ITEPEJIIK

Jonarok 3
A0 Haka3y MiHicTrepcTBa 0X0pOHH
3p0poB’sa Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiHuX MaTepiaaiB»
Bix 29 Bepecns 2023 poky Ne 1709

JIKAPCBKHUX 3ACOBIB (MEANYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIO10 AKUX BYJIM BHECEHI

3ACOBIB YKPAIHHA

3MIHHU JIO PEECTPALIIMHUX MATEPIAJIIB, IKI BHOCATBCS 10 JEPXKABHOI'O PEECTPY JIKAPCBKHUX

Ne Hasea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa euUpPObHUKa eionycky yeaHHs* | peecmpauyiliHo20
3acoby ynakoeka) noceio4yeHHs1
1. A3UMEO® TabneTtkn, BKPUTI NAT YkpaiHa NAT YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/7234/02/01
NniBKOBOIO "Kniemeanp "KniBmepnpenapa 3miHu | TUny - 3MiHn Wwopo 6esnekn/edeKTUBHOCTI peuyennmom | nidnszae
o6onoHkoto, no 500 enapar” T Ta hapmakoHarnsgy. 3MiHu y KOpoTKin
mr; no 3 a6o 10 XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
TabneTtok y 6nictepi; MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
no 1 Gnicrepy y 3acToCyBaHHS reHepUYHNX/ribpuaHmx/GionogibHmx
nauui 3 KapToHy nikapcbkux 3acobiB nicns BHECEHHsI Tiei camoi
3MiHWN Ha pedepeHTHMIN Npenapar (3MiHa He
notpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
OaHux) - 3MiHWM BHECEHO [0 iHCTPYKUii Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
posginu: "®apmakornoriyHi BnactusocTi”,
"B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
iHWi BMau B3aemogin", "Mo6iyHi peakuii”
BignoBigHO A0 iHopMaLii LWoAo MeaNYHOro
3aCTOCyBaHHsI pedpepeHTHOro fnikapcbkoro 3acoby
(CYMAME], TabneTtku, BKpUTi NNiBKOBOO
o6onoHkow). BBeaeHHst 3aMiH npoTsarom 6-Tu
MicsiLiB micnsi 3aTBEpPOXKEHHS.
2. AIMA®IKC NOPOLLIOK Ta KEOPIOH ITanisa KEOPIOH C.MN.A. ITanisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/17426/01/02
PO3YMHHUK AN C.N.A. 3MiHu | TUny - 3MiHK 3 sKocTi. FoToBMIA NiKapCbKuiA peuenmom
PO34mMHY Ans 3aci6b. KoHTponb rotoBoro nikapcbkoro 3acoby.
iHdysin, 1000 3miHa napameTpiB cneundikalii Ta/abo
MO/10 mn; donakoH [OMNyCTUMMX MEX FOTOBOTO MikapCbkoro 3acoby
Ne 1 3 nopoLukom no (BHECEHHS 3MiH 10 4OCbE NICNS OHOBIEHHSI
1000 MO y 3aranbHOi CTaTTi Ha rOTOBY fikapCbKy hopmMy y
KOMMMEKTI 3 OdY/Esponeiicbkint apmakonei). BunyyeHHs i3
PO34MHHMKOM (BOAA cneuudikaLii Ha Ppo34YMHHUK (Boga Anst iH'eKLii)
ans iH'ekyin) no 10 nokasHukiB "KncnoTHICTb abo NyxHICTb",
My donakoHi Ne 1 "Xnopugwn", "Hitpatn", "Cynbcatn", "AMoHiin" Ta
Ta Habopom ans "KanbLin i MmarHin" 3 MeTol nNpuBeaeHHs y
PO3YMHEHHS i Bi4NOBIgHICTb 40 MoHorpadii 0169 “Water for
BBEOEHHA Y injection” €Bponevicbkoi hapmakonei 11.1.
KapTOHHI kopobui
3. AIMA®IKC NOPOLLOK Ta KEOPIOH ITanis KEOPIOH C.IM.A. ITanis BHECEHHS 3MiH [0 peecTpauiHMX maTepianis: 3a UA/17426/01/01




KOHTPOIMIO AKOCTI
(mikpobionorivyHa
yuctoTta));
®.XodhdpmaHH-I15
Pow ITa,
LLisenuapis
(BunpobyBaHHs
cTabinbHOCTI
(mikpobionorivyHa
ynucToTa));
®.XodpdpmaHH-I1s

pusukiB», VI «Pe3tome nnaHy ynpasniHHS
pu3nKammny, y 3B’13Ky 3 OHOBINEHHSIM iHdopMauii
o4O NicnspeecTpaLiiHnX AocnigxeHb 3 6e3neku,
a TaKoX Yy 3B'A3Ky 3 BUAANEHHAM BaXMBOro
pPU3MKy «BIACYTHS iHOpMaLisi» 3a pe3ynbTaTHUMMU
3aBepLUeHoro AocnimpkeHHs. Pestome MYP Bepcis
3.1 popaeTbes.

2 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

PO3YMHHUK ANg C.IN.A. 3MiHuM | TUNYy - 3MiHK 3 AKkocCTi. FoTOBUIA NikapCbKKin peuenmom

PO34MHY Ans 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.

iHdys3in, 500 MO/10 3miHa napameTpiB cneundikaii Ta/abo

Mn; donakoH Ne 1 3 OOMNYCTUMMX MEX rOTOBOTO FikapCbKoro 3acoby

nopotukom no 500 (BHECEHHS 3MiH 40 AOCHE NICNSA OHOBIEHHS

MO y komnnekTi 3 3ararnbHOi CTaTTi Ha roToBY JikapcbKy dopmy y

PO34YMHHUKOM (BOAA [oY/Esponelicbkin hapmakonei). BunyyeHHs i3

ans iH'ekyin) no 10 cneundikaLii Ha po34YnHHUK (Boda Ans iH exuin)

My conakoHi Ne 1 nokasHukiB "KUcnoTHICTb abo NyxHICTb",

Ta Habopom Ans "Xnopugn", "Hitpatun", "Cynbcatn", "AMoHIn" Ta

PO3YMHEHHS i "Kanbuin i marHin" 3 MeTolo NpuBeaeHHs y

BBEAEHHA Y BigNoBIgHICTb 40 MoHorpadii 0169 “Water for

KapTOHHI kopobui injection” €Bponevicbkoi hapmakonei 11.1.

4. ANEKEH3A® | kancynu TBepai no TOB «Pouw YkpaiHa Henbdapm ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/16997/01/01
150 mr no 8 kancyn YkpaiHa» Minano, C.P.J1., HimewumHa/ | 3miHm Il Tuny - 3miHn woao 6esnekun/edbekTUBHOCTI |  peuenmom | nidnsizae
TBEpAMX y bnicTepi; ITania LLisenuapis Ta hapmakoHarnsgy. 3mMiHu y KOpoTKin
no 7 énictepis y (BunpobyBaHHA XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
KapTOHHIM nayui, no cTabinbHOCTI, MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
4 nayky y KapTOHHIN nepBuHHE Ta 3aCTOCYBaHHS! y 3B’A3KY i3 HOBUMMW AaHUMU 3
KopobLi BTOPUHHE SIKOCTi, AOKNIHIYHUMW, KMiHIYHUMK JaHUMK Ta

nakyBaHHS1); OaHnMu 3 papmakoHarnsgy - 3MiHu BHeCeHo B
EBOHik IHCTPYKLUitO AN MeANYHOro 3acToCyBaHHS
OnepenwHs MN6X, nikapcbkoro 3acoby ao posaainy "lMobiyHi peakuii”
Himeuyunna LWOAO0 remMoniTu4HOI aHeMii. BBeaeHHst 3MiH
(BunpobyBaHHs NPOTArom 6-T MicsLIB MiCNS 3aTBEPOXKEHHS.
KOHTPOIIO SIKOCTI 3miHu |l Tuny - 3MiHn Wwopo 6e3nekn/edeKTUBHOCTI
(eTunxnopua)); Ta chapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
Ekcenna Mm6X 3060B's13aHb Ta YMOB BuAaui peecTpauinHoro
eHn Ko. KT, NOCBiAYEHHS, BKIoYaoum [naH ynpaeBniHHA
HimeuunHa pu3uKkamm (3acTocyBaHHs 3MiH(1), siki(a)
(BUpOBHMLTBO BMMaratTb(€) NoaanbLLoro 06rpyHTyBaHHs
Hepo3dacoBaHoi HOBMMW A0AATKOBMM AaHMMMU, L0 MakTb
npoaykuii, HaJaBaTuUCs KOMMETEHTHUM OpraHoOM, OCKifbKM
BUNpPOOYBaHHs BMMaraeTbCs CyTTEBA OLliHKA KOMMNETEHTHUM
KOHTPOIIO SIKOCTi); opraHom) - 3asiBHUKOM HafaHO OHOBIIEHUIA NNaH
TNa6op NC CE eHg ynpasniHHA puankamu Bepcis 3.1. 3MiHW BHeceHi
Ko. KT, HimeuunHa 0o yactuH |l «Cneuudikauis 3 6e3neku», Il «MnaH
(BunpobyBaHHA 3 chapmakoHarnsgy», V «3axoam 3 miHimisauii




3

[IpooBxkeHHs JoaaTka 3

KOHTPOIMIO AKOCTI
(mikpobionorivyHa
yucToTa):
JNNa6op NC CE enp
Ko. KT,
HimeyuunHa;
BUNpPOOYBaHHS
KOHTPOIIO SKOCTI

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Pow Ita,
LLIBeviuapis
(Bunyck cepii);
®. XodhdpmaHH-I15
Pouw Ita,
LLsenyapis
(nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BUNPOOYBaHHSA
cTabinbHOCTI,
BUNYyCK cepii)

5. AJNNEKEH3A® | kancynu TBepai no TOB «Pow YkpaiHa BUNYyCK cepii: LLsenuapis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/16997/01/01
150 mr; no 8 kancyn YkpaiHa» ®.XodpdpmaHH-T4 ITanis/ 3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa kogy peuyenmom | nidnseae
TBEpAMX y bnicTepi; Pow ITa, Himeyunna ATX - 3MiHM BHeceHo 8o IHCTpyKuii ans
no 7 Gnictepis y LBenuapis; MeOMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby oo
KapTOHHIN nayui, no nepBuHHe Ta po3sginy "®apmakotepanesTuyHa rpyna. Kog ATX."

4 Naykn y KapTOHHIN BTOPUHHE BiANOBIOHO A0 MiXXHApoAHOro knacudikatopa
KopobuUi nakyBaHHs, BOOS3 (http://www.whocc.no/atc_ddd_index/):
BMNPOOYBaHHS 3aTtBepaxeHo — "AHTUHeONnacTUYHi 3acobu.
cTabinbHOCTI, IHriGiTOpKN NpoTeiHkiHasn. AnekTuHi6. Kog ATX
BUMYCK Cepii: LO1X E36.", 3anponoHoBaHo —
®.XodhdpmaHH-I15 "AHTMHeONNacTM4Hi 3acodwm. IHribiTopum
Pouw JTg, npoTeiHkiHasK. IHribiTopu KiHasn aHannacTU4HOI
LLsenuapis; nimcomm (ALK). AnektuHi6. Kog ATX LO1E D03."
BMNPOOYBaHHS BBeaeHHs 3miH npoTarom 6-Tu micauiB nicns
cTabinbHOoCTI 3aTBEPOKEHHS.
(mikpobionorivyHa 3minu Il Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI
yucToTa): Ta dhapmakoHarnsaay. 3MiHW y KOpOTKil
®.XodhdpmaHH-I15 XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
Pow ITa, MapKyBaHHS Ta IHCTPYKLUii Ans Mean4Horo
LLisenuapis; 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW AaHMU 3
BUNpPOOYBaHHs AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK JaHUMK Ta
cTabinbHoCTI, OaHnMu 3 dpapmakoHarnagy - 3MiHu BHeceHo 4o
nepBuHHe Ta iHCTPYKLUIii ANS MEAMYHOro 3aCTOCYBaHHS
BTOPUHHE nikapcbkoro 3acoby Ao posainis "OcobnusocTi
nakyBaHHS: 3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta fo3un",
Henbdapm "Mob6iyHi peakuii”. BBeageHHsS 3MiH NpoTarom 6-tn
MinaHo, C.P.J1,, MicsLiB nicnsi 3aTBEpOXKEHHS.
ITanis;
BMNPOOYBaHHs




4

[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
(eTunxnopug):
EBOHik
OnepenwHa Mv6X,
Himeuumnna;
BMPOGHMLUTBO
Hepo3adacoBaHol
npoAyKuii,
BUNPOBYBaHHS
KOHTPOTIO SIKOCTi:
Ekcenna MmoX
eHp Ko. KT,
HimeyuunHa
6. AJNNIEPIFOCTO | Ttabnetku, BKpUTI MPAT YkpaiHa MPAT YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/10337/01/01
ne NniBKOBOKO "®ITOPAPM "®ITODPAPM" 3miHn | TMny - 3miHn Wwopo 6e3nekn/epekTMBHOCTI peuenma
060n0oHKo, Mo 5 mr; " Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
no 10 Tabnetok y y3aranbHeHuX AaHux Npo cUcTemy
6nicTepi; mo 1 abo 2 apmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
Grictepn y nayui 3 npo cuctemy dapmakoHarnagy, amiHa
KapTOHY yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XE€HOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bkrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemm apmakoHarnagy) -
3MiHa KOHTaKTHMX JaHWUX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganeHoi 3a hapMakoHarnsag.
3MiHa Micue3HaxomKeHHa MacTep-canna
cvcTeMu dhapmakoHarnsgy Ta oro Homepa. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
7. ANNb®A M TabneTkn, BKpUTI OPIrAHOCU OAE AnoTtekc IHk. Kanapa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/13454/01/01
NNiBKOBOK H 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom
obornoHkKoto, 3 NANDCAEH Ta cbapmakoHarnsany. BeegerHs abo 3miHu oo
MoaudpikoBaHUM CUN3 (E® y3aranbHeHUX AaHux npo cuctemy
BUBIMbHEHHAM MO 3ET ) dapmakoHarnsgy (BBeAeHHs y3ararnbHEeHUX AaHNX
0,4 mr; no 10 npo cuctemy papmakoHarnsgy, 3amiHa
Tabnetok y 6nictepi; yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
no 3 abo 6 6nicTtepis 30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
Y KapTOHHIl kopobui dapmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoYanym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
mMacTtep-darina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX JAHMX KOHTAKTHOI 0COOM 3asiBHMKA,
BignosiganeHoi 3a dpapMakoHarnag B YKpaiHi.
8. Alb®AXOJI PO34MH OpasnbHUiA, MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/17917/01/01




Gnictepu B nayui

XapakTepucTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS reHepUYHNX/ribpnaHux/G6ionogioHux
nikapcbkux 3acobiB nicnsi BHECEHHs1 Tiei camoi
3MiHW Ha pedhepeHTHUIN Npenapart (3MiHa He
notpebye HagaHHS XOOHUX HOBUX [OAATKOBUX
OaHunx) 3MiHW BHeCeHi o iHCTpyKLUii Anst
ME[IMYHOrO 3aCTOCYBaHHSs NikapCbKoro 3acoby y
po3gainu "MpotunokasanHsa", "B3aemogia 3 iHWmMmn
nikapcbknMun 3acobamu Ta iHWi BUan B3aemogin",
"Mepeno3yBanHs", "MobivHi peakuii" 3rigHo 3

