBHMK/IMNOpTEp, BKINOYa4M BUMYCK Cepiln) (3mMiHa agpecu
BUPOGHKKa, 6e3 3MiHM MicLs BUPOOHMUTBA.(NeperiMeHyBaHHS BYI.
MeTpoBcbkoro Ha Byn. bapeiHkosa) (TepmiH BBEAEHHS 3MiH
npoTarom 6-Tu MicauiB nicna 3aTBepaXeHHs); 3MiHn | Tuny -
AamiHicTpaTmBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
3asBHUKa (BracHUKa peecTpaLinHoro NocBig4YeHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBEAEHHS 3MiH NPOTArom 6 -Tu micauiB nicns
3aTBEPOKEHHS)

6e3
peuenma

UA/8282/01/01

62.

KANEHAYNU
MA3b

Mas3sb no 25 r y tybax
Ne 1y navui

TOB "OKM
"®apmaueBTn
YHa ¢abpuka"

Ykpaina

TOB "OKnN
"®apmMaueBTnYHa
dabpuka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHuX MmaTepianis: 3miHum | Tuny -
AAMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUPOGHMYOT AinbHULI
(Bkntovatoum ainbHuui ans A®l, npomMixxHoro npoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NPOBeAEHHS NaKyBaHHS,
BMPOGHMKa, BiAMNoBiAansHOro 3a BUMYCK Cepilt, Micle NpoBeAeHHs
KOHTpOnO cepii) abo noctayanbHWKa BUXiQHOrO matepiany,
peareHTy abo JOMOMIKHOI PEYOBMHM (SIKLLIO 3a3HaYeHO Y AOCHE)
(BUNYYEHHS BUPOBHMYOT AiNbHULI rOTOBOro Nikapcbkoro 3acoby Ta,
SIK HAcNiAoK, BUIYYEeHHS1 MapKyBaHHs Ans AiNbHUL roTOBOro
nikapcbkoro 3acoby TOB «[KI «PapmaveBTuyHa dabpukay
YkpaiHa, 10014, m. XKutomup, Byn. JlepMoHTOBCbKa, 5)

bes3
peuenma

UA/3042/02/01

63.

KANEHAYNAU
HACTOMKA

HacTovka ans
30BHILLHLOrO Ta

NAT
"[ly6Hndapm"”

YkpaiHa

MAT "Ny6Hudapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
AJOMiHIiCTpaTUBHI 3MiHW. 3MiHa HalMeHyBaHHA Ta/abo agpecu micus

6e3
peuyenma

UA/6780/02/01
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
BHYTPILLHBLOrO NpoBaXXEHHS AiAnbHOCTI BUPOBOHWKa/iMnopTepa rotosoro
3acTocyBaHHs o 40 nikapcbkoro 3acoby, BKM4arum AinbHuL BUNYcKy cepii abo micue
mn abo no 50 mny NpoBEeAEHHS KOHTPOIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
hnakoHax BUPOGHWK/IMNOpTEp, BKINOYa4M BUMYCK Cepilt) (3mMiHa agpecu
BMPOOHYKa, 6e3 3MiHM MicLst BUPOOHULITBA.(NepeiMeHyBaHHs ByI.
MeTpoBcbkoro Ha Byn. bapeiHkosa) (TepmiH BBEAEHHS 3MiH
npoTarom 6-Tu MicsuiB nicns 3aTBepakeHHs); 3MiHn | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
3asBHUKA (BNacHUKa peecTpaLinHoro Noceig4eHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBeEHHS 3MiH NPOTArom 6 -Tu MicsuiB nicns
3aTBEPAKEHHSA)
64. KAHECIMOP® Mas3sb ans Bariep LLseviuapi Bupo6Humk HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiiHMx MmaTepianis: 3miHu | Tuny - bes UA/6241/01/01
HABIP 30BHILUHLOIO KoHcblomep A NPOMIXKHOI CyMiLLi: Icnanis/ AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peuenma
3acTocyBaHHs, Nno Kep AI' Banep ®apma AT, NPOBaXXEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
10ry 1y6i 3 HimeuumnHa; nikapcbkoro 3acoby, BKnoYa4u AinbHuULUI BUNycky cepii abo micue
[03aTopomMm, Bupo6Hwuk in-bulk; npoBeAEeHHS KOHTPOJO SIKOCTI. (AiSNbHICTb, 3a AKy Bignoeigae
CMY>XXKamu nepBuHHe Ta BMPOGHMK/iIMNOPTEp, He BKIOYaoyM BUMYCK cepint) (MpYBeaeHHs
BOLOCTIKOro BTOPUHHE Ha3BMW Ta agpecu BUpobHukiB 113 oo opuriHanbHUX JOKYMEHTIB
nnactupy Ne 15, nakyBaHHS; BUPOOHMKiB (JliLeHsii Ha BUpoOHMLTBO); 3MiHK | TMny -
ckpebkom Ans HirTis KOHTPOIb SKOCTI; AamiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
Ne 1 y kopobui BVPOBHWK, NPOBaXEHHS AiANbHOCTI BUPOGHMKa/iMmopTepa rotoBoro
BignoBiganbHUN 3a nikapcbkoro 3acoby, BKMoYak4u AinbHuULUI BUNycky cepii abo micue
BMNYCK cepii: NpoBEeAEHHS KOHTPOJST0 SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
KepH ®apma C.J1., BMPOBHMK/IMNOpTEp, BKINIOYAO4M BUMNYCK Cepiln) (MpuBeaeHHs
Icnanis; appecu BupobHuka KepH ®apma C.J1., IcnaHis y BignosigHicTe Ao
LDopnaTkoBi BUWCHOBKY LL0A0 NiATBEPMKEHHS BiANOBIAHOCTI BUPOOHMLITBA
BUPOBHVKM ANs nikapcbkunx 3acobiB BMMOram HanexHoi BUPOBGHWNYOT NpaKTukn
cTagii BTOPUHHOro (GMP), BupaHoro [IepxaBHoto cnyx60t0 YkpaiHu 3 nikapcbkux
nakyBaHHsi 3acobiB); 3miHu | TMNy - 3miHK 3 gKocTi. FoToBUIA Nikapcbkuii 3aci6.
rOoTOBOrO NPOAYKTY: 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHS AOAATKOBOI AiNbHULL
Ciceam, C.A,, BUPOGHMLUTBA ANs YacTMHM abo BCbOro BUpOBHUYOro npolecy
Icnanis; roTOBOro MikapcbKoro 3acoby (iHLi 3MiHW) (3a3HaYeHHs YHKUIN
Hosadapwm J1AB, ans BupobHukis 113 - bariep @apma All, HimeuuunHa (BMpoOHUK
C.J1., IcnaHis; npomixHoi cymii); Kepn ®apma, C.J1., IcnaHisi (BUpoGHMUTBO in
INa6bopaTopi bulk, nepBuHHe Ta BTOpMHHE NakyBaHHS, KOHTPOIb AKOCTi, BUMYCK
dyHpauio JAY, cepii); 3miHu | TUNY - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
IcnaHis papmakoHarnsgy (iHwi 3amiHun) (3aMiHa rpadpiyHOro 306paxKeHHs
YMaKoBKM Ha TEKCT MapKyBaHHs AN NEPBUHHOI Ta BTOPUHHOI
YMaKoBKW y 3B’sI3Ky 3 NMPUBEAEHHAM Y BiAnoBigHicTe Ao Hakazy MO3
Ykpainu Ne 426 Big 26.08.05 (y penakuii Hakasy MO3 Ykpainu
Ne460 Big 23.07.2015 p.)
65. KAHTAB TabneTku no 32 mr HOBEN INAY | TypeuuuH HOBEN INAY TypeuunHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: NPMBeAEeHHA Y 3a UA/13921/01/01
Ne 28 (14x2), Ne 56 CAHAI BE a CAHAI BE BiANOBIAHICTL A0 peecTpauiiHMX MaTepianis HanucaHHA peuenmom
(14x4), Ne 84 (14x6) TIIKAPET TIIKAPET A.LL. ynakoBku B Haka3i MO3 Ykpainn Ne 1429 Big 30.12.2016 B
y 6nictepax A.LL. npoueci BHECEHHS 3MiH - 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW.

3MiHa HalimeHyBaHHs Ta/abo agpecu 3asiBHUKa (BnacHuka
peecTpauiiHoro nocsigyeHHs) (3miHa agpecu 3asBHuKa) (6ys1o -
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66.

KAPBUOEKC®

TabneTku, BKpUTI

O-p Peagi'c

IHaisa

No28 (14x2), Ne56 (14x4), Ne98 (14x7) y bnicmepax)

nocei04YeHHs1

67.

KAPBUOEKC®

NNiBKOBOO
o6oroHkoto, Mo 6,25
mr Ne 20 (10x2) y
cTpunax

TabneTkn, BKpUTI

JTabopaTtopic
Ntg

O-p Pepagi'c

O-p Peagi'c
JlabopaTopic Jl1a,
Bupo6Huya
ainbHMUS - 11

IHAisA

BHECEHHS 3MiH A0 peecTpauiiHnx matepianis: 3MiHu | Tuny - 3MiHn
wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHun)
(3amiHa rpadivyHOro 306paxeHHs yNakoBKW Ha TEKCT MapKyBaHHSA
ANs NePBUHHOI Ta BTOPMHHOI YNaKOBKM Y 3B’A3KY 3 NPMBEAEHHAM Y
BignosigHicTb o Hakady MOS Ykpainm Ne 426 Big 26.08.05 (y
pepakuii Hakasy MO3 Ykpainn Ne460 Big 23.07.2015 p.) (TepmiH
BBEAEHHS 3MiH NPOTArom 6 -Tu MicsALIB NiCrs 3aTBEPAXKEHHS);
3miHu | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo
afpecy Micusi NPoBaPKEHHS AisnbHOCTI BUpOOHUMKa/imnopTepa
roTOBOro MiKapCbKOro 3acoby, BKIOYaUM AiNbHUL BUMYCKY Cepii
abo MmicLe NpoBeAeHHS KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a SKy
BignoBigae BUPOGHWK/iMNopTep, BKIOYaKUM BUMNYCK cepilt) (3mMiHa
appecu BupobHuka M3 (nepenmeHysaHHs wrtaty AHapa lMpagew
Ha TenaHraHa), Ta NpUBEAEHHSI HaiMeHyBaHHs BUpobHUKa Y
BigNoBigHICTb 40 BMCHOBKY W00 NiATBEPMHKEHHS BiANOBIAHOCTI
BMPOBHMLTBA MikapCbKnx 3acobiB BUMOram HanexHoi BUPOOGHWYOT
npaktukm (GMP), BugaHoro [lepxxaBHoto cryx6oto Ykpainu 3
nikapcbkux 3acobis, 6e3 3mMiHM Micusi BUpoBHMUTBA 3 BignoBigHMMMK
3MiHaMu B TEKCTi MapKyBaHHs) (TepMiH BBeAEHHS 3MiH NpPOTSArom 6
-TW MicauiB nicnsa 3aTBepAKeHHs); 3miHm | Tuny - AaMiHicTpaTuBHI
3MiHW. 3MiHa HaMeHyBaHHs1 Ta/abo agpecy 3asiBHVKa (BracHUKa
peecTpaLinHOro NocBigYeHHs) (3MiHa agpecu 3asiBHUKA)

3a
peuernmom

UA/8820/01/01

68.

KAPBUOEKC®

NNiBKOBOO
obonoHkoto, no 12,5
mr Ne 20 (10x2) y
cTpunax

TabneTku, BKPUTI

IlabopaTopic
N1

IHgia

O-p Pepgi'c
TNa6opaTopic J1Ta,
BupobHunya
ainbHMUS - 1l

IHAis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn
wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHun)
(3amiHa rpadpiuHOro 306paxkeHHs yNakoBKU Ha TEKCT MapKyBaHHS
ONs NepBUHHOT Ta BTOPUHHOI YNAKOBKW Y 3B’A3KY 3 NPUBEAEHHAM Y
BignosigHicTb o Hakady MOS Ykpainu Ne 426 Big 26.08.05 (y
pepakuii Hakasy MO3 Ykpainn Ne460 Big 23.07.2015 p.) (TepmiH
BBEJEHHS 3MiH NPOTAroM 6 -TU MicALIB MiCNs 3aTBEPAXEHHS);
3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo
afpecu Micusi NPOBaMKEHHS AiSNbHOCTI BUpOoOHMKa/iMnopTepa
roTOBOrO MikapCbKoro 3acoby, BKMOYaUM AiNbHUL BUNYCKY cepil
abo MmicLe NpoBeAeHHS KOHTPOIHO SIKOCTI. (AiSNbHICTb, 3a sKy
BignoBigae BUpOGHMK/iMNopTep, BKIOYAUM BUMYCK cepilt) (3mMiHa
appecu BupobHuka M3 (nepenmeHyBaHHs wtaTy AHapa MpageLw
Ha TenaHraHa), Ta NpPMBEAEHHS HallMeHyBaHHSA BUPOOHUKa Y
BigNOBIAHICTb 4O BMCHOBKY L0AO0 NiATBEPAKEHHS BiAMNOBIAHOCTI
BMPOGHMLTBA MikapCbKMX 3aco6iB BUMOram HanexHoi BUpOOGHMYOT
npakTukm (GMP), BuaaHoro [lepxxaBHoto cryx6oto Ykpainu 3
nikapcbkux 3acobis, 6e3 3mMiHK Micust BUpobHMUTBA 3 BigNoBigHMMMU
3MiHaMu B TEKCTi MapKyBaHHs1) (TepMiH BBe4EHHS 3MiH NPOTSiroM 6
-TW MicsiliB nicns 3aTBepaKeHHs); 3miHu | Tuny - AaMiHicTpaTuBHI
3MiHN. 3MiHa HanveHyBaHHs Ta/abo agpecu 3asiBHVKa (BracHuKa
peecTpaLiHOro NocBigYeHHs) (3mMiHa agpecu 3asiBHUKA)

3a
peuernmom

UA/8820/01/02

NNiBKOBOO

O-p Peagi'c
JlabopaTtopic

IHaia

O-p Peagi'c

JlabopaTopic Jl1g,

IHAis

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn

3a

oo 6e3nekn/edeKTMBHOCTI Ta dpapmakoHarnsgy (iHwi 3miHun)

peuernmom

UA/8820/01/03




[IponoBxeHHs nonarka 3

26
Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
o6onoHkoto, no 25 Jita Bupo6Huya (3amiHa rpadiyHOro 306paxeHHs yNakoBKW Ha TEKCT MapKyBaHHS
mr Ne 20 (10x2) y AinbHWUS - 11 ANs NePBUHHOI Ta BTOPMHHOI YNaKOBKM Y 3B’A3KYy 3 NPMBEAEHHAM Y
cTpunax BignosigHicTb Ao Hakady MOS Ykpainn Ne 426 Big 26.08.05 (y
pepakuii Hakasy MO3 Ykpainn Ne460 Big 23.07.2015 p.) (TepmiH
BBEAEHHS 3MiH NPOTArom 6 -Tu MicsALIB NiCrs 3aTBEPAXEHHS);
3Minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3miHa HaliMeHyBaHHS Ta/abo
afpecu Micusi NPoBaMKeHHN OisnbHOCTI BUpobHMKa/iMnopTepa
roTOBOrO fikapCbKOro 3acoby, BKMoYaoumn AinbHULI BUNYCKY cepil
abo micLe NnpoBeAeHHsI KOHTPOIIO SIKOCTI. (QiSNbHICTb, 3a AKY
BignNoBigae BUpOGHWK/iMNopTep, BKIOYaUM BUNYCK cepilt) (3mMiHa
appecu BupobHuka M3 (nepenmeHysaHHs wraty AHapa lMpagew
Ha TenaHraHa), Ta NpUBEAEHHS HalMeHyBaHHS BUPOOHMKa Yy
BigNoBigHICTb 40 BMCHOBKY o4O NigTBEpAXeHHS BiANOBIAHOCTI
BMPOBHMLTBA MikapCbKnx 3acobiB BUMOram HanexHoi BUPOBHWNYOT
npaktukm (GMP), BuaaHoro [lepxxasHoto cryx6oto Ykpainu 3
nikapcbkux 3acobis, 6e3 3amMiHK Micusi BUpobHMUTBA 3 BignoBigHMu
3MiHaMu B TEKCTi MapKyBaHHs) (TepMiH BBeAEHHS 3MiH MPOTAroM 6
-TW MicauiB nicnsa 3aTBepAKeHHs); 3MiHun | Tuny - AaMiHicTpaTuBHI
3MiHN. 3MiHa HaMeHyBaHHs1 Ta/abo agpecy 3asiBHVKa (BracHWKa
peecTpaLinHOro NocBigYeHHs) (3MiHa agpecu 3asiBHUKA)
69. KNOBECKIH kpem 0,05 % no25r | Tosapuctso 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 0 peecTpauiiHuX maTepianis: 3miHun | Tuny: 3miHn 3 3a UA/13134/01/01
y Ty6ax Ne 1 obmexeHot BUPOGHMLTBA, sikocTi. [oToBMI Nikapcbkui 3aci6. 3MiHM y BUpoOHMUTBI. 3MiHa peuenmom
BignoBiganbHi KOHTPOIb SIKOCTI, iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY CEpil Ta KOHTPOIIO
cTio BMNYCK cepii: AIKOCTi FOTOBOIO MikapcbKoro 3acoby (3amiHa abo goaaBaHHSA
"®apmaueBTn TosapucTBo 3 AiNbHWLI, Ha AKiI 34INCHIOETBCS KOHTPObL/BUNPOGYBaHHS
YHa KOMMNaHisi 0oBMexeHo cepii)(BBeAeHHs1 foaaTkoBoi AinbHuui [T13: ToBapucTeo 3
"3popos's" BiAnoBiganbHICTO obmexeHoto BignosiganeHicTio "GPAPMEKC M'PYT", YkpaiHa
"®apmMaueBTnYHa (koHTponb sikocTi) (TepMiH BBeQEHHS 3MiH NPOTsiroM 3-x micsuis
KOMMaHis nicns 3aTBepaKeHHs); 3miHum | Tuny: 3miHu 3 axkocTi. FoToBu
"3popos'a", nikapcbkui 3aci6. 3MiHn y BUpobHMUTBI. 3amiHa abo BBeAeHHS
YkpaiHa; [0[aTKoBOI AiNbHULI BUPOBHWLTBA ANS YacTMHM abo BCboro
BCi cTagii BUPOBHMYOro NpoLiecy rotToBOro fikapcbKkoro 3acoby (AinbHuus, Ha
BUPOOHMLTBA, SIKi NpoBoAsTLCA Byab-sKki BUPOOHWYI CTagii, 3a BUHATKOM BUMYCKY
BUMYCK cepii: cepirt, KOHTPOSO AKOCTI, MEPBMHHOMO Ta BTOPUHHOTO NaKyBaHHS,
ToBapwucTBo 3 ANs HECTEePUNbHKX NiKapCbkux 3acobiB) (BBEAEHHS AOAATKOBOI
0BMexeHo AinbHUUi MJ1® BMpobHuka ToBapncTBO 3 0OMEXEHO
BiANoOBiganbHICTIO BignoBiganbHicTio "®apmaueBTuyHa koMmnanis "3gopos's" (agpeca:
"®apmaueBTnyHa Ykpaina, 08300, Kuiscbka 06n., M. Bopucnine, Byn. LLleByeHka,
KOMMaHisi 6ya.100, nit. B-1l (kopnyc 4) BianoBiganbHOI 3a yci BUPOGHMYI cTagii
"3popos's”, (y TOMy 4mcni NepBUHHE Ta BTOPUHHE NaKyBaHHsI) Ta BUMYCK Cepii,
YkpaiHa; 3a BUHATKOM KOHTpOIto sikocTi [T13 go 3aTtBepmpkeHoi AinbHuUL
MPJI®CIA (uex ®XL|) TOB "®apmaLeBTniHa KoMNaHis

KOHTPOSb SIKOCTI:
TosapucTBo 3
obmexeHo
BiAnoBiganbHIiCTO
"®APMEKC I'Pyn",

"3popos's"(appeca: YkpaiHa, 61013, m. Xapkis, Byn. LLleByeHka, 22)
(BCi cTagii BUpoOHMULTBA, KOHTPOMb AKOCTI, BUMYCK cepii). CynyTHA
3MiHa: 3MiHu 3 skocTi. FoToBMI NMikapcbkui 3aci6. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AinbHULL

YkpaiHa

BMPOBHMLTBA Ans YacTUHM abo BCboro BUpoBHMYOro npouecy
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rOTOBOIO flikapcbKoro 3acoby (AinbHWUS Ans NepBUHHOTO
nakyBaHHs1); 3MiHM 3 siKocTi. FoTOBWIA nikapcbkuid 3acib. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AinbHULL
BMPOGHMLUTBA ANs YacTMHM abo BCbOro BUPOOHMYOro npouecy
roTOBOrO MikapCbKoro 3acoby (AinbHWUSA Ans BTOPUHHOTO
nakyBaHHs1) (BBeAEHHs1 foaaTkoBoi AinbHuui MI1® BupoGHMKa
ToBapucTBO 3 0OMexeHoto BignosiganeHicTio "®apmMaueBTnyHa
KomnaHisi "3popos's" (agpeca: YkpaiHa, 08300, Kuiscbka o61., M.
Bopwucnine, Byn. LesyeHka, 6ya.100, nit. B-1l (kopnyc 4)
BiMNOBiAanbHOI 3a yci BUpoGHWYi cTagii (y ToMy 4mcni nepBrHHe Ta
BTOPWHHE NaKyBaHHS) Ta BUMYCK Cepii, 3@ BUHATKOM KOHTPOIO
skocTi [T13 po 3atBepmkeHoi ginbHuui MPJIOCIA (uex ®XL) TOB
"®apmaueBTryHa komnaHisi "3gopos'a”(agpeca: YkpaiHa, 61013, m.
Xapkis, Byn. LLleBueHka, 22) (Bci cTagii BAPOOHMLTBA, KOHTPONb
AKOCTI, BUNYCK cepii); 3miHun | Tuny: 3miHu 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. 3MiHn y BUpo6HMUTBI. 3MiHa iMnopTepa/amiHu,
LLIO CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOro
nikapcbKoro 3acoby (iHwWi 3MiHW) -BBEAEHHSI [OAATKOBOI OiNbHUL
MJ1® BrpobHMKa ToBapncTBO 3 06MEXEHOI0 BigNOBIgANbHICTIO
"®apmaneBTUYHa KoMmnaHis "3gopos's" (agpeca: Ykpaina, 08300,
KuniBcbka 06n., m. Bopucnine, Byn. LesyeHka, 6yn.100, nit. b-lI
(kopnyc 4) BignoBiganbHoi 3a BUNYycK cepii A0 3aTBepKeHOI
ainbHuui MPIT®CIA (uex ®XLI) TOB "®apmaueBTnyHa KOMMaHis
"3popos's"(agpeca: YkpaiHa, 61013, m. Xapkis, Byn. LLleByeHka, 22)
(Bci cTagji BUpoOHULTBA, KOHTPOMb SIKOCTI, BUMYCK cepii); 3MiHu |
Tmny: 3miHn woao 6e3nekn/edPeKTBHOCTI Ta hapmakoHarnagy
(iHWi 3MiHM)(3amiHa 3aTBepAKeHoro rpadiyHOro 306paxkeHHs Ha
OHOBIEHWI TEKCT MapKyBaHHsi NEPBUHHOMO Ta BTOPUHHOTO
nakyBaHHs1) (TepMiH BBeOEHHS 3MiH MPOTAroMm 3-x MicsiliB nicns
3aTBEPKEHHSA)

70.

