HEPEJIIK

Honarox 3

1o Haka3y MiHicTrepcTBa 0X0poHH
3p0poB’s Ykpainu «Ilpo nep:xxaBny
peecTpauiio (mepepeecTpaniio) JikapcbKUX
3ac00iB (MeAHYHUX iMyHOOi0JIOrTYHNX
npenapariB) Ta BHECEHHs 3MiH 10
peecTpauiiiHux MartepiajiiB»

Bix 25 mororo 2023 poxky Ne 388

JIKAPCBKHMX 3ACOBIB (MEJAYHUX IMYHOBIOJIOITYHUX ITPENAPATIB), IIIOJ0 SIKUX BYJIM BHECEHI
3MIHHU JO PEECTPALIMHUX MATEPIAJIIB, IKI BHOCATBHCS 10 JEP)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHHI

cepivi roToBOro
npoaykTy:
BCI
dapmacbioTikan
3 C.MN.A., lItanis
BupobHuuTBO
Hepo3dacoBaHo
i npoaykuii,
nepBuHHa
ynakoBka:
®apesa lNay 2,
PpaHuis
BTOPWHHA

BHeceHHs He3Ha4YHUX 3MiH Y METOAM BUNPOOYBaHHS, LLO
BVIKOPVICTOBYIOTbCS AN KOHTPOJO AKOCTi MPOMIXKHOIO
npogykty cAC10. 3MiHM NoB’A3aHi 3 MeToAaMm 3B’A3yBaHHSA
ELISA «Binding Elisa» Ta koHUeHTpaLii 6inka «Protein
Concentration by Gravimetric UV spectroscopy». 3minu |l Tuny
- 3MmiHu 3 gkocTi. APl. BupobHuuteo. 3MiHa BUpoGHMKa
BUVXiAHOro/NMpoMiXKHOro NpoayKTy/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHMYoMy npoueci A®I, abo 3miHa
BUpOGHMKa (BKMOYatoum, ae HeobxigHo, Micue NpoBeAeHHs
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudpikata
BigNOBIgHOCTI €Bponewichkin hapmakonei y 3aTBepaKEHOMY
pocke)(3miHa B AD| 6ionoriyHOro NoxompkeHHs abo BMXigHOMY
MaTepiani/peareHTi/npoMixkHOMY NPOAYKTI, L0

Ne Hasea ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asisHUKa eupobHuUKa eidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. | ABIPATEPOH | tabnetku, BKpUTi TOB «TeBa Ykpaina TeBa I3painb BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/19660/01/01
-TEBA NniBKOBOIO YkpaiHa» dapmavesTikan 3miHu 3 akocTi. A®I. KoHtponb A®Il. 3miHa y meTogax peuernmom
o6onoHkoto, no 250 IHpacTpis Jl1a. BunpobyBaHHsA APl abo BMXigHOro MaTepiany/npomikHOro
mr; no 120 TabneTtok nNpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLECI
y dnakoHi; no 1 BUpOo6HMUTBa AD| (HE3HAYHI 3MiHN Y 3aTBEPKEHUX MeToAax
dnakoHy y Kopobui BUNpoOyBaHHS) - 3MiHW B MeTogji BUnpobyBaHHs ADI
AbBipaTepoHy aueTaTy 3a nokasHukom «Particle size», a came
OHOBIEHHS MeTOoAY NPUroTYBaHHS 3paskiB AN BUKOPUCTaHHS
3 3aTBepxeHuM npuctpoem Malvern 2000, a Takox
[oaaTkoBe 3acTtocyBaHHA npuctpoto Malvern 3000 sk
anbTepHaTMBM BUKOpUCTaHHto npuctpoto Malvern 2000.
HopatkoBo, B MeToaax koHTponto APl BupobHuka Sicor Italy
3a nokasHukamm «Assay», «Organic impurities», «Residual
solvent» foaaHa iHgopMauis Wwoao cTabinbHOCTi PO3YMHIB
2. AOUETPUC® | nopollok ans Takena [aHis Bupo6HMuTBO ITanis/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3a UA/13286/01/01
KOHLieHTpaTy Ans dapma A/C Hepo3dacoBaHo PpaHuis/ 3miHu 3 akocTi. A®I. KoHtponb A®I. 3miHa y meTogax peuernmom
po34nHy Ans i npoaykuii, ITanis/ BunpobyBaHHa APl abo BmxigHOro martepiany/npoMikHOro
iHdy3in no 50 wmr; 1 nepBuvHHA ABcTpisi/ npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLECI
(NaKoH 3 MOPOLLKOM yrnakoBkKa, Benuka BUPO6HMUTBa AD| (HE3HaYHI 3MiHU Y 3aTBEPKEHUX MeToAax
Y KapTOHHIln kopobui KOHTPOMb SIKOCTI Bputanis BUNPOBYyBaHHs)
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ynakoBka, BVIKOPVCTOBYIOTbCS AN BUPOOHMLTBA
[03BiN Ha GionoriyHoro/imyHonoriYHoro nikapcekoro 3acoby ) JloaaBaHHSA
BUNYCK cepii: ninbHuUi Takeda Pharmaceuticals USA, Inc., CLUA, B skocTi
Oendapm anbTepHaTUBHOI OiNSHKX ANs BUPOOHULUTBA, KOHTPOIO SKOCTI,
Hosapa C.p.n., BUNPOBYBaHHs cTabinbHOCTI Ta KOHTPOMIO SKOCTI Nig Yac
ITanis BUpobOHMUTBA (BiOHAaBaHTa)XeHHS Ta eHAOTOKCUHM) Ans
Takena ABCTpisi npomixHoro npoaykty cAC10 (mpomixHa gjtoya pevoBmHa
Mm6X, ABCTpisi B6peHTyKCMaby).
KOHTPOMb SIKOCTI
cepii:
KosaHc
JlabopaTopis
NimiTen, Benuka
Bputanis
3. ANEKEH3A® | kancynu TBepai no TOB «Pow YkpaiHa BUNYyCK cepii: LLsenyapis/ BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny - 3a UA/16997/01/01
150 mr no 8 kancyn YkpaiHa» . XodhdpmaHH- ITanis/ 3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3acib. CTabinbHICTb. peuenmom
TBepAux y bnictepi; J1s Pow Jitg, HimeyunHa 3miHa y TepmiHax npugaTtHocTi abo ymoBax 306epiraHHs
no 7 Gnictepis y LLisenuapis; roTOBOro niKapcbKkoro 3acoby (36inbLIeHHs TepMiHy
KapTOHHIM nayui, no nepBUHHE Ta npuaaTHOCTI FOTOBOTO fikapcbkoro 3acoby) - [ns Toprosoi
4 nNayKkn y KapTOHHIW BTOPUHHE ynakoBku (MiATBEPAKYETLCS AAaHVMUN pearnbHOro Yyacy)
KopobLUi nakyBaHH4, 36inblUeHHA TEPMiHY NPUOATHOCTI FOTOBOIO NiKapCbKoro
BUNpobyBaHHSA 3acoby 3 3 pokiB 40 5 pokiB. 3MiHN BHECEHO B iHCTPYKLIitO Ansi
cTabinbHocTi, MeAMNYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y posain
BUMYCK cepii: «TepMiH NpMaaTHOCTI».
d.XodhdpmaHH- BBefeHHs 3MiH NpOTArom 6-Tu MicsLiB Micns 3aTBEPOXKEHHS.
Na Pow NTA, 3miHn | TMny - 3miHn 3 sikocTi. A®Il. CTabinbHiCTb. 3MiHa
LLisenuapis; nepiogy NOBTOPHWX BMNpobyBaHb/nepiody 36epiraHHs abo
BUNpobyBaHHs ymoB 36epiraHHa A®I (3a BigcyTHOCTI y 3aTBEpPAKEHOMY [0ChE
cTabinbHOCTI cepTudikaTa BigNoBiAHOCTI EBponelichbkin dapmakonei, LWwo
(mikpobionoriuyHa BKItOYa€E nepiof, NOBTOPHOro BUNpobyBaHHS) (nepiog
yncrota): NoBTOPHOro BUNpobyBaHHs/nepion 36epiraHHs) - 36inbLUeHHS
. XodhdpmaHH- abo BBeZleHHA Nepiogy NOBTOPHOrO BUNpobyBaHHs/nepioay
I1a Pow Jita, 36epiraHHs Ha OCHOBI pe3ynbTaTiB A4OCNiAXEHb Yy peanbHOMY
LLisenuapis; yaci - 36inbLUeHHs nepiody NOBTOPHOIO BUNPobyBaHHs Aitoyol
BMNPObyBaHHs peyoBMHM anekTuHiby 3 48 micsauis o 60 micauis. BBeaeHHs
cTabinbHocCTI, 3MiH NPOTArom 6-Tu MicsILiB MiCNs 3aTBEPOXKEHHS.
nepBUHHE Ta
BTOPWHHE
nakyBaHHsi:
Oenbcapm
MinaHo, C.P.J1.,
ITanis;
BUNpPoByBaHHS
KOHTPOMIO SKOCTi
(mikpobionoriuyHa
unctota): Jlabop
J1C CE eHg Ko.
KI', HimeuuunHa;
BUNPOBYyBaHHs




Ta y KapTOHHI
KopobLi

reHepu4HuX/ribpuaHmnx/GionoaibHMx nikapcbkmx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa
He noTpebye HaAaHHS XOAHUX HOBUX A40AATKOBUX AAHUX).
3MiHM BHeCeHI 00 IHCTPYKLUIii ANt MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "dapmakonoriyHi BnacTuBocTi",
"MpoTunokasaHHs", "B3aemogais 3 iHWK1MK nikapCbKUMmn
3acobamu Ta iHWi Buam B3aemogin", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BaritTHocTi abo
rogyBaHHs rpyaar”, "34aTHIiCTb BNAUBATK Ha LUBUAKICTb
peakuji npy kepyBaHHi aBTOTpaHCNOPTOM abo iHWKMMU

3 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTPOMIO AKOCTI
(eTunxnopua):
EBOHiK
OnepenwHs
M6X,
HimevumnHa;
BUPOBHMLTBO
Hepo3dacosaHo
T npoaykuii,
BUNpoOyBaHHSA
KOHTPOMIo
AKOCTI:
Ekcenna MmM6X
eHa Ko. KT,
HimeyunHa
4. AINbTABOP Tabnetku no 20 wr; My6nivHe Ykpaina My6nivHe Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHum | Tuny - bes UA/10229/01/01
no 10 TabneTtok y akuioHepHe aKuioHepHe 3MiHM Wwopo 6e3nekun/edekTUBHOCTI Ta dhapmakoHarnsay (iHwi peuyenma
Gnictepi; no 10 TOBapUCTBO TOBapUCTBO 3MiHM) OHOBREHHs TeKCTy MapKyBaHHS yNakoBKM y 3B’A3KY 3
TabneTtok y 6nictepi; "HaykoBo- "HaykoBo- BUITYYEHHAM iHOpMaLii SKa HAHOCUTBLCSA POCINCHKOK MOBOKO
no 2 6nictepu y BUPOBOHWYMI BUPOOHWYUI Ta BHECEHHS KOPEKTOPCbKMX NPaBOK MO TEKCTY. YTOYHEHO
nayui; no 20 a6o 60 LeHTp LeHTp BUKNageHHs po3ainis «doaatkosa iHdopmauis. [l-1.
Tabnetok y "Bopuariscbk "BopLuariBcbkui YnakoBka Ta [1I-2. MapkyBaHHsA» MKA. OHOBNEHHsI TEKCTY
KOHTENHepax M XiMiKo- XiMiKO- MapKyBaHHS1 NEPBMHHOI Ta BTOPUHHOI YNAKOBKM fikapCbKOro
NNacTUKOBKX 3 dapmaueBTuy dapMaLleBTUYHU 3acoby, 30kpemMa BUIy4eHHs iHpopMallii, 3a3HaveHoil
KPULLIKOKO 3 HW 3aBoa" 1 3aBoa” POCINCBLKO MOBO. BBEAEHHS 3MiH NpoTArom 6-Tn MicsuiB
KOHTpOMeM nepLuoro nicnsi 3aTBepakeHHs. 3MiHn | Tuny - 3MiHu 3 sikocTi. FoToBUIA
PO3KPUTTSH nikapcbkuii 3aci6. Cnuctema KoHTeNHep/3aKynoproBanbHUi
3aci6. 3MiHa nocTayanbHMKa NakyBanbHUX maTtepianis abo
KOMMIEKTYIUUX (SKLLO 3a3Ha4YeHO B AOCHE) (BUNYYEHHS
noctavanbHuka) BHeceHHs amiH go po3giny 3.2.P.7 Cuctema
KOHTENHep/3aKynoproBanbHuii 3acio, a came-Buny4YeHHs
HaVMeHyBaHHs nocTavanbHUKIB NakyBanbHUX MaTepianis,y
3B’A3KY 3 NPUBEAEHHSM Y BiAMNOBIAHICTb A0 EBPONENCHLKUX
BMMOT.
5. AlIb®OPT PO34MH ANS iH eKUiN, Oenbta Wsenuapi | lgon Inay Jonym | TypeyuuHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/17527/01/01
OEKCA I.B. 50 Mr/2 mn; no 2 mn Mepiken ] CatH. Be Tigx. 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuenmom
B amnyni; no 3 abo MpomoyLuH3 AL 3MiHN y KOPOTKili XapakTepucTuLj NikapCbKoro 3acody, TEeKCTi
no 6 amnyn y kaceti Al MapKyBaHHS Ta IHCTPYKUIT ANS MEeAWYHOro 3aCTOCYBaHHS
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i3nKO-XiMiYHWUIA
KOHTpOrb cepii,

pe3ynbTarT OUiHKK 3BiTY 3 OCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy nepiatpnyHux gocnigxkeHb (PIP) (3miHy y3rogeHo 3

BUWMYCK cepil: KOMMETEHTHUM YNOBHOBAXEHUM OPraHoMm).
CiHTOH Xicnanis, 3MiHU BHECEHO B iHCTPYKLO ANst MEQUYHOTO 3aCTOCYBaHHS
C.J1., IcnaHis; nikapcbkoro 3acoby o po3aginis "OcobnueocTi 3acTocyBaHHsA"
BTOPUHHE Ta "Cnocib 3acTocyBaHHs Ta 031" BiANOBIOHO 40O OHOBMEHOI
NakyBaHHS: iHdpopmalii Wwoao 6e3neky 3acTocyBaHHS Ailo40i peyYoBUHM

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mMexaHismamu", "Cnocib 3actocyBaHHs Ta go3un", "MobivHi
peakuii” 3rigHo 3 iHpopmalieto Woao MeanyHoro
3acTocyBaHHs pedepeHTHOro fnikapcbkoro 3acoby (Arveles®,
pPo34nH Ans iH'ekuin, 50 mr/2 mn (B YkpaiHi JekcanriH® iH'exT,
PO34MH ANns iH’exuin/iHdysin, 50 mr/ 2 mn). 3minm | Tuny -
3MiHM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKil XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTasi perynspHo OHOBMOBaHOTO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpauiinHui nepiod, abo Ak
pe3ynbTaT OLiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
00 nnaHy negiatpuyHnx gocnimxkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHNM YroBHOBaxeHUM opraHom) (B.1.3. (a) IAHN)
3MiHV BHeCeHi [0 IHCTPYKLUii Ans MegMYHOro 3acCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "3acrtocyBaHHs y nepioa
BariTHocTi abo rogyBaHHS rpyAA0" BiANoOBIAHO 4O OHOBMEHO!
iHdopMauii 3 6e3nekun 4it4oi pe4oBUHM.
6. AMOOEPM nak ans Hirtis MAT YkpaiHa LLaHenb Ipnangia BHECEHHS 3MiH 4O peecTpaLiHuX maTepianis: 3MmiHu | Tuny - 6e3 UA/15567/01/01
HEO nikyeansHuin, 50 "KviBmegnpen Megikan AamiHicTpaTvBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu peuenma
Mmr/mn; no 2,5 mny apat” AHnimiTen Micusi NpoBaKeHHs AisnbHOCTI BUPOOHWMKa/imnopTepa
cnakoHi; no 1 KomnaHi roTOBOrO JlikapCbKoro 3acoby, BKMYa4M QinbHULL BUMYCKY
¢rakoHy pa3om i3 cepii abo Micue NpoBeAeHH KOHTPOMIO SKOCTI. (isiNbHICTb, 3a
wnatenamu ons SIKy BignoBigae BUpOGHMK/iMNopTep, BKIOYaouM BUMYCK
HaHeCeHHs naky y cepii). AOMiHiCTpaTUBHa 3MiHa HalMeHyBaHHS Ta aapecu
KapTOHHI kopoOuyj; BUpo6Huka MM3. TepmiH BBEAEHHS 3MiH MPOTAroM 6 micauis
no2,5mny nicnsa 3aTBepaXXeHHs.
cnakoHi; no 1
dnakoHy pasom i3
nunoykamu ans
HirTiB, cepBeTkamu
AN OYMLLIEHHA Ta
wnatenamu ans
HaHEeCeHHs naky y
KapTOHHI kopobui
7. AHAIPENIA- kancynu Teepgi no 1 MicTtpan AHrnis BUPOGHMLTBO Icnanis/ BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/19596/01/01
BICTA mr; no 100 kancyn y Kenitan roToBOI Himeuumnna/ 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuenmom
nnsawui, no 1 MeHepXMeHT nikapcbKoi Yecbka 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro 3acoby, TeKCTi
NNSAWUi B KAPTOHHIN Nimiteq dopmu, Pecnybnika MapKyBaHHS Ta iHCTPYKUIT ANS MeANYHOro 3acTOCyBaHHS Ha
KopoOGLi nepBuHHA Ta niacTaBsi perynsipHoO OHOBMOBAHOTO 3BiTYy 3 6e3neku
BTOPUHHA nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
ynakoBka, nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepioa, abo sik
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no 10 Tabnetok y
cTpwni; no 2 a6o 10
cTpuniB y navui 3
KapTOHY

3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYBaHHS Ha
niacTaBsi perynspHoO OHOBMOBAHOTO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B micrnspeecTpalinHui nepiod, abo sk
pe3ynbTarT OLiHKK 3BiTY 3 AOCTIMKEHb, MPOBEAEHUX BiANOBIAHO
00 nnaHy negiatpnyHux gocnigxeHb (PIP) (3MiHy y3rogeHo 3
KOMMETEHTHVM YNOBHOBaXX€HNM OpraHoMm) - 3MiHW BHECEHO A0
IHCTPYKUiT ANst MEQNYHOrO 3aCTOCYBaHHS NikapCcbKoro 3acoby
po posginis "OcobnueocTi 3actocyBaHHs", "MobiyHi peakuii”
Lwono 6e3nekn 3aCcToCyBaHHS Ail04nX PeHOBUH BiANOBIAHO [0
pexkomeHgauin PRAC.
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUIB NiCNs 3aTBEPAXKEHHS.
CynyTHs1 3miHa
- 3miHu Wwopao 6esnekn/edekTMBHOCTI Ta dbapMakoHarnsay.
BHeceHHs1 abo 3miHa(1) go 3060B'A3aHb Ta yMOB Buaadi
peecTpauifHoro noceigvyeHHs, Bkrtovarouu NnaH ynpaeniHHs
py3nKaMm (3aCTOCYBaHHS TEKCTY, SKUIA MOrOKEHWUN 3
KOMMNETEHTHUM OpraHoMm) - 3asiBHUKOM HajaHO OHOBIEHWI
MnaH ynpaeniHHsA puankamu Bepcis 2.0. 3MiHWM BHeceHo Ao
yactuH: |l "Cneumdikauis 3 6e3nekun”, Il "MnaH 3
apmakoHarnsgy”, V" 3axogu 3 miHimizauii pusukis"”, VII
"Oopatku", 3rigHo pekomeHaauin PRAC.

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PoTtTeHgopd 3rigHo 3 pekomeHgadieto Health Canada. BeegeHHsi 3amiH
®apma 'm6X, nNpoTArom 6-Tn MicsLiB Nicns 3aTBepKEeHHS.
HimevumnHa;
Pi3nKO-XiMiYHUI
KOHTPOnb:
KBiHTa-
AHanituka
C.p.o., Yecbka
Pecny6bnika
8. AHANbIH Tabnetkn no 500 wmr, AT YkpaiHa AT YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 6e3 UA/8374/01/01
no 10 Tabnetok y "My6Hnbapm" "Ny6Hncapm" 3MiHn 3 gKkocTi. FoToBUI nikapcbkuii 3acid. Cuctema peuenma
Gnictepax; no 10 KOHTelHep/3aKynoptoBanbHuWii 3acit. 3MiHa po3mipy ynakoBku
TabneTtok y Gnictepi, roTOBOrO JlikapcbKoro 3acoby (3MiHa KinbKOCTi OAMHULb
no 1 abo no10 (Hanpuknag TabneTok, amnyrn TOLWOo) B yNakoBLi:) - 3mMiHa y
GnicTepiB y navui OianasoHi 3aTBepAXEHMX PO3MIPIB YNaKOBKM - 4OOAETLCA
nogartkoBuii Bug ynakoeku: no 10 Tabnetok y Gnictepi, no 1
onictepy y naydi 3 BignoBigHMMKU 3MiHamMu o po3ainy
“YnakoBka” MKA J13, 6e3 3MiHM NepBUHHOMO NakyBanbHOro
MaTepiany. 3MiHM BHeCeHi B po3ain "YnakoBka" B iHCTPYKLito
0N MeQUYHOro 3acToCyBaHHS NiKapcbKoro 3acoby y 3B"A3Ky 3
BBEAEHHSIM [OAaTKOBUX YNaKOBOK, SK HAcMigoK -
3aTBEPKEHHS TEKCTY MapKyBaHHS 40AaTKOBUX YNakoBOK
nikapcbkoro 3acoby. BeeaeHHst 3MiH MpoTArom 6-Tn micsAuiB
nicnsi 3aTBepAXKEHHS
9. AHOUNAN- Tabnetkun no 10 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/10129/01/01
DOPTE TabneTok y cTpunax; "MoHdapm" "MoHdapm" 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta bapMakoHarnsay. peuernma
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiHu | Tuny - 3miHK Wwopao 6esnekn/eddekTUBHOCTI Ta
apmakoHarnsay. 3miHa y KopoTKi xapakrepuctuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHs Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
nocnimxkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnapeecTpauiiHuin nepiod, abo sik pesynbTaT OLiHKM 3BITY 3
AOChiMKeHb, NPOBEAEHUX BiANOBIAHO A0 NNaHy neaiaTpuyHMX
pocnigpkeHb (PIP) (3MiHy y3rogykeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHMM OpraHom) - 3MiH1 BHeCeHO A0 IHCTpyKLUii ons
ME[NYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby Ao po3Ainis
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii" Wwoao
6e3nekn 3aCToCyBaHHS Ail04MX PEYOBWH BiAMNOBiAHO A0
pekomeHgauin PRAC. BeegeHHs1 3MiH NpoTsirom 6-Tu micsauis
nicnsi 3aTBepAXKEHHS
10. | APUDAM® Tabnetku 3 e ®paHuin Bupo6HuLTBO, ®paHuis/ BHECEHHS 3MiH 4O peecTpauinHmMx maTepianis: 3miHu | Tuny - 3a UA/13798/01/01
1,5 MIr/10 MI MoaucpikoBaHUM JIABOPATYA KOHTPOIb SIKOCTI, Ipnangis 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy. peuenmom
BUBINIbHEHHAM, MO P CEPB'E€ nakyBaHHA Ta 3MiHa y KOpOTKill XapaKTepuCcTuLi Nikapcbkoro 3acolby, TEKCTi
1,5 mr/10 wmr, no 15 BUMYCK Cepii: MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3acCTOCyBaHHS Ha
Tabnetok y bnictepi; JTabopaTopii nigcTaBi perynsipHO OHOBIOBAHOrO 3BiTy 3 6e3neku
no 2 abo 6 Gnictepis CepB'e nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHs
y KOopo6LUji 3 KapTOHy IngacTpii, nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepioa, abo sk
®paHuis; pe3ynbTar OLiHKK 3BiTY 3 OCTIMKEHb, MPOBEAEHNX BiANOBIAHO
MakyBaHHs Ta [0 nnaHy negiatpnyHux gocnigxeHb (PIP) (3MiHy y3rogeHo 3
BUWMNYCK cepil: KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoMm)
Ceps'e 3MiHM BHECEHO A0 iHCTPYKLii ANA MEeANYHOro 3aCTOCyBaHHS
(Ipnangisi) nikapcbkoro 3acoby ao posginy "lMepenosysaHHs" BignoBigHO
IHpacTpic JTa, [0 OHOBIEHOI iHbopMaLii 3 6e3neku 3acTocyBaHHs Aito4oi
IpnaHgis peyoBMHM (amnoauniH) nikapcbkoro 3acoby. BeeaeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXKEHHS.
11. | APUDAM® Tabnetku 3 e ®paHuis ITabopaTopii PpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/13799/01/01
1,5 MI/5 MI’ MoaucpikoBaHUM JIABOPATYA Cepg'e lHgacTpi, Ipnangis 3MmiHu Woao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenmom
BUBIMTIbHEHHAM, MO P CEPB'E€ DpaHuis 3MiHa y KOpOTKili XapakTepucTuLi Nnikapcbkoro 3acoby, TeKCTi
1,5 mr/5 mr no 15 (BupoBHULTBO, MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHA Ha
Tabnetok y 6nictepi; KOHTPOIb SKOCTI, nigcTasi perynspHO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
no 2 a6o 6 6nictepis nakyBaHHs Ta nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku 3acToCyBaHHS
y KOpo6Uji 3 KapTOHy BUNYCK cepii); nikapcbkoro 3acoby B nicnsipeecTpauiiHmi nepioa, abo sk
CepB'e pe3ynbTarT OLiHKK 3BiTY 3 AOCTIMKEHb, MPOBEAEHNX Bi4NOBILHO
(Ipnangist) [0 nnaHy negiatpnyHux gocnigxerb (PIP) (3MiHy y3rogxeHo 3
IHpacTpic JTa, KOMMETEHTHNM YNOBHOBaXXEHUM OpPraHoM)
Ipnangis 3MiHV BHeCeHi 0 IHCTPYKLIi ANs MeLUYHOro 3aCTOCYBaHHSA
(nakyBaHHsi Ta nikapcbkoro 3acoby ao po3sginy "lMepenosyBaHHs" BignoBigHO
BUNYCK cepii) [0 OHOBIEHOI iHbopMaLii 3 6e3nekn 3acTocyBaHHs Aito4oi
pevYoBUHM (aMmnoamniH) nikapcbkoro 3acoby. BBeaeHHs 3miH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
12. | APOMA3UH TabneTkn, BKpUTI MN®ANIEP CLIA Mdpansep Itanisa ITanisa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/4769/01/01
LlyKpOBOIO IHK. C.p.n. 3miHu wopao 6esneku/edekTMBHOCTI Ta hapmakoHarnagy (iHwi peuernmom

o6onoHkKoto, no 25
Mmr, no 15 TabneTtok

3MiHM). 3MiHN BHECEHO A0 IHCTPYKLUii ANst MEAUYHOrO
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainis
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
y 6nicTepi; no 2 "MpoTunokasaHHs", "OcobnuneocTi 3acTocyBaHHNA", "3aTHICTb
6nictepu B BMMMBATU Ha LLUBUAKICTb peakLii Npy KepyBaHHI
KapTOHHi KOpooLyi; aBTOTPaAHCNOPTOM abo iHWKMMK MexaHiamamn”, "MobiyHi
no 20 TabneTtok y peakuii” BignoBigHO [0 OHOBMEHOI iHhopMmalii 3 6e3neku
6nictepi; no 5 3acTOCyBaHHS fikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
GnictepiB y npoTsarom 6 micauiB nicns 3atBepmpkeHHs. 3Minm Il Tuny -
KapTOHHIl kopobui 3MiHM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsay.
3MiHW y KOpPOTKili XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKUiT AN MEeANYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBMMMW JaHUMM 3 SAKOCTi, AOKMNIHIYHUMU, KMiHIYHUMUK
AaHVMU Ta AaHumn 3 dhapmakoHarnsay. 3MiHM BHECEHO [0
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Mikapcbkoro 3acoby
0o posginy "®apmakosoriyHi BnactMeocTi" BianosigHo Ao
MaTepiarniB peecTpauiiHoro 4ocke. TepMiH BBEAEHHSI 3MiH -
npoTsrom 6 Micauis nicnsa 3aTBEPKEHHS.
13. | ATAPAKC® TabneTkn, BKpUTI KOCB dapma Benbris AHabioTnk HB, Benbris BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3MiHu | Tuny - 3a UA/1872/01/01
NniBKOBOKO C.A. Benbrisa 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy. peuenmom
obornoHkot, no 25 (nopaTkoBa BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHWX Npo cucTemy
Mr no 25 TabneTok y BMPOGHMYa hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX aHUX Npo
Gnictepi; no 1 AiNbHWUS, Ha cvctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
Gnictepy y AKin BiAnNoBiganbHOI 3a 34iNCHEHHA hapMakoHarnaay; KOHTakTHOI
KapTOHHIl kopobui 30iACHIOETLCS ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 34iNCHEHHs!
KOHTpOnb cepii); apmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
CI'C NNa6 CimoH yMNOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
CA, Benbris hapmakoHarnsigy (BkIoYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
(nopaTtkoBa po3MilLeHHi MacTep-channa cuctemm hapmakoHarnsgy) 3MiHa
BMPOGHMYa yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
AinbHUUSA, Ha dapmakoHarnag,.
AKin Litoua pepakuisi: Henri Jacoby, MD. lNponoHoBaHa pepakuis:
30iACHIOETLCS Kees Bart TEEUW, PhD. 3MmiHa KOHTaKTHMX AaHuX
KOHTpOnb cepii); ynoBHOBaxeHoi ocobu, BignoBigansHoi 3a hapmakoHarnsig.
HOCB dapma 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOUM 3asiBHUKA,
C.A., Benbrisa BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
(BpPOGHMLTBO
3a NOBHUM
LIMKIIOM)
14. | AUUKNOBIP- | Tabnetku no 200 wmr, AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/1325/02/01
DPAPMAK no 10 Tabnetok y 3MiHuM 3 akocTi. [oToBMI Nnikapcbkuii 3acib. CTabinbHICTb. peuenmom

GnicTepi; no 2
Gnictepu y nayui 3
KapTOHY

3miHa y TepMmiHax npuagaTHocTi abo ymoBax 36epiraHHsi
roTOBOrO MikapCbKoro 3acoby (36inbLUeHHsT TEPMiHY
NpVaATHOCTI FOTOBOTO Jlikapcbkoro 3acoby) - [ns Toprosoi
ynakoBku (NiATBEPAXKYETLCSH AaHUMMN pearibHOro Yacy)
36inbLUEHHsI TEPMiIHY NPUAATHOCTI FOTOBOIO MikapcbKoro
3acoby Ha OCHOBI MO3UTUBHKX pPe3ynbTaTiB AOBrOCTPOKOBUX
JocrnimkeHb cTabinbHOCTI y peanbHOMY Yaci: 3aTBepaKeHo:
TepmiH npuaaTtHocTi 4 poku. 3anponoHoBaHo: TepMiH
npuaaTHocTi 5 pokiB. 3MiHN BHeCeHi B po3ain "TepmiH
npuaaTHOCTI" B iIHCTPYKLitO ANst MeAUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby. BBegeHHsi 3MiH NpoTsrom 6-T1 MicsiLiB
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nicns 3aTBepAXKEHHS.
15. | BAIIb3AMIY niHiMeHT No 25 r Ta MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHux maTtepianis: 3miHu | Tuny - bes UA/6660/01/01
HUN 50 r y KOHTelHepax; dapmaneBTuy dapmaueBTMyHa 3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. Cucrema peuenma
NIHIMEHT no20rabono25r, Ha cabpuka abpuka KOHTeNHep/3akyrnoptoBanbHuUi 3aci6. 3MiHa y NepBUHHIN
(3A abo no 40 r y Tybax "Biona" "Biona" ynakoBLji FOTOBOrO NikapCcbKoro 3acoby (sIKiCHWI Ta KinbKiCHWIA
BULUIHEBCBK | antomiHieBnx; no 20 cknag) - M’siki Ta HecTepunbHi pigki nikapcbki opmm —
M) rabo no 25, abo BBeAEeHHS AoaaTkoBux ynakoBok no 20 r,no25rtano40ry
no 40 ry TyGi Ty6ax namiHaTHux Tuny ABL 3 GylwioHamu y nayui Ta 6e3
anoMiHiesiin; no 1 nayku, 3 BignoBigHNUMK 3MiHaMK 0 pP. «YnakoBKka». 3MiHK
Ty6i y mayui; no 20 r BHeCeHi B po3ain "YnakoBka" B iHCTPYKLiO ANs MeAUYHOro
abo no 25, abo no 3acTOCyBaHHS NiKapCbKOro 3acoy y 3B"A3Ky 3 BBEAEHHAM
40 r y Tybax [00aTKOBMX YMAaKOBOK, SIK HACMIAOK - 3aTBEPOXKEHHS TEKCTY
namiHatHux; no 20 r MapKyBaHHS 1O00ATKOBUX YNaKoBOK fikapcbKoro 3acoby.
abo no 25, abo no BBeaeHHs 3MiH NpoTsarom 6-Tu MicauiB nicns 3aTBepaKeHHS.
40 ry Ty6i
namiHatHin; no 1
Ty6i y mayui
16. | BOTOKC® NOPOLLIOK A4ns AnnepraH Ipnangis AnnepraH Ipnangis BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/16656/01/01
KOMMNEKC PO34mMHy ANg iH'ekuin | dapmacstoTika dapmacbioTikan 3MiHK 3 AKoCTi. 3MiHM 40 peecTpauiiHoro NoCBiAYeHHs peuernmom
BOTYNIHIYH no 100 oguHuLpb- n3 lpnaHgis 3 Ipnangis BHaCMiAoK iHWKX perynsatopHux npouenyp. NMV®/BA3®
oro AnnepraH; 1 (macTtep-cain Ha nnasmy/3aranbHuii arn Ha BakLUMHHUIA
TOKCUHY NaKkoH 3 MOPOLLKOM aHTureH). BknoyeHHs HOBOro, oHoBreHoro abo 3MiHeHoro
TUNYy A (Big B KAPTOHHI Kopobui mMacTep-anna Ha NnasmMy y peectpauiiHe JOCbe Ha
CLOSTRIDIU nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NMV®)
M (BKIMOYEHHS1 OHOBMNEHOr0/3MiHEHOTO MacTep-darina Ha
BOTULINUM) nnasmy, SKLO 3MiHV He BNMBaOTb Ha BNACTMBOCTi FOTOBOIO

nikapcbkoro 3acoby). BkntoueHHs1 oHoBReHoro mactep-dainna
Ha nnasmy y peecTpadiiHe JOCbe Ha Nikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000002/04/1B/32/G, BupobHuk
Instituto Grifols, S.A.
3MiHn | TMny - 3MiHK 3 siKoCTi. 3MiHM 0O peecTpauiiHoro
NOCBiAYEHHS BHACNIAOK iHLWMX PErynAaTOpHNX npoueayp.
MM®/BA3® (macTep-daiin Ha nna3my/3aranbHui ann Ha
BaKLMHHWIA aHTWUreH). BknioveHHs HOBOro, oHOBNeHoro abo
3MiHEeHOro MacTep-gaina Ha nnasmy y peectpaliiiHe JOCbE
Ha nikapcbkui 3acib (npouenypa 2-ro etany ans NMV®)
(BKIMKOYEHHS1 OHOBMEHOro/3MiHEHOrO MacTep-calina Ha
nnasmy, SKLWO 3MiH1 He BNMBalTb Ha BIacTUBOCTI FOTOBOIO
nikapcbkoro 3acoby). BkntoueHHs1 oHOBREHOro macTep-gainna
Ha nnasmy y peecTpauiiiHe Aockbe Ha nikapcbkuid 3acio: PMF
Certificate no: EMEA/H/PMF/000002/04/AU/33/G, BMpOGHWK
Instituto Grifols, S.A.
3miHu | TMNy - 3MiHKM 3 sikocTi. 3MiHM Ao peecTpauiiHoro
MOCBIAYEHHS! BHACNIAOK iHLINX PErynsTOpHUX npoueayp.
MM®/BA3® (MacTep-daiin Ha nna3my/3aransHuin ann Ha
BaKLMHHWIA aHTWUreH). BknioveHHs HOBOro, oHoBrneHoro abo
3MiHEHOro mactep-arina Ha nna3my y peectpaLiiHe 4oCbe
Ha nikapcbkuii 3acib (npouenypa 2-ro etany ans NM®)
(BKIKOYEHHS1 OHOBMEHOrO/3MiHEHOro MacTep-chaina Ha
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

nnasmy, sKLWO 3MiHW1 He BNMBalOTb Ha BMacTUBOCTi FOTOBOIO
nikapcbkoro 3acoby). BkntoueHHst o0HOBNeHoro mactep-gaiina
Ha nnasmy y peecTpadiiie 4oCcbe Ha Nnikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000002/04/11/34/G, BUpoBHMK
Instituto Grifols, S.A.
3MiHn | TMny - 3MiHK 3 siKocTi. 3MiHM OO0 peecTpaLiiHoro
NOCBiAYEHHS BHACNIAOK iHLWMX PErynaTopHUX npouenyp.
MM®/BA3® (macTep-tbann Ha nnasmy/3aranbHun dann Ha
BaKUMHHWIA aHTureH). BknoyeHHA HOBOro, oHoBneHoro abo
3MiHEeHOro mactep-canna Ha nna3my y peecTpauinHe 4ocbe
Ha nikapcbkun 3acib (npoueaypa 2-ro etany ans NV®)
(BKIMOYEHHSI OHOBIIEHOrO/3MIHEHOTO MacTep-daiina Ha
nnasmy, siKWO 3MiHW He BNIMBalOTb Ha BMacTUBOCTI FOTOBOIO
nikapcbkoro 3acoby). BkntoyeHHA oHoBReHoro mactep-ganna
Ha nnasMy y peecTpadiliHe 4oCbe Ha Nnikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000001/04/AU/023/G, BUpOGHWMK
CSL Behring Gmbx.
3MinHn | TMny - 3MiHK 3 siKocTi. 3MiHM OO peecTpaLiiHoro
NOCBiAYEHHS BHACNIAOK iHLWMX PErynsaTopHUX npoueayp.
MM®/BA3® (macTep-cain Ha nna3my/3aranbHun dann Ha
BaKUMHHWIA aHTUreH). BknoyeHHs HOBOro, oHoOBMNEeHoro abo
3MiHEHOro mactep-canna Ha nna3my y peecTpauiniHe 4oCkbe
Ha nikapcbkun 3acib (npouepypa 2-ro etany ans NV®)
(BKIMHOYEHHS1 OHOBMEHOro/3MiHEHOro MacTep-calna Ha
nnasmy, siKLLO 3MiHW He BNIMBalOTb Ha BMacTUMBOCTiI rOTOBOrO
nikapcbkoro 3acoby). BkntoyeHHA oHOBREHOro macTtep-ganna
Ha nnasmy y peecTpaLiiHe focbe Ha nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000001/04/11/024/G, BUpoGHUK
CSL Behring Gmbx.

17.

BOTOKC®
KOMMNEKC
BOTYNIHIYH
oro
TOKCUHY
ANy A (BIR
CLOSTRIDIU
M
BOTULINUM)

NopOoLLOK Ans
PO34MHY AnS iH'eKLin
no 200 ognHULb-
AnnepraH; 1
PNaKoH 3 NMOPOLLKOM
B KapTOHHIl kopobui

AnnepraH
dapmacbioTika
n3 lpnaHgis

Ipnangis

AnnepraH
dapmacbioTikan
3 Ipnangis

Ipnangis

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHu 3 skocTi. 3MiHM 40 peecTpauiiHOro NocBigYeHHs!
BHaCNAOK iHWKNX perynsaTopHux npoueayp. NMM®/BA3®

(macTep-chaiin Ha nna3mMy/3aranbHuii dain Ha BakLUHHWIA
aHTureH). BknioyeHHs HOBOro, OHOBIEHOro abo 3MiHeHOro
mMacTep-danina Ha nnasmMy y peectpauiniHe OCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NV®)
(BKIMKOYEHHS1 OHOBMEHOrO/3MiHEHOrO MacTep-calna Ha
nnasmy, SKLWO 3MiH1 He BNMBalTb Ha BMacTUBOCTi FOTOBOIO
nikapcbkoro 3acoby). BkntoueHHs1 oHOBReHoro mactep-gainna

Ha nnasmy y peecTpaLiiHe ocbe Ha nikapcbkuii 3acit: PMF

Certificate no: EMEA/H/PMF/000002/04/1B/32/G, BupobHuk

Instituto Grifols, S.A.

3miHu | TNy - 3MiHKM 3 sikocTi. 3MiHM Ao peecTpauiiHoro

NOCBiAYEHHS BHACNIAOK iHLWMX PErynaToOpHUX npoueayp.
MM®/BA3® (MacTep-caiin Ha nna3my/3aransHui ann Ha
BaKLMHHWIA aHTWUreH). BknioveHHs HOBOro, oHOBNeHoro abo
3MiHEHOro mactep-arina Ha nna3my y peectpaLiiHe JoCbe

Ha nikapcbkuit 3acib (npouenypa 2-ro etany ans NM®)

(BKIMKOYEHHS1 OHOBMEHOr0/3MiHEHOrO MacTep-haina Ha

3a
peuerimom

UA/16656/01/02
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Homep
peecmpayiliHo2o
noceio4yeHHs1

nnasmy, siKLO 3MiHW He BNIMBalTb Ha BMacTMBOCTI FTOTOBOroO
nikapcbkoro 3acoby). BknoueHHsi oHoBneHoro mactep-gaiina
Ha nnasMy y peecTpadiiHe 4ocbe Ha nikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000002/04/AU/33/G, BUpOoGHWMK
Instituto Grifols, S.A.
3MinHn | TMNy - 3MiHK 3 siKocTi. 3MiHM OO peecTpaLiiHoro
NOCBiAYEHHS BHACNIAOK iHLWMX pPerynaTopHUX npouenyp.
MM®/BA3® (macTep-tbann Ha nnasmy/3aranbHun dann Ha
BaKUMHHWIA aHTureH). BknioyeHHA HOBOro, oHoBneHoro abo
3MiHEHOro mactep-canna Ha nna3my y peecTpauiiHe 4OCbe
Ha nikapcbkun 3acib (npouepypa 2-ro etany ans NV®)
(BKIMOYEHHSI OHOBINEHOrO/3MiHEHOrO MacTep-daiina Ha
nnasmy, siKWO 3MiHW He BNIMBalOTb Ha BMacTUBOCTI FOTOBOIO
nikapcbkoro 3acoby). BkntoyeHHA oHOBReHOro mactep-ganna
Ha nnasMy y peecTpaliliHe 4ocbe Ha Nikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000002/04/11/34/G, Bupo6bHMK
Instituto Grifols, S.A.
3MinHn | TMNy - 3MiHK 3 siKocTi. 3MiHM OO peecTpaLiiHoro
NOCBiAYEHHS BHACNIAOK iHLWMX PerynsaTopHUX npoweayp.
MM®/BA3® (macTep-caiin Ha nna3my/3aranbHun dann Ha
BaKUMHHWIA aHTureH). BknoyeHHs HOBOro, oHoBMneHoro abo
3MiHEHOro mactep-canna Ha nnasmy y peecTpauinHe 4ocbe
Ha nikapcbkun 3acib (npouepypa 2-ro etany ans NV®)
(BKIMHOYEHHS1 OHOBMEHOro/3MiHEHOro MacTep-calnna Ha
nnasmy, sIKLO 3MiHW He BNIMBalOTb Ha BMaCTUMBOCTi FOTOBOIO
nikapcbkoro 3acoby). BkntoyeHHA oHoBreHoro mactep-ganna
Ha nnasmy y peecTpauiiHe focbe Ha nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000001/04/AU/023/G, BupobHuk
CSL Behring Gmbx.
3miHu | TNy - 3MiHK 3 sikocTi. 3MiHM A0 peecTpauiiHoro
NOCBiAYEHHS BHACNIAOK iHLWMX PerynsaTopHuUX npoueayp.
MM®/BA3® (macTep-caiin Ha nna3my/3aranbHun dann Ha
BaKUMHHWUIA aHTUreH). BknoyeHHs HOBOro, oHoBMeHoro abo
3MiHeHoro mactep-anna Ha nna3my y peectpadinHe Aocbe
Ha nikapcbkun 3acib (npouepypa 2-ro etany ans NV®)
(BKIMOYEHHS1 OHOBNEHOr0/3MiHEHOTO MacTep-darina Ha
nnasmy, siKLLO 3MiHU He BNIMBalOTb Ha BMACTUBOCTI rOTOBOroO
nikapcbkoro 3acoby). BkntoyeHHs1 OHOBMNEHOro mactep-garina
Ha nnasMy y peecTpaliiHe JOCbe Ha Nnikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000001/04/11/024/G, B1poGHUK
CSL Behring Gmbx.

18.

BEPOHXOMEQ
BAJIb3AM

pO34unH Ans
nepopanbsHoro
3aCTOCyBaHHS; Mo
100 mn B nAswUi; no
1 nnsawui B
KapTOHHiI kopobLyi

€Bpo
TNandpkep N14

Benvka
BpuTaHis

Benn CaH3 &
KomnaHi
(Oparrictc)
TNimiten

Benwuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
ApamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
3asBHUKa (BnacHUKa peecTpauinHoro noceigveHHs) 3MiHa
agpecw 3asiBHUKa. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLWi 3MiHW)
3MiHM BHECEHO B TEKCT MapKyBaHHsi BTOPUHHOI yMakoBKK, a
came: BUINYyYeHHs! iHopmaLii Wwoao 3asBHuKa (MyHKT 11) Ta
BHECEHHS iHbopMaLlii Logo KOMNaHii, LWo 3AincHIoe

6e3
peuenma

UA/12716/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MapKeTUHT (NyHKT 17). TepmiH BBe4EHHS 3MiH NpoTSArom 6
MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
19. | BAJICAPTAH | nopotLuok TOB HB® YkpaiHa Uxyxan PyHay Kutan BHECEHHS1 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - - UA/17828/01/01
(cybeTaHuis) y "MIKPOXIM" dapmacbloTukan ApnmiHicTpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHS Ta/abo agpecu
npo3opux Ko., ITA. 3asBHUKA (BNacHMKa peecTpauinHoro noceigYeHHs) - 3miHa
nonieTuneHoBmx agpecu 3asiBHUKa
nakeTax HU3bKoil
wineHocTi (LDPE)
ansa
hapmMaLEeBTUYHOrO
3aCTOCYBaHHA
20. | BEPPYKYTA PO3YMH HaLLKIpHWIA, TOB «MIBE YkpaiHa Mibe Mmb6X HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/18313/01/01
H® 5 wr/r, 100 mr/r no YKPATHA» ApuHanimiTTens 3MiHn 3 gKkocTi. FoToBUI Nikapcbkui 3acib. KoHTpornb peuernmom
13 mn y cpnakoni 3 AOMOMDKHMX pe4oBUH. 3MiHa y MeToaax BUNpobyBaHHS
nonieTUNEHOBO [OMOMIDKHOI pe4oBUHM (iHLWi 3MiHM Yy MeTogax BUNpobyBaHHS
KPWLLIKOIO (Bkrtovatoun 3amiHy abo goaaBaHHs)) - BBEAEHHSA
HeJoCTynNHO ANns [0[AaTKOBOro MeToAy BUNpobyBaHHA AN AOMOMIKHOI
BiAKPUTTS AiTbMMU, peyoBMHM ETunaueTtaty 3a nokasHukom "Determination of the
LLIO 3arBUHYYETLCSA related substances" (GC-FID). Lie gogaTkoBuii aHaniTM4HWn
Ta NpVYEAHaHNM A0 MeTOo/ € anbTEPHaTMBOIO BXE 3aTBEPAXKEHOMY MeToay
Hel wnatenem; no 1 (Ph.Eur), sikuin onucaHo Ans iHWOro TUMY KOMOHKM
dnakoHy y nayui
21. | BECCEN AYE | kancynu M'aki no Anbdacirma ITanisa Anbdacirma ITanisa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/8123/02/01
(0] 250 NO; no 25 C.n.A. C.n.A,, Itanis; 3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peuenmom

Kancyn y 6nictepi;
no 2 6nictepu B
KapTOHHiI kopobui

KaTaneHT ITanis
C.n.A., lTania

KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX NEPBUHHOI YNaKOBKM
roTOBOrO fiKapCbKOro 3acoby (BMyYeHHst He3Ha4YHOro
nokasHuKa (Hanpuknag, 3acTapinoro nokasHvka)) BHECEHHS
3MiH go p. 3.2.P.7. Cuctema KoHTeViHep/ 3aKyrnoproBanbHuin
3acib, a caMme BuganeHHs i3 cneyudikadii/meToaiB KOHTPOIO
SIKOCTi MepBMHHOro nakyBaHHsA 3 PVC-PVDC He3HayHoro
nokasHuka “Dimensional stability”. 3miHu | Tuny - 3miHn 3
sikocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa y meTogax
BUNPOOYBaHHSA NEPBMHHOI YNaKOBK/ rOTOBOTO J1ikapCbKOro
3acoby (He3HauyHi 3MiHW y 3aTBEpMKEHNX MeToAax
BUNpoOyBaHb) BHECEHHS 3MiH A0 p. 3.2.P.7. Cuctema
KOHTEWHep/3aKynoproBarnbHUA 3acib, a caMe YTOYHEHHST Ha3Bu
MeToAy Ta He3HauHi 3MiHM onucy MeToay BUNpobyBaHHs “Total
thickness” nepsuHHoi ynakosku 3 PVC-PVDC. 3minu | Tuny -
3MiHuM 3 akocTi. [oToBMI Nnikapcbkui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MeX NEPBUHHOI YNaKoBKM
roTOBOrO JlikapCbKoro 3acoby (iHLi 3MiHM) BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema KoHTeNHep/3akynoptoBarnbHuii 3acib, a came
3MiHa Mex cneuudikauii 4na nokadHuka “Total thickness test”
ans nepeuHHoi ynakosku 3 ALU/PVDC (3aTBepaxeHo: 31,0 -
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

37,0; 3anponoHoBaHo: 32,0 — 45,0). 3miHu | Tuny - 3miHn 3
sikocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneundikaui Ta/abo 4ONyCTUMUX MEX NEPBUHHOT YNaKOBKU
roTOBOrO NikapCbKOro 3acoby (AOMOBHEHHS cneumdikauii
HOBWM MOKa3HWKOM 3 BiANOBIAHUM METOAOM BUNPOOYBaHHS)
BHeCeHHs1 3MiH o p. 3.2.P.7. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHUiA 3acib, a came JoaaBaHHs [0
cneumndikaLii/MeToaiB KOHTPOIO SIKOCTi NEPBUHHOIO
nakyBaHHsi 3 ALU/PVDC HoBoro nokasHuka “Microperforations
count”. 3miHu | Tuny - 3miHK 3 AKoCTi. [OTOBMI MikapCbKuiA
3aci6. Cuctema KoHTelHep/3akyrnoptoBanbHuUiA 3aci6. 3miHa y
mMeToAax BUNpobyBaHHA NEPBUHHOI YNaKOBKW rOTOBOIO
nikapcbKoro 3acoby (He3HayHi 3MiHW y 3aTBepOXeHNX MeTofdax
BMNPoOyBaHb) BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
KOHTeNHep/3akynoptoBasnbHNI 3acib, a came yTOYHEHHS Ha3BuW
MeToAy Ta He3HauvHi 3MiHu onucy MmeToay BunpobysaHHA “Total
thickness” nepsuHHOT ynakoBku 3 ALU/PVDC.
3MinHn | TMny - 3MiHK 3 siKocTi. [oTOBUMIA NikapcbkuiA 3aci6.
Cwnctema KoHTenHep/3akynoptoBanbHui 3acib. 3miHa
napameTpiB cneuudikaui Ta/abo 4onycTUMUX MeX NepBUHHOT
yNakoBKM rOTOBOTO NikapCbKOro 3acoby (3BY>KEHHS!
A0NYyCTUMMUX MEX, BU3HAYEHNX Y crieumdikaLii)
BHeCeHHs1 3MiH o p. 3.2.P.7. Cuctema koHTenHep/
3aKynoproBarnbHWI 3acib, a came 3BYXXEHHS1 Mex crieumdikaLii
ans nokasHuka “Total weight in g/m2”, wo 3acTtocoByeTbca Ans
BMNpobyBaHHs nepBuHHOI ynakosku 3 PVC/PVDC
(3aTBepmxeHo: 361,0 - 401,0; 3anponoHoBaHo: 361,0 — 400,1).
3miHu | Trny - 3miHm 3 AkocTi. FoToBUIA Nikapcbkuii 3acio.
CucTemMa koHTelnHep/3akynoptoBanbHuii 3aci6. 3miHa y
MeToAax BUNpobyBaHHA NEPBUHHOI yNakoBKW FOTOBOrO
nikapcbKoro 3acoby (He3HauHi 3MiHW y 3aTBepOXXeHNX MeTofax
BUNpobyBaHb) BHECEHHS 3MiH Jo p. 3.2.P.7. Cuctema
KOHTeWHep/ 3aKyrnoptoBanbHui 3acib, a came He3HauHi 3MiHN B
onvci metoay BunpobysaHHs n. “Total weight” ans nepBuHHOI
ynakoBku 3 PVC/PVDC. 3minu | Tuny - 3miHu 3 skocTi. FoToBumn
nikapcbkuii 3aci6. Cuctema KoHTeNHep/3akynoproBanbHUN
3aci6. 3miHa y MmeToax BUNpobyBaHHSA NePBUHHOI yMakoBKN
rOTOBOrO MikapCbKOro 3acoby (iHLWi 3MiHKM Yy MeToaax
BUNpobyBaHb (BkItOYakouy 3aMiHy abo [oaBaHHS)) BHECEHHSI
3MiH o p. 3.2.P.7. Cuctema KoHTeriHep/ 3aKyrnoproBanbHuin
3acib, a caMe joAaBaHHSA OMUCY BUKOHAHHSI TECTOBOTO
napametpy “Supplier Certificate of Analysis verification” go
meToziB BMNpobyBaHHSA nepBuHHOI ynakosku 3 PVC/PVDC. Ak
HacnifoK, yTOYHEHHs! Ha3BW BKA3aHOrO TECTOBOrO napameTpa
B cneuudikauii. 3miHu | Tuny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cnuctema KOHTeNHep/3aKkynoproBasnbHUN
3aci6. 3miHa napameTpiB cneundikauin Ta/abo gonycTummx
MeX NepBUHHOI YNakoBKW roTOBOrO Nikapcbkoro 3acoby
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep

n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1

(3BY>KEHHS AONYCTUMMX MEX, BU3HAYEHMX Yy cneuudikadii)
BHECEHHS 3MiH 4o p. 3.2.P.7. Cuctema KoHTewHep/
3aKyrnoptoBanbHuWI 3acib, a came 3BY)XeHHS1 MeX cneumdikauii
Ta YTOYHEHHs1 Ha3BM TecToBoro napametpa “Total thickness in
um ” ansa nepsBuHHOro nakyeaHHsa 3 PVC-PVDC (3aTBepaxeHo:
260,0 - 289,0; 3anponoHoBaHo: 260,0 — 288,8). 3miHu | Tuny -
3MiHuM 3 sKkocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTenHep/3akynoptoBanbHuUi 3aci6. 3MiHa y MeTopax
BMNPOOYBaHHSA NEPBUHHOI YNaKOBKW rOTOBOIO fikapCbKoro
3aco0y (He3HayHi 3MiHW Y 3aTBEpAXKEHNX MeToAax
BUNpoOyBaHb) BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
KOHTelHep/ 3akyrnoptoBanbHuUi 3acib, a came He3HauHi 3MiHN B
onwuci metogy BunpobyBaHHs n. “Total weight” ons nepBuHHOT
ynakoBku 3 ALU /PVDC. 3minn | Tuny - 3MiHn 3 gKocTi.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y meTogax
BMNPOOYBaHHSA NEPBMHHOI YNaKOBK/ rOTOBOIO flikapCbKOro
3aco0y (iHwWi 3MiHM y MeTogax BUNpobyBaHb (BKMOYa4m
3aMiHy abo fogaBaHHs)) BHeCeHHs1 3MiH o p. 3.2.P.7.
Cuctema KoHTenHep/ 3aKynoproBarnbHUi 3acid, a came
[o[aBaHHs ONMCy BUKOHaHHS TECTOBOro napametpy “Supplier
Certificate of Analysis verification” go meToais BUNpobyBaHHs
nepBuHHOI ynakosku 3 ALU /PVDC. Ak Hacnigok, yTOYHEHHs
Ha3BW BKa3aHOro TECTOBOro napamMeTpa B cneumdikauii.