5 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
H® 600 mr/7 mnno 7 mn | "®apmaueBT "®apmaueBTUYHa 3MiHuM | TUNYy - 3MiHK 3 sAKkocCTi. FoTOBUI NikapCbkKin peuenmom | nidnsieae
y cbrakoHi 3 nyHa cipma dipma "OapHuusa” 3aci6. CtabinbHicTb. 3miHa y TepMiHax
KPULLIKOKO 3 "NapHuus" npvaaTtHocTi abo ymoBax 36epiraHHs roTOBOro
KOHTpOMeM nepLLoro nikapcbkoro 3acoby (36inbLeHHs TepMiHy
BiAKkpuTTS; no 10 npuAAaTHOCTI rOTOBOrO nikapcbKoro 3acoby) - Ansi
nakoHiB y nayui TOProBoi yNakoBKu (MiATBEPAKYETHCA AaHUMM
peanbHOro 4acy) 30inbLIeHHS TEPMiHY
npuaaTHOCTI FOTOBOIO MikapcbKoro 3acoby
3aTBepOKEHO: TEPMiH NPMAATHOCTI 2 POKY;
3anpornoHOBaHo: TEPMiH NPUAATHOCTI 3 POKWU.
3MiHu BHeceHi B po3din "TepMiH npuaaTHoCTi" B
iHCTPYKLUil0 ANs MeQuYHOro 3acToCcyBaHHS
nikapcbkoro 3acoby. BeegeHHs1 3mMiH npoTsirom 6-
TV MiICALIB Nicns 3aTBEPAKEHHS!
9. AMAPUNI® M | TabneTtku, BKpUTI TOB YkpaiHa XeHOokK IHK. Pecny6nika BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/9859/01/02
2Mr/500MI o6onoHkoto Ne 30 "CaHoi- Kopes 3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI peuenmom
(10x3): no 10 ABeHTiC Ta cbapmakoHarnsagy. BeegerHs abo 3miHu go
TabneTtok y Gnictepi: YkpaiHa" y3ararnbHeHUX AaHuxX Npo cuctemy
no 3 Gnictepu B dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
KapTOHHiI kopoOui npo cuctemy cdapmakoHarnagy, amiHa
yNOBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
cthapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBAXEHOI 0cobM 3asiBHKKA, BignoBigansHoi
3a chapmakoHarnsig.
[itova pepakuis: Xogakiscbka TeTaHa
BsiuecnasieHa. MNponoHoBaHa peaakuis:
Bapdonomeesa IBaHHa OnekcaHapiBHa. 3miHa
KOHTaKTHMX AaHWNX YNOBHOBaXeHOi ocobu,
BiZNoOBiganbHoiI 3a dpapMakoHarnag.
10. AMNOOUNIH | Ttabnetku no 5 wmr, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: 3a He UA/1586/01/01
no 10 Tabnetok y "KviBmegnp "KviBmegnpenapa 3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI peuenmom | nidnseae
6nictepi, no 3 enapart” T Ta dhapmakoHarnsaay. 3MiHV y KOpOTKil




6 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
iHdbopmauieto Woao MegMyHOro 3acTocyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (HOPBACK®,
TabneTtkun no 5 mr) BeegeHHs 3MiH NpoTsArom 6-tn
MicsUiB MicNsa 3aTBEpPAXEHHS
11. AHATPENIA- Kancynu Teepgi no Mictpan AHrnis BMPOBOHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/19596/01/01
BICTA 1wmr; no 100 kancyn Kenitan rotoBoi nikapcbkoi | HimewumHa/ | 3miHn | Tvny - 3MiHK Wwopo 6e3nekn/edhekTUBHOCTI peuenmom
y nnawui, no 1 MeHepxmeH dopmu, NepBnHHa Yecbka Ta cbapmakoHarnagy (iHwi 3mMiHWM) HeaHauHi 3miHn
NAALWLI Y KAPTOHHIN T Nimiteq Ta BTOPUHHA Pecnybnika y TEKCTi MapKyBaHHsi nepBuHHOI (M.4 JATA
nauui ynakoBka, ¢i3nko- 3AKIHYEHHA TEPMIHY NPUOATHOCTI) Ta
XiMiYHWI KOHTPOSb BTOpUHHOI (M. 17. IHLE) ynakoBku nikapcbkoro
cepii, BUNyCK 3acoby. BBeeHHs 3MiH NpoTArom 6-Tu micauis
cepil: nicnsa saTtBepAXeHHsA
CiHToH XicnaHis,
C.N., IcnaHis;
BTOPVHHE
nakyBaHHs:
PotTenpopd
dapma M6X,
HimeuumnHa;
i3nKO-XiMiYHMI
KOHTPOMb:
KBiHTa-AHanituka
C.p.o., Yecbka
Pecny6nika
12. ACMIPUH® C | TtabneTku wmnyui; no Banep LLisenuapi Banep Himeuunna BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes UA/4398/01/01
2 Tabnetkn y ctpuni; | KoHcblomep A Bitrepdensa 3MiHn | Tuny - 3MiHm 3 gxkocTi. A®l. BupobHuuTeo. peuenma
no 5 ctpunis y Kep A’ MM6X 3miHu BUNpobyBaHb abo AONYyCTUMUX MEX Y
KapTOHHIN kopobLyi npoteci BupobHmuTea API, Lo BCTAHOBNEHI y
cneuudikauiax (BUMyYeHHS HECYTTEBOrO
BMNpobyBaHHSA). BuaaneHHs 3aranbHoro Tecty Ha
BaXKi MeTanw 3i cneumdikauii Ha gitody peyoBUHY
Kucrota auetuncaniyunosa. 3Minm | Tuny - 3MiHn
3 gkocTi. A®l. BupobHuuTBo. 3MiHa BUpoGHUMKa
BWXiAHOro/NPOMIKHOrO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHUYoMy npoueci AdI,
abo 3miHa BMpobHuKa (BkMovaruu, e HeobxigHo,
MicLie npoBeeHHs KOHTpornto sikocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTi
€Bponeicbkin hapmakonei y 3aTBepakeHoMy
[0CbE)(3MiHM [0 3axofiB, MOB'A3aHNX 3 KOHTPONEM
A®I, abo goaaBaHHA AiNbHULI, A€ NPOBOANUTLCA
KOHTponb/BUNpobyBaHHs cepii). loaaBaHHs
Maigan4yumka Laboratorio Echevarne, S.A. ans
TecTyBaHHsi MikpobionoriyHoi ynctotn AdI
aueTtuncaniumnosa kucrnota BupobHuka Bayer
Hispania, S.L.
13. ACMIPO3A® Kancynuv Teepgi no MpAT YkpaiHa BMPOGHMLTBO, Monbwa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/18799/01/02
10 mr/100 mr, no 10 "®apmaueBT nepBuHHe Ta 3MiHu | TUnNY - 3MiHK 3 sikocTi. FoTOBMIA NiKapCbKuiA peuenmom
Kancyn y 6nicrepi, M4YHa ipma BTOPUHHE 3aci6. 3MiHn y BUpobHMLTBI. 3amiHa abo




7 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 3 6nictepu B "OapHuus" nakyBaHHs, BBEAEHHS 40A4AaTKOBOI AiNbHULI BUPOOHMLTBA ANns
navui KOHTpOMb cepii, 4YacTWHW abo BCbOro BUpoGHMYOro npoLecy
BUNYCK cepii: roTOBOro NiKapcbKkoro 3acoby (4inbHuusA ans
Apnamveg ®apma BTOPWHHOIO MakyBaHHS) BBEAEHHS [,O4ATKOBOI
C.A,, MNonblua; AinbHULi BUpo6HuuTBa 13 (BTOpPUHHE nakyBaHHs)
nepBuHHE Ta komnaHii Agamen ®apma C.A., Monbla (Byn.
BTOPUHHE LkonbHa 33, KcaBepos, 95-054, MonbLua)
naKyBaHHs: BBeaeHHs 3miH npoTarom 6-Tu micauis nicns
Apnamveg ®apma 3aTBepPAKEHHS. 3MiHU | TUNY - 3MiHM 3 AKOCTI.
C.A., MNonbLwa [oToBMI nikapcbkuii 3aci6. 3miHKM y BUPOBHMLTBI.
3amiHa abo BBeAEHHS 0AaTKOBOI AiNbHULI
BMPOGHMLUTBA ANs YacTMHM abo BCboro
BMPOGHMYOro NpoLEecy roToBOro NikapCbKoro
3acoby (AiNbHMLA ANS NEPBUHHOIO NaKyBaHHS)
BBeAEHHS 4oAaTKOBOI AinbHULi BUpobHuuTBa M3
(nepBUHHE NakyBaHHs) koMnaHii Agameg ®apma
C.A., Nonbla (Byn. WkoneHa 33, KcaBepos, 95-
054, MonbLya).
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBepMKEeHHA. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
["oToBMI Nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHwwi 3MiHm).
BHECEHHs1 3MiHM B 3aTBepaxeHi MKA J13 B
Cneuundikauito 113 anst gosyeaHHsa 5 mr/100 mr 3a
nokasHukom «KinbkicHe BU3Ha4YeHHs
posyBacTaTuHy» Ans NpUBEAEHHS 40
opuriHanbHUX maTtepianis Bupo6Huka 13 (po3ain
3.2.P.5.1. Cneumdikauisi).
14. ACTMIPO3A® Karncynu Teepgi no MpAT YkpaiHa BUPOGHMLTBO, MonbLwa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/18799/01/03
20 mr/100 mr, no 10 "®apmaneBT nepBuHHe Ta 3MiHn | TUnNYy - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUIA peuenmom
Kancyn y énictepi, n4yHa cpipma BTOPUHHE 3aci6. 3MiHn y BUpoGHUMUTBI. 3amiHa abo
no 3 Gnictepu B "OapHuus” nakyBaHHs, BBEAEHHS 0AaTKOBOI AinNbHULi BUpobHULTBa Ans
nauui KOHTPOrb cepii, YacTnHU abo BCbOro BUPOGHMYOro npoLiecy
BUNYCK cepii: roToBOro NikapcbKoro 3acoby (AinbHWUsS Anst
Apameg ®apma BTOPWHHOIO NaKyBaHHS) BBEAEHHS JOAATKOBOI
C.A,, MNonblua; AinbHULI BUpobHuuTea M3 (BTOpyHHE NakyBaHHSA)
nepBuHHe Ta komnaHii Agamen ®apma C.A., MNonblua (Byn.
BTOPUHHE LLkonbHa 33, KcaBepog, 95-054, MonbLua)
nakyBaHHS: BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
Apameg ®apma 3aTBepOKeHHS. 3MiHM | Tuny - 3MiHK 3 AKoCTi.
C.A,, Monblua [oToBWI Nikapcbkuii 3aci6. 3MiHN Yy BUPOBHULTBI.

3amiHa abo BBeAeHHsI 4OOAaTKOBOI AiNbHULI
BUPOGHMLTBA ANs YacTMHM abo BCbOro
BUPOGHMYOro NpoLecy roTOBOrO NikapCbKoro
3acoby (AinbHMLA ANS NEPBUHHOIO NaKyBaHHS)
BBEZIEHHS OAATKOBOI AinbHWUi BupobHuuTea 13
(nepBMHHE NakyBaHHs) koMnaHii Agame Papma
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

C.A., MNMonbwa (Byn. WkonbHa 33, Kcasepos, 95-
054, MNonbLya).

BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo JonNycTUMMX MEX rOTOBOro
nikapcbkoro 3acoby (iHLui 3MiHW).
BHECEHHS 3MiHM B 3aTBepmxeHi MKA J13 B
Cneumdikauito M3 ans gosyeaHHs 5 mr/100 Mr 3a
nokasHukoM «KinbkicHe BU3Ha4YeHHs
po3yBacTaTuUHy» 451 NPUBEAEHHS 0O
opwuriHanbHux matepianis BupobHuka M3 (po3gin
3.2.P.5.1. Cneuudikauis).

15.

ACMIPO3A®

Kancynu TBepai no 5
mr/100 mr, no 10
Kancyn y 6nicrepi,
no 3 Gnictepu B
navui

MpAT
"dapmaueBT
n4yHa cipma

"NapHuus"

YkpaiHa

BUPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO~b cepii,
BWMNYCK Cepil:
Apnamveg ®apma
C.A., MonbLua;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
Apamveg ®apma
C.A,, MNMonblia

MNonbla

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHuM | TUNYy - 3MiHK 3 aKkocTi. FoToBUI NikapCbkKi
3aci6. 3MiHn y BMpobHMUTBI. 3amiHa abo
BBeOEHHS 40A4aTKOBOI AiNbHULI BUPOOHMLTBA Ans
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro MiKapCbKOro 3acoby (AinbHWLUS ANs
BTOPWHHOIO NakyBaHHS) BBEAEHHS [OAATKOBOI
OinbHUUi BUpobHuuTBa M3 (BTOPMHHE NakyBaHHS)
komnaHii Agamen ®apma C.A., Monbwa (Byn.
LkonbHa 33, KcaBepos, 95-054, MonbLua)
BBeaeHHs 3MiH npoTsrom 6-Tu micauiB nicns
3aTBEpKEHHS. 3MiHU | TUny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHN Yy BUPOBHMLTBI.
3amiHa abo BBeAeHHS 40AaTKOBOI AiNbHULI
BMPOBHMLTBA ANA YacTMHM abo BCbOoro
BMPOGHMYOro NpoLecy roToBOro NikapCbKoro
3acoby (QinbHWULSA AN NEPBUHHOIO NaKyBaHHS)
BBEAEHHS OAATKOBOI AinbHULi BUpobHuuTea M3
(nepBWHHE NakyBaHHS) koMnaHii Agameq Papma
C.A., NonbLwa (Byn. WkonbHa 33, KcaBepos, 95-
054, MNonbLya).

BBeaeHHs 3MiH npoTsrom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3MiHK 3 AKoCTi.
["oToBMI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gOMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHLwi 3MiHN).
BHECEHHS 3MiHN B 3aTBepxeHi MKA 13 B
Cneuudikauito 13 ans gosysaHHs 5 mr/100 mr 3a
nokasHukoM «KinbkicHe BU3Ha4YeHHs
posyBacTaTuHy» Ansi NpUBEAEHHS 40
opwvriHanbHUX MaTtepianis Bupo6Huka 13 (po3ain
3.2.P.5.1. Cneumdikauisi).

3a
peuenmom

UA/18799/01/01

16.