KOJNAPEKC®
MEHTON
AKTUB

MOPOLLIOK ANst
opanbHOro Po34nHy
no 10 nakeTukiB 3
MOPOLLKOM B
KapTOHHiIN kopobui

makcoCwmiTKn
anH
KoHcbromep
Xerckep

Benuka
BpuTtaHisa

CwmiTKnsiiH Bivem
C.A.

Icnanis

BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3MiHu |l Tuny - 3MiHK
[0 IHCTPYKLIT ANs MeAUYHOro 3acTocyBaHHS y po3ainu: "Ocobnusi
3axoau 6es3nekn”, "Baaemogis 3 iHWIMMK fikapCbkMMmn 3acobamu Ta
iHWi B1am B3aemopin", "OcobnmBocTi 3acTocyBaHHs", "Crocib
3acTocyBaHHs Ta go3n", "MepenosyBaHHS";
3MiHuM | TUNY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsigy - amiHa rpadivyHmx 306paxkeHb NEPBUHHOI Ta
BTOPWHHOI YNaKOBOK Ha TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynakoBok. BBegeHHsA 3MiH npoTArom 6-tn micauiB nicns
3aTBEepAKEHHA

be3
peuyenma

UA/13674/01/01

71.

KOMBIHMN®
ayo

Kpanni OYHi/BYLUHI
no5mny
dnakoHax-
KpanenbHULAX 3
KpWLLIKOIO-
ckapudikaTopom
Ne1; y conakoHax 3

CEHTICC
®APMA MBT.
nTA.

IHaia

CEHTICC ®APMA
MnBT. NTA.

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHM | TUNY -3MiHa po3Mmipy cepii (BkNtoYaroun Agiana3oH po3mipy
cepii) - BBEAEHHS 1O0OAATKOBOrO po3Mipy cepii FOTOBOro NikapCbKoro
3acoby Ha 4o[aToK 40 3aTBEPAXKEHOro po3mipy cepil

3a
peuernmom

UA/11313/01/01
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Howmep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
npo6koto-
KpanenbHULEeo i
Kpukoro Ne1
72. KONMAKCOH 40 PO34MH Ons iH'ekuin, TeBa I3painb BUPOOGHMLTBO 3a I3paine/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/6307/01/02
40 mr/mn no 1 mn dapmauesTika MOBHUM LIMKITOM: Benuka 3MiHu | TUNy - BBeAEHHS abo 3MiHM 40 y3aranbHEHWUX AaHUX Npo peuenmom
pO34KHY B n IHpacTpi3 TeBa Bputanis/ cuctemy chapmakoHarnsagy (BKnoYarum KOHTaKTHI faHi) Ta/abo
nonepegHL0 JTa. dapmauesTikan Hinepnanaw/ 3MiHM Y pO3MiLLeHHI MacTep-thanna cucteMu apmakoHarnsgy
HarnoBHeHOMY IHgacTpis N14., YropwuHa
wnpwi; no 1 I3painb;

Lwinpuuy B 6nictepi;
no 12 wnpwuis B
KapTOHHiI kopooLi

BUPOOGHMLTBO 3a
MOBHUM LIMKIOM:
AMBEKC
dapmacboTnkana
lOK, Benuka
BpuTtaHis;
KOHTpPOIb cepii
(aHaniTnyHi
BMNPODOYyBaHHS Ta
BMBYEHHS
cTabinbHocTi):
MnaxTekc ITa.,
I13paink; KOHTpoONb
cepii (Tinbkun
MikpobionoriyHe
TecTyBaHHs): TeBa
dapmadeBTikan
IHgacTpis N1a.,
I13painb; KOHTpOnb
cepii (Tinbkun
GionorivyHe
TecTyBaHHs1): ABik
JItg., I3pains;
KOHTpOrb cepii
(nosHe
TECTyBaHHs,
BKIIOYAUM Ha
CTepunbHicTb Ta
6akTepianbHi
€HOOTOKCUHW, ane
oKpiM BionoriyHoro
TeCTyBaHHS):
dapmaxewmi b.B.,
HigepnaHnaw;
KOHTpOrb cepii
(TinbkK GionoriyHe
TecTyBaHHs1): AT
PapmMaLeBTUYHWUIA
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
3aBog TEBA,
YropLwuHa;
KOHTpOnb cepii
(aHaniTnyHe
TeCcTyBaHHA Ta
BMBYEHHSI
crabinbHocTi): Asig
Kewmikan IHgacTpi3
JIta., 13pains
73. KOPUH®AP® TabneTku TeBa I3painb MNIBA XpBaTcka Xopsgarisi BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3a UA/9756/01/01
NPOSIOHroBaHoI Aji dapmacbloTika 0.0.0. 3MiHuM | TUNy - 3mMiHa y MeTogax BUNpobyBaHHS JOMOMDKHOT peuenmom
no 10 mr, no 10 n IngacTpis PEYOBUHW - HE3HaYHI 3MiHW Y 3aTBEpPIKEHOMY MeToAi
TabneTok y 6nictepi; Nitg BUNPoBYyBaHHS AOMOMIKHOI PEYOBVHM arntoMiHIEBOrO Naky X0BTOro
no 3 6nictepn y (E 104) 3a nokasHunkom «LEAD. CADMIUM»
kopobui; no 50 abo
100 TabneTtok y
donakoHi; no 1
brnakoHy y kopobui
74. KCTAHOI kancynu no 40 mr no Actennac HigepnaH BUpoBHMUTBO bulk: CLUA/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/14503/01/01
28 kancyny Papma HOpon an KaraneHt ®apma Hinepnanau oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay. 3miHa y peuenmom
6nictepi; no 1 b.B. ContowHc, JJIC, KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHs
Gnictepy B CLUA; Ta IHCTPYKLUIT ANS MeAMYHOro 3aCTOCyBaHHS Ha nigcTasi perynspHo
KapTOHHOMY nepBuHHe OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
dyTnapi; no 4 nakyBaHHs: nocnimxeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
KapTOHHUX PYTNSPU MekexuH nicnsipeecTpauinHuii nepiod, abo sk pe3ynbTaT OLiHKK 3BITY 3
Y KapTOHHI navui KoopaunHenTopc, AOCrifpKeHb, MPOBEAEHUX BiAMOBIAHO A0 NnaHy neaiaTpuyHux
JINC, CLWA; pocnimkeHb (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
BTOPUHHE YMNOBHOBAaXEHNM OpraHoM) (3MiHu y po3aginu "OcobnueocTi
nakyBaHHs1, BUMYCK 3actocyBaHHs", "MobiuHi peakuii"); 3miHu Il TMny - 3miHn Wwopao
cepil: 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. 3MiHu y KOpOTKil
Actennac ®apma XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
tOpon B.B., IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS y 3B’AA3KY i3 HOBMMM
Higepnanan OaHUMW 3 SIKOCTi, AOKMIHIMHUMU, KMiHIYMHUMK AaHUMK Ta AaHUMK 3
dapmakoHarnsgy (3miHv o iHCTpyKUii y po3ainu: "®apmakonorivHi
BnacrtumeocTi", "[poTunokasaHHs", "Baaemogis 3 iHWnMu
nikapcbknuMu 3acobamu Ta iHWi Buay B3aemogin”, "OcobnmeocTi
3actocyBaHHs" (B T.4. "3acTocyBaHHs y nepioa BariTHocTi abo
rogyBaHHs rpyaak”), "Cnocib 3actocyBaHHs Ta go3n” (B T.4. "[itn);
3MiHu |l Tuny - 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHv y TepaneBTUYHMX NOKa3aHHAX (4odaBaHHSA
HOBOrO TepaneBTUYHOrO Noka3aHHs abo 3miHa y 3aTBepaAXXEHOMY
nokasaHHi) (3mMiHu fo iHcTpykuii y po3ain "Moka3aHHs")
75. KYNPEHIN® TabneTku, BKPUTI TEBA I13painb BUPOGHMLUTBO 3a MonbLwa BHECEHHS 3MiH 10 peecTpaLiiHnx MaTepianis: 3a UA/8546/01/01
NniBKOBOO dapmaueBTika MOBHUM LIMKITOM: 3MiHM | TUNY - 3miHa y MeToaax BunpobyBaHHa APl abo BuxigHoro peuernmom
obornoHkoto, no 250 n IlHgacTpis TOB TeBa maTepiany/npoMixkHOro NpoayKTy/peareHTy, Lo BUKOPUCTOBYETHLCS
mr no 100 Tabnetok ITa. OnepenuHs y npoueci BupobHuuTBa AD| (He3HaYHi 3MiHU Y 3aTBEPIKEHUX
y 6aHuj, no 1 6aHui Monang MeToax BUNPOoByBaHHS) - 3MiHW METOAVKM BUMPOOYBaHHSA
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B KOpOOUi

cybcTaHLUji 3a NoKasHWMKOM «3arnuLLKOBI KiNlbKOCTi OpraHivyHmX
PO3YMHHUKIBY»; 3MiHM | TMRY - 3MiHa y napameTpax cneuudikauin
Ta/abo [oNyCTUMUX MeX, BUHAYEHUX Y crieundikauisx Ha AdI, abo
BUXiAHWA/MPOMIXHWI NpOJyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BupobHuutea A®| (BMNyYeHHs1 HE3HAYHOrO NOKa3HKKa
AKOCTI (Hanpuknag BUINy4YeHHs 3acTapinoro nokasHuka)) — 3
cneumdikauii Ha A®I BUNy4YeHoO nokasHuK «PTyTb»; 3miHu | Ty -
3MiHa y napameTpax crneumdikain Ta/abo 4onyCTUMUX MEX,
BM3Ha4yeHux y cneundikauisx Ha A®l, abo BUXigHUA/NMPOMIDKHUIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCH Y NpoLieci BUPObHMLTBa
ADI (3BY>KEHHS AONYCTUMMX MEX, BU3HA4YeHMX y cneuudikauii) —
3MiHa KpUTepiiB NPUNHATHOCTI ByAb-AKOI OKpEMOI HEBIAOMOI
pomiwku B cneyndikauii A®I; amibm | Tuny - 3miHa y napameTtpax
cneuudikauin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha AdPI, abo BMXiAHM/MPOMDKHWI NPOAYKT/pearexT,
LLIO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHuuTBa ADI (iHLWWi 3MiHK) —
3MiHM y cneuudikadii koHTponto A®I 3a nokasHMKOM
«lgeHTudikauis» - npyBeAeHo y BiANOBIAHICTL 4O BUMOT
MoHorpadii «Penicillamine» EP, 3anponoHoBaHO BUKOPUCTOBYBaTH
TiNbKM NepLuy iaeHTugikauilo, a came meTog, pignuHHOT
XpomaTorpadii Ta xapakTepHi peakuii; 3MiHu | Tuny - 3miHa y
mMeTogax BunpobysaHHs A®I abo BuxigHoro matepiany/npomixkHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y NpoLeci BUpobHMLTBa
AQDI (iHwi 3mMiHn y MeToAax BMNpobyBaHHSA (BKIHOYao4uun 3amiHy abo
ponoBHeHHs1) A®I abo BUXiAHOro/NpPOMiXXHOTO NPOAYKTY) — 3MiHa
METOAMKM TECTYBAHHSA Ansi Oyab-aKOi OKPEMOI HEBILOMOT AOMILLKM
neHiumnnamidy 3a gonomoroto metogy BEPX

76.

JIEBO®JIOKCA
UUHY
FEMIFIOPAT

MOPOLLIOK
(cybecTaHuisa) y
noaBiNHNX
nonieTuneHoBmx
MilLikax ans
hapmaLeBTU4HOro
3aCTOCyBaHHSI

TOB "TK
"ABpopa"

YkpaiHa

LWaHton LisHCuHb
dapmacbioTukan
Ko., NTA

KuTan

BHECEHHS 3MiH IO peecTpaLiiHux MaTepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXEHHA OiSNbHOCTI BUPOOHUKA (BKITHOYa4K, 3a HeobxigHOCTI,

MicLie NPOBEeAEHHSA KOHTPOO AKOCTi), abo BnacHuka macrep-

darna Ha AdI, abo noctayanbHuka AdI/BuxigHOro

mMaTtepiany/peareHTy/NpoMiDKHOrO NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BUPOGHMLUTBI ADI (SIKLLO 3a3HA4YEHO y AOCHE Ha Nikapcbkuii 3acib)

3a BiACYTHOCTI cepTucpikata BianoBiaHOCTI €BpONEnCchKin

capmakonei y 3aTBepAXeHOMy [OCbe, abo BUPOOHMKA HOBOT

AOMOMIXKHOI PEeHOBMHM (SKLLO 3a3HaYeHo y JOCke) (appecy
BUPOBHMYOro MargaHumky 6yno nepermeHoBaHo, 3 TOro Yacy sik

NPOMWCIIOBA 30Ha, Ha AepPXXKaBHOMY piBHi, Habyna cratycy

EkoHomiuHoro i TexHonoriyHoro Po3BuTKy)

UA/10977/01/01

77.

NEBO®IIOKCA
LUUHY
FEMIFIAPAT

KpucTaniyHmn
MOPOLLIOK
(cybeTaHuis) y
noaBiNHNX
nonieTuneHoBmx
Millkax ans
dhapmaLeBTU4HOro

TOB "TK
"ABpopa"

YkpaiHa

LWaHton LI3MHCKMHB
dapmacbioTukan
Ko., NTA

Kutan

BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny -
AamiHicTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHs OisnbHOCTI BUPOGHMKa (BKIOYakouu, 3a HeobXigHOCTI,

MicLie NpoBedeHHS KOHTPOIO SIKOCTi), abo BnacHuka macTep-

darina Ha AdI, abo noctayanbHuka AdI/BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, L0 3aCTOCOBYHOTLCS Y
BMPOGHMUTBI AP (SKLLO 3a3HA4YEHO y AOCHE Ha Nikapcbkuii 3acib)

UA/14923/01/01
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
3acToCyBaHHS 3a BiCYTHOCTi cepTudikaTta BignoBiaHOCTI EBponenchKin
apmakonei y 3aTBepixxeHoMy A0Cbe, abo BUPOGHMKa HOBOIT
AOMOMDKHOT PEYOBMHM (SIKLLIO 3a3Ha4YeHo y AOCbE) (agpecy
BMPOBHMYOro MaraaHumKy byno neperiMmeHoBaHo, 3 TOrO Yacy sK
NpOMWCIOBa 30Ha, Ha AePXXaBHOMY piBHIi, Habyna cTaTycy
EkoHomi4Horo i TexHonoriyHoro Po3BuTKy)
78. TNIOOKAIH- cnpeit 10 % ans ToBapwucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/7525/02/01
300POB'A MicLeBoro obmexeHo obmexeHo AaMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
3acTocyBaHHs o 38 BiAgNoBiganbHi BiANOBIgANbHICTIO 3asBHUKa (BnacHWKa peecTpaLinHoro noceig4yeHHs) (3MiHa agpecu
r'y cpriakoHi CTHO "®apmaueBTUYHa 3asiBHUKA) (TepMiH BBeAEHHS 3MiH NpoTArom 3-x MicauiB nmicns
3abesneyeHomy "®apmaueBTn KOMMaHis 3aTBepAKEHHS); 3MiHM | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
KrlanaHoM-HacoCcoM, YHa KoMnaHisa "3popoB's" HaliMeHyBaHHS Ta/abo agpecu Micusa NpoBagKeHHS AiANbHOCTI
HacagKo- "3popos's" BMPOGHMKa/imnopTepa roToBOro Nnikapcbkoro 3acoby, BKMoYarun
posnunosayem AiNbHWL BUMYycKy cepii abo micue NpoBeAeHHst KOHTPOIO AKOCTI.
ropriosoto abo (misnbHicTb, 3a AKy BignoBiaae BUPOOHMK/iMNOPTEp, BKIHOYa4u
HacagKkoto- BUWMNYCK Cepi) (NpUBEAEHHS MicLe3HaxomKeHHst BUpobHuka 13 y
posnuroBayvemM y BiQMNOBIQHICTb A0 NiLeH3ii Ha BUPOOHULITBO, 6€3 3MiHU MicLs
Kopobui BUpOGHMLUTBA) (TepMiH BBEAEHHS 3MiH NPOTArom 3-x MicauiB nicns
3aTBepaKeHHs); 3MiHu | Tuny - 3MiHn wopao 6e3nekn/edeKTUBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHn) (3amiHa rpadpiyHOro 306paxeHHs
YMaKoBKM Ha TEKCT MapKyBaHHS AN MEPBUHHOI Ta BTOPUHHOI
yMaKoBKU y 3B’s13Ky 3 NpUBEAEHHSM Y BignoBigHicTe Ao Hakazy MO3
Ykpainn Ne 426 Big 26.08.05 (y pepakuii Hakady MO3 Ykpainu
Ne460 Big 23.07.2015 p.) (TepMiH BBEAEHHS 3MiH NPOTArom 3-x
MicsILIB Micns 3aTBEPXKEHHS)
79. NIHE3ONIANH PO34uH ANS iHY3in, MAT Ykpaina MAT "Tannudpapm”, YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/11948/01/01
2 mr/mn no 300 mny "Manuudapm" Ykpaina; TOB 3MiHK | TURY - 3MiHK Wopao 6e3neku/edekTnBHOCTI Ta peuenmom
nnswuyi, no 1 dipma papmakoHarnsgy (iHWwi 3MiHW) - HAHECEHHSI Ha NEPBUHHY Ta
nAAWUi B nayui "Hosodapm- BTOPVHHY YMaKoBKy iHdopmaLiiiHoro Hanucy "BINTbHUW B,
BiocuHTes", BAKTEPIIbHNX EHOOTOKCWHIB". BBegeHHsi 3MiH npoTsirom 6-
YkpaiHa TN MicsiLiB NicnA 3aTBepAXXEHHSA
80. NIOTPOMB renb 1000 MO/r, no ToBapucTso 3 Ykpaina ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3MiHn - UA/11418/01/01
1000- 15 rabo 25 r abo 50 obmexeHoto obmexeHoto 3 skocTi. FoToBMIA Nnikapcekuii 3acib. Cuctema
300POB"A r,no 100 ry Ty6i; no | BignosiganbHi BiANoOBIganbHICTO KOHTenHep/3akynoptoBanbHuin 3aci6. 3MiHa po3mipy ynakoBku
1 1y6i y KOpO6ULi 3 cTio "®apmaueBTiHa roToBOro MikapcbKoro 3acoby (3MiHa macu/o6'emy BMiCTY
KapTOHY "®apmaueBTn KOMnaHis KOHTeVHepa 6araTogo30Boro fikapcbkoro 3acoby Ans
YHa KOMnNaHis "3popos's” HenapeHTepanbHOro 3acTocyBaHHsi (abo 0gHO4030BOrO,
"3popos's" 4YaCTKOBOro BUKOpUcTaHHs) CynyTHA 3MmiHa - 3MiHW 3 AKOCTI.

[oToBWI Nikapcbkuii 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo onyCTUMUX MEX FOTOBOIO
nikapcbkoro 3acoby (iHLi 3MiHK) - 3miHK 3 sKocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcekoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA roTOBOrO fikapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBepOXXeHNX MeTofax BUNpobyBaHHs1) (BBeAEHHS
popatkoBoi ynakosku no 100 r y Ty6i y kopobui 3 kapToHy, 6e3
3MiHM NEepPBMHHOIO NakyBanbHOro MaTepiany, 3 Bi4nosigHNMK
3MiHaMu y cneumdikauii/meTogax KOHTporo skocTi n. «Maca BmicTy
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ynakoBku» Ta p. «YnakoBka»); 3miHu | Tuny - 3miHun 3 skocTi.
[oToBWIN Nikapcbkuin 3aci6. 3MiHW y BUPOBHMLUTBI. 3miHa po3mipy
cepii (BkMOYa4mM gianasoH po3Mipy cepii) roTOBOro fikapCbKoro
3acoby (iHwWwi 3MiHW) (BBeAEHHS 4OAATKOBMX PO3MIpiB cepili
roTOBOrO fikapcbKkoro 3acoby ans aitoyoro uexy ®XL| y 3s’sa3ky 3
BBEJEHHSM HOBOrO BUAY nakyBaHHs in bulk no 50 kr y 6oukax
cTaneBux; BUKNageHHs 3aTBEpMKEHMX PO3MIpiB cepii i3
[00aTKOBMM 3a3HaYEHHSIM Y TUC. YNaKoBOK B TEOPETUYHOMY
po3paxyHKy (ons 3aTBepmKeHNX ynakosok no 15 r abo 25 r abo 50 r
y Ty6i Ta HoBoi ynakoBku no 100 ry Ty6i); 3minu | Tuny - 3miHn 3
sKocTi. [oToBuI nikapcbkuii 3aci6. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo gONYCTUMUX MEX NEPBUHHOI YNaKoBKM
roTOBOrO fikapcbKoro 3acoby (4ONOBHEHHS crneundikaii HoBUM
NMOKa3HUKOM 3 BiANOBIAHUM METOAOM BUMPOOYBaHHSA) (AONOBHEHHS
cneuudikaLii/MeToAiB KOHTPOSHO SIKOCTi NEPBUHHOI YNakoBKu (Tyou
antoMiHieBi) HOBMM MOKa3HNKOM «30BHILLHE MOKPUTTSA» 3riAHO 3
HOPMAaTMBHOIO AOKYMEHTAaL|E0 BUPOOHVKa NaKyBanbHOro
matepiany); 3miHu | Tvny - 3MiHu 3 AkocTi. [OTOBUI NikapCbKui
3acib. Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa
napameTpiB cneundikaui Ta/abo 4ONyCTUMUX MEX NEPBUHHOT
yNaKoBKM FOTOBOrO Nikapcbkoro 3acoby (iHwi 3amMiHn) CynyTHs 3MiHa
- 3MiHu 3 gKkocTi. FoToBUIA nikapcbkuii 3acib. Cuctema
KOHTeWHep/3akynoptoBanbHui 3aci6. 3miHa y meTtoaax
BUNPOBYBaHHS NEPBMHHOI YNakoBKW roTOBOrO fikapcbKoro 3acoby
(He3HayHi 3mMiHW y 3aTBEpAKEHNX MeToAax BUNpobyBaHb) (3MiHM Y
cneuudikaLii Ta MeToAax KOHTPOIO SKOCTi MEPBMHHOI YNakoBKu
(Ty6m antomiHieBi) 3a n. «30BHILLHIA BUrNaa», «FeoMeTpuyHi
po3mipu», «CTiKICTb NakoBOro MOKpPUTTS», «FepMEeTUYHICTbY Ta
«MBY» (NnpuBeaeHHs y BiANOBIAHICTb 40 JOKYMEHTAUii BUPOOHUKa
NepBUHHOI YNaKoBKM).