22. | BIMNAT® TabneTkn, BKpUTI KOCB dapma Benbris BUPOGHMK Benbris/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/10825/01/01
NniBKOBOKO C.A Hepo3dacoBaHo HimeyunHa 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy. peuenmom
obonoHkoto, no 50 T npoaykuii Ta BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHUX Npo CUCTEMY
Mr, no 14 TabneTok KOHTPOIb SIKOCTi: hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX aHUX Npo
y bnictepi; no 1 abo OCB ®apma cvctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,

4 6nictepu B C.A., Benbris BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKkTHOT
KapTOHHiI kopobuyi BUPOGHMK ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 34iNCHEHHs!
Hepo3dacoBaHo dapmakoHarnsaay B YKpaiHi, AKWO BOHA BiAMiHHA Bif
T npoaykuii Ta yMNoBHOBaXeHOi 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS
KOHTPOrb SIKOCTi: hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
Evcika pO3MilLieHHI macTep-anna cuctemn bapmakoHarnsagy).
dapmacbioTmkan 3MiHa ynoBHOBaxeHOi ocobu 3asiBHUKaA, BiANoBigansHoi 3a
3 'mbX, dapmakoHarnag,.
Himeyuunna [itoua pegakuisi: Henri Jacoby, MD. lNponoHoBaHa pefakLis:
nepBrHHe Ta Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHUX AaHuX
BTOPUHHE ynoBHOBaxeHoi ocobwu, BianoBigansHoi 3a hapmakoHarnsig.
nakyBaHH4: 3MiHa KOHTaKTHMX JAaHWUX KOHTaKTHOI 0CObK 3asiBHMKA,
Eicika BignosiganbHoi 3a hapMakoHarnag B YkpaiHi.
dapmacbioTmkan
3 'MBX,
HimevyuunHa
BUPOGHMK

BianoBiganbHUn
3a BUNycK cepii
Ta KOHTPOIb




14 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
AKOCTI:
Encika
dapmackioTrkan
3 'mbX,
HimeyuunHa
23. | BIMNAT® TabneTtkn, BKPUTI KOCB dapma Beneris BUPOBHMK Benbris/ BHECEHHS1 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/10825/01/02
NNiBKOBOIO C.A Hepo3dacoBaHo HimeyunHa 3MiHu Wwopo 6e3nekn/edPekTMBHOCTI Ta dhapMakoHarnsay. peuenmom
obonoHkoto, no 100 i npoaykuii Ta BBeneHHs abo 3mMiHu 4o y3aranbHeHVX AaHUX Npo cuctemy
Mr, no 14 Tabnetok KOHTPOIb SIKOCTi: hapmakoHarnsgy (BBEAEHHS y3aranbHEeHUX 4aHux npo
y 6nicTepi; no 1 abo HOCB dapma cuctemy chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
4 6nictepn B C.A,, benbris BiANOBIAANbLHOI 3a 3AIVCHEHHS dhapMaKkoHarnsay; KOHTakTHOI
KapTOHHIl kopobui BUPOBHUK ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHs!
Hepo3dacoBaHO tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
i npoaykuiji Ta YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
KOHTPOIb AKOCTi: tapMakoHarnagy (Bkrovar4mn KOHTaKTHI gaHi) Ta/abo amiHn y
Encika po3MilLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
dapmacbioTrkan 3MiHa ynoBHOBaXeHoi 0cobu 3asiBHUKA, BiAMOBiAanbHOI 3a
3 'MBX, chapmakoHarnsag,.
Himeyunna [Litova pepakuis: Henri Jacoby, MD. NponoHoBaHa peaakuisi:
nepBuHHE Ta Kees Bart TEEUW, PhD. 3miHa KOHTaKTHMX AaHuX
BTOPUHHE yNOBHOBa)eHOi 0cobu, BignoBigansHoi 3a dhapMmakoHarnag,.
nakyBaHHsi: 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu 3asiBHUMKa,
Encika BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi.
dapmackioTrkan
3 'mbX,
HimeyunHa
BUPOGHMK
BigNoBiganbHUN
3a BUNycCK cepii
Ta KOHTpPOIb
AKOCTI:
Encika
dapmacbioTmkan
3 'mbX,
HimeyunHa
24. | BIMNAT® TabneTku, BKpUTI KOCB dapma Benbris BUPOGHMK Benbris/ BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHu | Tuny - 3a UA/10825/01/03
NniBKOBOIO CA Hepo3sdacoBaHo HimevyunHa 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuenmom
obornoHkot, no 150 i npoaykuii Ta BeeneHHs abo 3miHM Jo y3aranbHeHVX AaHUX Npo cuctemy
Mr no 14 TabneTtok y KOHTPOIb SIKOCTI: hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX Npo
GnicTepi; no 1 abo 4 HOCB dapma cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
Gnictepu B C.A., Benbris BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
KapTOHHiIl kopobui BUPOGHMK ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 30iCHEHHs!
Hepo3dacoBaHo bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
i npoaykuiji Ta YNOBHOBaXEHOT 0cobWU, BignoBiganbHoi 3a 34iCHEHHS
KOHTPOIb SIKOCTi: hapmakoHarnsigy (BKIoYakym KOHTaKTHI AaHi) Ta/abo 3miHu y
Encika po3milLieHHi MacTep-aiina cuctemu dbapmMakoHarnsgy).
dapmackioTukan 3MiHa ynoBHOBaXeHoi 0cobu 3asiBHMKa, BiANOBIAaNbLHOI 3a
3 'm6X, dapmakoHarnsag.
Himeyynna [itova pegakuisi: Henri Jacoby, MD. lNponoHoBaHa pegakuis:
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nepBuHHE Ta Kees Bart TEEUW, PhD. 3miHa KOHTaKTHUX AaHUX
BTOPUHHE ynoBHOBaXeHoI ocobwu, BianoBigansHoi 3a hapmakoHarnsg.
nakyBaHHsi: 3MiHa KOHTaKTHWUX JaHUX KOHTaKTHOIT 0cobu 3asiBHUKa,
Eicika BignoBiganesHoi 3a hapMakoHarnag B YkpaiHi.
dapmacbioTukan
3 'mbX,
HimeyuunHa
BUPOBHMK
BigNoBiganbHUN
3a BUNycK cepii
Ta KOHTpOIb
AKOCTI:
Encika
dapmacbioTumkan
3 'mbX,
HimeyuunHa
25. | BIMNAT® TabneTkn, BKpUTI OCB dapma Benbrisa BMPOGHMK Benbria/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/10825/01/04
NniBKOBOKO CA Hepo3dacoBaHO HimevuunHa 3MiHuM Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. peuenmom
obonoHkoto, no 200 i npoaykuii Ta BBeneHHs abo 3MiHM 0 y3aranbHeHUX 4aHuX Npo cucTemy
Mr no 14 TabneTtok y KOHTPOIb SKOCTI: dapmakoHarnsay (BBEAEHHS y3aranbHEeHUX 4aHuX Npo
6nictepi; no 1 abo 4 HOCB dapma cuctemy hapmakoHarnsay, 3miHa ynoBHoBaxeHoi ocobu,
Gnictepu B C.A., Benbris BiANoBiganbHOI 3a 34iNCHEHHA hapMakoHarnaay; KOHTakTHOI
KapTOHHIN kopobLi BMPOGHMK ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
Hepo3dgacoBaHO hbapmakoHarnsagy B YKpaiHi, Ko BoHa BiAMiHHA Bif
T npoaykuii Ta yMNOBHOBaXeHOi 0cobu, BiAnoBiganbHoI 3a 3A4iNCHEHHS
KOHTPOIb SKOCTI: dapmakoHarnsaay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
Encika po3milLieHHi MacTep-anna cuctemu bapmakoHarnsgy).
dapmacbioTmkan 3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKaA, BiAnoBiganbHoi 3a
3 'mbX, dapmakoHarnsg.
Himeyunna [itova pepakuis: Henri Jacoby, MD. lNponoHoBaHa peaakuis:
nepBuHHE Ta Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHMX AaHuX
BTOPUHHE yNnoBHOBaXeHoI ocobw, BiANoBiAanbHOi 3a hapmakoHarnsg.
nakyBaHHsi: 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu 3asiBHUKA,
Eicika BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
dapmackioTurkan
3 'mbX,
HimeyuunHa
BMPOBHMK
BigNoBiganbHUN
3a BUNycK cepii
Ta KOHTPOIb
AKOCTI:
Encika
dapmackioTrkan
3 'm6X,
HimeyuunHa
26. | BITAMIH D3 PO34MH OparnbHUiA, TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/18599/01/01
BoAaHun, 15 000 "APTEPIYM "Tannudapm” 3MiHu 3 sKkocTi. FoToBUIA Nnikapcbkuii 3aci6. CTabinbHICTb. peuenmom
MO/1 mn; no 10 mn nTa" 3miHa y TepMiHax npugaTHocTi abo ymoBax 36epiraHHsi
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
y donakoHi, no 1 roTOBOrO NiKapcbKoro 3acoby (36inbLueHHs TepMiHy
dnakoHy B navui npuaaTHOCTI rOTOBOIO fikapcbkoro 3acoby) - [ns Toprosoi
ynakoBku (MiATBEPAXKYETLCS AaHNMUN peanbHoro vacy) -
306iNbLUEHHS TePMiHY NPUAATHOCTI rOTOBOrO NikapCbKoro
3acoby (3aTBepaXeHO: TepMiH NPMAATHOCTI 2 POKY;
3anponoHOBaHO: TEPMIH NpuaaTHocTi 3 pokun) BeeaeHHs 3MmiH
npoTsArom 6-T1 MicsILiB Nicns 3aTBepAKEHHS
27. | TEEPAIH TabneTku, BKPUTI Mini Xenckepe Benuka Menpo IHAis BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/6630/01/01
KULLKOBOPO34YMHHOIO Jlimiten BputaHis | ®apmacbioTukan 3MiHM Wwopao 6e3nekn/edhekTBHOCTI Ta hapMakoHarnsgy. peuenmom
o6onoHkoto, no 10 c MMpiBaT 3MiHa y KOpOTKil XapaKTepucTULi Nikapcbkoro 3acoby, TEKCTi
Mr; no 7 TabneTok y Nimiten MapKyBaHHS Ta iHCTPYKUIT ANA MEANYHOro 3acTOCyBaHHS Ha
Gnictepi; no 2 nigcTaei perynspHo OHOBIOBAHOIO 3BiTy 3 6e3neku
Gnictepn y nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku 3acToCcyBaHHS
KapTOHHIN kopobui nikapcbKoro 3acoby B micrnspeecTpauiinHui nepiod, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 OCNiOKEHb, NPOBEAEHUX BiANOBIAHO
00 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVMM OpPraHoM)
3MiHM BHeceHo [0 IHCTPYKLii 4ns MeguyHoro 3acTocyBaHHs
nikapcbkoro 3acoby o posginis: "OcobnveocTi
3actocyBaHHs", "lMobivHi peakuii” woao 6esnekn
3acTocyBaHHs Aito4oi pe4yoBMHM pabenpason BignoBigHoO 4o
pekomeHgauin PRAC BeegeHHs1 3MiH npoTsirom 3-x Micsiuis
nicnsa 3aTBepAXXEHHs!
28. | FTEEPOIH TabneTkn, BKpUTI Mini Xenckepe Benvka Menpo IHgis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3a UA/6630/01/02
KULLKOBOPO34YMHHOKO Nimiteq BputaHia | ®apmacbioTukan 3MiHu Woao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenmom
obornoHkoto, no 20 c [lpieat 3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro 3acoby, TeKCTi
Mr; no 7 TabneTok y NimiTen MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha
6nicTepi; no 2 niacTaBsi perynspHoO OHOBMIOBAHOTO 3BiTy 3 6e3neku
Gnictepn y nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
KapTOHHiIl kopobui nikapcbkoro 3acoby B nicrnsipeecTpaiiHmi nepiod, abo sk
pe3ynbTarT OLiHKK 3BiTY 3 OCTIMKEHb, MPOBEAEHUX BiANOBIAHO
40 nnaHy neaiatpnyHux gocnigkerb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM)
3MiHu BHeceHo A0 IHCTPyKLii ANs MeaUYHOro 3acTocyBaHHS
nikapcbkoro 3acoby o posginis: "OcobnmBocTi
3actocyBaHHs", "MobiuHi peakuii” woago 6e3neku
3acTOCyBaHHsI fjtoyoi pevoBuHU pabenpason BianoBigHo Ao
pekomeHaauin PRAC BBegeHHs 3MiH NpoTsirom 3-x micsiuiB
nicnsi 3aTBEpAXKEHHS
29. | FEEPOIH niocpinizat gna Mini Xenckepe Benvka lycpik IHgis BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu | Tuny - 3a UA/6630/02/01
PO3YMHY ANS iH'eKLiN Nimiten BputaHisa TNandcaincnc 3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dbapMakoHarnsaay. peuernmom

no 20 wr; 1 conakoH
o6'emom 10 mn 3
niocpinizatom B
ynakoBLi

Mpisat NimiTeq

3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANA MEeANYHOro 3aCTOCyBaHHS Ha
nigcTaBsi perynspHo OHOBMIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepiod, abo sk
pe3ynbTarT OLiHKK 3BiTY 3 AOCTIMKEHb, MPOBEAEHUX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigxerb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHWUM YNOBHOBa)XEHNM OpraHoM)
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep

n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1

3MiHu BHeceHo A0 IHCTPYKLii ANs MeanYHOro 3acTocyBaHHS
nikapcbkoro 3acoby Ao po3sginis: "OcobnmBocTi
3acTtocyBaHHs", "MobiyHI peakuii” woao 6e3nekn
3acTOCyBaHHS [jl040i pevyoBuHU pabenpason BianoBigHO A0
pekomeHgauin PRAC.

30. | FTENTIO®Y3UH | po3uunH gns iHdy3in; B. BpayH HimeuunH Bb.BpayH LLIseiLapis BHECEHHS 3MiH 4O peecTpauinHmx maTtepianis: 3miHu | Tuny - 3a UA/5905/01/01
no 500 mn po3unHy Menb3yHreH a Megavkan CA 3MiHun wopao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnaay. peuernmom
y dnakoHax; no 10 Al BBeneHHs abo 3mMiHu 4o y3aranbHeHVX AaHUX Npo cuctemy
dnakoHiB y dapmakoHarnsiay (BBeAEHHS y3aranbHEeHUX AaHuX Npo
KapTOHHi KOpoOLyi; cuctemy chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
no 500 mn po3unHy BiANOBIAANbLHOI 3a 3AIVCHEHHS dhapMaKkoHarnsay; KOHTakTHOI
y drakoHax ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 34iNCHEHHs!

tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
YNOBHOBaXEHOT 0cobu, BiAnoBiganbHoi 3a 34iNCHEHHS
tapMakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo amiHn y
po3MilLeHHi MacTep-chaina cuctemm chapmakoHarnsgy) 3miHa
yNOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAaNbHOI 3a
chapmakoHarnsag,.

[itoua pegakuisi: Dr. Marco Junginger. NponoHoBaHa
pepakuia: Mankn Mapwnep / Michael Marschler. 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXEHOI 0COOU 3asiBHWMKA,
BignoBiganeHoi 3a chapmakoHarnsg. 3mMiHa KOHTaKkTHOT ocobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapMakoHarnsag B YKpaiHi.
[itoua pegakuisi: JlebegnHeup €nnsaeseta PomaHiBHa.
MponoHoBaHa pegakuis: Muxanniok MapuHa CtaHicnasisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOU 3asiBHUKA,
BignosiganbHoi 3a dapMakoHarnsg B YKpaiHi.

31. | FTEHBOA® TabneTkn, BKpUTI lNnean IpnaHais (Bunyck cepii, Kanapa/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHum | Tuny - 3a UA/16530/01/01
NniBKOBOKO CareHcus nepBuHHa CLA/ 3MmiHu Woao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenmom
o6onoHkot; no 30 AneneHg ynakoBka, Ipnangis 3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro 3acoy, TeKCTi
TabneTok y dpriakoHi; AHnimviteq BTOpPUHHA MapKyBaHHS Ta iHCTPYKUIT ANA MEANYHOro 3aCTOCYyBaHHS Ha
no 1 cnakoHy y Komnani yrnakoBkKa, nigcTaBsi perynspHoO OHOBMIOBAHOTO 3BiTy 3 6e3neku
KapTOHHiI kopobui KOHTpOrb cepii) nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku 3acToCyBaHHs

lnean nikapcbkoro 3acoby B nicnsipeecTpaliiHuin nepioa, abo sk
CaneHcus pe3ynbTarT OLiHKK 3BiTY 3 OCNIMKEHb, MPOBEAEHNX Bi4NOBIAHO
Alienenp HOC, 00 nnaHy negiatpuyHux gocnigpkeHs (PIP) (iHwi 3miHM) 3MiHK
Ipnangis BHECEHO B IHCTPYKLUiO ANS MEeANYHOro 3aCTOCYBaHHS
(BMPOGHULTBO, nikapcbkoro 3acoby o posginy "OcobnmBocTi 3acTocyBaHHs"
nepBuHHa wono 6e3nekn 3acTocyBaHHS filounx pevyoBuH. BBeaHeHHs
ynakoBka, 3MiH NPOTSIroM 6-TW MicsILiB nicns 3aTBepAKEHHS. 3MiHu | TUNYy
BTOpPUHHA - 3MiHu 3 akocTi. FoTOBMIA Nikapcbkuin 3acio. Onuc Ta cknag,.
ynakoBka, 3MiHa y cknagi (4oNoMiXKHUX pe4YoBMHAX) FOTOBOTO fikapCbKoro
KOHTpOrb cepii) 3aco0y (iHLi 3MiHK) -
MaTeoH IHk., BHeceHHs1 3miH o cknaay AonoMikHux pevosuH 13, a came
KaHaga popaasaHHA E — HomepiB 4ns AONOMIKHUX peyYOBUH. 3MiHM
(BTOPUHHA BHECEHO B iHCTPYKLIiO ANsi MEQUYHOro 3aCTOCYBaHHS
yrnakoBka) nikapcbkoro 3acoby o po3sginy "Cknag". JoaaHo E-Homepu
lneapg Ons AONOMDKHUX PEYOBWH.

CalieHcus, IHK.,

3MiHu |l TMny - 3MiHK Wwopao 6esnekn/edhekTUBHOCTI Ta
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
CWA chapmakoHarnsgy. 3MiHM y KOPOTKili XxapakTepucTui
(koHTpoOnb cepii) nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKUIi Ans
lnean MELNYHOro 3aCTOCYBaHHS y 3B’sI3KYy i3 HOBUMMW AaHVMU 3
CaieHcus, IHK., AKOCTI, AOKMIHIMHUMM, KMIHIMHUMW JaHUMKU Ta AAaHUMK 3
CLUA apmakoHarnsay - 3MiHM BHECEHO B iHCTPYKLUIiO Ans
(koHTpOnb cepii) MeONYHOro 3aCToCyBaHHs Nikapcbkoro 3acody Ao
€BpodiHC po3ainy"B3aemogis 3 iHLWUMK fikapCcbknMmK 3acobamm Ta iHLWi
NankacTep BMAN B3aEMOAIN" 00 B3AEMOAIT Ait0H0I pevoBUHN
JlabopaTopis, KoGiuMcTaT Ta NoniBaneHTHUMM KaTioHaMu.
IHk., CLLA BBefHeHHs1 3MiH NPOTSrom 6-Tu MicALiB Nicns 3aTBEPAXKEHHS.
(BTOPUHHA 3Minn |l Tuny - 3MiHn Wwopo G6esnekn/edekTUBHOCTI Ta
yrnakoBka) capmakoHarnsgy. 3MiHM y KOPOTKili XxapakTepucTuui
MinmayHT nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
Xenckea J14., MEeOMYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBMMMW JAaHUMU 3
Ipnangis SAKOCTI, AOKMIHIMHUMM, KNIHIMHUMW OaHUMKU Ta AaHUMK 3
(BTOpMHHA capmakoHarnsgy - 3MiHM BHeCeHO B iHCTPYKLUito 4ns
ynaKkoBKa) MeAMNYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
AnpepcoHbpeko "B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta iHLWi Buan
H, IHk., CLUA B3aemogin" LLoao B3aemogii Aitoyoi peyoBuHM kobiuucTar Ta

aHTUTpoMBoLMTapHUMM NikapCbkumn 3acobamu. BBegHeHHs1
3MiH NpOTSArom 6-Tu MicsiLiB Micnsi 3aTBepaKeHHs. 3MiHu 1
Tmny - 3MiHuM Wwopo 6eanekn/edpekTMBHOCTI Ta
apmakoHarnsaay. 3MiHW y KOPOTKil XxapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU AaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNIHIYHUMW OAHUMW Ta AaHUMK 3
hapmakoHarnsigy 3miHvM BHECEHO B iHCTPYKLto Ans
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Mo6ivHi peakuii”. BBeAHEHHS 3MiH NPOTSIroM 6-Tu MicsiLiB
nicnsi 3aTBepaKeHHs. 3MiHu |l Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3MiHu y KOpoTKil
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Y 3B’3KY i3 HOBUMM
OaHUMW 3 SIKOCTI, AOKMIHIMHUMU, KMiHIYMHUMK JaHUMK Ta
AaHvMu 3 hapmakoHarnagy
3MiHN BHECEHO B IHCTPYKLiO ANs MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby ao posginy "B3aemogis 3 iHWMMK
nikapcbkumm 3acobamu Ta iHWi BUAM B3aemMogin" wono
O[IHOYACHOrO Yepe3LLKIPHOrO BBEAEHHSI KOPTUKOCTEPOIAIB,
4YyTNMBMX A0 iHriGyBaHHsA CYP3A. BBegHEHHS 3MiH NPOTArom
6-Tn micauiB nicnsa 3aTBepAXeHHs. 3MiHn || Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy. 3MiHW y KOpOTKil
XapakTepucTuui nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS y 3B’AA3KY i3 HOBMMMU
OAHUMW 3 SKOCTI, AOKMNIHIYHUMMN, KNiHIYHUMKW OaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy - 3MiHu BHeCeHo B iHCTPYKLUito Ansi
ME[MYHOro 3aCTOCYBaHHS nikapcbKoro 3acoby Ao po3Ainis
"MpoTunokasaHHs", "B3aemogisi 3 iHWMMKM NikapCbKUMM
3acobamu Ta iHWi Buan B3aemogin”, "OcobnmeocTi
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3acTocyBaHHsA" "3gaTHICTb BNAMBATU Ha LWBUAKICTL peakuii
npv KepyBaHHi aBTOTpaHCNOPTOM abo iHLWMMK MexaHismamu",
"Cnocib 3actocyBaHHsi Ta fo3n" Ta "lNMobivHi peakuii”.
BBegeHHs 3MiH NpoTsArom 6-TM MicAUiB Micnsi 3aTBEPAXKEHHS.
32. | FIAPOKOPTU | cycneHsia gns TOB "BIOJIIK Ykpaina TOB "BIONIK Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHa 3asiBHMKa 3a UA/5626/01/01
30HY iH'ekuin, 25 mr/mn; DPAPMA" DAPMA" J13 (MIBIM) (BnacHuka peecTpauiiHoro NocBig4eHHs) (3rigHo peuenmom
ALETAT no 2 mn B amnyni 3i Hakady MOS Big 23.07.2015 Ne 460). TepmiH BBEAEHHS 3MiH -
ckna; no 10 amnyny npoTarom 6 micsAuiB nicns 3aTBepmKeHHs. 3MiHu | Tuny -
nadui; no 2 mn B AOMiHICTPaTUBHI 3MiHW. (iHWi 3MiHK). 3MiHa Ha3BM BUPOBOHUKa
amnyni 3i ckna; no 5 Ta NpuBeAeHHs agpecy MicLie3HaxXoAKeHHst HOBOrO BUPOGHMKa
amnyn y 6nictepi; no Yy BiAMOBIAHICTb A0 peecTpy Ha3B ypbaHOHIMIB y M. XapKoBi.
2 6nictepu y nayui TexHonoris BUpobHMUTBa, BUPOOHMYE 06naaHaHHs,
BUPOGHMUI AinbHULI Ta MicLle NpoBeaeHHS KOHTPOJO SKOCTI
3anMLLINANCL HE3MIHHUMUW. TepMiH BBEAEHHS 3MiH - NPOTAroM
6 MicauiB nicnsa 3aTBepAXEHHS.
33. | BAMOPUH TabneTkn, BKpUTI TOB «YOPNA Ykpaina YOPNA TypeuunHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3MmiHu | Tuny - 3a UA/18366/01/02
NniBKOBOKO MEONLUNH» MEONUNH 3MmiHu Woao 6esnekn/edekTVBHOCTI Ta hapMakoHarnsagy. peuenmom
o6onoHkKoto, no 60 INAY CAH. BE 3MiHM Y KOPOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
mr, no 3 Tabnetkn y TIDK. A.LL. MapKyBaHHS Ta iHCTPYKLIT A4NA MeANYHOro 3acToCyBaHHS
6nicTepi; mo 1 abo 2 reHepu4HnX/riopnaHnx/6ionodibHNx nikapcekmx 3acobis nicns
Gnictepu B kOpoOLi BHECEHHS Tiel camoi 3MiHM Ha pedhepeHTHMIN Npenapar (3MiHa
He noTpebye HagaHHA >XOAHNX HOBMX AOAATKOBMX AaHWX) -
3MiHN BHeceHO A0 IHCTPYKLii ANS MeanYHOro 3acTocyBaHHA
nikapcbkoro 3acoby Ao po3ginis "Baaemogis 3 iHLMMu
nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaao"”(yToYHEHHs iHdopmalii),
"3QaTHICTb BNMBATU Ha LWUBMAKICTb peaKLii Mpy KepyBaHHi
aBToTpaHcnopToM abo iHWKMKU mexariamamn”, "Cnocid
3acTOCyBaHHs Ta 403U" (YTOUHEHHs iHdopMmalii), "MobGivHi
peakuii” BignoBigHO [0 OHOBMEHOI iHhopMaLlii pedepeHTHOro
nikapcbkoro 3acoby [Mpinimku, TabneTkn BKpUTI NNiBKOBOO
o6onoHkot. BBegeHHs 3MiH NPOTSAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS
34. | BANOPUH TabneTkn, BKpUTI TOB «YOPNA Ykpaina YOPNA TypeuunHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/18366/01/01
NniBKOBOIO MEOVNLUNH» MEONUNH 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenmom
o6ornoHkot, no 30 IITAY CAH. BE 3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
Mr, no 3 TabneTkn y TIDK. A.LL. MapKyBaHHS Ta iHCTPYKUii ArA MeAWYHOro 3acTOCyBaHHs

GnicTepi; no 1 abo 2
6nictepn B Kopobuli

reHepu4HuX/ribpuaHnx/GionodibHMx nikapcbkmx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa
He noTpebye HaflaHHs KOAHWUX HOBMX J0OAATKOBUX AAHUX) -
3MiHU BHeceHo A0 IHCTpYKUiT ANs MeaUYHOro 3acTocyBaHHS
nikapcbkoro 3acoby o posginis "Baaemogis 3 iHWnMn
nikapcbkumm 3acobamm Ta iHWi BuaM B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepion
BariTHocTi abo rogyBaHHSA rpyAAak" (YTOYHEHHS iHdbopmalii),
"3QaTHiCTb BNNMBATU Ha LWIBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHCnopToM abo iHWKMKU MexaHiamamu", "Cnocib
3aCTOCYBaHHS Ta 403K" (YTOYHEeHHs iHdopmalii), "MNoBivHi
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
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peakuii” BignoBigHO 40 OHOBEHOI iHdhopMalLlii pedhepeHTHOro
nikapcbkoro 3acoby lMpinimku, TabneTkn BKPUTI NMiBKOBOK
o6ornoHko. BeegeHHs1 3MiH NpoTsarom 6-Tu MicsuiB nicnsi
3aTBEpPOKEHHS
35. | OEKATUNEH nboAsHuKKM no 8,75 TOB «TeBa Ykpaina KOHTpOMb cepii Icnanis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/19472/01/01
Ny mr; no 12 YkpaiHa» (nwe goisnko- 3MiHuM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy. peuenma
NbOASAHWKIB Y XIMiYHMI 3MiHa y KOpOTKiii XapakTepucTuui nikapcbkoro 3acoby, TekcTi
6nictepi, no 2 aHania): MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha
Gnictepn y IHpapmage, nigcTaBi perynsipHo OHOBIOBAHOIO 3BiTy 3 6e3neku
KapTOHHil kopobui C.J1., IcnaHis nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHs
KOHTpOnb cepii nikapcbKkoro 3acoby B micrnspeecTpauiinHui nepiod, abo Ak
(nNVwe nokasHuK pe3ynbTaT OLiHKK 3BiTY 3 OCNiOKEHb, NPOBEAEeHNX BiAMNOBIAHO
"Mikpo6ionoriyH 00 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy y3romkeHo 3
a uucrora"): KOMMETEHTHUM YNOBHOBAXXEHVUM OPraHoM).
JTaGopaTtopio 3MiHM BHECEHO B iHCTPYKLiO 4151 MEAMYHOrO 3aCTOCYBaHHS
EueBapHe, C.A., nikapcbkoro 3acoby o po3sginy "3actocyBaHHs y nepiog
Icnanis BariTHocTi abo rogyBaHHS rpyAA0" BiANOBIAHO 4O OHOBMEHO!
BUPOBHMLTBO iHdbopMaii Wwoao 6e3nekn 3acTocyBaHHs 4il040T PeYOBUHM.
Hepo3dacoBaHO TepMmiH BBEAEHHS 3MiH - NPOTArom 6 MicauiB nicns
i npoaykuii, 3aTBEPAKEHHS.
nepBuHHA Ta
BTOPWHHA
ynakoBka,
[03Bin Ha
BUMYCK cepii:
Jlosnc
dapmacbioTukan
3 C.J1,, Icnanis
KOHTpOb cepii
(nuwe gisnko-
XiMiYHWA
aHania):
CiHkpodbapm,
C.J1., IcnaHis
36. | OEKPICTON® | Tabnetkn no 500 TOB "MIBE YkpaiHa Mibe Mmb6X HimeyunHa BHECEHHS 3MiH O peecTpaLinHmMx martepianis: 3miHu | Tuny - 6e3 UA/18957/01/01
500 MO MO; no 10 TabneTok YKPAIHA" ApuHaimiTTenb 3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peuenma

y 6nictepi, no 5 abo
no 10 GnictepiB y
navui

KOHTelHep/3akynoptoBanbHUiA 3aci6 (iHwwi 3mMiHM) OHOBNEHHS!
p. 3.2.P.7. Cuctema KoHTelHep/ 3aKkynoptoBarnbHui 3acié o
HOBOroO hopMaTy, OHOBMNEHHS TEXHIYHOI OKYMeHTauil
NepBUHHOI YNakoBKW. AKICHUI Ta KiNbKICHWI cknag NepBUHHOI
YMaKOBKU 3anvLLAETbCs HE3MIHHMM. 3MiHu | Tuny - 3miHK 3
sikocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3acit. 3MiHa nocTayanbHuka
nakyBanbHUX MaTepianiB abo KOMNMIEKTyUMX (AKLLO
3a3HayeHo B JOCbE) (BUNMyYEHHS nocTavanbHuka) OHOBMNEHHS!
p. 3.2.P.7. Cuctema koHTelHep/3aKynoptoBarnbHuii 3acib, a
came BUAAneHHs Ha3BW NocTayarnbHUKIB NEPBUHHOT YNaKOBKM.
3miHu | TNy - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkuii 3acib.
CrabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo ymoBax
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n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
36epiraHHsi roTOBOro fikapcbkoro 3acoby (iHLi 3MiHK)
OHOBIEHHS faHMX CTabiNbHOCTI B peXuMi peanbHoOro yacy 6e3
3MiHM TepMiHy npuaaTHocTi abo ymoB 36epiraHHs ans
nigTBEepAYKEHHsI NPUAATHOCTI NePBUHHOI ynakoBKku. BiacyTHi
pe3ynbTaTy cTabinbHOCTi AoaatoTbesa Ao posainy 3.2.P.8.3
nikapcbkux 3acobis, LWOO6 NiaTPUMyBaTH OLiHKY CTabinbHOCTI B
aKTyanbHOMY CTaHi; OHOBNeHHs po3ainis 3.2.P.8.1 Ta
3.2.P.8.2.
37. | BAEKCKET PO34MH Ans iH'eKuin Crepun-[xeH IHpis Crepun-IxeH IHAis BHECEHHS1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/19104/01/01
25 mr/mn; no 2 mn B TNand Jland CaneHcus 3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y peuenmom
amnyni, no 5 amnyn Carnencus (M) (m nra BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKMo4aoum giana3oH
Y KOHTYPHIn NTtg po3Mipy cepii) roToBoro nikapcbkoro 3acoby (36inbLeHHs Ao
ynakosui, no 1 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHNM PO3MIPOM) - 36iNbLUEHHSI
KOHTYPHIi ynakoBLi poamipy cepii [T13 3aTBepaxeHo: 50 nitpis (23,255 amnyn)
Y KAPTOHHI Kopobui 3anponoHoBaHo: 185 nitpis (88,095 amnyn)
38. | AEPMABIH mMasb no 15 r B Ty6i; TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/14273/01/01
no 1 Ty6i y nayui 3 "BIO®APMA" "BIO®APMA" 3MiHn 3 gKkocTi. FoToBUI Nikapcbkui 3acib. KoHTpornb peuernmom
KapTOHY [OMOMDKHUX pevyoBMH. 3MiHa napameTpiB cneuundikadin Ta/abo
AONYyCTUMMUX MEX AN JONOMDKHOI pe4OBUHM (AOMOBHEHHS abo
3aMiHa (3a BUHATKOM nikapCbknx 3acobiB GionoriyHoro Ta
iMyHOOriYHOro NOXo4KEHHs1) MapamMeTpa cneumdikauii 3
BiAMOBIAHMM MeToAoM BUNpobyBaHHSA 3a pesynbTatamu
pocnimpkeHb 3 6esnekn abo skocTi) - MNprBeAeHHS AONOMDKHY
peyoBUHy (Ba3zenunHoBe macno) 3a n. "MikpobionoriyHa
yuctoTa" y BignoBigHicTe Ao Bumor AdY
39. | AUHACTAT niodinisat ans Mdpansep IHk. CLA BTOPUHHE Benbria/CLU BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/2286/01/02
PO34MHY AnS iH'eKLin nakyBaHHS, A AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuenmom
no 40 wmr; 10 BUNYCK cepii: MiCLiAl NPOBaAXXEHHS QiANbHOCTI BUpObHUKa/imnopTepa
cdrakoHiB 3 Mdpanzep roTOBOrO fikapCbKOro 3acoby, BKMOYao4M QiNbHULL BUMYCKY
niodpinizatom y MeHtodekyypuH cepii abo micLe NpoBeAeHHS KOHTPOMIO SIKOCTI. (AiSNbHICTb, 3a
KapTOHHI kopobui r benbria HB, AKy BignoBigae BUPOGHMK/iMNopTep, BKIOYa4y BUMYCK Cepiit)
Benebriga AamiHicTpaTMBHa 3MiHa agpecu 3aTBepaXXeHOi BUPOOHNYOT
BMPOGHMLTBO in ainbHuui M3 MNdarsep MenodekyypuHr Benbris HB ansi
bulk, nepsuHHe npuBeAeHHs y BiAMOBIAHICTb A0 aApeck 3a3HavyeHoi Ha canTi
nakyBaHHs: EudraGMDP. He 6yno »oaHvx 3MiH y Ha3Bi BUPOOHWNYOI
dapmadis i OinbHULUI, hisnyHOMY po3TallyBaHHI AinbHULI, Npoueci Ta
AnKoH KOHTPOSi, NOB’A3aHOMY 3 BUPOBHMLTBOM fikapCbKoro 3acoby.
Komnari NJ1C, 3MiHN BHECEHO B iHCTPYKLitO ANt MEAUYHOTO 3aCTOCyBaHHS
CLUA nikapcbkoro 3acoby y po3ain «Micue3HaxomkeHHst BUpobHUKa
Ta agpeca MicLa NPoBaJKEHHSI NOro AisnbHOCTI» 3
BiAMOBIAHVMU 3MiHAMW Y TEKCTi MapKyBaHHS YNaKoBK/
nikapcbkoro 3acoby. BBegeHHst 3MiH NpoTArom 6-T1 MicsUiB
nicnsa 3aTBepaKeHHsi. 3MiHu | Tuny - 3miHn Wwopao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy (iHLwi 3miHW)
OHOBIEHHS TEKCTY MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTarom 6-Tu MicAUiB Nicns 3aTBEpPAXKEHHS.
40. | QUHACTAT niocpinizat gnsa Mdpanzep IHk. CLWA BTOPUHHE Benbrisi/ BHECEHHS 3MiH [0 peecTpaLinHmx maTtepianis: 3miHu | Tuny - 3a UA/2525/01/01
PO34MHY AN iH'eKuin nakyBaHHs, CLIA/ AamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peuenmom
no 40 mr; 5 BMNYCK cepii: ITanisa MiCLiA NPOBaXXEHHS OisnbHOCTI BUpobHMKa/imnopTepa
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bnakoHiB 3 Mdpansep roTOBOrO JlikapCbKOro 3acoby, BKIOYao4mM GinbHULL BUNYCKY
niodinizatom y MeHtodekdypuH cepii abo micue NpoBeAeHHS KOHTPOTIO SKOCTI. (AisANbHICTb, 3a
KOMMAEKTi 3 5 r benbris HB, SIKy BignoBigae BUpoBHMK/iMNopTep, BKIOYaK4M BUMYCK Cepiit)
amMnynamm benkrist; AOMiHIiCTpaTUBHa 3MiHa afgpecy 3aTBEPIKEHOT BUPOOHNYOT
PO3YMHHMKA MO 2 M1 BMPOBHMLTBO in ainebHuui M3 MNdansep MenodekyypuHr benbria HB ans
(HaTpito xnopwua, bulk, nepBuHHE NpVBEAEHHS Y BIANOBIOHICTL 40 agpecy 3a3Ha4YeHoi Ha cauTi
BoAa Ans iH'eKUin) y nakyBaHHsi: EudraGMDP. He 6yno »ogHUx 3MiH y Ha3Bi BUPOGHWNYOI
KapTOHHiI kopobui dapmauis i AiNbHULI, i3NYHOMY po3TallyBaHHI AinbHWLI, NpoLeci Ta
AngxoH KOHTPOi, NOB’A3aHOMY 3 BUPOOHWULITBOM fiKapCbKoro 3acoby.
Komnawni JINC, 3MiHM BHECEHO B iHCTPYKLiO 4151 MEAMYHOMO 3aCTOCYBaHHS
CLUA; nikapcbkoro 3acoby y po3ain «Micue3HaxomkeHHs BUpobHuKka
BUPOGHMKM 4ns Ta agpeca Micua NpoBagKeHHA NOro AisnbHOCTI» 3
PO3YMHHWKa: BiANOBIAHMMYM 3MiHaMW Yy TEKCTi MapKyBaHHS yMakoBK/
MOBHUW LMKN nikapcbkoro 3acoby. BeeaeHHst 3MiH MpoTArom 6-Tn micsauiB
BMpobHMUTBA Ta nicnsa 3aTBepaKeHHsl. 3MiHu | Tuny - 3MiHKM Woao
BUNYCK: 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHK)
Mdpanszep OHOBMEHHSA TEKCTY MapKyBaHHS yMakoBOK MiKapCbKoro 3acoby.
MeHodekyypuH BBegeHHs 3MiH NPOTArom 6-TW MicALIB NiCNSA 3aTBEPIYKEHHS.
r Benbris HB,
Bbenbrisi;
MOBHUN LMK
BMpobHMUTBA Ta
BUMYyCK:
AkTasic ITanis
C.n.A,, Itanis
41. | ploKcuauH po3uuH, 10 mr/mMmnno | AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHux maTepianis: 3miHu | Tuny - 3a UA/6867/01/01
10 mn B amnyni; no 3MiHu 3 gKocTi. FoToBUIA Nnikapcbkuii 3acit. CTabinbHICTb. peuenmom
10 amnyn y nayui 3 3miHa y TepMmiHax npuaaTHocTi abo ymoBax 36epiraHHs
KapToHy; no 10 mn B roTOBOrO MikapCbKoro 3acoby (36inbLUeHHs TEpMiHY
amnyni; no 5 amnyn npuaaTHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [ns Toprosoi
y 6nicTepi; no 2 ynakoBKu (MiATBEPAKYETLCA 4AHUMMN pearbHOro Yacy)
Gnictepu B nayui 3 36inbLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOIO MiKapCbKOro
KapTOHY 3acoby Ha OCHOBI MO3UTUBHWX Pe3yrnbTaTiB JOBrOCTPOKOBUX
AocrimpkeHb cTabinbHOCTI y peanbHOMY Yaci: 3aTBepa)KeHo:
TepMmiH npuaaTHOCTI 2 POKMK.
3anponoHoBaHo: TepMiH NpuaaTHOCTI 4 poku. 3MiHM BHECEHI B
po3ain "TepmiH npuaaTHOCTI" B iIHCTPYKLitO ANs MeAUYHOro
3acTocyBaHHs fikapcbkoro 3acoby. BBeaeHHsi 3MiH npoTsirom
6-TU MicAaUiB nicns 3aTBepAXXEHHS
42. | DOUETAKCE KOHLleHTpaT ans Akkopg Icnanis BUPOBHMLTBO, IHpis/ BHECEHHS 3MiH O peecTpaLiiHuX MaTepianis: 3MiHa 3asiBHUKa 3a UA/17408/01/01
I AKKOPL PO34mMHY Ans Xenckea KOHTPOrb SIKOCTI, Benuka N3 (MIBIM) (BnacHuka peecTpauitHoro NocBig4YeHHs) (3rigHo peuenmom
iHdpysin, 20 mr/mn, c.ny. nepBUHHE Ta BpuTaHis/ Haka3y MOS3 Big 23.07.2015 Ne 460). 3miHa 3asiBHUKa
no 1 mn (20 mr) abo BTOPUHHE Monbua/ (BnacHuka peecTpauiniHoro nocsig4eHHs). 3MiHu | Tuny - 3MiHn
4 mn (80 mr) abo 8 naKyBaHHs: YropwuHa/ oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsigy. BeegeHHs
mn (160 mr) y IHTac ManbTa/ abo 3MiHM [0 y3aranbHEHUX faHuX Npo cUCTEMY
dnakoHax, no 1 dPapmacbioTikan TypeuunHa dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo

dnakoHy B
KapTOHHIN navui

c Nimiten, IHAis
BTOPUHHE

cucTeMy chapMakoHarnsigy, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOI
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nakyBaHHs: ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 34iMCHEHHS
Akkopg Xenckea bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
IimiTen, Benuka YNOBHOBaXeHOT 0cobMU, BignoBigansHoi 3a 34iMCHEHHS
BpuTaHis apmakoHarnagy (BKrovarym KOHTaKTHI AaHi) Ta/abo 3amiHn y
CuHonTtus pO3MiLLieHHI MacTep-anna cuctemm papmakoHarnsgy).
IHpacTpian Cn.3 3MiHa ynoBHOBaXeHoi 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
0.0., Monbwa capmakoHarnsg. Litova pegakuis: Dr. Naveen Chamalli Shiva
KOHTPOMb SKOCTI Kumar.
cepii: MponoHoBaHa pepakuis: Arata Necesud / Agata Gesiewicz.
Beccninr 3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu 3asiBHUKA,
XaHrepi K., BiAMOBiAanNbHOI 3a hapmakoHarnsg.3miHa KOHTaKTHOI ocobu
YropwuHa 3asiBHMKa, BigNOBiAanbHOI 3a hapMmakoHarnsg B YKpaiHi.
dapmagokc [Litova pepakuis: Wnronesa MapiaHHa BikropisHa.
Xenckea JlTa., lMponoHoBaHa pepakuis: Wynby Onbra CepriiHa. 3miHa
ManbTa KOHTaKTHMX AaHNX KOHTaKTHOI 0COBU 3asiBHUKA,
BUPOBHMUTBO, BignoBiganeHoi 3a hapMakoHarnsg B YkpaiHi. 3miHa micus
nepBuHHe Ta 3[iNCHEHHS OCHOBHOI AiSNbHOCTI 3 hapmakoHarnagy. 3MiHa
BTOPUHHE MicLe3Haxod)eHHs1 MacTep-daiina cuctemun chapmakoHarnsgy
nakyBaHHs:
OHko Inak CaH.
Be Tigx. A.C.,
TypevunHa
BignoeiganbHuii
3a BMNYyCK cepii:
Akkoppg Xenckea
IimiTen, Benuka
BpuTaHis
KoHTponb fKocTi
cepii:
SAPMABANIA
nTo.
MikpobionoriuHa
naboparopisi,
YropwuHa
43. | EKBEMAPUH | Tabnetku, BKpUTI 3eHTiBa, K.C. Yecbka Bci cTagii Ipnangis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/13698/01/01
NniBKOBOIO Pecnybnik npouecy 3MiHu Wwopo 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnsay. peuenmom
o6ornoHkKot, no 25 a BMPOGHMLTBA: 3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
mr; no 10 TabneTok Enlren ®apma MapKyBaHHS Ta IHCTPYKUiT ANs MEeAWYHOro 3aCTOCYBaHHSA
y 6nicTepi; no 3 Nimiten, reHepu4HUX/ribpnaHnx/GionoaibHMx nikapcbkmx 3acobis nicns
6nictepu B nayui 3 IpnaHpis BHECEHHS Ti€i camoi 3MiHM Ha pedbepeHTHUI npenaparT (3MiHa
KapTOHY MepBuHHE i He noTpebye HafaHHs XXOAHUX HOBUX AOAATKOBUX AaHUX).
BTOPUHHE 3MiHM BHeCeHi 00 IHCTPYKLUIii ANst MEAUYHOrO 3aCTOCYBaHHS
nakyBaHHS: nikapcbkoro 3acoby y po3ainu "dapmakonoriyHi BnacTneocTi",
MinmayHT "3gaTHiCTb BINUBATU Ha LWUBMAKICTb peakwii Npy KepyBaHHI
Xenckea I14, aBTOTpaHCNOpTOM abo iHWMMKU MexaHiamamu", "MoGiuHi
IpnaHais peakuii” 3rigHo 3 iHbopMaLlieto LWoa0 MeANYHOro