ACMPIKC

crpew HasanbHu
[030BaHun, 15,75

TOB HB®
«MIKPOXIM

YkpaiHa

TOB HB®
«MIKPOXIM»,

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa

3a
peuenmom

He
nidnsieae

UA/14621/01/01




9 [TponoBkeHHs goaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Mmr/go3a; no 4 mn (40 » YkpaiHa HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
[03) y conakoHi; no 1 (BpoBHMYa (BNacHuka peecTpauinHoro noceig4eHHs). 3MiHa
bnakoHy y nayui 3 AinbHUUs (BCi appecw 3asBHMKa. BBegeHHs 3MiH npoTsirom 6-1u
KapTOHY cragii MicsiLiB nicnsi 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK
BMPOBHMYOro 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3miHn y
npouecy); BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
BignosiganbH1Mn CTOCYHOTLCS BUMYCKY Cepii Ta KOHTPOIO SKOCTi
3a BUNycK cepil, roTOBOrO fikapcbKkoro 3acoby (3amiHa abo
He BKIoYaun AopaBaHHst BUpobHuka, LU Bignosigae 3a
KOHTpOrnb/BUNPOOY BBe3eHHs Ta/abo Bunyck cepii) - He Bkntovatoum
BaHHS cepii) KOHTponb/BMNpobyBaHHs cepii. JonaBaHHSA

BMpobHuka 13, BignoeigansHoro 3a Bunyck cepir,
He BKI4ao4un KOHTPOSL/BUNPOBYBaHHS cepii:
TOB HB® «MIKPOXIM» (3a agpecoto: YkpaiHa,
01013 m. Kuis, Byn. byaiHgyctpii, 6ya. 5). 3miHn
BHeCeHi y po3ainu "BMpobHuK" Ta
"MicuesHaxomeHHs BUpoBHMKa Ta agpeca micus
NPOBafXXeHHA NOro AisnbHOCTI" B iHCTPYKLUiO Ang
MeAMNYHOrO 3aCTOCYBaHHS! y 3B'sI3Ky 3 BBEAEHHAM
[0AaTKOBOro BUpOGHKKa, Lo BignoBiaae 3a
BUMNYCK Cepii, 3 MOXNUBICTIO APYKYBaHHS 4BOX
IHCTPYKLUi 4ns MmeandHoro 3actocyBaHHs J13 gns
OKpeMunx BMPOBHUKIB (BignoBiganbHWX 3a BUMYCK
cepii) Ta Sk Hacnigok - Nosiea TEKCTY MapKyBaHHS
ynakoBKM nikapcbKoro 3acoby Ans 4oAaTKoBoro
BMpOGHVKa. BBeaeHHs 3miH npoTarom 6-Tn Micauis
nicnsi 3aTBEpOXXEHHS.

17. A®IHITOP Tabnetku no 5 wmr, HoBaprTic LLsenuapi BMPOGHMLUTBO 3a LLisenuapis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/11439/01/01
no 10 Tabnetok y dapma Al A NOBHWUM LIMKITOM: 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
GnicTepi; no 3 HoBapTic ®apma Ta chapmakoHarnsgy. 3miHa yactotu Ta/abo
Gnictepu B LWtenH AT, TEPMIHiB NOAAHHS perynsapHO OHOBMOBAHUX 3BiTiB
KapTOHHI kopobLyi LLisenuapis; 3 6e3nekun nikapcbkux 3acobiB - 3MiHW y YyacToTi Ta

KOHTPOIb AKOCTI TepMiHax noAaHHs perynsipHo OHOBMIOBAHOMO
(3a BUHATKOM 3BiTYy 3 6e3neku.

Tecty [itoya pepakuis: Yactota nogaHHsa perynspHo
MikpobionoriyHa OHOBMOBaHOTO 3BiTYy 3 6e3neku 1 pik. KiHueBa
yucToTa): paTta ans BkntoYeHHs aaHux go PO36 -
dapmaHanitika 31.03.2018 p. flata nogaHHs - 09.06.2018 p. /

CA, Weeiinapis MponoHoBaHa peaakuisa: Yactota nogaHHs

perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku 3 poku.
KiHueBa gata ans BkntoyeHHst gaHux no PO36 -
31.03.2024 p. Jata nogaHHs - 29.06.2024 p.
PekomeHgoBaHO [0 3aTBEpOXEHHS BIANOBIAHO 40
nepioaMYHOCTI NOAAHHSA PerynsipHO OHOBIOBAHUX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C.

18. A®IHITOP Tabnetkv no 10 wr; HoBapric LLisewuapi BMPOGHMLUTBO 3a LLseniuapis BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a UA/11439/01/02
no 10 Tabnetok y dapma Al A NOBHWUM LIMKIOM: 3miHu | TUNy - 3MiHK Wwopo 6esneku/edeKTUBHOCTI peuernmom
GnicTepi; no 3 HoapTic ®apma Ta chapmakoHarnsgy. 3miHa yactotu Ta/abo

Gnictepu B LtenH AT, TEPMIHIB NOAAHHS perynspHO OHOBMKOBAHUX 3BITiB
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHil kopobui LLBsenuapis; 3 Ge3neku nikapcbkux 3acobis - 3MiHW y YacToTi Ta
KOHTPOIb SKOCTI TepMiHax NogaHHA perynsipHO OHOBMOBAHOMO
(3a BUHSATKOM 3BIiTy 3 Ge3neku.
Tecty [itoya pegakuia: Yactota nogaHHa perynsapHo
MikpobionoriyHa OHOBMOBaHOTO 3BiTYy 3 6e3neku 1 pik. KiHueBa
yucroTa): paTta ans BkntoYeHHs aaHux go PO36 -
dapmaHanituka 31.03.2018 p. Qata nogaHHsa - 09.06.2018 p. /
CA, Weewuapis lMponoHoBaHa pepakuis: Yactota nogaHHs
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3neku 3 poku.
KiHueBa gata ans BkntoyeHHst gaHunx no PO36 -
31.03.2024 p. Jata nogaHHs - 29.06.2024 p.
PekomeHaoBaHO A0 3aTBEPKEHHS BiAMNOBIAHO A0
nepioanMYHOCTI NOAAHHS PerynsipHO OHOBIOBAHMX
3BiTIB 3 6e3nekun nikapcbkux 3acobis y €C.
19. A®IHITOP Tabnetku no 2,5 mr; HosaprTic Lsenuapi BUPOBHMLTBO 3a LLisenuapis BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a UA/11439/01/03
no 10 TabneTtok y dapma Al A NOBHUM LIMKITOM: 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom
6nictepi; no 3 Hoeaprtic ®apma Ta hapmakoHarnsgy. 3miHa YyactoTu Ta/abo
Gnictepu B LWtenH AT, TEPMIiHIB NOA4aHHA perynspHO OHOBMOBaHWUX 3BITiB
KapTOHHIl kopobui LBenuapis; 3 Ge3neku nikapcbkux 3acobis - 3MiHW y YacToTi Ta
KOHTPOIb SKOCTI TepMiHax NogaHHA perynsipHO OHOBMOBAHOMO
(3a BUHSATKOM 3BTy 3 Ge3neku.
Tecty [itoya pegakuis: Yactora nogaHHa perynspHo
MikpobionoriyHa OHOBIHOBAHOrO 3BiTYy 3 6e3neku 1 pik. KiHueBa
yucroTa): paTta ans BkntoveHHs aaHux go PO36 -
dapmaHanituka 31.03.2018 p. Jata nogaHHs - 09.06.2018 p. /
CA, Weewuapis MponoHoBaHa pepakuia: Yactota nogaHHs
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku 3 poku.
KiHueBa gata ans BkntoyeHHs gaHux no PO36 -
31.03.2024 p. Oata nogaHHs - 29.06.2024 p.
PekomeHgoBaHO [0 3aTBepOKEHHS BigNoBigHO A0
nepioAnNYHOCTI NOAAHHS PerynsipHO OHOBIOBAHMX
3BiTIB 3 6e3nekun nikapcbkux 3acobis y €C.
20. ADOUOA CyCneHsis opanbHa 3 DenbTa LLsewuapi ANKANOIO AL MiBHiYHa BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis: be3 UA/17927/01/01
cupon abpurkocoBuM Megiken A Ckon'e MakepoHis 3MiHu | TUny - 3MiHK 3 sKocTi. FoToBMIA NiKapCbKuUiA peuenma
cmakom, 100 mr/5 MpomMoyLuH3 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
mn; no 100 mny Al 3miHa y MeTogax BUNpobyBaHHS! rOTOBOIO

cnakoHi, no 1
dnakoHy B
KOMMMeKTi 3i
LUNpULOM-
[,03aTopoOM Y
KapTOHHiIl kopobui

nikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNpobyBaHHs).
BHOCATbCA HE3HauYHi 3MiHW y 3aTBEpAXeHi MeToau
BunpobyBaHHs [T13. A came y nopsigok
NPUroTyBaHHsS BUNPOGOBYBAHOrO PO34MHY A11S
BMU3HaAYEHHS BMICTY [itod0i peqoBuHM ibynpodeHy
y roTOBOMY rlikapcbkomy 3acobi. 3miHu | Tuny -
3MiHu 3 AkocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpoOyBaHHS rOTOBOTO fiKapCbKOro
3acoly (He3HayHa 3MiHa y 3aTBEPKEHUX
MeToAax BUNPOoOyBaHHS).

BHoCSATbCA HE3HaYHi 3MiHW y 3aTBEepAXXeHi MeToaun
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BunNpobyBaHHs [T13. A came y nopsigok
NpUroTyBaHHs BUNPoboByBaHOIo PO34nHy Ans
BU3HAYEHHS BMICTY JOMNOMDKHOI PEYOBUHM HATPIlO
6eH30aTy y roToBoMy NnikapcbkoMy 3acobi.
21. BEKCEPO cycneHsis ans "makcoCmit Benuka "makcoCmiTKnsanH ITanisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/19683/01/01
BAKLUMHA iH'ekuin no 1 nosi KnanH BpuTaHis Bakuuuu C.P.J1. 3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat peuenmom
onsd (0,5 mn/gosy); no 1 Ekcnopt BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
MPO®INAKT [o3i (0,5 mn) y Timiteq €sponelicbkin hbapmakonei/moHorpadii. MoaaHHA
UKH nonepegHbo HOBOro abo OHOBNEHOro cepTudikaTa
MEHIHFOKOK | HanoBHeHOMy BignoBigHoOCTi abo BUNy4YeHHs cepTudgikata
OBOI wnpuui; no 1 BIANOBIAHOCTI €BpONENChLKiN hapmakonei: ans
IHOEKL, nonepeaHLo A®l; ons BUXiQHOMO
o HanoBHEHOMY matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKITMKAET LINPpULY Y KOMMMEKTI BVKOPWCTOBYIOTBCS Y BUPOOHMUTBI APl; ang
bCA 3 JBOMA ronkamu B [OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
CEPOIrryno nnacTuKoBOMy €Bponecbkin dhapmakonei) - OHoBNeHWiA
0B KOHTeWHepi; no 1 cepTudikaT Bif yxe 3aTBepAXEeHOro BUpobHMKa.
(BUF'OTOBIJIE | nnactMkoBomy [NogaHHA OHOBREHOro cepTudikarta BignNoOBIAHOCTI
HA 3A KOHTENHEpY Y €Bponecbkin dapmakonei Ne R1-CEP 2003-232 -
PEKOMBIHA KapTOHHIN kopobLi Rev 03 (3atBepaxeHo: R1-CEP 2003-232 - Rev
HTHOI OHK 02) gnsa Ad| 6eTameTa3oHy gunponioHaTy Bifg BXxe
TEXHONorie 3aTBepaxeHoro BupobHnka FARMABIOS SPA,
10, Italy/®APMABIOC CIA, ITanis.
ANCOPBOBA
HA)
22. BENOTEHT Kpem no 15 r a6o 30 Benyno, Xopgaris Benyno, niku Ta Xopgaris BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a UA/10920/01/01
rB Ty6i; no 1 Ty6i B nikn Ta KOCMeTuKa, A.4. 3MiHu | Tuny - 3MiHn 3 sikocTi. CepTudikaT peuenmom
KapTOHHIN navui KOCMeTUKa, BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
a.o. €Bponelicbkint hapmakonei/moHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikaTta
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BiQNOBIQHOCTI €Bponewchkin hapmakonei: ans
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBUHU (cepTudikaT BignoBigHoOCTI
€Bponelicbkint hapmakonei) - OHOBNeHMI
cepTugikar Bif yke 3aTBepaKEHOro BUPOOHMKa.
[MogaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2003-232 -
Rev 03 (3atBepaxeHo: R1-CEP 2003-232 - Rev
02) ans A®l 6etameTasoHy AUNponioHaTy Big BXe
3aTBepakeHoro BupobHuka FARMABIOS SPA,
Italy/®APMABIOC CI1A, Itanis.
23. BENOTEHT Ma3b no 15 r abo 30 Benyno, Xopsaris Benyno, nikv Ta Xopsaris BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis: 3a UA/10920/02/01
ry Ty6i; mo 1 Ty6i B nikn Ta KOoCcMeTuka, A.4. 3MiHn | Tuny - 3MmiHn 3 sikocTi. CepTuddikaT peuernmom
KapTOHHIN nayvi KOCMeTUKa, BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
a.a. €Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs

HOBOro abo OHOBNEHOrO cepTudikaTa
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Ne
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3aseHUK
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Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BignoBigHoCTi abo BUNy4YeHHs cepTudikata
BiQNOBIQHOCTI €BponeWnchbkin hapmakonei: ans
A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADl; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
€Bponeicbkin dapmakonei) - OHoBNEHWi
cepTudikaT Bi yxe 3aTBEpPAXEHOr0 BUPOBHUKA.
[NogaHHA OHOBREHOro cepTudikarta BignNoOBIAHOCTI
€Bponecokin dapmakonei Ne R1-CEP 2003-232 -
Rev 03 (3atBepaxeHo: R1-CEP 2003-232 - Rev
02) gns Al 6eTameTa3oHy gunponioHaTy Big BXxe
3aTBepaxeHoro BupobHuka FARMABIOS SPA,
Italy/®APMABIOC CIA, Itanis.

24.

BENOAEPM

Kpem ans
30BHILIHLOrO
3actocyBaHHs, 0,05
%;
no15ra6o30ry
Ty6i; mo 1 1y6i B
KapTOHHIl kopobui

Benyno,
nikn Ta
KOCMETUKA,
a.a.

Xopsaris

Benyno, nikn Ta
KOCMeTUKa, 4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTta
BigNOBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHOCTI €BponeWchkin hapmakonei: ons
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yxe 3aTBEpPAXEHOro BUpobHUKa.
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2003-232 -
Rev 03 (3aTBepaxeHo: R1-CEP 2003-232 - Rev
02) ans A®| 6eTameTasoHy AunponioHaTy Big BXe
3aTBepaxeHoro BupobHuka FARMABIOS SPA,
Italy/®APMABIOC CIA, Itanis.

3a
peuenmom

UA/9695/01/01

25.