81.

NIOTPOMB
1000-
300POB"A

renb 1000 MO/r in
bulk no 50 kr B
6oukax ctanesux,
3aKPUTUX KPULLIKAMK
3 3aXMCHUM KinbLem

ToBapwucTtBo 3
obMmexeHo
BiAgnoBiganbHi
CTHO
"®apmaueBTn
YHa KOMMaHis
"3popos's"

YkpaiHa

ToBapucTBo 3
0BMexeHo
BiANOBiganNbHICTIO
"®apmaueBTUYHa
KOMNaHis
"3popos's”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3MiHn
3 AkocTi. FoToBUIA nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3miHa po3Mipy ynakoBku
roTOBOro Mikapcbkoro 3acoby (iHwi 3MiHK). CynyTHS 3MiHa - 3MiHM 3
sKocTi. [oToBMI nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuUi 3aci6. 3MiHa y NepBUHHIN ynakoBsLi
roTOBOrO fikapCcbKoro 3acoby (Tun KoHTenHepa abo [oAaBaHHSA
HOBOrO KOHTeWHepa) - TBepAi, M’k Ta HeCTepurbHi piaki Nikapcbki
opmu - 3MiHK 3 sikocTi. FoToBMI Nikapcbkui 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHui 3aci6. 3MiHa noctayanbHuka
nakyBanbHUX MaTepiarnis abo KOMMMIEKTYYMX (KO 3a3Ha4YeHo B
Jocbe) (3amiHa abo foaaBaHHst mocTavarnbHUKa) - 3MiHM 3 IKOCTI.
[oToBwWI nikapcbkui 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npvaaTtHocTi abo ymoBax 36epiraHHs roTOBOro NikapcbKoro 3acoby
(iHWi 3miHWK) - y 3B’A3Ky 3 BBeAeHHAM ynakosky in bulk no 50 kr B
60oYKax cTaneBmx, 3aKPUTUX KPULLKAMM 3 3aXUCHUM KiflbLIEM

UA/15770/01/01
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BHOCATBCS 3MiHW y p. «TepMiH NpUAATHOCTI», 3aTBEPMKEHO: 2 POKY;
3anpornoHoOBaHo: 2 poku, ynakoska in bulk: 6 micauis. 3minu | Tuny -
3MiHu 3 sikocTi. F'oToBMI Nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3mMiHa po3mMipy ynakoBku
roTOBOIO fikapcbKkoro 3acoby (3MiHa Macu/o6'emy BMiCTy
KOHTenHepa H6araTof030BOro nikapcbkoro 3acoby aAns
HenapeHTepasnbHOro 3acTocyBaHHs (abo 04HOA030BOrO,
4aCTKOBOrO BMKOpUCTaHHS)). CynyTHSA 3MiHa - 3MiHU 3 AKOCTi.
[oToBWIN Nikapcbkui 3aci6. KOHTponb roToBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo [onyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (iHwi 3MiHK). 3MiHu | TUNY - 3MiHK 3 AKOCTI.
['oToBWI Nikapcbkuin 3aci6. 3mMiHM y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BkMtoYa4m giana3oH po3Mipy cepii) roToBOro fikapcbkoro
3acoby (iHwWi 3MiHK) - - BBEAEHHS A0AATKOBMX PO3MIpiB cepin
roToOBOro nikapcbKkoro 3acoby ans gitovoro uexy ®XL y 38’s13ky 3
BBEAEHHSIM HOBOro BuAy nakyBaHHsi in bulk no 50 kr y 6o4kax
CTaneBux; BVKMAAEHHS 3aTBEPAXXEHUX PO3MIpiB cepii i3
[0AATKOBMM 3a3HAYEHHAM Y TUC. YNAKOBOK B TEOPETUHHOMY
po3paxyHKy (onsi 3aTBepKeHnx ynakosok no 15 r abo 25 r abo 50 r
y Ty6i Ta HoBoi ynakosku no 100 ry Ty6i)

82.

JIOPOCAH

crpert OPOMYKO3HUIA,
po34ymH no 30 mn y
dnakoHax Ne 1 3
HacocoM-403aTopoM
3 po3nusoBayem

TOB
"YKpaiHCcbka
dapmaueBTny
Ha KomnaHisa"

Ykpaina

MpuBatHe
akuioHepHe
TOBapuCTBO

"Bionik"

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu | Tuny -
AamiHicTpaTvBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXXEHHS AiANbHOCTI BUPOOHMKa/imnopTepa roroBoro
nikapcbkoro 3acoby, BkIoYaum AinbH1LI BUNycKy cepii abo micue
nNpoBeEHHS KOHTPOJO SIKOCTI. (AisSNbHICTb, 3a AKy Bignoeiaae
BMPOGHMK/iMNOpTEp, BKIOYaKYM BUMYCK Cepiit) (3MiHa
HanMeHyBaHHS Ta aApecyu Micus NPoBafXeHHS AianbHOCTI
BUpoGHuMKa MM3: 3miHa hopmm BnacHocTi BUPOGHMKa Ta 3MiHa
IOPUANYHOI Ha hakTUYHY aapecy 3 neperiMeHyBaHHAM BYTUL.
Micue BMpobHuUTBa He 3MiHUMOCh); 3MiHu | Tuny - AgMiHicTpaTMBHI
3MiHN. 3MiHa HalMeHyBaHHs1 Ta/abo agpecy 3asiBHVKa (BMacHWKa
peecTpaLinHOro NocBig4YeHHs) (3MiHa agpecu 3asBHuKa); 3MiHu |
Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu
MicLis NPOBaAXeHHs AiAnbHOCTI BUPOBOHYMKa (BKMoYatoum, 3a
HeobXxiaHOCTI, MicLie NpoBeAEeHHSA KOHTPOTIO SIKOCTi), abo BnacHuka
macTtep-darina Ha A®l, abo noctayanbHuka AdDI/BuxigHOro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, O 3aCTOCOBYIOTLCS Y
BUPOGHMLTBI AP (AKLLO 3a3HAYEHO y AOCHLE Ha NikapCbkuii 3acio)
3a BiCYTHOCTi cepTudikaTta BiAnoBiaHOCTI EBpONEnChKiln
dapmakonei y 3aTBepgKeHoMy Aocbe, abo BUpoOHMKa HOBOT
AOMOMIKHOI PEHOBUHY (SKLLO 3a3HAYeHO y JOCbE) (3MiHa
HalMeHyBaHHS Ta afpecu Micus MPoBafXeHHS AiANbHOCTI
BUpoGHMKa ADI EkcTpakTy 3 nikapcbKoi pOCIIMHHOT CUPOBUHM -
3MiHa pOpMM BracHOCTi BUPOGHMKa Ta 3MiHa IOpUANYHOI Ha
bakTUyHy agpecy 3 nepenmeHyBaHHAM Bynuui. Micue
BUPOGHMLTBA HE 3MIHUIOCH)

bes3
peuenma

UA/12867/01/01

83.

MAIrBIT™

TabneTku, BKPUTI

TOB "OMETA

YkpaiHa

"nakcoCmiTKnsamnH

MNonbla

BHECEHHS 3MiH IO peecTpauiiHiX mMaTepianis:

be3

UA/8643/01/01
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
060s10HKO DPAPMA dapmacbioTukana 3MiHum Il Tuny - 3miHu 3 gkocTi. APl. KoHTponb A®I - oHOBNEHHS peuenma
KWLLIKOBOPO34MNHHI, YKPATHA" C.A. mancTep-danny APl Marwito nakraty gvrigpaTy 3aTBEpIKEHOro
no 10 Tabnetok y BMpobHuka Moehs Iberica S.1.; cynyTHi 3miHu - 3miHu | Tuny - 3miHa
6nictepi; no 5 y napameTpax cneumdikaui Ta/abo AonycTUMMUX MEX, BUSHAYEHNX
6nictepiB y y cneumdikauisx Ha A®l, abo BUXiAHUA/NPOMIXHWIA
KapTOHHIN ynakoBLi; NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHMLTBa
no 50 TabneTok y Al - BBeageHHs 4o cneuudikauii 4o4aTKOBOro NokasHuka
nakoHi; no 1 «KinbKicHUi BMICT naktun nakraTty»; 3miHu | Tuny - 3miHa y
hnakoHy y napameTpax creuudikaui Ta/abo onyCTUMUX MeX, BUSHAYEHUX Y
KapTOHHIN ynakoBLi cneuudikauisx Ha A®I, abo BMXigHWIA/NPOMIKHWI NpodyKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS y NpoLieci BUpobHuuTea AdI - TecT
«lMnTome onTu4He 06epTaHHA»; 3miHM | TUNy - 3MiHa y MeTogax
BunpobyBaHHa APl abo BuxigHOro martepiany/npomikHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y MpoLeci BUPObHMLTBA
AdI
84. MAJIbTO®EP® | cupon, 10 mr/mn no Bidop LLseviuapi Bicop C.A., LLiseviLapis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/5869/04/01
75 mn abo no 150 (IHTEepHeLwHn) a LLiBeviLapis; woao 6esnekun/edhekTUBHOCTI Ta hapmMakoHarnsgy. 3MiHn y peuenmom
My donakoHax Ne 1 IHK. Bicbop TepaneBTUYHUX NOKa3aHHAX (BUIyYEHHsI TepaneBTUYHOro
(IHTepHewHn) IHK., nokasaHHs) ((B1ny4eHHs TepaneBTUYHOrO NoKa3aHHs)) Ao
LLisenuapis iHCTPYyKUIiT y po3ain "MokasaHHS")
TepMmiH BBeOEHHS 3MiH - NPOTArom 3-x MicsiLiB nicns
3aTBepgkeHHs; 3miHn Il Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsaay. 3MiHW y TepaneBTUYHNX NMOKa3aHHAX
(OoaaBaHHS HOBOrO TepaneBTUYHOrO Noka3aHHs abo 3miHa y
3aTBEpPAKEHOMY MOKa3aHHi) ((AofaBaHHSA HOBOrO TepaneBTUYHOIO
nokasaHHs abo 3miHa y 3aTBepaKeHOMY nokasaHHi) TepMiH
BBEOEHHS 3MiH - NPOTArom 3-X MicsAUiB Nicnsa 3aTBEpAXEHHST; 3MiHK
Il TNy - 3miHn WwWopno 6e3neku/edekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT A4NA MEeANYHOro 3acTOCyBaHHS y 3B'A3KY
i3 HOBUMW AaHUMW 3 SIKOCTI, AOKMIHIMHUMU, KMNiIHIMHUMW JaHUMK Ta
AaHnMm 3 dpapmakoHarnagy (3miHn Jo iHCTPYKLii y po3ainu:
"®apmakonorivHi BnactmsocTi", "lMpoTunokasaHHs", "B3aemogais 3
iHLIMMKM niKapcbkuMK 3acobamu Ta iHWi BuaW B3aemogin",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHA y nepion BariTHOCTI
abo rogyBaHHA rpyaato”, "3aaTHicTb BNMBATK Ha LUBMAOKICTb
peakuii Npy KepyBaHHi aBTOTpPaHCMopToM abo iHWMMK
mexaHismamun", "Cnocib 3actocyBaHHSA Ta go3n”, "lNepenosyBaHHs",
"MobiuHi peaxuii") TepMiH BBeAEHHSA 3MiH - NPOTAroM 3-x MicauiB
nicns 3aTBepaAXXeHHs
85. MAJNIbTO®EP® | kpanni opanbHi, 50 Bidbop LLisenuapi Bidop C.A., LLiBenuapis BHECEHHS 3MiH IO peecTpTauinHux matepianis: 3MiHn | Tuny - 3MiHu 3a UA/5869/03/01
mr/mn no 10 mn abo (IHTepHeLHn) s LLisenuapis; Lwono 6e3nekn/echekTMBHOCTI Ta papmMakoHarnsgy. 3miHu y peuenmom
30 mn y cnakoHax IHK. Bicbop TepaneBTUYHUX NOKa3aHHsAX (BUINYYEHHsI TepaneBTUYHOTO
abo koHTerHepax (IHTepHewwHn) IHk., rokasaHHs) (BUIMyYeHHs TepaneBTUHHOrO NOKa3aHHs)) A0 iHCTPYKLT
(Tybax) 3 LLisenuapis y po3ain "Moka3aHHs"). TepMiH BBeAEHHS 3MiH - NPOTAroM 3-x

kpanenbHuueto Ne 1

MicauiB nicnsa 3aTBepaxeHHs; 3miu Il Tuny - 3miHn Wwono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHu y
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n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
TepaneBTUYHMX MOKa3aHHSX (40AaBaHHS HOBOTO TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBep)KeHOMY MNokasaHHi) (doaaBaHHs
HOBOrO TEPaneBTUYHOrO NokasaHHs abo 3miHa y 3aTBepKEHOMY
nokasaHHi). TepmiH BBeAeHHS 3MiH - NpoTArom 3-x MicauiB nicns
3aTBepakeHHst; 3miHu |l Tuny - 3MiHn wopao 6e3nekun/edekTMBHOCTI
Ta dhapmakoHarnsay. 3MiHM y KOPOTKiVi XapakTepucTULL fikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ANS MeanyHoro
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMMW AaHUMMW 3 SKOCTi, AOKMiHIYHUMN,
KMiHIYHUMW JaHnMK Ta AaHnmMm 3 hapmakoHarnsgy (3MiHn go
iHCTpYyKUIiT y po3ginu: "®apmakornoriyHi BnacTmeocTi",
"MpoTunokasaHHsa", "Baaemogis 3 iHWMMM nikapcbknumm 3acobamu
Ta iHwWi Buam B3aemogin”, "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"3paTHiCTb BNMMBATU Ha LIBUAKICTb PeakLii Mpy KepyBaHHi
aBTOTpaHcnopToM abo iHWwMMKn MexaHiamamu", "Cnocid
3acTocyBaHHsi Ta go3n", "MepegosyBaHHs", "MobiuHi peakuii")
TepMmiH BBEAEHHS 3MiH - NPOTArom 3-X MiCsALIB MiCNs 3aTBEPKEHHS
86. ME3ATOH Kpanni o4Hi, 25 TOB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/0511/01/01
mr/mnno 5 mny "ocnigHuin BUPOGHMLTBA, 3 gKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHM y BUpOGHULUTBI. 3MiHa peuenmom
dnakoHax Ne 1 3 3aBof KOHTPOIb SKOCTI, iMnopTepa/amiHu, L0 CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPOIO
KPULLIKOO- "rHUnc" BUMYCK Cepii: SIKOCTi rOTOBOrO fnikapcbKkoro 3acoby (3amiHa abo goanaBaHHSA
KpanenbHuLeto y TOB "OocnigHuin BMPOGHMKa, WO BiAMNoBigae 3a BBE3EHHsI Ta/abo BuUNyck cepi) -
navui 3asog "MHLUJIC", Bkrtoyatoumn koHTponb/BunpobyBaHHs cepii (AoaaBaHHS PyHKLT
YKkpaiHa; «BUMYCK Cepii» A0 BUKOHYBaHWX PyHKUIW (BCi cTagii BUpobHuMuTBa,
BCi cTagii KOHTpOrb sIkoCTi) BUpobHuka TOB « DPAPMEKC MPYT», YkpaiHa)
BMPOBHMLTBA, (TepmiH BBEAGHHSA 3MiH NPOTArom 3-x MicALIB Micns
KOHTPOIb SKOCTI, 3aTBepAKeHHS); 3MiHu | Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI
BUMYCK cepii: Ta chapmakoHarnsagy (iHwi 3miHW) (3amiHa rpadpiyHOro 306paxeHHs
TOB "®APMEKC Ha TeKCT MapKyBaHHS ynakoBok) (TepMiH BBEAEHHS 3MiH NPOTArom
PYIM", Ykpaina 3-x MicsaUiB nicns 3aTBEPIAKEHHS)
87. MENINPAMIH® | Tabnetku, BKpUTI 3AT YropwuHa 3AT YropuuHa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3MiHn 3a UA/0320/02/01
NniBKOBOO dapmaueBTny dapmMaLeBTUYHWIA 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar BignosigHoCTi peuenmom
obornoHkoto, no 25 HWI 3aBof 3aBog ElNC €Bponevicbkinn dpapmakonei/moHorpadii. NMoaaHHsA HoBoro abo
mr Ne 50 y Eric OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
nakoHax cepTtudikaTa BignoeigHocTi €Bponenichbkin dapmakonei: ana Adl;

AnsA BUXiAHOro MaTepiany/peareHTy/NpoMiKHOIO NMPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; Ans 4ONOMiXXHOI peqoBUHU
(cepTudpikaT BignosigHocTI €Bponencukin hapmakoner) -
OHoBMeHWI cepTudikaT Big yxe 3aTBepaKeHoro BUpobHuka
(HapaHHs oHoBneHoro CEPy Ne R1-CEP 2002-051-Rev 01 gitouoi
peyoBuWHM IMinpamiHy rigpoxnopuay (BMpobHuya AinbHuusa Plantex
Ltd., Israel); 3miHu | TNy - 3miHK 3 sikocTi. FOTOBWI Nikapcbkuii
3aci6. Onuc Ta cknad. 3miHa y cknagi (AoNOMIKHUX peyoBUHAX)
roToBOro nMikapcbkoro 3acoby (cmakosi fobaBkn abo 6apBHMKM) -
HopaBaHHs, BUNy4YeHHs abo 3amiHa (3miHa cknagy AOMOMIKHUX
peyoBMH 06onoHkM TabneTku 3 "3anisa okcuay (E 172) (6apBHUk
KOCMETUYHWI YEePBOHO-KOPMYHEBUI)" Ha 3ani3a okcva YepsoHun (E




36 [TponoBkeHHs momarka 3
Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
172) Ta 3anisa okcmg YopHui (172)") (TepmiH BBEAEHHS 3MiH
npoTarom 3-x MicAUIB NiCNsa 3aTBEPAKEHHS)
88. MEHOBA3UH pPO34MH aons MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiHMX maTepianis: bes UA/7484/01/01
30BHILLUHLOTO dapmaneBTmy dapmaveBTMyHa 3MiHn |l Tuny - 3miHa BUpoOHMKa BMXigHOro/MpoMiXKHOro peuenma
3aCTOCYBaHHS, Ha abpuka habpuka "Biona" NpoAYKTy/peareHTy, WO BUKOPUCTOBYIOTHCS Y BUPOBHUYOMY
crnupToBuii no 40 mn "Biona" npoueci A®l, abo 3miHa BUpobHUKa (BKMtovatoum, e HeobxigHo,
y donakoHax; no 40 MicLe npoBeaeHHs KoHTporto sikocTi) AP (3a BigcyTHOCTI
MmNy donakoHi; no 1 cepTudpikaTta BignoBigHOCTI €Bponenchbkin hapmakonei y
hnakoHy y nayui 3aTBepOKeHOMY A0Chbe)(BBEAEHHSI HOBOrO BUpobHMka AdI 3
HagaHHsaM macTep-anna Ha Adl) - BBeaeHHS 4OAAaTKOBOrO
B1pobHuka AQI MNpokaiHy rigpoxnopugy
89. METPOrN® PO34uH ANns iHdys3in, "HOHiK IHpia "HOHiK IHAis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/2871/05/01
5wmr/mnno 100 Mny | ®apmacbioTvk dapmacbloTukan 3MiHu | TNy - 3mMiHa po3Mipy cepii (BKMo4atoum gianasoH po3mipy peuenmom
dnakoHax, no 1 an JlabopaTtopiz" cepii) rotoBoro nikapcbkoro 3acoby (36inbweHHst o 10 pasis
dnakoHy, JlabopaTopis" (BiogineHHst ipmun NOPIBHSAHO i3 3aTBEpPOXEHNM PO3MIPOM)
ynakoBaHoOMy B (BigaineHHs "x. B. Kemikana
uenodaHoBun dipmun "Ox. b. eHf
nakert, y kopobui 3 Kewmikana eHg dapmacbioTukansa
KapToHY dPapmacboTuk Nra.")
ans Jlita.")
90. METPOHIOA30 | Tabnetku no 250 mr MAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MmaTepianis: 3miHu | Tuny - 3a UA/6538/01/01
n Ne 10, Ne 20 (10x2) "Iy6Hncbapm" AaMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
y briictepax 3asBHUKA (BracHUKa peecTpaLinHoro Noceig4eHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBeEHHS 3MiH NPOTArom 6 -Tu MicsuiB nicns
3aTBepAKEHHS); 3MiHM | Tuny - AgMiHicTpaTuBHI 3miHW. 3miHa
HaniMeHyBaHHA Ta/abo agpecu Micus NpoBafKeHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby, BKMoYarun
AinbHWU BUNYycKy cepii abo micue NpoBeAeHHst KOHTPOIHO SKOCTI.
(misnbHiCTb, 3a AKy BiANOBiAae BUPOOHMK/IMMOPTEp, BKITHOYA4M
BUNYCK cepil) (3MiHa agpecu BUpobHuKa, 6e3 3miHn micus
BUPOGHMLUTBA.(NeperiMeHyBaHHs Byn. [1eTpoBcbKOro Ha Byr.
BapsiHkoBa) (TepMiH BBe4EHHS 3MiH MPOTAroM 6-Tu MicauiB nicns
3aTBEPKEHHS)
91. MINIOQPOHAT® Tabnetku no 500 mr AT "I'piHgekc" JatBia AT "I'piHgekc" JatBia BHECEHHS 3MiH O peecTpaLinHux maTtepianis: 3MiHa 3asBHUKA 3a UA/10815/01/01
GX Ne 30 (6x5), Ne 60 (BnacHuka peecTpauiiHoro noceigyeHHs ) (3rigHo Hakazy MO3 Big peuenmom
(6x10) B GnicTepax 23.07.2015 Ne 460); 3miHu | Tvny - 3miHu Wwopo
©e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo 3miHu
[0 y3aranbHeHUX AaHnx Npo cuctemy chapmakoHarnsgy (BeaeHHs
y3ararnbHeHVX AaHuX Npo cuctemMy dapmakoHarnsay, 3aMiHa
yMOBHOBaXeHOi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
dapmakoHarnsaay; KOHTaKTHOI 0cobu 3 dhapmakoHarnsaay 3asiBHUKa
Ons 34icHeHHs hapMakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHa
Bif YNOBHOBaXXeHOI 0cobM, BiANOBiAanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKIYaym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHi macTep-aina cuctemu dpapmakoHarnsay) (3miHa
KOHTaKTHMX AaHWX KOHTAKTHOI 0cobu)
92. MIMMNAPA TabneTkn, BKpUTI AMOKEH HigepnaH BupobHMLTBO Kanapga/ BHECEHHS 3MiHAO peecTpauinHmux matepianis: 3MiHu | Tuny - 3MiHu 3 3a UA/11962/01/01
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Ne
n/n

Hasea
JliKapcbK0o20
3acoby

dopma sunyckKy

3asisHUK

Kpaina

Bupob6Huk

KpaiHa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Howmep
peecmpauiliH
o020
noceidyeHHs1

NNiBKOBOO
oboroHkoto, no 30
mr, no 14 TabneTok
y bnicTepi, no 2
6nictepu y
KapTOHHiN Kopobui

€spona b.B.

oan

Hepo3adhacoBaHoi
npoaykujii:
MaTeoH IHk.
TopoHTOo PigxH
OnepenLuHs,
KaHnapga;
TecToBa ginsHka
Tinbkn onsa
BMPOGHMUTBA
[aTteoH IHK.
TopoHTo PigkH
OnepenLuHs,
KaHapa:
MaTeoH IHk.
BapniHrToH
CeHuypi
OnepenLuHs,
KaHnapga;
BupobHuLTBO
Hepo3dhacoBaHoi
npoaykuji:
AmMOxeH
MaHydekuypiHr
Nimiteq, CLWWA ;
MepBuHHE Ta
BTOPUHHE
naKyBaHHS:
AHpepcoHbpekoH
(KOK) NimiTen,
Benuka bpuTaHis;
BTopuHHe
nakyBaHHs1, BUMYCK
cepil:
AmvmxeH €pona
b.B., Hinepnanaun

CLIA/
Benuka
Bputanis/
Higepnanam

sikocTi. [oToBMIA Nikapcbkui 3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHsi roToBOro nikapcbkoro 3acoby
(36inbLUEHHs TepMiHYy NpWAaTHOCTI FOTOBOTO NikapCbKoro 3acoby) -
[Ins ToproBoi ynakoBku (NigTBEP4XKYETLCA AaHMMN pearnbHOro
yacy) (36inbLueHHs TepMiHy npuaaTtHocTi 113 3 4-x 4o 5-Tu pokis)
(TepmiH BBeOEHHS 3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPOKEHHS)

peuernmom

93.