3acTocyBaHHSA pedhepeHTHOro nikapcbkoro 3acoby (ApomasuH,
TabneTku, BKPUTI LIyKpPOBOK 060M0oHKow, no 25 Mr). BBegeHHs
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n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiH NPOTSArom 6-T MicsiLiB Micnsi 3aTBEPAXKEHHS.
44. | ENEBIT® TabneTku, BKPUTI Banep LLisenuapi HpaxeHodapm Himeuunna BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3miHum | Tuny - bes UA/9996/01/01
NMPOHATAIIb | nniBkoBoOtO KoHcbtomep a Anotekep 3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenma
o6onoHkoto; no 10 Kep Al Miowne MM6X BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
TabneTok y bnictepi; MopaHHs HoBoro abo oHoBneHoro cepTudikaTa BiANOBIQHOCTI
no 3 aéo 10 abo BuNy4eHHs ceptudpikata BianoBiaHOCTI €BpoONENChbkKin
GnicTepiB y dapmakonei: gna ADI; onsa BUXigHoro
KapTOHHiI kopobuyj; marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
no 20 TabneTtok y BUKOPUCTOBYHOTbCS Y BUPOBHMUTBI APl; Ana onomikHOT
Gnictepi; no 5 peyoBuMHM (cepTudikat BignoBigHOCTI €BponechbKi
Gnictepis y dapmakonei) - OHoBReHWn cepTudikaT Bif yxe
KapTOHHI kopobui 3aTBEpOKEHOro BUPOGHMKa - MOAaHHS OHOBMEHOrO
cepTuddikaTta BignoBigHoCTi €Bponeinchkin hapmakonei Ne R1-
CEP 1999-057 - Rev 05 (3atBepaxeHo: R1-CEP 1999-057 -
Rev 04) ans A®I tiamiHy rigpoxnopuay (y dopmi TiamiHy
HiTpaTy)( BiTamiH B1) Big BXXe 3aTBepaeHoro BupobHuka DSM
Nutritional Products GmbH, Germany.
45. | ENENICO NOPOLLIOK Mdparzep CLWA BUPOBHMLTBO CLUA/ BHECEHHS 3MiH 4O peecTpauinHux maTtepianis: 3miHu | Tuny - 3a UA/14379/01/01
niodinisoBaHnn ans Eny.Ci.Mi. (dbopmyna, Ipnangis/ AamiHicTpaTvBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu peuernmom
po34nHy Ans KopnopenwH acentuyHe I3painb MiCLiA NPOBaMXXEHHS QiANbHOCTI BUpOBHMKa/imnopTepa
iHdy3in no 200 O, HanNOBHEHHS, roTOBOrO JlikapCbKoro 3acoby, BKMOYao4mM GinbHULI BUMYCKY
1 dprakoH 3 niodinizauis), cepii abo micue NpoBeAeHHS KOHTPOMIO SKOCTI. (AiAnbHICTb, 3a
NOPOLLIKOM Y nepBuHHe Ta AKy Bignosigae BUPOGHMK/iMNopTep, BKIOYaoYM BUMYCK Cepii)
KapTOHHiI kopobui BTOPUHHE PepakTopcbka 3MiHa Ha3Bu Ta agpecu BUpobHuka 13 Ha
nakyBaHHs, aHrminceKin MoBi. TepMiH BBEAEHHSA 3MiH NPOTArom 6 micsAuiB
MapKyBaHHS1, nicns 3aTBepAXKEHHS.
BUMYCK cepii:
dapmadis i
AngKoH
Komnari NJ1C,
CLUA
KOHTPOMb SKOCTI
npu BUMYCKy Ta
LOCTiopKEeHHs
cTabinbHocTi:
Mdpansep
Ipnangis
dapmackioTikan
c, lpnaHgisa
KOHTPOMb SIKOCTI
npu BUMycky Ta
LOCTiopKEeHHs
cTabinbHoCTi:
MpoTanike N1A4.,
I3painb
46. | ENIKBIC TabneTkn, BKpUTI MNPANIEP CLLA Bupo6HuLTBO, CLUA/ BHECEHHS 3MiH [0 peecTpaLinHmMx maTtepianis: 3miHu | Tuny - 3a UA/13699/01/01
NNiBKOBOIO IHK. KOHTPOSb SIKOCTI ITanis/ 3miHu wopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi peuenmom
060onoHkKow, no 2,5 Ta KOHTPOIb Himeyuumna/ 3MiHM) 3MiHVM BHECEHO [0 iHCTPYKUIT Ans MeanyHoro
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mr; no 10 TabneTok AKOCTi Npu IpnaHpis 3aCTOCYBaHHS NikapCcbKoro 3acoby, a came yTOYHEHHS
y 6nicTtepi; no 2 BUMYCKy cepil: iHcpopmaii B TekcTi po3ainis "®apmakonorivHi BnactusocTi",
Gnictepn y nayui 3 Bpicton-Mawepc "B3aemogisi 3 iHW1MK nikapcbkuMmn 3acobamu Ta iHLWi Buan
KapTOHY 3 CkBib6 B3aemogin", "OcobnueocTi 3acTtocyBaHHsA", "3acTocyBaHHs B
MapKyBaHHSAM MeHtodekdypuH nepioa BariTHocTi abo rogyBaHHs rpyaar”, "Cnocio
aHrnincokoto abo r Komnati, CLUA; 3acTocyBaHHs Ta no3un”, "MepenosysanHa", "MobivHI peakuii”.
iHLLIOO iIHO3EeMHO MakyBaHHs, BBepgeHHs 3MiH NpoTsarom 3-x MicsUiB Nicns 3aTBEpAXEHHS.
MOBOIO 3i CTUKEPOM KOHTPOMb SKOCTI 3MinHu | TUNY - 3milu WwWono 6esnekn/edeKTUBHOCTI Ta
YKpaiHCbKOIO MOBOIO; Ta BUNYyCK cepii: capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTui
no 10 Tabnetok y KataneHT AHarHi nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iIHCTPYKLiT ans
GnicTepi; no 2 c.p.n.., Itanis; MeAMYHOro 3aCTOCYBaHHS Ha MiACTaBi perynsapHo
6nictepn y nayui 3 nakyBaHHs1, OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHyY 3 KOHTPOMb SIKOCTI JocnimxeHb 3 6e3neky 3acTocyBaHHS nikapcbkoro 3acoby B
MapKyBaHHAM npwv BUMNYCKy nicnspeecTpauinHuii nepiof, abo sk pesdynbTaT OLiHK/ 3BITY 3
YKPaiHCbKOK MOBOIO cepii Ta BuUnyck [ocnigpkeHb, NpoBeaeHNX BIANOBIAHO 40 NnaHy neaiaTpuyHmux
cepii: MNdansep pocnigpkeHb (PIP) (3MiHy y3rogykeHo 3 KOMNEeTEHTHUM
MeHtodekdypuH YNOBHOBaXXEHVM opraHom) 3MiH1 BHECEHO A0 iHCTPYKLUii ANns
r Jonuneng MeAMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao posainy
M6X, "MoGiyHi peakuii" BiANoBiAHO A0 oHOBEHOI iHGopMaLlii 3
Hime4vuuHa; ©e3neku fito4oi peyoBmHM "anikcabaH" 3rigHo 3
BUPOBHMUTBO, pekomeHaauismn PRAC.
KOHTPOSb AKOCTI BBegeHHs 3MiH NpoTArom 3-x MicAUiB Nicns 3aTBEPAXKEHHS.
npwv BUNYCKy 3Minn |l Tuny - 3MiHn Wwopo 6esnekn/edeKTMBHOCTI Ta
cepii: MNdansep dapmakoHarnsgy. 3miHu y KOpoTKil xapakTepucTuui
Ipnangis nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
dPapmacbioTikan MELMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM AaHUMU 3
3, Ipnangis; SAKOCTI, AOKMIHIMHUMM, KMIHIMHUMW AaHUMKU Ta AaHUMK 3
BUNYCK cepii: dapmakoHarnsgy - 3MiHM BHECEHO A0 iHCTPYKLUi Anst
Copas MEeOUYHOro 3aCTOCYyBaHHS NiKapcbKoro 3acoby oo po3giny
INabopaTopis "OcobnunBoCTi 3aCToCyBaHHA" LLOAO BUCOKOTO PU3UKY PO3BUTKY
T/A Bpicton- BEHO3HOT TPOMBoembonii i KPOBOTEY Y NaLEHTIB 3 aKTUBHUM
Mawepc Cksi66 pakoM. BBefeHHS 3miH npoTarom 3-x MicauiB nicns
dapmachbtoTikan 3aTBEPAXKEHHS.
OnepenLuHs,
EkctepHan
MeHtodekdypuH
r, Ipnangis
47. | ENIKBIC TabneTtkn, BKpUTI MNdANIEP CLLA Bupo6HuLTBO, CLUA/ BHECEHHS 3MiH O peecTpauinHux maTtepianis: 3miHu | Tuny - 3a UA/13699/01/02
NNiBKOBOIO IHK. KOHTPOSb SIKOCTi ITanis/ 3miHu wopao 6e3nekun/edekTMBHOCTI Ta papMakoHarnsay (iHwi peuenmom
060M0oHKOW, Mo 5 Mr; Ta KOHTpOrb Himeyuunna/ 3MiHM) 3MiHM BHECEHO [0 IHCTPYKLUii AN MeaM4Horo
no 10 Tabnetok y AKOCTi Npu IpnaHpis 3aCTOCYBaHHS NikapCcbKoro 3acoby, a came yTOYHEHHS

GnicTepi; no 6
GnicTepiB y nayui 3
KapTOHY
MapKyBaHHAM
aHrniviceKkoto abo
iHLLIO iHO3EeMHO
MOBOIO 3i CTUKEPOM
YKpaiHCbKO MOBOH);

BUNYCKY cepii:
Bpicton-Manepc
Ckgibb
MeHiodekdypuH
r Komnani, CLUA,;
MakyBaHHS,
KOHTPOMb AKOCTi
Ta BMNYCK cepii:

iHdbopMmaLii B TekcTi po3ginis "dapmakonoriyHi BnacTmBocTi",
"B3aemogis 3 iHWK1MKM nikapcbkMmn 3acobamu Ta iHWi Buam
B3aemogin", "OcobnueocTi 3acTocyBaHHS", "3acTocyBaHHs B
nepiop BariTHocTi abo rogyBaHHsi rpyaar”, "Cnocio
3acTocyBaHHsi Ta ao3n", "MepenosysaHHs", "MobiyHi peakuii”.
BBeaeHHs 3MiH npoTarom 3-x MicAUiB Micns 3aTBEPAXKEHHS.
3MiHu | TUnYy - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI Ta
dapmakoHarnsigy. 3miHa y KOpoTKili XxapakTepucTuui
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 10 Tabnetok y KataneHT AHarHi nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT aAns
6nictepi; no 3 abo c.p.n.., Itanis; MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynspHo
no 6, abo no 10 nakyBaHHs, OHOBJHOBAHOrO 3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo
GnicTepiB y nayui 3 KOHTPOIb AKOCTi nocnimpkeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acody B
KapToOHy 3 npv BUNYCKy nicnapeecTpauinHuii nepiof, abo sik peaynbTaT OUiHKK 3BITY 3
MapKyBaHHSIM cepii Ta BUNycK OocnimxeHb, NPOBEAEHMUX BiAMNOBIAHO 0 NiaHy negiatpudHmx
YKpaiHCbKOI MOBOIO; cepii: MNMdpanzep pocnigpkeHb (PIP) (3MiHy y3rogykeHo 3 KOMNEeTEHTHUM
no 14 Tabnetok y MeHtodekdypuH YNOBHOBaXeHNM opraHom) 3MiH1 BHECEHO A0 iHCTPYKLUi Ans
Gnictepi; no 2 r JonuneHa MeONYHOro 3acToCyBaHHs Nikapcbkoro 3acoby 4o posginy
Gnictepn y nayui 3 m6X, "MoGiyHi peakuii" BiANOBI4HO 4O OHOBIEHOT iHGopMaLlii 3
KapTOHY 3 HimeuuunHa; ©e3neku fito4oi peyoBmHM "anikcabaH" 3rigHo 3
MapKyBaHHAM BUPOBHMUTBO, pekomeHaauismn PRAC.
YKPaiHCbKOKO MOBOIO KOHTPOSb AKOCTI BBegeHHs 3MiH NpoTArom 3-x MicAUiB Nicns 3aTBEPAYKEHHS.
npwv BUNYCKy 3Minn |l Tuny - 3MiHn Wwopo G6esnekn/edekTUBHOCTI Ta
cepii: MNdansep capmakoHarnsgy. 3MiHM y KOPOTKili XxapakTepucTuui
Ipnaxgis nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT ans
dapmacbioTikan MEANYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMU AaHUMU 3
3, lpnangis; SAKOCTI, AOKMIHIMHUMM, KMIHIMHUMW OaHUMKU Ta AaHUMK 3
BUMYCK Cepii: capmakoHarnsgy - 3MiHM BHeCeHO [0 iHCTPYKUii aAns
Copas MEeOUYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby oo po3giny
JlabopaTopis "OcobnmnBocTi 3acTocyBaHHNA" LLIOAO BUCOKOTO PU3NKY PO3BUTKY
T/A Bpicton- BEHO3HOI TpombBoeMbGonii | KpoBOTEY Y NaUieHTIB 3 aKTUBHUM
Mawepc Cksi66 pakoM. BBefeHHs 3miH npoTarom 3-x MicauiB nicns
dapmachbtoTikan 3aTBEPKEHHS.
OnepenLuHs,
EkctepHan
MeHtodekyypuH
r, Ipnangis
48. | ENIKBIC TabneTkn, BKpUTI MN®ANIEP CLA BupobHuuTBo, CLIA/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/13699/01/02
NniBKOBOIO IHK. KOHTPOSb SIKOCTI ITanis/ 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenmom
o6onoHkoto, no 5 mr; Ta KOHTpOrb Himeuumnna/ 3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKkoro 3acody, TEeKCTi
no 10 Tabnetok y AKOCTi Npu IpnaHpis MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYyBaHHS Ha

GnicTepi; no 6
GnicTepiB y nayui 3
KapTOHY
MapKyBaHHAM
aHrniviceKkoto abo
iHLLIOO iHO3EeMHO
MOBOIO 3i CTUKEPOM
YKPaiHCbKOI MOBOIO;
no 10 Tabnetok y
GnicTepi; no 3 abo
no 6, abo no 10
GnicTepiB y nayui 3
KapTOHy 3
MapKyBaHHAM
YKpaiHCbKOK MOBOH;
no 14 Tabnetok y
GnicTepi; no 2

BUNYCKY cepii:
Bpicton-Manepc
Ckgibb
MeHtodekyypuH
r Komnani, CLUA,;
MakyBaHHS,
KOHTPOMb AKOCTI
Ta BMNYyCK cepii:
KataneHT AnarHi
c.p.n.., Itanis;
nakyBaHHs,
KOHTPOMb SIKOCTI
npv BUMycKy
cepii Ta BUNycKk
cepii: MNMdpanzep
MeHiodekyypuH
r JonuneHa

niacraBi perynsipHoO OHOBMOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHs
nikapcbKoro 3acoby B nicrnspeecTpadiiHuin nepioa, abo sik
pe3ynbTarT OUiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxkersb (PIP) (3MiHy y3rogeHo 3
KOMMNETEHTHUM YNOBHOBa)XEHVMM OpPraHoM)
3MiHVM BHECEeHO A0 iHCTPYKLiT AN MeAUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao po3aainy "lMob6iyHi peakuii” BianosigHO
[0 OHOBIEHOT iHbopMaLii 3 6e3nekn Ailo4oi pe4oBUHU
"anikcabaH" BBeeHHs 3MiH npoTsirom 3-x MicsuiB nicnsi
3aTBEPKEHHS.
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepn y nayui 3 'M6X,
KapTOHY 3 HimeuuunHa;
MapKyBaHHSIM BMPOGHMLTBO,
YKpaiHCbKOIO MOBOIO KOHTPOMb SIKOCTI
npu BUNYCKy
cepii: MNMdparnzep
IpnaHgis
dapmachbioTikan
3, lpnangis;
BUNYCK cepii:
Copas
JlabopaTopis
T/A Bpicton-
Mawepc Cksi66
dapmachbtoTikan
OnepenLuHs,
EkctepHan
MeHodekyypuH
r, Ipnangisa
49. | ENIKBIC TabneTkn, BKpUTI MNOANIEP CLWA BupobHuuTBo, CLIA/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/13699/01/01
NniBKOBOKO IHK. KOHTPOSb AKOCTI ITanis/ 3MiHuM Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsay. peuenmom
o6onoHkKoto, no 2,5 Ta KOHTPOSb HimeuumnHa/ 3MiHa y KOpOTKill XapaKTepucTuLi Nnikapcbkoro 3acoby, TEKCTi
mr; no 10 Tabnetok AKOCTI Npun Ipnangis MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOrO 3aCTOCYBaHHS Ha

y 6nicTepi; no 2
Gnictepu y nayui 3
KapTOHy 3
MapKyBaHHAM
aHrniviceKoto abo
iHLIOIO IHO3EeMHOI0
MOBOIO 3i CTUKEPOM
YKPaiHCbKO MOBOIO;
no 10 tabnetok y
GnicTepi; no 2
Gnictepn y nayui 3
KapTOHy 3
MapKyBaHHAM
YKPaiHCbKOIO MOBOO

BUNYCKY cepii:
Bpicton-Manepc
Ckgibb
MeHtodekyypuH
r Komnani, CLUA,;
MakyBaHHS,
KOHTPOMb AKOCTI
Ta BUNYyCK cepii:
KataneHTt AnarHi
c.p.n.., Itanis;
nakyBaHHs,
KOHTPOMb SKOCTI
npv BUMYycKy
cepii Ta BUNycK
cepii: MNMdparnzep
MeHiodekdypuH
r JonuneHa
mbX,
HimeuuuHa;
BMPOGHMLTBO,
KOHTPOMb SIKOCTI
npv BUMycKy
cepii: MNdpanzep
IpnaHais
dapmachbioTikan
3, Ipnangis;

nigcraBsi perynsipHo OHOBMOBaHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku 3acToCcyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpaliinHui nepiod, abo sk
pes3ynbTarT OUiHKW 3BiTY 3 AOCNiAKEHb, MPOBEAEHUX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxersb (PIP) (3MiHy y3rogeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHMM OpPraHoM)
3MiHM BHECEHO A0 IHCTPYKUIiT AN MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby ao po3aainy "lMNobivHi peakuii” BianosigHo
[0 OHOBIEHOT iHbopMaLii 3 6e3nekn Ailoyoi pe4oBUHM
"anikcabaH" BBeeHHs 3MiH npoTsrom 3-x MicsuiB nicnsi
3aTBEPKEHHS.




28 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BUNYCK cepii:
Copas
JlabopaTopis
T/A Bpicton-
Mariepc Ckgib6
dapmachbtoTikan
OnepenLwuHs,
EkctepHan
MeHodekyypuH
r, Ipnangia
50. | EH3UCTAN® | TtabneTku, BKpUTI ToppeHT IHAisA ToppeHT IHAaisa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3MmiHu | Tuny - bes UA/2874/01/01
LlYKPOBOHO dapmackioTika dapmachkioTikan 3MiHu Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. peuyenma
o6onoHkKot, ncNta clltp BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHuX Npo cucTemy
KULLKOBOPO3YMHHi; dapmakoHarnagy (BBe4eHHS y3aranbHEHUX 4aHUX Npo
no 10 TabneTtok y cuctemy chapmakoHarnsgy, 3miHa ynosHoBa)eHoi ocobu,
Gnictepi; no 2 abo 8 BiANOBiAaNbHOI 3a 34iNCHEHHS hapMakoHarnaay; KOHTakTHOI
GnictepiB y ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
KapTOHHIN ynakoBLj tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
YNOBHOBaXeHOT 0cobWu, BignoBiganbHoi 3a 34iCHEHHS
dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BianoBiganbHoi 3a
apmakoHarnsag B YkpaiHi.
[itova pepakuis: Mr. Jigar Jaswantsinh Jadeja. MponoHoBaHa
pepakuisi: Onyshchuk Liudmyla Valeriivna. 3MiHa KOHTaKTHUX
[laHUX KOHTaKTHOT 0cobu 3asBHMKA, BianoBiganbHOT 3a
dapMakoHarnag B YKpaiHi.
51. | EHOKCAMNAP | po3uvH ans iH'ekuin, TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14204/01/01
UH- 10000 aHTK-Xa "®APMEKC "®APMEKC 3MmiHu Woao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenmom
DAPMEKC MO/mn, no 0,2 mn reyn" reyn" 3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro 3acoy, TeKCTi

(2000 aHTK-Xa MO)
abo no 0,4 mn (4000
aHTn-Xa MO) a6o no
0,6 mn (6000 aHTK-
Xa MO) abo no 0,8
mn (8000 aHTU-Xa
MO) B nonepeaHb0
HanoBHEHOMY
wnpwui; no 1
nonepeaHL0
HanoBHEHOMY
LINpULY B KOHTYPHIN
YapyHKOBIN ynakoBLi
abo 6nicTepi; no 1
KOHTYPHI
YapyHKOBIN ynakoBLi
abo bnictepy B
nadui KapTOHHIN; No
0,2 mn1 (2000 aHTK-

MapKyBaHHS Ta iHCTPYKUIT ANA MEANYHOro 3aCTOCYyBaHHS Ha
niacTasi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku 3acTocyBaHHs
nikapcbkoro 3acoby B nicrnsipeecTpaiiHmi nepiod, abo sk
pe3ynbTart OLiHKK 3BiTY 3 AOCNIMKEHb, MPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxkersb (PIP) (3MiHy y3rogeHo 3
KOMMNETEHTHNM YNOBHOBaXXEHUM OpPraHoMm)
3MiHM BHECEHO B iHCTPYKLiO 41151 MEAMYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sainis "OcobnueocTi 3acTocyBaHHS"
Ta "MobiyvHi peakuii" BignoBiaHO A0 OHOBMEHOT iHdopmauii
wono 6e3nekn 3acTocyBaHHSA Aito4Oi PEYOBUHM 3rigHO 3
pekomMeHaauismn PRAC.

BBegeHHs 3MiH NpoTArom 6-Tu MicsiLiB NicNs 3aTBepAXKEHHS
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Xa MO) abo no 0,4
mn (4000 aHTK-Xa
MQ) a6o no 0,6 mn
(6000 aHTM-Xa MO)
abo no 0,8 mn (8000
aHTn-Xa MO) B
nonepeaHL0
HanoBHEHOMY
wnpwui; no 2
nonepeaHL0
HanoBHEHMX
LINpu1La B KOHTYPHIN
YapyHKOBIl ynakosLi
abo bnicTepi; no 1
KOHTYPHIN
YapyHKOBI ynakoBLi
abo b6nictepy B
naywi KapTOHHIN; No
0,2 mn (2000 aHTK-
Xa MO) abo no 0,4
Mn (4000 aHTK-Xa
MQ) a6o no 0,6 mn
(6000 aHTM-Xa MO)
abo no 0,8 mn (8000
aHTn-Xa MO) B
nonepeaHLo
HanoBHEHOMY
wnpwuui; no 5
nonepeaHLo
HanoBHEHMX
LINPULIB B KOHTYPHIW
YapYHKOBIN ynakoBLi
abo 6nicTepi; no 2
KOHTYPHI YapyHKOBI
ynakoBku abo
Gnictepu B navui
KapToHHin; no 0,2
M (2000 aHTK-Xa
MO) abo ro 0,4 mn
(4000 aHTK-Xa MO)
a6o no 0,6 mn (6000
aHTn-Xa MO) abo no
0,8 mn (8000 aHTK-
Xa MO) B
nonepeaHLo
HanoBHEHOMY
wnpwui; no 10
nonepeaHLo
HanoBHEHMX




30 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LUNPULIB B KOHTYPHIN
YapyHKOBIN ynakoBLi
abo 6nicTepi; no 1
KOHTYPHIN
YapyHKOBIN ynakoBLi
abo bnicTepy B
naywi KapTOHHIN
52. | EHOKCAIMNAP | po3uvH Ans iH'ekuin, TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14324/01/01
UH- 10000 aHTK-Xa "®APMEKC "dAPMEKC 3MiHM Wwopao 6e3nekn/edhekTBHOCTI Ta hapMakoHarnsgy. peuenmom
PAPMEKC MO/mn; no 3 mn B reymn" reyn" 3MiHa y KOpOTKil XapaKTepucTULi Nikapcbkoro 3acoby, TEKCTi
6aratogosoBomy MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCyBaHHS Ha
cnakoHi; no 1 nigcTaei perynspHo OHOBIOBAHOIO 3BiTy 3 6e3neku
Haratogo3oBomMy nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neky 3acTocyBaHHS
¢nakoHy B nikapcbKoro 3acoby B nicrnsipeecTpadiviiuin nepiod, abo sk
KOHTYPHIN pe3ynbTaT OLiHKK 3BiTY 3 OCNiOKEHb, NPOBEAEHUX BiANOBIAHO
YapyHKOBIMn 00 nnaHy negiatpuyHnx gocnigkeHs (PIP) (3MiHy y3romkeHo 3
ynakosLi; no 1 KOMMETEHTHNM YNOBHOBaXXEHNM OpPraHoM)
KOHTYPHIN 3MiHM BHECEHO B iHCTPYKLiIO A5 MEAMYHOrO 3aCTOCYBaHHSI
YapyHKOBIl ynakoBLi nikapcbkoro 3acoby o poaginie "OcobnueocTi 3acTocyBaHH:A"
B KapTOHHII kopobui Ta "MMobivHi peakuii" BiANOBIAHO A0 OHOBMEHOI iHopMaLii
wopao 6e3nekun 3acTocyBaHHS AitoH0i pe4OBUHM 3rigHO 3
pekomeHaauismn PRAC.
BBegeHHs 3MiH NpoTsarom 6-T1 MicauiB nicns 3aTBepaXeHHs
53. | ECNA- NOPOLLIOK ANs Ecnapma HimeuunH BUPOGHMLTBO HimevyunHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/14782/01/01
DOLNH® oparnbHOro po34vnHy m6X a Hepo3dacoBaHo 3MmiHu 3 AkocTi. FoToBUI Nikapcbkuii 3aci6. KoHTponb rotoBoro peuernmom
no 3000 mr/naker, ro NpoaykTy, nikapcbkoro 3acoby. 3miHa y MeTtoaax BUNnpobyBaHHA
no 8 r nopoLuky nepBUHHE roTOBOrO MikapcbKoro 3acoby (iHLWi 3MiHWM y MeToaax
(3000 wmr gitoyoi nakyBaHHs, BMNpobyBaHb (BKNoYaum 3aMiHy abo [OMOBHEHHS)) -
PEYOBUHW) y MaKeTi; BTOPUHHE [OOMOBHEHHS anbTepHaTuBHUM metogom HPLC ans
no 1 nakety B nakyBaHHS, BU3HAYEHHS BMICTY [il040i pe4OoBUHW Ta OAHOPIAHOCTI BMICTY
KapTOHHIN ynakoBLii KOHTPOIb SKOCTI, docdhoMiLMHY TpOMEeTaMony A0 3aTBEPAKEHOI METOANKN
BUWMYCK Cepil: HPLC 3anexHo Bia 3aBaHTaxeHOCTi 0b6nagHaHHA nabopaTtopii
TiHpodapm KOHTPOTIO sIKOCTi BUPOBHWMKa
mb6X,
HimeuuuHa;
BTOPUHHE
nakyBaHHsi:
ecnapma ®apma
Cepsices 'M6X,
HimeyuunHa
54. | 3IKINTAPA kpeM 3,75 %; no 250 MEOA Ab LBeuis BUPOBHMLTBO, Benuka BHECEHHS 3MiH O peecTpaLiiHuX maTepianiB: yTOYHEeHHs 3a UA/15272/01/01
Mr B calue; no 14 nepBUHHE BpuTanis/ HanucaHHA npoueaypu B Hakasi MO3 YkpaiHu Ne 1421 Big peuenmom
calle B ynakoBLi nakyBaHHs, HimeuumHa 05.08.2022 B npoueci BHeCEHHS 3MiH - 3MiHK | TNy - 3MiHN
BTOPUHHE 3 gKocTi. FoToBUI Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI.
nakyBaHHs, 3amiHa abo BBeeHHs 40AaTKOBOI AiNbHULL BUPOOGHMLUTBA ANst
BMNPobyBaHHs YacTuHM abo BCbOro BUPOGHMYOro NpoLecy rotoBoro

KOHTPOMIO SKOCTi
Ta BUNYCK cepint:
3M Xenc Kea

nikapcbKkoro 3acoby (AinbHWULA ANS BTOPUHHOIO NaKyBaHHS) -
BHeceHHs gogaTkoBoi AinbHULi Ceicc Kenc MvbX,
[pacciHrepwtpacce 9, bag Anbnir, banepH, 83043,
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Nimiten, Benuka
BpuTaHis;
BUPOBHMLTBO,
BUNPOOYyBaHHSA
KOHTPOMIO SKOCTi
(dbisnko-ximiyHi):
C.N.M.
KoHTpakt®apma
'M6X,
Hime4vuuHa;
BMNpobyBaHHs
KOHTPOMIO SIKOCTi
(mikpobionoriyHi)
:Jlabop JIC CE i
Ko. KT,
Hime4vuuHa;
nepBuHHE
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,
BBE3EHHSI Ta
BUMYCK Cepii:
Cgicc Kenc
'M6X,
HimevuunHa

HimeuyumHa/ Swiss Caps GmbH, Grassingerstrasse 9, Bad
Aibling, Bayern, 83043, Germany y SiKOCTi anbTepHaTUBHOI
BMPOGHMYOI AiNbHULI ANS BTOPUHHOIO NakyBaHHsi FOTOBOrO
nikapcbkoro 3acoby. 3miHu | Tuny - 3miHn 3 sikocTi. FoTOBUI
nikapcbkuin 3aci6. 3MiHW y BUpoBHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYOTLCS BUMYCKY Cepii Ta KOHTPOIio
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo JogaBaHHS
OiNbHULI, Ha SIKil 34INCHIOETBCS KOHTPOMbL/BUNPOBYBaHHS
cepii) - BHeceHHs gogatkoBoi ginbHuui C.IM.M.
KoHTpakt®apma MM6X, PproniHrwTpacce 7, 83620
®enbakipxeH-Bectepxam, Himewunna/ C.P.M. ContractPharma
GmbH, Fruhlingsstrasse 7, 83620 Feldkirchen — Westerham,
Germany y sIKOCTi anbTepHaTMBHOI AiNbHULI Ans 34iNCHEeHHs
KOHTPOIIO SIKOCTi (¢hi3MKO-Xi4iHUIA) rOTOBOrO MikapCbKOro
3acoby. 3miHu | Tuny - 3MiHK 3 siKOCTi. [OTOBMI NiKapcbkni
3aci6. 3MiHM y BUpOBHULTBI. 3MiHa iMnopTepa/3miHu, wo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOIO SAKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo gogaBaHHsA OiNbHULI, Ha SKIN
34iACHIOETBCS KOHTPOSL/BUNPOBYBaHHSA cepii) -
BHeceHHs gopgatkoBoi ainbHuMui Jlabop J1IC CE i Ko. KT,
Manrenbcdenba 4,5,6, bag bokneT-I'pocceHbpax, BanepH,
97708, HimeuunHa/ Labor LS SE & Co. KG, Mangelsfeld 4,5,6,
Bad Bocklet — Grossenbrach, Bayern, 97708, Germany y
SAKOCTi anbTepHaTUBHOI AiNbHULI AN 34INCHEHHS! KOHTPOSHO
sIkoCTi (MiKpOGIoNOriYHMIA) rOTOBOTO fikapcbKkoro 3acoby. 3MiHn
| Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa HalimeHyBaHHSA Ta/abo
appecu Micus NpoBafKeHHSs AisnbHOCTI BUPOOHMKa
(Bkntoyaro4m, 3a HeoBXiAHOCTI, MicLe NPOBEAEHHS KOHTPOMO
sIKOCTi), abo BrnacHuka mactep-ganna Ha AdI, abo
noctadanbHuka A®l/BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (AKLLO 3a3HAaYEHO Yy JOChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BignoBigHOCTi €Bponenchkii hapmakonei y 3aTBepaKeHOMY
Aocbe, abo BUpOOHMKa HOBOI AOMOMKHOT PEYOBUHM (SIKLLIO
3a3HaYeHo y A0Cbe) - 3MiHa agpecu Micus NPOBafPKEHHS
AisnbHocTi BUpo6Huka Orgapharm, BignoeiganeHoro 3a
BUPOGHMLUTBO, NaKyBaHHS, BUNPoBOYyBaHHS KOHTPOO SIKOCTi Ta
cepTudikaLito Aito4oi peyoBuHM imikBimoa 3 Avenue du 11
Novembre, 45300 Pithiviers, France Ha Zone Industrielle, Rue
du Moulin de la Canne, 45300 Pithiviers, France.
Micue3HaxogXeHHs BUpPOOHMKa He 3MiHIETbCS. 3MiHu | Tuny -
3MmiHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y MmeTogax
BuNpobyBaHHA APl abo BMxigHOro MaTepiany/npomMikHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLECi
BUpoGHMUTBa ADI (iHWi 3MiHM y MeToaax BUNpPoByBaHHS
(Bkrtoyaroum 3amiHy abo gonosHeHHs) ADI abo
BUXiZHOrO/NPOMIXKHOIO NPOAYKTY) - [logaBaHHs
anbTepHaTMBHOIO MeToAy BUNPOGYBaHHS 3anuULLIKOBUX
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KifTbKOCTEN OpraHiYHMX PO34MHHWMKIB (MeTog napodasHoi
rasoBoi xpomarorpadii/ mac-cnekrpomeTpii) Ans A®I
imikBiMOp, LLLO BMKOPUCTOBYETLCS BUPOGHMKOM J13 C.M.M.
KoHTpakt®apma MM6X, HimeuunHa. [JaHa 3miHa € Hacnigkom
[ofaBaHHsi HOBOro BUpobHuka J13, a came C.MN.M.
KoHTpakt®apma MM6X, HimeuunHa. 3miHn | Tuny - 3miHm 3
sKocTi. [oTOBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTodax BUNpobyBaHHS
roTOBOrO JlikapcbKoro 3acoby (iHwi 3MiHK) - 3miHa meToay
B'A3KOCTI, LLIO BUKOPUCTOBYETLCSA BUPOGHMKOM J13 C.IM.M.
KoHTtpakt®apma N'm6X, HimeuunHa, 3 MeToo npuBeaeHHs
Oro y BiAMNOBIAHICTb 4O BXE 3apeecTpoBaHoOro metoay
BupobHuka 3M Xenc Kea Jlimiten,Benuka BputaHis, a came:
npuBeaeHi y BiANOBiAHICTb NapameTpu obnagHaHHA (diameTp
KOHyca Ta 4aMeTp MracTuHW), NPUroTyBaHHs
BMNpoOyBanbHOro 3paska (Temnepartypa ypiBHOBaXEHHSI
3paska), aHani3 3paska. Ha BupobHudin gineHuui C.IM.M.
KoHTpakt®apma MM6X, HimeuunHa 6yna npoeegeHa
BiAnoBigHa Banigauia MeToay 3 BUKOPUCTaAHHSM BIlAaCHUX
BMMiptoBanbHuX npunagis. Ockinbkv metod BupobHuka 3M
Xenc Kea Jlimitea,Benvka BputaHisa Bxe € YacTuHO
3apeecTpoBaHOro A0CkbE, 3MiHa PO3rNsagacTbes sK nepegava
aHaniTnyHoro metoAy. 3miHu | Tuny - 3miHn 3 akocTi. FoToBMI
nikapcbkuii 3aci6. 3MiHu y BUpobHMUTBI. 3amiHa abo BBeAEeHHS
[0[aTKoBOI AinbHULI BUPOBHWLTBA ANs YacTuHW abo BCboro
BUPOBHMYOro NpoLecy roToBoro nikapcbkoro 3acoby
(miNbHUUS ANs NepBUHHOrO NakyBaHHS) - BHeceHHs
popatkoBoi AinbHuui Ceicc Kenc MvbX, MpacciHrepwtpacce 9,
Bap Aibninr, banepH, 83043, HimeuyunHa/ Swiss Caps GmbH,
Grassingerstrasse 9, Bad Aibling, Bayern, 83043, Germany y
AIKOCTi anbTepHaTUBHOI BUPOOHUYOI AiNbHWLi AN NePBUHHOIO
naKkyBaHHsi FOTOBOrO flikapcbkoro 3acoby. 3miHu | Tuny - 3miHn
3 gKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3amiHa abo BBeeHHs 40AaTKOBOI AiNbHULI BUPOOGHMLUTBA ANst
YacTnHU abo BCbOro BUPOBGHMYOro MpoLiecy roToBOro
nikapcbkoro 3acoby (JinbHULSA, Ha ki NpoBOAATLCA Oyab-AKi
BMPOGHMWYI cTagii, 338 BUHATKOM BUMYCKY Cepiii, KOHTPOIO
SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO NaKyBaHHS, AN
HecTepurbHMX fnikapcbkux 3acobiB) - BHeceHHs C.MNM.M.
KoHTpakTt®apma MmM6X, OproniHrwtpacce 7, 83620
®enbakipxeH-Bectepxam, Himeuunna/ C.P.M. ContractPharma
GmbH, Fruhlingsstrasse 7, 83620 Feldkirchen — Westerham,
Germany y sIKOCTi anbTepHATUBHOI A0AATKOBOI BUPOGHMYOT
[inNbHUL rOTOBOrO Nikapcbkoro 3acody. 3MiHu | Tuny - 3mMiHu 3
AKkocTi. [0TOBMI NikapcbKkuin 3aci6. 3MiHN y BUPOOHMLITBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOJO AKOCTi FOTOBOIO NiKapCbKoro 3acoby (3amiHa abo
[oaaBaHHSA BUPOOHMKa, LLO BiANOBiAaEe 3a BBe3eHHs Ta/abo

BUMNYCK cepii) - He BkMoYa4un KOHTporb/BUNpobyBaHHs cepil -
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BHeceHHsi gogaTkoBoi AinbHULi Ceicc Kenc MvbX,
I'pacciHrepwtpacce 9, Bag AnbniHr, BanepH, 83043,
HimeuyumHa/ Swiss Caps GmbH, Grassingerstrasse 9, Bad
Aibling, Bayern, 83043, Germany y sikOCTi anbTepHaTUBHOI
BMPOGHMYOT AinbHULI, BiANOBIiAanbHOI 3a BBE3EHHS Ta BUMYCK
Cepili roToBOro fikapcbkoro 3acoby. 3MiHM BHECeHi B
iHCTPYKUil0 ONst MEAUYHOrO 3acTOCyBaHHS fikapcbkoro 3acoby
y po3ginu "Bupo6Huk", "MicLe3HaxoakeHHs1 BUPOOHMKa Ta
agpeca Micua NnpoBagKeHHst oro AianeHocCTI" 3 BigNOBiAHMMYN
3MiHaMK B TEKCTi MapKyBaHHs ynakoBoK. 3MiHu | Tuny - 3miHn
3 gKocTi. FoToBUI Nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI.
3MiHun y npoueci BUpOBGHMLTBA rOTOBOrO Nikapcbkoro 3acoby,
BKIH0HAKUMN NPOMIDKHUIA NPOAYKT, WO 3aCTOCOBYETLCSA NpU
BUPOBHMLTBI FOTOBOIO NiKapcbKoro 3acoby (He3HayHa 3MmiHa y
npoueci BupobHuuUTBa) - HesHauHi 3MiHM B npoueci
Bupo6HuuTBa M3 Ha BUpoGHMYin ginbHuui C.M.M.
KoHTtpakt®apma M'm6X, HimevunHa, wo nonsratotb y 3MiHi
npouecy 3MmillyBaHHs B npoLleci BupobHuuTtea 113, a came:
3MillyBaHHs BiabyBaeTbCsa B 04HI BUPOBHUYI EMHOCTI, Y SiKi
XVPOBi KOMMOHEHTM PO3NNaBNAOTLCSA Y BOAHIN dhasi,
NOPIBHSHO i3 3aTBEPOXEHHUM BUPOBHMYMM NPOLECOM
BupobHuka 3M Xenc Kea Jlimiten, Benuka BputaHisi, konu
3MilyBaHHS iHrpidieHTiB B npoueci BupobHuuTtea M3
BiAOyBaeTbCA Yy ABOX OKPEMUX EMHOCTSIX. [laHa 3MiHa €
HacnigkoM AoaaBaHHst HoBoro BUpo6Huka J13, a came C.IM.M.
KoHTtpakt®apma Mm6X, HimeuunHa. 3minn | Tuny - 3miHu 3
sikocTi. [oTOBWIA Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLTBI.
3MiHKM y npoueci BUpOGHMLTBA roTOBOrO Nikapcbkoro 3acoby,
BKITHOYAK04M NPOMKHWUIA NPOAYKT, LLLO 3aCTOCOBYETHCS NPU
BMPOGHMLTBI FOTOBOTO NiKapCcbKoro 3acoly (iHLUi 3MiHK) -
36inbLUeHHs Yacy BUTPUMKM HEPO3haCOBOHOIO NPOAYKTY 3 6
TWKHIB A0 20 TUXHIB Y NMOPIBHAHHI 3 3aTBEPMHKEHUM
BUPOGHMKOM roTOBOrO nikapcbkoro 3acoby 3M Xenc Kea
IlimiTen, Benuka BputaHis, konu amillyBaHHS iHrPigieHTIB B
npoteci BupobHuuTtea M3 BiabyBaeTbCs y ABOX OKPEMMX
eMHocTaAx. [laHa 3miHa € HacnigkoM AoAaBaHHSA HOBOTO
BMpo6Huka J13, a came C.M.M. KoHTpakt®apma Mm6X,
HimeyumHa. 3minm | Tvny - 3miHu 3 skocTi. FoToBuMi
nikapcbkuii 3aci6. KoHTporb roToBoro nikapcbKkoro 3acooy.
3miHa y MeTogax BUNpobyBaHHS rOTOBOIO fikapcbKoro 3acoby
(iHWi 3MiHM y MeTopax BUNpobyBaHb (BKMoYaoun 3amiHy abo
[OMOBHEHHS)) - [lonaBaHHA anbTepHaTUBHOrO METOAY
BUNpobyBaHHs BA3kocTi [T13, WO BUKOPUCTOBYETLCS Ha
BMpOGHWYin AinbHULi C.MN.M. KoHTpakt®apma M'mbX,
HimewumHa. [JaHa 3miHa € Hacnigkom JoJaBaHHSA HOBOro
BMpoGHuKka J13, a came C.M.M. KoHTpakt®apma Mm6X,
HimeyumHa. 3minm | Tvny - 3miHu 3 skocTi. FoToBwMiA
nikapcbkuii 3aci6. Cnuctema KOHTeNHep/3aKkynoproBanbHUN
3aci6. 3miHa napameTpiB cneundgikadin Ta/abo gonycTummx
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MeX NePBUHHOI YNakoBKM rOTOBOTO NikapCbKoro 3acoby
(3BY)XEHHS JONYCTUMMNX MEX, BU3HAYEHMX Y crneumdikauii) -
3BY)XEHHSA Mex cnevudikauii maTepianis NepBMHHOI yNnakoBKM
113, a came 3MeHLLEHHsI TOBLUMHWM nosiedipHOi NniBku Big,
0,12 mm o 0,012 MM, TOBLUMHM BiNOT NonieTUNeHoBOI NMiBKK
HU3bKOI WinbHocTi Big 0,13 mm 0o 0,013 MM i TOBLUNHYK
antominieBoi conbru Big 0,09 mm go 0,009 mm. Kpim Toro,
3asBHUK BHOCUTb pefakuinHi 3MiHW. 3miHn | Tuny - 3miHn 3
skocTi. A®Il. KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs
A®| abo BMxiaHOro MaTepiany/npomixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y MPOLIECI
BUpoGHMLTBa ADI (iHWi 3MiHWM Yy MeTogax BUNpobyBaHHS
(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BVXiAHOrO/MPOMiXKHOrO NPOAYKTY) - [loaaBaHHA
anbTepHaTUBHOIO KOMGIHOBaHOro MeTody BUPoOyBaHHS Ha
BMICT 3arM1LLKOBUX KiflbKOCTEMN KaTanizatopa nnaTtuHu 1a
3ani3a (MeToa Mac-CrieKToMeTpii 3 iHAYKTUBHO 3B'13aHOI0
nnasmoto) ans APl imiksimog, L0 BUKOPUCTOBYETLCS
Bunpo6HmkoMm 13 C.MN.M. KoHTpakt®apma M'M6X, HimeuumHa.
[aHa 3miHa € HacnigkoM JoaaBaHHSA HOBOTO BMpobHuka J13, a
came C.M.M. KoHTpakt®apma 'M6X, HimeuunHa. 3MiHu |
TUNy - 3MiHM 3 sikocTi. FoToBMI Nikapcbkui 3aci6.
CrtabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI abo ymoBax
36epiraHHA rotoBoro nikapcbKoro 3aco6y (3MeHLeHHS
TepMiHy NpuaaTHOCTi rOTOBOroO fikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKU - 3MEHLUEHHA TepMiHy NPUAATHOCTI
BiAa 30 Mmic. no 18 mic. ansa HoBoro BMpo6GHMKa CBicc Kenc
m6X, HimeyunHa (BignoBiaanbLHUI 3a BBe3eHHs Ta
BUMYCK cepii) y 3B’A3Ky 3 TUM, LLO NapamMeTp B’A3KICTb
MOXe BMATU 3a MeXi cneuundikauii 4o KiHusa 3asBneHoro
TepMmiHy (30 Mic.). 3MiHM BHeceHi B iHCTpyKLUii ans
MeAMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ain
"TepmiH npugaTtHocTi": ans Bupo6Huka 3M Xenc Kea
Nimiteq - 30 micauiB, Ans AgogaTkoBoro BUpo6HMKa Ceicc
Kenc 'm6X - 18 micsniB.

55.