BEMAHTEH®
nntoc

kpem; no 100, 30 r
abo 3,5y Ty6i; no
1 Ty6i B KAPTOHHIN
KopoobLi

Baviep
KoHcblomep
Kep Al

Lsewuapi
a

M MpeHsax
MpogykTtioHc MTMBX

HimevuunHa

BHECEHHS1 3MiH O peecTpauiHMX maTtepianis:
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBNEHOro cepTudikaTa
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHocCTi EBponenchkii hapmakonei: ans
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOIO NpPoaykKTy, LWo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponevicbkint apmakonei) - HoBuii ceptudikat
Bif BXXe 3aTBepAXeHoro BMpobHuka - MNMoaaHH:A
HoBoro cepTudikaTta BignosigHocTi EP RO-CEP
2018-081-Rev 01 ana A®Il XnoprekcuanHy
Aavrigpoxnopuay Bif BXe 3aTBepAXKeHOro

be3
peuenma

UA/7805/01/01




13 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BupobHmka Medichem, S.A. 3miHn | Tuny - 3miHn 3
akocTi. CepTudpikat BignosigHocTi/l' E-cepTudikat
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOroO cepTudikata BignosigHocTi abo
BUNYyYEHHS cepTudikaTa BigNoBIAHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoMiKHOTO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
ADI; ons gonomMixkHoi pevoBuHK (cepTudikat
BiQMNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBneHur ceptudikat Big yxxe 3aTBepmKeHoro
BUpoGHMKa - MNMogaHHs oHoeneHoro CEP R1-CEP-
1997-113- Rev 03 (nonepepHs Bepcia R1-CEP-
1997-113- Rev 02) ans fito4oi pevyoBrHM
[AeKcrnaHTeHON Bif BXe 3aTBEpAXeHOro BUpobHuka
DSM Nutritional Products Ltd.
26. BOM-BEHIE Masb, o 30ry MPAT YkpaiHa BignosiganbH1MN Ykpaina BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 6e3 UA/8240/01/01
Tybax; no25ry "®ITOPAPM 3a BMPOGHULITBO, 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenma
6aHkax; mo 30 ry " nepBUHHE/BTOPUH Ta cbapmakoHarnagy. BeegerHs abo 3miHu go
Ty6i; no 1 Ty6i B He naKyBaHHS, y3aranbHeHX AaHux Npo cuctemy
navui KOHTPOrb SKOCTI dapmakoHarnsgy (BBeAeHHSs y3aranbHeHUX AaHnX
Ta BUMYyCK cepii: npo cuctemy papmakoHarnsgy, 3amiHa
MNPAT yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
"OITOPAPM", 30iACHEHHS (hapMaKoHarnsigy; KOHTakTHoT ocobu 3
YKkpaiHa; apmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
BignoBsiganbHUN dapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
3a BUpOGHMLTBO, Bi ynoBHOBaeHOi ocobu, BignoBigansHoi 3a
nepBYHHE/BTOPUH 3aiicHeHHs hbapmakoHarnsgy (Bkvaryun
He nakyBaHHS Ta KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
KOHTPOMb SIKOCTI: macTtep-darina cuctemu chapmakoHarnagy). 3miHa
AT "Jly6Hndapm”, KOHTaKTHUX AaHNX YNOBHOBaXXeHOI 0cobu
YkpaiHa 3asiBHMKa, BignosiganeHoi 3a hapMakoHarnsg.
3miHa Micue3HaxoaKeHHs macTep-carina
cvcTeMun dhapmakoHarnsaay Ta woro Homepa. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
27. BA3OHAT® kancynu no 250 mr; AT IaTtBis AT "OnanHdapm” Natsis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/9434/01/01
no 10 kancyn y "OnanHdap 3MmiHu | TUny - 3miHu Wwopo 6e3nekn/edekTUBHOCTI peuenmom
6nicTepi; no 4 abo 6 M" Ta chapmakoHarnsiny. BeegeHHsi abo 3miHu oo

GnictepiB y
KapTOHHIN navui

y3aranbHEeHUX AaHuX Npo CUcTemy
apmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YMNOBHOBa)eHOi 0cobw, BiAnosiganeHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iMCHEHHs1 hapMakoHarnsay (Bknyanym
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KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTep-anna cuctemu dapmakoHarnagy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
tapmakoHarnag B YkpaiHi.

[Hitoya pepakuis: MNpuckoka AHgpin. MNponoHosaHa
pegnakuis: CaByeHko Omutpo CepriioBuy. 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOI 0CObK 3asiBHYMKa,
Bi4NoBiganbHoi 3a papmakoHarnag B YKpaiHi.

28.

BA3OHAT®

kancynu no 500 wmr;
no 6 kancyny
GnicTepi; no 5 abo
10 GnicTepiB y
KapTOHHIN nayui

AT
"OnaviHdpap
M

Jlatsia

AT "OnaiHdapm”

JlatBia

BHECEHHS 3MiH 0O peecTpaLinHuX maTepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta chapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHuX AaHux Npo cUcTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHSsI
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTAKTHOI 0CcOBOM 3asiBHUKA, BiANoBiganbHoI 3a
chapmakoHarnag B YKpaiHi.

[itova pepakuis: MNMpuckoka AHapin. MponoHoBaHa
pepakuia: CaByeHko Amutpo Cepriiosud. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu 3asiBHWMKa,
BifgnoBigansHoi 3a dpapmakoHarnsg B YKpaiHi.

3a
peuenmom

UA/9434/01/02

29.

BANAUKUKNO
BIP-TETEPO

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkot, no 500
Mr; no 5 TabneTtok y
GnicTepi; no 2
Gnictepu y kopobui 3
KapTOHy; no 6
Tabnetok y 6nictepi;
no 5 Gnictepis y
KopobLi 3 KapTOHY

TETEPO
NAB3
NIMITER

IHAin

[eTepo J1ab3
Nimiten

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsaay. 3miHa y KopoTKin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHsI Ha MiAcTaBi perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
NpoBeAeHNX BiANoBigHO A0 NnaHy negiatpuyHux
pocnimxeHs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHMM YNOBHOBaXXEHMM OpraHoM)
3MiHM BHECEHO [0 IHCTPYKLUii Ans Mean4Horo
3acTocyBaHHs nikapcbkoro 3acoby y po3ainu:
"B3aemogis 3 iHWK1MKM nikapcbknMmn 3acobamu Ta
iHWIi BMAW B3aemogin", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHoCTi abo rogyBaHHs rpyaar”, "MobiyHi
peakuii” BignoBigHO 4O OHOBMEHoI iHpopmallii 3
6e3neku fitoyoi pevyoBuHU. BBeaeHHS 3MiH

3a
peuenmom

He
nidnsieae

UA/17017/01/01
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npoTsArom 6-T1 MicsILiB Nicns 3aTBepAKEHHS

30.

BAJEPIAHU
HACTOUKA

HacTovika no 25 mny
bnakoHax

MPAT
"OITOPAPM

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI
Ta cbapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux nNpo cuctemy
dapmakoHarnsagy (BBeAeHHs y3aranbHeHUX AaHnX
npo cuctemy papmakoHarnagy, amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHOI 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT ocobu, BianoBiganbHoi 3a
3aiicHeHHs cdhapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHi
MacTep-caina cuctemm chapmakoHarnsay). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asBHUKA, BiAMOBIAANbHOI 3a hapmakoHarnsg.
3MiHa Micue3HaxompkeHHs MacTep-canna
cuctemun chapmakoHarnsgy Ta noro Homepa. 3miHa
Micu$s 3A4iINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarmnsay.

be3
peuenma

UA/8139/01/01

31.

BANICKIH

Ma3b 40 % no50ry
Ty6i; mo 1 1y6i B
nadui 3 KapToHy

MPAT
"OITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis:
3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
y3ararnbHEeHUX AaHux Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHNX AaHux
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosiganesHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBigansHoi 3a
30iACHEHHS hapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHi
MacTep-canna cuctemy papmakoHarnsaay). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganeHoi 3a hapMakoHarnsag.
3MiHa Micue3HaxomKeHHa MacTep-canna
cucTeMu chapmakoHarnsigy Ta oro Homepa. 3MiHa
Micus 34iCHEHHS] OCHOBHOI AisiNbHOCTI 3
dapmakoHarmnsay.

bes3
peuenma

UA/13205/01/01

32.

BEHKNIKCTO
®

TabneTku, BKPUTI
NniBKOBOO
o6ornoHkoto, 10 Mr
Ne 14: no 2
Tabnetkn y Gnictepi,
no 7 Gnictepis B
KapTOHHiI kopobui

EGGBI
Biodapmach
1oTikan3
m6X

LLisewuapi
a

E668i Alipnena

HIN B.B., Ipnangis

(BUpOBHMLTBO
nikapcbKoro
3acoby,
TECTYBaHHs);
E6G6Bi [JonuneHa
v6X i Ko. KT,

Ipnangis/
Himeyuunna

BHECEHHS1 3MiH 4O peecTpauinHMX maTepianis:
3MiHn | TUNy - 3MiHK 3 gKocTi. [oToBMIA NiKapCbKUiA
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepii

(Bkntovatoum dianasoH po3Mipy cepii) roToBoro

nikapcbkoro 3acoby (36inbweHHs go 10 pasis

MOPIBHSAHO i3 3aTBEPAXEHVM PO3MIPOM).

36inbLUeHHS po3Mipy cepii FOTOBOro nikapCbKoro
3acoby ansa gosysaHHsa no 100 mr. 3aTBepaKeHO:

3a
peuernmom

UA/16667/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Himeyunna Big 30 kr o 340 kr. 3anponoHoBaHo: Big 30 kr o
(BMPOBHMLTBO, 800 kr.
nakyBaHHs Ta
TECTYBaHHs
NPOMIDKHOTO
ekcTpyparty
BEHETOKINaKcy;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNyCK
cepii rotoBoro
nikapcbKoro
3acoby)
33. BEHKIIKCTO | tabnetku, BKpUTI E66Bi LLisenuapi E668i Alipnena Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/16667/01/02
® NniBKOBOKO Biocapmach a HIT B.B., lpnangis HimevuunHa 3MiHuM | TUNy - 3MiHK 3 aKkocTi. FoToBUI NikapCbkKin peuenmom
o6onoHkoto, 50 wmr; loTikana (BMPOGHMLITBO 3aci6. 3MiHM y BUpoOHUUTBI. 3MiHa po3mipy cepii
Ne 7: no 1 TabneTui mM6X nikapcbkoro (BkrtOMato4M Aiana3oH po3Mipy cepii) roToBoro
y bnicTepi, no 7 3acoby, nikapcbkoro 3acoby (36inbweHHs go 10 pasis
GnictepiB y TECTyBaHHs); NMOPIBHSIHO i3 3aTBEPAYKEHUM PO3MIPOM).
KapTOHHiI kopoOui E66Bi [JonuneHa 36inbLUeHHs1 po3Mipy cepii roTOBOro nikapcbKoro
'm6X i Ko. KT, 3acoby ans gosysaHHs no 100 mr. 3aTBepaKeHO:
HimeyuunHa Big 30 kr go 340 kr. 3anponoHoBaHo: Big 30 kr 4o
(BpOBHMLTBO, 800 «r.
nakyBaHHs Ta
TECTYBaHHs
NPOMIDKHOTO
ekcTpypaty
BEHETOKINaKcy;
nepBuHHE Ta
BTOPUHHE
nakyBaHHsi, BUNYyCK
cepii rotoBoro
nikapcbKoro
3acoby)
34. BEHKIIKCTO | tabnetku, BKpUTI E66Bi LLisenuapi E668i Alipnena Ipnangis/ BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a UA/16667/01/03
® NniBKOBOIO Biocapmacb A HIN B.B., Ipnangis HimeyuunHa 3MiHu | TUny - 3MiHK 3 siKocTi. FoToBMIA NiKapCbKuiA peuenmom
o6onoHkoto, 100 mr; toTikana (BUpOBHMLTBO 3aci6. 3MiHu y BUpoGHMUTBI. 3MiHa po3mipy cepii
Ne 7, Ne 14: o 1 mM6X nikapcbkoro (Bktovatoum dianasoH po3Mipy cepii) roToBoro
abo 2 TabneTku y 3acoby, nikapcbkoro 3acoby (36inbLieHHs go 10 pasis
GnicTepi, no 7 TECTYBaHHs); MOPIBHSIHO i3 3aTBEPAXKEHUM PO3MIPOM).
GnictepiB y E66Bi [JonuneHa 36inbLUeHHs1 po3mipy cepii roTOBOro nikapcbKoro
KapTOHHiI kopobuyj; 'm6X i Ko. KT, 3acoby anst go3ysaHHs no 100 Mr. 3aTBepaXeHO:
Ne 112: no 4 HimeuuunHa Bia 30 kr go 340 kr. 3anponoHoBaHo: Big 30 Kr Ao
Tabnetkn y Gnictepi, (BUPOBHMLTBO, 800 «r.
no 7 6nictepis y nakyBaHHs Ta
KapTOHHiIl kopobuyj; TeCTyBaHHs
4 KapTOHHI KOPObKK NPOMIDKHOTO
y FpynoBin ynakosLii ekcTpyaaty

BEHETOKIaKCy,
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNyCK
cepii rotoBoro
nikapcbkoro
3acoby)
35. BEHOCMIH® | Tabnetku, BKpuTi MPAT Ykpaina BiANoBiganbHU Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/9747/01/01
NniBKOBOKO "OITOPAPM 3a BUPOGHMLTBO, 3MiHu | Tuny - 3MiHK Wwopo 6esnekn/edheKTUBHOCTI peuenma
obonoHkoto; no 10 " nepBUHHE/BTOPUH Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
Tabnetok y 6nictepi; He naKyBaHHS, y3aranbHeHNX AaHuX Npo cUcTemy
no 3 abo 6 6nictepis KOHTPOIb AKOCTI apmakoHarnsay (BBeAeHHS y3aranbHEeHNX AaHWX
y nayui 3 KapToHY Ta BUNYCK cepii: npo cuctemy apmakoHarnagy, amiHa
MNPAT yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
"®ITOPAPM", 3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
YkpaiHa; chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
BignoBsiganbHUn cthapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
3a BUPOOHMLTBO, BifJ ynoBHOBa)eHOi ocobw, BignoBiaanbHOI 3a
nepBUHHE/BTOPUH 3AiNCHEHHS hapmakoHarnsgy (Bkoyaym
He naKyBaHHs Ta KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
KOHTPOMb SIKOCTI: MacTep-canna cuctemu papmakoHarnsagy). 3miHa
MAT "BitamiHn", KOHTaKTHMX JaHMX YNOBHOBaXKeHOi ocobu
YkpaiHa 3asiBHMKa, BiANOBiAanbHOI 3a chapMmakoHarnsg.
3MiHa Micue3HaxomKeHHA MacTep-canna
cucTemMu chapmakoHarnsgy Ta horo Homepa.
3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
36. BOOAHOIO €KCTPaKT piakuii; no MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes UA/1093/01/01
NEPLIO 25 mn y cpnakoHax "®ITOPAPM "®ITOPAPM" 3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenma
EKCTPAKT " Ta cbapmakoHarnsagy. BeegerHs abo 3miHu oo
PIOKUA y3aranbHeHUX AaHux nNpo cuctemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHux
npo cuctemy capmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobwu, BignoBifanbHoi 3a
30iACHEHHS (hapMakoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0cobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsa.
3miHa Micue3HaxomKeHHs macTep-caiina
cvcTeMu dhapmakoHarnsaay Ta oro Homepa. 3MiHa
Micus 34iCHEHHS] OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsay.
37. BOJIbTAPEH | posuuH ons iH'ekuin, Hosapric LLiseviapi Iek CnoBeHisi/ BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: 3a He UA/9812/01/01
® 75 mr/3 mn; no 3 mn dapma Al A dapmacbloTUkanc Lsenuapiss | 3miHn Il Tuny - 3miHn WwWopno 6e3neku/edpekTUBHOCTI |  peuyenmom | nidnsizae

B amnyni; no 5

0.4., CnoseHis,

Ta dpapmakoHarnsay. 3MiHW y KOpPOTKil
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

amnyn y kopobui 3
KapTOHY

Hosaprtic ®apma
LWtenH AT,
LLsenyapis

XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MeAN4Horo
3aCTOCYBaHHS! y 3B’A3KY i3 HOBUMMW AaHVMU 3
SAKOCTi, AOKMIHIYHUMM, KMiHIYHUMW JaHUMK Ta
AaHnMm 3 dhapmakoHarnagy - 3MiHM BHECEHO B
iHCTPYKLUIil0 ANs MeQUYHOro 3acToCyBaHHSA
nikapcbKkoro 3acoby o po3sginis "3acTocyBaHHs y
nepiof BariTHOCTi abo rogyBaHHs rpyaa”,
"Cnocib 3acTocyBaHHsi Ta fo3n" (OHOBNEHO
iHdopMmaUito 3 6e3nekn 3acTocyBaHHA Aito4oil
pPEYOBMHW) Ta peJaroBaHo po3ain
"MpoTunokasaHHs". BBeaeHHsA 3MiH NpoTarom 6-tm
MicAUiB Nicnsa 3aTBEPAXEHHS.