HATPIIO
Xnoeun

PO34uH ANS iHY3in,
9 mr/mn no 200 mn
abo 400 mn B
NAALWKaX CKISHUX

NAT
"Manuudapm"

Ykpaina

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

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHK | TUNY - 3MiHK Woao 6e3neku/edekTnBHOCTI Ta
dapmakoHarnagy - HaHeCeHHs1 Ha MEPBUHHY YNaKOBKY
iHdbopmaLiiiHoro Hanucy "BINTbHUM BIO BAKTEPINbHUX
EHOOTOKCUHIB"

3a
peuernmom

UA/4131/02/01

94.

HIBANIH

pO34MH Ans iH'ekuin,
1 mMr/mnno 1 mne
amnynax, no 10
amnyn, no 1
6nictepy B
KapTOHHIN nayui

AT
"Cocpapma"

Bonrapis

AT "Cocpapma”

Bonrapis

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHu | TUNy - 3miHa napameTpiB cneumdikauin Ta/abo gonycTUMmx
MeX roTOBOrO FlikapcbKoro 3acoby; CynyTHS 3MiHa - 3MiHa y
mMeToAax BUNPobyBaHHSA roTOBOrO fikapCbkoro 3acoby (HesHayHa
3MiHa y 3aTBepKEHNX MeTofax BUNPODYyBaHHS)

3a
peuernmom

UA/3335/01/01
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
95. HIBANIH PO34MH Anst iH'ekuin, AT Bonrapis AT "Cogapma” Bonrapis BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3a UA/3335/01/02
2,5 mr/Mnno 1 mn B "Cocpapma" 3miHu | TUNy - 3miHa napameTpiB cneuudikauin Ta/abo gonyctumMux | peuenmom
amnynax, no 10 MeX rOTOBOrO NikapCbKOro 3acoby; CynyTHsI 3MiHa - 3MiHa y
amnyn, ro 1 meToAax BUNPobyBaHHSA roTOBOrO fikapCbKoro 3acoby (HesHayHa
6nictepy B 3MiHa y 3aTBEpKEHNX MeTofax BUNPODYBaHHS)
KapTOHHIN nayui
96. HIBANIH PO34MH Ans iH'ekuin, AT Bonrapis AT "Cogapma” Bonrapis BHECEHHS 3MiH IO peecTpaLiHMX maTepianis: 3a UA/3335/01/03
5wmr/mnno 1 mne "Cocpapma" 3miHu | TUNy - 3miHa napameTpiB cneuudikauin Ta/abo gonyctumux | peuenmom
amnynax, no 10 MeX rOTOBOrO NikapCbKOro 3acoby; CynyTHS 3MiHa - 3MiHa y
amnyn, ro 1 meToAax BUNpobyBaHHSA roTOBOrO fikapCbKoro 3acoby (HesHayHa
6nictepy B 3MiHa y 3aTBEpAKEHNX MeToAax BUNPOobyBaHHS)
KapPTOHHIN nayui
97. HIKOPETTE® rymka >xyBarnbHa MakHin Ab Lseuis MakHin Ab LLBeuis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: be3 UA/10734/01/01
3MMOBA nikyBanbHa no 2 mr 3MiHuM | TUNY - 3mMiHa ynoBHOBaXkeHoi ocobw, BiaNoBiaanbLHoI 3a peuenma
M'ATA no 15 rymok 30iNCHEHHS (hapMaKkoHarnsgy; KOHTakTHoI ocobu 3
XKyBanbHUX y dapmakoHarnagy 3asBHvKa Ans 34iMCHeHHsA hapmakoHarnsay B
6nicTepi; no 2 YKpaiHi (BKNtoYaroumn KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLIeHHi
Gnictepu B mMacTep-anna cuctemu papmakoHarnsgy
KapTOHHIN ynakoBLji
98. HIKOPETTE® ryMka >xyBanbHa MakHin AB LLseuis MakHin Ab LLsewis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: bes UA/10734/01/02
3MMOBA nikyBanbHa no 4 mr 3MiHM | TUNY - 3MiHa ynoBHOBaXeHOoi ocobu, BignoeiganeHoi 3a peuyenma
M'ATA no 15 rymok 30iNCHEHHS (hapMaKkoHarnsgy; KOHTakTHoT ocobu 3
XyBanbHUX y dapmakoHarnsaay 3asiBHUKa ANs 30iNCHEHHSA hapMakoHarnsay B
6nicTepi; no 2 YKpaiHi (BKNtoYarumn KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLieHHi
Gnictepu B mMacTep-anna cuctemu papmakoHarnsgy
KapTOHHIN ynakoBLji
99. HIKOPETTE® rymka >xyBarnbHa MakHin AB LLseuis MakHin AB LLsewis BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - be3 UA/8921/01/01
31 CMAKOM nikyBanbHa no 2 mr ApmiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHA Ta/abo agpecu micus peuenma
CBDKUX no 15 rymok NPOBaIXeHHS OisnbHOCTI BUpobHUKa/iMnopTepa rotoBoro
®PYKTIB XKyBarnbHUX Yy nikapcbkoro 3acoby, BKMoYarym AinbHWL BUNYycKy cepii abo micue
6nictepi; no 2 NPOBEAEHHST KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3@ sIKy BiAnoBigae
6nictepu B BMPOBHMK/IMNOpTep, BKINOYaKo4M BUMYCK Cepilt) (3mMiHa agpecu
KapTOHHIl ynakoBLi BUPOGHWKa, 6e3 3MiHM micus BUpobHuUTBa); 3MiHK | Tuny - 3MiHK
wono 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHun)
(3miHa rpadpiyHmx 306paxeHb NEPBMHHOI Ta BTOPUHHOI YMaKoOBOK Ha
TEKCT MapKyBaHHs1 NepPBUHHOI Ta BTOPUHHOI yNakoBOK)
100. | HIKOPETTE® ryMKa >xyBanbHa MakHin AB LLseuis MakHin AB LLsewis BHECEHHS 3MiH 0 peecTpaLiiHuX MmaTepianis: 3miHu | Tuny - bes UA/8921/01/02
31 CMAKOM nikyBanbHa no 4 mr ApmiHicTpaTuBHi 3mMiHW. 3MiHa HalMeHyBaHHA Ta/abo agpecu micus peuenma
CBDKUX no 15 rymok NpoBaKeHHS AisnbHOCTI BUpODOHWKa/iMnopTepa rotoBoro
DPYKTIB XKyBarbHUX y nikapcbkoro 3acoby, BKIHOYa4u AinbHULI BUNYCKy cepii abo micle
6nictepi; no 2 npoBeeHHS KOHTPOJST0 SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
Gnictepu B BUPOGHWMK/IMNOpTeEp, BKINOYa4M BUMYCK cepilt) (3MiHa agpecu
KapTOHHIl ynakoBLi BMPOGHWKa, 6e3 3miHM micusa BUpobHuuTBa); 3MmiHn | Tuny - 3MiHn
wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHun)
(3MiHa rpadpivHMx 306paxeHb NEPBMHHOI Ta BTOPUHHOI YNaKOBOK Ha
TEKCT MapKyBaHHS NepBUHHOI Ta BTOPUHHOI YNakoBOK)
101. | HIKOPETTE® rymKa >xyBasbHa MakHin Ab Lseuis MakHin Ab LBeuis BHECEHHS 3MiH IO peeCTpaLinHMX MaTepianis: be3 UA/8921/01/01
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
31 CMAKOM nikyBanbHa no 2 mr 3MiHM | TUNY - 3MiHa ynoBHOBaXeHOoi ocobw, BignoeiaaneHoi 3a peuenma
CBDKUX no 15 rymok 30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
®PYKTIB XyBanbHUX y dapmakoHarnsay 3asiBHUKa ANs 30iNCHEeHHS hapMakoHarnsay B
6nicTepi; no 2 YKpaiHi (BKNtoYarumn KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi
6nictepu B macTep-anna cuctemu papmakoHarnsgy
KapTOHHIN ynakoBLi
102. | HIKOPETTE® rymka >xyBanbHa MakHin Ab Lseuis MakHin Ab LBeuis BHECEHHS 3MiH IO peecTpaLiHMX maTepianis: be3 UA/8921/01/02
31 CMAKOM nikyBanbHa no 4 mr 3MiHu | TUNY - 3MiHa yNOBHOBaXeHOI 0cobu, BignoBiaansHoi 3a peuenma
CBIXUX no 15 rymok 3AiNCHEHHS hapMaKoHarnsgy; KOHTakTHoOI ocobu 3
DPYKTIB XyBanbHUX y hbapmakoHarnagy 3asBHUKa Ans 30inCHEHHs hapmakoHarnsay B
6nicTepi; no 2 YKpaiHi (BKNtoYaroumn KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLIeHHi
Gnictepu B mMacTep-anna cuctemu papmakoHarnsgy
KapTOHHIN ynakoBLji
103. | HIKOPETTE® rymKa >xyBarnbHa MakHin Ab LLseuis MakHin Ab LLiseuis BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: bes3 UA/8878/01/01
31 CMAKOM nikyBanbHa no 2 mr 3MiHM | TUNY - 3MiHa ynoBHOBaXeHOoi ocobu, BignoBiaaneHoi 3a peuyenma
CBDKOI M'aTU no 15 rymok 30iNCHEHHS (hapMaKkoHarnsigy; KOHTakTHoOI ocobu 3
XyBanbHUX y dapmakoHarnsaay 3asiBHUKa ANs 34iNCHEHHSA hapMakoHarnsay B
6nicTepi; no 2 YKpaiHi (BKNtoYarumn KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLieHHi
Gnictepu B mMacTep-anna cuctemu papmakoHarnsgy
KapTOHHIN ynakoBLji
104. | HIKOPETTE® rymka >xyBarnbHa MakHin Ab Lseuis MakHin Ab LLBeuis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: be3 UA/8878/01/02
31 CMAKOM nikyBanbHa no 4 mr 3MiHM | TUNY - 3MiHa ynoBHOBaXeHOi ocobu, BignoBiaaneHoi 3a peuyenma
CBDXOI M'ATU no 15 rymok 3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
XKyBarnbHUX Yy dapmakoHarnsay 3asiBHUKa Ans 30icHeHHs hapMakoHarnsgy B
6nicTepi; no 2 YKpaiHi (BKNtoYarumn KOHTaKTHi faHi) Ta/abo 3MiHM y po3MiLLeHHi
6nictepu B macTep-danna cuctemu papmakoHarnagy
KapTOHHIN ynakoBLi
105. | HI®YPO3MA- cycneHasisi oparnbHa, ToBapucTso 3 Ykpaina ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/12707/02/01
300POB'A 200 mr/5 mn no 50 obMmexeHo 06MEXEeHHO 3MiHu | TUNy - 3amMiHa NnapameTpiB cneumdikauin Ta/abo gonyctummx | peuenmom
mn abo no 100 mn y BignosiganeHi BignosiganbHiCcTO MEX NepPBUHHOT YNaKoBKM FOTOBOrO NiKapCbKOro 3acoby (3BY>KEHHS
nakoHax CTIo "®apmaueBTniHa AONYCTUMUX MEX, BUSHaYeHWX y crneuundikaLii); cynyTHa 3MiHa -
nonimepHnx Ne 1 "®apmaueBTun KOMMNaHisi 3MiHa y MmeTogax BUNpobyBaHHS NEPBUHHOI YMAKOBKU FOTOBOrO
pasom 3 MipHOto YHa KOMnNaHis "3popos's” nikapcbkoro 3acoby (He3HayHi 3MiHW Y 3aTBEpPOXKEHNX METOAAX
TIOKOH0 Y KOpOOLi; "3popos's" BMNpobyBaHb); 3miHu | Tuny - 3miHa chopmun abo po3mipy
no 100 mny KOHTEeVHepa Yu 3aKynoploBanbHOro 3acoby (NepBUHHOT yNakoBKM)
dnakoHax 3i ckna Ne (HecTepunbHi Nikapcbki 3acobu) - BBEAEHHSI HOBOI KPULLIKU Nig,
1 pa3om 3 mipHOtO pi3abbOBY roprnoBuHy 3 KOHTporiem neptuoro poskputta KKMNB/1
TOXKOH Y KOpobLi [04aTKOBO [0 3aTBEPAKEHOI KPULLIKM Nifg pi3bOOBY roproBuHyY 3
KOHTPOMEeM MepPLLOro po3kpuTTs BUpobHuka TOB «dapmMaLeBTuyHa
dipma «BepTekcy, YkpaiHa Ta 3miHM po3mipiB kpuwwiku KB3
BupobHuka 3AT «Pipma Enincy», YkpaiHa
106. | HOBAPUHI® KinbLe BariHanbHe Lepinr-Mnay LLisenuapi H.B.OpraHoH, Hinepnangu/ BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a UA/9613/01/01
11,7 Mr/2,7 mr Ne 1y CeHTtpan lct a Hinepnangu (3a Ipnangis 3MiHM Il TUny - 3MiHW [0 IHCTPYKLiT ANA MEeAWYHOro 3acTOCyBaHHS y peuenmom
calle B KapTOHHIN Al MOBHUM LIUKITOM); po3ginu: "®apmakonoriyni BnactueocTi”, "MpoTunokasaHHs",

kopooui

OpraHoH (Ipnangis)
JIt4., Ipnangis
(BTOPUHHE

"B3aemogis 3 iHWKMK nikapcbknuMun 3acobamu Ta iHLi BUam
B3aemogin", "OcobnueocTi 3acTtocyBaHHs", "Cnocib 3acTocyBaHHsi
Ta go3n" (pegaryBaHHs posginy),"lMobivHi peakuii”.




40 [IponoBxeHHs nonarka 3
Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
nakyBaHHs Ta PexkomeHgoBaHuin TepMiH BBEAEHHS 3MiH ogpa3y nicns
BUNYCK cepil) 3aTBepAKeHHs Hakasom MO3, ockinbkn 4OMOBHEHHS CTOCYOTLCS
iHpopmaluii 3 6e3neku
107. | HBIOPONEHTW | kancynu TBepai no KYCYM IHpis KYCYM IHAis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3MiHu | Tuny - 3MiHn - UA/15768/01/01
H® 300 wmr in bulk: Ne XENTXKEP XENTXKEP NBT 3 sikocTi. FoTOBMIA Nnikapcbkuii 3acic. Cuctema
10x180: no 10 MBT NTA nTa KOHTeWHep/3aKkynoptoBarnbHuUiA 3aci6. 3mMiHa po3Mipy ynakoBKu
TabneTok y 6nictepi; roTOBOrO fikapcbKoro 3acoby (iHLWi 3miHW) (BBeAEeHHS 0AaTKOBOI
no 180 GnicTepiB y ynakoBku in bulk Ne 10x180: no 10 Tabnetok y 6nictepi; no 180
KapTOHHiI kopooLi GnicTepiB y KapTOHHiI Kopobui 3 BinnoBigHUMYK 3MiHamK Y p.
«YnakoBkay. [lepBUHHWI NakyBanbHWII MaTepian He 3MiHUBCS)
108. | OKCANIH® TabneTkn, BKpUTI KYCYM IHAisA KYCYM IHAaisa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3MiHn - UA/15766/01/01
NNiBKOBOO XEJTTXKEP XEJNNTXKEP MNBT 3 AkocTi. [oToBMIA Nikapcbkuit 3aci6. Cuctema
o6onoHkoto, no 300 MnBT. NTA. nTh KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3mMiHa po3Mipy ynakoBKu
mr in bulk Ne roTOBOrO fikapcbKoro 3acoby (iHLi 3miHW) (BBeAEHHS 4oAaTKoBOI
10x240: no 10 ynakoBku in bulk Ne 10x240: no 10 tabnetok y 6nictepi; no 240
TabneTok y 6nictepi; GnicTepiB y KapTOHHI KopobLi 3 BinnoBiAHUMY 3MiHaMK Y p.
no 240 6nicTepiB y «YnakoBka». [epBUHHWI NakyBanbHWn MaTepian He 3MiHUBCS)
KapTOHHiIN kopooLi
109. | OMHINAK po3unH ans iH'ekuin, | kul Xenckea Hopseris Ixunl Xenckea Ipnangis BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/2688/01/04
350 mr nogy/mn no AC Ipnangis 3MiHM | Tuny - 3miHa y 6esnocepenHin ynakoui AP| - 3MeHLIEeHHSA peuenmom
50 mn abo 100 mn, KiNIbKOCTi NONieTUNeHOBMX NaKeTiB 3 ABOX 4O OAHOro Ans
abo 200 mn, abo BHYTPILLHLOIO KOHTENHepa iorekcona; BBe4eHHs anbTepHaTUBHOMO
500 mn 'y dnakoHi; nakeTy 3 MPO30pOro nonieTuneHy HM3bKoi WinbHocTi (LDPE) ao
no 10 cnakoHiB y 3aTBEPKEHOro NakeTy; BBEAEHHS anbTepPHAaTUBHOIO KOHTeNnHepa;
KapTOHHiI kopobui 3MiHu | TUNy - 3mMiHWM NapameTpiB cneumdikauin Ta/abo gonycTUMMX
MeX, 3a3HayeHnx y cneumdikauisx, Ana 6esnocepeHbOI yNakoBKM
Al - gonoBHeHHs cneumdikauii Ana 3aTBepaKeHoro
nonieTuneHoBoro naketa HOBMM NOKa3HVKOM Ta BiANOBIAHUM
MeToA0M BUNPOGYBaHHS
110. | OMHINAK PO34uH ANS iH'eKuin, xul Xenckea Hopseris xul Xenckea IpnaHgis BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a UA/2688/01/03
300 wmr rnogy /mn no AC IpnaHgis 3MiHM | Tuny - 3miHa y 6esnocepepHin ynakoBui APl - 3MeHLIeHHSA peuenmom
50 mn abo no 100 KiNIbKOCTi NoNieTUNeHoBMX NakeTiB 3 ABOX A0 OAHOro Ans
My dnakoHi; no 10 BHYTPILLHLOrO KOHTENHepa iorekcona; BBe4eHHS anbTepHaTUBHOMO
dnakoHiB y nakeTy 3 MPO30pOro nonieTuneHy HM3bKoi WinbHocTi (LDPE) ao
KapTOHHiIN kopobui 3aTBEpKEHOro NakeTy; BBEAEHHS anbTEePHATUBHOTO KOHTENHEPa;
3MiHu | TUNy - 3MiHWM NapameTpiB cneumdikauin Ta/abo gonycTUMMX
MeX, 3a3HayeHnx y cneumdikauisx, Ana 6esnocepeHbOI yNakoBKM
AQDI| - nonoBHeHHs cneuudikaLii Ana 3aTBepaKeHoro
nonieTuneHoBoro naketa HOBMM NOKa3HWKOM Ta BiANoBiAHUM
MEeTOA0M BUNPOBYBaHHS
111. | OPTANYTPAH PO34MH Ans iH'ekuin, LWepinr-Mnay LLiseviapi BupobHuuTBO Himeyuunna/ BHECEHHS 3MiH 10 peecTpauinHmx matepianis: 3miHu | Tuny - 3miHn 3a UA/8192/01/01
® 0,5 mr/mn, no 0,5 mn CeHTpan lct s Hepo3dacoBaHoi Hinepnangu/ wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHun) peuenmom
y nonepeaHLo Al npoaykuii Ta IpnaHais (3miHa rpadpiyHOro opopmMneHHs ynakoBOK Ha MapKyBaHHS; Y
HarnoBHEHOMY nepBuHHa MapKyBaHHS1 Ha BTOPUHHIlA ynakoBLji BHECEHE KOperyBaHHs B
wnpwui Ne1, Ne5 ynakoBka, iHcpopMmalito Wwoao BMpobHUKiB (TepMiH BBEAEHHS 3MiH NPOTArom 6-

KOHTPOMb SIKOCTI:
Bettep-®apma

TV MicauiB nicns 3aTBepAXeHHs); 3MiHu | Tuny - AgMiHicTpaTMBHI
3MiHW. 3MiHa HaViMeHyBaHHs1 Ta/abo agpecy Micusi NPOBaKEHHS
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Ne
n/n

Hasea
JliKapcbK0o20
3acoby

dopma sunyckKy

3asisHUK

Kpaina

Bupob6Huk

KpaiHa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliH
o020
noceidyeHHs1

PepTuryHr Mrm6X i
Ko. KI', HimeuyunHa;
KoHTponb siKocTi:
Bettep-®apma
®epTuryHr rmoX i
Ko. KI', HimeuyunHa;
BTopuHHa
ynakoBka,
KOHTPOIb SKOCTI,
[03BiN Ha BUMyCK
cepil:

H.B. OpraHoH,
Higepnanaw;
OpraHoH (Ipnangis)
JIta, Ipnangis

LisnbHOCTI BUpOGHMKa/imnopTepa rotoBoro nikapcbkoro 3acoby,
BKIIOYatouy AinbHuL BUNycky cepii abo micue npoBeaeHHs
KOHTPONMIO AKOCTI. (QisiNbHICTb, 3a SKy Bignosigae
BMPOGHWK/IMNOPTEP, BKINOYAUM BUMNYCK Cepil) (NpuBeaeHHS
appecu BupobHuka H.B.OpraHoH, HinepnaHau y BignoBigHicTb Ao
peecTpaLiiHx MmaTepianiB 4OCbE - A04AaBaHHA agpecu mMicus
NPOBaKeHHNA OisrIbHOCTI 4O 3apeecTpoBaHOi IPUANYHOT agpecu
BMpobHuka. Micue BMpobHMLUTBa He 3MiHUMoCk) (TepMiH BBeAEHHS
3MiH MPOTAroM 6-Tu MicsAUIB Nicns 3aTBEPMHKEHHS); 3MiHuM | Tuny -
3MmiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3amiHa abo BBeAeHHS 0OATKOBOI AiNbHWLI BUPOOHMLTBA ANs
YacTMHKM abo BCbOro BUPOOHMYOro NpoLecy roToBOro fikapCcbKoro
3acoby (iHwWi 3MiHK) ( 3a3HaYeHHs YHKUIA BUPOOHUKIB MikapcbKoro
3acoby BianoBiaAHO 4O MaTepianie peecTpaliiHoro gocke: Bettep
Papma-PepturyHr F'm6X i Ko. KIM , Himewunna 3a agpecoto:
LWyTueHwTpacce 87 i 99-101, 88212 PaBeHcbypr, HimeuuunHa;
(BnpobHunuTBO Hepo3dacoBaHOi NpoAyKLii Ta NepBMHHA yNakoBKa,
KoHTponb skocTi) H.B.OpraHoH, Higepnanam (BTopyHHa ynakoBka,
KOHTpPOrb SIKOCTi, 403BiN Ha Bunyck cepii); OpraHoH (Ipnaxgis) N1a,
IpnaHgis (BTOpUHHa ynakoBKa, KOHTPOSb SIKOCTI, AO3BiN HA BUMYCK
cepii) (TepmiH BBe4EHHSA 3MiH NPOTAroM 6-Tu MicsuiB nicns
3aTBepgkeHHs); 3MiHn | Tuny - 3MiHM 3 sikocTi. [OTOBMI NikapcbKui
3aci6. 3MiHn y BUpOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOO SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo goAaBaHHs AinbHULI, Ha SKiN
3[iNCHIOETLCS KOHTPONbL/BUNPOBYBaHHS cepii) (BBeAEeHHS
anbTepHaTUBHOI BUPOBHMYOT AiNbHUL ANsi BUKOHAHHS Bi3yarnbHOro
koHTpornto Bettep ®apma-PepturyHr M'moX i Ko. KI', HimeuunHa
po3TalloBaHoi 3a agpecoto: XenbmyT-BeTTep-LUTtpacce 10, 88213
PaBeHcbypr, HimeyunHa (KoHTpornb akocTi); 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXXEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BkIoYaum AinbHWL BUMYyCKy cepii abo micue
NpoBeEHHS KOHTPOJO SIKOCTI. (AisNbHICTb, 3a AKy Bignoeiaae
BMPOBHMK/IMNOpTEp, He BKIOYaum BUNYCK cepiit) (Y 3B’A3Ky 3i
3MiHoto 3akoHoAaBscTBa HimewunHn 6yno BuaaHo BUPOOHWUI
niuensii Ta GMP cepTtudikaTty ons okpemmx QinsHok BUpobHuka
Bettep ®apma-depturyHr F'm6X i Ko. KI, HimeuunHa (KoHTponb
SIKOCTi) 3a apgpecoto: EicenbaxHcTpacce 2-4, 88085 JlaHreHapreH,
HimeuunHa, Xonb6aiHcTpacce 40, 88212, PaBeHcbypr, HimeuunHa)
(TepmiH BBEAEHHSA 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepkeHHs); 3MiHn | Tuny - 3MiHM 3 siKoCTi. [OTOBMIN NiKapCbKWI
3aci6. CucteMa KoHTelHep/3akynoptoBarnbHuii 3acib. 3miHa byab-
SIKOI YaCTUHU MaTepiarny NepBUHHOI YNaKOBKU, LLIO HE KOHTaKTye 3
rOTOBWM IliKapCbKUM 3aco60M (HanpuKnaz Kormip KpULLIEYOK 3
KOHTPONEeM MepLLOoro BiAKPUTTS, KOMIp KOAOBYKX KineLp Ha amnynax,
KOHTelHepa Ans ronok (pisHi BUay nnactmacu) (3miHa, sika He
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
BMNMBAE Ha KOPOTKY XapaKTepUCTMKY fikapcbkoro 3acoby) (3MiHa
KOHTeNHepy ANns nonepefHb0 HanoBHEHOTO LWNpuLa pasoMm 3
TrOMNKOK Ta 3aXUCHMM KOBMa4ykoM — 3 BriCTepHOi ynakoBku Ha
BiAKPUTWUIA NNACTUKOBUI NOTOK, 3 BiANOBIAHUMY 3MiHAMW Y p.
«YnakoBka») (TepMiH BBEAEHHS 3MiH NPOTAroM 6-TW micALiB nicns
3aTBEPAKEHHS)
112. | OPTAH® Kpanni o4Hi no 10 CaHTteH AT diHnaHaia CaHTteH AT diHnaHAaia BHECEHHS 3MiH O peecTpauifnHuX maTepianis: 3a UA/5593/01/01
KATAXPOM MmNy donakoHi 3 BUMPAaBIIEHHSA TEXHIYHOI MOMUIKW B TEKCTI MapKyBaHHS NiKapCbKoro | peuenmom
KpanenbHuueto Ne 1 3acoby. BBegeHHs1 3MiH npoTArom 3-x micAuiB nicns
3aTBEePAKEHHA
113. | NEPEKUC pO34nH Ans TOB Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - bes UA/6318/01/01
BOOHIKO 3 % 30BHILLHLOrO "YkpaiHcbka akuioHepHe AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peuyenma
3acTocyBaHHs 3 % thapmaneBTny TOBapUCTBO 3asiBHUKA (BnacHWKa peecTpaLinHoro noceig4yeHHs) (3MiHa agpecu
no 50 mny Ha KomnaHis" "Bionik" 3asBHUKa); 3MiHu | TUNy - AgMiHiCTpaTMBHI 3MiHW. 3MiHa
c¢nakoHax, no 100 HaliMeHyBaHHS Ta/abo agpecu Micusa NpoBagKeHHS AiANbHOCTI
mn y 6aHkax BMPOGHMKa/imnopTepa roToBOro nikapcbkoro 3acoby, BKoYaum
nonimepHux abo AiNbHWL BUMYycKy cepii abo micue NpoBeAeHHst KOHTPOIO AKOCTI.
cdnakoHax (misnbHicTb, 3a AKy BignoBiaae BUPOOHMK/iMMOPTEp, BKIHOYa4uu
noniMepHnx BUWMYCK Cepilt) (3MiHa HaiMeHyBaHHS Ta agpecu micus
npoBagXeHHA AianbHOCTI BUpobHuka M13: 3miHa dhopmun BnacHocTi
BMPOGHYMKa Ta 3MiHa OPUANYHOT Ha haKTUYHY agpecy 3
nepenmeHyBaHHsaM Bynuui. Micue BUpobHMUTBa He 3MiHMMOCh)
114. | NMIBOHII HacTovika no 100 mn MpuBaTtHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - bes UA/1517/01/01
HACTOWMKA y dnakoHax abo akuioHepHe akuioHepHe AamiHicTpaTvBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peuyenma
6aHkax TOBapUCTBO TOBapUCTBO NpoBaXXeHHs OisnbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
"Bionik" "Bionik" nikapcbkoro 3acoby, BKIHOYao4u AinbHULI BUNYCKy cepii abo micue

NpoBeEHHS KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a AKy BiAnosigae
BUPOGHWMK/IMNOPTEP, BKIOYAKUN BUMYCK CEPIlt)

- 3MiHa HalMeHyBaHHS Ta agpecu MiCL NPOBaXXEHHSs JiSANbHOCTI
BUpoGHuMKa MM3: 3miHa hopmm BnacHocTi BUPOGHMKa Ta 3MiHa
IOPUANYHOI Ha (haKTUYHY agpecy 3 NneperMeHyBaHHAM BYnuL.

Micue BUpoGHMLTBa HE 3MiHUMNOCL. 3MiHK | TUNY - AgMiHICTpaTMBHI

3MiHN. 3MiHa HalMeHyBaHHs1 Ta/abo agpecy 3asiBHVKa (BMacHWKa

pEeECTPALiNHOrO NOCBIAYEHHS) - 3MiHa HaMEHYBaHHS Ta agpecu
3asgBHUKa. 3MiHM | TUNY - AgMIHICTPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micusa NpoBagKeHHS AiANbHOCTI
BMPOOHWMKa (BKMOYatoum, 3a HeOOXiAHOCTI, MicLie NPoBEeAEeHHS
KOHTPOIIO SIKOCTi), abo BnacHuka macTtep-anna Ha AP, abo
noctayansHuka Adl/BuxigHoro matepiany/peareHTy/npomixkHOro
NPOAYKTY, L0 3aCTOCOBYOThCS Y BUpOOHUUTBI ADI (Ko
3a3HaYeHo y AOCbE Ha NikapCbKuii 3acid) 3a BiACYTHOCTI
cepTudcpikaTa BignosigHocTi EBponeiickkini hapmakonei y
3aTBEPKEHOMY 0ChE, ab0 BUPOOHMKa HOBOT LOMOMIKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y AOChE) - 3MiHa HailMeHyBaHHA Ta
agpecu Micus NpoBamkKeHHs AisnbHOCTi BUpobHuka ADL: 3miHa
opmu BnacHOCTi BUpOBHMKa Ta 3MiHa HOPUANYHOT Ha (haKTUYHY
agpecy 3 nepenimeHyBaHHAM Bynuui. Micue BMpobHULTBaA He
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
3MiHWIOCh.
115. | NMINOKAPMIH Kpanni o4Hi 10 MAT "dapmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3miHm | Tuny - 3a UA/6836/01/01
mr/mn no 5 mn, 10 AamiHicTpaTuBHiI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micua | peyenmom
My donakoHi; no 1 NPOBaXeHHs OisnbHOCTI BUpobHUKa/iMnopTepa roToBoro
dnakoHy B nayi 3 nikapcbkoro 3acoby, BKIHYa4u AinbHuUL BUNycky cepii abo micue
KapTOHy npoBeAeHHS KOHTPOJTO SKOCTI. (AiSNbHICTb, 3a AKy Bignoeigae
BMPOGHWK/IMNOPTEP, BKINOYAOUM BUMNYCK Cepil) (NpuBeaeHHS
MicLe3HaxoaxeHHs1 BupobHuka M3 y BignosigHicTb Ao NiueHsii Ha
BMPOGHMLTBO (3MiHa IopuaMYHOI agpecu Ha akTU4Hy agpecy)
(TepmiH BBeEHHS 3MiH NPOTArom 3-x MicsLIB MiCns 3aTBEPHKEHHS)
116. | MAATUDIIH- PO34UH ANS iH'eKuin, ToBapucTso 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/7976/01/01
300POB'A 2mr/mnno 1 Mne obmexeHot oBMmexeHo 3MiHM | TNy - 3mMiHa po3Mipy cepii (BKMo4akoum gianasoH po3mipy peuenmom
amnynax Ne 10 BigNoBiganbHi BiANOBIgaNbHICTIO cepii) roToBOro nikapcbkoro 3acoby - BBeAeHHsSI JOAAaTKOBOrO
(5%2), Ne 10 (10x1) y cTio "®apmaueBTniHa po3mipy cepii npenapaty
Gnictepax B "dapmaueBTu KOMnaHisi
kopo6bui, Ne 10 YHa KoMMaHis "3popos's"
(10x1) B KOpObUi "3popos's"
117. | NONIAEKCA Kpanni ByLLHi, JTaBopaTopii ®paHuin JTaGopaTopii dpaHLuis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/2699/01/01
po34unH, no 10,5 mn Bywapa Bywapa Pekopgaari 3MiHuM | TUNY - nogaHHsa HoBoro cepTudikata RO-CEP 2009-159-Rev | peuenmom
y cbrakoHi, no 1 Pekoppaari 01 ans nonimikcnHy B cynbdarty Big HOBOro anbTepHaTUBHOIO
dnakoHy 3 NineTkoto BUpPOBHMKa
B KAPTOHHI Kopobui
118. | MONI®ITON -1 | HacToVka Ans TOB "OKI YkpaiHa TOB "OKN YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - bes3 UA/8925/01/01
nepopanbHoro "®dapmaueBTu "®apmaueBTUYHa AAMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpPOBHWYOI AinbHUUI peuyenma
3acTocyBaHHS Mo YHa cabpuka" dabpuka" (Bkmtovatoum ainbHuui Ana A®Il, npomixxHoro npoaykTy abo rotoBoro
100 mn y 6aHui B nikapcbKoro 3acoby, AinbHUL AN NPOBeAEHHS NaKyBaHHS,
navuj BMPOGHMWKa, BiAMNoBiAanbHOro 3a BUMYCK Cepiid, MicLe NpoBeAeHHS
KOHTpOIO cepii) abo nocTayanbHyKa BUXIQHOTO maTepiany,
peareHTy abo ONOMIKHOT PEYOBMHM (SKLLO 3a3HAYEHO Y OOCHE)
(BUNYYEHHS BUPOOHMYOT AiNbHULI rOTOBOro Nikapcbkoro 3acoby Ta,
SIK HACMigoK, BUNYyYEHHS MapKyBaHHA AN OiNbHULL FOTOBOro
nikapcbkoro 3acoby TOB «[KI «PapmaveBTuyHa dabpukay
Ykpaina, 10014, m. XKutomup, Byn. JlepMoHTOBCbKa, 5)
119. | NMPEAHI3ONOH | Ttabnetkn no 5 mr Ne MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/2587/02/01
-OAPHUUA 40 (10x4) y "®apmaueBTn "®apmaueBTiHa 3MiHM | TUNy - BBeAEHHS abo 3MiHM [0 y3aranbHEeHUX AaHuX Npo peuenmom
KOHTYPHMX YHa ipma cipma "OapHuus” cuctemy cdhapmakoHarnsay (BKnoYarUm KOHTaKTHI faHi) Ta/abo
YapyHKOBUX "OapHuus" 3MiHW Y PO3MilLleHHi MacTep-danna cuctemm dbapmakoHarnsgy
yrnakoBKax y nayui
120. | NPEHECA® TabneTkn no 2 mr no KPKA, o.4., CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/5145/01/01
10 TabneTtok y Hoso mecTo MecTo 3MiHN | TUNY - BUNMYYEeHHSA BUPOOHNYNX AiNbHULb Ai0Y40i PEYOBUHM peuernmom
6nicTepi; no 3, abo
no 6, abo no 9
6nictepis B
KapTOHHIl kopobui
121. | NPEHECA® TabneTku no 4 mr no KPKA, o.4., CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a UA/5145/01/02
10 TabneTtok y Hoso mecTo MecTo 3MiHN | TUNY - BUNMYYeHHSA BUPOOHNYNX AiNbHULb AiH0Y40i PEYOBUHM peuernmom

6nicTepi; no 3, abo
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
no 6, abo no 9
6nictepis B
KapTOHHiN kopobui
122. | MPUCUNKA NMOPOLLOK HALUKipHWIA MAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/3599/01/01
OUTAYA 0,1r/r,no50ry "ITy6Huchapm" AamiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micus peuenma
6aHkax NpoBaKeHHS AiAnbHOCTI BUPOBOHWKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKIoYa4u AinbHuULUI BUNycky cepii abo micue
nNpoBeAEeHHS KOHTPOIO AKOCTI. (AiANbHICTb, 3a AKy Bignosiaae
BUPOGHWK/IMNOpTEp, BKINOYa4M BUMYCK Cepilt) (3MiHa agpecu
BUPOGHKKa, 6e3 3MiHM Micusa BUPOBHMUTBA.(NeperiMeHyBaHHS BYI.
MeTpoBcbkoro Ha Byn. bapeiHkosa) (TepmiH BBEAEHHS 3MiH
npoTarom 6-Tn MicsuiB nicns 3aTBepaXeHHs); 3MiHn | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
3asBHUKA (BMacHUKa peecTpaLinHoro Noceig4eHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBeEHHS 3MiH NPOTArom 6 -Tu Micsuis nicns
3aTBEPOKEHHS)
123. | NPOrMHOPM Kancynu m'siki no 3AT JInToBCbK JIABOPATOPIOC Icnanis BHECEHHS 3MiH O peecTpauiHMX maTtepianis: 3a UA/15255/01/01
OBO 100 mr Ne 30 (15x2) "OAPMIICA" a JIEOH ®APMA 3MiHu |l Tuny - 3miHa BUpoOHMKa BUXigHOro/MpoMiXKHOro peuernmom
y bnictepax Pecnybnik C.A. npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOBGHUYOMY
a npoueci A®l, abo 3miHa BMpOOHuMKa (BkNtoYatoun, ae HeobxigHo,
Micue npoBeaeHHs1 KoHTporto sikocTi) APl (3a BigcyTHOCTI
cepTtudpikaTa BignosigHocTi €Bponeiickkini hapmakonei y
3aTBEpAKEHOMY A0CbE)(BBEAEHHSI HOBOrO BUPObHMKa AdI 3
HagaHHsM macTep-aina Ha Adl) - BBeaeHHs1 4O04aTKOBOrO
BMpo6HuKa AP MNporecTepoHy
124. | NPOrMHOPM Kancynu m'siki no 3AT JInToBCbK JIABOPATOPIOC Icnanis BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/15255/01/02
OBO 200 mr Ne 30 (15x2) "OAPMIICA" a JIEOH ®APMA 3MiHu |l Tuny - 3mMiHa BUpoBHMKa BMXigHOro/MpoMiXKHOro peuernmom
y brniictepax Pecnybnik C.A. npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY
a npoueci A®l, abo 3miHa BUpOOHUKa (BKOYakoun, e HeobxigHo,
MicLe npoBeaeHHs1 KoHTporto sikocTi) APl (3a BigcyTHOCTI
cepTudcikaTa BignosigHocTi EBponeiickkini hapmakonei y
3aTBepAKeHOMY A0CbE)(BBEAEHHSI HOBOrO BUPObHMKka AdI 3
HagaHHsSM macTep-aina Ha Adl) - BBeaeHHs1 4OAAaTKOBOrO
BMpo6HMKa AP MNporecTepoHy
125. | MPOCTANAL HacTovka Ans TOB Ykpaina MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHuX MmaTepianis: 3miHu | Tuny - bes UA/1194/01/01
nepoparbHOro "YKkpaiHcbka akuioHepHe AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peuenma
3acTocyBaHHS Mo dapmaueBTny TOBapuCTBO NPOBaXXeHHS AiANbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
100 mn y cbrakoHi Ha KomnaHis" "Bionik" nikapcbkoro 3acoby, BkIoYaum AinbHWLI BUNycKy cepii abo micue

abo y 6aHUi i3
cknomacy; no 1
dnakoHy abo 6aHui
B MauLli 3 KapTOHY;
no 100 mny
dnakoHi abo y 6aHui
nonimepHin; no 1
nakoHy abo baHLi
B NayLli 3 KapTOHY

NpoBeEHHS KOHTPOI SIKOCTI. (AisSNbHICTb, 3a AKy BiAnoeiaae
BMPOOHWK/iIMNOpTep, BKMOYao4M BUMYCK cepiit) (3miHa
HalMeHyBaHHS Ta aApecy Micus NPoBafXeHHS AisnbHOCTI
BUpoGHKMKa MM3: 3miHa hopmum BnacHocTi BUpoGHMKa Ta 3MiHa
IOPUANYHOI Ha hakTUYHY afpecy 3 neperiMeHyBaHHAM BYTUL.
Micue BMpobHuUTBa He 3MiHWUMOCk); 3MiHuW | Tuny - AgMiHicTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy MicLs NPOBaXXEHHSI
LisnbHOCTI BUPOGHMKa (BKIOYakoum, 3a HeobXigHOCTI, MicLe
npoBefeHHs KOHTPOMI SIKOCTi), abo BNacHWKa macTtep-ganna Ha
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[IponoBxeHHs nonarka 3
Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
A®l, abo nocTtayansHuka Adl/BuxigHoro
matepiany/peareHTy/npoOMiKHOrO MPOAYKTY, LLO 3aCTOCOBYIOTLCS Y
BMPOBHMLUTBI ADI (SKLLO 3a3HAYeHO y AOCbE Ha NikapCcbkuil 3acib)
3a BiCYTHOCTI cepTudikaTta BignoBiaHOCTI EBponenchkiln
apmakonei y 3aTBepixxeHoMy A0Cbe, abo BUPOGHMKa HOBOI
[OOMOMDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y AOChE) (3MiHa
HaiMeHyBaHHA Ta agpecu MicLA NPOBaXeHHS QisrnbHOCTI
BMpobHuKka A®I EkcTpakTy 3 nikapCbKoi POCIMHHOI CUPOBUHM -
3MiHa (hbopMU BNacHOCTi BUPOBHMKa Ta 3MiHa HOpUANYHOI Ha
baKkTU4Hy agpecy 3 nepenmeHyBaHHAM Bynuui. Micue
BMPOBHMLUTBA HE 3MiHUIOCh)
126. | MPOTE®INA3ILO | kpanniin bulk no 20 TOB "HBK YkpaiHa BUPOBHMLTBO 3a YkpaiHa BHECEHHS 3MiH O peecTpauiiHux MmaTtepianis: NpUBeAeHHs y - UA/4221/01/01
® ny 6ytnsax abo "Ekocpapm” NOBHUM LIMKIIOM; BiANOBIAHICTb [0 peecTpauiHnX MaTepianiB HaNUCaHHA
E€MHOCTAX BMNYCK cepii: ynakoBku B Haka3i MO3 Ykpainu Ne 1389 Biag 22.12.2016 B
MAT "®iTocapm", npoueci BHECEHHS 3MiH - 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW.
YkpaiHa; 3MiHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBagKeHHS
BUPOOHMLTBO 3a nisnbHOCTI BUpOGHMKa/imnopTepa rotoBoro nikapcbkoro 3acooby,
NOBHUM LIKMOM; BKIOMA4M AinbHULI BUMNYCKY cepii abo MicLe npoBedeHHs
BUMYCK cepii: KOHTPOIO SIKOCTI. (BiNbHICTb, 3a SIKy Bignosigae
KomyHanbHe BUPOBHMK/IMNOPTEP, BKMKOYAKO4YM BUMYCK Cepiit) (3MiHa
niagnpMeEMCTBO HalMeHyBaHHA Ta MiCLe3HaxoMKeHHs BUpobHuka MNpueaTtHe
"IlyraHcbka akuioHepHe ToBapucTBo "bionik" (3mMiHa doopMu BNacHOCTI
obnacHa niagnpveMCcTBa-BMPOOHMKa Ta 3MiHa HaNMeHyBaHHS BynuLi), 6e3
"®apmauisa”, 3MiHM Micusa BupobHuuTBa) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-x
dapmMaueBTUYHa MicsaUiB Micns 3aTBepKeHHs1); 3MiHu | Tuny - AaMiHicTpaTMBHI
dabpvka, YkpaiHa; 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy MiCLA NPOBaKEHHS
BUPOOHMLTBO 3a nisinbHOCTI BUpOGHMKa/imnopTepa rotoBoro nikapcbkoro 3acooby,
NOBHUM LIKMOM; BKIOMAOUM AinbHULI BUNYCKY cepii abo MicLe npoBedeHHs
BUNYCK cepii: KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
MpuBatHe BMPOBHMK/IMNOpTep, BKINOYa4M BUMYCK cepiln) (3mMiHa agpecu
akuioHepHe BUpoGHuka MAT "®itodbapm”, YkpaiHa, 6e3 3amiHn micus
TOBapuCTBO BMPOGHMLTBA (3MiHa Ha3Bu MicTa) (TepMiH BBEAEHHS 3MiH
"Bionik", YkpaiHa; npoTArom 3-x MicauiB nicna 3aTBepAXeHHs ) (6yro - Ae-30-mA-abo
BMPOGHMLTBO 3a re-50-ma-y-ebaakeHax in bulk no 20 n y 6ymnsix abo eMHOCMsiX)
MOBHUM LIMKIIOM;
BUNYCK cepii:
TOB
"TepHodhapm”,
YkpaiHa;
dacyBaHHs FOTOBOI
npoaykuii, BUNycK
cepil:
MAT "®apmak”,
YkpaiHa
127. | NYCTUPHUK TabneTku no 14 mr MNAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux MaTepianis: 3miHu | Tuny - be3 UA/14854/01/01
Ne10 y 6nictepax "Ny6Hnchapm" AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenma
3asBHUKa (BracHUKa peecTpaLinHoro Noceig4yeHHs) (3MiHa agpecu
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3asBHUKa) (TepMiH BBeEHHS 3MiH NPOTArom 6 -Tu MicsuiB nicnsi
3aTBepAKeHHs); 3MiHM | Tuny - AgmiHicTpaTuBHi 3mMiHW. 3miHa
HaliMeHyBaHHs Ta/abo agpecy Micus NPOBafKEHHS AiANbHOCTI
BMPOOHMKa/iMnopTepa rotoBoro NikapcbKoro 3acoby, BKIYaym
AinbHWL BUNYyCKy cepii abo MicLe NpoBeAeHHst KOHTPOIO SKOCTI.
(misinbHicTb, 3a AKy BiANOBiAae BUPOBHMK/IMNOPTEP, BKMIOYAOUM
BUMNYCK cepiln) (3MiHa agpecu BUpobHKa, 6e3 3miHn micus
BMPOBHMLUTBA.(NeperiMeHyBaHHsi Byn. MNeTpoBCbKOro Ha Byr.
BapsiHkoBa) (TepMiH BBe4EHHSA 3MiH MPOTAroM 6-Tu micauiB nicns
3aTBEpPAKEHHSA)

bes3

UA/6768/01/01

128.