IBYNPO®EH
BEBI

cycneHsis opanbHa,
100 mr/5 mn no 100
mn abo no 200 mny
cnakoHi; no 1
¢nakoHy pa3om 3
[03y4M
NpUCTPoEM y
KopoOLji 3 KapTOHY

TosapucTBo 3
obMmexeHo
BignoBiganbHi
CTIo
"®apmaueBTn
YHa KOMMaHis
"3gopos's"

YkpaiHa

ToBapwucTtBo 3
oBMeXeHo
BianoBiganbHicT
10
"®apmMaueBTUYH
a KoMnaHis
"3popos's"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHW LWOAO0
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay. 3miHa y KopoTKil
XapaKTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTOCyBaHHS MikapCbKOro
3acoby B nicnsipeecTpauiiHnii nepioa, abo sik pesynbTaTt
OLiHKM 3BITY 3 gOCNiAKeHb, NPOBEAEHWX BiANOBIAHO A0 MnaHy
nepiatpnyHux gocnigxeHs (PIP) (3mMiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM). 3MiHN BHECEHO [0
iHCTPYKUIT AN MeAMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y
po3ain "3acTocyBaHHsA y nepiod BariTHOCTi abo rogyBaHHSA
rpyaato” BiAnoBiAHO [0 OHOBMEHOT iHchopmaLii 3 6e3neku
Jitovoi pevoBuHU. BBeaeHHs 3MiH NpoTArom 6-Tn MicsuiB 3

6e3
peuenma

UA/11513/01/01




35 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
AaTn 3aTBEPAXKEHHS.
CynyTHs 3miHa: 3miHu Wwopo besnekun/edekTMBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(1) oo 30608B'si3aHb Ta
YMOB BuAaui peecTpauinHoro nocsigyeHHs, sknovatodm MNnax
yNpaBsriHHA pu3nKamu (3aCTOCyBaHHS TEKCTY, KU
MOrOKEHUN 3 KOMNETEHTHUM OpraHoM). 3asiBHUKOM HafaHo
OHoBreHur MnaH ynpaeniHHs pusnkamn Bepcis 2.0. 3MiHn
BHeceHo 1o YacTuH: |l "Cneuudikauis 3 6e3nekn"”, V " 3axoau
3 MiHimizauii pusmkis", VI "Pe3tome nnaHy ynpaeniHHs
pusmkamun”, VIl "JogaTkn" Ha OCHOBI OHOBNEHOT iHCbopmaLlii 3
©e3neku Woao BHECEHHS! 3MiH Ta JOMNOBHEHb Ha MiacTasi
pekomeHgauii PRAC.
56. | KABA3 CIMAJl | koHuUeHTpaT ans PP IHais CIn Akyp Na6c IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/18251/01/01
60 po34nHy Ans dapmacbioTika Mer. lTA. 3MiHn wopo 6esnekn/edeKTMBHOCTI Ta bapmMakoHarnsagy. peuernmom
iHdy3in no 60 mry n3 Mpanset 3MiHM Y KOPOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
1,5 mn; 1 conakoH 3 Jlimiteq MapKyBaHHS Ta IHCTPYKUiT ANA MEeANYHOro 3aCTOCYBaHHS
KOHLleHTpaToMm Ta 1 reHepnyHnX/ribpnaHnx/6ionodibHMx nikapcekmx 3acobis micns
bnakoH 3 BHECEHHS Tiel camoi 3MiHW Ha pedhepeHTHMIN Npenapar (3MiHa
PO3UYMHHWKOM He noTpebye HaJaHHS XOAHUX HOBUX A0AATKOBUX AAHWX)
(eTaHon 96 %, Boga 3MiHM BHECeHi [0 IHCTPYKUIii AN MEAUYHOrO 3aCTOCYBaHHS
ans iH'ekyin) no 4,5 nikapcbkoro 3acoby y po3ainu: "®apmakonoriyHi BnactmeocTi",
My KOHTYPHIn "MokasaHHsA" (yTouHeHHs iHdopmaLii), "B3aemogis 3 iHWnMmn
NIacTUKOBIN nikapcbkumm 3acobamm Ta iHWi Buam B3aemogin”,
YapyHKOBIN ynakoBLi "OcobnueocTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHSA Ta
B KapTOHHIl kopobui no3n", "Mob6ivni peakuii" 3rigHo 3 iHbopmalieto woao
MeOMYHOro 3aCTOCyBaHHS pedepeHTHOro nikapcbKoro 3acoby
(XKEBTAHA®, koHLEHTpaT ANnsi po34nHy Ans iHdysii no 60 mr
y 1,5 mn). MNpeactaBneHi 3miHW B iHopMaLii 3 6e3neku woao
BHECEHHS 3MiH Ta JONOBHEHb Y po3ainax iHCTpyKuii Ans
MeAMYHOro 3acTocyBaHHsi npenaparty “lMokasaHHs” (yTOYHEHHS
iHpopmalii), “B3aemopis 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWi Buam B3aemopin”, “OcobnmBocTi 3actocyBaHHs”, “INobiyHi
peakuii” nikapcbkoro 3acoby Ka6as Cnan 60, koHUeHTpaT ans
po34mHy Ans iHdysin no 60 mry 1,5 mn; 1 dpnakoH 3
KOHLleHTpaToM Ta 1 dnakoH 3 po3ynMHHUKOM (eTaHon 96 %,
BOAa Ans iH'ekuint) no 4,5 Mn y KOHTYPHI NNacTUKOBIN
YapyHKOBI yNakoBLi B KAPTOHHIl kKopobui Ha nigcTasi
OHOBMeEHOI iHdopMaLii 3 6e3nekun Woao MegnyHoro
3acTocyBaHHsA pedepeHTHOro Nnikapcbkoro 3acoby
(PKEBTAHA, 60 mry 1,5 mn koHuUeHTpaT Ta 4,5 Mn po34nHHMK
Ans po3yvHy Ans iHgysin / CaHodi-ABeHTic 'pyn). MoxyTb
OyTN pekomMeHoBaHi 40 3aTBEPIKEHHS Ta BHECEHHS B
iHCTPYKUIilO ANsi MeAnYHOro 3acToCyBaHHS NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTarom 6-Tu MicAUiB Nicns 3aTBEPAXXEHHS.
57. | KAMMEUUBEK TabneTku, BKpUTI Akkopg IcnaHia Bupo6HuuTBO Inpis/ BHECEHHS1 3MiH 4O peecTpauiiHuX maTtepianis: 3MiHa 3asiBHUKa 3a UA/14799/01/01
C 150 NNiBKOBOIO Xenckea roToBOro Benwuka (BnacHuka peecTpaLinHoro noceig4eHHs ). 3MiHu | Tuny - 3MiHu peuenmom
obornoHkot, no 150 C.Jy. nikapcbKkoro Bpurtanis/ oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs
mr; no 10 TabneTok 3aco0y, ITanis/ abo 3MiHM [0 y3aranbHEHUX faHUX NPo cUCTEMY
y 6nicTepi; no 3, 6 nepBUHHE HimeuumHa/ hapmakoHarnsigy (BBeAEHHs y3aranbHEHUX 4aHUX Npo




36 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
abo 12 GnictepiB y nakyBaHHs, Monbwa/ cuctemy chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
KapTOHHiI kopobui BTOPUHHE Icnanis/ BiANOBIAANbHOI 3a 34IVCHEHHA dhapMaKkoHarnsay; KOHTakTHOI
nakyBaHHs, ManbTa ocobu 3 chapmakoHarnsgy 3asiBHUKa ANs 34iMCHEHHS
KOHTPOIb AKOCTi chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
cepii: YMNOBHOBaXeHOI 0cobu, BignoBiaanbHoi 3a 34iNCHEHHS
IHTac thapmakoHarnagy (BKrovarym KOHTaKTHI AaHi) Ta/abo 3aMmiHn y

dapmackioTikan
3 Jlimiten, IHAis
BupobHuLTBO
roToBOro
nikapcbkoro
3acoby,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOMb SIKOCTi
cepii
(anbTepHaTUBHU
1 BUPOBHMUK):
IHTac
dapmachkioTikan
3 JlimiTeq, IHain
lMepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Akkopp, Xenckea
Nimiten, Benuka
BpuTaHis
BTOPWHHE
nakyBaHHs:
a4n Canni
YelH, ITania
CIA, Itanis
CK ®apma
JlopxucTike
'm6X,
HimeyuunHa
CwuHonTus
Ingactpian Cn. 3
0.0., Monbwa
KOHTPOJb SIKOCTI
cepii:
AcTpoH Pe3bopy
JlimiTen, Benuka
Bputanis
KOHTPOMb SIKOCTI
cepii:
AllC
JlabopaTopic

po3MiLLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA, BiAMNOBIganbHOI 3a
tapmakoHarnag B Ykpaini. Jitova pegakuis: Lmronesa
MapiaHHa BiktopieHa. MNponoHoBaHa peaakuis: LWynbL, Onbra
CepriiBHa. 3MiHa KOHTAKTHMX OAHMX KOHTAKTHOI 0CObMn
3aaBHMKa, BiANOBIAanNbHOI 3a hapMmakoHarnag B YkpaiHi.




37 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(FOKew) Mimitea,
Benwuka
BputaHia
KOHTPOMb SIKOCTI
cepii:
JlabopaTopi
dyHpacio JAY,
Icnanis
dapmagokc
Xenckea Jlta.,
ManbTta
BigNoOBiganbHUN
3a BUMYCK Cepii:
Akkopp Xenckea
Nimiten, Benuka
BputaHia
58. | KAMEUUBEK TabneTkn, BKPUTI Akkopg IcnaHia Bupo6bHuLTBO Inpis/ BHECEHHS 3MiH 0O peecTpaLinH1X maTepianis: 3MiHa 3asBHMKa 3a UA/14799/01/02
C 500 NniBKOBOKO Xenckea roToBOro Benuka (BnacHuka peecTtpauiiHoro noceig4eHHs). 3MiHum | Tuny - 3mMiHu peuenmom
obornoHkoto, no 500 C.Jy. nikapcbkoro Bpurtanis/ oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay. BeegeHHs
mr; no 10 TabneTtok 3acoby, ITanis/ abo 3MiHM 40 y3aranbHEeHUX AaHux Npo cuctemy
y 6nicTepi; no 3, 6 nepBuHHE Icnanis/ thapmakoHarnagy (BBeaeHHs yaranbHeHUX 4aHux npo
abo 12 GnictepiB y nakyBaHHs, Himeuunna/ cvctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXKeHoi ocobw,
KapTOHHIl kopobui BTOPUHHE ManbTa/ BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
nakyBaHHs1, Monbwa ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 34iCHEHHs!
KOHTPOMb SKOCTI dapmakoHarnagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
cepii: yMNoBHOBaXeHOi 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS
IHTac hapmakoHarnsigy (BkIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y

dapmachioTikan
3 Jlimiten, IHais;
Bupo6HuuTBO
roToBOro
nikapcbKkoro
3aco0y,
nepBuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTi
cepii
(anbTepHaTVBHU
1 BUPOOHUK):
IHTac
dapmackioTikan
3 Jlimiten, IHais;
MNepBuHHE Ta
BTOPWHHE
nakyBaHHs:
Akkopg Xenckea

po3MilLieHHI MmacTep-anna cuctemn bapmakoHarnsagy).
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA, BiAnoBiganbHoi 3a
dapmakoHarnag B Ykpaini. fitova pegakuis: LWuronesa
MapiaHHa BikTopisHa. lNMponoHoBaHa pepakuis: LWynby Onbra
CepriiBHa. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOI 0cobu
3asBHVKa, BignoBiganbHoi 3a hapmakoHarnsg B YkpaiHi.
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[TponoBkeHHs noaarka 3

Ne
n/

JliKapcbK020

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Nimiten, Benuka
BpuTaHis;
BignosiganbHui
3a BUNyCK cepii:
Akkopa Xenckea
Nimiten, Benuka
BpuTtaHis;
BTopuHHe
nakyBaHHsi:
a4n Canni
YewnH, ITania
CNA, Itanis;
KoHTponb sKocTi
cepini:
AcTpoH Pe3bopy
Nimiten, Benuka
BpuTaHis;
KOHTPOSb SIKOCTI
cepii:
JlabopaTopi
dyHpacio JAY,
IcnaHis;
KOHTPOMb SKOCTI
cepii:

AlnC
JlabopaTopic
(KOKen) Mimiten,
Benuka
BpuTaHis;
BTOPUHHE
nakyBaHHs:
CK ®apma
NomxuncTike
'mBX,
HimeuuuHa;
KOHTPOMb SKOCTI
cepii:
dapmagokc
Xenckea J14.,
ManbTa;
BTOPUHHE
nakyBaHHsi:
CuHonTtus
Ingactpian Cn. 3
0.0., [MNonbLya

59.

KAPBAUMO
NEYAEBCbK

un

TabneTku XyBarnbHi,
no 10 Tabnetok y
GnicTepi; no 2
Gnictepu y nayui 3

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHu 3 gKocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKkrovatoum gianasoH
po3mipy cepii) roToBoro nikapcbkoro 3acoby (36inbLIeHHs 4o

6e3
peuyenma

UA/13520/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapToHy; no 10 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHNM PO3MIPOM) - 36iNbLIEHHSI
TabneTok y po3mipy cepii 113 3aTtBepmxeHo: 37,50 kr (30 000 TabneTok)
KOHTEWHepi; no 2 3anponoHoBaHo: 37,50 kr (30 000 TabneTok), 150,00 kr (120
KOHTEWHepM y nayui 000 TabneTok)
3 KapTOHY
60. | KAPBETOLIX PO34MH A4S iH'EKLN, ToBapucTBo 3 YkpaiHa TOB JaTBis BHECEHHS1 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/16148/01/01
H 100 mkr/mn no 1 mn obmexeHoto "®apwmigesn” 3MiHu 3 siKocTi. FoToBMIA nikapcbkuid 3aci6. CTabinbHicTb. peuenmom
y chnakoHi; no 4 abo BiANoBiAanbHi 3MiHa y TepmiHax npuaaTHOCTi abo ymoBax 36epiraHHsi
5 cbnakoHiB y cTtio «POKET- roTOBOrO NiKapcbKoro 3acoby (36inbLueHHs TepMiHYy
KapTOHHIN navi DAPM» NpVaaTHOCTI FOTOBOTO flikapcbkoro 3acoby) - [ns Toprosoi
ynakoBku (MiATBEPAKYETLCA AAaHUMU pearnbHOro Yacy). 3miHa
y TepMmiHi npuaatHocTi M3, y 3B'A3Ky 3 pe3ynbTatamu
cTabinbHoCTi y peanbHoMy Yaci. [itoya pegakuis: TepMmiH
npuaaTHocTi. 2 poku. [MponoHoBaHa pepakuia: TepMiH
npuaaTHOCTI. 3 poKn
3MiHM BHECeHi a iHCTPYKLit0 AN MeguyHoro 3actocyBaHHs
nikapcbkoro 3acoby y posain "TepmiH npugaTHocTi".
61. | KAPBOMA KOHLeHTpaT 4 Akkopg Monblwa BupobHuLTBO Inpis/ BHECEHHS 3MiH [0 peecTpauiHMx maTepianis: 3miHa 3asiBHUKa 3a UA/13716/01/01
po34nHy Ans Xenckea roToBOro Benuka N3 (MIBIM) (BnacHuka peecTpauinHoro NocBig4eHHS) (3rigHo peuernmom
iHdpysin, 10 mr/mn no Moncka Cn. nikapcbKkoro Bpurtanis/ Hakady MOS Big 23.07.2015 Ne 460): 3miHu | Tuny - 3miHn
5 mn, abo no 15 mn, 3.0.0. 3acoby, ManbTa/ oo 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHs
abo no 45 mn, abo nepBUHHE Ta YropumHa abo 3MiHM [0 y3aranbHeHUX 4aHuX Npo cucTemy
no 60 mn 'y dnakoHi; BTOPUHHE dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
no 1 dnakoHy B nakyBaHHS, cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTOHHIN kopobLyi KOHTPOMb SKOCTI BiANOBIAANbHOI 3a 3AIVCHEHHS dhapMaKkoHarnsay; KOHTakTHOI
cepii: ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
IHTac hbapmakoHarnsgy B YkpaiHi, aKWwo BoHa BigMiHHa Bif

dapmachioTikan
3 Jlimiten, IHAis
BTopuHHe
nakyBaHHsI:
Akkopp, Xenckea
Nimiten, Benuka
BpuTaHis
BupobHuLTBO
roToBOro
nikapcbKkoro
3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb AKOCTI
cepii
(anbTepHaTVBHU
1 BUPOOHUK):
IHTac
dapmackioTikan
3 JlimiTen, IHais
KoHTponb KoCTi

YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLieHHi MacTep-aina cuctemm dbapmakoHarnsgy) 3MiHa

YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAaNbHOI 3a
capmakoHarnag. Litova pegakuis: Dr. Naveen Chamalli Shiva
Kumar. MponoHoBaHa pepakuis: Arata lecesuy / Agata
Gesiewicz.
3MiHa KOHTaKTHMX JAHMX YNIOBHOBAaXXeHOI 0coby 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobu
3asiBHMKA, BignosiganeHoi 3a hapMakoHarnsag B YKpaiHi.
[Litoya pepakuis: Wuronesa MapiaHHa BikTopisHa.
MponoHoBaHa pegakuisi: Lynbl Onbra CepriiBHa. 3MiHa
KOHTaKTHMX JaHUX KOHTaKTHOI 0COBU 3asiBHUKa,
BiANoBiAanbHOI 3a hapmakoHarnag B YKpaiHi.
3MiHa Micus 3aiNCHEHHSI OCHOBHOI AiSANbHOCTI 3
dapmakoHarnagy.3miHa micLue3HaxomkeHHs macTep-canna
cucTemMu hapmakoHarnsgy.




40 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepii:
dapmagokc
Xenckea Jlta.,
ManbTta
dapmasanig
NnTo.
MikpobionoriyHa
naboparopis,
YropwuHa
BignosiganbHui
3a BUMYCK cepii:
Akkopa Xenckea
Nimiten, Benuka
Bputanis
62. | KENMPA® TabneTkn, BKpUTI KOCB dapma Benbris HOCB dapma Benbris BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3miHu | Tuny - 3a UA/9155/01/02
o6onoHkoto, no 500 C.A. C.A. 3MiHu Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. peuenmom
mr; no 10 TabneTok BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
y 6nictepi; no 3 abo hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
6 GnicTepiB y cuctemy chapmakoHarnsgy, 3miHa ynosHoBa)eHoi ocobu,
KapTOHHIN nayui BiANOBIAANbLHOI 3a 3AiNCHEHHS dbapMaKkoHarnsaay; KOHTaKTHOI
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 34iNCHEHHs!
tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHi macTep-caiina cuctemu cpapmakoHarnsgy) 3MiHa
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnag,.
[itova pepakuis: Henri Jacoby, MD. lNponoHoBaHa peaakuis:
Kees Bart TEEUW, PhD. 3miHa KOHTaKTHUX AaHUX
ynoBHOBaxeHoi ocobu, BianoBigansHoi 3a dpapmakoHarnsia.
3MiHa KOHTaKTHUX OaHUX KOHTaKTHOI 0cobu 3asiBHUKA,
BignoBiganbHoi 3a apMakoHarnsag B YKpaiHi.
63. | KENNPA® TabneTkn, BKpUTI KOCB ®apma Benbris KOCB dapma Benebris BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3a UA/9155/01/03
o6onoHkoto, no 1000 C.A. C.A. 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsgy. peuenmom

mr no 10 TabneTok y
6nicTepi; no 3 abo 6
GnicTepiB y
KapTOHHIN nayui

BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHUX Npo CUCTEMY
hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cucTeMy chapMakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnsay 3asiBHUKa Ans 34iiCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiaMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsiay (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-aiina cuctemu dapmakoHarnsigy) 3MiHa
YNOBHOBaXXEHOI 0COOM 3asiBHMKA, BignoBigansHoi 3a
dapmakoHarnsag,.

Litova pegakuis: Henri Jacoby, MD. lNponoHoBaHa peaakuis:
Kees Bart TEEUW, PhD. 3miHa KOHTaKTHMX AaHuX
ynoBHOBaXeHoI ocobwu, BignoBiaansHoi 3a dpapmakoHarnsig.
3MiHa KOHTAKTHMX OAHWUX KOHTaKTHOI 0CO6W 3asiBHUKA,




41 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BignoBiganbHoi 3a hapMakoHarnsg B YKpaiHi.
64. | KENNPA® TabneTku, BKPUTI OCB dapma Benbrisa HOCB ®apma Benebris BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3miHum | Tuny - 3a UA/9155/01/01
o6onoHkoto, no 250 C.A. C.A. 3MiHuM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsay. peuenmom
mr; no 10 TabneTok BBeneHHs abo 3mMiHu 4o y3aranbHeHVX AaHUX Npo cuctemy
y 6nicTepi; no 3 abo dapmakoHarnagy (BBe4eHHs y3aranbHEHUX 4aHnX npo
6 GnicTepiB y cuctemy chapmakoHarnsgy, 3miHa ynosHoBaXeHoi ocobu,
KapTOHHIN nayui BiANOBIAANbHOI 3a 3AINCHEHHA hapmMaKkoHarnsaay; KOHTakTHOI
ocobu 3 chapmakoHarnaay 3asiBHUKa Ans 34iCHEHHS
chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
YNOBHOBaXeHOT 0cobMU, BignNoBiganbHoI 3a 34iCHEHHS
dapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-chaina cuctemm chapmakoHarnsgy) 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
dapmakoHarnsag,.
[Litova pepakuis: Henri Jacoby, MD. NponoHoBaHa peaakuis:
Kees Bart TEEUW, PhD. 3MmiHa KOHTaKTHMX AaHuX
ynoBHOBaXeHoI ocobw, BiANoBiganbHOi 3a hapmakoHarmsa.
3MiHa KOHTaKTHWUX OaHUX KOHTaKTHOI 0cobu 3asiBHUKa,
Bi4noBiganbHOI 3a hapmakoHarnag B YKpaiHi.
65. | KENMNPA® PO34MH OparnbHUiA, OCB dapma Benbrisa Hekct®apma PpaHuis BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/9155/02/01
100 mr/mn no 300 C.A. CAC 3MiHu Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. peuenmom
Mn y conakoHi; no 1 BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX NPO CUCTEMY
dNaKkoHy 3 MipHUM dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
nnacT1KoBUM cucTemMy chapMakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
LINpULIOM Y Nayi 3 BigNoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
KapTOHY ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
hbapmakoHarnsgy B YkpaiHi, aKwo BoHa BigMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (BKIovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLieHHi MacTep-aina cuctemm dbapmakoHarnsgy) 3MiHa
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAaNbHOI 3a
dapmakoHarnag,.
[itova pepakuis: Henri Jacoby, MD. lNponoHoBaHa peaakuis:
Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHUX AaHUX
yNnoBHOBaXeHoI ocobw, BiANoBiAanbHOi 3a hapmakoHarnsg.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHUKA,
BignosiganeHoi 3a dapMakoHarnsg B YKpaiHi.
66. | KOMBICIMA3 Tabnetku; no 10 OPrAHOCWH OAE NMOBHWI LMKN IHpis/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - Ne10; Ne20 - UA/3088/01/01
M® TabneTok y 6nictepi | JIAMDGCAEHC BMPOOHMLTBA: CnoBeHis 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. 6e3
3 chonbru N3 (E® 3ET 1) EBepTomkeH 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro 3acoby, TeKCTi peuenma;
anioMiHieBoi Ta Nand CaeHcns MapKyBaHHS Ta iHCTPYKUiT ANA MeAWYHOro 3acTOCyBaHHS Ha Ne100 - 3a
niacTaBsi perynsipHoO OHOBMOBAHOTO 3BiTYy 3 6e3neku peuenmom

nniBkn
NornixnopBiHiNoBOi;
no 1 abo 10
GnicTepis B
KapTOHHII nayi; no
10 TabneTok B
antomiHieBomy
Gnictepi; no 1

Nimiten, IHajs;
NMOBHWI LMKN
BMPOGHMLTBA:
TOB
"MAPI®APM",
CnoBeHisa

nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicrnsipeecTpalinHui nepioa, abo sik
pe3ynbTarT OUiHKK 3BiTY 3 OCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy nepiatpnyHux gocnigxkerob (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OPraHoMm) .
3MiHU BHeceHo A0 IHCTPyKLii ANs MeaUYHOro 3acTocyBaHHS
nikapcbKkoro 3acoby o posginis: "B3aaemogis 3 iHWMMK
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Gnictepy B
KapTOHHIN nayui; no
10 KapTOHHMX Na4oK
y FypTOBI/ KApTOHHIN
nayui; no 10
Tabnetok B
antoMiHieBoMy
GnicTepi; no 1
Gnictepy B
KapTOHHIN nayui; no
10 Tabnetok B
antoMiHieBoMy
Gnictepi; no 2
Gnictepu B
KapTOHHIM nayui;

no 10 Tabnetok B
anioMiHieBomy
Gnictepi; no 10
Gnictepis B
KapTOHHIN nayui

nikapcbkumm 3acobamu Ta iHWi BUaM B3aemogin”,
"OcobnuBocTi 3acTocyBaHHS" LWoao 6e3nekn 3acTocyBaHHS
Lit0Y0i pevyoBMHK NapaLeTaMon BignoBiAHO 40 pekoMeH4auin
PRAC. BeefeHHs 3MiH npoTsrom 6-Tu MicsiliB nicns
3aTBEPOKEHHS

67.

KOMAKCOH
40

PO34MH NS iH'EKLiN,
40 mr/mn; no 1 mMn
PO34MHY B
nonepegHLo
HanoBHEHOMY
wnpwui; no 1
wnpuuy B 6riictepi;
no 12 wnpwuuis B
KapTOHHIN kopobLyi

TOB «TeBa
YkpaiHa»

YkpaiHa

Bupo6HMLTBO 3a
NMOBHUM LLMKIOM:
TeBa
dapmavnesTikan
IHpacTpis IlTa.,
I3paine;
BupobHuuTBO 3a
NMOBHUM LIMKMOM:
HopToH
Xenckea
Nimiten T/A
AVIBEKC
dapmacbioTmkan
3 lOK, Benuka
BpuTaHis;
KoHTponb cepii
(TinbkK
GionoriyHe
TECTYBaHHs):
AGik ITAa.,
I3paine;
KoHTponb cepii
(noBHe
TECTyBaHHS,
BKIHOYa4M Ha
CTepUIbHICTb Ta
bakTepianbHi
€HOOTOKCUHM,
arne okpim

I3paine/
Benuka
Bpurtanis/
Higepnanam
/

YropuHa

BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny -
3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. CTabinbHICTb.
3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
roTOBOro NikapCbKoro 3acoby (36inbLUeHHs TEpMiHY
npuaaTHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [ns Toprosoi
ynakoBKku (MiATBEPAKYETLCA 4AHUMMN pearbHOro Yacy)
36inbLUeHHs TepMiHY NpMAATHOCTI FOTOBOrO MikapcbKoro
3acoly, Wo niaTBepaAXKYETbCA AaHUMK CTabinbHOCTI y
peanbHoMy 4aci. 3aTBepaXeHo: TepMiH NpuaaTHOCTI 2 pokn
3anponoHoBaHo: TepMiH npugaTHoOCTi 3 poku. 3MiHN BHECEHO
B iHCTPYKLUiO ANSt MeANYHOro 3aCTOCYBaHHS NikapcbKoro
3acoby y po3gin «TepMiH NpuaaTHOCTI».
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NiCNs 3aTBEPOXEHHS.

3a
peuerimom

UA/6307/01/02
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

GionoriyHoro
TeCTyBaHHs):
dapmaxemi
B.B.,,
HigepnaHaw;
KoHTponb cepii
(Tinbkn
GionoriyHe
TECTyBaHHS):
AT
dapmMaueBTUYHN
1 3aBog TeBa,
YropLmHa;
KoHTponb cepii
(aHaniTnyHe
TeCTyBaHHs Ta
BUBYEHHSI
CTabinbHOCTI):
Asig Kemikan
IHpacTpis JiTg.,
I13painb

68.

KOMAKCOH
40

PO34MH NS iH'EKLiN,
40 mr/mn; no 1 mn
PO34KHyY B
nonepeaHL0
HanoBHEHOMY
wnpuui 3
MapKyBaHHAM
YKpaiHCbKOK MOBOH;
no 1 wnpuuy B
GnicTepi (3
MapKyBaHHSM
YKPaiHCbKOIO MOBOO
abo 6e3
MapKyBaHHs1); no 12
wnpuuis B
KapTOHHiI kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Bupo6HMLTBO 3a
MOBHWUM LIMKIIOM:
TeBa
dapmavesTikan
IHpacpis JiTg.,
I3paineb;
BupobHuuTBO 3a
MOBHUM LMKIIOM:
HopToH
Xenckea
Nimiten T/A
AMBEKC
dapmacbioTmkan
3 lOK, Benwka
BpuTaHis;
KoHTponb cepii
(TinbKn
GionoriyHe
TECTYBaHHS):
AGik ITa.,
I13paineb;
KoHTponb cepii
(noBHe
TeCTyBaHHS,
BKIIOYA4M Ha
CTepPUIbHICTb Ta
GakTepianbHi
€HA0TOKCUHMU,

I3paine/
Benwuka
BpuTaHis/
Higepnanaun
/

YropwuHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHu | Tuny -
3miHn 3 skocTi. ADI. KonTpornb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha ADI, abo BUXigHWUIA/MPOMIXHMIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpOGHMLUTBA ADI (iHLWi 3MiHW).

BHeceHHs 3MiH B cneuudikaLito BUXiHMX MaTepianis WwWoao
3MiHM NapameTpy OnNucy MOHOMEPIB rnaTupamMepy aueTarty, a
came pPO3LUMPEHHSI KPUTEPIito NPUAHATHOCTI KONbopy
rnytamary: i3 «White, crystalline powder» Ha «White to off-
white to yellowish crystalline powder» 3 BignoigHumu 3amiHamn
B po3ain 3.2.S.2.3. KoHTponb maTepianis (Starting Materials
Quality Information/Monomer Representative Results). 3miHu |
Tuny - AQMiHICTpaTUBHI 3MiHW. BunyyeHHs BUpobHuyoi
AinbHWUI (BKNoYatoun ginbHuLi ans Al npomixxHoro
npoAaykTy abo roToBOro nikapcbkoro 3acoby, AinbHuLi Ans
npoBefeHHs NaKyBaHHsI, BUPOOHWKa, BiAnoBiAanbHoro 3a
BUWMYCK Cepili, MicLie NpoBEAEHHS KOHTPOO cepii) abo
nocTayanbHuka BUXiZHOrO maTepiany, peareHTy abo
OOMOMDKHOT PEYOBMHU (SIKLLO 3a3HayeHo y A0Cke). BunyyeHHs
nocTavanbHuKIB BUXigHOro matepiany (MoHomepiB) Sanofi
Chimie Ta BASF Pharma (Evionnaz) SA, siki 3a3HaueHi B
po3gini 3.2.S.2.3. KoHTponb maTepianis. A TakoX BHOCATbCS
peaakuinHi 3MiHM LLOAO BKIMOYEHHST HOBILLIMX
penpe3eHTaTUBHUX pe3ynbTaTiB TeCTYBaHHA Ans
nocTayarnbHuKIB akTUBHUX MOHOMepiB Lonza AG Ta Isochem
(Groupe SNPE), siki 3anuLiatoTbCsl.

3a
peuernmom

UA/6307/01/02
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

ane okpim
GionoriyHoro
TECTYBaHHS):
dapmaxemi
B.B.,,
Higepnanaw;
KoHTponb cepii
(Tinbkn
GionoriyHe
TecTyBaHHs): AT
dapmMaueBTUYHN
1 3aBog TeBa,
YropLimHa;
KoHTponb cepii
(aHaniTnyHe
TECTyBaHHs Ta
BUBYEHHSI
cTabinbHOCTI):
Asig Kemikan
IHpacTpis JiTg.,
I13painb

69.

KOMAKCOH®
-TEBA

PO34MH NS iH'EKLiN,
20 mr/mn; no 1 mn
npenapaty y
nonepeaHL0
HanoBHEHOMY
wnpwui; no 1
nonepeaHL0
HanoBHEHOMY
LINPULLY B KOHTYPHIN
YapyHKOBIN ynakoBLi
3anasHin nanepom 3
MapKyBaHHAM
YKPaiHCbKOIO MOBOO
abo no 1
nonepeaHL0
HanoBHEHOMY
LLUNPULY B KOHTYPHIl
YapyHKOBIN ynakoBLi
3anasHin Nnisko
6e3 MapKyBaHHs; no
28 nonepeaHbO
HanoBHEHUX
npuuiB y
KOHTYPHUX
YapyHKOBUX
ynakoBKax y
KapTOHHiI kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BUPOBHMUTBO 3a
MOBHWUM LIMKIIOM:
TeBa
dapmavesTikan
IHpacTpis JiTg.,
I3paineb;
BMPOGHMLTBO 32
MOBHUM LMKIIOM:
HopToH
Xerckea
Nimiten T/A
AMBEKC
dapmacbioTmkan
3 lOK, Benwka
BpuTaHis;
KOHTPOMb cepii
(noBHe
TeCTyBaHHs,
BKIIOYa4M Ha
CTepUIbHICTb Ta
GakTepianbHi
€HL0TOKCUHMW,
arne okpim
GionoriyHoro
TECTYBaHHs):
dapmaxemi
B.B.,
HigepnaHnaw;

I3paine/
Benwuka
BpuTaHis/
Higepnanaun
/

YropwuHa

BHECEHHS 3MiH 0O peecTpaLiHuX maTepianis: 3miHu | Tuny -
3miHn 3 skocTi. A®I. KonTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha ADI, abo BUXigHUIA/MPOMIXHMIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpOGHMLUTBA ADI (iHLWi 3MiHW).

BHeceHHs 3MiH B cneuudikaLito BUXiHMX MaTepianis WwWoao
3MiHM NapameTpy OnNUcy MOHOMEPIB rmaTtupamMepy alertarty, a
came pPO3LUMPEHHSI KPUTEPIito NPUAHATHOCTI KONbopy
rnytamary: i3 «White, crystalline powder» Ha «White to off-
white to yellowish crystalline powder» 3 BignosigHUMKN 3MiHaMu
B po3ain 3.2.S.2.3. KoHTponb maTepianis (Starting Materials
Quality Information/Monomer Representative Results). 3miHu |
Tuny - AOMiHICTpaTuBHI 3MiHW. BunyyeHHst BUpobHuyoi
AinbHWUI (BKNoYatoun ginbHuLi ans Al npomixxHoro
npoAaykTy abo roToBOro nikapcbkoro 3acoby, AinbHNL Ans
npoBefeHHs NaKyBaHHs!, BUPOOHYKa, BiAnosigansHoro 3a
BUWMYCK Cepili, MicLie NpoBEAEHHS KOHTPOO cepii) abo
nocrayanbHuka BUXiAHOro maTepiany, peareHty abo
OOMOMDKHOT PEYOBMHU (SIKLLO 3a3HayeHo y A0Cke). BunyyeHHs
nocTavanbHuKIB BUXigHOro matepiany (MoHomepiB) Sanofi
Chimie Ta BASF Pharma (Evionnaz) SA, siki 3a3HaueHi B
po3gini 3.2.S.2.3. KoHTponb maTepianis. A TakoX BHOCATbCS
pedakuinHi 3MiHM LLOAO BKIOYEHHST HOBILLIMX
penpe3eHTaTUBHUX pe3ynbTaTiB TeCTYBaHHA Ans
nocTayarnbHuKIB akTUBHUX MOHOMepiB Lonza AG Ta Isochem
(Groupe SNPE), siki 3anuwatoTbcsl.

3a
peuernmom

UA/6307/01/01
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTPONb cepii
(Tinbkn
GionoriyHe
TecTyBaHHs): AT
dapmaueBTUYHN
1 3aBopg TeBa,
YropLimHa;
KOHTpOMb cepii
(Tinbkn
GionorivyHe
TeCTyBaHHs):
AGik ITa.,
I13paineb;
KOHTpOb cepii
(aHaniTnyHe
TecTyBaHHA Ta
BMBYEHHSI
cTabinbHOCTI):
Asig Kemikan
IHpacTpis JiTg.,
I13painb
70. | KOPBA3AH® | Tabnetku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/1371/01/01
NniBKOBOIO "KviBmegnpen "KniBmegnpenap 3MiHn 3 axocTi. CepTudikaT BignosiaHocTi/l E-cepTudikat peuernmom
o6onoHkKoto, no 25 apat” ar" BignoBigHoOCTI €Bponewchkin hapmakonei/MoHorpadii.
mr; no 10 TabneTtok MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa BiANoBIgHOCTI
y 6nicTepi; no 3 abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €BpPONEnChKii
Gnictepu y navui dapmakonei: gna APl; ons BUXigHOro
matepiany/peareHTy/NnpoMiKHOro NPOAYKTY, WO
BMIKOPUCTOBYIOTbCA Y BUpobHuUTBi A®I; AN fonoMikHOT
peyoBUHYM (cepTudikaT BignoBigHOCTI €BponeichKii
apmakonei) - HoBuii ceptudikat Bi HOBOro BUpoGHMKa
(3amiHa abo JONOBHEHHS) - NOAaHHSA HOBOro cepTudikata
BignoBigHocTi €Bponeiickki papmakonei Ne R1-CEP 2004-
287 - Rev 05 gnsa A®l kapseaunony Bif HOBOro BUPoGHUKa
Zhejiang Huahai Pharmaceutical Co., Ltd., Kutan
(monoBHEHHS)
71. | KOPBA3AH® | TabneTku, BKpUTI MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3MiHu | Tuny - 3a UA/1371/01/02
NniBKOBOO "KviBmegnpen "KviBmegnpenap 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE-cepTudikar peuernmom
obonoHkot, no 12,5 apatr” at"

mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu y navui

BignoBigHocTi €Bponeichkiii hapmakonei/MoHorpadii.
MonaHHsa HoBoro abo OHOBMEHOTO cepTudikaTa BiANoBIAHOCTI
abo Buny4veHHs ceptudpikata BianoBiaHOCTI €BpONENChKi
dapmakonei: gna APl; ons BUXigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVKOPVCTOBYIOTbCH Y BUpobHUUTBI A®I; Ans AonomikHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI €Bponeinchkil
apmakonei) - HoBuii ceptudikat Bif HOBOro BUpobHuka
(3amiHa abo JOMNOBHEHHS) - NOAAHHSA HOBOro cepTudikara
BignoBigHocTi €Bponelickkit papmakonei Ne R1-CEP 2004-
287 - Rev 05 gns A®I kapeaunony Big HOBOro BUpobHUKa
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Zhejiang Huahai Pharmaceutical Co., Ltd., Kutai
(BonoBHeHHs)
72. | KOPOAPOH® | po3uunH gns iH'ekui, | TOB "CaHodi- YkpaiHa CaHodpi BiHTpon PdpaHLuis BHECEHHS 3MiH 4O peecTpauinHmx maTtepianis: 3miHu | Tuny - 3a UA/3683/01/01
50 mr/mn ABeHTiC IHpacTpia 3MmiHu 3 akocTi. A®l. Kontponb A®I. 3miHa y napameTpax peuernmom
Ne 6: no 3 mn B YkpaiHa" cneuudikauin Ta/abo 4ONyCTUMUX MEX, BUSHAYEHUX Y
amnyni; no 6 amnyn crneungikauiax Ha A®l, abo BUXIGHUA/NPOMIXKHWIA
B MONIMEPHMX NpoAyKT/peareHT, O BUKOPUCTOBYIOTLCS Y NpoLeci
YapyHKax y BUMPOOHMUTBa AD| (3BYXXEHHS AONYCTUMUX MEX, BUSHAYEHUX Y
KapTOHHil kopobui cneumgikauii) 3MiHa JONyCTUMUX MeX LLOAO BMICTY Moanais,
BU3Ha4YeHuX y cneumdikauii Ha APl amiogapoHy rigpoxnopua.
3atBepaxeHo: NMT 150 ppm 3anponoHosaHo: NMT 100 ppm
73. | KOPOAPOH® | Tabnetku no 200 mr; | TOB "CaHodi- YkpaiHa CaHodpi BiHTpon ®paHuis/ BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny - 3a UA/3683/02/01
Ne 30 (10x3): no 10 ABeHTiC IHpacTpia, YropwuHa 3MmiHu Woao 6esnekn/edekTVBHOCTI Ta hapMakoHarnsagy. peuenmom
Tabnetok y bnictepi; YkpaiHa" ®paHuis; 3MiHa y KOpOTKi XapaKTeprCcTULi NikapcbKoro 3acoby, TEKCTi
no 3 Gnictepn y XIHOTH 3aBon MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3aCTOCYBaHHS Ha
KapTOHHIN kopobuyj; dapmMaueBTUYHN nigcTaBsi perynspHO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
Ne 30 (15x2): no 15 X Ta XiMiYHnX nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHs
Tabnetok y Gnictepi; MpoaykTis nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepioa, abo sk
no 2 énictepn B Mpamsit Ko. pesynbTaT OLiHKU 3BIiTY 3 AOCNIAXEHb, NPOBEAEHWX BiAMNOBIAHO
KapTOHHiIN kopoOLi JiTa. [0 nnaHy negiatpuyHnx gocnigxeHs (PIP) (3MiHy y3rogxeHo 3
MipnpuemcTso 2 KOMMNETEHTHNM YNOBHOBaXXEHNM OpPraHoM)
(nianpuemcTeo 3MiHN BHECEHO B IHCTPYKLIiO AN MEANYHOTO 3aCTOCYBaHHS
Bepelwenpbxas), nikapcbkoro 3acoby oo posginie "Baaemogisi 3 iHWnMun
YropwuHa nikapcbkuMu 3acobamu Ta iHWi Buan B3aemogin” Ta "MobiyHi
peakuii” BignoBigHO 40 OHOBMEHOI iHdopMauii woao 6esnekn
3aCTOCYBaHHS Ail040l peYOBMHY 3rigHO 3 pekoMeHaaLlieto
PRAC.
74. | KCUNA30N- crpew HasanbHUi, TOB «YOPJI4 YkpaiHa yorPng TypeyunHa BHECEHHS 3MiH IO peecTpaLiHMX maTtepianis: 3miHa 3asiBHUKa 6e3 UA/18501/01/01
Kiac po3umH; no 10 mny MEOVLNH» MEOVUNH (BnacHuka peecTpaLifiHOro noceigveHHs) (3rigHo Hakaly MO3 peuenma
rakoHi 3 INAY CAH. BE Bia 23.07.2015 Ne460). TepmiH BBeAEHHSI 3MiH NpOTArom 6
posnunoBavemM Ta TIODK. A.LL. MicsiLiB nicnsi 3aTBepaKeHHA. 3MiHu | Tuny - 3miHu wopao
3aXMCHUM 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
KoBMa4kom; no 1 3MiHW 00 y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
nakoHy B (BBEAEHHS y3araribHEHWX AaHKX NPO CUCTEMY

KapTOHHI kopobLi

dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 chapMakoHarnsay 3asiBHUKa Anst 30iNCHEHHSI
cbapmakoHarnsgy B YkpaiHi, siKLwo BoHa BigMiHHa Big
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi macTep-anna cuctemn papmakoHarnsagy).
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKA, BiAnoBiganbHoi 3a
capmakoHarnsg. Litova pegakuis: Mescim Inbkbaxap OiHyenb
/ Mrs. Mevsim llkbahar Dincel. NMponoHoBaHa pegakuis: Myano
[aHHa CTaHicnasiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOI 0COOM 3asBHUKA, BignoBiganbHol 3a
dapmakoHarnag. 3miHa micus 34iNCHEHHs] OCHOBHOT
AisnbHoCTi 3 hapmakoHarnsgy. 3miHa MicLe3HaxooKeHHs
MacTep-canna cuctemy dhapmakoHarnsagy.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
75. | KCUNOCMPE | cnpeit HazanbHWiA, TOB YkpaiHa MAT YkpaiHa BHECEHHS1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 6e3 UA/19065/01/02
n 1,0 mr/mn no 10 mn "APTEPIYM "Tannidapm” 3MiHu 3 siKocTi. FoToBMI Nikapcbkuid 3acib. Cuctema peuenma
y (bnakoHi 3 nTa" KOHTeNHep/3akynoptoBanbHuii 3acio. 3miHa napameTpis
HacoCoM 403aTOpOM cneumdikauiv Ta/abo 4OMYCTUMMX MEX NEPBUHHOI YNaKoBKN
i3 po3nunioBavem; roTOBOrO MikapCbKoro 3acoby (iHLUi 3MiHW) - OHOBMEHHAM
no 1 donakoHy B crneumdikaLii Ha Hacocu fo3aTopu 3 po3nuioBavYem
nauui BupobHMLTBa Shenzhen Bona Pharma Technology Co., Ltd,
Kurtan.
CynyTHs 3MiHa
- 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3acic. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa y metogax
BUNPOBYBaHHS NEPBMHHOI YNaKOBKV rOTOBOIO NiKapCbKoro
3acoby (He3HayHi 3MiHW y 3aTBEpMKEHNX MeTodax
BMNpobyBaHb);
3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6.
Cuctema koHTelHep/3akynoptoBanbHui 3aci6. 3miHa
nocTayanbHvKa nakyBanbHUX maTtepianis abo KOMMMIEKTY4MX
(SIKLLO 3a3HAYeHO B OCLE) (BUITyYEHHSs MocTavanbHuka) -
BUSTyYEeHHS MocTavarnbH1Ka NepBUHHOI YMaKoBKW (Hacocu
[o3aTopu 3 posnuioBayem), a came BMpobHuka Yuyao
Nuobang Plastic Factory, Kutain ta Buny4yeHHs iHdopmalji
LLOA0 NOCUNAaHHA Ha BUPOBHMKIB NMEpPBUHHOT YNakoBKK (Hacocu
posatopu 3 posnunioBayem) 3 p. 3.2.P.7. Cuctema KoHTenHep/
3aKynoptoBasbHuWii 3acib
76. | KYTEPH TabneTkn, BKpUTI AcTtpa3eHeka LLseuis BUPOGHMLTBO CLIA/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/17484/01/01
NniBKOBOO Ab nikapcbKkoro Lseuis/ AOMiHICTpaTMBHI 3MiHN. BunyyeHHs BUPOGHWYOT AinbHULI peuernmom
obonoHkoto, 5 mr/10 3aco0y, Benuka (Bkntovatoum ainbHuui ans A®l, npomixxHoro npoaykty abo
Mr, no 14 TabneTok nepBUHHE BpuTaHis roTOBOro NMikapcbKoro 3acoby, AinbHWLI AN NPOBEAeHHS
y bnicTepi, no 2 nakyBaHHs Ta nakyBaHHs1, BUpOOHWKa, BifnoBiAansHOro 3a BUNyCK cepin,
Gnictepn y npoBeAeHHs MicLie NpoBeAeHHs KOHTPOto cepii) abo noctavanbHUKa
KapTOHHiI kopobui BUNpobyBaHsb: BUXigHOro Matepiany, peareHTy abo JOMNOMiXXHOI pe4yoBUHM
AcTtpa3eHeka (SIKLLLO 3a3HaYeHO y [OChE) - BUNYYEHHSA BUPOOHMYOT AinbHNLL
dapmacbioTmkan Actpa3eHeka MME6X, HimeuuunHa, BignoBigansHoOi 3a NepBUHHE
c JIMN, CLA; Ta BTOPWHHE MaKyBaHHS, BUMYcK cepii. 3MiHM BHeCceHo A0
nepBuHHe Ta IHCTPYKUiT ANA MeaMYHOro 3acToCyBaHHs NikapcbKoro 3acoby
BTOPWHHE OO BUNYYEHHSA BUPOOHMKA 3 BiANOBIAHMMW 3MiHAaMW B TEKCTI
nakyBaHHs MapKyBaHHHS yNakoBOK fikapcbkoro 3acoby. BeeaeHHs 3MiH
nikapcbkoro npoTarom 6-Tu MicsuiB nicns 3aTBepakeHHs; 3MiHu | Tuny -
3aco0y, 3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y
npoBeAeHHs BMPOGHMUTBI. 3MiHa iMnopTepa/3MiHu, Lo CTOCYHTLCS
BUNPOOYBaHb, BUMYCKY Cepii Ta KOHTPOM AKOCTi FOTOBOIO NiKapCbKoro
BUMYCK cepii: 3acoby (3aMiHa abo JofaBaHHs AinbHUL, Ha kil
AcTtpa3eHeka 3[iNCHIOETLCST KOHTPOIL/BUNPOBYBaHHS cepii) - foaaBaHHS
AB, UWBeuis; BUpo6HMYOT ainbHULi Actpa3eHeka Ab dopckapraTtaH 18,
nepBrHHe Ta Copeptan’e, 151 85 LUBeuis;, BignoBigansHOT 3a NpoBeAeHHS
BTOPWHHE BMNpobyBaHb nikapcbkoro 3acoby. 3a3HayeHHsi agpecun
nakyBaHHs

nikapcbKkoro
3acoby, BUNyck

3aTBepakeHoro BMpobHuka Actpa3eHeka Ab MepTyHeBereH,
Copeptan’e, 151 85, LLeuis B MKA J13. BBeaeHHs 3amiH
npoTsarom 6-Tn MicsiliB nicns 3aTBepAXXeHHst; 3MiHu | Tuny -
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3acoby
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Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

cepii:
AcTtpa3eHeka
IOK Nimiten,
Benwka
BputaHis;
npoBeaeHHs
BUNpoOyBaHb
nikapcbkoro
3acoby:
AcTtpa3eHeka
AB, WBeuisn

3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y
BMPOBHMUTBI (iHLWi 3MiHK) - KOperyBaHHs nepknagy onucy
yHKLUi BUpobHMKiB: AcTpa3eHeka PapmacbioTukanc JI1,

CLUA; Actpa3eHeka AB, leptyHeBereH, CogepTan’e, 151 85,
LLseuis Ta Actpa3eHeka HOK Jlimiteq, Benuka BputaHis.
BBefeHHs 3MiH NpOoTArom 6-Tu MicsiLiB Micnsi 3aTBEPOKEHHS;
3MiHu | Tuny - 3MiHmn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
apmakoHarnsaay (iHwi 3amiHn) - BHeceHo pegakuinHi npaBku
[0 IHCTPYKUii ANs Mean4HOro 3acTocyBaHHs! NikapCbKOro
3acoby B po3ginu "®apmakonoriyHi BnactueocTi", "Baaemogis
3 iHWKMMM Nikapcbkumm 3acobamu Ta iHWi Buam B3aemogin”,
"Mepeno3syBaHHsA" 3rigHO 3 MaTepianamm peecTpauiiHoro
pocbe. BBeaeHHs 3MiHM npoTarom 6-tn Micauis nicnsa
3aTBepAKeHHsT; 3miHu Il Tuny - 3miHn Wwoao
6e3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHM y KOpPOTKi
XapaKkTepucTuLi NikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBMMM
OaHUMW 3 SIKOCTI, AOKMIHIMHUMWN, KMiHIMHUMW JaHUMK Ta
naHuMu 3 hapMakoHarnsgy - 3MiHM BHECEHO 0 iHCTPYKLi
0N MeQMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby 4o po3ainis
"dapmakonoriyHi BnactusocTi", "OcobnmeocTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHsi Ta fgo3n", "MoGiyHi peakuii" woao
pe3ynbTartiB KriHiYHOro gocnimkeHHs D1693C00001
(DECLARE) 3rigHO 3 MmaTepianamu peecTpaLjiiHoro oCbe.
BBefeHHs 3MiH NpoTArom 6-Tu MicsiLiB Nicns 3aTBepAKEHHS

77.

JTASOJIBAH®

pO34nH Ans
iHransauin Ta
nepopansHoro
3acTocyBaHHs, 15
Mr/2 Mn

no 100 mny
dnakoHi 3
KpanenbHuueto; no 1
dnakoHy y
KOMMMEKTi 3 MipHUM
KOBMa4yKkoM B
KapTOHHiI kopobui

TOB "Onenna
Xenckea
YkpaiHa"

YkpaiHa

IcTiTyTO DE
Awnxeni C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosigHocTi/lE-cepTudikat
BignoBigHocTi €Bponeichkini hapmakonei/MoHorpadii.
MoaaHHsa HoBoro abo oHoBneHoOro ceptudikarta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI €Bponeinchkii
dapmakonei: gna API; ons BUXigHOro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonomixHOT
peyoBUHY (cepTudikaT BigNoBigHOCTI €EBponenchKil
dapmakonei) - HoBui ceptudikat i HOBOro BUpobHuka
(3amiHa abo [ONOBHEHHS)
nofaHHst HOBOTO cepTudikaTa BignoBiAHOCTI €Bponeinchkii
capmakonei Ne R1-CEP 2004-201-Rev 04 ons gitoyoi
peyoBuHM Ambroxol hydrochloride Big HoBoro BUpoGHUka
SHILPA MEDICARE LIMITED, IHgis B 4ONOBHEHHSA A0
3aTBepakeHoro BMpobHuka Bidachem S.p.A., ITanis.

6e3
peuenma

UA/3430/06/01

78.