38.

BOPUKOHA3
on

NOPOLLIOK A4S
PO34mMHY Ans
iHdy3i no 200 mry
cdnakoHi, no 1
bnakoHy y nayui 3
KapTOHY

[xeHodapm
Iitg

Benvka
BputaHia

XaviHaHb Moni
dapm Ko, JTa.

Kutan

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTu1Li Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapCbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHIAXKEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHVUM YNOBHOBaXXEHVM OpraHoMm)
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaM4Horo
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"B3aemogis 3 iHWuMun nikapcbkumun 3acobamu Ta
iHLWi BUAW B3aemoain" BignoBigHO 4O OHOBMEHOI
iHdpopmalLlii 3 6e3neku Aito4oi pe4oBUHM

3a
peuenmom

He
nidnsieae

UA/20010/01/01

39.

BOPUKOHA3
OJ1 3EHTIBA

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, no 50
Mr; N0 7 TabneTok y
GnicTepi; no 2 abo 4
Gnictepuy
KapTOHHIM nayi; no
10 TabneTok y
GnicTepi; no 3
Gnictepn y
KapTOHHIN navui

3eHTiBa, K.C.

Yecbka
Pecny6bnik
a

nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTpONb cepii,
BignoBsigae 3a
BUMYCK cepii:
®APMATEH C.A.,
Ipeuis;
BUPOGHMLUTBO "in
bulk", nepuHHe
Ta BTOPWHHE
nakyBaHHs1,
KOHTpOMb cepii,
BignoBsigae 3a
BUMYCK cepii:
SAPMATEH
IHTEPHELUHN
CA, lMpeuis

Ipeuis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHS Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCMIAXEHD,
NpoBeAeHWX BiAnoBigHO A0 NnaHy negiatpudHnx
pocnimxeHs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OpPraHoMm)
3MiHM BHECEHI A0 iHCTPYKUiT AN MegnyHoro
3aCTOCYyBaHHS fikapcbkoro 3acoby y po3gin
"B3aemogis 3 iHWK1MKM nikapcbknMmn 3acobamu Ta
iHLWi BUAW B3aemoain" BianoBigHO 4O OHOBEHOI
iHpopMmalii 3 6e3nekn AitoYoi peHoBUHM.

3a
peuenmom

He
nidnsieae

UA/15524/02/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BBepgeHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPAKEHHS
40. BOPUKOHA3 | nopotluok gns 3eHTiBa, K.C. Yecbka BTOPUHHE [peuis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/15524/01/01
On 3EHTIBA po34nHy Ans Pecnybnik naKyBaHHs, 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI peuenmom | niidnszae
iHdpysin no 200 wr; 1 a KOHTpOMb cepii, Ta dhapmakoHarnsgy. 3miHa y KopoTkin
(bnakoH 3 NOPOLLKOM Bignosigae 3a XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTI
B KAPTOHHIN nayui BUNYCK cepii: MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
SAPMATEH C.A., 3aCTOCYBaHHS Ha MiACTaBi perynspHo
[peuis; BTOpUHHE OHOBJIHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
nakyBaHHs, 3acoby, abo gocnigxeHb 3 6e3neky 3acToCcyBaHHs
KOHTPOMb Cepii: nikapcbkoro 3acoby B nicnspeecTpauinHuii nepioa,
SAPMATEH abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXEHb,
IHTEPHELUHN npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHNX
CA, lpeuis; pocnimpkeHb (PIP) (3mMiHy y3romkeHo 3
BMPOGHMLUTBO "in KOMMETEHTHUM YNOBHOBaXEHUM OpraHoMm).
bulk", nepBuHHe 3MiHV BHECeHi [0 iHCTPYKLii Ans MeguyHoro
Ta BTOPVHHE 3acTOCyBaHHS NikapCcbKoro 3acoby y po3ain
nakyBaHH4, "B3aemogis 3 iHW1MK nikapcbkummn 3acobamu Ta
KOHTPO~b cepii, iHLWi BUAW B3aemopain" BignoBigHO 4O OHOBIEHOI
BignoBigae 3a iHdbopmalii 3 6e3nekmn gityoi pevyoBUHN.
BUMYCK Cepil: BBefgeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
AHdapm Ennac 3aTBEPAKEHHSA
C.A., Ipeuis
41. BOPUTAB®- TabneTkn, BKPUTI OPIrAHOCHU OAE EBepTomkeH IHgis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/10647/01/01
200 NniBKOBOKO H Jland CaeHcums 3MiHu | Tuny - 3miHn wopo 6esnekn/ePeKTUBHOCTI peuenmom
obornoHkoto, no 200 NANDCAEH Nimiteq Ta cbapmakoHarnsany. BeegerHs abo 3miHn oo
Mmr no 10 TabneTtok y CUN3 (E® y3aranbHeHuX AaHuX Npo cUCTeMy
6nicTepi; no 1 3ETI) dapmakoHarnsagy (BBeAeHHS y3aranbHEeHUX AaHuX
6nictepy y npo cuctemy papmakoHarnsgy, 3amiHa
KapTOHHiI kopobui yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BiAMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHUX JAHMX KOHTAKTHOI 0COOM 3asiBHMKA,
BignosiganeHoi 3a dpapmakoHarnag B YKpaiHi.
42. BOPUTAB®- TabneTtkn, BKpUTI OPIrAHOCH OAE EBepTomkeH IHAis BHECEHHS 3MiH O peeCcTpaLinHMX maTepianis: 3a UA/10647/01/02
50 NniBKOBOO H INand CaeHcus 3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuernmom
obonoHkoto, no 50 NANDCAEH Nimiten Ta chapmakoHarnsiny. BeegeHHsi abo 3miHu oo
mr no 10 TabneTok y CU3 (Ed y3aranbHeHuX AaHuX Npo cuctemy
6nicTepi; no 1 3ET ) dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX

Gnictepy y
KapTOHHIl kopoOLi

npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
3AiCHEeHHNA hbapmakoHarnsigy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, K0 BOHa BigMiHHa




20 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKIoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
MacTep-caina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOI 0CoOW 3asiBHYMKA,
BifgNoBigansHoi 3a dhapMakoHarnag B YKpaiHi.
43. rEEPAIH niodinisat ansa Mini Benuka lNydpik BiocaiHcuc IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/6630/02/01
PO34MHY ANS iH'EKLN Xenckepe Bputanis NMimitea, OHIT-2 YTOUYHEHHS1 HanUCcaHHA Ha3BU BUPOGHMKa B peuenmom
no 20 mr; 1 donakoH Nimiteq Haka3si MO3 Ykpaium Ne 1399 Big 03.08.2023 B
o6'emom 10 mn 3 npoueci BHeCeHHs 3MiH (3MiHu | Tuny -
niodinizatom B AaMiHicTpaTMBHI 3MiHW. 3MiHa HalMEeHyBaHHS
ynakoBLji Ta/abo agpecy Micua NpoBamKEHHS OisANbHOCTI
BUPOGHKMKa/iMnopTepa roToBOro Nikapcbkoro
3acoby, BKMOYa4m AinbHuULI BUNycky cepii abo
MicLie NpoBeAeHHS1 KOHTPOSO AKOCTI. (LisiNbHICTb,
3a sKy Bignosigae BUpoOHMK/iMnopTep,
BKI0HAI04M BUMNYCK cepilt) 3MiHa HaiMeHyBaHHS
BUpobHuka 13, y 3B'A3Ky i3 06'e¢aHaAHHAM 3 iHLLIO
KOMMaHieto. TakoX YTOUHEHHST agpecu
(po3LumpeHe HanucaHHs agpecu). TepmiH
BBEAEHHSA 3MiH NpOTAroM 6 micauis nicns
3aTBepakeHHs. Penakuis B Hakasi - Nydik
BiocaiHcuc JliviTen, IHais. BipHa peaakuis -
lN'ydik BiocaiHcuc Jlimitea, FOHIT-2, IHAis.
44. rMEHCNPEN crpen HasanbHuw, O-p Peapi'c IHAis neHmapk IHAis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/14550/01/02
[030BaHNN, ITabopaTopi dapmacbioTukans 3MiHn | TUnNy - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUiA peuyenmom
cycneHsis, 50 c Nra. Nro. 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepii
MKr/gosy, no 60 abo (BkntOYatoum AianasoH po3Mipy cepii) roToBoro
120 pos y nikapcbkoro 3acoby (36inbLeHHsa go 10 pasis
nonieTuneHoBoMy NOPIBHSIHO i3 3aTBEPOXXEHNM PO3MIPOM) BBEAEHHS
dnakoHi; no 1 [0[aTKOBOro Po3mipy cepii roTOBOrO fikapCbKoro
dnakoHy 3 3acoby 625 kr. 3aTtBepaxeHo: 125 kr (13888
[03Y4YM HacoCOoM- cnakoHiB Ansa 60 go3 Ta 6944 dnakoHis ans 120
po3nunoBayem, 0o3),
3aKpUTUM 375 kr (41666 dnakoHiB ansa 60 nos Ta 20833
KOBMa4ykom, y dnakoHiB anst 120 gos. 3anponoHoBaHo: 125 kr
KapTOHHiI kopobui (13888 dnakoHiB aAns 60 no3 Ta 6944 dnakoHiB
ans 120 pos), 375 kr (41666 dnakoHiB Ansa 60 fo3
Ta 20833 nakoHiB anst 120 gos), 625 kr (69444
dnakoHiB Ans 60 go3 Ta 34722 cnakoHiB Ana 120
£03)
45. FMEHUET TabneTku, BKPUTI "menmapk IHais menmapk IHais BHECEHHS1 3MiH 0 peecTpauinHMX maTepianis: bes UA/11243/01/01
o6oroHKot, no 5 mr dapmacbioT dPapmacbloTukana 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenma
no 10 Tabnetok y vkans JTa. INro. Ta cbapmakoHarnsany. BeegerHst abo 3miHu oo

GnicTepi; no 1 abo
no 3, abo no 10
GnicTtepis B
KapTOHHIN ynakoBLj

y3aranbHeHUX AaHux Npo cUctemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHUX
npo cuctemy chapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBigansHoi 3a
30iCHEHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

chapmakoHarnagy 3asBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pPO3MiLLEeHHI
mMacTep-caina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
3a hapmakoHarnsa.

[itoya pepakuin: Y1e XodHep / Ute Hoeffner.
[MponoHoBaHa pepakuis: JHiaHewsap ApiyH
CaHan / Dr. Dnyaneshwar Sanap.
3MiHa KOHTaKTHUX AaHMX YNOBHOBa)XeHOI ocobu,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa Micus
30iNCHEeHHSI OCHOBHOI AisiNbHOCTI 3
capmakoHarnsgy. 3MiHa mMicLe3HaxoaKeHHst
Macrtep-channa cucteMu dpapmakoHarnsgy.

46.

oAy _
HACTOWKA

HacToka; no 100
My pnakoHax
CKISIHUX

TOB
"MEONEB"

YkpaiHa

TOB "MELJEB"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
y3aranbHeHUX AaHux Npo CUcTemy
capmakoHarnsgy (BBefAeHHs y3ararbHEHUX gaHnx
npo cuctemy cdapmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BiaNOBiAanbHOI 3a
3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHs hapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
macTtep-darina cuctemu chapmakoHarnagy). 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BigNoBiganbHoOI
3a hapmakoHarnsg.

Ditoywa pepakuis: 3yesa CeitnaHa BacunisHa.
MponoHoBaHa pepakuis: 3iHoBa Knaeaisi
BikTopiBHa. 3MiHa KOHTAKTHWX AAHWX
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BigNoBiganbHoOI
3a (papmakoHarnsig. 3mMiHa MicLe3Haxo4KeHHs
mMacTep-anna cuctemu papmakoHarnsgy Ta noro
HoMepa. 3MiHa MicuUs 34iNCHEHHS] OCHOBHOT
JisnbHOCTI 3 dhapMakoHarnsgy

bes3
peuenma

UA/17226/01/01

47.

IKYBPEKCA

Tabnetku, LWo
OMCnepryoTbes B
POTOBIN NOPOXKHUHI
no 5 wmr, no 10
Tabnetok y 6nictepi;
no 1 abo 3 Gnictepu
Y KapTOHHIl kopobui

bxy6inaHT
[xeHepikc
Nimiten

IHAis

IbxyGinaHT

IxeHepike INimiTeq

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TUNy - 3miHun Wwopo 6e3nekn/edPekTUBHOCTI
Ta cbapmakoHarnsiny. BeegeHHsi abo 3miHu oo
y3aranbHEeHUX AaHUX Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapMakoHarnagy 3asBHUKa ANs 34iNCHEHHs!

3a
peuernmom

UA/15719/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

dapmakoHarnagy B YkpaiHi, sIKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (BknoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-arina cuctemmn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0CO0M 3asiIBHUKA,
BignoBiganeHoI 3a 34iMCHEHHS hapmakoHarnsgy B
Ykpaini. [litoya pegakuis: Manoj Kumar.
MponoHoBaHa peaakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3as1BHMKa, BignoBiganbHoI 3a 34iNCHEHHS
chapmakoHarnagy B YkpaiHi.

48.

D)XXYBPEKCA

TabneTkn, Wo
avcnepryoTecs B
POTOBIN NOPOXKHUHI
no 10 mr, no 10
Tabnetok y 6nictepi;
no 1 abo 3 Gnictepu
Y KapTOHHIl kopobui

bxy6inaHT
[xeHepikc
Nimiten

IHAis

[bxyGinaHT
IxeHepikce Jliviteq

IHAis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3miHu | TUny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
y3aranbHeHUX AaHux nNpo cuctemy
bapmakoHarnsgy (BBeAeHHSs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XE€HOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bkiovarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemm apmakoHarnagy) -
3MiHa KOHTaKTHOI 0CobM 3asiBHUKA,
BignosiganbHoOI 3a 34iMCHEHHs hapmakoHarnsay B
YkpaiHi. [litoya pegakuis: Manoj Kumar.
MponoHoBaHa pepakuis: Menix OneHa BopucisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cooun
3asBHMKA, BiANOBIAanbHOI 3a 30iACHEHHS
dapmakoHarnagy B YKpaiHi.