MNYCTUPHUKA
HACTOUKA

HacTovika no 50 mny
cdnakoHax, no 25 mn
y tbrnakoHax

MpuBaTtHe
aKuioHepHe
TOBapUCTBO

"Bionik"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Bionik"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu | Tuny -
AamiHicTpaTMBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpaLinHoro NocBig4YeHHs ) - 3MiHa
HalMeHyBaHHA Ta agpecy 3asBHuka. 3miHu | Tuny -
AamiHicTpaTmBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NpoBaKeHHS AiAnbHOCTI BUPOOHWKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BkIoYaum AinbHWLI BUNYyCcKy cepii abo micue
nNpoBeAEeHHS KOHTPOJO SIKOCTI. (AiSNbHICTb, 3a AKy Bignoeigae
BMPOGHMK/IMNOpTEP, BKINOYAKUM BUMYCK CEPIlt) - 3MiHa
HanMeHyBaHHS Ta agpecyu Micus NPoBafXeHHS AiANbHOCTI
BUpo6HuKa MM3: 3miHa dopmm BnacHoCTi BUpOOHMKa Ta 3MiHa
IOPUANYHOIT Ha (haKTUYHY agpecy 3 NneperMeHyBaHHAM BYnuL.
Micue BUpoGHMLTBa HE 3MiHUMNOCL. 3MiHW | TUNY - AOMiHICTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy MiCLA NPOBaMKEHHS
LisinbHOCTI BUPOGHMWKa (BKIOYakoum, 3a HeobXigHOCTi, micue
npoBeAeHHS KOHTPOIO SKOCTi), abo BnacHuka macTtep-ganna Ha
A®I, abo noctavanbHuka APl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BUPOGHMLTBI AP (AKLLO 3a3HAYEHO y AOCHLE Ha NikapCbkuii 3acio)
3a BiACyTHOCTI cepTucpikata BianoBiaHOCTI €BpONEnNchKin
dapmakonei y 3aTBepgeHomy Aockbe, abo BUpobOHMKa HOBOI
[OMOMIXKHOI pe4OBUHU (SKLLO 3a3Ha4YeHO y AOCLE) - 3MiHa
HanMeHyBaHHS Ta aApecu Micus NpoBafXeHHS AiANbHOCTI
BUpOGHMKa ADI: 3MiHa hopMuM BnacHOCTi BUPOGHUKa Ta 3MiHa
IOPUANYHOI Ha hakTUYHY aapecy 3 neperiMeHyBaHHAM BYNuL.
Micue BMpOoGHMLTBA HE 3MIHUNOCh.

peuernma

UA/1954/01/01

129.

PENI®®
YNbTPA

cynosuTopii
pekTanbHi Ne1 2
(6x2) y cTpunax

Banep
KoHcbromep
Kep AI'

Lsewuapi
a

IcTiTyTo Oe Anxeni
C.p.n.

ITania

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu Il Tuny -
[oToBMI nikapcbkui 3acib. Onuc Ta cknag. 3miHa y cknagi
(BOMOMIXXHMX pEeYOBMHAX) FOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHK)
(3amiHa JONOMiXHOT PEYOBMHU MaCO NEYIHKU aKynu iHLLIOK
[OMOMDKHOK PEYOBUHOO 3 TUM CaMUMU (DYHKLLiOHANbHUMMW
XapaKTepuCcTMKaMn Macro Kakao B eKBiBaneHTHIN KinbkocTi 3
BiQNOBIAHMMU 3MiHaMu Jo po3ainy «Cknaay», «Cneuudikadis»,
«MeToam KOHTPONo AKOCTI» «MapkyBaHHSA» Ta siK HACMIAOK 3MiHU
00 IHCTPYKUii AN MeanYHOro 3acTocyBaHHS, 3rigHoO BUCHOBKY KEI
"Xipyprisi, aHecTesionoris/peaHimaTtonorisi, rematornorisi Ta

TpaHcdysionoris. Jlikapcbki 3acobu”, y po3ginu: Cknag nikapcbkoro

be3
peuyenma
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3acoby - BUINy4YeHo Macro neviHku akynu. Jlikapceka cbopma -
BWINYyYeHO i3 cnabkum pubHum 3anaxom. MepenosyBaHHs -
BUIMYYEHO: "3a YMOBW iCTOTHOIO NEepeBULLEHHS PEKOMEHO0BAHNX
pa3oBux i 4OO6OBMX 403 Macna NeYviHk1 akynm Moxe cnocrepiratnch
CXMINBHICTb A0 NPUCKOPEHOro 3ropTaHHS KPOBi. Y Taknx BUNagkax
cnia NpunUHUTKM 3actocyBaHHA npenapaty") (TepMiH BBeAEHHS 3MiH
npoTarom 3-x MicaUiB Nicns 3aTBepXEHHS)

130.

PIHFEPA
JIAKTAT
PO34YUH

pO34uH ANs iHdy3in
no 200 mn, 250 mn,
400 mn, 500 mny
nnsiwKax

MpuBatHe
aKuioHepHe
TOBapUCTBO

"IHpy3ia"

Ykpaina

MpuBatHe
aKkuioHepHe
TOBapUCTBO

"IHy3ig"

Ykpaina

BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu
3asBHUKa (BnacHWKa peecTpaLinHoro noceig4yeHHs) (3MiHa agpecu
Ta HaMeHyBaHHS 3asiBHMKa) (TepMiH BBEAEHHSA 3MiH NPOTArom 3-x
MicsaUiB nicns 3aTBepKeHHs1); 3miHu | Tuny - AaMiHicTpaTuBHiI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu MicLs NpoBafXeHHS
nisnbHOCTI BUpOGHWMKa/imnopTepa rotoBoro nikapcbkoro 3acooby,
BKIOMAKOUM AinbHULI BUNYCKY cepii abo MicLe npoBedeHHs
KOHTPONIO SIKOCTI. (QiiNbHICTb, 3a SIKy Bignosigae
BMPOGHMK/iMNOpTEp, BKIOYaKYM BUMYCK Cepiit) (3MiHa
HaiMeHyBaHHA Ta agpecu MicLA NPOBaXeHHs OisiNbHOCTI
BMPOGHMKa roTOBOrO Nnikapcbkoro 3acoby, 6e3 amiHu micus
BMpobHMUTBA) (TepMiH BBEAEHHSA 3MiH NPOTArom 3-x MicAUiB micns
3aTBEPAKEHHSA)

3a
peuernmom

UA/1152/01/01

131.

POAIONN
EKCTPAKT
PIOKUIA

EKCTPaKT Pigkui no
25 mn, 50 mny
dnakoHax y nayui
abo 6e3 nayku

TOB
"YkpaiHCbka
thapmaneBTny
Ha KomnaHis"

YkpaiHa

MNpuBaTHe
akuioHepHe
TOBapUCTBO

"Bionik"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMx MmaTepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NpoBaKeHHS AiAnbHOCTI BUpOOHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKMYa4u AinbHuULI BUNycky cepii abo micue
NpoBeAEHHS KOHTPOJSTO SKOCTI. (AiANbHICTb, 3a AKy Bignosiaae
BMPOGHMK/iMNopTep, BKIOYaKYM BUMYCK Cepiit) (3MiHa
HaiMeHyBaHHS Ta agpecu MicLis NPOBaXeHHS QisrnbHOCTI
BUpo6HuKa MM3: 3miHa dopmum BnacHoOCTi BUPOOHMKa Ta 3MiHa
IOPUANYHOI Ha (haKTUYHY agpecy 3 NneperMeHyBaHHSAM BYnuLi.
Micue BMpobHUuLTBa HE 3MiHWUMOCk); 3MiHuM | TUny - AgMiHicTpaTMBHI
3MiHW. 3MiHa HanmeHyBaHHA Ta/abo agpecu 3asiBHYKA (BracHuKa
peecTpaLinHOro NocBig4eHHs) (3MiHa agpecu 3asiBHUKa); 3MiHu |
Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCList NPOBaKEHHS AisiNbHOCTI BUPOOHWMKA (BKItoYarouu, 3a
HeobXxiaHOCTI, MicLie NpoBeAeHHS KOHTPOTIO sIKOCTi), abo BnacHuka
macTtep-carina Ha ADI, abo noctayanbHuka ADI/BuxigHoro
mMaTtepiany/peareHTy/NpoMiDKHOrO NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BUPOGHMLUTBI ADI (SIKLLO 3a3HA4YeHO Y AOCLE Ha NikapCbkuii 3acio)
3a BiCYTHOCTI cepTudikarta BignoBiaHOCTI EBponeichkiln
dapmakonei y 3aTBepgXeHoMy Aocbe, abo BUPOOHMKa HOBOI
[OOMOMDKXHOT PEYOBUHU (SIKLLO 3a3Hay4eHo y A0CkE) (3MiHa
HaViMeHyBaHHS Ta agpecu MicLs NPOBaXeHHS QisirnbHOCTI
BUpo6HMKa AP| EkcTpakTy 3 nikapcbKoi pOCNIMHHOT CUPOBUWHM -
3MiHa hOpMM BRaCHOCTi BUPOGHMKA Ta 3MiHa IOpUANYHOI Ha
baKkTU4Hy agpecy 3 nepenmeHyBaHHAM Bynuui. Micue
BMPOBHMLUTBA HE 3MIHMIIOCH)

be3
peuenma

UA/8839/01/01
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
132. | CENTUN pPO34MH Ans TOB "OKN YkpaiHa TOB "OKnN YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/6211/01/01
30BHILUHLOIO "®apmaneBTn "®apmaueBTniHa 3miHu | TUNy - 3miHa napameTpiB cneuudikauin Ta/abo gonyctumMux | peuenmom
3aCTOCYBaHHS, YHa ¢pabpuka” abpuka” MeX rOTOBOrO NikapCbKOro 3acoby; CynyTHsI 3MiHa - 3MiHa y
cnupTosui 70 % no MeToAax BUNpobyBaHHSA rOTOBOTrO MikapCbKoro 3acoby (iHLWi 3MiHW y
100 mn y donakoHax mMeToaax BUNpobyBaHb (BKMHOYaoYM 3aMiHy abo [ONOBHEHHS));
3miHu | TUNY - 3miHa napameTpiB cneuudikauin Ta/abo gonycTuMmx
MeX roTOBOrO NikapCbKoro 3acoby (BHECEHHS 3MiH 40 A0Cke nicns
OHOBJIEHHS 3aranbHOI CTaTTi Ha rOTOBY MikapcbKy opMy y
NdY/Esponenchkint hapmakonei); CynyTHs 3MiHa - 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO NiKapcbKoro 3acoby (OHOBMNEHHS
npoueaypv BUNpobyBaHHSA AN NPpUBEAEHHS Y BiANOBIAHICTD 3i
3MiHeHoto 3aranbHoto ctatTeto Y abo €BponencbKoi
dapmakonei)
133. | CEPBOHEKC® | TabneTtku BKpuTI KYCYM IHAisA KYCYM IHAaisa BHECEHHS 3MiH [0 peecTpauiiix maTtepianis: 3MiHu | Tuny - 3miHn 3 - UA/15767/01/02
o6onoHkoto 10 mr, in XEJTTXKEP XENTXKEP MBT. sKocTi. FoToBMI Nnikapcbkuii 3aci6. Cuctema
bulk Ne 14x240: no MnBT. NTA. nTa. KOHTeWHep/3aKkynoptoBarnbHuUiA 3aci6. 3mMiHa po3Mipy ynakoBKu
14 Tabnetok y roTOBOrO fikapcbKoro 3acoby (iHLi 3miHW) (BBEAEHHSA [0AaTKOBOI
6nicTepi; no 240 ynakoBku in bulk Ne 14x240: no 14 tabnetok y 6nictepi; no 240
Gnictepi y GnicTepiB y KapTOHHI KopobLi 3 BinnoBiAHUMY 3MiHaMK Y p.
KapTOHHiIN kopobui «YnakoBka». [lepBUHHWI NakyBanbHWII MaTepian He 3MiHNBCS)
134. | CEPBOHEKC® TabneTkn BKPUTI KYCYM IHpia KYCYM IHAis BHECEHHS 3MiH [0 peecTpauiiix maTepianis: 3MiHu | Tuny - 3miHu 3 - UA/15767/01/01
06010oHKo 5 Mrin XEJTTXKEP XENTXKEP MNBT. sikocTi. FoToBMI Nikapcbkuii 3aci6. Cuctema
bulk Ne 14x240: no MBT. NTA. NTA. KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3mMiHa po3Mipy ynakoBKu
14 TabneTtok y roTOBOrO fikapcbKoro 3acoby (iHLWi 3miHW) (BBeAEHHS 4OAaTKOBOI
6nicTepi; no 240 ynakoBku in bulk Ne 14x240: no 14 Tabnetok y 6nictepi; no 240
Gnictepi y GnicTepiB y KapTOHHI KOpo6Lji 3 BifNOBiAHMMY 3MiHamMn y p.
KapTOHHIN kopobui «YnakoBkay. [epBUHHWI NaKyBanbHWI MaTepian He 3MiHUBCS)
135. | CUHA®IAHY ma3b 0,025% no 10 TOB "OKnM Ykpaina TOB "OKnM Ykpaina BHECEHHS 3MiH A0 peecTpauinHnx maTepianis: 3miHu | Tuny - 3a UA/9345/01/01
MA3b ry Ty6i B mayui "®apmaueBTn "®apmaueBTyHa AamiHicTpaTVBHI 3MiHU. BunyyeHHA BUPOBHWYOIT AinbHULI peuenmom
YHa ¢abpuka" dabpuka" (Bkntovatoum ainbHuui ans A®l, npomMixxHoro npogykTy abo rotoBoro
nikapcbkoro 3acoby, AiNbHUL ANs NPoBeAEeHHS NaKyBaHHS,
BMpo6HMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepiii, MiCLie NPOBEAEHHS
KOHTpOro cepii) abo noctayanbHyKa BUXiQHOrO matepiany,
peareHTy abo JOMNOMIXKHOI PEHOBUHM (SIKLLO 3a3Ha4eHO Y JOCbE)
(BUNYYeHHS BUPOOHMYOT AiNbHULI rOTOBOrO Nikapcbkoro 3acoby Ta,
AIK HacNifoK, BUNYYEeHHs! MapKyBaHHs Ans AiNbHUL roTOBOro
nikapcbkoro 3acoby TOB «[KIM «®apmaueBTuyHa dabpuikar
Ykpaina, 10014, m. 2Kutomup, Byn. JlepMoHTOBCbKa, 5)
136. | CNABIJAKC- TabneTku no 7,5 mr ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn be3 UA/12465/01/01
300POB'A Ne 10 (10x1), Ne 20 obMexXeHow obMexeHow 3 AKocTi. [oToBMIA Nikapcbkui 3aci6. Cuctema peuenma
(10x2) y bnictepax B | BignosiganbHi BiAMOBIAANbHICTIO KOHTeWHep/3aKynoptoBarnbHuUiA 3aci6. 3mMiHa po3Mipy ynakoBku
KopobLi cTio "®apmaueBTUyHa roTOBOIO fiKapCbKOro 3acoby (BMIyYeHHS ynakoBKW NEBHOIO
"®apmaueBTn KOMMaHisi po3mipy) (Buny4eHHs ynakosku no 10 Tabnetok y 6nictepax 3
YHa KOMMaHis "3popos's” MapKyBaHHSAIM yKpaiHCbKOI Ta pOCiiCbkolo MoBaMu 6e3 BkrnagaHHSA
"3nopos's" B KOpPOOKY); 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa

HaiMeHyBaHHsi Ta/abo agpecy MicLa NPOBAKEHHS OiANbHOCTI
BMpOBGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby, BKIYa4u
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JliKapcbK0o20
3acoby

dopma sunyckKy

3asisHUK

Kpaina

Bupob6Huk

KpaiHa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliH
o020
noceidyeHHs1

AinbHWLU BUNycKy cepii abo micue NpoBeAeHHst KOHTPOIO AKOCTI.
(misnbHicTb, 3a siKy BignoBiaae BUPOBOHMK/IMIOPTEp, BKIHOYA4M
BUMYCK Ccepiii) (NpuBeaeHHs MicLie3HaxokeHHsi BupobHuka M3
ToBapucTBO 3 0OMexeHoto BignosiganeHicTio "®apmMaueBTnyHa
KomnaHis "3gopos’s”, YkpaiHa y BiAnoBigHICTb A0 MiLeHsii Ha
BMPOBHMLTBO, 63 3MiHN Micus BUpobHuuTBa) (TepmiH BBEAEHHS!
3MiH npoTsiromM 3-x MicsuiB nicnsi 3aTBepaXeHHs); 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asBHUKA (BracHUKa peecTpaLinHoro Noceig4eHHs) (3MiHa
MicLe3HaxomxeHHs 3asBHuKa) (TepMiH BBeAEHHS 3MiH MpOTSArom 3-
X MicauiB nicnsa 3aTBepAXeHHs1); 3MiHu | Tuny - 3MiHu woao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHn) (3amiHa
rpacpiyHoro 306pakeHHs1 ynakoBKu Ha TEKCT MapKyBaHHS Ans
NepPBUHHOI Ta BTOPUHHOI YMaKOBKM Y 3B’3KY 3 NPUBEAEHHAM Y
BignoBigHicTb Ao Hakady MO3 Ykpainn Ne 426 Big 26.08.05 (y
pepakuii Hakazy MO3 Ykpainn Ne460 Big 23.07.2015 p.) (TepmiH
BBEAEHHS 3MiH NpoTArom 3-x MicAUiB Nicnsa 3aTBEPAXEHHS)

137.

CNABIJTAKC-
300POB'A

Kpanni opanbHi, 7,5
mr/mn no 15 mn abo
30 mn y cdornakoHax
Ne 1

ToBapucTBeo 3
obmexeHot
BignoBiganbHi
CTHO
"dapmaueBTu
YHa KOMMaHis
"3popos's"

YkpaiHa

ToBapucTBo 3
oBMmexeHo
BiAnoBiganbHICTO
"®apmaueBTNYHa
KOMNaHis
"3poopos's"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
AamiHicTpaTmBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXXEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BkIoYaum AinbHWLI BUNYyCKy cepii abo micue
nNpoBeAEeHHS KOHTPOJO SIKOCTI. (AiSNbHICTb, 3a AKy Bignoeigae
BMPOBHMK/IMNOpTEp, BKINIOYAO4M BUMYCK Cepil) (MpuBeaeHHS
MicLe3HaxoaeHHs BupobHuka 13 ToBapncTBo 3 06MeEXEHO
BignoBiganbHicTio "®apmaueBTuyHa komnaHis "3gopos’a”, YkpaiHa
y BiANOBIgHICTb 40 NiueH3ii Ha BMpobHMUTBO, 6€3 3MiHM Micus
BMpo6HMLUTBA) (TepMmiH BBEAEHHSA 3MiH NPOTArom 3-X MicAuiB micns
3aTBepAKEHHS); 3MiHM | TUny - AgMiHicTpaTuBHI 3miHW. 3miHa
HallMeHyBaHHA Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpaLinHOro NocBiA4YeHHS) (3MiHa MiCLIe3HaxXOAXKEeHHS 3asiBHMIKa)
(TepmiH BBEEHHS 3MiH NPOTAroM 3-X MicsLIB Micns 3aTBEPKEHHS)

6e3
peuenma

UA/12465/02/01

138.

CTPEMTOUMA

Tabnetku no 300 mr
Ne10 y 6nictepax

NAT
"Ny6Hnchapm"

Ykpaina

NAT "Ty6Hudapm”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHum | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaKeHHS AiAnbHOCTI BUPOBOHWKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BkIoYaum AinbHWLI BUNycKy cepii abo micue
NpoBeAEeHHS KOHTPOTH SIKOCTI. (AisiNbHICTb, 3a SKy Bignosigae
BUPOGHWMK/IMNOpTep, BKINOYa4M BUMYCK cepilt) (3MiHa agpecu
BMPOBHKKa, 6e3 3MiHM Micua BUpOBHULITBA.(NeperiMeHyBaHHS BYIT.
MeTpoBcbkoro Ha Byn. bapeiHkoBa) (TepmiH BBEAEHHSI 3MiH
npoTarom 6-Tu MicsuiB nicns 3aTBepaxeHHs); 3MiHu | Tuny -
AamiHicTpaTvBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpaLinHoro NoceigveHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBEEHHS 3MiH NPOTArom 6 -Tu Micsuis nicnsi
3aTBEPOXKEHHS)

3a
peuernmom

UA/6759/01/01

139.