JIAMIKOH®

Tabnetkmno 0,25r
no 7 tabnetok y
Gnictepi; no 2
Gnictepu B nayui

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTENHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo 4ONyCTUMUX MEX NEPBUHHOI YNaKoBKM
roTOBOro NikapCbKoro 3acoby (iHLWi 3MiHN) BHECEHHST 3MiH 0
po3giny 3.2.P.7 Cuctema KoHTewHep/ 3aKynoptoBanbHUn
3acib, a came oHOBMEHHS cneumndikauii ans dponbrm
arntoMiHieBoi NakoBaHoi ApYKOBAHOI 32 MOKa3HWKOM « TOBLUUHA

3a
peuerimom

UA/2714/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
conbrn». 3MiHm | TUNy - 3MiHKM 3 sIKOCTI. FOTOBMIA NMikapCbKMit

3aci6. CucTtema koHTeliHep/3aKkynoptoBanbHuii 3acit. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMMUX MEX NEePBUHHOT
YNaKoOBKM FOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHWM) BHECEHHS
3MiH go po3sginy 3.2.P.7 Cuctema koHTenHep/
3aKynoptoBarbHuWI 3acib, a came OHOBMNEHHS cneumadikauii ons
NNiBKM NONIBIHINXNOPWAHOI 3a NOKA3HMKOM « TOBLUMHA MITiBKMY.
3MinHu | TUny - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuin 3aci6.
Cuctema koHTelHep/3akynoptoBanbHuii 3aci6. 3MiHa
napameTpiB cneuudikauin Ta/abo JoNyCTUMUX MEX NEPBUHHOT
YNaKoBKW rOTOBOrO MiKapCbKoro 3acoby (4OMOBHEHHSI
cneymaikauii HOBMM NOKa3HUKOM 3 BigNOBIOHNM METOA0M
BUNPOOYBaHHS) OHOBMEHHs po3againy 3.2.P.7 Cuctema
KOHTelHep/ 3akyrnoptoBanbHuUi 3acib, a came 4ONOBHEHHSI
cneymaikauii Ha NiBKY NONIBIHINXNOPUAHY NOKa3HMKOM
«lgeHTudikauis».
3miHu | Tvny - 3miHm 3 AkocTi. FoToBUI Nikapcbkuii 3acio.
Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikaui Ta/abo 4onycTUMUX MEX NepPBUHHOT
YNaKoBKW rOTOBOrO MikapCbKoro 3acoby (40NMOBHEHHS
cneymaikauii HOBMM NOKa3HUKOM 3 BifNOBIHNM METOA0M
BUNPOOYBaHHS) OHOBMEHHs po3aainy 3.2.P.7 Cuctema
KOHTeNHep/ 3akyrnoptoBanbHuUi 3acib, a came AONOBHEHHSI
crneungikauii Ha onbry antoMiHiEBY NnakoBaHy ApyKOBaHY
nokasHUKoM «laeHTudikauisy (nokasHUK BU3HAYaETLCS Anst
BunpobHuka “MTC Polska Sp. Z.0.0.). 3minu | Tuny - 3miHn 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX NEPBUHHOI YNaKoBKN
rOTOBOrO fikapCbKoro 3acoby (BUMYYEHHS1 HE3HAYHOro
rnokasHuka (Hanpuknag 3acTapinoro nokasHvika)) OHOBMEHHS
po3giny 3.2.P.7 Cuctema KoHTewHep/ 3aKynopoBanbHUin
3acib, a came: BUNyYeHHs 3i cnevuudikauii nnisku
noniBiHINXNOPUAHOT He3HaYHMX NokasHukiB n. «Matepian»,
«Po3mipu pynoHy», «lWnpuHa nniskuy», «LWinbHicTe nriBkuy,
«TemnepaTypa po3m’'sikiieHHs 3a Bika (VST)», «MiuHicTb npu
po3TAryBaHHi», «Ycaaka npu nporpiBaHHi (MOB34OBXHS)»,
«KoediuieHT cBiTnonponyckaHHs (Ans CBiTNO3axMCHOI
nniskn)». 3miHm | TMny - 3MiHK 3 AkocTi. FoTOBUIA NiKapCbKniA
3acib. Cuctema KoHTelHep/3akynoptoBanbHUiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo JonyCcTUMNX MEX NEPBUHHOT
YMaKOBKW FOTOBOIO JiKapCbKOro 3acoby (BUIyYEHHs!
He3Ha4yHOro nokasHuka (Hamnpuknag 3acTapinoro nokasHuka))
OHoBMeHHs po3giny 3.2.P.7 Cuctema KoHTenHep/
3aKynoptoBasnbHuWi 3acib, a came: BUNy4YeHHs 3i cneuudikadii
Ans onbr antoMiHieBOI NakoBaHO! APYKOBaHOI HE3HAYHUX
nokasHukiB n. «Matepiany, «pagiyHe ocbopMMneHHs,
NpPaBUIbHICTb HAHECEHHS TEKCTY», «Po3amipu pyroHy»,

«LWvpwrHa donbru gpykoBaHoi», «[loBepxHeBa LUiNbHICTb
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donbrny, «oBepxHeBa LWiNbHICTb oNnbrv ApyKOBaHOI»,
«BuW3Ha4YeHHs1 HaAIMHOCTI HAHECEHHSsT ApyKapcbkmx apb Ta
3aXMCHOrO naky Ha chonbry (agresisi donekcorpadcbkoro
OpyKy)», «CTiKICTb NOBEPXHEBOIO LWapy onbr 4o BUCOKOT
TemnepaTtypu (TemnepaTtypHun TecT)», «CknetoBaHHs 3 MBX».

79.

JIAMITOP

Tabnetku no 25 wr;
no 10 Tabnetok y
GnicTepi; no 3
Gnictepn y
KapTOHHil kopobui

TOPPEHT
®APMACHIOT
IKANC NTL.

IHgia

TOPPEHT
®APMACBIOTIK
ANC NTA.

IHAisA

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHu | Tuny -
3MiHun wopao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnaay.
BeeneHHs abo 3MiHu 4o y3aranbHeHWX AaHUX Npo cuctemy
apmakoHarnsay (BBeAeHHS y3aranbHEeHUX 4aHuX Npo
cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnsay 3asiBHUKa 4N 34INCHEHHSs
bapmakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHa Big
YNOBHOBaXEHOT 0cobu, BiAnoBiganbHoi 3a 34iNCHEHHS
tapMakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo amiHn y
po3MilLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobu 3asiBHKKA, BignoBiganbHoI 3a
tbapmakoHarnag B YkpaiHi.

Litova pepakuis: Mr. Jigar Jaswantsinh Jadeja. lNponoHoBaHa
pepakuisi: Onyshchuk Liudmyla Valeriivna. 3MiHa KOHTaKTHUX
[aHNX KOHTAKTHOI 0cobu 3asBHMKA, BiANoBiAanbHOI 3a
bapmakoHarnag B Ykpaiti

3a
peuernmom

UA/2915/01/01

80.

JIAMITOP

Tabnetku no 50 wmr;
no 10 Tabnetok y
Gnictepi; no 3
Gnictepn y
KapTOHHiI kopobui

TOPPEHT
®APMACHIOT
IKANC NTA.

IHaisa

TOPPEHT
®APMACHIOTIK
ANC NTA.

IHAis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
dapmakoHarnsay (BBEAEHHS y3aranbHEeHUX AaHuX npo
cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnsay 3asBHUKA AN 34INCHEHHS
bapmakoHarnsgy B YkpaiHi, aKWwo BoHa BigMiHHa Bif
YNOBHOBaXEHOT 0co6WU, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnagy (BKIoYarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLieHHi MacTep-caina cuctemu bapmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BiAnoBiganbHoi 3a
tapmakoHarnsag B YkpaiHi.

Lirova pepakuis: Mr. Jigar Jaswantsinh Jadeja. NMponoHoBaHa
pepakuisi: Onyshchuk Liudmyla Valeriivna. 3miHa KOHTaKTHUX
[laHUX KOHTaKTHOT 0cobu 3asBHMKa, BiANOBiganbHOI 3a
hapmakoHarnsg B YkpaiHi

3a
peuerimom

UA/2915/01/02

81.

JTAMITOP

Tabnetkun no 100 wmr;
no 10 Tabnetok y
GnicTepi; no 3
Gnictepn y
KapTOHHiI kopobLyi

TOPPEHT
®APMACHIOT
IKANC NTA,

IHaia

TOPPEHT
®APMACHIOTIK
ANC NTA.

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny -
3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta dbapMakoHarnsaay.
BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHUX NPO CUCTEMY
dapmakoHarnagy (BBeAeHHs y3aranbHEHUX aHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMmakoHarnsay; KOHTakTHOT
ocobu 3 chapMakoHarnsay 3asBHUKa Anst 30iNCHEHHSI
thbapmakoHarnsgy B YKpaiHi, Ko BoHa BiaMiHHA Big
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHOI 3a 3A4iNCHEHHS
dhapmakoHarnagy (BKYarymn KOHTaKTHI AaHi) Ta/abo 3miHn y

3a
peuenmom

UA/2915/01/03
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
po3MiLLeHHi MacTep-channa cuctemm chapmakoHarnsgy).
3MiHa KOHTaKTHOT 0co6M 3asiBHMKA, BignosiganbHoi 3a
capmakoHarnsg B YkpaiHi.
[Litoua pepakuis: Mr. Jigar Jaswantsinh Jadeja. lNponoHoBaHa
pepakuisi: Onyshchuk Liudmyla Valeriivna. 3miHa KOHTaKTHUX
[aHNX KOHTAKTHOI 0cobu 3asBHMKA, BiANOBiAanbHOI 3a
chapmakoHarnsg B YkpaiHi
82. | NATAHOMNPO | onis (cybcTaHuis) y E€BPOAmMI YropwuHa E€BPOAINI YropuuHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHa 3asBHUKa - UA/17763/01/01
CT CKMAHMX chrakoHax XaHrepi JlT4. XaHrepi 4. J13 (MIBIM) (BnacHuka peecTpauiiHoro NocBig4eHHs) (3rigHo
ans Haka3zy MO3 Big 23.07.2015 Ne 460): 3miHu | Tuny -
dapmaLeBTU4HOro AamiHicTpaTvBHI 3MiHW. 3MiHa HalimMeHyBaHHA Ta/abo agpecu
3acTocyBaHHSA MicLl NPOBaXEHHSI AisnbHOCTI BUpobHUKa (BKMoYarouu, 3a
HeobXiAHOCTI, MicLe NPOBEAEHHSI KOHTPOSIO SIKOCTi), a6o
BMacHvka mactep-ganna Ha A®Il, abo noctavanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMiKHOIO NPOAYKTY, WO
3acTOCOBYOTbCA Y BUpoOHUUTBI ADI (sIKLO 3a3Ha4eHo y AoCcke
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BignoBigHOCTI €Bponeiickkin hapmakonei y 3aTBepaKeHOMY
nocbke, abo BUpoBHMKa HOBOI JOMOMIXKHOT PEYOBUHM (SIKLLO
3a3Ha4yeHo y AOCbE) 3MiHa HalMeHyBaHHSA BUPO6HMKa AP| 6e3
3MiHM Micusa BUpoGHMLTBA. 3MiHK | Tuny - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I (iHWwi 3miHW) 3miHa MoBU BuKnageHHs MKA 3
POCIICbKOI Ha YKPaiHCbKY
83. | NEBOKOM Tabnetku AciHo ®apma LLisenuapi MoBHWIA UMKN LLisenuapis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB: TexHiuyHa 3a UA/16261/01/01
PETAPO NPOIIOHroBaHoI A, Al a BUPOBHMUTBA: EcToHis nomurika (3rigHo Haka3y MOS Big 23.07.2015 Ne 460) peuenmom
ACIHO no 200 mr/50 wmr, no AciHo ®apma BunpaBneHHst TexHIYHOT noMunku, 3rigHo n.2.4. posginy VI
10 TabneTtok y Al LWeeruapis Haka3y MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
6nicTepi; no 3 abo nepBuHHA Ta Hakady MOS3 Ykpainu Big 23.07.2015 p Ne 460) —
10 6nicTepiB y BTOpPUHHA BunpaBneHHs TeXHIYHOT MOMUIKK, NOB’A3aHO 3
KapTOHHiI kopobui ynakoBka: HEBIOMNOBIAHICTIO (Pi3HOYUTAHHST) B MEXaX OQHOI0 JOKYMEHTA,
AciHo ®apma aonyleHHs nomunky y Crneumdpikadii Ha TepmiH npugaTHoCTi
Arl, Wsenuapis 32 NOKa3HWKOM «[JOMiLLKMN», @ caMe: HEBIPHO 3a3HaYeHO
anbTepHaTUBHa KpuTepiii NpUAHATHOCTI « CyMU HEBIOOMUX [OMILLIOKY.
ainbHUUSA ons 3a3HayeHe BUMNpaBreHHs BignoBigae maTtepianam
NepPBUHHOIO Ta peecTpaLiiHOro 4OCheE.
BTOPUHHOIO
nakyBaHHs:
AciHo EcToHis
QY, EcToHis
84. | NIEBOKOM TabneTkn AciHo ®apma LLiseviapi MoBHWUI UMKN LLIseninapis/ BHECEHHS 3MiH [0 peecTpauiiHux matepianis: TexHiuHa 3a UA/16260/01/01
PETAPO NPOSTOHroBaHoI A, Al ] BUpPOOHMUTBA: EcToHis nomurika (3rigHo Hakady MOS Big 23.07.2015 Ne 460) peuenmom
ACIHO no 100 mr/25 wr, no

10 TabneTok y
6nictepi; no 3 abo
10 GnicTepiB y
KapTOHHiI kopobLyi

AciHo ®apma
Arl, WWsenuapis
nepBrHHA Ta
BTOPWHHA
yrnakoBKa:
AciHo ®apma
ATl, WWsenuapis
anbTepHaTUBHA

BunpasneHHs TexHi4YHOI noMunku, 3rigHo n.2.4. posginy VI
Haka3y MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
Hakady MOS3 Ykpainu Big 23.07.2015 p Ne 460) —
BunpasneHHs TexHIYHOT NOMWIKK, NOB’A3aHO 3
HEBIAMOBIAHICTIO (Pi3HOYNTAHHS) B MeXax 04HOro AOKYMEHTA,
aonyeHHs nomunky y Crneumdpikauii Ha TepmiH npugaTHocTi
3a NokasHWKOM «[JOMILLKU», @ came: HEBIPHO 3a3Ha4YeHO
KpuTepivi NpUAHATHOCTI « CyMU HEBIAOMUX [OMILLIOKY.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OinbHMUSA ons 3a3HayeHe BUMpaBreHHs BignoBigae matepianam
nepBUHHOIO Ta peecTpaLinHOro AoChbE.
BTOPWHHOIO
nakyBaHHs:
AciHo EcToHis
OV, EcToHis
85. | NEBOMEKOIT | masbno 25ry MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx matepianis: 3miHu | Tuny - bes UA/0867/01/01
b KOHTenHepax; no 30 dapmaueBTuy dapmaueBTUyHa 3MiHu 3 siKocTi. FoToBMI Nikapcbkuid 3acib. Cuctema peuenma
r,abono40ry Ha chabpuka cabpuka KOHTeVHep/3aKynoptoBanbHUii 3aci6. 3mMiHa y NepBUHHIN
Tybax anoMiHieBuXx; "Biona" "Biona" yNaKoBLi FOTOBOrO JlikapCbKoro 3acoby (sIKiCHWUIA Ta KinbKiCHWUIA
no30r,abono40r cknag) - M'aki Ta HecTepunbHi piaki nikapceki dopmu -
y TyGi antomiHiesin; BBeAeHHA aoaatkoBumx ynakoBok no 20r, no30rtano40ry
no 1 1y6iy Ty6ax namiHaTHUX Tuny ABL 3 GylloHamu y nadyui Ta 6e3
KapTOHHIN nayi ; no nayku, 3 BignoBigHNMK 3MiHaMK [0 p. «YnakoBka». 3MiHu
20 r y Tybax BHECEHi B po3ain "YnakoBka" B iHCTPYKLiO ANs MEQUYHOro
antomiHiemnx; no 20 3acToCyBaHHS Nikapcbkoro 3acoby y 3B"A3Ky 3 BBEAEHHSM
ry Ty6i anomiHieBin; [0AaTKOBMX YNAKOBOK, SIK HACMIAOK - 3aTBEPOXKEHHSA TEKCTY
no 1 Ty6iy MapKyBaHHS 100ATKOBUX YNaKoBOK fikapcbKoro 3acoby.
KapTOHHIN nayui; no BBegeHHs 3MiH NPOTArom 6-TW MicsAUIB NiCNA 3aTBEPLKEHHS.
20, mo 30 r abo no
40 ry Ty6ax
namiHatHux; no 20 r,
no30rabono40ry
Ty6i namiHaTHin; no
1 Ty6i B KAPTOHHIN
nayui
86. | IEHAHI'MO Kkancynu Teepgi, no O-p Peppi'c IHaia O-p Peppi'c IHAis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/17270/01/01
5 mr, 28 kancyn y JTabopaTtopic JlabopaTopic 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenmom
KOHTeWHepi, no 1 Iitg INto 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro 3acoby, TeKCTi
KOHTeNHepy B (BupobHuuni MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHA Ha
KapTOHHiI kopobLyi Biaain - 7) niacTasi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn

nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpaliiHmi nepioa, abo sk
pe3ynbTarT OUiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
00 nnaHy neaiatpnyHux gocnigkerb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OPraHoMm).
3MiHM BHeCeHi 00 IHCTPYKLUIi 4Nt MEAUYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ainu "OcobnmBoCTi 3acTocyBaHHA",
"Mo6iyHi" BigNoBiAHO A0 OHOBMEHOT iHchopmaLlii 3 6e3neku
Lilo401 peyoBMHU LWOJ0 CUHOPOMY fi3ncy nyxnuH. BBegeHHs
3MiH MPOTSroM 6-Tu MicALiB nicnsa 3aTBepKeHHs. 3MiHu | TUny
- 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro 3acofy, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT AnA MEANYHOro 3aCTOCYyBaHHS Ha
niacTaBsi perynsipHoO OHOBMOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku 3acToCyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepiod, abo sik
pes3ynbTarT OUiHKK 3BiTY 3 OCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxkexb (PIP) (3MiHy y3rogkeHo 3
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KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM). 3MiHU BHECeHi 0
iHCTpPYKUIi ANs MEANYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ginu «Ocobnuei 3axoan 6eanekny», «OcobGnMBOCTI
3acTocyBaHHA», «3acTocyBaHHS y nepiog BariTHOCTI abo
roflyBaHHs rpyaato», «MobiyHi peakuii» BianosigHo o
OHOBIEHOI iHcbopmaLii 3 6e3neku 4iloyoi peHOBUHM LLOA0
PU3MKY BUHUKHEHHS1 eMBpiodeTanbHOI TOKCUYHOCTI Ta peakLii
NyXIMHHOIO crarnaxy, a TakoX ocobnMBOCTi 3aCTOCYBaHHS y
XIHOK | YONOBIKIB 3 peNpPOAYKTUBHMM NOTEHLiarioMm.
BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB Micnsi 3aTBEPOXKEHHS.
3MiHn | TUny - 3miHK Wwopo 6esnekn/edekTMBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT ans
MEeOUYHOro 3aCTOCYBaHHS Ha NigcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
gocnimxeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pesdynbTaT OUiHK/ 3BITY 3
[ocnigpkeHb, NpoBeaeHNX BIANOBIAHO 40 NnaHy neaiaTpuyHmux
pocnigpkeHb (PIP) (3MiHy y3rog)keHo 3 KOMNEeTEHTHUM
YNOBHOBAXEHNM opraHom). 3MiHV1 BHECEHI [0 iHCTPYKUIT Ans
MELMYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3ginu
"OcobnuBocTi 3acTocyBaHHSA" BiANOBIAHO 4O OHOBMEHO!
iHcbopmalii 3 6e3nekm itoYoi pevyoBMHM LOAO NPOrpecyoyoi
MynbTUdOKanbHOI NerkoeHuedanonarii. BBegeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.

87.

JIEHAHTMO

Kancynu Teepai, no
10 mr, no 28 kancyn
y KOHTenHepi, no 1
KOHTEeWHepy B
KapTOHHiI kopobui

O-p Peagi'c
JlabopaTopic
Iitg

IHAisa

O-p Pepgi'c
TlabopaTopic
1o
(BupobHuunin
Bigain - 7)

IHAis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLj NnikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYyBaHHS Ha
niacTasi perynspHo OHOBIIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B micrnspeecTpalinHui nepiod, abo sk
pe3ynbTarT OUiHKK 3BiTY 3 AOCNiMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxkexsb (PIP) (3MiHy y3rogeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OPraHoMm).
3MiHM BHeCeHi 00 IHCTPYKLUIii ANt MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnuBocTi 3acTocyBaHHS",
"Mo6iuHi" BignoBigHO [0 OHOBNEHOT iHhopMaLii 3 6esnekn
LiloY401 peyoBMHU LWOJ0 CUHOPOMY fi3ncy nNyxnvH. BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB Nicns 3aTBEpPAKEHHS. 3MiHu | Tuny
- 3miHu Wwopao 6esnekn/edekTMBHOCTI Ta bapmMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynspHo OHOBMIOBAHOTO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicrnsipeecTpaLiiHui nepiod, abo sk
pe3ynbTarT OLiHKK 3BiTY 3 AOCTIMKEHb, MPOBEAEHNX Bi4NOBILHO
[0 nnaHy negiatpuyHux gocnigxerb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHWUM YNOBHOBaXXEHNM opraHom). 3MiH1 BHeCeHi 40

3a
peuerimom

UA/17270/01/02
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IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y
po3ginu «Ocobnuei 3axoan 6e3nekmy», «OcobnuBoCTI
3acTocyBaHHsA», «3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyaatoy, «MobiyHi peakuii» BignoBigHoO Ao
OHOBIEHOI iHbopMmalLii 3 6e3neku Ail4oi peyoBMHM LWo[o
PU3NKY BUHUKHEHHST eMBpiodheTanbHOI TOKCUYHOCTI Ta peakLii
NyXMHHOIO cranaxy, a TakoX ocobnMBOCTi 3aCTOCYBaHHS y
XIHOK i YOMOBIKIB 3 pENPOAYKTUBHUM MOTEHLianoM.
BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB Micnsi 3aTBEPOXKEHHS.
3MmiHun | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynspHo
OHOBIHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
gocnimxeHb 3 6e3neky 3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiiHuin nepiod, abo sik pesynbTaT OLiHK/ 3BITY 3
OOCMiMKeHb, MPOBEAEHMX BiANOBIAHO A0 NNaHy negiaTpudHmX
pocnigpkeHb (PIP) (3MiHy y3rog)keHo 3 KOMNEeTEHTHUM
YNOBHOBa)EHUM opraHom). 3MiHW BHECEHI 40 iHCTPYKUii ans
MEANYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y posginu
"OcobnuBocTi 3acTocyBaHHSA" BiANOBIAHO 4O OHOBMEHOT
iHcbopMalLii 3 6e3neku LitYoi PpevyoBMHM LWOA0 NPOrpecyoYoil
MynbTudOoKanbHoI nenkoeHuedanonarii. BBegeHHs 3MiH
NpOTSArom 6-Tv MicsiLiB Micns 3aTBEPOXEHHS.

88.

JIEHAHTMO

Kancynv TBepgi, no
15 wmr, no 21 kancyni
y KOHTenHepi, no 1
KOHTeNHepy B
KapTOHHiI kopobLi

A-p Penni'c
JTabopaTtopic
N1

IHaia

O-p Peani'c
JlabopaTtopic
Jtg
(BupobHuunii
Bioain - 7)

IHAis

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHn Wwopo 6esnekn/edeKTMBHOCTI Ta bapMakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHA Ha
niacTasi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs
nikapcbkoro 3acoby B nicrnsipeecTpaiiHmi nepiod, abo sk
pe3ynbTar OLiHKK 3BiTY 3 AOCTIMKEHb, MPOBEAEHUX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxkersb (PIP) (3MiHy y3rogeHo 3
KOMMETEHTHVM YNOBHOBaXXEHUM OPraHoM).
3MiHW BHeCeHi 0 IHCTPYKLIi Ans MeaUYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3ainu "OcobnmBocTi 3acTocyBaHHs",
"Mo6iyHi" BignoBigHO [0 OHOBMEHOT iH(hopMaLlii 3 6e3nekn
[il0Y0i Pe4OBUHM LWOAO CUHAPOMY Mi3ucy nyxnuH. BBeaeHHs
3MiH NPOTSIroM 6-TW MicsILiB nicns 3aTBEepAKEHHS. 3MiHu | TUNYy
- 3miHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCyBaHHSA Ha
niacTasi perynsipHo OHOBIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiHui nepiod, abo sk
pe3ynbTarT OUiHKK 3BiTY 3 4OCNIMKEHb, MPOBEAEHUX BiANOBIAHO
[0 nnaHy nepiatpnyHux gocnigkeHb (PIP) (3miHy y3rogkeHo 3
KOMMNETEHTHWUM YNOBHOBaXEHNM opraHom). 3MiHN BHeCeHi A0
iHCTPYKUIT AN MEAMYHOro 3aCTOCYBaHHS fikapcbKoro 3acoby y

3a
peuernmom

UA/17270/01/03
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po3ginu «Ocobnuei 3axoan 6eanekny», «OcobnMBOCTI
3acTocyBaHHsA», «3acTocyBaHHs y nepioa BariTHoCTi abo
rogyBaHHs rpyaatoy, «MobiyHi peakuii» BignoBigHO Ao
OHOBIEHOI iHcbopmaLii 3 6e3nekn Ailo4oi peHOBUHM LLOA0
PY3VKY BUHUKHEHHS embpiodheTanbHOT TOKCUYHOCTI Ta peakuii
NyXMHHOIO cranaxy, a TakoX ocobnMBOCTi 3aCTOCYBaHHS Y
XIHOK | YONOBIKIB 3 penpoAYKTUBHMM NOTEHLiarioMm.
BBegeHHs 3MiH NpOTArom 6-Tv MicsiLiB Micnsi 3aTBEPOXKEHHS.
3MmiHu | Tuny - 3MiHun Wwopo 6e3nekn/edpeKTUBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3nekn 3aCToCyBaHHS NiKapcbkoro 3acoby B
nicnspeecTpauiiHuin nepiod, abo sik pesynbTaT OLiHKM 3BITY 3
[ocnigpkeHb, NpoBeAeHNX BiANOBIAHO 40 NnaHy NeaiaTpudHmx
pocnimkeHrb (PIP) (3MiHy y3roaxeHo 3 KOMNETeHTHUM
YNOBHOBa)EHMM opraHom). 3MiHW BHECEHI 40 iHCTPYKUii ans
MELMYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3ainu
"OcobnmBocTi 3acTocyBaHHSA" BiANOBIAHO 4O OHOBMEHOI
iHdbopMalLii 3 6e3nekm Lito4oi PpevyoBMHU LWOA0 NPOrpecyoyoi
MynNbTUdOKaNbHOI nerkoeHuedanonaTii. BBegeHHs 3MiH
NpOTHArom 6-Tv MiCsILIB MiCNsi 3aTBEPOXKEHHS.

89.

JIEHAHTMO

Kancynv TBepgi, no
25 mr, no 21 kancyni
y KOHTenHepi, no 1
KOHTeNHepy B
KapTOHHiI kopobui

O-p Peagi'c
IlabopaTopic
Nto

IHgia

O-p Pepgi'c
TlabopaTopic
Nto
(BupobHuunii
Bigain - 7)

lHAis

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha
niacTasi perynspHo OHOBIIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpaLiiHmi nepiod, abo sk
pe3ynbTarT OUiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
00 nnaHy neaiatpnyHux gocnigkerb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHVM YNOBHOBaXX€HUM OPraHoM).
3MiHM BHeCeHi 00 IHCTPYKLUIi 4Nt MEAUYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ainu "OcobnuBoCTi 3acToCyBaHHS",
"Mo6iyHi" BignoBiaHO A0 OHOBMEHOI iHdhopmaLii 3 6e3nekn
Lito401 peyoBMHU LWLOJ0 CUHOPOMY fi3ncy NyxnvH. BBegeHHs
3MiH MPOTSroM 6-Tu MicAUiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny
- 3miHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKkoro 3acoy, TeKCTi
MapKyBaHHs Ta iHCTPYKUiT AnA MEANYHOro 3aCTOCYyBaHHS Ha
niacTasi perynsipHo OHOBIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicrnspeecTpauiiHuin nepioa, abo sk
pe3ynbTarT OUiHKK 3BiTY 3 OCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigxerb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoMm). 3MiHN BHECEHI 40
iHCTPYKUIT AN MeAMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby y
po3ginu «Ocobnuei 3axoan 6e3nekmy, «OcobnueocTi

3a
peuerimom

UA/17270/01/04
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Homep
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3acTocyBaHHsA», «3acTocyBaHHS y nepiod BariTHOCTi abo
roflyBaHHs rpyaato», «MobiyHi peakuii» BianosigHo Ao
OHOBIEHOI iHcbopmaLii 3 6e3nekn Ailoyoi peHOBUHM LLIOA0
PU3NKY BUHUKHEHHST eMBpiodeTanbHOi TOKCUYHOCTI Ta peakuii
NyXIMHHOIO crarnaxy, a TakoX ocobnMBOCTi 3aCTOCYBaHHS y
XIHOK | YONOBIKIB 3 penpoAYKTUBHMM NOTEHLiariom.
BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB Micnsi 3aTBEPOKEHHS.
3Minu | TUNY - 3miHK WwWopno 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHa y KOpOTKii xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT ans
MEeOUYHOro 3aCTOCYBaHHS Ha NigcTasi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
JocnimxeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbTaT OLiHK/ 3BITY 3
[ocnigpkeHb, NpoBeaeHNX BIANOBIAHO 40 NnaHy neaiaTpuyHmux
pocnimpkeHb (PIP) (3MiHy y3rogkeHo 3 KOMNEeTEHTHUM
YNOBHOBAXEHNM OpraHom). 3MiHV BHECEHI [0 iHCTPYKUIT Ans
MELMYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3ginu
"OcobnuBocTi 3acTocyBaHHS" BigNOBIAHO 4O OHOBIEHOT
iHcbopmalii 3 6e3nekm Hitoyoi pevoBMHN LLOAO NPOrpecyyoi
MynbTUdOKaNbHOI nerkoeHuedanonaTii. BBeaeHHs 3MiH
NPOTArom 6-T1 MicsUIB NicNsA 3aTBEPAXEHHS.

90.

JIIHKOMILUMH
-OAPHULUA

PO34MH ANis iH'EKLIN,
300 mr/mn, no 1 mn
abono2wmnB
amnyni; no 5 amnyn
Y KOHTYPHI#
YapyHKOBIN
ynakosLi; no 2
KOHTYPHI YapyHKOBI
YNakoBKW B NauLi

MpAT
"®apmaueBTu
YHa dipma
"NapHuug"

Ykpaina

MpAT
"®apmMaueBTUYH
a dipma
"OapHuug"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHu wopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro 3acody, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYyBaHHS Ha
niacTasi perynspHo OHOBIIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpaliinHui nepiod, abo sk
pes3ynbTarT OUiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxkersb (PIP) (3MiHy y3rogeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OPraHoMm).
3MiHu BHeceHo A0 IHCTPYKLii ANs MeanYHOro 3acTocyBaHHS
nikapcbkoro 3acoby Ao posainis: "OcobnueocTi
3actocyBaHHs", "MMobivHi peakuii” woao 6esnekn
3acToCyBaHHS Aito4ol pe4OBMHM MiHKOMILMH BiAMNOBIAHO A0
pekomeHaauii PRAC. BeegeHHs 3MiH NpoTsiroM 6-Tu Micsuis
nicns 3aTBepAXKEHHs

3a
peuerimom

UA/4582/01/01

91.

NINO®JIABO
H-O®TA

Kpanni o4Hi,
niodpinizat gns
emynbcii; 1 dprnakoH
3 nioghinizatom Ta 1
dnakoH 3 1,5 mn
PO34YMHHMKA (PO34MH
HaTpito xnopuay 9
Mr/mMn) pasom i3
KPULLIKOHO-
KpanenbHuLeto B
iHAMBIQYyaNbHNX

TOB "BIONIK
OAPMA"

YkpaiHa

AT "BIONIK"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauiiHuX maTtepianis: 3MiHa 3asiBHUKa
N3 (MIBIM) (BnacHuka peecTpauinHoro NocBigYeHHs ) (3rigHo
Haka3y MOS3 Big 23.07.2015 Ne 460). TepmiH BBEA€HHS 3MiH -
NpoTArom 6 MicsAUiB NicNsa 3aTBEPIKEHHS.

6e3
peuenma

UA/3053/01/01
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navkax 3 KapToHy

92.

JIOTECT®

TabneTku, BKPUTI
o6onoHkKoto; no 21
TabneTui y 6nictepi
3 KaneHgapHo
LuKarnoto; ro 1
6nictepy y nayui

Banep Al

Himeuumn
a

BMPOBOHMLTBO
npoagykuii in-
bulk, koHTponb
cepii:
Banep Banmap
'vm6X i Ko. KT,
HimeuuunHa;
nepBUHHE Ta
BTOPUHHE
nakyBaHHS,
BUMYCK Cepil:
Banep AT,
HimeuunHa

Himevuunna

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHu | Tuny -
AZMiHIiCTpaTVBHI 3MiHW. BunyyeHHs BUPOOHMYOI OinbHUL
(Bknrovatoum ainbHuui ans A®l, npomixxHoro npoaykty abo
roTOBOrO fikapCbKoro 3acoby, AinbHWLi ANs NpoBeAeHHs!
nakyBaHHsi, BAPOOHMKa, Bi4NOBiganbHOro 3a BUMYCK CEpIl,
MicLie NPOBEeAEHHS KOHTPOMHO cepii) abo noctayansHuka
BMXiQHOrO MaTepiany, peareHTy abo JONOMiIXKHOT pe4OBUHM
(AKLLO 3a3HayeHo y AOCbe) - BuganeHHs anbTepHaTUBHOIO
Bupo6Huka M3 denbdapm Jlinne C.A.C., ®paHuis. 3miHu
BHECEHO [0 iHCTPYKUii ANst MeQUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3aginis "BupobHuK" Ta
"MicuesHaxomkeHHs BUPOOHMKa Ta Moro agpeca Micusi
NPOBaXXEeHHS QisiNbHOCTI" Ta BIANOBIAHI 3MiHW 0 TEKCTY
MapKyBaHHs! ynakoBKM nikapcbkoro 3acoby BBegeHHs 3MiH
npoTsrom 3-x micauiB nicna 3aTBepAXeHHst; 3MiHu | Tuny -
3MiHn wopo 6esnekn/edekTMBHOCTI Ta hbapMakoHarnsagy.
3MiHa y KOpOTKill XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3acCTOCyBaHHS Ha
nigcTaBsi perynspHO OHOBMIOBAHOTO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiHuin nepioa, abo sk
pe3ynbTar OLiHKK 3BiTY 3 OCTIMKEHb, MPOBEAEHNX BiANOBIAHO
00 nnaHy negiatpuyHux gocnigkeHs (PIP) (iHwi 3miHM) - 3MiHK
BHECEHO [0 iHCTPYKUiT AN MeQnYHOro 3acToCcyBaHHS
nikapcbkoro 3acoby Ao po3sginis "lMpoTunokasaHHsA",
"B3aemogis 3 iHWK1MKM nikapcbkMu 3acobamu Ta iHLi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs", a caMme JONOBHEHO
iHdbopmaLito Wwoao 6e3nekn 3acTocyBaHHS NiKapcbKoro 3acoby
BBeaeHHs 3MiH NpoTsArom 3-x MicsAUiB NiCnsa 3aTBEPAXEHHS;
3MiHu | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy MicLA NPOBaMKEHHS AiSNbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BKIOMAOUM AinbHULI BUNYCKY cepii abo MicLe npoBeaeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTEp, HE BKITOYakoYM BUMYCK CEpiii) - BHOCUTBLCS
npaeka o agpecu BupobHuka M3 bariep Baimap M'mbX i Ko.
KI', sikni BignoBsigae 3a BUpo6HMLTBO nNpoaykuii in-bulk, Ta
KOHTpOnb cepii

3a
peuerimom

UA/4859/01/01

93.

MAAJIOKC®

cycrneHsisi oparnbHa;
Ne 30: no 15 mny
nakeTi; no 30
nakeTiB Y KapTOHHIN
KopobLi

TOB "Onenna
Xenckea
YkpaiHa"

YkpaiHa

dapmaric

DdpaHuis

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHun Woao 6e3nekun/edhekTMBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MeAUYHOro 3acTOCyBaHHS Ha
nigcTasi perynspHo OHOBMIOBAHOTO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiiHii nepiod, abo sk
pe3ynbTarT OLiHKK 3BiTY 3 AOCTIfKEHb, MPOBEAEHNX Bi4NOBILHO
00 nnaHy negiatpuyHmx gocnigpkens (PIP) (iHwi 3miHWM) 3MiHK
BHECEHO [0 iHCTPYKUii ANs MeQnYHOro 3acToCyBaHHs

6e3
peuyenma

UA/9219/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nikapcbkoro 3acoby o posginie "Baaemogis 3 iHWnMun
nikapcbkummn 3acobamu Ta iHWi BUAM B3aemogiin",
"OcobnuBocTi 3acTocyBaHHsA" Ta "MobiyHiI peakuii” BignosigHO
0o pekomeHgauin PRAC. BBegeHHs 3MiH NpoTarom 6-tu
MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
3MmiHu |l Tuny - 3MiHK Wwopao 6esnekn/edekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHM y KOPOTKii xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKUIii Ans
MELNYHOro 3aCTOCYBaHHS y 3B’sI3Ky i3 HOBUMM AaHMMU 3
AKOCTi, AOKMIHIMHUMM, KMIHIMHUMW JaHUMKU Ta AAaHUMK 3
bapmakoHarnsgy - 3MiHM BHECEHO [0 iHCTPYKUIiT aAns
ME[MYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"®apmakoTepaneBTnyHa rpyna. Kog ATX." (yTOYHEHHS1 Ha3Bu
rpynu 6e3 3miHun kogy), "®apmakonorivHi BnactmBocTi"
BiANOBIQHO OO MaTepianiB peecTpauiiHoro oocbe. BeeaeHHsa
3MiH NPOTAroM 6-TN MiCLiB NicNsA 3aTBEPAXKEHHS.
94. | MATHE-B6 ® | TtabneTku, BKpUTI TOB "Onenna Ykpaina OMENNA PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/4130/01/01
AHTUCTPEC NniBKOBOIO Xenckea XENCKEA YropwuHa 3MmiHun 3 skocTi. CepTtudikat BignosigHocTi/l'E-cepTudikat peuenma
060SI0oHKO YkpaiHa" IHTEPHELIHN BignoBigHoCTI €Bponeiickkin hapmakonei/MoHorpadii.
Ne 60 (15x4): no 15 CAC, ®paHuis; MogaHHA HOBoOro abo oHoBMEHOro cepTudikara BiaNoBiAHOCTI
Tabnetok y 6nictepi; XIHOTH 3aBon abo BuNy4YeHHs ceptudikata BianoBiAHOCTI €BpoONenchbKin
no 4 Gnictepu B dapmaueBTU4HU dapmakonei: gna ADl; ons BuxigHoro
KapTOHHIN kopobuyj; X Ta XiMiYHnX marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
Ne 60 (20x3): no 20 MpoaykTis BUKOPWUCTOBYIOTECH Y BUPOOHNLTBI ADI; Ans AONOMIXKHOT
Tabnetok y 6nictepi; MpawsiT Ko. peyoBUHYM (cepTudikaT BignoBigHOCTI EBpoNeENnChKii
no 3 6nictepn B Iro. dapmakonei) - OHoBNeHWn cepTudikaT Bif yxe
KapTOHHiI kopobui MignpuemcTso 2 3aTBEpOKEHOro BUPOBHUMKa - MOAaHHS OHOBMEHOMO
(nignpuemcTBO cepTudikaTa BignosigHocTi €Bponeiickkin dhapmakonei CEP
Bepelenpbxas), Ne R1-CEP 2009-017-Rev 01 ans A®I marHito uutparty Big
YropwuHa BXe 3aTBepaAxeHoro BupobHuka Dr. Paul Lohmann GmbH KG,

Germany. 3miHn nponoHytoTbes y BignosigHocTi Ao ICH Q3D.
Takox, notovHe BuaaHHsa Ph. Eur monograph no 2339
“Magnesium citrate” 4oNoBHEHHS BUNPOBYBaHHSIMU LLOA0
Hikento(Ni) y BignosigHocTi so CEP Ne R1-CEP 2009-017-Rev
01. 3atBepmkeHo: CEP Ne R1-CEP 2009-017-Rev 00
BanponoHoBaHo: CEP Ne R1-CEP 2009-017-Rev 01
3minu | TNy - 3minm 3 sikocTi. CepTudikat BignosigHocTi/TE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIN
apmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BiNoBigHOCTI €Bponenchkin dapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/NpoOMiKHOrO NPOAYKTY, LLO
BMKOPUCTOBYIOTLCS Y BUpobHUUTBI ADI; Anst AoNOMiXHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoONeCchKin
dapmackonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBEpAKEHOro BUPOBHYKa - NoAaHHSA OHOBIIEHOIO
cepTudpikaTa BignosigHoCTi €Bponevickkin dapmakonei CEP
Ne R1-CEP 2009-017-Rev 02 ans A®I marHito uutparty Big
BXE 3aTBEPKEHOro BUPOOHUKA KU 3MiHUB HaMEHyBaHHS 3
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Dr. Paul Lohmann GmBH KG, Germany Ha DR. PAUL
LOHMANN GMBH & CO. KGAA, Germany. 3minHu | Tuny -
3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat

BignoBigHOCTI €BponeWickkin thapmakonei/MoHorpadii.

MopaHHs HoBoro abo oHoBneHoro cepTudikaTta BiANOBIQHOCTI
abo BuNy4eHHs ceptudpikata BianoBiaHOCTI €BpoONenchbKin
dapmakonei: gna ADl; ons BUxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNenchbKii
dapmakonei) - OHoBRNeHWn cepTudikaT Bif yxe
3aTBEpOKEHOro BUPOGHUMKa - MOAaHHS OHOBMEHOro
cepTudikaTta BignoBigHoCTi €Bponenchkin dapmakonei CEP
Ne R1-CEP 2015-129-Rev 00 ans A®I marHito uutparty Big
BXe 3aTBepkeHoro BupobHmka Jungbunzlauer Ladenburg
GmbH, Germany y 3B’A3Ky 3 3MiHOIO Nepioay NOBTOPHUX
BunpobyBaHb ADI 3 48 micsAuiB Ha 36 MicauiB. 3aTBepHKEHO:
CEP Ne RO-CEP 2015-129-Rev 01 3anponoHoeaHo: CEP Ne
R1-CEP 2015-129-Rev 00

95.

MELOETPOM

Kpanni o4Hi,
cycneHsiano 5 mny
bnakoHi-
KpanenbHu1ui; no 1
dnakoHy-
KpanenbHuLi y
KapTOHHIN kopobLyi

TOB «YOPIL
MEOVUNH»

Ykpaina

K.O. POM®APM
KOMMAHI
C.P.JL

PymyHis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MiHuM Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsay.
3MiHM Y KOPOTKil XapaKTepucTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3acTOCyBaHHS
reHepuYHMX/ribpnaHux/6ionofibHMX nikapcbkmx 3acobiB nicns
BHECEHHS Tiei camoi 3MiHW Ha pedhepeHTHUI npenapaT (3MiHa
He noTpebye HagaHHSA XXOAHNX HOBUX AOAATKOBUX AAHUX).
3MiHN BHeCEHO A0 iHCTPYKUIiT AN MEAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ginu: "®dapmakonoriyHi BnactueocTi",
"MpoTtunokasaHHs", "B3aemopis 3 iHWMMK fikapcbkumMm
3acobamu Ta iHWi Buau s3aemogin”, "OcobnmeocTi
3actocyBaHHs1", "Cnoci6 3actocyBaHHsi Ta fo3un", "MobiuHi
peakuii” 3rigHo 3 iHpopmallieto LWoao MeanyHoro
3acTocyBaHHsl pedhepeHTHOro nikapcbkoro 3acoby
(TOBPALEKC, kpanni ouHi). BBegeHHs 3MiH npoTsirom 6-Tu
MiCSILiB Micnsi 3aTBEPAXKEHHS.

3a
peuerimom

UA/12903/01/01

96.

MEOOMPAM

TabneTku, BKpUTI
NniBKOBOO
o6ornoHkot, no 10
mr no 10 TabneTok y
GnicTepi; no 3
Gnictepn y
KapTOHHiIl kopobui

Mepokemi
nTa

Kinp

Mepokemi T,
(3aBog AZ),
Kinp
dapmaveBTiw
AHaniTiw
JlTabopaTopiym
OyiseH B.B.,
Higepnanaun

Kinp/
Higepnanaun

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
3MiHM y KOPOTKil XapaKTepuCTULi NikapcbKoro 3acody, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT ANs MEeAWYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHmnx/GionoaibHMx nikapcbkmx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHWN Ha pedepeHTHWI npenaparT (3MiHa
He noTpebye HaAaHHS XOAHUX HOBUX A0AATKOBMX AAHWX)
3MiHW BHeCeHi A0 IHCTPYKUIii Ans MeaUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ainu "dapmakonoriyHi BnacTuBocTi",
"MokasaHHsA", "lMpoTunokasaHHs", "B3aemogis 3 iHWmMu
nikapcbkumun 3acobamu Ta iHWi BUAM B3aemosiin",
"OcobnuBocTi 3acTocyBaHHA", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHs Ta
nosn", "MepenosysaHHs", "MobivHi peakuii” 3rigHo 3

3a
peuerimom

UA/14937/01/02
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

iHdbopmauieto Woao MegnMyHOro 3actocyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (Liunpanekc, TabneTtkun, BKpUTi NNiBKOBOO
o6onoHkoto, no 10 mr).

BBegeHHs 3MiH NpoTArom 3-x MicAUiB Nicns 3aTBEPOXKEHHS.
3Minu | TUNY - 3miHu WwWono 6esnekn/edeKTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHu) 3MiHWM BHECEeHi 0 iHCTPYKLi
Ansi MEQUYHOTO 3aCTOCYBaHHS fikapcbkoro 3acoby y po3ain
"Mo6iyvHi peakuii" BignoBiaHO A0 oHoBNeHoT iHdopmaLii 3
6e3neku fito4oi peyoBunHU. BBeaeHHs 3miH npoTarom 3-x
MicaUiB Nicnsa 3aTBepAXeHHs

97.

MEOOIMPAM

TabneTkn, BKpUTI
NniBKOBOIO
o6ornoHkot, no 20
mr no 10 TabneTok y
Gnictepi; no 3
Gnictepn y
KapTOHHIN kopobLi

Mepokewmi
nTao

Kinp

Mepgokemi JITO
(3aBog AZ),
Kinp
dapmaveBTiw
AHaniTiw
JlabopaTopiym
yisen B.B.,
Higepnanam

Kinp/
Higepnanam

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHuM Woao 6es3nekn/edekTBHOCTI Ta hapMakoHarnsay.
3MiHM Y KOPOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUIT A4nA MEANYHOro 3aCTOCyBaHHS
reHepuYHMX/ribpnaHnx/6ionofibHMX nikapcbknx 3acobiB nicns
BHECEHHS Tiel camoi 3MiHW Ha pedhepeHTHMIN Npenapar (3MiHa
He NoTpebye HafaHHs XXOAHUX HOBMX JOAATKOBUX AaHWX)
3MiHV BHeCeHi o IHCTPYKLUIi Ans MegMYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ainu "dapmakonoriyHi BnactueocTi",
"MokasaHHaA", "lMpoTunokasaHHsa", "B3aemogis 3 iHwWmMm
nikapcbkumm 3acobamm Ta iHWi BUAn B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocid 3actocyBaHHA Ta
nosn", "MepenosyBaHHs", "MobiuHi peakuii” 3rigHo 3
iHdbopMaLiieto Woao MeaNYHOro 3aCTOCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (Liunpanekc, TabneTku, BKpMTi MNiBKOBOO
obonoHkoto, no 10 mr).

BBeaeHHs 3MiH NpoTsArom 3-x MicAUiB NiCnsa 3aTBEPAXEHHS.
3MmiHun | Tuny - 3MiHn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3amiHn) 3miHM BHeCeHi Ao iHCTpyKUil
Ansi MEQUYHOTO 3acTOCYBaHHS nikapcbkoro 3acoby y posain
"Mobivni peakuii" BiANOBIAHO A0 OHOBMEHOI iHdopMaLlii 3
6e3nekun gitoyoi pe4yoBuHU. BBegeHHs 3MiH npoTsarom 3-x
MicsiLiB nicns 3aTBepAKEHHS

3a
peuerimom

UA/14937/01/03

98.

MEOOIMPAM

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, no 5 mr
no 10 Tabnetok y
GnicTepi; no 3
Gnictepn y
KapTOHHiI kopobLyi

Mepokewmi
nTa

Kinp

Mepokemi N1TO
(3aBog AZ),
Kinp
dapmaueBTiw
AHxaniTiw
JlabopaTopiym
DyiseH B.B.,
Higepnanaun

Kinp/
HigepnaHnaun

BHECEHHS 3MiH O peecTpauiiHnx maTepianis:3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHU y KOPOTKili XapakTepucTuLi NnikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT Ans MeANYHOro 3acToCyBaHHS
reHepu4HuX/ribpuaHnx/GionoaibHMx nikapcbkmx 3acobis nicns
BHECEHHS Tiei camol 3MiHW Ha pedhepeHTHUI npenapaT (3MiHa
He noTpebye HagaHHS XXOOHUX HOBUX JOAATKOBUX AaHNX)
3MiHM BHeCeHI 00 IHCTPYKLUIii ANt MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "®apmakonoriyHi BnacTuBocTi",
"MokasaHHs", "lMpoTunokasaHHsa", "B3aaemogis 3 iHWmMu
nikapcbkumun 3acobamu Ta iHWi BUAM B3aemogii",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepion
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHA Ta
nosn", "MepenosysaHHs", "MobiyuHi peakuii” 3rigHo 3
iHdbopMmaLieto LWoao MegnMYHOro 3aCTocyBaHHs pedepeHTHOro

3a
peuerimom

UA/14937/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

99.

nikapcbkoro 3acoby (Liunpanekc, TabneTtku, BKpUTI MITiBKOBOKO
o6onoHkoto, no 10 mr).

BBegeHHs 3MiH NpoTsarom 3-x MicsUiB Nicns 3aTBEpAXEHHS.
3MiHu | TMny - 3MiHun Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHn) 3MiHW BHECEHi A0 IHCTPYKUIT
O MeQUYHOro 3acToCcyBaHHS Nikapcbkoro 3acoby y po3ain
"MoGiyHi peakuii" BiANoBigHO 4O OHOBIEHOI iH(hopMalLii 3
6e3neku fitoyoi pevoBuHU. BBeaeHHs 3MiH npoTarom 3-x
MicaUiB Nicnsa 3aTBepAXeHHs

MELOYNAK

cupon no 667,0
mr/mn; no 180 mn
abo 500 mny
cnakoHi; no 1
dnakoHy B
KapTOHHIl kopobui

TOB «YOPNA
MEOVLNH»

YkpaiHa

ABC
dapmayveyTidi
C.n.A.