3a
peuenmom

UA/15719/01/02

49.

D)XXYBPEKCA

TabneTkn, Wo
OVCnepryTbes B
POTOBIN NOPOXKHUHI
no 15 wmr, no 10
Tabnetok y 6nictepi;
no 1 abo 3 Gnictepu
Y KapTOHHIl kopobLi

[xyGinaHT
[xeHepikc
Nimiten

IHAis

Ixy6inaHT
IhxeHepikce Iliviteq

IHAis

BHECEHHS1 3MiH O peecTpauiHMX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHuX Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHux
npo cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BifJ ynoBHOBaXeHOi ocobw, BignoBiaanbHOI 3a
30iACHEHHs1 hapmakoHarnsgy (Bkrovaum
KOHTaKTHi AiaHi) Ta/abo 3MiHW y PO3MiLLEHHI
macTtep-darina cuctemmn papmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA,
BignoBiganbHoOI 3a 34iMCHEHHs hapMmakoHarnsgy B

3a
peuenmom

UA/15719/01/03
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

YkpaiHi. [itoya pegakuis: Manoj Kumar.
MponoHoBaHa peaakuis: MNMenix OneHa bopuciBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHMKA, BiANOBiAanbHOI 3a 30iACHEHHS
apmakoHarnsgy B YKpaiHi.

50.

D)XXYBPEKCA

TabneTkn, Wo
aucnepryoTecs B
POTOBIN NOPOXHWHI
no 20 mr, no 10
Tabnetok y 6Gnictepi;
no 1 abo 3 6nictepn
Y KapTOHHIl kopobui

bxy6inaHT
[xeHepikc
Jlimiteq

IHAis

[bxy6inaHT
IhxeHepike Jlimiteq

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHu | TUNY - 3milu Wono 6e3nekun/echeKTUBHOCTI
Ta cbapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHNX AaHuX Npo cUcTemy
dapmakoHarnsagy (BBeAeHHS y3aranbHeHUX AaHuX
npo cuctemy papmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bif, yNoBHOBaXeHOI ocobu, BianosiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTep-caina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BiAnNoBiganbHOI 3a 34iNCHEHHA hapmMakoHarnagy B
YkpaiHni. [itoya pegakuis: Manoj Kumar.
MponoHoBaHa pepakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHMKA, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsgy B YKpaiHi.

3a
peuenmom

UA/15719/01/04

51.

D)XXYBPEKCA

TabneTkn, Wo
OUCNepryTbes B
POTOBI MOPOXHUHI
no 5 mrin bulk: no
5000 Tabnetok y
nonieTuneHoBmx
nakeTax

[xyGinaHT
[xeHepikc
JlimiTen

IHAis

Ixy6inaHT
IhxeHepikce Iliviteq

IHAis

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHUX AaHux Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHux
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaXeHoi ocobwu, BignoBifanbHoi 3a
30iACHEHHS (hapMakoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, AKLo BOHa BiAMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BignoBiganbHOI 3a 34iMCHEHHS hapmakoHarnsay B
Ykpaini. [itoya pegakuis: Manoj Kumar.
MponoHoBaHa pepakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocoou
3asBHMKA, BiANOBiAanbHOI 3a 3A4iNCHEHHS
dapmakoHarnsgy B YKpaiHi.

UA/16641/01/01

52.

DXKYBPEKCA

TabneTkn, Wo
OVCNepryoTbes B

[xyGinaHT
[xeHepikc

IHAis

[xy6GinaHT
xeHepikc Jlimiteq

IHAis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minHun | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI

UA/16641/01/02
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

POTOBIN NOPOXKHUHI
no 10 wmr in bulk: no
5000 TabneTok y
nonieTUneHoBnx
nakeTax

Nimiten

Ta chapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHUX AaHux npo cuctemy
chapmakoHarnsgy (BBefAeHHs y3ararnbHEHUX gaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHOI 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnsgy B YKpaiHi, SKLWo BOHa BiAMiHHa
Bif, yNOBHOBaXXeHOT 0cobu, BianoBiganbHoil 3a
34iicHeHHs hapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pPO3MiLLeHHI
macTep-caina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO0M 3asiBHUKA,
BignoBiganbHOI 3a 34iMCHEHHA hapMakoHarnsay B
YkpaiHi. Jitova pegakuis: Manoj Kumar.
MponoHoBaHa peaakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHUX JAHWUX KOHTAKTHOI 0cobu
3asBHMKa, BiANOBiAanbHOI 3a 34iNCHEHHS
chapmakoHarnagy B YkpaiHi.

53.

IKYBPEKCA

TabneTku, Wo
avcnepryoTecs B
POTOBIN NOPOXKHUHI
no 15 wr in bulk: no
5000 TabneTok y
nonieTMneHoBmnx
nakeTax

xy6inaHT
[xeHepikc
Nimiten

IHAinA

hxy6inaHT
[xeHepikc JlimiTeq

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHUX AaHux Npo cuctemy
capmakoHarnsgy (BBefAeHHs y3ararbHEHUX gaHnx
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS (hapMaKoHarnsigy; KOHTakTHoT ocobu 3
dapMakoHarnagy 3asBHUka Ans 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHs hapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHOI 0CObM 3asiBHUKA,
BignoBiganbHoI 3a 3aiMCHEHHSA hapMakoHarnsay B
Ykpaini. [itova pegakuis: Manoj Kumar.
MponoHoBaHa pepakuis: Menix OneHa BopucisHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHMKA, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnagy B YKpaiHi.

UA/16641/01/03

54.

IKYBPEKCA

Tabnetku, LWo
OMCnepryoTbes B
POTOBIN NOPOXKHUHI
no 20 wr in bulk: no
5000 TabneTtok y
nonieTuneHoBmx
nakeTax

bxy6inaHT
[xeHepikc
Nimiten

IHAis

IbxyGinaHT
IxeHepike INimiTeq

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edPekTUBHOCTI
Ta cbapmakoHarnsiny. BeegeHHsi abo 3miHu oo
y3aranbHEeHUX AaHUX Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsS

UA/16641/01/04




25 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnagy B YkpaiHi, sIKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (BknoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-carina cuctemmn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHMKa,
BignoBiganeHoI 3a 34iMCHEHHS hapmakoHarnsgy B
Ykpaini. [litoya pegakuis: Manoj Kumar.
MponoHoBaHa peaakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3as1BHMKa, BignoBiganbHoI 3a 34iNCHEHHS
chapmakoHarnagy B YkpaiHi.
55. OUKNO®EHA | renb, 30 mr/r, no 50 ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH JO peecTpaUiiHMX maTepianis: 6e3 UA/1539/01/02
K-30OPOB'A ry 1y6i; no 1 Ty6i B 3 obmexeHo 3MiHn | Trny - 3MiHK 3 gKocTi. [OTOBUI NiKapCbKui peuenma
®OPTE KapTOHHIl kopobui obmexeHo BiAnoBiganbHICTIO 3aci6. 3MiHM y BMpOoGHUUTBI. 3amiHa abo
Bignosiganb "®apmMaueBTUYHa BBeOEHHS 404aTKOBOI AiNbHULI BUPOOHMLTBA Ans
HiCTIO KOMNaHisi YacTnHU abo BCbOro BUPOGHMYOro npoLiecy
"dapmaueBT "3popos'sa”, roTOBOrO JlikapcbKoro 3acoby (AinbHUUSA, Ha siKin
n4yHa YkpaiHa (Bci cTagii npoBoaaTbes Byab-aki BUpobHWYi cTagii, 3a
KOMMaHis BMPOGHMLTBA, BVHSITKOM BUWMYCKY CEPpill, KOHTPOIO SKOCTI,
"3popos's" KOHTPOMb AKOCTI, NepBMHHOMO Ta BTOPMHHOIO NakyBaHHS, ANg

BUNycK cepii);
ToBapucTBo 3
obMexeHo
BignoBiganbHIiCcTIO
"®apmaueBTUYHa
KOMNaHis
"3popos'sa",
YkpaiHa (Bci cTagii
BUPOGHMLTBA,
OKpIM KOHTPOto
SKOCTi Ta BUMYCKY
cepii)

HeCcTepunbHUX fikapcbkmx 3acobis). CynyTHs
3MiHa- 3MiHM 3 sKocTi. [0TOBMI Nikapcbkuii 3acib.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeAEHHS
[0[aTKoBOI AiNbHULI BUPOBHULTBA ANs YacTUHK
abo BCbOro BMPOOHNYOro NpoLecy roToBoro
nikapcbkoro 3acoby (ginbHWULSA ANt BTOPUHHOTO
nakyBaHHs1) - 3MiHW 3 sikoCTi. [OTOBMI NikapCbkui
3aci6. 3MiHn y BupobHumuTBi. 3amiHa abo
BBEAEHHS 0AaTKOBOI AinNbHULi BUpobHULTBa Ans
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro MikapcbKoro 3acoby (AinbHWLUS ANs
NepBUHHOIO NakyBaHHs1) BBEAEHHSI OAATKOBOI
AinbHuui MIN® (agpeca: YkpaiHa, 08301, Kuiscbka
0o6n., m. bopucninb, Byn. WeB4yeHka, 6ya. 100, nit.
B-1l (kopnyc 4)) oo 3aTBepAXeHOi AinbHUL
MPN®CIA (uex ®XL|) (appeca: YkpaiHa, 61013,
XapkiBcbka 006r1., MmicTo Xapkis, Bynuus LLleBueHka,
6yauHok 22). Ha ginbHuui MIT® 6yayTe
npoBOAUTUCS yCi BUpOBHWYi cTagii (y Tomy uumcni
NepBUHHE Ta BTOPUHHE NaKyBaHHS), 3@ BUHATKOM
KOHTponto sikocTi J13 Ta Bunycky cepii. BBeaeHHs
3MiH NPOTArom 6-Tu MICAILIB NiCNs 3aTBEPOXKEHHS.
3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapChKUiA
3aci6. 3MiHu y BUpoGHMUTBI. 3MiHa po3mipy cepii
(Bkntovatoum dianasoH po3Mipy cepii) roToBoro
nikapcbKkoro 3acoby (3meHLweHHsi fo 10 pasis)
BBEZEHHs foAaTKoBOro po3mipy cepii 113 ans
AoaaTtkosi AinbHWLi BUpo6HuuTBa ToBapuctaea 3
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
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3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

obMeXxeHo BignosigansHicTio "®apmMaueBTnyHa
komnaHis "3gopor’a" - uex MIN®, wo 3HaxoanTbCA
3a agpecoto: YkpaiHa, 08301, Kuiscbka 061., M.
Bopwucnine, Byn. LLeeyeHka, 6ya. 100, nit. b-ll
(kopnyc 4).

56.

DOIKNOCEU®
®

cynoautopii no 100
Mr; no 5
Cyno3unTopiiB y
ctpuni, no 1 abo no
2 cTtpynn y
KapTOHHIN ynakoBuj

TOB
«MEOQDAP
M NTA»

YkpaiHa

KYCYM
XENTXKEP MBT
nTo

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI
Ta dhapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHs! Ta iHCTPYKUii ANS MeaU4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimkenrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHom).
3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acToCcyBaHHS nikapcbKoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaar” BignoBigHO A0 OHOBMEHOI iHdhopmalii 3
6e3neku Qito4oi pevoBNHU ANKIOGEHAKY 3rigHO 3
pekomeHgauismm PRAC. TepMiH BBEAEHHS 3MiH -
npoTsarom 6 micsuiB nicns 3aTBepmKeHHs. CynyTHS
3MiHa- 3MiHu Wwopao 6e3nekun/edhekTMBHOCTI Ta
apmakoHarnsigy. BHeceHHs1 abo 3miHa(n) oo
3060B's13aHb Ta YMOB BuAaui peectpauinHoro
NOCBiAYEHHS, BKIoYaoum [naH ynpaeBniHHA
pu3nkamMm (3aCTOCYBaHHS TEKCTY, SKUIA
NOTOKEHUIA 3 KOMNETEHTHUM OpPraHoM).
3asABHMKOM HagaHo oHoBneHun MNnaH ynpasBniHHS
pu3ukamu Bepcisi 2.2 3MiHU BHECEHO A0 YacTuH: |
«3aranbHa iHdopmauis» || «Cneumndikauis 3
6e3nekn» (Mogynb CV «3axoam 3 miHimisauii
pusukie») VI «Pe3tome nnaHy ynpasniHHs
pusmkammny VIl «JdogaTkmy» y 3B’A3Ky 3 OHOBIIEHHSIM
iHpopMauii 3 6e3nekn Ha nigcTaBsi pekomeHaaLin
PRAC. Pestome lNMnaHy ynpaBniHHS pyu3nkamu
Bepcis 2.2 fogaeTbCs.

3a
peuenmom

He
nidnsieae

UA/16445/01/01

57.

NIOKCOPYEIL|
WH AKKOP[,

KOHLEHTpaT Ansi
PO34KHyY Ans

iHdpy3in 2 mr/mn, no
5wmn (10 mr), 10 mn
(20 wmr), 25 mn (50
mr), 50 mn (100 wr),
100 mn (200 mr) y
cdnakoHi, no 1
dnakoHy y kopobui 3

Akkopp,
Xenckea
Moncka Cn.
3.0.0.

Monbwa

BUPOOHMLTBO,
KOHTPOMb SIKOCTI,
nepBuUHHE Ta
BTOPUHHE
nakyBaHHs:
IHTac
dapmackioTikanc
Nimiten, IHAis;
BUPOGHMLTBO,

IHpis/
Benuka
BpuTanis/
YropwuHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXXeHHS AiAnbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO fikapcbKkoro 3acoby, BKIoYaum
AinbHWL BUNYyCKy cepii abo micLe npoBeaeHHs
KOHTPOIIO AKOCTI. (QisNbHICTb, 3a AKy BianoBigae
BMPOGHMK/iIMNOpTEp, HE BKIMOYaUM BUMYCK Cepilt)
3MiHa agpecy BUpobHUKa BignoBiganbHOro 3a

3a
peuernmom

He
nidnsieae

UA/17439/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapToHY

KOHTPOMb SIKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
IHTac
dapmackioTikanc
Nimitea, IHais;
BignosiganbHUn
3a BMNYCK cepii:
Akkoppg Xenckea
JlimiTen, Benwuka
BpuTtaHis;
BTOPUHHE
nakyBaHHS:
Akkoppg Xenckea
JlimiTeq, Benuka
BputaHis;
KOHTPOrb SKOCTI
cepin:
BeccniHr XaHrepi
KdT., YropwumHa;
KOHTPOrb SIKOCTI
cepil:
PAPMABANIA
JTo.
MikpobionoriuHa
naboparopis,
YropwwmHa

BUPOBHMLUTBO, KOHTPOJIb SIKOCTi, MPEBMHHE Ta

BTOPUHHE NaKkyBaHHA: [HTac PapmMacbioTikanc

TimiTea, IHAis, 6e3 3MiHM Micusa po3TallyBaHHS
BMPOBHMYOro MangaHymka

58.