TAMOKCW®EH
-3[0POB'AA

Tabnetku no 10 mr
Ne 60 y

KOHTeViHepax (y

ToBapwucTtBo 3
o6GMeXeHo
BiAnoBiganbHi

YkpaiHa

TosapucTBo 3
oBGMeXeHo
BiANOBiAaNbHICTIO

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn
3 sikocTi. FoToBUMIA Nnikapcbkuit 3aci6. CTabinbHiCTb. 3MiHa y
TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs rOTOBOrO

3a
peuernmom

UA/5528/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
nayui abo 6e3 CTHO "®apmaueBTUYHa nikapcbkoro 3acoby (36inbLUeHHs TepMiHy NpuMAaTHOCTi FOTOBOrO
naykm), Ne 60 (10x6) "®apmaneBTn KOMMaHis nikapcbkoro 3acoby) - [1ns Toproeoi ynakoBku (NiaTBEpaAXYETHCS
y 6nictepax YHa KOMMaHis "3nopos's” AaHUMK pearnbHoro Yacy) (36inbLweHHs TepmiHy npuaaTtHocTi 113 3
"3popos's" 2-x oo 3-x pokiB) (TepmiH BBeAEHHSI 3MiH MPOTAroM 3-x MicsLUiB
nicns 3aTBepAXKEHHs)
140. | TAMOKCU®EH | Tabnetkn no 20 mr ToBapwucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/5528/01/02
-300POB'A Ne 30 (10x3), Ne 60 obmexeHoto obmexeHoto 3 skocTi. FoToBuMiA nikapcbkuin 3acic. CTabinbHicTb. 3MiHa y peuernmom
(10x6) y bnictepax BiANoBiAanbHi BiAMOBIAANBHICTIO TepMiHax npuaaTtHocTi abo ymoBax 36epiraHHs roToBOro
CTHO "®apmaueBTUYHa nikapcbkoro 3acoby (36inbLUeHHs TepMiHy NpuMAaTHOCTi FOTOBOrO
"®apmaueBTn KOMMaHisi nikapcbkoro 3acoby) - [1nst ToproBoi ynakoBku (NigTBepOXYeETbCS
YHa KOMMaHis "3popos's” AaHnMKn pearnbHoro yacy) (36inbLueHHs TepmiHy npugatHocTi 113 3
"3popos's" 2-x oo 3-x pokis) (TepmiH BBEAEHHSI 3MiH MPOTAroM 3-x MicsauUiB
nicnsi 3aTBEpAXKEHHS)
141. | TAHTYM rpaHynv ans AsieHge Kimike ITanisa Asienge Kimike ITanisa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: bes UA/4012/01/01
PO3A® BariHanbHOro PiyHiTe PiyHiTe Arxenini BUNPaBNEHHS TEXHIYHNX NOMUIOK B METOAAX KOHTPOMO SAKOCTi peuenma
po34ynHy no 500 mr AHXeniHi dpaHyecko
no 10 cawe B ®dpaHyecko AKP.A®.C.nA.
KapTOHHiI kopoOLi AKP.AOD.
C.n.A.
142. | TAYOOH Kpanni oyHi, 40 ToBapucTso 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/5345/01/01
mr/mMn no 5 mny obMexXeHow obmMexeHow 3MiHM | TUNY - 3MiHa ynoBHOBaXeHOi ocobu, BignoeiaaneHoi 3a peuenmom
dnakoHax Ne 3 y BigNoBiganbHi BiANOBIgaNbHICTIO 34iACHEHHS hapmakoHarnsgy (BKMoYvakum KOHTaKTHI AaHi) Ta/abo
KOMMMEKTi 3 CTIo "NocnigHni 3aBoa 3MiHW Y PO3MilLleHHi MacTep-danna cuctemm dbapmakoHarnsgy
KPULLIKOIO- "[ocnigHun "THUIC", YkpaiHa
KpanensHuueto y 3aBof (Bci cTagii
nayui, no 10 mny "rHUnc" BUPOOHMLTBA,
dnakoHax Ne 1y KOHTPOrb SIKOCTI,
KOMMNNeKTi 3 BUMNYCK cepii);
KPULLIKOIO- ToBapwucTBo 3
KpanenbHuLeto y obmexeHoto
navuj BiANOBiganNbHICTIO
"®APMEKC IPynmn",
YkpaiHa (Bci cTagii
BUPOGHMLTBA,
KOHTPOIb SIKOCTI,
BUNYCK cepii)
143. | TEPBIHA®IH Tabnetku no 250 mr MAT Ykpaina MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/6688/01/01
Ne 10 (10x1) y "Iy6Hncbapm" AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu peuenmom

6nictepax no 1
onictepy y nayui 3
KapToHY

3asiBHUKA (BnacHWKa peecTpaLinHoro NoceigveHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBeAEHHS 3MiH NPOTArom 6 -Tu MicauiB nicns
3aTBepAKeHHS); 3MiHn | Tuny - AgMiHicTpaTuBHi 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu MicLs NpoBaKeHHS! AiANbHOCTI
BMpoBHMKa/iMnopTepa roToBOro fikapcbkoro 3acoby, BKYaum
[inbHUL BUNYCKy cepii abo micLie NpoBeaeHHSA KOHTPOSHO SKOCTI.
(misnbHicTb, 3a 5Ky BignoBiaae BUPOBOHMK/iIMIOPTEp, BKIHOYa4M
BUMNYCK Cepiln) (3MiHa agpecyn BUpobHuKa, 6e3 3miHn micus
BMPOBHMUTBA.(NeperiMeHyBaHHS Byn. [1eTpoBCbKOro Ha Byn.
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[IponoBxeHHs nonarka 3

Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
BapsiHkoBa) (TepMiH BBe4EHHS 3MiH MPOTAroM 6-Tu micsAUiB nicns
3aTBEPAKEHHS)
144. | ®APMA3O0OIIH Kpanni Ha3arnbHi MAT "dapmak” YkpaiHa MNAT "dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiHMX maTepianis: bes UA/1880/01/01
® 0,05% no10mny 3MiHuM | TUNY - NOAAHHA OHOBIEHOro CepTUIKaTy Bif BXe peuenma
cbnakoHi abo y 3aTBEpPAKEHOro BUPOOHUMKa, SKUIA 3MIHUB Ha3By
conakoHi 3
nosaTtopom; no 1
hbnakoHy B nauui 3
KapToHy; no 10 mn y
conakoHi
3aKynopeHomy
npo6koto-
KpanenbHuueto, no 1
bnakoHy B navui 3
KapToHY
145. | ®PAPMA3O0OIIH Kpanni HasanbHi 0,1 MAT "dapmak” YkpaiHa MNAT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: bes UA/1880/01/02
® % no 10 mny 3MiHuM | TMNY - NO4AHHSA OHOBIEHOTO CepTUQIKaTy Bif BXe peuenma
nakoHi abo y 3aTBEpOKEHOro BUPOGHUWKA, SIKUIA 3MiHMB Ha3By
cnakoHi 3
posatopowm; no 1
dnakoHy B nayui 3
KapToHy; no 10 mny
nakoHi
3aKynopeHomy
npobkoto-
KpanensHuueto, no 1
dnakoHy B nayui 3
KapToHY
146. | ®APMA3O0NIH cnpen HasanbHui, 1 | TIAT "®apmak” Ykpaina MAT "dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: bes UA/1881/02/01
®H mr/mn no 15 mn abo 3MiHu | TUNY - NogaHHSA OHOBNEHOrO cepTudikaTa Bif BXe peuenma
no 20 mn y donakoHi 3aTBEpOKEHOro BUPOGHUKA, sIKUIA 3MiHWB Ha3BYy
nonieTuneHoBOMY;
no 1 dpnakoHy y
nayui 3 KApToOHY
147. | ®EOQUH-20® kancynu no 20 Mr no OpraHocuH IHgis CiHmeaunk IHAis BHECEHHS 3MiH 4O peecTpauiiHux MaTtepianis: NpUBeAEHHNA Y 3a UA/1239/01/01
10 kancyn y Nand INa6opaTopis, IHAais BiANOBIAHICTbL A0 peecTpauiHUX MaTepianiB HanucaHHA peuenmom
6nictepi; no 3 CaeHcm3 lMerT. Mannax peecTpauiiHux HomepiB B Haka3i MO3 YkpaiHu Ne 836 Big
6nictepu B nayui 3 Ira., ITabopaTopia 15.08.2016 B npoueci BHECEHHs 3MiH - 3MiHu | Tuny -
KapTOHY Nimiten, IHaia AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
EBepTomkeH Jland NpoBaXXeHHS AiAnNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
CaeHcua JlimiTeq, nikapcbkoro 3acoby, BKIHOYayu AinbHULL BUNYCKy cepii abo micue
IHaisa NpoBeEHHS KOHTPOI SIKOCTI. (AisSNbHICTb, 3a AKy BiAnoeiaae
BMPOOHWK/iIMNOpTep, BKMOYAo4M BUMYCK cepiit) (3miHa
HaliMeHyBaHHSA BMpo6HuKa 113, 6e3 3miHn Micusa BUpobHMLTBA)
(TepmiH BBEAEGHHS 3MiH - NPOTAroM 3-x MicAUiB nicns
3aTBepakeHHs) (byrno - UA/1240/01/01)
148. | ®EOQUH-20® kancynu in bulk : no OpraHocuH IHAis CiHmeaunk IHAis BHECEHHS 3MiH 40 peecTpauiiHux MmaTtepianis: NpuBeAeHHs y - UA/1240/01/01
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Ne
n/n

Hasea
JliKapcbK0o20
3acoby

dopma sunyckKy

3asisHUK

Kpaina

Bupob6Huk

KpaiHa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliH
o020
noceidyeHHs1

2500 kancyn'y
noaBinHMX
nonieTunNeHoBmx
naketax

Naiidp
CaeHcua IMBT.
o,

JlabopaTopis, IHais
Mannax
JlabopaTtopis
Nimitea, IHaia
EBepTomxkeH Jland
CaeHcus Jlimiteq,
IHgia

BiANOBIAQHICTb A0 peecTpauiMHUX MaTepianiB HaNMCaHHA
peecTpauiiHux HomepiB B Haka3i MO3 YkpaiHu Ne 836 Big
15.08.2016 B npoueci BHeCeHHSA 3MiH - 3miHu | Tuny -
AamiHicTpaTmBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NpoBaKEHHS AissnbHOCTI BUPODOHWKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKIHYa4u AinbHULI BUNYycky cepii abo micue
npoBeAeHHS KOHTPOJIO SKOCTI. (AiSNbHICTb, 3a AKy Bignoeigae
BMPOBHMK/IMNOpTep, BKMOYao4M BUMYCK cepilt) (3MiHa
HanMeHyBaHHs BUpobHuKa 13, 6e3 3MiHM Micus BUpoBHMLTBA)
(TepmiH BBeAGHHS 3MiH - NpOTArom 3-x MicauiB nicns
3aTBepakeHHs) (byno - UA/1239/01/01)

149.

OITYNIBEHT
®ITOBAINB3A
M

6anb3am no 500 mn
y NnsiLkax

TOB
"YKpaiHCcbka
dapmaueBTny
Ha KomnaHisa"

YkpaiHa

MNpuBaTHe
akuioHepHe
TOBapuCTBO

"Bionik"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: -3minHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
3asiBHUKA (BNacHMKa peecTpauinHoro NocBiAYeHHS) - 3MiHa agpecu
3asBHUKa. 3MiHM | TUNY - AgMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micusa NpoBagKeHHS AiANbHOCTI
BMpOoBHMKa/iMnopTepa roToBOro fikapcbkoro 3acoby, BKM4aum
AinbHWLU BUNycKy cepii abo micLe NpoBeAeHHst KOHTPOIO SKOCTI.
(misnbHicTb, 3a AKy BignoBiaae BMPoBOHUK/iMNoOpTEp, BKITHOYa4M
BWMNYCK Cepiln) - 3MiHa HaNMeHyBaHHS Ta agpecu Micus
npoBagXeHHSs AianbHOCTI BUpobHuka M13: 3miHa dhopmun BnacHocTi
BMPOGHMKa Ta 3MiHa IOPUANYHOT Ha haKTUYHY agpecy 3
nepenmeHyBaHHsaM Bynuui. Micue BUpobHULTBa HE 3MIHWIOCh.
3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo
appecu Micus NpoBagKeHHs AisnbHOCTI BUPOOHYMKa (BKIOYakouw,
3a HeobXigHOCTI, Micue NPOBEeAEHHS KOHTPOIO SKOCTI), abo
BrnacHvika mactep-ganna Ha A®Il, abo noctavanbHuka
Adl/BuxigHoro maTepiany/peareHTy/npoMiXHOro NpoaykKTy, Lo
3aCTOCOBYIOTbCS Y BUPOOHMUTBI ADI (SKLLIO 3a3HAYEHO y AOCLE Ha
nikapcbkuin 3acib) 3a BiACYTHOCTI cepTuddikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei y 3aTBepaxeHomy Aocke, abo
BUPOOHMKA HOBOT JOMOMIKHOT PEYOBMHM (SIKLLIO 3a3HAYEHO Y AOChE)
- 3MiHa HalMeHyYBaHHS Ta agpecu MicLA NPOBaXXEHHSs JisANbHOCTI
BUpOGHMKa ADI: 3MiHa hopMuM BnacHOCTi BUPOGHUKa Ta 3MiHa
IOPUANYHOI Ha hakTUYHY aapecy 3 neperiMeHyBaHHAM BYTUL.
Micue BMpOoGHMLTBA HE 3MIHUNOCh.

3a
peuernmom

UA/10255/01/01

150.

DIATN®

cynosuTopii
BariHanbHi no 500
mr, Ne 10 (5x2): no 5
Cyno3nTopiiB y
CTpwni; no 2 cTpunu
B KapTOHHII kopobui

TOB "CaHoi-
ABeHTiC
YkpaiHa"

YkpaiHa

lOHiTep Jliksig
MaHydekuypiHr

DdpaHuis

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHuM | TUNY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy - BUny4eHHs iHdopmadii woao aatu
BMPOOHMLITBA FOTOBOTO MikapCbKoro 3acoby 3 NepBUHHOI yNakoBKM
(cTpuna). BBeaeHHA 3MiH NnpoTAroM 6-Tn MicsuiB nicns
3aTBEepPAKEHHSA

3a
peuenmom

UA/8410/01/01

151.

®JIYKOHA301

TabneTku, BKPUTI
obornoHkoto, no 50
mr Ne 10 (10x1), Ne
1000 (10x100) y
Gnictepax

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHM | TUNY - NogaHHS HOBOTO cepTudikaTy BignosigHocTi € ans
AQI Big HOBOro BUpoGHUMKa

3a
peuernmom

UA/0276/01/01




53 [TponoBkeHHs momarka 3
Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
152. | ®NNYKOHA3OI | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/0276/01/02
obonoHkoto, no 100 "TexHonor" 3MiHM | TMNY - NogaHHs HOBOTO cepTudikaTy BignosigHocTi € ans peuenmom
mr Ne 10 (10x1), Ne A®I Big HoBOro BMpobHYMKa
1000 (10x100) y
Gnictepax
153. | ®NNIYKOHA3OI | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH IO peecTpaLinHux maTepianis: Ne 1 — 6e3 UA/0276/01/03
obornoHkoto, no 150 "TexHonor" 3MiHM | TUNY - NogaHHst HoBOTO cepTudikaTy BignosigHocTi € ans peuenma;
mr Ne 1 (1x1), Ne 2 A®I Big HoBOro BMpobHYMKa Ne 2 - 3a
(1x2), Ne 2 (2x1) y peuermom
6nictepax
154. | ®JIYKOHA30M | Tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: - UA/13380/01/01
obornoHkoto, no 150 "TexHonor" 3MiHM | TUNY - nogaHHst HoBOrO cepTudikaTy BignosigHocTi € ans
mr in bulk Ne 3000 y A®I Big HOBOro BUpPOGHMKa
KOHTEeVHepax
155. | ®NNYKOHA3OIJ1- | kancynu TBepgdi no ToBapwucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHux MmaTtepianis: NpUBeAeHHs y 3a UA/3938/01/01
300POB'A 50 mr Ne 7 (7x1), Ne obMexXeHo 0obOMexXeHo BiANOBIAQHICTb A0 peecTpauiiHUX MaTepianiB HaNUCaHHA Ha3BU | peuenmom
10 (10x1) y Bignosinano BianoBiaanbHicT 3asiBHMKa/BMpobHuka B Haka3i MO3 YkpaiHu Ne 537 Big
Gnictepax HicTIO 10 20.08.2015 B npoueci nepepeectpauii (6ys10 - Tosapucmeo 3
"®apmaueBTn "®apmaueBTNYHa obmexeHoro gidarosidanbHicmio "®apmauesmuyHa KOMaHis
YHa KOMMaHis KOMMaHis "3dopos's”)
"3gopoB's" "3popoB's"
156. | ®JIYKOHA3O0I- | kancynu TBepai 100 ToBapucTso 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: NpuBeAeHHA Y 3a UA/3938/01/02
300POB'A mr Ne 7 (7x1), Ne 10 obMexXeHo obMexXeHow BiANOBIAQHICTb A0 peecTpauiiHUX MaTepianiB HanNnUcaHHA Ha3BU | peuenmom
(10x1) y 6nictepax Bignosinannb BignoBiaanbHicT 3asiBHMKa/BMpoOHuKa B Haka3i MO3 Ykpaiuun Ne 537 Bip
HicTO 10 20.08.2015 B npoueci nepepeecTpauii (6ys10 - Tosapucmeso 3
"®apmaueBTu "®apmaueBTUYHa obmexeHoro gidarosidanbHicmio "®apmayesmuyHa KOMIaHis
YHa KOMMaHis KOMMaHisi "3dopos's”)
"3popoB's" "3popoB's"
157. | ®JIYKOHA3O0M- | kancynu TBepAi no ToBapucTso 3 Ykpaina ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: NpMBeAeHHA Y bes UA/3938/01/03
300POB'A 150 mr Ne 1 (1x1), obmexeHoto obmexeHoto BiANOBIAHICTbL A0 peecTpaUiHUX MaTepianiB HaNUCaHHA Ha3BWU | peyenma -
Ne 2 (1x2), Ne 3 Bignosinanb BignoBiganbHicT 3asiBHMKa/BUpO6HMKa B Hakasi MO3 YkpaiHu Ne 537 Big Ne 1; 3a
(1x3), Ne 3 (3x1), Ne HicTIO 0 20.08.2015 B npoueci nepepeecTpauii (6ys10 - Tosapucmeso 3 peuyenmom
7 (7x1) y 6nictepax "®apmaueBTn "®apmaueBTUyHa obmexeHoro sidarosidanbHicmio "®apmayesmuyHa KOMIaHis - Ne 2, Ne
YHa KOMMaHis KOMMaHis "3dopos’a”) 3, Ne7
"3popoB's" "3popoB's"”
158. | ®OPKCIrA TabneTku, BKPUTI AcTtpa3eHeka | Benukobp | BupobHuk "in bulk": CLUA/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/13302/01/01
NniBKOBOO IOK Timiten UTaHis Bpicton-Mawepc ITanis/ 3 gKocTi. FoToBUI nikapcbkuii 3aci6. 3mMiHM y BUPOOHMLUTBI. 3MiHa peuenmom
obornoHkot, no 5 mr, CkBibo Benvka iMnopTepa/amiHu, Lo CTOCYIOTLCS BUNYCKY CEPIi Ta KOHTPOIO
no 10 Tabnetok y MaHydakTypiHr Bputanis/ SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo AoaaBaHHs
6nictepi, no 3 Komnani, CLUA; LBeuis BMPOBHMKa, WO BiAMOBIAA€e 3a BBE3eHHS Ta/abo Bunyck cepii) - He
Gnictepu B Bupo6Huk, BKITH0MAK4M KOHTPONb/BUNPoByBaHHS cepii (BBeAEHHS A0OaTKOBOI

KapTOHHIl kopobui

BignoBiganbHUN 3a
nepBrHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOSb SIKOCTI,
BMNYCK cepii:

ainbHULI BUpobHuuTBa - AcTpa3eHeka HOK NimiTen, Benuka
BpuTtaHis (BupobHuk, BianosiganbHuiA 3a Bunyck cepii) (TepmiH
BBEAEHHS 3MiH NPOTArom 3-x MicsLiB Micns 3aTBEPAXEHHS); 3MiHu |
Tuny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHU y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOIO SKOCTi FOTOBOTO NiKapcbKoro 3acoby (3amiHa abo
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep

n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
Bpicton-Mawepc [0AaBaHHS AiNbHULI, Ha SKIA 30INCHIOETLCS
Ckgi66 C.p.n., KOHTPOIb/BMNPOOYBaHHS cepii) (BBEAEHHA AOAATKOBOI AiNbHUL
ITanis; BMpobHMUTBa - AcTpa3eHeka AB, LLBeLis (BUpOOHUK,
Bupo6GHuK, BiANOBIganbHUIA 3a KOHTPOIb AKOCTI). MicLe3HaxooKeHHs:
BignosiganbHWM 3a dopckapraTtaH 18, Cogeptan’e, 15185, LLseuis; NepTyHeBereH,
nepBuHHe Ta CopepTtan’e, 15185, LLseuis); 3miHun | Tvny - 3MiHM 3 AKOCTI.
BTOPUHHE [oToBWI Nikapcbkuin 3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo
nakyBaHHS, BUMYCK BBEJEHHS [OAATKOBOI AiNbHMLI BUPOOHULTBA Ans YacTuHu abo
cepil: BCbOr0 BUPOBHNYOro NpoLiecy roToBOro fikapCbKoro 3acoby
AcTtpa3eHeka tOK (minbHUUSA, Ha AKiN NpoBoAATbCS ByAb-AKi BUPOGHMYI cTagii, 3a
JlimiTen, Benuka BUHSATKOM BUMYCKY CEpiii, KOHTPOIO SIKOCTi, NMEPBMHHOIO Ta
BpuTaHis; BTOPWHHOIO NaKyBaHHS, ANs HECTEPUIbHMX NiKapCbKnx 3acobis)
BupoGHuK, (BBEOEHHSA [OAATKOBOI AiNbHULI BUpobHuUTBa - AcTpa3eHeka
BiAMNOBiAaNbHUIA 3a dapmacbtotukanc JM, CLUA(BMpobHuk "in bulk") (TepmiH BBeaeHHs
KOHTPOMb SKOCTI: 3MiH npoTarom 3-x MicauiB nicns 3aTBepaXeHHs); 3MiHu | Tuny -
AcTtpa3eHeka Ab, 3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHWM y BUPOBHULTBI.
LLBeuisi; 3amiHa abo BBeAeHHS OOATKOBOI AiNbHWLI BUpOOHMUTBA Anst
Brpo6Huk "in bulk": YacTuHU abo BCbOro BUPOBHMYOro NpoLecy roToBoro fikapcbKoro
AcTtpa3eHeka 3acoly (AinbHULSA Ans BTOPMHHOIO NakyBaHHs1) (BBEAEHHS
dapmacbkroTrKarnc [0AaTKOBOI AinbHULI BUpobHUUTBa - AcTpa3eHeka FOK JlimiTes,
nn, CWA Benuka BpuTania (BupobHuK, BigNoBiganbHWin 3a BTOPUHHE
nakyBaHHs1) (TepmiH BBeAEHHs1 3MiH MPOTArom 3-x micsuiB nicns
3aTBepAkeHHS); 3MiHn | Tuny - 3MiHM 3 sKoCTi. [OTOBMI NiKapCbKMI
3aci6. 3MiHM y BMpobHMUTBI. 3amiHa abo BBeAEHHs1 [OAATKOBOI
AiNbHWL BUPOOHULTBA A8 YacTUHKM abo BCbOro BUPOBHNYOro
npoLiecy roToBOro fikapcbkoro 3acoby (AinbHUUS Ans NepBUHHOIO
nakyBaHHs1) (BBEAEHHSI [OAATKOBOI AiNbHULi BUPOOHULTBA -
Actpa3eHeka tOK TimiTen, Benvka BputaHis(BUpo6HuK,
BiAMOBiAaNbHWA 3a NepBUHHE nakyBaHHSA) (TepMiH BBEAEHHS 3MiH
npoTarom 3-x MicAuiB nicns 3aTBepaxeHHs); 3MiHu | Tuny - 3MiHn
wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi amiHu) (B.
(x) 1A)
3aMiHa rpachiyHOro ohopMIIEHHS YNAKOBKN Ha TEKCT MapKyBaHHS
ynakoBku) (TepMiH BBeAEHHS 3MiH NPOTSAroM 3-x micsuiB nicns
3aTBepakeHHs1); 3MiHm Il Tuny - 3miHn wopo 6esnekn/ePeKkTUBHOCTI
Ta dpapmakoHarnsaay. 3MiHW y KOpPOTKiVi XapakTepuCTULL fikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii ANs MeguyHoro
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMMW AaHUMM 3 SKOCTi, AOKMiHIYHUMN,
KNiHIYHUMW AaHUMK Ta AaHnMK 3 dbapMakoHarnsaay (Ao IHCTPyKUii y
po3ginu: "dapmakonoriyni BnactusocTi", "OcobnueocTi
3acTocyBaHHs", "B3aemogis 3 iHWMMK nikapcbkumy 3acobamu Ta
iHWi B1am B3aemopin”, "MNobivni peakuii") (TepmiH BBEAEHHS 3MiH
npoTsarom 3-x MicauiB nicnsa 3aTBEpXXEHHS)