ITanis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3miHu | Tuny -
3MiHn wopo 6esnekn/edeKTMBHOCTI Ta bapMakoHarnsay.
3MiHa y KOpOTKill XapaKTepucTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUiT ANA MEeANYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepiod, abo sk
pe3ynbTar OLiHKK 3BiTY 3 AOCTNIMKEHb, MPOBEAEHNX BiANOBIAHO
00 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHNM YNOBHOBaXXEHUM OpraHoM). 3MiHN BHECEHO [0
IHCTPYKUiT ANst MEONYHOrO 3aCTOCYBaHHS MikapcbKoro 3acoby
0o posginy "Mo6iyHi peakuii" Lwoao 6e3nekn 3acTocyBaHHsS
[itoY0T peyoBUHN NaKTyno3a BigMNoBiAHO OO0 pekoMeHaaLin
PRAC. BBeaeHHs 3MiH NpoTsArom 6-T micsUiB nicns
3aTBEPOKEHHS

6e3
peuenma

UA/17234/01/01

100,

101,

METOKCU®I
YPAH

pianHa (cybcTaHuis)

y 6oukax 3
HepxaBitoyoi cTani
ons
dapmaLeBTU4HOro
3aTOCYyBaHHS

TOB "HOpis-
dapm"

Ykpaina

BMPOGHMK
BianoBiganbHUn
3a (piHanbHy
OYMCTKY Ta
BUNYCK cepii:
TOB "tOpis-
dapm”, YkpaiHa;
BMPOGHMK
XiMiYHO YucTOi
CUPOBUHW:
HaHToHr Baokan
dapmachbtoTikan
Ko. Jlta., Kutan

YkpaiHa/Kut
an

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3miHu 3 akocTi. APl. BupobHuuteo. 3MiHa BUpOGHMKa
BWXiZHOTO/MPOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHUYoMy npoueci ADI, abo 3miHa
BUpOGHMKa (BKMOYato4um, ae HeobxigHo, Micue NpoBeaAeHHs!
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BigNOBIQHOCTI €Bponewchkin hapmakonei y 3aTBepaKeHOMY
[0CHE)(3anponoHOBaHUI BUPOOHMK HanNexuTb o Tiei camoi
BMPOGHMYOT rpynu NiSNPUEMCTB, LLIO 1 3aTBEPAXKEHNI)

— BBEEHHSN 00AAaTKOBOI AinbHuULI, BianoBiganbHoI 3a
diHanbHy o4McTKy Ta Bunyck cepii A®I MeTokcudnypaHy.
3miHu | TMNy - AgMiHiCTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs1
Ta/abo agpecu MicLsi NPOBaMKEHHS AiSNbHOCTI BUPOBHMKa
(BKItOYaKOYX, 3a HEOOXIAHOCTI, MicLe MPOBEAEHHS KOHTPOSO
sIKoCTi), abo BnacHuka mactep-danna Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
3acTOCOBYOTbCH Y BUPOOHUUTBI ADI (KO 3a3Ha4eHo y AoCke
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiAMoBIAHOCTI E€Bponenchki apmakonei y 3aTBepKeHOMyY
pocbe, abo BUpoBHMKa HOBOI JOMOMIXXHOT PEHOBUHM (SIKLLIO
3a3HayveHo y [OCbE) - 3MiHa aapecy BUPOOHKKa,
BiAMOBiAanbHOro 3a iHanbHy O4MCTKY Ta BUnyck cepii AdI.

UA/18567/01/01

MIKAPOUCT

NIOC®

Tabnetku, 80

Mr/12,5 mrno 7

BepiHrep
IHrenbxanm

HimevumH
a

Bupo6HuuTBO,
nepBUHHE Ta

peuis/
HimeyuyunHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
3MiHM Wwoao 6esnekn/edekTMBHOCTI Ta papMakoHarnsay.

3a
peuenmom

UA/0465/01/02




62 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Tabnetok y 6nictepi; IHTEepHeLHN BTOPUHHE BBeneHHs abo 3miHM J0 y3aranbHeHWX AaHUX Npo cUcTemy
no 4 6nictepn y mM6X nakyBaHHs, dapmakoHarnsgy (BBEAEHHS y3aranbHEeHUX AaHUX npo
KapTOHHIl kopobui KOHTPOIb AKOCTi cuctemy chapmakoHarnsgy, 3miHa ynoBHoBa)eHoi ocobu,
Ta BUNYyCK cepii: BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOI
BepiHrep ocobu 3 hapmakoHarnsay 3asBHUKa ANs 34iRCHEHHS
IHrenbxanm chapmakoHarnsgy B YkpaiHi, AKLwo BoHa BigMiHHa Big
dapma 'M6X i YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
Ko. KT, chapmakoHarnsay (BKMoYaum KOHTaKTHi AaHi) Ta/abo 3MiHW y
Hime4vuuHa; po3MilLeHHi MacTep-chaina cuctemm chapmakoHarnsgy) 3MiHa
BupobHuLTBO, KOHTaKTHOI 0cO0M 3asiBHUKa, BignoBiaansHoi 3a
nepBuHHe Ta apmakoHarnsag B YkpaiHi.
BTOPUHHE Litoua pegakuisi: Monisyak OneHa BikTopieHa. MponoHoBaHa
nakyBaHH4, pegakuis: Yymak Aptem BonoammmpoBumy. 3miHa KOHTaKTHUX
KOHTPOMb SKOCTI [aHNX KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBIAANbHOI 3a
Ta BUMYCK Cepii: chapmakoHarnag B YKpaiHi.
BepiHrep
IHrenbxanm
Xennac CuHrn
MemGep C.A.,
peuis
102 mocug mMT Tabnetku no 5 mr, ToppeHT IHais ToppeHT IHgis BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/3509/01/02
no 10 TabneTtok y dapmackioTika dapmachkioTikan 3MiHuM Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. peuenmom
cTpwvni; no 3 ctpunu ncNta cllta BeeneHHs abo 3miHn J0 y3aranbHeHVX AaHnX Npo cuctemy
Y KapTOHHIN hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
ynakoBLi cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiCHEHHS
hbapmakoHarnsgy B YkpaiHi, aKWwo BoHa BigMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsigy (BKIoYakym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-canna cuctemu bapmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobu 3asBHUKa, BiAMOBIAANLHOI 3a
dapmakoHarnag B YkpaiHi.
Litova pepakuis: Mr. Jigar Jaswantsinh Jadeja. lNMponoHoBaHa
pepakuisi: Onyshchuk Liudmyla Valeriivna. 3MiHa KOHTaKTHUX
NaHNX KOHTAKTHOI ocobu 3asBHMKA, BiANoBiaansHOI 3a
dapmakoHarnag B YKpaiHi.
103.| HI®YPOKCA3 | kancynu no 200 wr, CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/8638/01/01
na-CnepKo no 12 kancyn B YKpaiHCbKO- yKpaiHCbKO- 3MiHu 3 sKkocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. peuenmom
KOHTelHepi; no 1 icnaHcbke icnaHcbke 3miHa y TepMmiHax npuagaTHocTi abo ymoBax 36epiraHHsi
KOHTEeWHepy B navui nianpMeEMCTBO nignpueMcTeo roTOBOro NMiKapCbKOro 3acoby (36inbLUeHHs TepMiHy
3 KapTOHY "Cnepko "Cnepko npuaaTHOCTI rOTOBOrO Mikapcbkoro 3acoby) - [ns Toprosoi
YkpaiHa" YkpaiHa" ynakoBku (MiATBEPAXKYETbCS AaHUMUN peanbHoro vacy) -
(MOBHMI LWKN 36inbLueHHsA TepmiHy npuaaTtHocti 113 [itova pepakuis:
BMPOGHMLTBA, TepMiH npugaTHoCTi. 2 poku NponoHoBaHa peakuis: TepmiH
BUNYCK cepii; npuaaTHocTI. 3 pokn BBegeHHs 3MiH npoTarom 6-Tu micauis
KOHTPOIb nicns 3aTBepaXKeHHs
AKOCTI)
104.| HI®YPOKCA3 | cycneHsis opanbHa, CninbHe YKpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/13326/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nAa-CnerPKo 200 mr/5 mn no 100 YKpaiHCbKO- YKpaiHCbKO- 3MiHuM 3 aKkocTi. [oToBMI Nikapcbkuii 3acib. CTabinbHICTb. peuenmom
MI Yy KOHTENHepi; no icnaHcbke icnaHcbke 3MiHa y TepmiHax npuaaTHoOCTi abo ymoBax 36epiraHHsi
1 KOHTeNHepy 3 nianpueMcTBo nianpueMcTBO roTOBOrO NiKapcbKoro 3acoby (36inbLUeHHs TepMiHY
030400 JTOXKKOIO "Cnepko "Cnepko NpWaaTHOCTI FOTOBOTO flikapcbkoro 3acoby) - [ns Toprosoi
B nayui 3 KApTOHY YkpaiHa" YkpaiHa" ynakoBKku (MiATBEPAKYETLCA 4AHNUMMN pearnbHOro Yacy)
(NOBHWUIA LWKN 36inbLweHHn TepmiHy npuaaTtHocTi 113 [itoya pepakuis:
BUPOGHMUTBA, TepMiH npugaTHocTi. 2 poku MNponoHoBaHa peaakuist: TepmiH
BUMNYCK cepil; npuaaTHocTi. 3 pokn 3MiHU BHeCeHi B po3gin "TepMiH
KOHTPOIb npuaaTHOCTI" B iIHCTPYKLiO 418 MeQUYHOro 3aCTOCyBaHHSA
AKOCTI) nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsirom 6-Tu micsauis
nicns 3aTBepAXKEHHS.

105, HOBIHET TabneTkn, BKpUTI BAT "legeoH YropwmHa BAT "T'egeoH YropLuHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MmiHK | Tuny - 3a UA/7314/01/01
ob6onoHkoto, 0,15 Pixtep" PixTep" 3MiHM Wwopao 6e3nekun/eddekTUBHOCTI Ta dhapmakoHarnagy (iHLwi peuenmom
mr/0,02 wmr, no 21 3MiHM) - 3MiHM BHECEHO B IHCTPYKLIiO ANS MEeANYHOro
Tabnetui y 6nictepi, 3acToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
no 1 abo no 3 "MpoTmnokasaHHs", "B3aemogisa 3 iHWMMM NikapCbKuMmu
Gnictepn B 3acobamu Ta iHwWi Buan B3aemogin", "OcobnueocTi
KapTOHHIN ynakoBLj 3acTocyBaHHS" LWOA0 OHOBMEHOI iHhopmalii 3 6e3neku

3aCTOCYBaHHSI 4il04MX PEe4OBUH (0QHOYACHOrO 3aCTOCYBaHHS 3
nikapcbkumm 3acobamu, Lo MICTATb
rnekanpesip/nibpeHTaceip). BBegeHHs 3MiH NpoTsrom 6-tm
MicsLiB nicnsi 3aTBepaKEHHS; 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHLWi 3MiHW) -
3MiHU BHECEHO B iHCTPYKLIO ANst MEQUYHOr0o 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "OcobnumBocTi 3acTocyBaHHs"
Ta "MobivHi peakuii” Woao OHOBMNEHOT iHopMmaLii 3 6e3neku
3aCTOCYBaHHsI il04MX PeYOBUH (MOCUIIEHHSI CUMMNTOMIB
HabyToro Ta cnagkoBOro aHrOHEBPOTUYHOIO HABPSIKY).
BBegeHHs 3MiH NpoTsrom 6-T1 MicsuiB nicns 3aTBepaXeHHS

106.| HO-NAIr TabneTkn, BKpUTI TosapucTBo 3 YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3miHu | Tuny - 3a UA/17026/01/01
obornoHkoto, 20 wmr; obmexeHoto obmesxeHo 3MiHn Wwopo 6esnekn/edeKTMBHOCTI Ta bapMakoHarnsaay. peuenmom
no 10 Tabnetok y BiAMoBiAanbHi BignoBiganbHicT 3MiHN y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
GnicTepi, no 9 cTio HaykoBo- to HaykoBo- MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOrO 3aCTOCYBaHHS
GnicTepiB y nayui 3 BUPOGHMYa BMPOGHMYa reHepu4HuX/ribpuaHmnx/GionoaibHMx nikapcbkux 3acobis nicns
KapTOHY dipma dipma BHECEHHS Ti€i camoi 3MiHW Ha pedpepeHTHUI npenaparT (3MiHa

«MIKPOXIM» "MIKPOXIM", He noTpebye HafaHHS )XOAHUX HOBUX AOAATKOBUX AaHUX).
YkpaiHa 3MiHM BHECEHO A0 iHCTPYKUiT AN MEAMYHOro 3aCTOCyBaHHs!
(ropuonyHa nikapcbkoro 3acoby y posainu: "Bsaemogis 3 iHWyMu
agpeca Ta nikapcbkummn 3acobamu Ta iHWi BUAM B3aemogin",
nabopartopis "OcobnueocTi 3acTocyBaHHs ", "MobiyHi peakuii” 3rigHo 3
isuko- iHbopMmaUieto LWoJo MegnMyYHOro 3acToCcyBaHHsi pedepeHTHOro
XimMmi4yHOro nikapcbkoro 3acoby (PEBALINO, TabneTku, BKpUTi NNiBKOBOO
aHanisy Ta o6onoHkow). BBeaeHHst 3MiH npoTsirom 6-Tu MicsauiB nicns
KOHTPOMo 3aTBEPPKEHHS.
BMPOGHMLTBA;BM
pobHu4a
ninbHMug (BCi
cTagii

BMPOGHMYOro




64 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
npouecy);
nabopatopisi
GionoriyHoro
aHanisy)
107.| HOOTPOMIN PO34MH ANS iH'eKLN, OCB dapma Benbrisa Evicika ITanisa BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3miHum | Tuny - 3a UA/0054/01/01
200 mr/mn, no 5 mn C.A. dapmackioTrkan 3MiHuM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy. peuenmom
B amnyni; no 6 3 C.P.JL BBeneHHs abo 3MiHu 4o y3aranbHeHVX AaHUX Npo cuctemy
amnyn y 6nictepi; no dapmakoHarnagy (BBe4eHHs y3aranbHEeHUX 4aHuX Npo
2 6nictepu y nayui cuctemy chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
KapTOHHiIK; no 15 mn BignoBiganbHoI 3a 34iMCHEHHS dhapMakoHarnsay; KOHTaKTHOT
B amnyni; no 4 ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
amnynu y énictepi; thapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa Bif
no 1 Gnicrepy y YNOBHOBaXeHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
nayui KapTOHHIN dapmakoHarnsaay (BKIoYayy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-chaina cuctemm chapmakoHarnsgy) 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BigNoBiganbHOI 3a
dapmakoHarnag,.
[Litova pepakuis: Henri Jacoby, MD. NponoHoBaHa peaakuis:
Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHMX AaHUX
ynoBHOBaXeHoI ocobw, BianoBiganbHoOi 3a dhapmakoHarnsa.
3MiHa KOHTaKTHUX OaHUX KOHTaKTHOI 0cobu 3asiBHUKA,
Bi4noBiganbHOI 3a hapmakoHarnag B YKpaiHi.
108 HOOTPOMIN TabneTkn, BKpUTI OCB dapma Benbrisa CXC INa6 CimoH Benebriga BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHum | Tuny - 3a UA/0054/04/02
nniBKOBOO C.A. CA, Benbris 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenmom
obornoHkoto, no 800 (mopaTkoBa BeeneHHs abo 3miHn A0 y3aranbHeHVX AaHnX npo cuctemy
mr; no 15 Tabnetok AinbHUUA dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
y 6nicTepi; no 2 KOHTPOSIO AKOCTI cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
Gnictepu B ); FOCB ®apma BiANOBIAANbHOI 3a 3AiNCHEHHS dbapMaKkoHarnsay; KOHTakTHOI
KapTOHHIN nayui C.A,, benbris ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
hbapmakoHarnsgy B YKpaiHi, aKLwo BoHa BiAMiHHa Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnagy (BKIoYarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHI MacTep-canna cuctemu dbapmakoHarnsgy) 3MiHa
yNoBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHoi 3a
dapmakoHarnag,.
[itova pepakuis: Henri Jacoby, MD. lNponoHoBaHa peaakuis:
Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOI 0Co0U, BiANOBiAanbHOI 3a hapmakoHarnsa,.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobK 3asiBHUKA,
BignosiganbHoi 3a dapMakoHarnsg B YKpaiHi.
109, HOOTPOMNIN TabneTtkn, BKpUTI KOCB dapma Beneris CXKC J1a6 CimoH Benbrisa BHECEHHS 3MiH [0 peecTpaLinHmx maTtepianis: 3miHu | Tuny - 3a UA/0054/04/01
NnNiBKOBOIO C.A. CA, Benbris 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dpapMakoHarnsay. peuenmom
obornoHkoto, no 1200 (mopaTkoBa BBeneHHs abo 3miHM Jo y3aranbHeHVX AaHnX Npo cuctemy
mr: no 10 TabneTok AinbHUUS dapmakoHarnagy (BBeAeHHs y3aranbHEeHUX aHuX Npo
y 6nicTepi; no 2 KOHTPOSIO AKOCTI cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
Gnictepu B ); OCB ®apma BignoBiganbHoI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
KapTOHHIN nayui C.A,, benbris ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34iIMCHEHHS

bapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHa Big
YNOBHOBaXEHOT 0cobWU, BignoBiganbHoi 3a 34iMCHEHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
thapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-danna cuctemm bapmakoHarnsagy) 3miHa
YNOBHOBa)eEHOi 0cobu 3asiBHMKA, BigNOBiAanbHOI 3a
capmakoHarnsag,.
Litova pegakuis: Henri Jacoby, MD. lNponoHoBaHa pegakuis:
Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHMUX AaHUX
yNOBHOBa)eHOi 0cobu, BignosigansHoi 3a dhapmakoHarnag,.
3MiHa KOHTAKTHMX OAaHMX KOHTaKTHOT 0COOK 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsg B YkpaiHi.
110, MAKNITAKCE | koHueHTpart gns Akkopg Monbwa Akkopa Xenckea Benuka BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHa 3asBHMKa 3a UA/13924/01/01
1 AKKOPO pPO34uMHy Ang Xenckea JlimiTen, Benuka BputaHisi/ J13 (MIBI) (BnacHuka peecTpauiiHoro NocBig4eHHs) (3rigHo peuenmom
iHdy3in, 6 mr/mn no Moncka Cn. BpuTaHis IHais/ Haka3zy MO3 Big 23.07.2015 Ne 460). 3miHu | Tuny - 3miHn
5 mn (30 mr), no 3.0.0. (BignoBiganbHUi ITanis/ oo 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHs
16,7 mn (100 mr), no 3a BUNycCK cepii); YropuuHa abo 3MiHM [0 y3aranbHeHUX aHuX Npo cucTemy

50 mn (300 mr) y
cnakoHi; no 1

dnakoHy y
KapTOHHil kopobui

Akkopa Xenckea
Nimiten, Benuka
Bputanis
(BTOpPUHHE
nakyBaHHs);
AcTpoH Pe3bopy
Nimiten, Benuka
BputaHia
(koHTpOnb
SIKOCTI cepin);
IHTac
dapmachioTikan
3 JlimiTeq, IHain
(BpPOGHMLTBO
roToBOro
nikapcbKkoro
3aco0y,
BMPOBHMLTBO
bulk, nepBnHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOMb AKOCTI
cepii); IHTac
dapmacbioTikan
c Nlimiten, IHAis
(BMPOBHMLTBO
roToBOro
nikapcbKkoro
3acoby,
nepBuHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SKOCTI

hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy chapmakoHarnsgy, 3miHa ynosHoBa)eHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHSA hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 34iNCHEHHs!
tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
thapmakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo amiHn y
po3MilLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHUKA, BiANOBIAANbLHOI 3a
cdapmakoHarnsg. Oirova pegakuis: Dr. Naveen Chamalli Shiva
Kumar. MponoHoBaHa pepakuis: Arata lecesuy / Agata
Gesiewicz.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOi 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobu
3asBHUKA, BiAMNOBIAaNbHOI 3a hapMakoHarnag B YKpaiHi.
[itova pepakuis: Wuronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pepakuis: LWynbl Onbra CepriiBHa. 3MiHa
KOHTAKTHMX JAHMX KOHTAKTHOI 0COOU 3asiBHMKA,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
3MiHa Micus 3A0iNCHEeHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa micue3HaxooXeHHs macTep-danna
cucTeMu chapmakoHarnsigy.




66 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepii
(anbTepHaTVBHU
1 BUPOOHUK));
NabAnanisic
C.p.n, Itanis
(kOHTpPOSb
SIKOCTi cepin);
dapmasanig
NnTo.
MikpobionoriyHa
naboparopis,
YropwuHa
(kOHTpPOIb
AKOCTi cepii)
111, NAPALOIH PO34MH Ans iHdY3in, €Bpo Benvka Ec.Ci. IHdbomen PymyHis BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny - 3a UA/15371/01/01
10 mr/mn; no 50 mn Nandpkep N14 BpuTaHis dnyigc C.P.J. ApMiHicTpaTuBHI 3miHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu peuenmom
abo 100 mny 3asBHUKA (BMacHUKa peecTpaLinHoro noceigvyeHHs) 3MiHa
KOHTENHepax, no 1 agpecy 3asiBHMKa. 3MiHu | Tuny - 3MiHK Wwoao
abo 12 KoHTelHepiB Ge3nekn/ecdekTUBHOCTI Ta hbapmakoHarnsgy (iHwi 3miHu)
Y KapTOHHI kopobui 3MiHM BHECEHO B TEKCT MapKyBaHHsi BTOPUHHOI yMakoBKK, a
came: BUIy4eHHsi iHdbopmalii Lwoao 3asBHuKa (nyHKT 11) Ta
BHECEHHS iHhopMalLlii LWoAo KoMNaHii, LWo 34iACHIoe
MapKeTuHr (MyHKT 17). TepmiH BBeAEHHS 3MiH MPOTHAroM 6
MicsiLiB Micns 3aTBEPAXKEHHS.
112| MAPALETAM | cynosuTopii MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/5984/01/01
on pekTanbHi no 0,08 r; "MoHdapm" "MoHdapm" 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta bapMakoHarnsay. peuernma
no 5 cynosutopiis y 3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro 3acoby, TEeKCTi
cTpwni, no 2 ctpunu MapKyBaHHS Ta iHCTPYKUiT A4NA MEANYHOro 3aCTOCYBaHHS Ha
B nayui 3 KApTOHY niacTasi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn 3acTocyBaHHs!
nikapcbKoro 3acoby B micrnspeecTpalinHui nepiod, abo sk
pe3ynbTar OLiHKK 3BiTY 3 AOCNIMKEHb, MPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxkeHs (PIP) (3MiHy y3rogeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm) - 3MiHM BHECEHO A0
IHCTPYKUiT ANst MEONYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
0o po3sginis: "B3aemogis 3 iHLWIMMKM nikapcbkumu 3acobamu Ta
iHWi B1au B3aemogin”, "OcobnmBocTi 3acTocyBaHHs" LoAo
©e3nekn 3aCToCyBaHHS Ail040i pe4oBMHM NapaueTamon
BignoBigHo Ao pekomeHaauin PRAC.
CynyTHs1 3miHa
- 3miHu wono 6esnekn/edekTMBHOCTI Ta dhapMakoHarnsay.
BHeceHHs1 abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB Buaadi
peecTpauifHoro noceigvyeHHs, Bkroyvatoum MNnaH ynpaeniHHS
pY3nKamMm (3aCTOCYBaHHsI TEKCTY, SIKUIA NOTOMXKEHWIA 3
KOMMETEHTHNUM OpraHoM) - 3MiHW BHECEHO [0 YacTuH: |l
"Cneuundikauisi 3 6e3neku”, lll "MnaH 3 hapmakoHarnsgy”, V"
3axoau 3 miHimisadii pusukis”, VII "dogaTkn" Ha OCHOBI
OHOBMEHOI iHdopMaLlii 3 6e3neku Ailo4oi pe4oBUHM
113, MAPALEETAM | cynosuTopii MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3miHu | Tuny - 6e3 UA/5984/01/02
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

on

pekTanbHi no 0,17 ;
no 5 cynosutopiis y
cTpuni, o 2 cTpunu
B NauyLi 3 KapToHy

"MoHdpapm"

"MoHdapm"

3MiHM Wwopao 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKkoro 3acoly, TeKCTi
MapKyBaHHs Ta iHCTPYKUiT AN MEeAWYHOro 3acTOCyBaHHS Ha
nigcraBsi perynsipHo OHOBMIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku 3acToCyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepiod, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 AOCNiOKeHb, NPOBEeeHNX BiANOBIAHO
A0 nnaHy neaiatpnyHux gocnigxerob (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm) - 3MiHM BHECEHO A0
IHCTPYKUiT ANA Mean4HOro 3acToCyBaHHsI Nikapcbkoro 3acoby
0o posginis: "Baaemogisi 3 iHWKMKM nikapcbkumn 3acobamu Ta
iHWi BMan B3aemogin", "OcobnuneocTi 3acTocyBaHHSA" LWOA0
6e3nekn 3acTocyBaHHS Ailo40i pe4oBMHM NapaueTamorn
BignoBigHoO A0 pekomeHaauin PRAC.
CynyTHs1 3MiHa
- 3MiHK Wwopno G6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHsi abo 3miHa(n) go 3060B'A3aHb Ta yMOB BUAaAdi
peecTpaLiiHOro NOCBiAYEHHS, BKoYatoum MNMnaH ynpaeniHHS
pu3nKamMm (3aCTOCYBaHHS TEKCTY, KU MOrOAXEHUN 3
KOMMETEHTHUM OpraHom) - 3MiHN BHECEHO A0 YacTuH: |l
"Cneumndikauin 3 6eanekn”, Ill "MnaH 3 papmakoHarnsgy"”, V "
3axoau 3 miHimizauii pusmkis”, VII "dogaTkn" Ha OCHOBI
OHOBJIEHOI iHpopmaLlii 3 6e3neku Aikoyoi pe4oBUHM

peuernma

114.

NMAPALUETAM
on

CcynosuTopii
pekTanbHi no 0,33 r;
no 5 cynosutopiis y
cTpuni, No 2 cTpunu
B NauLli 3 KAPTOHY

NAT
"MoHdapm"

YkpaiHa

NAT
"MoHdapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT AN MeAUYHOro 3acTOCyBaHHS Ha
nigcraBsi perynsipHo OHOBMOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpaiiHmi nepiod, abo sk
pe3ynbTarT OUiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
00 nnaHy neaiatpnyHux gocnigxkerob (PIP) (3miHy y3rogeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm) - 3MiHM BHECEHO A0
IHCTPYKUii ANs MeanYHOro 3acToCcyBaHHs! Nikapcbkoro 3acoby
0o posginis: "Baaemogisi 3 iHWMMKM nikapcbkumn 3acobamu Ta
iHWi B1Au B3aemogin”, "OcobnmBocTi 3acTocyBaHHS" WOAO
6e3nekn 3aCToCyBaHHS Ailo40i pe4oBMHY NapaueTamon
BignoBigHoO A0 pekomeHaauin PRAC.

CynyTHs1 3miHa
- 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay.
BHeceHHs1 abo 3miHa(n) go 3060B'A3aHb Ta yMOB BUAaAdY
peecTpauinHoro noceigvyeHHs, BkroYvatoum MNnaH ynpaeniHHsS
pu3nKaMm (3aCTOCYBaHHS TEKCTY, SKUIA MOrOAXEHWN 3
KOMMETEHTHUM OpraHoMm) - 3MiHK BHECEHO [0 YacTuH: I
"Cneuundikauisi 3 6e3neku”, lll "MnaH 3 hapmakoHarnsgy”, V"
B3axoam 3 MiHimisauii puaukis", VII "JoaaTtku" Ha ocHOBI
OHOBJIEHOI iHhopmaLii 3 6e3neku Aitoyoi pevyoBUHU

6e3
peuenma

UA/5984/01/03

115.

NENOPCIH®

TabneTku, BKPUTI
NNiBKOBOKO

AT "dapmak"

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | Tuny -
3miHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y MmeTodax

6e3
peyenma

UA/16343/03/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
060110HKO, Nno 20 mMr BunNpobyBaHHsA APl abo BMXigHOro maTepiany/npomikHOro
no 10 Tabnetok y npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLECI
Gnictepi, no 2 BUpo6HMLTBa ADI (He3HaYHI 3MiHW y 3aTBEPAXKEHNX MeToAax
Gnictepu y navui BUNpoOyBaHHS)
3miHa meToAy aHanisy 3a nokasHukom «BTparta B maci npu
BUCYLLYBaHHi» BUpoOHMKOM [T13 Ha ADI EkcTpakT cyxuii 3
KOpEHIB nenaproHii o4nTkoBoi, BUpobHuka AnbaH Mionnep
IHTepHewHn i3 meTogy O®Y* 2.2.32. Ha meTop APY*, 2.8.17 —
BU3HAYEHHs BTpaTU B Maci Npu BUCYLLYBaHHI eKCTpakTis. B
METOAML BUSHAYEHHS BiaOYNMcs HaCTynHi 3MiHu: -
3MEHLLEHHS TemnepaTypu, Npu skiv BinbyBaeTbca
BucywyBaHHs APl 3 120 °C Ha 105 °C; - 36inbLueHHs Yacy
BucywysaHHa APl 3 2 rog Ha 5 rog.
116.| NONDKUHAK emynbcis JTabopatopis ®paHuis BupobHuk, PpaHuis BHECEHHS 3MiH 0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/7254/01/01
C BIPIO BariHanbHa y IHHOTEK BignosiganbHun 3MmiHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenmom
kancynax; no 3 IHTEepHacbLOH 3a NakyBaHH4, BignoBigHoCTI €Bponeiickkin hapmakonei/MmoHorpadii.
Kancynu B 6nictepi; anb KOHTPOrb i MogaHHA HoBOro abo oHOBMEHOro cepTudikara BiaNoBiAHOCTI
no 2 Gnictepu y BUMYCK Cepii: abo BUNy4YeHHs ceptudikata BianoBiaHOCTI €BponencobKin
KapTOHHIl kopobui IHHOTepa Lysi, dapmakonei: gna ADl; ons BuxigHoro
PpaHuis marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
BupoGHuK, BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst ONoMiKHOT
BignosiganbHWn peyoBuHM (cepTudikat BignoBigHOCTI €BponenchKii
3a BMPOOHULTBO capmakonei) - OHoBneHun ceptudikar Big yxe
in bulk: 3aTBEpPAKEHOro BUPOBHUMKA - NOAaHHS OHOBIIEHOrO
KaTtaneHt cepTudikaTa BignosigHocTi €Bponeiickkin dapmakonei Ne R1-
PpaH CEP 1998-061-Rev 04 (3atBepmxeHo: R1-CEP 1998-061-Rev
BenHxenm CA, 03) ana A®I MonimikenHy B cynbdat Big BXe 3aTBEpAXKEHOTO
DpaHuis BUPOGHWKa, SIKUI 3MiHMB Ha3By Ha XELLIA
BupobHuk, PHARMACEUTICALS ApS (3atBepaxeHo: Axellia
BigMNOBiAanbHUIA Pharmaceuticals ApS). 3minu | Tuny - 3miHu 3 AKoCTi.
3a BUPOBHMLTBO Ceptudpikat BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
in bulk: €sponevicbkin apmakonei/moHorpadii. NMogaHHA HoBoro abo
IHHOTepa Lysi, OHOBIEHOro cepTudikaTta BignosigHocTi abo BUNYyYeHHS
dpaHuis cepTucpikaTa BignosigHocTi €Bponeiickkint hapmakonei: ans
A®I; ona BuxigHOro martepiany/peareHTy/npoMiKHOTO
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUpOOHMLTBI ADI; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWn cepTudikar Bif yxe
3aTBEepAKEHOro BUPobHYMKa - NoAaHHSA OHOBIIEHOrO
cepTudpikaTa BignosigHocTi €Bponeiickkint dapmakonei Ne R1-
CEP 1998-061-Rev 05 ans A®I MNonimikcuHy B cynbdart Big
BX€ 3aTBepaxeHoro BupobHuka XELLIA
PHARMACEUTICALS ApS.
117 NPAOAKCA® | kancynu TBepai no BepiHrep HimeyumH Bepinrep HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3miHu | Tuny - 3a UA/10626/01/02
no 110 mr: no 10 IHrenbxanm a IHrenbxanm 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenmom
Kancyn y énictepi; IHTepHeLwHN dapma MM6X i BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo CUCTEMY
no 6 GnictepiB y m6X Ko. KI dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo

KapTOHHiI kopobuyi

cucTeMy chapMakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS ) apMakoHarnsay; KOHTaKTHOI
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ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSs!
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
thapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHI macTep-danna cuctemm papmakoHarnsagy) 3MiHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
capmakoHarnsg B YkpaiHi.

Nitoya pepakuis: Mectynosa MapvHa BanepiisHa.
[MponoHoBaHa pepakuis: Yymak Aptem Bonoanmmposuy.
3MiHa KOHTaKTHMX JaHWUX KOHTaKTHOI 0COOK 3asiBHMKA,
BignoBiganbHoi 3a apMakoHarnsag B YKpaiHi.

118,

NPAOAKCA®

Kancynuv Teepgi no
75 mr: no 10 kancyn
y 6nicTepi; no 1 abo
3, abo 6 bnicTepiB y
KapTOHHIl kopobui

BepiHrep
IHrenbxanm
IHTEepHeLHN

m6X

HimeyumH
a

BepiHrep
IHrenbxanm
Papma MEX i
Ko. KI

HimevuunHa

BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3MiHu | Tuny -
3MiHu Woao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHWX NpO CUCTEMY
hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy chapmakoHarnsgy, 3miHa ynoBHoBa)eHoi ocobu,
BigNoBiganbHoOI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHs!
tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo amiHn y
po3MilLeHHi MacTep-caina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, BiANoOBiganbHoi 3a
tbapmakoHarnag B YkpaiHi.

[itova pepakuis: Mectynosa MapuHa BanepiiBHa.
MponoHoBaHa pepakuia: Yymak Aptem Bonognmuposuy.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu 3asiBHUKA,
BignosiganbHoi 3a apMakoHarnsg B YKpaiHi.

3a
peuerimom

UA/10626/01/01

119,

NMPAOAKCA®

Kancynwv Teepgi no
150 mr: no 10
kancyn y énicrepi;
no 3 abo no 6
GnicTepiB y
KapTOHHiI kopobui

BepiHrep
IHrenbxanv
IHTEepHeLLHN

m6X

HimeuumnH
a

BepinHrep
IHrenbxanm
Papma MEX i
Ko. KI'

Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX 4aHUX Npo CUCTEMY
dapmakoHarnagy (BBe4eHHS y3aranbHEHUX 4aHUX Npo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOI
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSsI
hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHOI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHi MacTep-aiina cuctemu dbapmakoHarnsay) 3MiHa
KOHTaKTHOI 0CcO0M 3asiBHUKa, BianoBiaansbHoi 3a
cbapmakoHarnsg B YKpaiHi.

Litova pepakuis: Mectynosa MapuHa BanepiiBHa.
[MponoHoBaHa pepakuis: Yymak Aptem Bonogummposuy.
3MiHa KOHTaKTHMX JAaHWUX KOHTaKTHOT 0COOM 3asiBHMKA,
BignosiganbHoi 3a dapMakoHarnsg B YKpaiHi.

3a
peuerimom

UA/10626/01/03

UA/18908/01/01

120,

MPErAIOH

Kancynv TBepAi no
75 mr; no 7 kancyny
GnicTepi; no 2 abo

no 3 6nictepu B

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny -
3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta bapMakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKkoro 3acofy, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT AN MEAWYHOro 3acTOCyBaHHS Ha

3a
peuenmom
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nayui 3 KapToHy

nigcraBsi perynsipHo OHOBMOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs!
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiui nepiod, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 AOCNiOKeHb, NPOBEeAeHNX BiAMNOBIAHO
A0 nnaHy neaiaTpnyHux gocnigxers (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm) - 3MiHM BHECEHO A0
IHCTPYKUiT ANA Mean4HOro 3acToCcyBaHHs! Nikapcbkoro 3acoby
Ao po3sginis "OcobnusocTi 3acTocyBaHHsA", "MobivHi peakuii” 3
6e3nekn 3aCToCyBaHHS Ailo4oi pe4oBMHM BiANOBIAHO A0
pekomeHgauinn PRAC. BeegeHHs 3MiH NpoTsirom 6-Tu micsauis
nicnsa 3aTBepAXXeHHs; 3MiHu | Tuny - 3MiHK Woao
6e3nekn/ecdekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa y KopoTkii
XapaKkTepucTuLi NikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUIT ANS MEAMYHOrO 3aCTOCYBaHHSA Ha NiACTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neku 3acToCyBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiiui nepioa, abo sik pesynbtat
OLiHKM 3BIiTY 3 4OCNiAXeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHoMm) - 3MiHW BHECEHO A0
IHCTPYKUiT ANst MeanYHOro 3acTocyBaHHs nikapcbkoro 3acoby
0o po3ginie "3acTocyBaHHs y nepiod BariTHOCTi a6o
rogyBaHHs rpyaar”, "MobivHi peakuii” 3 6e3neku
3acTocyBaHHS Aito4ol pevyoBuHU. BBegeHHs 3MiH NpoTsarom 6-
Tn MicsiliB nicnsi 3aTBepakeHHs; 3miHu | Tuny - 3miHn Wwopao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnsaay. 3miHa y KOpoTKin
XapaKkTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha NiacTasi
perynspHO OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHnii nepiog, abo sk peaynbtart
OLLiHKM 3BITY 3 JOCNIOKEHb, NPOBEAEHMX BiANOBIOHO 4O MraHy
nepiatpuyHux gocnigxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm) - 3MiHM BHECEHO A0
IHCTPYKUiT ANst MEONYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
no po3giny "MNo6iyHi peakuii" 3 6e3nekn 3acToCyBaHHs Oio401
peyoBMHM BignoBiaHo Ao pekomeHaauin PRAC. BeegeHHs
3MiH NpOTArom 6-Tu MicsiLiB Micnsi 3aTBepAKEHHS; 3MiHu | Tuny
- 3miHu wopao 6esnekn/edekTMBHOCTI Ta dbapmMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT AnA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTasi perynspHo OHOBMIOBAHOTO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku 3acToCyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiui nepiod, abo sik
pe3ynbTarT OLiHKK 3BiTY 3 AOCNISKEHb, MPOBEAEHNX Bi4NOBILHO
[0 nnaHy negiatpnyHux gocnigxeHb (PIP) (3MiHy y3rogeHo 3
KOMMETEHTHUM YNOBHOBaXXEHMM OpraHoM) - 3MiHM BHECEHO 0
IHCTPYKUiT ANst MEONYHOrO 3aCTOCYBaHHS MikapCbKoro 3acoby
Ao po3giny "Mob6ivHi peakuii" 3 6e3neku 3acTocyBaHHs fitoyoi
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peyoBMHYM BigNoBiaHO A0 pekoMeHaauii PRAC. BeegeHHs
3MiH NPOTAroM 6-TW MicALiB nicnsa 3aTBepAKEHHS; 3MiHu | Tuny
- 3MiHK Wwopno 6e3nekn/echeKkTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(n) go 3060B'A3aHb Ta yMOB BUAadYi
peecTpauinHOro NoCBiAYEHHS, BKMoYatoym NnaH ynpaeniHHS
pu3nKamMm (3aCTOCYBaHHS TEKCTY, SKUIA MOrOOXXEHUN 3
KOMMETEHTHNM OpraHoMm) - 3asiBHUKOM HaflaHO OHOBIIEHWI
Mnax ynpaeniHHA puankamm Bepcia 2.0. 3MiHM BHeCeHO Ao
yacTuH: | «3aranbHa iHpopmauis» Il «Cneumndikauis 3
6e3nekn» (Mogynb CVIII «Pestome npobnem 6eanekmy), Il
«[lMnaH 3 hapmakoHarnsagy», V «3axoau 3 MiHimisauii
pusnkis», VI «Pestome nnany ynpasniHHs pusmnkamuy VII
«[JonaTkny y 3B’A3Ky 3 OHOBIEHHSIM Mnepeniky npobnem 3
6e3neku Ha nigcTasi oHoBneHHs [MYP pedepeHTHoro J13

121,

MNPErAJIOH

Kancynuv Teepgi no
150 mr; no 7 kancyn
y 6nicTepi; no 2 abo
no 3 Gnictepu B
nauui 3 KapToHy

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHu | Tuny -
3MiHu Woao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKil XapaKTeprCcTULi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3acTOCyBaHHS Ha
nigcraBsi perynsipHo OHOBMOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpauiiHuin nepioa, abo sik
pe3ynbTaT OLiHKK 3BiTY 3 OCNiOKEHb, NPOBEAEeHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnigxkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm) - 3MiHM BHECEHO A0
IHCTPYKUii ANA MeanYHOro 3acToCyBaHHsI Nikapcbkoro 3acoby
Ao po3ginis "OcobnmsocTi 3actocyBaHHs", "lMNobiyHi peakuji” 3
6e3nekn 3aCToCyBaHHS Ailo4oi pe4oBMHM BiANOBIAHO A0
pekomeHaauii PRAC. BBegeHHs 3MiH NpoTsiroM 6-Tu Micsiuis
nicnsa 3aTBepAXKEHHs; 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHa y KOpoTKil
XapaKkTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEAMYHOrO 3aCTOCYBaHHSA Ha NiacTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS MikapcbKoro
3acoby B nicnspeecTpauiiini nepioa, abo sk pesynstart
OLiHKM 3BITY 3 JOCNigKeHb, NPOBEAEHMX BIANOBIAHO A0 NnaHy
nepiatpuyHux gocnigxeHs (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHoM) - 3MiHM BHECEHO 0
IHCTPYKUii ANs MeaMYHOro 3acToCyBaHHs! Nikapcbkoro 3acoby
o po3ginis "3acTocyBaHHs y nepiof BariTHoCTi abo
rogyBaHHs rpygar”, "MobivHi peakuii” 3 6e3neku
3acToCcyBaHHS Aito4ol pevoBMHU. BBegeHHs 3MiH NpoTsirom 6-
TH MicsiliB nicnsi 3aTBepakeHHs; 3MiHu | Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy. 3miHa y KOpOoTKin
XapaKkTepuCTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha NiacTasi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHunii nepioa, abo sik pedynbtat

3a
peuerimom

UA/18908/01/02
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OLiHKM 3BIiTY 3 JOCTiAXeHb, NPOBEAEeHMX BiANOBIAHO A0 NnaHy
nepiaTpnyHux gocnigxeHs (PIP) (3MiHy y3rogpkeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm) - 3MiHM BHECEHO A0
IHCTPYKUiT ANA Mean4HOro 3acToCcyBaHHs! Nikapcbkoro 3acoby
o po3giny "Mob6iyHi peakuii" 3 6e3nekn 3acTocyBaHHst fitoyol
peyoBMHYM BigNoBiaHO A0 pekoMeHaauii PRAC. BeegeHHs
3MiH NPOTArom 6-Tu MicsiLiB Micnst 3aTBEPMKEHHS; 3MiHM | TNy
- 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta chapmakoHarnsay.
3MiHa y KOpOTKil XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKUii AN MEeANYHOro 3acTOCyBaHHS Ha
nigcTasi perynspHO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepioa, abo sk
pe3ynbTar OLUiHKK 3BiTY 3 OCTIMKEHb, MPOBEAEHNX BiANOBIAHO
00 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm) - 3MiHM BHECEHO A0
IHCTPYKUiT ANst MEONYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby
0o poaginy "Mo6iyHi peakuii" 3 6e3nekn 3acTocyBaHHs Ailoyoi
peyoBMHYM BignoBigHo Ao pekoMeHaauii PRAC. BeegeHHs
3MiH NPOTArom 6-Tu MicsILiB Micnst 3aTBEPAKEHHST; 3MiHu | Tuny
- 3MiHN Wwono Ge3nekn/edeKkTMBHOCTI Ta hapmakoHarnsay.
BHeceHHs1 abo 3amiHa(n) oo 3060B'A3aHb Ta yMOB Buaadi
peeCcTpaLinHOro NoCBiA4YeHHS, BKItoYatoum Nnax ynpaeniHHS
pu3nKamMm (3aCTOCYBaHHS TEKCTY, SKUIA MOrOAXEHUN 3
KOMMETEHTHNM OpraHoM) - 3asiBHUKOM HaJlaHO OHOBIEHWI
MnaH ynpaeniHHA pusnkamm Bepcia 2.0. 3mMiHM BHeCeHO A0
yacTuH: | «3aranbHa iHdopmauisy» Il «Cneundikadis 3
6e3nekn» (Mogynb CVIII «Pe3tome npobnem 6e3nekm»), Il
«lMnaH 3 hapmakoHarnsaay», V «3axoau 3 MiHimisauii
pusukiB», VI «Pestome nnaHy ynpasniHHs pusukamu» VI
«[JonaTkny y 3B’A3Ky 3 OHOBINEHHSAM Neperniky npobnem 3
6e3neku Ha nigcTasi oHoBneHHs MYP pedepeHTHoro J13

122.

NPErAJIOH

Kancynv TBepAi no
300 mr; no 7 kancyn
y bnicTepi; no 2 abo
no 3 Gnictepu B
nadui 3 KapToHy

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
3MiHa y KOpPOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHA Ha
niacTasi perynspHoO OHOBIIOBAHOrO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiHui nepioa, abo sik
pe3ynbTarT OUiHKK 3BiTY 3 4OCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy nepiatpnyHux gocnigkerb (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHVM YNOBHOBaXX€HUM OpraHoMm) - 3MiHW BHECEHO A0
IHCTPYKUiT ANs MeaMYHOro 3acToCyBaHHs! Nikapcbkoro 3acoby
no posginis "OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii” 3
6e3nekn 3aCToCyBaHHS Ailo4oi pe4oBMHM BiANOBIAHO A0
pekomMeHaauii PRAC. BeegeHHs 3MiH NpoTsiroM 6-Tu MicsiLis
nicnsa 3aTBepAXXeHHs; 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsigy. 3miHa y KOpoTkin
XapaKkTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta

3a
peuerimom

UA/18908/01/03
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

IHCTPYKUIT ANs MeAMYHOro 3acTOCyBaHHS Ha nigcTasi
perynsipHO OHOBIOBAHOTO 3BiTYy 3 6e3nekun nikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuii nepiog, abo sik pesynbtat
OLiHKM 3BiTYy 3 JOCNigKEeHb, NPOBEAEHMX BIANOBIAHO A0 MnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHom) - 3MiHM BHECEHO A0
IHCTpYKUii ANs MeaMYHOro 3aCTOCyBaHHS nikapcbkoro 3acoby
[0 po3ginie "3acTocyBaHHs y Nepiod BariTHOCTi abo
rogyBaHHs rpygato”, "MobiyHi peakuii” 3 6esneku
3aCTOCYBaHHS Ail040i pevoBuHU. BBeaeHHs 3miH npoTarom 6-
TV MicsLiB nicns 3aTBepaKeHHS; 3MiHKM | Tuny - 3MiHK Wwoao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa y KopoTkil
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANA Mean4yHoro 3acTocyBaHHs Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTOCyBaHHS MiKapCbKOro
3acoby B nicnsipeecTpauiiHuii nepiog, abo sik pesynbtaT
OLiHKM 3BIiTY 3 4OCNiAXeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
nepiatpnyHux gocnigxens (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm) - 3MiHM BHECEHO A0
IHCTPYKUiT ANst MeanYHOro 3acTocyBaHHS fikapcbkoro 3acoby
0o posginy "MNo6iyHi peakuii" 3 6e3nekn 3aCToCyBaHHS Ait040l
pevoBMHYM BignoBigHo Ao pekoMeHaauii PRAC. BeegeHHs
3MiH NPOTSIroM 6-TW MicsLiB nicns 3aTBepAKeHHS; 3MiHu | TUnYy
- 3miHu Wwopo 6esnekv/edekTMBHOCTI Ta hapMakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKkoro 3acoy, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHA Ha
niacTasi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaiiHmi nepiod, abo sk
pe3ynbTarT OLiHKK 3BiTY 3 AOCNIMKEHb, MPOBEAEHUX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigxkersb (PIP) (3MiHy y3rogeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm) - 3MiHM BHECEHO A0
IHCTPYKUiT ANst MEONYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
no po3giny "MNo6iyHi peakuii" 3 6e3nekn 3acToCyBaHHs Oio401
peyoBMHM BiAnoBigHO Ao pekomeHaauin PRAC. BeeneHHs
3MiH NpOTSArom 6-Tu MicsiLiB Micnst 3aTBEPMKEHHS; 3MiHu | TNy
- 3miHu wopao 6esnekn/edekTMBHOCTI Ta dbapmMakoHarnsay.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB Buaavi
peecTpaLiHOro NocBigYeHHs, BKoYaroum MNnaH ynpaeniHHs
pu3nKaMm (3aCTOCYBaHHS TEKCTY, SKUIA MOrOAXEHUN 3
KOMMETEHTHNM OpraHoM) - 3asiBHUKOM HaZlaHO OHOBIEHWI
MnaH ynpaeniHHA pusnkamm Bepcia 2.0. 3miHM BHeceHo Ao
yacTtuH: | «3aranbHa iHdopmauis» Il «Cneundikadis 3
6e3nekn» (Mogynb CVIII «Pe3tome npobriem 6e3nekmy), Il
«lMnaH 3 hapmakoHarnsaay», V «3axoau 3 MiHimisauii
pusukiB», VI «Pestome nnaHy ynpaeniHHSA puankamu» VI
«JoaaTtkny y 3B’13Ky 3 OHOBIMNEHHSIM Nepeniky npobnem 3
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n 3acoby ynakoeka) noceio4yeHHs1
6e3nekun Ha nigcTasi oHoBneHHs [MYP pedepeHTHoro J13
123| NPECTAPIYM | Ttabnetku, BKpUTI Jie ®paHuis Tabopatopii ®paHuis/ BHECEHHS 3MiH A0 peecTpauiiHnx matepianis: 3miHum | Tuny - 3a UA/5654/01/01
® APTIHIH NniBKOBOIO JIABOPATYA Ceps'e lHgacTpi, Ipnangis 3MiHuM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsay. peuenmom
KOMBI o6ornoHkoto, no 14 P CEPB'E€ ®paHuis; Ceps'e BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWX Npo CUCTEMY
abo 30 TabneTtok y (Ipnangis) dapmakoHarnsgy (BBEAEHHS y3aranbHEeHUX AaHUX npo
KOHTeWHepi; no 1 IngacTpic JlTa, cuctemy chapmakoHarnsgy, 3miHa ynosHoBaXeHoi ocobu,
KOHTEeWHepy y Ipnangis BiANOBIAANbHOI 3a 3AINCHEHHA hapmaKkoHarnsaay; KOHTakTHOI
KopobLi 3 KapTOHY ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30iRCHEHHS
chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
YNOBHOBaXeHOT 0cobWu, BignoBigansHoi 3a 34iACHEHHS
dapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-caina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
apmakoHarnsag B YkpaiHi.
[itoya pepakuin: PokyHb OkcaHa KOpiiBHa. MponoHoBaHa
pegnakuis: Nywnexko Jliogmuna bopuciBHa. 3MiHa KOHTAKTHUX
[AaHNX KOHTAKTHOT 0cobu 3asiBHMKA, BiANOBIAaNbHOI 3a
¢bapmakoHarnag B YkpaiHi.
124.| NPOCTUH €2 | renb BariHanbHUiA, 1 Mdpansep IHk. CLWA Mdpanszep Benebriga BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHum | Tuny - 3a UA/10048/01/01
mr/3r,no3re MeHtodekdypuH 3miHu wopo 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi peuernmom
nonepegHbo r benbris HB 3MiHM) 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBOK
HanoBHEHOMY nikapcbkoro 3acoby y n. 4 (nepBnHHa ynakoBka) Ta y n.8
wnpuui; no 1 (sTopuHHa ynakoska) AATA 3AKIHYEHHA TEPMIHY
LINpULY B KAPTOHHIN MPUOATHOCTI. BBegeHHs 3MiH NpoTsiroM 6-Tu MicsLiB nicns
Kopob6Li; 3aTBepMKeHHSA. 3MiHu | Tuny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu MicLA NPOBaAXKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BKIIOHAK04M AinbHNLI BUNYCKY cepii abo micLe npoBeaeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosifae
BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIlt)
AamiHicTpaTMBHa 3MiHa agpecu 3aTBepaXeHOi BUPOOHNYOI
aineHuui M3 MNdansep MenodekyypuHr beneria HB ans
npvBeAeHHs Yy BIANOBIAHICTb A0 agpecu 3a3Ha4YeHo! Ha canTi
EudraGMDP. He 6yno xogHvx 3MiH y Ha3Bi BUPOOHUYOT
AiNbHULI, i3nYHOMY po3TallyBaHHi AinbHULI, Mpoueci Ta
KOHTpONi, NOB’si3aHOMY 3 BUPOBGHULITBOM NiKapCbKoro 3acoby.
3MiHN BHECEHO B iHCTPYKLIO ANst MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain «MicuesHaxomkeHHs BUPOOHMKa
Ta agpeca Micus NpoBagKeHHs1 NOoro AisnbHOCTI» 3
Bi4NOBIgHNMM 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKW
nikapcbkoro 3acoby. TepmiH BBeAeHHS 3MiH NpoTArom 6
MicsILiB Micnsi 3aTBEPAXKEHHS.
125 PABEMPA30 | tabnetku, BKpUTi ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/10505/01/01
N-300POB'A | nniskoBoto obmexeHoto obmexeHoto 3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dbapMakoHarnsaay. peuenmom
060noHKot, BignosiganbHi BignosiganbHicT 3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKkoro 3acoby, TeKCTi
KWLLIKOBOPO34MHHI MO cTio 10 MapKyBaHHS Ta iHCTPYKUiT AnA MEeANYHOro 3aCTOCyBaHHS Ha
10 mr, mo 10 "®apmaueBTn "®apmaueBTUYH nigcTasi perynspHo OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
Tabnetok y Gnictepi; | 4Ha KOMnaHis a KommnaHis nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn 3acTocyBaHHs!
no 1 abo 2 6nictepu "3gopoB's" "3gopos's", nikapcbKkoro 3acoby B nicrnsipeecTpauiiiui nepiog, abo sk
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B KOpOOLi YkpaiHa (Bci pe3ynbTaT OLiHKK 3BiTY 3 AOCNiOKeHb, NPOBeAeHNX BiAMNOBIAHO
cragii A0 nnaHy neaiaTpnyHux gocnigxers (PIP) (3miHy y3rogxeHo 3
BMPOGHMLTBA, KOMMETEHTHUM YNOBHOBAXXEHUM OpPraHoMm).
KOHTPOIb SIKOCTI, 3MiHN BHECEHO B iHCTPYKLIiO ANst MEAUYHOIO 3aCTOCYBaHHS
BUMYCK cepii); nikapcbkoro 3acoby Ao po3sainis "OcobnmBocTi 3acTocyBaHHs"
ToBapwucTBo 3 Ta "lMobiyHi peakuii” BignoBigHO 4O OHOBMEHOI iHhopmallii 3
0oBMeXeHo ©e3nekn 3acTocyBaHHS Ail040i PeHOBMHU NiKapCbKoro 3acooby.
BignoBiganbHicT BBegeHHs 3MiH NpoTArom 6-T MicsiLiB Nicnst 3aTBepAXKEHHS
0 "®APMEKC
FPYM", Ykpaina
(Bci cTagii
BUPOBHMUTBA,
KOHTPO~b
AKOCTI)
126, PABEMNPA30O | TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBeo 3 YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHnX maTepianis: 3MiHu | Tuny - 3a UA/10505/01/02
n-300POB'A NniBKOBOO obMexXeHow obmMexeHow 3MiHu Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. peuenmom
060MoHKo10, BiAMNoBiAanbHi BiAMNoBiganbHicT 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro 3acoby, TeKCTi
KWULLKOBOPO34UHHI MO cTio 10 MapKyBaHHs Ta iHCTPYKUIii AN MEAWYHOro 3aCTOCYBaHHS Ha
20 mr, no 10 "dapmaueBTu "dapmMaueBTUYH nigcTaei perynsipHo OHOBIOBAHOIO 3BiTy 3 6e3neku
TabneTok y 6nictepi; | 4Ha KOMNaHis a KoMMaHis nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
no 1 abo 2 Gnictepu "3popos's" "3popos's"”, nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepiod, abo sk
B KOpoOLi YkpaiHa (Bci pe3ynbTaT OLiHKK 3BiTY 3 OCNiOKEHb, NPOBEAEHNX BiANOBIAHO
cragii A0 nnaHy neaiatpnyHux gocnigxkerob (PIP) (3miHy y3rogxeHo 3
BMPOGHMLTBA, KOMMETEHTHUM YNOBHOBAXXEHWUM OPraHoMm).
KOHTPOIb SIKOCTI, 3MiHN BHECEHO B iHCTPYKLIO ANst MEOUYHOTO 3aCTOCYBaHHS
BUMYCK cepii); nikapcbkoro 3acoby o posginie "OcobnuneocTi 3acTocyBaHHA"
ToBapucTtBo 3 Ta "MobivHi peakuii" BignoBiAHO O OHOBMEHOT iH(hopMaLlii 3
obmexeHoto 6e3nekn 3acToCyBaHHS Ail040i peYOBMHM NiKapCbKoro 3acoby.
BignoBiganbHicT BBeneHHs 3MiH NpOTArom 6-T MicsILiB Nicnsi 3aTBepOKEHHS
10 "®APMEKC
FPYIM", Ykpaina
(Bci cTagji
BMPOGHMLTBA,
KOHTPO~b
AKOCTI)

127.( PAMI Tabnetkun no 5 mr/25 Canpos CnoBeHis Nek C. A., Monbwa/ BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHu | Tuny - 3a UA/4259/01/02
CAHOO03® mr; no 10 TabneTok dapmachbtoTika MonbLwa HimeuunHa 3MiHu 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudikat peuenmom
KOMMNO3UTY | y bnictepi; no 3 n3 p.Aa. (BupobHuuTteo BiANoBIAHOCTI €Bponencekini hapmakonei/MmoHorpadii.