AOYDANAK®

cupon, 667 mr/1 mn
no 200 mn, a6o no
300 mn, abo no 500
mn, abo no 1000 mn
y cbrakoHi 3
nonietuneHy; no 15
mMn y cawe; no 10,
abo no 20, abo no
50 cawey
KapTOHHiI kopobLyi

ABGOTT
Xenckea
MpopakTc

B.B.

HinepnaH
an

ABGOTT
Bionopgxikana b.B.

Hinepnanamn

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta chbapmakoHarnsgy (iHwi 3miHu) - 3MiHN BHECEHO

[0 IHCTPYKLUIT Ans MeanyHOro 3acTocyBaHHSA
nikapcbkoro 3acoby ao posginy "OcobnuneocTi
3acTocyBaHHA" BiANOBIAHO 4O OHOBMEHOI
iHdopmalLlii 3 6e3nekn 3acTocyBaHHS NikapCbKOro
3acoby, a Takox fo po3ainy "MobivHi peakuii”
BHECeHO iHcpopmalLlito oo HeobxigHocTi

NoBiAOMNSATU NPO YCi BUNaAK/ Nigo3pHoBaHUX

nobivYHMX peakLiin Ta BiaCyTHOCTI edPEKTUBHOCTI
nikapcbkoro 3acoby. BBegeHHs 3MiH npoTsiroM 6-

TV MicsILiB Micnst 3aTBepKEHHS; 3MiHu | Tuny -

3MiHu 3 sikocTi. FoTOBUMIA Nikapcbkuii 3aci6.

CucTtemMa koHTenHep/3akynoptoBanbHuiA 3acib.
3MiHa y NepBUHHIN yNakoBLii rOTOBOrO JlikapCbKOro

3acoby (Tvn koHTelHepa abo goAaBaHHS HOBOTO
KOHTelHepa) - TBepai, M’siki Ta HECTEpUnbHiI piaki
nikapcbki popmu - 3amiHa TNy NePBUHHOT

be3
peuenma

nidnsieae

UA/3255/01/01




28

[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ynakoBku J13 anst chopmu Bunycky no 15 mny
nakeTvkax, a came 3amiHa NakeTuKiB i3 3-
LwapoBoro namiHaty (dual sachet) Ha cawwe 3 4-
LapoBoro namiHarty (sachet (stick pack)), 3
BignoBigHoto cneuudikadieto Ta meTogamm
aHanisy BHeceHHs BignosigHunx 3mMiH o MKA 113, a
came p. «YnakoBka» Ta . 5. «lHwi Bumorn O6’em
BMICTy ynakoBku 5.2. OgHO[030Bi ynakoBku
(cawwe)» (3aTBEPOKEHO NAKETUKKN). 3MiHM BHECEHO
[0 IHCTPYKLIT ANs MeAUYHOro 3acToCcyBaHHS
nikapcbkoro 3acoby fo posginis "Cnoci6
3acToCyBaHHA Ta [o3n" Ta "YnakoBka", a Takox 4o
MapKyBaHHs1 yMakoBKU MikapcbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
59. EBKABAJI® emyrnbcia, 3 /101 B Ecnapma HimeuumH BUMYCK cepii: HimevuunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/5753/01/01
BAIIb3AM 100 r no 25 mn, abo m6X a Ecnapma 'mb6X, 3miHn | TMny - 3miHn Wwopao 6e3nekn/epekTUBHOCTI peuenma
no 40 mn, a6o no HimeuuunHa; Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
100 mn B TY6i, Mo 1 BUPOBHMLUTBO y3ararnbHeHuX AaHuxX Npo cuctemy
Ty6i B KQPTOHHIN Hepo3dacoBaHoro apmakoHarnsaay (BBeAeHHS y3aranbHEeHNX AaHuX
Kopobui npoaykTy, npo cuctemy hapmakoHarnsgy, amiHa
nepBuHHE yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
nakyBaHHs, 3AiNCHEHHA hapMakoHarnsay; KOHTakTHOI ocobu 3
BTOPUHHE hapmakoHarnsigy 3asiBHUKa Ans 3ailCHEHHS
nakyBaHHs, dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
KOHTPOMb SIKOCTI: BiJ, YNOBHOBa)XEHOI 0CO0M, BiAnoBiganbHoi 3a
IixTenxenbar 30iACHEHHs hapMakoHarnsgy (Bkovaym
MM6X KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
dapmaueBTnyHa mactep-darna cuctemu dpapmakoHarnagy) 3miHa
habpwuka, KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
HimeuuunHa 3asiBHMKA, BignosiganeHoi 3a hapMakoHarnsag.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
YkpaiHi.
3MiHa Micue3HaxomKeHHa MacTep-canna
cucTeMu dhapmakoHarnsgy Ta oro Homepa. 3MiHa
Micus 34iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
60. EBKABAIN® kpanni, 1 mr/mn; no Ecnapma HimeuumnH dapma HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHUX MmaTepianis: bes UA/13241/01/01
KPAMNI 10 mn y cpnakoHi; no m6X a BepHirepoge 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edheKTUBHOCTI peuenma
1 dprnakoHy B MmM6X Ta cbapmakoHarnsany. BeegerHst abo 3miHm oo

KapTOHHIN ynakoBLj

y3aranbHeHUX AaHux Npo cUctemy
apmakoHarnsgy (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
30iNCHEHHS (hapMakoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bif] ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

34ificHeHHs hapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLeHHI
mMacTep-caina cuctemm chapmakoHarnsay). 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu
3asBHUKA, BiAMNOBIAANbLHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YKpaiHi.
3MiHa Micue3HaxomkeHHs MacTep-canna
cuctemun chapmakoHarnsgy Ta noro Homepa. 3miHa
Micus 34iINCHEHHSI OCHOBHOI isiNbHOCTI 3
capmakoHarnagy

61.

EBKABANI®
KPAMI AnA
DITEX

kpanni, 0,5 mr/mn;
no 10 mn 'y dnakoHi;
no 1 conakoHy B
KapTOHHIN ynakoBLj

Ecnapma
m6X

HimeuvuuH
a

dapma
BepHirepope
MmM6X

HimevuunHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3miHu | TUny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
y3aranbHeHUX AaHux nNpo cuctemy
bapmakoHarnsgy (BBeAeHHSs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XE€HOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bkiovarymn
KOHTaKTHi fiaHi) Ta/abo 3MiHM y pO3MiLLEHHI
mMacTep-anina cuctemu papmakoHarnsagy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganeHoi 3a hapMakoHarnsag.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsaj B
YkpaiHi. 3miHa MicLe3HaxomKeHHst MacTep-daiina
cvcTeMun dhapmakoHarnsaay Ta woro Homepa. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.

6e3
peuenma

UA/13241/01/02

62.

EBKABAI®
cupon

cupon, 3r/15re 100
r;no 100 mny
cnakoHi i3 ckna; no
1 pnakoHy B
KapTOHHiI kopobuyi

Ecnapma
m6X

HimeyuuH
a

Papma
BepHirepope
mMB6X

Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta cbapmakoHarnsgy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux nNpo cucTemy
dapmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHnX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBa)eHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iNCHEHHS (hapMakoHarnsgy (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLieHHi
macTtep-darina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX [aHWX YNOBHOBaXEHOI 0cobu

be3
peuenma

UA/5754/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3MiHa KOHTaKTHMX JaHMX KOHTaKTHOI ocobu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnag B
YkpaiHi.
3MiHa micLe3HaxomKeHHa macTep-carina
cuctemun chapmakoHarnsgy Ta moro Homepa. 3miHa
MicLS 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy.

63.

EBKABAN®
CMPEM

PO34YMH Ha3anbHUK,
1 mr/mnno 10 Mny
cdnakoHi; no 1
bnakoHy 3
[03aTopoM B
KapTOHHIN ynakoBLi

Ecnapma
m6X

HimeyvuuH
a

dapma
BepHirepoae
MM6X

HimevuunHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux Npo cUcTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHSsI
chapmakoHarnagy B YkpaiHi, SKLWO BOHa BigMiHHaA
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
MacTep-caina cuctemm chapmakoHarnsay). 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXXEHOI 0cobu
3asiBHMKa, BiANOBiAanbHOI 3a dhapMakoHarnsg.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocoou
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi.
3miHa Micue3HaxomKeHHs1 macTep-carina
cvcTeMun dhapmakoHarnsaay Ta woro Homepa. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.

be3
peuenma

UA/13241/02/01

64.

EBKABAI®2
00 CALLE

NOPOLLIOK ANA
oparnbHOro Po3ynHy
no200 mr; no 3ry
calue; no 20 a6o no
50 cawe B
KapTOHHIN ynakoBLj

Ecnapma
Mm6X

HimeyuuH
a

TNinpodapm M6X

Himeyuunna

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHst abo 3miHu oo
y3aranbHeHUX AaHux nNpo cuctemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
mMacTtep-carina cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a papMakoHarnsag.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobu
3asiBHMKA, BignosiganbHoi 3a dpapMakoHarnsag B

be3
peuenma

UA/16272/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
YkpaiHi.
3MiHa micLe3HaxomKeHHs macTep-carina
cuctemun chapmakoHarnagy Ta moro Homepa. 3miHa
MicLS 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy
65. EBKABAJI®6 NOPOLLIOK A451s Ecnapma HimeyumH Jlinoodapm MbX HimeyunHa BHECEHHS 3MiH O peecTpaLinHMX maTepianis: be3 UA/16272/01/02
00 CALLE oparnbHOro po34vnHy X a 3MinHu | TUNY - 3milu Wono 6e3nekun/echeKTUBHOCTI peuenma
no 600 mr; o 3re. Ta (hapmakoHarnsigy. BeegeHHs abo 3miHn oo
cawe; no 10, abo no y3aranbHeHNX AaHuX Npo cUcTemy
20, abo no 50 cawe chapmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX gaHux
B KapPTOHHIN npo cuctemy papmakoHarnagy, amiHa
ynakoBLji yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
3iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MiLLeHHi
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXXEHOI 0cobu
3asiBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag,.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocotu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi. 3miHa MicLie3HaxomkeHHs MacTep-danna
cvcTeMu dhapmakoHarnsgy Ta oro Homepa. 3MiHa
Micu$S 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
66. EFONAH3A TabneTkn, BKpUTI 3AT YropwuHa 3AT YropuuHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/11344/01/01
NniBKOBOO dapmaueBT dapmMaLeBTUYHWIA 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuyenmom | nidnseae
o6onoHKot, No 5 Mr; | n4HUA 3aBog 3aBog ElNC Ta papmakoHarnsgy. 3mMiHu y KOpoTKili
no 7 TabneTok y EriC XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi

6nictepi; no 4 abo 8
GnicTepiB y
KapTOHHIN ynakoBLj

MapKyBaHHS Ta iHCTPYKUii AnA Mean4Horo
3aCTOCYBaHHsI reHepUYHUX/TibprMaHMX/6ionoaidHmMx
nikapcbkux 3acobiB nicnst BHECEHHs! Tiei camoi
3MiHN Ha pedepeHTHWIN Npenapar (3MiHa He
noTpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
[OaHuX) 3MiHV BHECEeHi [0 iHCTpYKUii Ans
MeOMYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi BMAWn B3aemogain”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib
3acTocyBaHHs Ta go3n", "[itn" (peparyBaHHs),
"Mepeno3yBaHHs", "MobiuHi peakuii" 3rigHo 3
iHdbopMmaLieto LWoa0 MeaNYHOro 3aCTOCYBaHHS
pedepeHTHOro fnikapcbkoro 3acoby (ZYPREXA
coated tablets) BBeaeHHsi amiH npoTsirom 6-Tu
MiCsILiB Micnsi 3aTBEPOKEHHS
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Kpaina

[IpooBxkeHHs JoaaTka 3

PeecmpauitiHa npoyedypa

Ymoeu

Peknam

Homep

peecmpayiliHo2o

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

eUpPOb6HUKa

3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI

aionycky

yeaHHs*

noceio4yeHHs1

YropwuHa

nikapcbkoro 3acoby B nicnsipeecTpauiiHuiii nepioa,

Ta dhapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHs! Ta iHCTPYKUii ANS MeaU4HOro
3aCTOCYBaHHS Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS

abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NaHy neaiaTpuyHmnx
pocnimkeHrs (PIP) (3miHy yarogxeHo 3
KOMMETEHTHUM YNOBHOBaXX€HNM OpraHoM)
3MiHM BHECeHi [0 iHCTPYKLii Ans MeguyHoro
3acToCcyBaHHS NikapCcbKoro 3acoby y posain
"Mo6iyHi peakuii" BignoBigHo 4o iHpopmalii 3
Ge3neku nikapcbkoro 3acoby BeeaeHHs 3MiH
npoTarom 6-Tn micsuiB nicns 3aTBepaXeHHs 3MiHu
| TMny - 3MiHK Wwopo 6eanekn/edekTUBHOCTI Ta
capmakoHarnagy. BunyyeHHns (cuna gii)
BUAaneHHs 3aTBepaXeHOro Jo3yBaHHA 7,5 Mr i3
MaTepianis peecTpauinHoro 4oChE; 3anmwarTbCa
posyBaHHs 5 mr; 10 mr; 15 mr; 20 mr. 3miHn
BHECEHI A0 iHCTPYKLii Ans MeanyHoro
3acTocyBaHHs NikapcbKkoro 3acoby y po3ginu
"Cknag", "lNikapcbka chopma” WoA0 BUIYYEHHS
cunu gii 7,5 mr BBegeHHs1 3mMiH npoTarom 6-tu
MicsiLiB Micnsi 3aTBEpPOXKEHHS
BHECEHHS1 3MiH [0 peecTpauinHnMX maTtepianis:

3a

He
nidnsieae

UA/11344/01/03

67.