159. | ®OPKCIrA TabneTkn, BKpUTI AcTtpa3eHeka Benukobp | BupobHuk "in bulk™: CLUA/ BHECEHHS 3MiH 0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3MiHn 3a UA/13302/01/02
NniBKOBOO IOK Iimiten UTaHis Bpicton-Mawepc ITanis/ 3 gKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUpOOHWULTBI. 3miHa peuernmom
obornoHkoto, no 10 Ckgibo Benuka iMnopTepa/amiHu, L0 CTOCYIOTLCS BUNYCKY CEpii Ta KOHTPOIO
mr, no 10 TabneTok MaHydakTypiHr Bpuranis/ SIKOCTi rOTOBOIO NikapcbKoro 3acoby (3amiHa abo JoaaBaHHSA
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6nictepu B
KapTOHHiN kopobui

BignoBiganbHWM 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOSb SIKOCTI,
BUNYCK cepii:
Bpicton-Mawepc
Cki66 C.p.n.,
ITanis;
BupobHuk,
BignoBiganbHUN 3a
nepBrHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepil:
AcTtpa3eHeka HOK
JimiTeq, Benuka
BpuTaHis;
BupobHuik,
BignoBiganbHUN 3a
KOHTPOMb SKOCTI:
Actpa3eHeka AB,
LBeuisi;

AcTtpa3eHeka
dapmacbtoTukanc
nn, CWA

Bupo6Huk "in bulk":

ninbHULi BUpobHuuTBa - AcTpa3eHeka HOK flimiTen, Benvka
BpuTtaHis (BupobHuk, BignosiganbHuii 3a Bunyck cepii) (TepmiH
BBEAEHHSA 3MiH NPOTArom 3-x MiCALIB MiCNs 3aTBEPMAKEHHS); 3MiHu |
TUny - 3MiHW 3 sKoCTi. FOTOBWMI nikapcbkuid 3acib. 3miHn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOIO SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa abo
[oaaBaHHA OinbHULI, Ha Skl 30IMCHIETLCS
KOHTponb/BUNpobyBaHHs cepii) (BBeAEHHSI [OAATKOBOI AiNbHULI
BMpobHMUTBa - AcTpa3eHeka AB, LLiBeuis (BUPOOHUK,
BigNoBiganbHWIA 3a KOHTPOIb AKOCTI). MicLle3HaxoaKeHHs:
dopckaprataH 18, Cogeprtan’e, 15185, LUseuis; MepTyHeBereH,
CopepTtan’e, 15185, LLseuis); 3miHun | Tvny - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHM y BUpobHuuTBi. 3amiHa abo
BBeAEHHS 404aTKOBOI AiNbHULI BUPOOHMLTBA ANs YacTUHM abo
BCbOro BUPOBHMYOro NpoLecy roToBOro fikapcbKoro 3acoby
(BinbHUUS, Ha Sk NpoBOAATLCA Oyab-Aki BUpOOHMYI cTagji, 3a
BUHSATKOM BUMYCKY CEpili, KOHTPOSIO AKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, ANS HECTEPUIbHMX MiKapCbKNX 3acobiB)
(BBEAEHHSA [OAATKOBOI AiNbHULI BUpobHUUTBa - AcTpa3eHeka
Papmacbtotukanc I, CLUA(BMpobHuk "in bulk") (TepmiH BBegeHHs
3MiH npoTarom 3-x MicauiB nicns 3aTBepaXeHHs); 3MiHu | Tuny -
3MiHu 3 AkocTi. FoToBUI Nikapcbkui 3acib. 3MiHM y BUPOBHMLTBI.
3amiHa abo BBeOeHHs 10OaTKOBOI AinbHULL BUPOOGHMUTBA ANst
YacTyHKM abo BCbOro BUPOOHMYOro NpoLiecy roToBOro fikapCbKoro
3aco0y (AinbHULA ANA BTOPMHHOIO NakyBaHHS) (BBEAEHHS
[opaTtkoBoi AinbHuLi BUpobHuuTea - Actpa3eHeka tOK Jlimiteq,
Benuka BpuTanisa (BupobHuK, BignoBiganbHWii 3a BTOPUHHE
nakyBaHHs1) (TepMiH BBeOEHHS 3MiH NPOTAroMm 3-x MicsiliB nicns
3aTBepakeHHs); 3MiHu | Tuny - 3MiHM 3 sikocTi. FOTOBMI NikapcbKkui
3aci6. 3MiHM y BUpoGHMUTBI. 3amiHa abo BBeAEHHS1 [,OAATKOBOT
[inbHULI BUPOOHULITBA ANS YaCTMHN abo BCbOro BUPOOGHMYOro
npouecy rotoBoro nikapcbkoro 3acoby (AinbHULA ANS NEPBUHHOIO
nakyBaHHs1) (BBEAEHHS1 [OAATKOBOI AiNbHULi BUPOOHULTBA -
Actpa3eHeka tOK NNimiten, Benuka Bputaris(BupobHuk,
BiQMNOBiganbHWiA 3a NepBUHHE NakyBaHHs) (TepMiH BBEAEHHS 3MiH
npoTarom 3-x MicAuiB nicns 3aTBepaXeHHs); 3MiHn | Tuny - 3MiHn
oo 6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3amiHm) -
3aMiHa rpadiyHOro ohopMIeHHs yNakoBKU Ha TEKCT MapKyBaHHS
ynakoBku) (TepmiH BBeAEHHS 3MiH NPOTArom 3-x MicALUiB micns
3aTBepakeHHs); 3MiHn Il Tuny - 3miHn Wwopao 6esnekn/edeKTUBHOCTI
Ta papmakoHarnsigy. 3mMiHW y KOpoTKili XapakTepuUcTULL fikapcbkoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi ANs MeAuyYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMMW AaHUMM 3 SKOCTi, AOKMiHIYHUMN,
KNiHIYHUMK aHUMK Ta AaHuMK 3 dhapMakoHarnsay (4o iHCTpykuii y

po3ginu: "dapmakonoriyni BnactusocTi”, "OcobnueocTi

95
Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
y bnicTepi, no 3 Komnani, CLUA; LBeuis BMPOGHMKa, WO BiAMNoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
Brpo6Huk, BKIHOYa04M KOHTpOnb/BUNpobyBaHHS cepii (BBeAeHHs1 40AaTKOBOT
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
3actocyBaHHs", "B3aemopis 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWi B1Aam B3aemopin", "Mobivni peakuii") (TepmiH BBEAEHHS 3MiH
npoTarom 3-x MicAUIB NiCNsa 3aTBEPKEHHS)
160. | ®TAJIA30N Tabnetku no 500 wmr; MAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/5442/01/01
no 10 Tabnetok y "ITy6Huchapm" AamiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micus peuenma
6nictepax NPOBaXeHHs AisnbHOCTI BUpobHUKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKIoYa4u AinbHuULUI BUNycky cepii abo micue
nNpoBeAEeHHS KOHTPOIO AKOCTI. (AiANbHICTb, 3a AKy Bignosiaae
BUPOGHWK/IMNOpTEp, BKINOYa4M BUMYCK Cepilt) (3MiHa agpecu
BUPOGHKKa, 6e3 3MiHM Micusa BUpOBHMUTBA.(NepeiMeHyBaHHS BYI.
MeTpoBcbkoro Ha Byn. bapeiHkosa) (TepmiH BBEAEHHS 3MiH
npoTarom 6-Tn MicsuiB nicns 3aTBepaXeHHs); 3MiHn | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
3asBHUKA (BracHUKa peecTpaLinHoro Noceig4eHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBeEHHS 3MiH NPOTSroM 6 -Tu MicsuiB nicns
3aTBEPOKEHHS)
161. | ®YKOPLIMH po34uH Ans [HepxaBHe Ykpaina HepxaBHe Ykpaina BHECEHHS 3MiH 10 peecTpaLiiHUX MaTepianis: NpuBeAeHHA Y bes UA/2088/01/01
30BHILIHLOIO nignNpPUEMCTBO nignpMeMcTBO BiANOBIAHICTb A0 peecTpauinHUX MaTepianiB HaNUCaHHA Ha3BU peuenma
3actocyBaHHs Mo 25 | "EkcnepumeHT "EkcnepvMeHTansH 3asiBHMKa Ta BMpobHuka B Haka3i MO3 Ykpaiuun Ne 730 Bip
My donakoHax anbHWUA 3aBog, 1 3aBof 19.07.2016 B npoLeci nepepeecTpaLii Ta BHECEHHS 3MiH (6yr10 -
MeanyHNX MeauyHNX LepxxasHe nidnpuemcmeo "EkcriepumeHmaribHull 3a800 MeOUYHUX
npenaparis npenapartis IBOHX npenapamie IBOHX HAH YkpaiHu")
IBOHX HAH HAH Ykpainun"
Ykpainn"
162. | ®YPOCEMIA TabneTku no 40 mr ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiH1X maTtepianis: 3a UA/5153/02/01
Ne 10x5 y 6nicTtepax obMmexeHo 0obMexeHo 3MiHu | TUNYy - BBeAEHHs1 ab0 3MiHM [0 y3ararnbHEHUX AaHux Npo peuenmom
BiAgnoBiganbHi BiANOBiganNbHICTIO cucTeMy chapMakoHarnsay; 3mMiHa ynoBHOBaXeHoi ocobu,
cTHO "[NocnigHuii 3aBoa BiQMNOBiAanbHOI 3a 34iiCHEHHsT hapmakoHarnsay (BkoYaym
"OocnigHnin "THUNC", Ykpaina KOHTaKTHi AaHi) Ta/abo 3miHM y po3MilleHHi MmacTep-carina cucremn
3aBofj (Bci cTagii capmakoHarnagy
"rHunc" BUPOGHMLTBA,

KOHTPOIb SIKOCTI,
BUMNYCK cepii);
TosapucTBo 3

0BMexeHo

BiANOBiganNbHICTIO

"®apmMaueBTnYHa

KOMNaHis
"3popos's”,
YkpaiHa (Bci cTagii
BUPOOHMLTBA,

KOHTPOIb SIKOCTI,
BUMNYCK cepii);
ToBapucTBO 3

oBGMeXeHOo

BiANoBiganbHICTIO

"®APMEKC I'PYI",
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Ne
n/n

Hasea
JliKapcbK0o20
3acoby

dopma sunyckKy

3asisHUK

Kpaina

Bupob6Huk

KpaiHa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliH
o020
noceidyeHHs1

YkpaiHa (Bci cTagii
BMPOOHMLTBA,
KOHTPOIb SKOCTI,
BMNYCK cepii)

163.

XOHAOPA-
CUNA®

Masb 5%, no 30 r
y Ty6i; no 1 Ty6i B
nauyui 3 KapToHy

NAT
"dapmak”

YkpaiHa

MAT "dapmak”

YkpaiHa

BHECEHHS 3MiH JO peecTpaLiiHUX MaTepianis: 3miHu | Tuny -
3miHu 3 sikocTi. CepTuddikaTt BignosigHocTi/l E-cepTudikar
BiQNoBIAHOCTI €Bponenickkin hapmakonei/moHorpadii.
MopaHHa HoBoro abo oHoBMNEHOro cepTudikaTa
BignoBiaHOCTI abo BUNy4YeHHsi cepTudpikaTa BignoBigHOCTI
€Bponevicbkivi papmakonei: ana Ad®l; ons BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, LLO
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; Ana LONOMIXKHOT
peyoBUHM (cepTudikaT BignoBigHOCTI EBponenchkii
dapmakonei) - OHoBNeHWI cepTudikar Big yxe
3aTBEPKEHOrO BUpOOHMKa (OHOBNEHU cepTudikaT R1-
CEP 2007-030-Rev 01 Big Bxe 3aTBepAxeHOro BMpobHmka
Inter Farma S. A., Argentina, sikvuin 3MiHMB Ha3BYy Ha
INTERNACIONAL FARMACEUTICA ARGENTINA S.A.,
Argentina); 3miHu | TUny - AgmiHiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micusi NPOBagKEHHSI
AisnbHOCTI BUpoOHMKa/imnopTepa roToBoro fikapcbKoro
3aco0y, BKoYaoum AinbH1LI BUNYycKy cepii abo micue
NpoBeaEeHHS KOHTPOIIO SKOCTI. (AISNbHICTb, 3a AKY
BiANoBiaae BUPOOHMK/iMNoOpTEp, BKITHOYaUM BUMYCK CEPIN)
(3miHM y agpeci micust BNpOBaXXEHHS AiAnbHOCTI —
npvBeAeHHs iHdopMaLii, Wo MICTATb peecTpauiiHi
mMaTepianu Ao 3a3HadyeHoi y niueHsii Ha BMpobHuuTeo J13,
[e BKa3aHo: MiCLIe3HaxXO4XKEHHSI OPUONYHOI 0CObK:
YkpaiHa, 04080, m. Kuis, Byn. ®pyH3e, 63 micue
BMPOBaAXeHHsA AisnbHocTi: YkpaiHa, 04080, m. Kuis, Byn.
®pyHse, 74) (TepMiH BBEAEHHSI 3MiH NPOTAroM 3-X MicsLiB
nicns 3aTBEPAXEHHS)

bes
peuenma

UA/6033/01/01

164.

XYMIPA®

pPO34MH Ans iH'ekuin,
40 mr/0,8 mn y
nonepenHL0
HanoBHEHUX
0OHOO030BUX
wnpuuax Ne 1 abo
Ne 2 y komnnekTi 3
cepBeTkamu, abo y
dnakoHax, 1 Habip
MiCTUTb: 1 donakoH,
1 wnpuu, 1
cTepwrbHa ronka, 1

EGGBI
Biodhapmacsio
Tikan3 MM6X

Lsewuapi
a

BeTtTep ®apma-
PepTiryHr TM6X i
Ko. KT, HimeuunHa
(nikapcbka chopma,
nepBuHHE
nakyBaHHs);
BeTttep dapma-
®epTiryHr FM6X i
Ko. KI" , HimeuunHa
(nikapcbka chopma,
nepBuHHe
nakyBaHHs);

Himeyumna

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHM | TuMy - 3mMiHa y meTogax BunpobyBaHHS roToBOro
nikapcbkoro 3acoby - B metogax koHTponto 13 i akTuBHOI
cybcTaHuii 3a nokasHukom «BmicT MoHoMepiB». BBeA€HHA 3MiH
npotArom 6- T micauiB nicnsa 3aTBepAXKEeHHSA

3a
peuenmom

UA/13612/01/01
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
rnoceidYyeHHs1
CTepUnbHUA Bettep dapma-
apanTtep Ans ®epTiryHr NM6X i
nakoHy, 2 Ko. KT, HimeuunHa
cepBeTKH, No 2 (BTOPYHHE
Habopu B 30BHILLHIN nakyBaHHs); E66BI
KapTOHHiI kopobui BioTekHonooxi
(koxxeH Habip 'm6X, HimeuunHa
3anakoBaHun y (Bunyck cepii);
BHITPILLUHIO KAPTOHHY E668Bi OonuneHa
KOpPOOKY) Mv6X i Ko. KT,
Himeuunna
(TecTyBaHHs)
165. | XYMYIJIH M3 cycneHsisi ansi Jlinni ®paHc ®paHuia Jlinni ®paHc dpaHLuis BHECEHHS 3MiH 10 peecTpaLiHMX maTepianis: 3a UA/8567/01/01
iH'ekuin, 100 MO/mn 3MiHuM | TUNY - 3mMiHa ynoBHOBaXkeHoi ocobu, BiaNoBiAanbLHoOI 3a peuenmom
no3mny 34iicHeHHs dhapmakoHarnsagy
KapTpumkax Ne 5y
KapTOHHiIN nayui abo
no3mny
KapTpumxax,
BKMaAEHUX Y Wnpuu-
pyuyky KsikleH Ne 5
Y KapTOHHIV nayui
166. | ULE®OTPUH NMOPOLLOK AN AHaHTa Benvka "BeHyc Pemegic IHgisa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/12006/01/01
pos3unHy Ans iH'ekuin | Megikeap JITa. BpuTtaHia Nimiteq" 3MiHn |l Tuny - a3miHa napameTpiB cneuudikauin Ta/abo gonycTumux | peuenmom
no 1 ry dnakoHax MeX roTOBOro nikapcbkoro 3acoby - npuBeaeHHs cneuudikauii
Ne 1 roToBOro nikapcbKkoro 3acoby 3a nokasHukom "CepeaHs maca" y
BiNOBIHICTb 4O OpuriHanbHUX MaTepianiB peecTpauinHoro 4ocbe
167. | UIMHKY MA3b ma3b 10 % no 25r MNAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH A0 peecTpauinHnx maTepianis: 3MiHu | Tuny - be3 UA/5724/01/01
abono40ry "Ny6Hnbapm" AamiHicTpaTuBHi 3MiHK. 3MiHa HallMeHyBaHHS Ta/abo agpecu micus peuenma
6aHkax 3i ckna; no NpoBaKeHHS AiAnbHOCTI BUPOOHWKa/iMnopTepa rotoBoro
25rabono40ry nikapcbkoro 3acoby, BKMoYa4u AinbHuULUI BUNycky cepii abo micue
6aHkax 3i ckna; no 1 NpoBeAEHHS KOHTPOJSI0 SKOCTI. (AiANbHICTb, 3a AKy Bignosiaae
6aHUi B nayui 3 BUPOGHWMK/iMNOpTep, BKINOYAK4M BUMYCK cepilt) (3mMiHa agpecu
KapToHy; no 25ry BUPOGHKKa, 6e3 3MiHM Micus BUpOBHULTBA.(NeperiMeHyBaHHS BYI.
Tybax; no 25ry MeTpoBcbkoro Ha Byn. bapeiHkosa) (TepmiH BBEAEHHS 3MiH
Ty6i; no 1 Ty6i B npoTarom 6-Tu MicsuiB nicns 3aTBepaXeHHs); 3MiHn | Tuny -
naJui 3 KapToHy AaMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
3asBHUKa (BracHUKa peecTpaLinHoro Noceig4eHHs) (3MiHa agpecu
3asiBHUKA) (TepMiH BBEAEHHS 3MiH NPOTAromM 6 -Tu Micsiuis nicns
3aTBEPKEHHS)
168. | LUTPAMOH Y TabneTku, no 6 MAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - Ne 6, Ne 10 UA/5535/01/01
TabneTok y "Ny6Hnchapm" AaMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu - 6e3
6nictepax; no 6 3asBHUKa (BracHUKa peecTpaLinHoro Noceig4eHHs) (3MiHa agpecu peuyenma;
TabneTok y 6nictepi, 3asBHUKa) (TepMiH BBeAEHHS 3MiH NPOTArom 6 -Tu MicauiB nicns Ne 60
no 10 6nictepiB y 3aTBepAKEHHS); 3MiHM | TUNy - AgMiHiCTpaTuBHI 3MiHW. 3MiHa (6x10), Ne
nayui; no 10 HaiMeHyBaHHs1 Ta/abo agpecy MicLsa NPOBaKEHHS OiANbHOCTI 100
TabneTok y BMpOBHMKa/iMnopTepa rotoBOro nikapcbkoro 3acoby, BKYaK4u (10x10) -
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Ne Haszea dopma sunyckKy 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n | nikapcbko20 eionycKky | peecmpauyiliH
3acoby 020
noceidyeHHs1
6nictepax; no 10 AinbHWLU BUNycKy cepii abo micue NpoBeAeHHst KOHTPOIO AKOCTI. 3a
TabneTok y 6nicTepi, (misinbHicTb, 3a Aky BiANOBiAae BUPOBHMK/IMNOPTEP, BKMHOYAOUM peuenmom
no 10 6nictepiB y BWNYCK cepiit) (3miHa agpecu BUpobHWKa, 6e3 3MiHu Micust
navui BMpOBHMLTBA.(NeperiMeHyBaHHs Byn. MeTpoBCbLKOro Ha By”.
BapsiHkoBa) (TepMiH BBe4EHHSA 3MiH MPOTAroM 6-Tu micauiB nicns
3aTBEPAKEHHS)
169. | WIUNLWWHAK nnoam no 100 r, 150 MAT YkpaiHa MAT "Ny6Hudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/9376/01/01
nnoau ry naykax 3 "ITy6Huchapm" AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu peuenma

BHYTPILLHIM NaKkeTom

3asBHUKa (BnacHWKa peecTpaLinHoro noceig4yeHHs) (3MiHa agpecu
3asBHUKa) (TepMiH BBeEHHS 3MiH NPOTAroM 6 -Tu MicsuiB nicns
3aTBepAKEHHS); 3MiHM | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micusa NpoBagKeHHS AiANbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbkoro 3acoby, BKoYarun
AiNbHWL BUMYycKy cepii abo micue NpoBeAeHHst KOHTPOIO AKOCTI.
(misnbHicTb, 3a AKy BignoBiaae BUPOOHMK/iMNOPTEp, BKIHOYa4u
BUNYCK cepil) (3MiHa agpecu BUpoBHuKa, 6e3 3miHn micus
BMPOBHMLUTBA.(NeperiMeHyBaHHS Byn. [1eTpoBCbKOro Ha By-.
BapsiHkoBa) (TepMiH BBe4EHHS 3MiH MPOTAroM 6-Tu micsUiB nicns
3aTBEPOKEHHS)

HavyanbHuK YnpaBniHHA chbapmaueBTUYHOI
AIANbHOCTI Ta AKOCTI hapMaueBTUYHOI NpoAayKuil

T.M. JIackoBCbKkuu