M Gnictepu B Hepo3dacoBaHO MonaHHsa HoBoro abo OHOBMEHOTO cepTudikaTa BiANoBIAHOCTI
KapTOHHiIl kopobui ro NPoAykKTy, abo Buny4YeHHsi cepTudikaTa BignoBigHOCTI €EBponeichkii

N03BiN Ha dapmakonei: gna ADI; onsa BuxigHoro

BUNYCK cepii; mMaTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, L0

MepBuHHa Ta BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; Anst JonomixxHoOT
BTOPUHHA peyoBUHYM (cepTuddikaT BignoBiAHOCTI €BponenchKil
ynakoBka, dapmakonei) - OHoBMNeHW cepTudikaT Big yxe
003Bin Ha 3aTBEpOKEHOro BUPOBHMKA - MOAaHHS OHOBMEHOMO

BUNYCK cepii); cepTtudikaTa BignosigHocTi €Bponerickbkin dapmakonei R1-
CantoTac CEP 2004-013-Rev 04 ans gito4oi pe4oBuHU

dapma 'mbX, rigpoxnopoTiasva Bif ye 3aTBepaxeHoro BupobHuka IPCA
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HimeuuunHa Laboratories Limited, India 3atBepmxeHo: R1-CEP 2004-013-
(BnpobHuLTBO Rev 03
3a NOBHUM 3anponoHoBaHo: R1-CEP 2004-013-Rev 04
LIMKIIOM)
128/ PEBMOKCUB | kancynwu no 200 wmr, MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/3808/01/01
no 10 kancyny "Kuismegnpen "Knismegnpenap 3MiHuM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy. peuenmom
6nictepi; no 1 apat" at" 3MiHM y KOPOTKili XapakTepuCTuL| nikapcbKoro 3acoby, TekcTi
6nictepy B nayui 3 MapKyBaHHS Ta iHCTPYKLIT A4NA MEANYHOro 3aCTOCyBaHHS
KapTOHY reHepuYHMX/ribpnaHux/6ionofibHMX nikapcbkmx 3acobiB nicns
BHECEHHS TiEl camoi 3MiHWN Ha pedhepeHTHMIN Npenapar (3MiHa
He noTpebye HagaHHSA XXOAHNX HOBUX AOAATKOBUX AaHMX).
3MiHU BHECEHO B iHCTPYKLIO ANst MEQUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginis "®apmMakonoriyHi
BnactmsocTi", "lNoka3aHHa" (yTouHeHHs ), "lNpoTunoka3aHHs",
"B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnuneocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHoCTi abo rogyBaHHs rpyaar” (besneka), "Cnocid
3acTocyBaHHs Ta go3un" (6esneka), "MNepenosysaHHs", "MobiyHi
peakuii" BignoBigHO 4O OHOBNEHOI iHopMaUii Woao
3acTocyBaHHs pedhepeHTHOro NikapcbKoro 3acoby
LIENNEBPEKC®, kancynu no 200 mr. BBegeHHs 3MiH NpoTsrom
6-TV MicsLiB nicnsi 3aTBEPOKEHHS.
129, PEFYNOH® TabneTkn, BKpUTI BAT "T'epeoH YropwuHa BAT "T'epeoH YropuuHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/7293/01/01
obornoHkot, 0,15 PixTep" PixTep" 3miHu wopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi peuenmom
mr/0,03 wmr, no 21 3MiHW) - 3MiHW BHECEHO B IHCTPYKLIiO A1 MEANYHOTO
Tabnetui y 6nictepi, 3acTocyBaHHS NnikapcbKoro 3acoby 4o posginis
no 1 abono 3 "MpoTunokasaHHs", "B3aemogais 3 iHWK1MK NikapCbKUMm
Gnictepu B 3acobamu Ta iHwWi Buan B3aemogin", "OcobnueocTi
KapTOHHIN ynakoBLii 3acTocyBaHHS" LOAO0 OHOBMEHOI iHpopMmallii 3 6e3nekn
3aCTOCYBaHHsI il04MX Pe4OBUH (0QHOYACHOrO 3aCTOCYBaHHS 3
nikapcbkumm 3acobamu, LWo MICTATb
rnekanpesip/nibpeHTacsip). BBeaeHHs 3mMiH npoTarom 6-Tu
MicaUiB nicnsa 3aTBepAXeHHS; 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLWi 3miHu) -
3MiHN BHECEHO B IHCTPYKLilO ANs MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3sginis "OcobnmBocTi 3acTocyBaHHs"
Ta "MobiyvHi peakuii" Woao oHoBMNEHOT iHopMmaLii 3 6e3nekn
3aCTOCYBaHHS [il04MX PeYOBUH (MOCUIIEHHS CUMMTOMIB
HabyToro Ta cnagKoBOro aHrOHEBPOTUYHOIO HABPSIKY).
BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB Nicnsi 3aTBepAKEHHS
130.| PUCNEPOH® | Tabnetku, BKpUTI 3AT JlutoBcbka | BAJNIKAHOAPM Bonrapis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/13764/01/02
NnNiBKOBOIO «®dapmnira» Pecnybnik A-OYNHNUA 3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peuenmom
060moHKo, No 2 Mr, a Al KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3miHa po3Mipy ynakoBku

no 10 tabnetok y
GnicTepi, no 1
6nictepy abo no 3
abo no 6 6nicTtepis B
KapTOHHIN navui

roTOBOrO JikapCbKoro 3acoby (3miHa KinbKOCTi O4UHULb
(Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3miHa no3a
[fiana3oHoM 3aTBeppKeHWX PO3MIpIB YNakoBKW - 4OAAETHCS
[ogartkoBuid po3Mip ynakoeku: no 10 Tabnetok y 6nictepi, no 1
GnicTepy B KapTOHHIl Nayui 3 BiANOBIAHAMU 3MiHAMU 10
po3giny “Ynakoska” MKA J13, 6e3 3MiH1 nepBUHHOIO
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakyBanbHOro MaTepiany. 3MiHu BHeceHi B po3ain "Ynakoska"
B IHCTPYKLUIiO AMs MeAUYHOro 3aCTOCYBaHHS fikapCbKoro
3aco0y y 3B"A3Ky 3 BBeAEHHSM A0AAaTKOBOro po3mipy
YNaKoBKU, SIK HACMIAOK - 3aTBEPOXKEHHS TEKCTY MapKyBaHHsI
[00aTKOBOI yNakoBku nikapcbkoro 3acoby. BBeaeHHs 3miH
NpoTSArom 6-TM MicsLiB Nicnsi 3aTBEPAYKEHHS
131| PUCMEPOH® | Ttabnetku, BKpUTI 3AT Jlutoscbka | BAJIKAHOAPM Bonrapis BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/13764/01/01
NniBKOBOO «®Papmnira» Pecny6nik A-OYTHNLA 3MiHu 3 siKocTi. FoTOBMI Nikapcbkuii 3acib. Cuctema peuernmom
0BOSOHKOLO, MO 4 Mr, a AL KOHTeVHep/3aKynoptoBanbHUiA 3acit. 3MiHa po3mipy ynakoBku
no 10 Tabnetok y roTOBOrO JlikapCbKoro 3acoby (3miHa KinbKOCTi OAMHULb
6nictepi, no 1 (Hanpuknag TabneTok, amnyn Towo) B ynakosL:) - 3miHa no3a
6nictepy abo no 3 [Aiana3oHOM 3aTBEPAXEHMX PO3MIPIB YNaKOBKM - 4O4AETLCA
abo no 6 6nicTepis B noaaTtkoBuid po3mip ynakoBku: no 10 TabneTtok y 6rictepi, no 1
KapTOHHIN nayui 6nicTepy B KapTOHHIV NaYui 3 BiAMOBIAHAMK 3MiHAMU OO
po3ainy “Ynakoska” MKA J13, 6e3 aMiHM nepBUHHOrO
nakyBanbHOro MaTepiany. 3MiHu BHeceHi B po3ain "Ynakoska"
B IHCTPYKUIiO ANS MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoly y 3B"A3Ky 3 BBEAEHHSM AOAATKOBOIO po3mipy
YNaKoBKU, SIK HACMIAOK - 3aTBEPOKEHHS TEKCTY MapKyBaHHsI
[04aTKOBOI YNakoBKM fikapCbKoro 3acoby. BeeaeHHs 3MiH
NpOTArom 6-Tu MicsuiB Nicnsa 3aTBepAXeHHs
132/ PITOCCE® cvpon, 7 mr/mn, no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - bes UA/18588/01/01
nnwoLy 100 mn y donakoHi; "®apmaueBTn "®apmaueBTUYH 3MiHn 3 gKkocTi. FoToBuI nikapcbkui 3acib. CtabinbHICTb. peuenma
no 1 dnakoHy 3 YHa dipma a gipma 3miHa y TepMiHax npuagaTHocTi abo ymoBax 36epiraHHsi
MipHOIO MOXKOI B "NapHuug” "OapHuus" roTOBOro MiKapCbKOro 3acoby (36inbLUeHHs TepMiHy
nauui NpUaATHOCTI FOTOBOTO fikapCbkoro 3acoby) - [ns Toprosoi
ynakoBku (MiATBEPAXKYETbLCS AaHUMU peanbHoro vacy) -
36inbLUeHHsA TepMiHY NpMAATHOCTI NikapcbKoro 3acoby 3 2
pokiB 0o 3 pokiB. BBefeHHs 3MiH NpoTSArom 6-Tu MicsiLiB nmicnsi
3aTBEpPOKEHHS
133 CANNOPAIIbK | rpaHynu Op. ®anbk HimeyumH BupobHumk Himeuunna BHECEHHS 3MiH 0 peecTpauiiHnX maTepianis: yTO4YHEeHHS 3a UA/3745/01/01
racTpOpPesnCTEHTHI, dapma 'M6X a BiAMOBiAANbHWIA HanucaHHA AeAKUX BUPOOHMKiIB B Haka3i MO3 Ykpaiuu Ne peuernmom

NPOnOHroBaHoi Aii
no 500 mr; no 930
MF FrpaHyn y
nakeTukax «IpaHy-
Ctuke»; no 50
nakeTuKkiB y Kopobui
3 KapTOHY

3a BUNYyCK cepin
KiHLeBOro
npoaykTy Ta
anbTepHaTUBHE
BTOPUHHE
nakyBaHHs: [p.
®anbk ®apma
mbX,
HimeuuuHa;
Bupo6Huk,
BianosiganbHUn
3a BMPOOHULTBO
[030BaHoi
opmu,
nepBuUHHE,
BTOPUHHE
nakyBaHHs Ta

1767 Bip 29.09.2022 B npoLeci BHECEHHS 3MiH Yy 3B'I3KY 3
npoBeAeHHAM npoLeaypu "BUNPaBneHHs TEXHIYHOT MOMUIKA B
peecTpauiiHoMy nocsigyeHHi". Pegakuia B Hakasi - BupobHuk,

BiANOBiAaNbHWI 3a NEpBUHHE, BTOPVMHHE NakyBaHHSA Ta
KOHTPOMb SIKOCTI:

JlozaH ®apma M'mbX (Ewbax cant), HimeyunHa. BipHa
penakuisa - Bupo6HuK, BignoBiaanbHUI 3a NnepBuHHe,
BTOPMHHE NaKyBaHHA Ta KOHTporb sikocTi: JlozaH ®dapma
m6X, HimeyuunHa.
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KOHTPOIb SIKOCTi:
JlozaH ®apma
'M6X,
Hime4vuuHa;
$apbin ®apma
'M6X,
Hime4vuuHa;
Bupo6Huk,
BiagnoBiaanbHU
1 32 NepBUHHe,
BTOPUHHE
naKkyBaHHs Ta
KOHTpONb
fAkocTi: Jlo3aH
®apma 'moX,
HimeuuuHa;
BUPOBHMK,
BigNoOBiganbHUN
3a KOHTPOJb
sKocTi: Haykoso-
nocnigHun
iHCTUTYT
Xennenep
'M6X,
HimeuvuuHa;
anndameq
SAPBIN
ApuHanmiTTens
'm6X,
HimevyunHa

134,

CUHEKOA

Kpanni opanbHi Ans
niten, 5 mr/mn; no
20 mn y pnakoHi 3
KpanenbHuUero i
KpuLukoto; no 1

drakoHy y
KapTOHHiI kopobui

rCK
KoHcblomep
Xenckep
CAPN

Lsewuapi
a

BMPOGHMLTBO 32
NMOBHUM LIUKITOM:
CK
KoHcblomep
Xenckep CAPI

LLiseniuapis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta bapmMakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHeEHVX AaHWUX Npo cucTemy
hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX JaHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKkTHOT
ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHS
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BiAnoBiAanbHOI 3a 3A4iNCHEHHS
hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi macTep-anna cuctemu bapmakoHarnsagy) 3MiHa
YNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiAanbHOI 3a
dapmakoHarnsag,.

[itoya pepakuis: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pepakuis: John Poustie. 3MiHa KOHTaKTHUX
[OaHux yrnoBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBigansHoi 3a
cbapmakoHarnsg. 3MiHa KOHTaAKTHOI 0cobu 3asiBHUKA,
BignosiganeHoi 3a hapMakoHarnsag B YKpaiHi.

[itova pegakuis: JlanumHcbka IHHa IropieHa. MNponoHoBaHa

6e3
peuenmom

UA/5260/02/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
pegakuis: Kupunisa ManuHa MeopriiBHa. 3MiHa KOHTAKTHUX
OaHMX KOHTaKTHOI 0cobU 3asiBHKKA, BignoBigansHoi 3a
dapmakoHarnag B YkpaiHi. 3mMiHa micLie3HaxoKeHHss MacTep-
chanina cuctemn chapmakoHarnsgy Ta moro Homepa. 3miHa
MicLsi 30iNCHEHHSI OCHOBHOI AiNbHOCTI 3 papMakoHarnsgy.
135, COJIAHTPA® | kpeMm, 10 mr/r; no 30 langepma CA | Lsenuapi Bupo6HuLTBO, PdpaHLuis BHECEHHS 3MiH 4O peecTpauinHux maTtepianis: 3miHu | Tuny - 3a UA/16320/01/01
ry Ty6i; no 1 1y6i B A nakyBaHHs, 3MiHn 3 axocTi. CepTudikat BignosiaHocTi/l E-cepTudikat peuernmom
KapTOHHiI kopobui MapKyBaHHs, BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
BUNPOOyBaHHSA MogaHHA HoBoro abo oHoBMeHoro cepTudikara BignoBiAHOCTI
KOHTPOIMO abo BuNy4eHHs ceptudpikata BianoBiaHOCTI €BpoONenchbkin
AKOCTI, dapmakonei: ana A®l; ans BuxigHoro
BUNpobyBaHHs marepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, O
cTabinbHOCTI Ta BUKOPUCTOBYHOTbCS Y BUPOBHMUTBI APl; Ana gonomikHOT
BMNYCK Cepin: peyoBuHM (cepTudikaT BigNOBIAHOCTI €BpONENChKil
JIABOPATORPIT capmakonei) - OHoBneHu ceptudikar Big yxe
FANOEPMA, 3aTBEpPAKEHOro BUPOBHUMKA - NOAaHHS OHOBIIEHOrO
PpaHuis cepTtudpikaTa BignosigHocTi €Bponewichkin dapmakonei Ne R1-
CEP 1999-176 - Rev 05 (3aTBepmkeHo: R1-CEP 1999-176 -
Rev 03) ons A®| iBepMeKkTUHY Bif BXe 3aTBEPAKEHOro
BMpobHuka Zhejiang Hisun Pharmaceutical Co., Ltd, Kutan.
136, TAN3EHHA kancynv no 1 mr no Mdparzep CLWA Ekcenna M'm6X HimeuunHa BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny - 3a UA/18590/01/02
30 kancyn y Eny.Ci.Mi. & Ko. KI 3MiHn 3 gKkocTi. FoToBuI nikapcbkuii 3acio. CtabinbHICTb. peuernmom
dnakoHi; 1 pnakoH KopnopenwH 3miHa y TepmiHax npuagaTHocTi abo ymoBax 36epiraHHs

Y KapTOHHIl kopobui

roTOBOro MikapcbKoro 3acoby (36inbLUeHHs TEpMiHY
NpUOATHOCTI FOTOBOTO flikapCcbkoro 3acoby) - [ns Toprosoi
ynakoBKu (MiATBEPAKYETLCA 4AHUMMN pearbHOro Yacy)
36inbLUeHHs TepMiHY NpMAATHOCTI FOTOBOrO NikapCbKOoro
3acoby.
3aTBepaxeHo: 3 poku 3anpornoHOBaHO: 4 pokn. 3MiHK
BHECEHO [0 iHCTPYKUiT AN MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao po3sainy "TepmiH npuaaTHocTi".
BBepeHHs 3MiH NpoTsarom 6-Tu MicsuiB nicns 3aTBepaKeHHS.
3MiHu | TUny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkiii xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHS Ha NiAcTasi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
[ocnimxkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiod, abo sk pe3ynbTaT OLiHKK 3BITY 3
JocnigpkeHb, NPOBeAEHNX Bi4NOBIgHO 40 NnaHy negiaTpuyHmX
pocnimkenrb (PIP) (iHwi 3MiH1) 3MiHM BHeceHo A0 iHCTPyKUil
AN MeAUYHOro 3acTOCYBaHHS NikapcbKoro 3acoby Ao po3ainy
"OcobnuBocTi 3acTocyBaHHSA"" BiANOBIAHO 4O OHOBMEHOI
iHdbopMaUii 3 6e3nekn 3aCToCyBaHHS NiKapCbKoro 3acoby.
BBefeHHHS 3MiH NpOTAroM 6-Tu MicAUiB NiCNs 3aTBEPOXKEHHS.
3MiHu Il TUny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU A@HVMM 3
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AKOCTi, AOKMIHIMHUMM, KMNIHIMHUMW AaHUMKU Ta AaHUMK 3
dapmakoHarnsaay - 3MiHM BHECEHO A0 iIHCTPYKLUIi Ans
MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby 4o po3ainis
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3 iHwmMmu
nikapcbkuMmn 3acobamu Ta iHWi BUAM B3aemogin" Ta
"OcobnueocTi 3acTocyBaHHA" Bi4NOBIAHO A0 MaTepianis
peecTpauiiHoro gocbe. BBeaeHHs 3mMiH npoTarom 6-Tu micsauis
nicns 3aTBepAXXEHHS.

UA/18590/01/01

kancynu no 0,25 mr
no 30 kancyny

dnakoHi; 1 pnakoH
Y KapTOHHIln kopobui

Mdbansep
Eny.Ci.Mi.
KopnopenwH

CLIA

Ekcenna M'm6X
& Ko. KI'

HimevumnHa

BHECEHHS 3MiH 4O peecTpalinHmx maTtepianis: 3miHu | Tuny -
3MiHuM 3 aKkocTi. [oToBMI Nikapcbkuii 3aci6. CTabinbHICTb.
3miHa y TepmiHax npugaTHocTi abo ymoBax 30epiraHHs
roTOBOro NiKapcbKkoro 3acoby (36inbLIeHHs TepMiHy
npvaaTHOCTI FOTOBOrO fikapcbkoro 3acoby) - [ns Toprosoi
yMakoBKku (NiATBEPAXYETLCA AAHVMUN peanbHOro vacy)
36inblUeHHA TePMiHY NPUOATHOCTI FOTOBOIO NiKapcbKoro
3acoby.
3aTBepaxeHo: 3 poku 3anpornoHOBaHO: 4 pokn. 3MiHK
BHECEHO [0 iIHCTPYKLUiT ANS MeAnYHOro 3acTocyBaHHSA
nikapcbkoro 3acoby o posginy "TepMiH npugaTHocTi".
BBeaeHHs 3MiH NpoTarom 6-Tu micauiB nicns 3aTBepaKeHHS.
3MiHun | Tuny - 3MiHmn Wwopo 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHs Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3nekn 3acTocyBaHHS NiKapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiofd, abo sk pe3ynbTaT OLiHK/ 3BITY 3
JocnimpkeHb, NPOBeAEHNX Bi4NOBIgHO A0 NnaHy negiaTpuyHMX
pocnimkenb (PIP) (iHwi 3MiHK) 3MiHM BHeCeHo A0 iHCTPyKUil
Anst MEQUYHOTO 3acTOCyBaHHS nikapcbkoro 3acoby oo poaginy
"OcobnueocTi 3acTocyBaHHSA™" BiANOBIAHO 4O OHOBMNEHOI
iHopMaUii 3 6e3nekn 3aCToCyBaHHS NiKapCbKoro 3acoby.
BBefeHHHSA 3MiH NpOTAroM 6-Tu MicAUiB NiCNs 3aTBEPAXKEHHS.
3MiHu |l TUny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHu y KOpOTKil XxapakTepucTuli
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MELMYHOrO 3aCTOCYBaHHS y 3B’sI3Ky i3 HOBUMM AaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNIHIYHUMU OAHUMW Ta AaHUMM 3
bapmakoHarnsgy - 3MiHM BHECeHO O0 IHCTPYKUIT Ans
Me[IMYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby Ao po3ainis
"®apmakororivyHi BnactusocTi”, "Baaemogis 3 iHwmMu
nikapcbkumu 3acobamu Ta iHWi Buan B3aemogin" Ta
"OcobnuBocTi 3acTocyBaHHs" BiANOBIAHO A0 MaTepianis
peecTpauiHoro gocbe. BBeaeHHs 3MiH npoTarom 6-Tu micauis
nicns 3aTBEPAKEHHS.

3a
peuerimom

6e3

UA/14890/01/01

Ne Hasea

n/ | nikapcbKo20

n 3acoby

137, TAN3EHHA
138, TEBOKAH

TabneTku, BKPUTI
NniBKOBOKO
obGornoHkoto, no 120

Op. Binbmap
LLiBabe MmbX i
Ko. KI

HimevumH
a

[Op. Binbmap
LLisabe M'mbX i
Ko. KI

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHu Wwopo 6esnekn/edekTMBHOCTI Ta dbapMakoHarnsay.
BeeneHHsa abo 3mMiHu 4o y3aranbHeHVX AaHuxX npo cuctemy

dpapmakoHarnsiay (BBe4eHHs y3aranbHeHUX 4aHux npo

peuenma

mr; no 20 TabneTok
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
y 6nicTepi; no 1, 2 cuctemy chapmakoHarnsgy, 3miHa ynosHoBaXeHoi ocobu,
abo 3 6nictepu B BiANOBIAANbLHOI 3a 3AIVCHEHHA hapmMaKkoHarnsaay; KOHTakTHOI
KapTOHHIl kopobui ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSs!
chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
YMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 34iNCHEHHS
thapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MiLLieHHi MacTep-thanna cuctemm hapMakoHarnagy) -
3MiHa KOHTaKTHOT 0co6M 3asiBHMKA, BignosigansHoi 3a
tapmakoHarnag B YkpaiHi. [itoua pegakuis: BoiteHko AHTOH
["eopriioBny. MNponoHoBaHa pepakuis: byask OnekcaHgpa
CepriiBHa. 3MiHa KOHTAKTHMX OAHWUX KOHTAKTHOI 0CObM
3asiBHMKA, BignoBiganbHoi 3a dhapMakoHarnsg B YkpaiHi
139 TEMKOMNAHI | nopotuok E€BPOAIMI ITanis Bupo6bHuLTBO ITanis/ BHECEHHs1 3MiH [JO peecTpauiiHuX MaTepianis: 3MiHa 3asiBHMKa - UA/17895/01/01
H (cybcTaHuisa) ansa ITANI C.P.J. aKTUBHOIO DdpaHLuis J13 (BnacHuka peecTpauiiHoro NocBigyYeHHs) (3rigHo Hakasy
dapmaLeBTUYHOro tapMaueBTUYHO MOS Big 23.07.2015 Ne 460). 3miHu | TUny - AgMiHicTpaTuBHI
3aCTOCYyBaHHA Y ro iHrpegieHTa, 3MiHW. 3MiHa HaMeHyBaHHs1 Ta/abo agpecu Micust
NOABIAHMX aHaniTn4Hi NPOBaXXEHHS AiANbHOCTI BUPOOHMKA (BKMOYato4m, 3a
nonieTuneHoBmx BUNpobyBaHHSA HeobXiAHOCTI, MicLe NPOBEeAEHHSI KOHTPOIIO SIKOCTi), abo
nakeTtax Ta KiHueBumn BnacHuka mactep-ganna Ha A®l, abo noctayanbHuKa
BWMNYCK Cepil: Adl/BuxigHoro matepiany/peareHTy/npomMiXKHOro NpoayKTy, Lo
€BPOAMNI ITANI 3acTOCOBYOTbCS Y BUPOOHMLTBI ADI (SIKLLO 3a3HAYEHO Y 4OChE
C.P.1,, Itanis; Ha nikapcbkuiA 3acib) 3a BigcyTHOCTI cepTudikaTa
BUNPOOYBaHHSA BiQNOBIQHOCTI €Bponewchbkin hapmakonei y 3aTBepaKeHOMY
Ha GakTepiarnbHi pocbe, abo BUpobHMKa HOBOI JOMOMIXKHOT PEHOBUHM (SIKLLIO
E€HOOTOKCUHU: 3a3HayeHo y Aocbe) 3miHa BUpobHuka Al i3 CaHodi C.n.A.,
CAHO®I C.P.I,, ITanis Ha EBPOATII ITANI C.P.J1., ITania Ta yTOYHEHHsI noro
ITanis; yHKUiN, 6e3 3MiHM Micus BUpoOHMUTBA. SMiHKM | TUny - 3MiHK
BUNpobyBaHHs 3 sikocTi. A®l. BupobHuutBo. 3MiHa BUPOGHMKa
Ha GakTepianbHi BVXiAHOrO/MPOMiXKHOroO NPOAYKTY/peareHTy, Lo
€HOOTOKCUHM: BUKOPUCTOBYOTbCS Y BUpoBHUYoMy npoueci ADI, abo 3miHa
JIABOPATOPIA BMPOGHMKa (BKIOYakouun, Ae HeobxigHo, Micue NpoBeaeHHS
IKAP, ®paHuis KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudikata

BignoBigHOCTi €Bponenchkii hapmakonei y 3aTBepaKEHOMY
[OCbE)(3MiHM [0 3axoAiB, NOB'A3aHNX 3 koHTporem AdI, abo
[0[aBaHHSA AiNbHULI, e NPOBOAUTLCA
KOHTponb/BUNpobyBaHHs cepii) AogaBaHHs AinbHuui CAHOODI
C.P.J1, Itanis, oe npoBoauTbCs BUNPOOYBaHHS Ha
bakTepianbHi eHAOTOKCMHW. 3MiHK | TUNYy - 3MiHKW 3 AkocTi. API.
Bupo6HuuTBO. 3MiHa BUPOGHMKa BUXiAHOrO/MPOMIXKHOIO
NpPoAYKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
npoueci A®I, abo amiHa BUpoBGHuMKa (BKItoYarouu, ge
HeobxiaHo, MicLe NpoBeaeHHs KOHTpoNto sikocTi) AdI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI €EBponeinchkii
chapmakonei y 3aTBepAXeHOMY 0ChE)(3MiHM 0 3ax0AiB,
noe'si3aHnx 3 koHTporem A®l, abo gogaBaHHs AinbHULI, ae
NpPOBOANTLCS KOHTPOIL/BUNPOOYBaHHS cepii) AoAaBaHHS
ainbHUUi JIABOPATOPIA IKAP, ®paHuis, oe npoBoanThCS
BUNpobyBaHHS Ha GakTepianbHi eHOOTOKCUHU.b 3MiHK | Tuny -
3MmiHu 3 sikocTi. APl. CucTemMa KOHTeHep/3aKynoptoBanbHUi
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3acib (iHWi 3mMiHW) BHECEHHS 3MiH 80 po3ainy «MapkyBaHHA»
MKA Ha A®I. 3aTBepaxeHo:

MapkyBaHHs1. Ha eTukeTLi HaHOCATb Ha3By cybcTaHLii, macy
HeTTO, aKTUBHICTb, HOMep cepii, AaTy BUPOBGHMLUTBa, AaTy
3aKiHYEeHHs1 TepMiHY NPMAATHOCTI, yMOBM 30epiraHHs, Ha3By,
afpecy Ta NnoroTun BUPOBHUKA, BHYTPILLHI TEXHOSOTIYHI
no3HayeHHs. 3anponoHoBaHo:

MapkyBaHHS1 . Ha eTukeTUi HAaHOCATL Ha3By, agpecy Ta
norotvn BMpOGHWMKa; Ha3By cybcTaHLji, Homep cepii, macy
HeTTO, Macy 6pyTTo, AaTy 3akiH4eHHs TepMiHy NpMAATHOCTI,
Aaty BupobHuUTBa, yMOBU 36epiraHHs, kpaiHy BUPOOHMLTBA,
agpecy ogepxyBaya, kog cyocTaHuii B rmobanbHin 6asi gaHux
puHKoBOI iHdopMauii (GMID), macy Tapu, OAMHULIIO BaHTaxy;
iAeHTuikaTop oneparopa, Lo OPYKYE €TUKETKY, Ta AaTy
OPYKY; LWTPUX-KOA, BHYTPILLHI TEXHOMOriYHI MO3HAYeHHSs. 3MiHN
3 akocTi. ADI. KoHTponb ADI (iHwi 3MiHK) BUknageHHss MKA 13
AepXXaBHOK MOBOH.

140.

TEPA®JIIO
BIO remny
TA3ACTYOU
31 CMAKOM
JIMMOHA

NopoLLOK AN
0parnbHOro PO34uHYy;
1 naket 3
nopotukom; 10
nakeTiB 3 MOPOLUKOM
Y KapTOHHI kopobui

CK
KoHcbtomep
Xenckep
CAPI

Lsenuapi
A

OENb®APM
OPJIEAH

dpaHLuis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHu | Tuny -
3MiHuM Woao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnsgy.
BBeneHHs abo 3miHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy chapmakoHarnsay, 3miHa ynoBHoBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
chapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsigy (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLieHHi MacTep-aina cuctemu bapmakoHarnsgy).
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKA, BiAMNOBiAanbLHOI 3a
dapmakoHarnag,.

Hitoua pepgakuisi: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pepakuisa: John Poustie. 3MiHa KOHTaKTHUX
[OaHunx yrnoBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBigansHoi 3a
dapmakoHarnsg. 3miHa KOHTaKTHOI 0cobu 3asBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi.

[itova pepakuis: JlanuuHcbka IHHa IropieHa. MNponoHoBaHa
pepakuis: Kupunisa ManuHa MeopriiBHa. 3MiHa KOHTaKTHUX
[laHUX KOHTaKTHOT 0cobu 3asBHMKa, BiAnNoBiganbHoI 3a
hapmakoHarnsig B YkpaiHi. 3miHa MicLue3HaXomKeHHst MacTep-
hanina cuctemu hapmakoHarnsgy Ta noro Homepa. 3miHa
MicList 30iNCHEHHSI OCHOBHOI AisNbHOCTI 3 hbapmakoHarnsay.

6e3
peuenma

UA/5529/01/01

141.

TUMOornoey
NIH®

niodpinisoBaHun
MOpOLLOK AN
NpUroTyBaHHs
KOHLeHTpaTy Ans
PO34MHyY Ans
iHdpysin no 25 mr; Ne
1: no 1 cpnakoHy B
KapTOHHI kopobui

[PxeH3anm
tOpon B.B.

HigepnaH
an

BUPOGHULTBO
Hepo3dacoBaHo
ro NPOAykKTy,
[03Bin Ha
BUNYCK cepii:
[xeH3anm
MNoniknoHanc
CAC, ®paHuis;

®paHuis/
Ipnangis

BHECEHHS 3MiH 40 peecTpauinHux maTtepianis: 3miHu | Tuny -
3MiHu 3 skocTi. A®I. (iHwWi 3miHW) 3anponoHoBaHO
BMPOGHMLTBO KifNlbKOX BipYCHUX BEKTOPIB Ha HasiBHOMY bBroui
BipycHux BekTopiB (Viral Vector Unit). OHoBneHHs po3ainy
3.2.A.1 Facilities and Equipment. [itoya pegakuis: Mono-
product manufacturing on the Viral Vector Platform
MponoHoBaHa peaakuis: Multi- product manufacturing on the
Viral Vector Platform.

3a
peuerimom

UA/15575/01/01




83 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nepBuHHA Ta
BTOPWHHA
ynakoBka,
[03BiNn Ha
BUMNYCK cepil:
[xeH3anm
Ipnang Jlimitea,
Ipnangis
142! TONOTEKAH KOHLeHTpaT 45 Akkopg Monblwa BupobHuLTBO IHpis/ BHECEHHS1 3MiH O peecTpauiiHuX MaTepianis: 3MiHa 3asiBHMKa 3a UA/17720/01/01
AKKOP[ PO34MHY Anis Xenckea roToBOro Benwka (BrnacHuka peecTpaLiiHoro noceigveHHs) (3rigHo Hakasy MO3 peuenmom
iHdpysin, 1 mr/mn; no Moncka Cn. nikapcbKkoro Bpurtanis/ Big 23.07.2015 Ne 460): 3minu | TMny - 3miHn wWoao
1 mMn a6o no 4 mn 3.0.0. 3acoby, YropLuHa Ge3nekn/edekTUBHOCTI Ta hbapmakoHarnsay. BeegeHHs abo
KOHLeHTpaTy y nepBUHHE, 3MiHW 00 y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
CKIMAHOMY (PNAKOHi; BTOpPUHHE (BBEAEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
no 1 conakoHy y nakyBaHH4, dapmakoHarnagy, 3mMiHa ynoBHOBa)eHoi ocobu,
KapTOHHIl kopobui KOHTPOSb SKOCTi BiAnNoBiganbHOI 3a 34iNCHEHHA hapMakoHarnaay; KOHTaKTHOI
cepii: ocobu 3 dhapmakoHarnagy 3asBHUKa AN 34IMCHEHHS
IHTac tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
dapmachkioTikan YNOBHOBaXeHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
3 Jlimiten, IHaia dapmakoHarnsaay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
BTopuHHe po3MilLeHHi MacTep-chaina cuctemm chapmakoHarnsgy) 3miHa
nakyBaHHS: yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoi 3a
Akkopp Xenckea dapmakoHarnsa. Hitoya pepakuis: Dr. Naveen Chamalli Shiva
Nimiten, Benuka Kumar. MponoHoBaHa pepakuis: Arata lecesuy / Agata
Bputanis Gesiewicz.
BignoeiganbHuii
3a Bunyck cepli. 3MiHa KOHTaKTHUX AaHWX YNIOBHOBAXEHOI 0COBM 3asiBHIKA,
AkKkopA, Xerickea BiANOBiAanbHOI 3a chapMakoHarnsia. 3MiHa KOHTaKTHOI 0cobu
Nimiten, Benuka 3anBHUKa, BiANoBiganLHoT 3a hapMakoHarnsa B YkpaiHi.
BpuTanis [Jitova pepakuis: LLnronesa MapianHa BikTopigHa.
KoHTpons MponoHosaHa pepakuis: LLynsu Onbra CepriisHa. 3miHa
SKOCTI: KOHTaKTHWX AaHUX KOHTaKTHOI 0COBM 3asiBHMKA,
AcTpoH Pesbopy BiAnoBiaansHoi 3a papmakoHarnsg B YkpaiHi. 3MiHa micus
Nimiten, Benuka 3AiCHEHHA OCHOBHOI AiANBLHOCTI 3 hapmakoHarnsay. 3viHa
BpuraHis MiCLIe3HaxXOMKEHHS MacTep-haiina cucTemmn
KonTpons chapmakoHarnagy.
SIKOCTi:
BeccniHr
XaHrepi Ko,
YropwuHa
KoHTponb
AKOCTI:
SAPMABANIA
Iro.
MikpoGionoriuHa
naboparopisi,
YropwuHa
143 TOPACEMIO- | tabnetkv no 10 wr, TOB "TeBa YkpaiHa MJ1IBA Xopsarisi BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/10754/01/02




84 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TEBA no 10 Tabnetok y YkpaiHa" XpBatcka 4.0.0. 3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenmom
6nictepi; no 2 abo 3 BiANoBiAHOCTI €Bponencokiv hapmakonei/moHorpadii. 3MiHK,
Gnictepu B kOpOOLi NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIHICTE A0
MoHorpadgii JdY abo €sponerickkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasu €C (3miHa y
cneumdikalisix, nos'sidaaHa 3i amiHamu B [1OY, abo
€BponeWcbkin dhapmakonei, abo iHWi HauioHanbHiIn
dapmakonei gepxasun €C) npuBeaeHHs cneuudikauii A®I
Topacewmig y BignoBigHicTe 40 MoHorpadii €P Torasemide
(Ph. Eur. 2132), 3okpema BUy4eHo NokasHUK «PO3YMHHICTbY,
«Bmict Bogn» Ta «KinbkicHui aHania (BEPX)».
144 TOPACEMIA- | tabneTtku no 5 mr, TOB "TeBa YkpaiHa NNIBA Xopsarisi BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/10754/01/01
TEBA no 10 Tabnetok y YkpaiHa" XpBaTcka 4.0.0. 3MmiHun 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudikat peuenmom
6nicTepi; no 2 abo 3 BiANoBigHOCTI €Bponencoki hapmakonei/moHorpadii. 3MiHu,
Gnictepu B kOpoOLj NnoB'A3aHi 3 HEOOXiAHICTIO NPMBEOEHHS Y BigMNoBigHICTb 4O
MoHorpadii JdY abo €sponerickkoi dhapmakonei, abo iHwoi
HauioHanbHoi dpapmakonei gepxasu €C (3miHa y
cneumndikaisix, no'sidaHa 3i amiHamu B ®Y, abo
€Bponecbkin dhapmakonei, abo iHWi HauioHanbHin
dapmakonei gepxasun €C) npuBeaeHHs cneuundikauii API
Topacewmig y BignoBigHicTe 40 MoHorpagii € Torasemide
(Ph. Eur. 2132), 3okpema BUy4eHo NokasHUK «PO3YMHHICTbY,
«Bmict Bogn» Ta «KinbkicHui aHanis (BEPX)».
145 TOPCUO® PO34MH ANS iH'EKLN, AT "dapmak" YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/9173/02/01
5 mr/mn; no 2 mn 3MiHu 3 akocTi. [oToBMI nikapcbkuii 3acib. CTabinbHICTb. peuenmom
abo 4 mn B amnyni; 3miHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
no 5 amnyn B navui roTOBOro MikapCbKoro 3acoby (36inbLUeHHs TEpMiHY
3 KapTOHY; MO 2 Mn NpUOATHOCTI FOTOBOTO fikapcbkoro 3acoby) - [ns Toprosoi
abo 4 mn B amnyni; yMakoBKu (NiATBEPAXYETLCA AAHVMUN peanibHOro vacy)
no 5 amnyn B 36inbLUEHHs1 TEPMiIHY NpUAaTHOCTI Nikapcbkoro 3acoby 3 2
6nicTepi; no 1 pokiB A0 3 pokiB. 3MiHN BHECEHI B iHCTPYKLIitO AN MEANYHOIO
6nictepy B nayui 3 3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "TepmiH
KapTOHY npuaaTHocTi" BBeAeHHs 3MiH NpoTaroM 6-Tu micsauis 3 gatu
3aTBEPKEHHS.
146, YNCENAH TabneTtku TOB «YOPJI4 YkpaiHa yorPng TypeyunHa BHECEHHS 3MiH IO peecTpauinHmMx maTtepianis: 3miHa 3asiBHUKa 3a UA/12747/01/01
KMLLIKOBOPO34MHHi, MEOWLINH» MEOWUNH N3 (MIBIM) (BnacHuka peecTpauinHoro Noceig4eHHs) (3rigHo peuernmom
no 40 mr, no 7 IITAY CAH. BE Haka3y MOS Big 23.07.2015 Ne 460): TepmiH BBeA€HHS 3MiH
Tabnetok y 6nictepi; TIDK. A.LL. npoTarom 6 micsAuiB nicnsa 3aTBeppKeHHs. 3miHu | Tuny -

no 2 a6o 4 6nictepu
B KapTOHHIN
ynakoBLi

AnMiHiCTpaTVBHI 3MiHW. BunyyeHHs BUpoBGHMYOT AinbHUL
(Bkntoyatoum ginbHULi gns APl npomixkHOro npoaykTy abo
roTOBOro MiKapCbKOro 3acoby, AiNbHUL ANA NPOBEAEeHHS
nakyBaHHs1, BUpoOHWKa, BiAnoBiAanbHOro 3a BUMycK cepii,
MicLie NpoBedeHHS KOHTPOMIo cepii) abo noctayanbHuKa
BMXiQHOro mMartepiarny, peareHTy abo JONOMiXXHOI pe4yoBUHM
(AKLLO 3a3HaYeHO Y AoCbe) AOMiHICTpaTUBHA 3MiHa Y 3B'sI3KY 3
BUNYYEHHSAM 3aTBepKeHoro BupobHuka 113 Biodapma Inay
CaH. Be Tigk. A.LL., Typeuyumna/ Biofarma llac San. ve Tic.
A.S., Turkey, BignoBigansHoro 3a BUpoBHULTBO, BUNYCK Cepil,
npoBeAeHHs KOHTPOIIO AKOCTi Cepiii, NepBUHHE Ta BTOPUHHE
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

nakyBaHHsi. 3anuaeTcst anbTepHaTUBHUA BUPOOHWMK, KOTPUIA
BWKOHY€ BCi dpyHKLii, Wwo n sunyydenun (YOPNO MEOULINH
INAY CAH. BE TIK. A.LU., TypeyunHa/ WORLD MEDICINE
ILAC SAN. VE TIC. A.S., Turkey). TepmiH BBe4eHHS 3MiH
npoTarom 6 micauiB nicnsa 3aTBepmKeHHs. 3MiHun | Tuny - 3MiHn
wono 6esnekun/edhekTBHOCTI Ta hapmakoHarnsay. BeeaeHHs
abo 3MiHM 40 y3aranbHEeHUX AaHUX MPO CUcTemy
dapmakoHarnagy (BBe4eHHs y3aranbHEeHUX 4aHuX Npo
cuctemy chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapMakoHarnagy 3asiBHUKA Anst 30iNCHEHHSsI
bapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
YNOBHOBa)eHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
dapmakoHarnagy (BKovarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-caina cuctemm chapmakoHarnsgy) 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHoI 3a
capmakoHarnag. Litova pegakuis: Mescim Inbkbaxap OiHvens
/ Mrs. Mevsim llkbahar Dincel. NMponoHoBaHa pegakuis: Myano
[aHHa CtaHicnasiBHa. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAaNbHOI 3a
capmakoHarnag. 3miHa micus 34iNCHEHHs1 OCHOBHOT
nisnbHOCTI 3 hapmakoHarnagy.
3miHa micue3HaxoOXeHHs macTep-caina cuctemu
dapmakoHarnsgy.

147.

YMKAIIOP®

cupon no 100 mn
abo no 200 mny
drakoHi 3 MipHUM
KoBnaykom; no 1
dnakoHy B
KapTOHHiI kopobui

Op. Binbmap
LLisabe MmbX i
Ko. KI

HimeuumH
a

Bupo6HuuTBO
npoaykuii in
bulk, nepBuHHe
Ta BTOpPWHHE
nakyBaHHs1,
KOHTPOMb AKOCTI
Ta BUNYCK cepin:
[Op. Binbmap
LliBabe Mm6X i
Ko. KT,
HimeuuuHa;
MepBUHHE Ta
BTOPWHHE
nakyBaHHs: [p.
Binbmap LUBabe
v6X i Ko. KI™,
Himeuumna

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHn Wwopo 6esnekn/edeKTMBHOCTI Ta bapMakoHarnsaay.
BBeneHHs abo 3miHM [0 y3aranbHeEHVX AaHWUX Npo CUCTEMY
hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy chapmakoHarnsagy, 3miHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKkTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHS
bapmakoHarnsgy B YKpaiHi, AKLo BoHa BiaMiHHA Big
yMNoBHOBaXeHOi 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsigy (BKIoYakym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA, BiAnoBiganbHoi 3a
dapmakoHarnag B YkpaiHi. fitova pepakuis: BoviteHko AHTOH
"eoprinosuy. MNMponoHoBaHa pepakuisa: byask Onekcanapa
CepriiBHa. 3MiHa KOHTAKTHMUX AaHWUX KOHTaKTHOI 0cobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsag B YKpaiHi

6e3
peuyenma

UA/6691/02/01

148,

YMKAINOP®

TabneTku, BKPUTI
NNiBKOBOIO
o6ornoHkot, no 20
Mr, no 15 Tabnetok
y 6nictepi; no 1 abo
2 bnictepu B
KapTOHHiI kopobuyi

Op. Binbmap
LLIsabe MvbX i
Ko. KI

HimeuumH
a

[Op. Binbmap
LLisabe MmbX i
Ko. KI

Himevuunna

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsgy.
BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cucTemy
hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHnx npo
cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Big

6e3
peuenma

UA/6691/03/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

YNOBHOBaXeHOT 0cobWu, BignoBigansHoi 3a 34iMCHEHHS
chapmakoHarnsay (BKMoYaum KOHTaKTHi AaHi) Ta/abo 3MiHW y
po3MiLLieHHi MacTep-thanna cuctemm hapMakoHarnagy) -
3MiHa KOHTaKTHOI 0cobK 3asiBHMKA, BianoBiganbHOI 3a
dapmakoHarnag B Ykpaini. itova pegakuis: BoriTteHko AHTOH
["eopriioBny. MNponoHoBaHa pepakuis: byask OnekcaHapa
CepriiBHa. 3MiHa KOHTAKTHMX OAHWUX KOHTAKTHOT 0COOU
3asBHUKA, BiANOBIAANbHOI 3a hapMakoHarnsg B YKpaiHi

149.

YHIKNO®EH

Kpanni OYHi, PO34mMH
0,1% no 5 mn abo
10 Mn y KOHTeHepi-
KpanenbHuui; no 1
KOHTENHepy-
KpanenbHuLi B
KapTOHHIl kopobui

TOB "YHIMEQN
DAPMA"

CrnoBaubk
a
Pecny6nik
a

TOB "YHIMEN
DAPMA"

CnoBaubka
Pecnybnika

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHu | Tuny -
3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiANOBIAHOCTI €Bponencekini hapmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara BiANoBiAHOCTI
abo BuNy4YeHHs ceptudikata BianoBiaHOCTI €BponencobKin
dapmakonei: gna ADI; onsa BUXigHoro
maTepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, L0
BUKOPMUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans onoMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI EBpONEnChKin
capmakonei) - OHoBneHun ceptudikar Big yxe
3aTBEpOKEHOro BUPOGHUMKa - MOAaHHS OHOBMEHOMO
cepTtudpikaTa BignosigHocTi €Bponevickkin hapmakonei Ne R1-
CEP 2009-303 - Rev 03 (3aTBepm«eHo: R1-CEP 2009-303 -
Rev 02) ans A®l guknodeHaky HaTpito Big BXxe
3aTBepakeHoro BupodHuka OLON S.P.A, Itanis; 3miHu | Tuny
- 3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/E-cepTudikaT
BignoBigHocTi €Bponeinchkiii hapmakonei/MmoHorpadii.
MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTa BiAMOBIAHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI €EBponeichkii
dapmakonei: gna APl; ons BUXigHOro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonoMixxHOT
peyoBUHY (cepTudikaT BignoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBneHun cepTudikaT Bif yxe
3aTBEpOKEHOro BUPOGHMKa - MOAaHHS OHOBMEHOMO
cepTudikaTa BignosigHocTi €Bponeiickkinn dapmakonei Ne R1-
CEP 2009-303 - Rev 04 gna A®I auknodeHaky HaTpito Bia
BXe 3aTBepaxeHoro BupobHuka OLON S.P.A, Itanis

3a
peuerimom

UA/7856/01/01

150.

YPCONI3UH

kancynu no 300 mr
no 20 kancyny
GnicTepi, no 1
Gnictepy y
KapTOHHiI kopoOuyj,
no 25 kancyny
GnicTepi, no 4
Gnictepay
KapTOHHiIl kopobui

Maric
dPapmacbioTivi
C.p.n.

ITanis

ABL|
dapmachoTivi
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3acib. Cucrema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa hopmu abo
PO3Mipy KOHTEHepa Yum 3aKynopoBanbHOro 3acoby
(NepBWHHOI yNakoBKku) (HECTePUIbHI NiKapcbki 3acobu) — 3miHa
po3Mipy NepBMHHOIO NakyBaHHs (bnicTepa), a came 3miHa
KinbkocTi kancyn y 6nictepi. 3miHu | Tuny - 3MiHKM 3 siKOCTi.
[oToBMI nikapcbkuii 3acib. KOHTponb roToBOro nikapCbkoro
3acoby. 3miHa y MeToax BUNpoGyBaHHS rOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHW y MeToax BUNpobyBaHb
(BKntOYaK4YM 3amiHy abo JOMNOBHEHHST)) — 3aMiHa MeToay
BuUnNpobyBaHHs 13 3a nokasHukoMm «CrnopigHeHi pe4oBUHN» 3
meTtogy TLIX (Esp. ®apm. 2.2.27) Ha meTog BEPX . 3MiHu |

3a
peuenmom

UA/8078/01/02
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Tmny - 3MiHK 3 sikocTi. FoToBUIA Nikapcbkmin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHSA rOTOBOIO NiKapcbKoro 3acoby (iHLi 3mMiHW y
MeToAax BunpobyBaHb (BKOYa4um 3aMmiHy abo 4ONOBHEHHS))
— 3MiHM y 3aTBepAXeHoMy MeTogi BunpobysaHHs 113 3a
nokasHukoM «KinbkicHe BU3Ha4YeHHs1 ypcoae30KCMXoneBoil
kucnotuy (BEPX). 3MiHu | Tuny - 3miHn 3 sikocTi. FoToBMiA
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y cknagi (4onoMixXHUX
peYoBMHAX) rOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHuM)
OHoBreHHs nigpo3giny 3.2.P.1. Onuc Ta cknag J13, y 3B'A3ky i3
OHOBMEHHAM cKragy AOMOMKHUX PeYOBUH. 3MiHn | Tuny -
3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3acib. Onuc Ta cknag,.
3MiHa y cknagi (QONOMKHUX pe4OBMHAX) FOTOBOIO NiKapCbKoro
3aco0y (iHLWi 4ONOMiKHI peqoBuHN) - 3aMiHa ogHiel
OOMOMIDKHOT PEYOBMHU Ha iHLLY 3 TUMW CaMUMKn
PyHKLIOHANbHNMM XapaKkTepUCcTMKamMmn Ta Ha TOMy caMoMy
piBHI — 3miHW y cknagi 113: goaaeaHHA Sodium Starch
glyconate, 3amiHa Precipitated silica Ha Anhydrous colloidal
silica, Ha Tomy camomy piBHi. B iHCTpykKUjto Ans MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby y posain «Cknaa»
(oonomixkHi pedoBuHK). 3MiHu | TRy - 3MiHK 3 AkocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHK y BUpOGHULTBI. 3MiHa po3mipy cepii
(BkrTrovaro4mM gianasoH po3Mipy cepii) roTOBOrO NikapCbKOro
3acoby (36inbweHHsa Ao 10 pasiB NOpiBHSAHO i3 3aTBEPOKEHUM
po3mipom) — 36inbLueHHst po3mipy cepii J13: 3aTBepakeHo: The
authorized batch size are 100 000 and 183 333 capsules
3anponoHoBaHo: The authorized batch sizes is 400 000
capsules. 3miHu | TUNY - 3MiHK 3 sKocTi. FOTOBUIA NiKAPCbKUIA
3aci6. 3MiHn y BUpoGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo goaaBaHHs BUPOOHWMKA, LLO
BifnoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - Bkrrovatoun
KOHTponb/BUnpobyBaHHs cepii. 3amiHa BUpoOHWKa,
BiQMNOBiAaNbLHOro 3a KOHTPOIb Ta BuUNyck cepii J13:
3areepgkeHo: Mitim C.p.n./Mitim S.r.l. Bia Kayamani, 34-38 —
25125 Bpewwa, Itanis/Via Cacciamali, 34-38 — 25125 Brescia,
Italy. 3anponoHoBaHo: ABL| ®apmacsbtoTivi C.n.A./ABC
Farmaceutici S.p.A. Bia KaHToHe MopeTTi 29, IBpea, 10015,
ITanig/Via Cantone Moretti 29, Ivrea, 10015, Italy. 3miHn | Tuny
- 3MiHK 3 sikocTi. [0TOBMIA Nikapcbkuii 3acib. 3miHn y
BUPOOHMLTBI. 3aMiHa abo BBeAEHHSA AOAATKOBOI OiNbHULL
BMPOBHMLTBA ANs YacTUHM abo BCbOro BUPOBHMYOro npouecy
roTOBOro NMikapcbKoro 3acoby (AinbHULS Anst NePBUHHOTO
nakyBaHHs1) — 3aMiHa BUpPOOHWKa, BignosigansHoro 3a
nepBuHHe nakyBaHHs J13: 3ateepaxeHo: Mitim C.p.n./Mitim
S.r.l. Bia Kayamani, 34-38 — 25125 bpeluua, Itanis/Via
Cacciamali, 34-38 — 25125 Brescia, Italy. 3anponoHoBaHo:
ABL| ®apmacebtoTivi C.n.A./ABC Farmaceutici S.p.A. Bia
KaHToHe MopeTTi 29, IBpea, 10015, Itanis/Via Cantone Moretti




88 [TponoBkeHHs qomaTKa 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

29, Ivrea, 10015, Italy. 3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA
nikapcbkuin 3aci6. 3MiHM y BUpobHMUTBI. 3amMiHa abo BBeAEHHS
[0AaTKOBOI AiNbHULI BUPOBHULTBA A4S YacTUHU abo BCbOro
BMPOGHMYOro MpoLEeCy roToBOro MikapcbKoro 3acoby
(BiNnbHWUSA AN BTOPMHHOTO NakKyBaHHS) 3aMiHa BUPOOHUKa,
BiANOBiganbLHOro 3a BTOpMHHe nakyBaHHs J13: 3aTBepaxeHo:
Mitim C.p.n./Mitim S.r.l. Bia Kauamani, 34-38 — 25125
Bpewmna, Itanis/Via Cacciamali, 34-38 — 25125 Brescia, Italy.
B3anponoHoBaHo: ABL| ®apmacstoTivi C.n.A./ABC Farmaceutici
S.p.A. Bia KaHtoHe MopeTTi 29, IBpea, 10015, Itanis/Via
Cantone Moretti 29, Ivrea, 10015, Italy. 3miHn | Tuny - 3miHn 3
sIKoCTi. [oToBMI Nikapcbkuii 3aci6. 3MiHWM Yy BUPOBHULTBI.
3amiHa abo BBedeHHs1 [OAaTKOBOI AiNbHULI BUPOBHMLUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro MpoLecy rotoBoro
nikapcbkoro 3acoby (JinbHUUS, Ha SKi NpoBoasATLCS Oyab-SKi
BUPOGHMYI cTagii, 38 BUHATKOM BUNYCKY CEpPiiA, KOHTPOIO
SIKOCTi, MEPBMHHOIO Ta BTOPVMHHOIO NaKyBaHHS, AN
HecTepurbHUX Mikapcbkunx 3acobiB) 3aMiHa BUPOGHKKa,
BignoBigansHoro 3a BUpobHMUTBO Hepo3dacoBaHOi NpoayKLii:
3areepmkeHo: Mitim C.p.n./Mitim S.r.l. Bia Kayamani, 34-38 —
25125 Bpelwua, Itanis/Via Cacciamali, 34-38 — 25125 Brescia,
Italy. 3anponoHoBaHo: ABL| ®apmacbtoTivi C.n.A./ABC
Farmaceutici S.p.A. Bia KaHtoHe MopeTTi 29, IBpea, 10015,
ITanis/Via Cantone Moretti 29, Ivrea, 10015, Italy. 3miHn | Tuny
- 3miHu 3 skocTi. A®I. KoHTponb A®I. 3MiHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha ADI, abo BUXigHUA/MPOMIXXHMIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BnpobHuuTBa A®I (DoaaBaHHA abo 3amiHa (3a BUHSATKOM
aKTUBHOI peyoBMHK GionoriyHoro abo iMyHonoriYHoro
NOXOMAXEeHHS) napameTpa cneuudikauii 3 BianoBigHUM
MeToA0M BUMPOOyBaHHA 3a pe3dynbTatamun AOCHiIKEHb 3
6e3nekn abo sikocTi) 3mMiHa BUMor cneuundikauii APl 3a
nokasHukom «Particle size Distribution» (MeTog nasepHoi
aundpakuii). 3miHm | Tuny - 3miHn wWoao 6esnekn/edPeKkTUBHOCTI
Ta dhapmakoHarnsaay (iHwi 3amiHn) 3amiHa po3aginy «IpadivHe
3006paxeHHs ynakoBku» Ha po3ain «MapkyBaHHs1. BignosigHo
[0 3aTBEpPAKEHOro TeKCTy MapKyBaHHs» MKA T13. BHeceHi B
TEKCT MapKyBaHHS1 YNakoBKM fikapcbkoro 3acoby, a came
BHECeHHs iHdopMaLlii LWOoAOo 3a3Ha4YeHHst O ANHULb
BMMIiptoBaHHs y cuctemi Sl. 3minun | Tuny - AgmiHictpaTuBHi
3MiHW. BunyyeHHs BUpOBHMYOT AinbHULI (BKITHOYAKYN AiNbHALL
ans A®I, npomixkHoro NpoaykTy abo roToBOro nikapcbkoro
3aco0by, AiNbHUL Anst NPOBEAEHHS NakyBaHHA, BUPOOHMKa,
BiZNOBIgANbLHOro 3a BUMYCK CEPIl, MicLie NPOBEAEHHS!
KOHTpoOto cepii) abo nocTayanbHUKa BUXIgHOTO MaTtepiany,
peareHTy abo [ONOMIXKHOT PEYOBUHY (SIKLLO 3a3Ha4YeHOo y
[OCbE) BUMYYEHHS anbTepHaTUBHOIO BUPO6HMKa ADI
ERREGIERRE S.p.A Via F. Baracca, 19. 24060 San Paolo d'
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Argon, 3a HasBHOCTi BUpoOHuKa ICE S.p.A., ITanis. 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTtudikaT BignosigHocTi/lE-
cepTuddikat BignoBigHOCTI €BpONENCHKi
capmakonei/moHorpadii. MNogaHHA HOBOro abo OHOBNEHOTO
cepTudikaTa BignosigHocTi abo BUNyYeHHst cepTudikaTta
BignoBigHOCTI €Bponeinchkin thapmakonei: ana A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpPOMiXXHOTO NPOAYKTY, LU0
BMKOPWUCTOBYIOTBCS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpONEnchKii
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBepAKeHOro BMpobHuka. MNogaHHsi oHoBneHoro CEP Ha
A®I Big 3aTBepaKeHoro BupobHuka ICE S.p.A., Itanis — R1-
CEP 2005-198-Rev 04 (nonepeaHs Bepcis RO-CEP 2005-198-
Rev 03). 3minu | Tuny - 3miHn woao 6e3nekun/edekTnBHOCTI Ta
capmakoHarnsgy. BunyyeHHs (cuna gii) - BunyyYeHHs cunu aii
150 mr.
151.| ®ABIMNIPABI NOpPOLLIOK TOB HB® Ykpaina XoHop J1ab IHAaisa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - - UA/18652/01/01
P (cybeTaHuin) y "MIKPOXIM" Timiten ApgMiHicTpaTuBHI 3miHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
nonieTuneHoBmx 3asiBHMKA (BMacHMKa peecTpaLiiHoro NoceigYyeHHs) - 3miHa
nakeTax ans appecu 3asBHUKA
dapmaLeBTUHHOIO
3acTocyBaHHSA
152.| ®EPUHXXEKT | posuuH ons iH’ekuin Bidpop LLisenuapi BMPOBHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/13356/01/01
® Ta iHdysin, 50 (IHTepHeLHn) A Hepo3sdacoBaHo LLiseviuapis AOMiHiCTpaTMBHI 3MiHU. BunyveHHs BUPOGHMYOI AinbHULI peuenmom
mr/mn, no 2 mn abo IHK. T npoaykuii, (Bkntovatoum ginbHULi ans APl npomixkHOro npoaykty abo
no 10 mn y dnakoHi; nepBrHHa Ta roTOBOro MiKapCbKoro 3acoby, AiNbHWLi ANS NPOBEAEHHS
no 1 abo 5 cpnakoHis BTOPUHHA nakyBaHHs1, BUpoOHWKa, BiAnoBiAanbHOro 3a BUMyck cepin,
Y KapTOHHIl kopobui yrnakoBka, MicLie NpoBeAeHHS KOHTPOMo cepii) abo noctayanbHuKa
BMNPObyBaHHs BMXiAHOro martepiarny, peareHTy abo JONOMiXXHOI pe4yoBUHU

KOHTPOIO AKOCTI
(cTepunbHicTb):
IOT Bionorika
vbX,
HimeuunHa
BTOPWHHA
ynakoBka:
BANIOA,
LLiBenuapis
BTOPWHHA
ynakoBka,
[03BiNn Ha
BUNYCK cepii,
BUNpoByBaHHS
KOHTPOJIO AKOCTI
(32 BUHSATKOM
CTepUInbHOCTI):
Bichop
(IHTepHeLHn)
IHK., LBenuapis

(sKLWO 3a3HaYveHo y fockbe) BunyyeHHs BUpOGHWMYOT AinbHULI
Ons rotoBoro nikapcekoro 3acoby BINCO MmbX, HimeuyuunHa,
BignoBiganbHoi 3a BUpOOHMLTBO Hepo3dhacoBaHOi NpoayKLUil,
nepBUHHA Ta BTOPWHHA ynakoBka. 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBWIN Nikapcbkui 3aci6. 3MiHN Yy BUPOOHMLTBI.
3miHa iMnopTepa/3miHu, WO CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOI0 AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHSA AiNbHULI, Ha SKiA 30ICHIOETLCS
KOHTponb/BunpobyBaHHs cepii) [lonaBaHHs pyHKLiT
BUNPOBYBaHHSI KOHTPOIIO SIKOCTi (CTEPUIIBHICTL) [0 BXe
3aTBepakeHoro BupobHuka IOT Bionorika M'm6X, HimeuunHa,
BiZNOBIganbHOro 3a BUpobHMLUTBO Hepo3dhacoBaHOi NPOAYKLii,
nepBUHHA Ta BTOPUHHA ynakoBka. 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3miHa iMnopTepa/3miHu, WO CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOIO AIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHS AiNbHULL, Ha KA 30IRCHI0ETLCS
KOHTponb/BunpobyBaHHs cepii) JoaaBaHHa dyHKuiT
BMNPODOYBaHHS KOHTPOIO SKOCTi (3@ BUHATKOM CTEPUIBLHOCTI)
[0 BXe 3aTBephxeHoro BupobHuka Bidop (IHTepHelwHn) IHk.,
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Lsenuapis (Vifor (International) Inc., Switzerland)
BignoBiganbHOro 3a BTOPMHHA ynakoBKa, 403Bif Ha BUMYCK
cepii.
153, ®IHronMop | xancynu no 0,5 mr; Mictpan AHrnis Bupo6HuuTBO, Yuni/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/17846/01/01
-BICTA no 7 kancyny Kenitan nepBuHHe, Icnanis/ 3MiHn 3 skocTi. CepTudikat BignosiaHocTi/l E-cepTudikar peuernmom
Gnictepi, no 4 MeHeoXmeHT BTOPUHHE Yecbka BignoBigHOCTI €Bponeiickkin hapmakonei/MoHorpadii.
6nictepu B Timiteq nakyBaHHs, Pecnybnika MopaHHs HoBoro abo oHoBneHoro cepTudikaTta BiANOBIQHOCTI
KapTOHHiI kopobui KOHTPOIb AKOCTI: abo BunyyYeHHs cepTudikaTa BiAnNoBiAHOCTI €BponeichKii
CiHTOH Ynni dapmakonei: gna Adl; ons BuxigHoro
JTpa., Yvni; MaTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
MepBuHHe, BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans 4ONOMDKHOT
BTOPUHHE peyoBuHM (cepTudikat BignoBigHOCTI €BponeiichbKin
nakyBaHH4, capmakonei) - HoBuin ceptudikat Big Bxe 3aTBepaKeHoro
KOHTPOIb SKOCTI, BMPOBHVKa - NOAaHHA HOBOro cepTudikaTta BiAMOBIAHOCTI
BUMYCK cepii: €Bponeicbkin dapmakonei Ne RO-CEP 2020-220 - Rev 00
CiHTOH Xicnanis, ana pitoyoi pedosuHn Fingolimod hydrochloride Big Bxe
C.N., Icnanis; 3aTBepakeHoro BupobHuka SYNTHON BV
KoHTponb sKocCTi
i3nKo XiMIYHUA:
KBiHTa -
AHaniTika c.p.o.,
Yecbka
Pecny6nika
154, ®JIEMOKCUH | Tabnetku, wwo YEMNA®APM Himeyumnn BCi cTaaii Hinepnangu BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3a UA/4379/01/01
CONIOTAB® ANCnepryoTsLes no ApuHanmitTTen a BMPOGHMLTBA, / 3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi peuernmom
125 mrno 5 b 'MBX nepBuHHe Ta ITanisa 3MiHn) OHOBNEHHSA TEKCTY MapKyBaHHsi MEPBUHHOI Ta
Tabnetok y 6nictepi; BTOPUHHE BTOPUWHHOI YNakoBKM Nikapcbkoro 3acoby y n. 6 ta 17 IHLLUE,
no 4 Gnictepu y nakyBaHH4, BiAnoBigHoO.
KapTOHHIl kopoOLi KOHTPOIb SIKOCTi
Ta BUNYyCK cepii:
Actennac
dapma HOpon
B.B.,,
Higepnanaun
BCi cTaaii
BMPOGHMLTBA,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOMb SIKOCTI
Ta BUMYCK cepii:
Xaynt ®apma
Natina C.P.J1,
ITanis
155.| ®JIEMOKCUH | Tabnetku, wwo YEMNA®APM HimeuumH BCi cTaail Higepnanaun BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | Tuny - 3a UA/4379/01/02
COJNIOTAB® AncnepryTsLes no ApuHanmitTen a BMPOGHMLTBA, / 3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi peuernmom
250 mrno 5 b 'MBX nepBuHHE Ta ITanisa 3MiHN) OHOBNEHHS TEKCTY MapKyBaHHS MEPBVHHOI Ta
Tabnetok y 6nictepi; BTOPUHHE BTOPUWHHOI YNakoBKM Nikapcbkoro 3acoby y n. 6 ta 17 IHLLUE,

no 4 6nictepu y

NaKyBaHHA,

BiANOBIAHO.
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHil kopobui

KOHTPOSb SIKOCTi
Ta BUNYCK cepii:
Actennac
dapma HOpon
Higepnanam
BCi cTaaii
BMPOGHMLTBA,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOSb SIKOCTi
Ta BUMYCK Cepii:
XaynTt ®apma
INaTina C.P.J1,
ITanis

156.

®JIEMOKCUH
CONIOTAB®

TabneTku, Wo
avcnepryTbes no
500 mr no 5
Tabnetok y bnictepi;
no 4 Gnictepn y
KapTOHHil kopobui

YEMJNA®APM
ApuHanmitten
b MB6X

Himeuumn
a

BCi cTagii
BUPOBHMUTBA,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOSb SIKOCTI
Ta BUMYCK cepii:
Actennac
dapma HOpon
B.B,
Higepnanaun
BCi cTaail
BUPOBHMLTBA,
nepBUHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPOMb SIKOCTI
Ta BMNYyCK cepii:
XaynTt ®apma
Natina C.P.J1,
ITanis

Hinepnanan
/

ITanis

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHM Wwopao 6e3nekun/edekTUBHOCTI Ta dhapmakoHarnagy (iHLwi
3MiHN) OHOBNEHHS TEKCTY MapKyBaHHS MEPBUHHOI Ta
BTOPWHHOI YNakoBKM Nikapcbkoro 3acoby y n. 6 ta 17 IHLLUE,
BigMNoBigHO.

3a
peuerimom

UA/4379/01/03

157,

®JIIEMOKCUH
CONIOTAB®

Tabnetku, Wo
aucnepryTbes Nno
1000 mr no 5
Tabnetok y 6nictepi;
no 4 6nictepu y
KapTOHHiIl kopobui

YEMJNA®PAPM
ApuHanmitTen
b MB6X

HimeyumH
a

BCi cTaaii
BMPOGHMLTBA,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOMb SIKOCTI
Ta BUMYyCK cepii:
Actennac
dapma HOpon
B.B,
Higepnanaun
BCi cTaail

Hinepnanawn
/

ITanis

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny -
3miHu wopao 6e3nekun/edekTMBHOCTI Ta hapMakoHarnsay (iHwi
3MiHM) OHOBMEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPUWHHOI YNakoBKM Nikapcbkoro 3acoby y n. 6 ta 17 IHLLUE,
BiAMnoBigHoO.

3a
peuerimom

UA/4379/01/04
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BUPOGHMUTBA,
nepBuUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTI
Ta BUNYyCK cepii:
Xaynt ®apma
INatina C.P.J1,
ITanis
158, ®JIIKCOHA3 cnpew HasanbHUi, nakcoCmiTKn Benvka nakco Icnanis/ BHECEHHS 3MiH 4O peecTpauinHmux maTtepianis: 3miHu | Tuny - 6e3 UA/8702/01/01
E BOZHWUW, [O30BAHUN, ANH BpuTaHis Bennkom C.A., ITanis/ 3MmiHn Woao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy. peuenma
50 mkr/go3y; no 60 KoHcbtomep Icnanis Benuka BBeneHHs abo 3MiHM 0 y3aranbHeHUX 4aHuX Npo cucTemy
003 y conakoHi; no 1 Xenckep (FOK) (BMPOGHULTBO, BpwuTaHis tapmakoHarnagy (BBeaeHHs yaranbHeHUX 4aHuxX npo
dnakoHy 3 Tpenginr KOHTPOIb SKOCTI, cvctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
[,03YH4UM TimiTen BUMYCK Cepin, BiAnNoBiganbHOI 3a 34iNCHEHHA hapMakoHarnaay; KOHTakTHOI
NPUCTPOEM B nepBUHHE Ta ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
KapTOHHIN kopobLi BTOPUHHE apmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
nakyBaHHsi); CIT YNOBHOBa)eHOT 0cobu, BignoBigansHoi 3a 34iACHEHHS
C.P.1., Itanis tapMakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo amiHn y
(BTOpUHHE po3MiLLeHHi MacTep-channa cuctemy chapmakoHarnsgy) 3MiHa
nakyBaHHsi); yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
CnpiHrabto chapmakoHarnsag,.
Ilimiten, Benuka [Hitoua pepakuis: Dr. Jens-Ulrich Stegmann, MD.
BputaHia MponoHoBaHa peaakuis: John Poustie. 3MiHa KOHTaKTHUX
(BTOPUHHE [OaHunx yrnoBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBigansHoi 3a
nakyBaHHs1) bapmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
[itova pepakuis: JlanuuHcbka IHHa IropieHa. MNponoHoBaHa
pepakuisa: Kupunisa ManuHa MeopriiBHa. 3MiHa KOHTAKTHUX
NaHNX KOHTAKTHOI ocobu 3asBHMKA, BiANoBigansHOI 3a
hapmakoHarnsig B YkpaiHi. 3miHa Micue3HaxomKeHHst macTep-
chanina cuctemu chapmakoHarnsgy Ta noro Homepa. 3miHa
Micusi 30iNCHEHHS1 OCHOBHOI AisNbHOCTI 3 hapMakoHarnsgy.
159.| ®NOKONA®- | Ttabnetku no 4 Habpoc IHAis Habpoc ®apma IHAgis BHECEHHS 3MiH 0 peecTpauiHuX maTepianis: 3MiHu | Tuny - Ne 4; Ne 12 UA/6266/01/01
N Tabnetku y cTpuni, dapma lBT. Mer. ITA. 3MmiHu 3 AkocTi. FoToBuUIA Nnikapcbkuii 3acid. KoHTpons rotosBoro — bes
no 1 ctpuny B ITa. nikapcbkoro 3acoby. 3MiHa napameTpiB cneundikadii Ta/abo peuenma,
nanepoBoMy AO0MYCTUMMX MEX rOTOBOTIO NiKapCbKoro 3acoby (BUIyYeHHs! Ne 200 — 3a
KOHBEpTi; no 4 HEe3Ha4yHOro NokasHvKa (Hanpuknag, 3acTapinoro nokasHvka, peuernmom
Tabnetku y cTpuni, TaKoro sk 3anax Ta cMak, abo igeHTugikauis 6apBHUKIB YK
no 3 ctpunn'y cMakoBux fo6aBok)) BUNYYeHHS 3i cneuumdikaLlii rotoBoro
KapTOHHI kopoOLyj; nikapcbkoro 3acoby nokasHukiB: « CTupaHHicTby; «CTiMKiCTb A0
no 4 Tabnetku y po3naBnoBaHHs»; « TOBLUMHA TabneTkuy.
cTpuni, no 1 ctpuny
B nanepoBoMy
KoHBepTi, no 50
KOHBEPTIB Y
KapTOHHI kopobui
160.| XEMNINOP PO34nH A4S pOTOBOI AT "dapmak" YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/10910/02/01
nopoxHuHK, no 100 3miHu 3 gkocTi. API. KoHTponb A®I (iHwWi 3MiHK) - BunyyeHHs peuenma
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

Mn 'y donakoHi; no 1
dnakoHy y nayui 3
KapTOHY

NMOBHOrO BUKNaAy NpoBeAeHHS METOAMKM 3a M.
«MikpobionoriyHa YyncToTa Ta BHECEHO NOCUMAHHS [0
nitovoro BuaaHHs EP ans A®I Xoniny caniuvnat 80%

«Siegfried Evionnaz SA», LLeenuapis; 3miHn | TMny - 3miHn 3
akocTi. A®l. KoHTtponb A®I. 3miHa y napameTpax
crneungikaii Ta/abo 4ONYyCTUMUX MEX, BU3HAYEHUX Y
crneungikauiax Ha A®l, abo BUXIGHUIA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpobHMuTBa ADI (iHLWi 3MiHK) - BunydeHo sikicHy peakLito 3
BUMor p. lgeHTudikauis ans APl XoniHy caniumnat 80%
«Siegfried Evionnaz SA», LLBenuapis (HasBHUIA TeCT WoA0
BM3Ha4eHHs |14 cnekTpy Ta sikicHa peakuisi); 3miHu | Tuny -
3MiHn 3 skocTi. ADI. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
crneungikauisx Ha A®l, abo BUXIGHUIA/NPOMIKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI
BUpobHMUTBa ADI (ZONOBHEHHS cneuudikauii HoBUM
NMoKa3HUKOM SIKOCTi Ta BiAMOBIAHWM MeTOAOM BUNPoOyBaHHS) -
[lonoBHeHHS cneumdikauii HOBUM MNOKa3HMKOM «
KonbopogicTb» ans A®| XoniHy caniumnat 80% «Siegfried
Evionnaz SA», Leenuapis; 3miHn | Tuny - 3miHn 3 skocTi. API.
KoHTponb A®l. 3miHa y napameTpax cneumdikauin Ta/abo
AONYCTUMUX MEX, BU3Ha4YeHuX y crneumndikauisax Ha A®l, abo
BUXiAHWUIA/NPOMIXXHWI NpoJyKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobH1uTBa AD| (BUNYyYEHHS] HE3HAYHOTO
nokasHuka sSiKoCTi (Hanpuknag BUIyYeHHs 3acTapinoro
nokasHuka)) - BunyyeHo n. «Baxki meTtanu» 3i cneundikauii Ha
A®I| XoniHy caniumnat 80% «Siegfried Evionnaz SA»,
LLsenuapis; 3minu | Tuny - 3miHn 3 akocti. ADI. KoHTponb ADI.
3miHa y meTogax BunpobyBaHHs A®| abo BuxigHoro
mMaTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y npoueci BUpobHuuTea AD| (He3HauHi
3MiHM Y 3aTBEPOXKEHNX METOAAX BUNPOOYBaHHS) - 3MiHM B
meTofax koHTpons ans A®| «Siegfried Evionnaz SA»,
LLiBeviLapia 3a NokasHWKOM « TpumeTunamMiH», a came
OHOBIIEHO METOAMKY BU3HAYEHHS Moka3Huka « TpyuMeTunamiHy
y BiANOBIAHOCTI A0 aKTyanisoBaHOl aHaniTMYHOI METOOUKU
BUpo6HMKa ADI; 3miHm | Tuny - 3miHu 3 skocTi. ADI.
CrabinbHicTb. 3MiHa nepiofly NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHst abo yMoB 36epiraHHs ADI
(3a BioCyTHOCTI y 3aTBEPOKEHOMY [40OChE cepTudikaTa
BiAMOBIAHOCTI €BponenchKin dhapmakonei, LWo BKIYae nepios
NOBTOPHOro BUNpobyBaHHs) (nepiof NOBTOPHOIO
BuNpobyBaHHsA/nepioa 36epiraHHs) - 36inbLieHHs abo
BBEEHHS nepiofy NOBTOPHOro BMNpobyBaHHsA/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB 4OCNiAXEHb Yy peanbHOMY
yaci - [poBefeHHs gocnigkeHHst cTabinbHOCTi cybcTaHuii
BignosigHo fo HactaHosu ICH Q1A (R2) «Stability testing of
new drug substances and drug products», B Tomy 4ucni
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
306inbLUEeHO nepiof peTecTyBaHHSA 3 36 MicauiB o 48 micsuis
ana A®| XnopbytaHon remirigpat BupobHuka «JSC
Olainfarmy, Jatgis; 3miHn Il Tuny - 3MiHn 3 skocTi. ADI. (iHLWi
3MiHun) - OHoBReHHs Bepcii AM® ans APl XoniHy caniyunar
80% «Siegfried Evionnaz SA», LLIBeliuapis (3aTBepakeHo:
DMF Basf Pharma (Evionnaz) SA/ Choline salicylate 80%
version 2012-10-15, 3anponoHoBaHo: DMF Siegfried/ Choline
salicylate 80% version 0001/2021-10-07)
161.| XENIJIOP cnpew 4ns poToBoi AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 6e3 UA/10910/01/01
NOPOXHMHK, no 20 3MmiHun 3 akocTi. A®Il. KoHTponb A®I (iHWi 3miHW). Buny4eHHsi peuenma

mn abo no 50 mny
cnakoHi; no 1
bnakoHy y nadui 3
KapTOHY

NMOBHOTO BUKNaAy NpoBeAeHHS METOAMKM 3a M.
«MikpobionoriyHa YncToTa» Ta BHECEHO NOCUMaHHs 4o
nitovoro BuaaHHs EP ans A®I Xoniny caniumnat 80%

«Siegfried Evionnaz SA», LLisenuapisa. 3minn | Tuny - 3MiHn 3
sikocTi. A®I. KoHTponb A®l. 3miHa y napameTpax
crneunikalin Ta/abo 4oNyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha AdPI, abo BUXiAHUN/MPOMDKHWI
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLEC
BUpoGHMUTBa ADI (iHLWi 3MiHWK).

BunyyeHo skicHy peakuito 3 Bumor p. laeHtudikauis ans AdI
XoniHy caniumnat 80% «Siegfried Evionnaz SA», LBenuapis
(HasiBHWUIA TECT LWOAO0 BM3HaYeHHst Y cnekTpy Ta sikicHa
peakuis). 3miHu | Tuny - 3miHn 3 akocTi. A®l. KonTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo gonycTMMmnX MeEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BUXiAHI/MPOMDKHWI NPOJYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTea AD| (qonoBHeHHs cneuumdikauii
HOBWM MOKa3HWKOM SIKOCTi Ta BigMoOBiAHUM MeTOA0M
BMNpobyBaHHs). [lonoBHeHHs cneuudikaLii HoBUM
nokasHukom « Konboposictb» ans A®| XoniHy caniumnat 80%
«Siegfried Evionnaz SA», LLiseiuapis. 3miHu | Tuny - 3MiHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®I, abo BUXigHUA/MPOMIXHMIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMPOGHMUTBa ADI (BUNYYEHHS HE3HAYHOTO NMOKa3HUKa SIKOCTI
(Hanpuknag BUNyYeHHs 3acTapinoro nokasHuka)). BunyyeHo
n.«Baxki meTanu» 3i cneuudikauii Ha A®I XoniHy caniuyunat
80% «Siegfried Evionnaz SA», LLsenuapis. 3miHu | Tuny -
3MmiHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BUNpobyBaHHA APl abo BMxigHOro matepiany/npomikHOro
NpPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NpoLECi

BUPOGHMLUTBA AD| (HE3HAYHI 3MiHU Y 3aTBEPIKEHUX METOAAX
BuUNpobyBaHHs). 3MiHM B MeTofax koHTpons ans A®|
«Siegfried Evionnaz SA», LLIBenuapia 3a NOKa3HWKOM

«TpuMeTUnamiH», a came OHOBINEHO METOAMKY BU3HAYEHHSI
nokasHuka « TpuMeTunamMiHy» y BianoBigHOCTI A0
akTyanizoBaHoi aHaniTu4Hoi MeToamkn BUpobHuka A®I. 3miHn
| Tuny - 3MiHn 3 sikocTi. A®I. CTabinbHicTb. 3MiHa nepioay
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

NoBTOPHUX BUNpobyBaHb/nepioay 36epiraHHst abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAXXEHOMY [JOCLE
cepTudgikaTa BignoBigHOCTI €Bponeichbki hapMakonei, Lo
BKITHOYa€E nepios NOBTOPHOIO BUNpoByBaHHs1) (nepiog
noBTOpHOro BunpobyBaHHs/nepioa 36epiraHHs) - 36inbLUeHHSs
abo BBefileHHs nepiofy NOBTOPHOro BMNpobyBaHHsA/nepiogy
36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCNIMKEHb Yy pearibHOMY
yaci. MpoBeaeHHst focnimKkeHHs cTabinbHOCTi cyGeTaHuii
BignoBigHo go HacraHoem ICH Q1A (R2) «Stability testing of
new drug substances and drug products», B Tomy uucni
36inbLUEHO nepiog peTecTyBaHHA 3 36 MicauiB o 48 micsauis
ans A®l XnopbytaHon remirigpaTt BupobHuka «JSC
Olainfarmy, Jlatgis. 3miHun Il TUNY - 3MiHK 3 sikocTi. ADI. (iHLWi
3MiHn). OHoBneHHA Bepcii AM® ans A®| XoniHy caniumnar
80% «Siegfried Evionnaz SA», LLiBeluapis (3aTBEpaXeHo:
DMF Basf Pharma (Evionnaz) SA/ Choline salicylate 80%
version 2012-10-15, sanponoHosaHo: DMF Siegfried/ Choline
salicylate 80% / version 0001/2021-10-07)

162.

LUETPUNIEB

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkKot, no 5 mr
no 10 TabneTtok y
6nictepi; no 1, no 3
abo no 10 GnicTepis
Y KapTOHHIl kopobui

€BPO
NAVDKEP
MPANBIT
nMmITeQ

IHgia

OLIC Nimiten

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHu | Tuny -
3MiHn wopo 6esnekn/edekTMBHOCTI Ta bapMakoHarnsay.
3MiHM Y KOPOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT ANA MeANYHOro 3acToCyBaHHA
reHepnYHMX/ribpnaHux/6ionofibHMx nikapcbkmx 3acobiB nicns
BHECEHHS Tiei camoi 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa
He noTpebye HaAaHHS XOAHUX HOBUX A0AATKOBUX AAHNX).
3MiHM BHeCEeHO A0 iHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu: "MpoTunokasaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"3QaTHICTb BNMBATU Ha LUBMAKICTL peakLii Mpy KepyBaHHI
aBTOTpaHCcnopToM abo iHWKMKU MexaHiamamn", "Cnocib
3actocyBaHHs Ta go3un", "MepenosyBaHHs", "MobiuHi peakuii”
3rigHO 3 iHhopMaUi€ero WoA0 MEQUYHOrO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (Xyzal, 5 mg film-coated
tablets) BBegeHHs 3MiH NpoTsiroM 6-Tu micsUiB 3 AaTu
3aTBEPKEHHS.

6e3
peuenma

UA/9079/01/01

163.

LETPOTIO®
0,25 MI

NOpOLLIOK Ta
PO3YMHHUK ANs
PO34MHY AnIs iH'eKLin
no 0,25 mr

1 donakoH 3
NMOPOLLIKOM Y

Apec TpengiHr
C.A.

Lsewuapi
A

BUPOGHMK
Hepo3sdacoBaHo
i npoaykuii,
nepBuHHe
nakyBaHHs Ta
KOHTPOMb SIKOCTi:

HimevuunHa/
®paHuis/
Hioepnanamn

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3miHK y
BUPOOHMLTBI. 3amMiHa abo BBeAEHHA AOAATKOBOI OiNbHULL
BMPOBHMLTBA ANSA YacTUHK abo BCbOro BUPOBHMYOro npolecy
rOTOBOrO fikapcbKkoro 3acoby (AinbHULS, Ha siKili NPOBOASATLCS
OyAb-gKi BUpOOHWYI cTagil, 38 BUHATKOM BUMYCKY cepii,

komnnekTi 3 1 Bakctep KOHTPOIO AKOCTi Ta BTOPUHHOIO NakyBaHHSA ANS CTEPUNBHUX
nonepeaHL0 OHkonogxi nikapcbkux 3acobiB (BkMoYaloym BUpobnieHi acenTuiHum
3arnoBHEHNM mbX, MeTOZO0M), KpiM NnikapcbKkunx 3acobis

LnpuLom 3 HimeuuuHa; 6ionori4Horo/iMyHOMNOriYHOro NOXOAXKEHHS1) - OAaBaHHSI
PO34MHHMKOM (BOAA DAPEBATTIAY 1, anbTepHaTUBHOIO BUpo6HMYoro npumieHHs UVF4, wo
ans iH'ekuin) no 1 ®paHuis; Bi4noBigae 3a BUpOOHMLUTBO HEPO3(haCoOBaAHOIO NiKapCbKOro
M, 1 ronkoo Ans BUPOGHMK 3acoby Ha 3apeecTpoBaHii BUpobHui ainbHuli PAPEBA
pPO34YMHEHHS, 1 Hepo3sdacoBaHo MAY 2, ®paHuisi. BupobHuuuii npouec 3aranomM 1a BUpobHUK

3a
peuerimom

UA/4898/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
rONKO ANs iH ekuin T npoaykuii Ta 3anuwalTbCa HE3MIHHUMK. TakoX HEe 3MIHIOTLCS aHaniTUYHI
Ta 2 TamnoHamw, nepBuHHe MeToAMKM Ta cneumdikaLii nikapcbkoro npenapary.
npoco4YeHnmmn nakyBaHHS: [itoya pepakuisa MNMponoHoBaHa pegakuisa
CnMpTOM, Y DAPEBA TIAY 2, BupobHMLTBO Ha BUpoGHMYIn ginbHuuyi PAPEBA MAY 2
KOHTYPHIl ®paHuis; - Bupo6bHuye npumiweHHs UVF3 BUpoGHMLTBO Ha BUPOGHMYIl
YapyHKOBIN BTOPUHHE ninbHuui PAPEBA MAY 2
ynakosui; no 7 nakyBaHHS: - BupobHuye npumiweHHs UVF3
KOHTYPHMWX ABGOTT - Bupo6Huye npumiwienHs UVF4
YapyHKOBUX Bionogxikans 3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbkuMin 3aci6.
yNaKkoBOK B b.B., 3MiHM y BUPOOHMLTBI. 3MiHM Y NpoLeci BUPOOHMLTBA rOTOBOIO
KapTOHHI kopoOLi Higepnanaw; niKkapcbKoro 3acoby, BKIOYayy NPOMIXKHUA NPOAYKT, L0
BignosiganbHWn 3aCTOCOBYETLCS NPU BUPOBHULTBI FOTOBOIO NiKapCbKoro
3a BUMYCK cepii: 3acoby (He3HayHa 3miHa y npoueci BUpoOGHMUTBA) - He3HauHi
Mepk Xenckea 3MiHM y npoLeci BUpobHULITBaA rOTOBOTO NikapCbKoro 3acoby -
KraA, 3MiHM Y Npoueci BUCYLLIYBaHHSA Npobok. OgHoYacHo
HimeuuunHa nepenbayeHo pefakuiiHe yTOYHEHHS - BuaareHHs iHpopmauii
NpO KOHLUEHTPALLil0 OLTOBOI KUCIOTH i3 BNOK - cxemu
BMpoBHMYoro npouecy y po3aini 3.2.P.3.3.;
3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBUIA NikapcbkMit 3aci6.
3MiHM y BUpOOHMUTBI. 3MiHa po3mipy cepii (Bknoyaoum
fianasoH po3Mipy cepii) roToBoro nikapcbkoro 3acoby
(36inbLlueHHs o 10 pasiB NOpIBHSAHO i3 3aTBEPAKEHUM
pO3MmipoM) - foAaBaHHA anbTepPHATUBHOIO PO3MIpy cepii Big
80 n go 115 n gna N3, BupobneHoro y BUpoGHU4OMyY
npumiweHHi UVF4 ginbHuui PAPEBA MAY 2, ®paHuis,
[O[ATKOBO [0 3aTBepAXKeHoro po3mipy cepii 113 n ans
BMpOGHMYoro npumieHHs UVF3 uiei x ginbHuUi
164.| UUCNNATUH | koHueHTpaT ans Akkopa Monbla Bupo6HuuTBO Inpis/ BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHa 3asiBHUKa 3a UA/15240/01/01
A AKKOP[O pO34umHy Ang Xernckea 113, nepBuHHe Benwuka J13 (MIBIM) (BnacHuka peecTpaLiiHoro NocBig4eHHs) (3rigHo peuenmom
iHdpysin, 1 mr/mn no Moncka Cn. Ta BTOpPWHHE BpuTaHis/ Hakady MOS3 Big 23.07.2015 Ne 460): 3miHu | Trny - 3miHn
10 mn, no 25 mn, no 3.0.0. nakyBaHHS, ManbTa/ oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs
50 mn, no 100 mny KOHTPOMb SKOCTI YropuuHa abo 3MiHM [0 y3aranbHeHUX aHuX Npo cucTemy
cnakoHi; no 1 cepii: hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
dnakoHy y IHTac cvcTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,

KapTOHHIN kopobLyi

dapmachioTikan
3 JlimiTeq, IHais
(anbTepHaTUBHU
N BUPOOHWK):
IHTac
dapmacbioTikan
3 Jlimiten, IHAia
BTopuHHe
naKyBaHHs:
Akkopp, Xenckea
Nimiten, Benuka
BpuTaHis
BionoeiganbHwuii
3a BMNYyCK cepii:
Akkopg Xenckea

BigNoBiganbHoI 3a 34iMCHEHHSA hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHS
hapmakoHarnsgy B YkpaiHi, aKWwo BoHa BigMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS

hapmakoHarnsiay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y

po3milLieHHi MacTep-haiina cuctemu dhapmakoHarnsigy) 3MiHa
KOHTaKTHOI 0co0u 3asiBHUKA, BianoBsigansHoi 3a
dapmakoHarnag B Ykpaini. fitova pegakuis: LWuronesa

MapiaHHa BikTopisHa. MponoHoBaHa pepakuis: Lynbl Onbra

CepriiBHa.
3MiHa KOHTaKTHMX OAaHWUX KOHTaKTHOT 0COOK 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Nimiten, Benuka
Bputanis
KOHTPOMb SIKOCTI
cepin:
AcTtpoH Pesbopy
Nimiten, Benuka
BputaHia
KOHTPOMb SKOCTI
cepin:
dapmagokc
Xenckea JlT4.,
ManbTta
KOHTPOMb SIKOCTI
cepini:
dapmaeanig
nTo.
MikpobionoriuHa
naboparopis,
YropuwuHa
165, ULUTPAMOH Tabnetku no 6 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - bes UA/5535/01/01
Yy Tabnetok y "Ny6HUdapm" "INy6HUapm" 3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cucrema peuenma:
Gnictepax; no 6 KOHTeHep/3aKynoptoBanbHUiA 3aci6. 3MiHa po3mipy ynakoBKu mabnemku
TabneTtok y 6nictepi; rOTOBOrO fikapCbKOro 3acoby (3MiHa KiflbKOCTi OANHMLL Ne 6, Ne10.
no 10 GnictepiB y (ranpuknag TabneTok, amnyn TOLWO) B ynakoBLi:) - 3miHa y 3a
nayui; no 10 Jiana3oHi 3aTBepAXeHNX PO3MIpIB YNaKoBKY - AOAAETLCS peuenmom:
Tabnetok y noparkoBui BUf, ynakoBkuy: no 10 TabneTok y 6nictepi, no 1 mabnemku
6nictepax; no 10 6nictepy y navui 3 BignoBiAHXMM 3MiHAMW A0 PO3Ainy Ne 60
“YnakoBka” MKA J13, 6e3 3MiHW1 NepBUHHOIO NakyBarbHOro (6x10), Ne

Tabnetok y 6nictepi;
no 1 a6o no 10
GnicTepiB y navui

matepiany. BBegeHHs 004aTKOBOI yNakoBKW ikapCbKoro
3acoby (no 10 TabneTok y 6nicTepi, no 1 6nictepy B navui).
BBefeHHs 3MiH NpoTArom 6-Tu MicsLiB Micns 3aTBEPOXKEHHS;
3MiHu | Tuny - 3miHu wopo 6esnekn/eddekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkiii xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEeOUYHOro 3aCTOCYyBaHHS Ha NiacTaBi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnifgxeHb 3 6e3nekn 3acTocyBaHHSA nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbTaT OLiHK/ 3BITY 3
JocnigpkeHb, NPOBeAEHNX BiANOBIgHO 40 NnaHy negiaTpuyHMX
pocnimxeHs (PIP) (3MiHy y3roaxeHo 3 KOMNETEHTHUM
YMOBHOBaXXEHNM OpraHoM) - 3MiHM BHeceHo A0 IHCTpyKuii Ans
MeAMYHOro 3acToCyBaHHSI Nikapcbkoro 3acoby fo po3ginis
"B3aemogis 3 iHWK1MKM nikapcbkrMu 3acobamu Ta iHLi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHS" 3 6e3neku
3aCTOCyBaHHSA [il04nx pevyoBMH BiAMNOBIAHO A0 pekoMeHaauin
PRAC. BeegeHHs 3MiH NpOTsroM 6-Tu micsuis nicns
3aTBepkeHHSA 3asBHUKOM HafaHo OHoBneHwn MNnaH
ynpaBniHHA pu3nkamu Bepcis 1.1 3MiHM BHeceHo Ao vacTuH: |l
"Cneundikauisi 3 6esneku", lll "MnaH 3 dpapmakoHarnsay”, V"

100 (10x10)
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3axoau 3 miHimizauii pusmkis”, VI "Pestome nnaHy ynpaeniHHs
pusnkamun”, VII "JoaaTtkm" Ha OCHOBI OHOBNEHOI iHbopMmalLlii 3
6e3neku gitlo4oi peyoBUHMU.
CynyTHs 3MiHa
- 3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsay.
BHeceHHs1 abo 3miHa(n) go 3060B'A3aHb Ta yMOB Bugadi
peecTpaLiiHoro NOCBiAYEHHs, BKoYatouu MNMnaH ynpaeniHHG
pV3nKamMm (3aCTOCYBaHHS TEKCTY, KU MOrOAXEHWN 3
KOMMETEHTHUM OpraHom);
3MiHu | Tuny - 3miHK Wwopao 6esnekn/eddekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu) - 3MiHM BHECEHO A0 IHCTpyKUil
Ans MeQUYHOTO 3acTOCYBaHHS NikapcbKoro 3acoby Ao po3giny
"Mo6iyHi peakuii" 3 6e3nekn 3acTocyBaHHS Lil04MX PEYOBUH.
BBegeHHs 3MiH NpoTsarom 6-Tu MicauiB nicns 3aTBepaXeHHs

B.o. HayanbHUKa
PapmaueBTUYHOro ynpaBniHHA

Onekcangp NPILEHKO