EFONNAH3A

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto, no 10
Mr; no 7 TabneTok y
6nictepi; no 4 abo 8
GnicTepiB y
KapTOHHIN ynakoBLj

3AT
dapmaresT
MYHUI 3aBOf,
EriC

YropwuHa

3AT
dapmMaLeBTUYHWIA
3aBop ElC

3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHW y KOpoTKili
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3aCTOCYBaHHsI reHepUYHUX/ribpuaHMX/GionoaibHmnx
nikapcbkux 3acobiB nicnst BHECEHHs! Tiei camoi
3MiHN Ha pedepeHTHWIN Npenapar (3MiHa He
noTpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
[OaHuX) 3MiHVM BHECEeHi [0 iHCTpyKUii Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactusocTi”,
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi BMAWn B3aemogain”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib
3acTocyBaHHs Ta go3n", "[itn" (pegaryBaHHs),
"Mepeno3yBaHHs", "MobiuHi peakuii" 3rigHo 3
iHdbopMmaLieto LWoa0 MeANYHOro 3aCTOCYBaHHS
pedepeHTHOro fnikapcbkoro 3acoby (ZYPREXA
coated tablets) BBeaeHHsi amiH npoTtsirom 6-Tu

peuenmom

MicsiLiB Micnsi 3aTBEPOXKEHHS
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Kpaina

[IpooBxkeHHs JoaaTka 3

PeecmpauitiHa npoyedypa

Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

eUpPOb6HUKa

3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI

aionycky

yeaHHs*

peecmpayiliHo2o

noceio4yeHHs1

Ta dhapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLIi Ans MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpauiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NaHy neaiaTpuyHmnx
pocnimkeHrs (PIP) (3miHy yarogxeHo 3
KOMMETEHTHUM YNOBHOBaXX€HNM OpraHoM)
3MiHM BHECeHi [0 iHCTPYKLii Ans MeguyHoro
3acTOCyBaHHS NikapCcbKoro 3acoby y po3ain
"Mo6iyHi peakuii" BignoBigHO Ao iHopmalii 3
Ge3neku nikapcbkoro 3acoby BeeaeHHs 3MiH
npoTarom 6-Tn micsuiB nicns 3aTBepaXeHHs 3MiHu
| TMny - 3MiHK Wwopo 6eanekn/edekTUBHOCTI Ta
capmakoHarnagy. BunyyeHHns (cuna gii)
BUAaneHHs 3aTBepaXeHOro Jo3yBaHHSA 7,5 Mr i3
MaTepianis peecTpauiinHOro 40ChE; 3anmwarTbCa
posyBaHHs 5 mr; 10 mr; 15 mr; 20 mr. 3miHn
BHECEHI A0 iHCTPYKLii Ans MeanyHoro
3acTocyBaHHs NikapcbKkoro 3acoby y po3ginu
"Cknag", "lNikapcbka chopma” WoA0 BUIYYEHHS
cunu gii 7,5 mr BBegeHHs1 3mMiH npoTarom 6-tu
MicsiLiB Micnsi 3aTBEpPOXKEHHS
BHECEHHS1 3MiH 0 peecTpauinHMX maTepianis:

3a

He

UA/11344/01/04

68.

EFONNAH3A

TabneTkn, BKpUTI
NniBKOBOO
o6ornoHkot, no 15
Mr; no 7 TabneTok y
6nictepi; no 4 abo 8
GnicTepiB y
KapTOHHIN ynakoBLj

3AT
dapmaresT
MYHUI 3aBOf,
EriC

YropwuHa

3AT
dapmMaLeBTUYHWIA
3aBop ElC

YropwuHa

3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHW y KOpoTKili
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3aCTOCYBaHHsI reHepUYHUX/TibpuaHMX/6ionoaidHMX
nikapcbkux 3acobiB nicnsi BHECEHHs1 Tiei camoi
3MiHN Ha pedepeHTHWIN Npenapar (3MiHa He
noTtpebye HagaHHS )XOAHUX HOBUX AOAATKOBUX
[OaHuX) 3MiHVM BHECEeHi [0 iHCTpyKUii Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWK1MKM nikapcbkrMu 3acobamu Ta
iHWi BMAWn B3aemogain”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib
3acTocyBaHHs Ta go3n", "[itn" (pegaryBaHHs),
"Mepeno3yBaHHs", "MobiyvHi peakuii" 3rigHo 3
iHdbopMmaLieto Woa0 MeaNYHOro 3aCTOCYBaHHS
pedepeHTHOro fnikapcbkoro 3acoby (ZYPREXA
coated tablets) BBeaeHHsi amiH npoTtsirom 6-Tu

peuenmom

nidnsieae

MicsiLiB Micnsi 3aTBEPOXKEHHS
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Kpaina

[IpooBxkeHHs JoaaTka 3

PeecmpauitiHa npoyedypa

Ymoeu

Peknam

Homep

peecmpayiliHo2o

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

eUpPOb6HUKa

3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI

aionycky

yeaHHs*

noceio4yeHHs1

Ta dhapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpauiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHNX
pocnimkeHrs (PIP) (3miHy yarogxeHo 3
KOMMETEHTHUM YNOBHOBaXX€HNM OpraHoM)
3MiHM BHECeHi [0 iHCTPYKLii Ans MeguyHoro
3acTOCyBaHHS NikapCcbKoro 3acoby y po3ain
"Mo6iyHi peakuii" BignoBigHo 4o iHpopmalii 3
Ge3neku nikapcbkoro 3acoby BeegeHHs 3MiH
npoTarom 6-Tn micsuiB nicns 3aTBepaXeHHs 3MiHu
| TMny - 3MiHK Wwopo 6eanekn/edekTUBHOCTI Ta
capmakoHarnagy. BunyyeHHns (cuna gii)
BUAaneHHs 3aTBepaXeHOro Jo3yBaHHSA 7,5 Mr i3
MaTepianis peecTpauinHoro 4oChE; 3anmwarTbCa
posyBaHHs 5 mr; 10 mr; 15 mr; 20 mr. 3miHn
BHECEHI A0 iHCTPYKLii Ans MeanyHoro
3acTocyBaHHs NikapcbKkoro 3acoby y po3ginu
"Cknag", "lNikapcbka chopma” WoA0 BUIYYEHHS
cunu gii 7,5 mr BBegeHHs1 3mMiH npoTarom 6-tu
MicsiLiB Micnsi 3aTBEpPOXKEHHS
BHECEHHS1 3MiH [0 peecTpauinHnMX maTtepianis:

3a

He
nidnsieae

UA/11344/01/05

69.

EFOJTIAH3A

TabneTku, BKpUTI
NniBKOBOO
o6onoHkot, no 20
Mr; no 7 TabneTok y
6nictepi; no 4 abo 8
GnicTepiB y
KapTOHHIN ynakoBLj

3AT
dapmaresT
MYHUI 3aBOf,
EriC

YropwuHa

3AT
dapmMaLeBTUYHWIA
3aBop ElC

YropwuHa

3miHn | TMny - 3miHn Wwopo 6e3nekn/epekTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHW y KOpoTKili
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3aCTOCYBaHHsI reHepUYHUX/TibpuaHMX/6ionoaidHMX
nikapcbkux 3acobiB nicnst BHECEHHs! Tiei camoi
3MiHN Ha pedepeHTHWIN Npenapar (3MiHa He
noTtpebye HagaHHS )XOAHUX HOBUX AOAATKOBUX
[OaHuX) 3MiHVM BHECEeHi [0 iHCTpyKUii Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi BMAwn B3aemogain”, "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib
3acTocyBaHHs Ta go3n", "[itn" (pegaryBaHHs),
"Mepeno3yBaHHs", "MobiyvHi peakuii" 3rigHo 3
iHdbopMmaLieto LWoa0 MeANYHOro 3aCTOCYBaHHS
pedepeHTHOro fnikapcbkoro 3acoby (ZYPREXA
coated tablets) BBeaeHHsi amiH npoTtsirom 6-Tu

peuenmom

MicsiLiB Micnsi 3aTBEPOXKEHHS
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta dhapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLIi Ans MeguyHoro
3aCTOCYBaHHS Ha MiAcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpauiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NaHy neaiaTpuyHmnx
pocnimkenrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXX€HNM OpraHoM)
3MiHM BHECeHi [0 iHCTPYKLii Ans MeguyHoro
3acTOCyBaHHS NikapCcbKoro 3acoby y po3ain
"Mo6iyHi peakuii" BignoBigHo 4o iHpopmalii 3
Ge3neku nikapcbkoro 3acoby BeeaeHHs 3MiH
npoTarom 6-Tn micsuiB nicns 3aTBepaXeHHs 3MiHKn
| TMny - 3MiHK Wwopo 6eanekn/edekTUBHOCTI Ta
capmakoHarnagy. BunyyeHHns (cuna gii)
BUAaneHHs 3aTBepaXeHOro Jo3yBaHHSA 7,5 Mr i3
MaTepianis peecTpauinHoro 4oChE; 3anmwarTbCa
posyBaHHs 5 mr; 10 mr; 15 mr; 20 mr. 3miHn
BHECEHI A0 iHCTPYKLii ANS MeanyHoro
3acTocyBaHHs NikapcbKkoro 3acoby y po3ginu
"Cknag", "lNikapcbka chopma” WoA0 BUIYYEHHS
cunu gii 7,5 mr BBegeHHs1 3mMiH npoTarom 6-tu
MicsiLiB Micnsi 3aTBEpPOXKEHHS

70.

E30NIOHI®

NopoLLOK Ans
PO34MHy Anis iH eKUin
abo iHdysin no 40
mr; 1 abo 10
dnakoHiB 3
NOPOLLKOM Y Mayi

OPTAHOCHU
H
NAM®SCAEH
CU3 (Ed
3ETI)

OAE

BMPOGHMLUTBO 3a
MOBHVM LIKIIOM:
Codpapimekc —
IHaycTpia Kimika e
dapmachbioTika,
C.A., MNoptyranis;
BMPOGHMLUTBO
Hepo3dacoBaHOro
npoaykTy,
nepBUHHE
nakyBaHHs:: JEBA
Xongainr En. Ec.,
TypeuuunHa

MopTtyranis/
TypeydnHa

BHECEHHS1 3MiH [0 peecTpauinHnMX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta cbapmakoHarnsgy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux Npo cUCTeMy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BiJ, YNOBHOBa)XE€HOIT 0CO0M, BiAnoBigansHoi 3a
30iACHEHHs1 hapMakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTep-canina cuctemu papmakoHarnsagy) 3miHa
KOHTaKTHMX JaHMX KOHTaKTHOI 0coOK 3asiBHYMKA,
BifgnosiganbHoi 3a dpapmakoHarnag B YKpaiHi.

3a
peuenmom

UA/17087/01/01

71.

E3O0JIOHI®-
20

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 20
Mr; N0 7 TabneTok y
GnicTepi; no 1 abo 2
Gnictepu y

OPFAHOCH
H
NAZ®CAEH
cU3 (Eo
3ET )

OAE

EBepTomkeH
TNang CaeHcus
Nimiten

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edPekTUBHOCTI
Ta cbapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHNX AaHUX Npo CUCTEMY
apmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa

3a
peuernmom

UA/11328/01/01




36

[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHil kopobui

YyNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTep-anna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHMX JaHMX KOHTaKTHOI 0CObW 3asiBHWMKA,
BifgNoBigansHoi 3a dhapMakoHarnag B YKpaiHi.

72.

E3O0JIOHI®-
20

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, no 20
mr; in bulk: no 2500
y NoABiVHUX NakeTax

OPrAHOCHU

H
NANGCAEH
CU3 (E®
3ETI)

OAE

EBepTomkeH
TNand CaeHcuns
Nimiten

IHAis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnsay. BeeaeHHs abo 3miHM oo
y3aranbHeHUX AaHux Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy hapmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BiANoBiAanbHoI 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi, yNOBHOBaXXeHOT ocobu, BianosiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHWMKA,
BiZNoBiganbHoi 3a dpapmakoHarnag B YKpaiHi.

UA/11329/01/01

73.

E3O0JIOHI®-
40

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto, no 40
MF; no 7 TabneTtok y
6nictepi; no 1 abo 2
Gnictepny
KapTOHHiI kopobui

OPrAHOCH

H
NAVGCAEH
CU3 (E®
3ET1)

OAE

EBepTomkeH
Jland CaeHcums
JimiTen

IHAis

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHUX AaHux Npo cUcTemy
dapmakoHarnsagy (BBeAeHHS y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaXeHoi ocobwu, BignoBifanbHoi 3a
30iACHEHHS (hapMakoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, AKLo BOHa BiAMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX JAHMX KOHTAKTHOI 0CObM 3asiBHMKA,
BignoBiganbHoi 3a dpapMakoHarnsg B YKpaiHi.

3a
peuenmom

UA/11328/01/02

74.

E3O0JIOHI®-
40

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 40
mr; in bulk: no 2500
y NOABIHUX NakeTax

OPFAHOCH
H
NAZ®CAEH
CU3 (Eo
3ET 1)

OAE

EBepTomkeH
Jland CaeHcums
Nimiten

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3Mminn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta cbapmakoHarnsiny. BeegeHHsi abo 3miHu oo
y3aranbHEeHUX AaHUX Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHUX
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0cO0M, BigNoBiganbHoil 3a

UA/11329/01/02
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3AiicHeHHs hapmakoHarnsigy; KOHTakTHol ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
tapmakoHarnagy B YkpaiHi, sIKLLO BOHa BigMiHHa
Bif, yNOBHOBaXXeHOT 0cobMu, BianoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTep-caiina cuctemu apmakoHarnsgy) 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOI 0CoOK 3asiBHUMKA,
BignoBigansHoi 3a doapMakoHarnag B YKpaiHi.
75. EMOKNOT NMOPOLLIOK Ta KEOPIOH ITania KEOPIOH C.INM.A. ITanis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/17394/01/02
PO3UYNHHUK AN C.INA. 3miHu | Tuny - 3miHn 3 AkocTi. FoToBUI NiKapCbKUI peuenmom
PO34mMHY Ans 3acib. KoHTponb rotToBOro nikapcbkoro 3acooy.
iHdy3in, 1000 3miHa napameTpiB cneundikauii Ta/abo
MO/10 mn, donakoH [OMyCTUMMX MEX rOTOBOrO MiKapCbKOro 3acoby
Ne 1 3 nopoLukom no (BHECEHHS 3MiH [0 AOCLE MiCNsi OHOBMEHHS
1000 MO y 3aranbHOoi CTaTTi Ha rOTOBY NiKapcbKy opmy y
KOMMIEKTi 3 [OoY/Esponelicbkini hapmakonei) BunyyeHHs i3
PO34YNHHUKOM (BOAa cneumndikaLii Ha PO34YMHHKMK (Boda Ans iH eKUiit)
ans iH'ekuin) no 10 nokasHukiB "KucnoTHiCTb abo NnyxHIcTb",
My donakoHi Ne 1 "Xnopugn", "Hitpatn", "Cynbdatn", "AMoHIR" Ta
Ta HabopoMm Ans "Kanbuin i MmarHin" 3 MeTor npuBegeHHa y
PO3YMHEHHS i BigNoBIgHICTb 40 MoHorpadii 0169 “Water for
BBEOEHHA Y injection” €sponevicbkoi hapmakonei 11.1.
KapTOHHI kopobui
76. EMOKNOT NMOPOLLIOK Ta KEOPIOH ITanisa KEOPIOH C.MN.A. ITanisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/17394/01/01
PO3UYNHHUK AN C.INA. 3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUi peuenmom
PO34mMHY Ans 3aci6b. KoHTponb rotToBoro nikapcbkoro 3acoby.
iHdysin, 500 MO/10 3miHa napameTpiB cneundikaii Ta/abo
mn, conakoH Ne 1 3 [OMyCTUMMX MEX rOTOBOTO MiKapCbKoro 3acoby
nopotukom no 500 (BHECEHHS 3MiH O JOCBLE NICNs OHOBIEHHSI
MO y komnnekTi 3 3aranbHOi CTaTTi Ha rOTOBY MikapCbKy opMy y
PO34YMHHMKOM (BOAA [dY/Esponeicbkinn dapmakonei) BunyyeHHs i3
ans iH"ekuin) no 10 cneuudikaLii Ha Ppo34YMHHUK (Boga Ans iH'eKUii)
My donakoHi Ne 1 nokasHukiB "KncnoTHicTe abo nyxHicTb",
Ta Habopom ans "Xnopugn", "Hitpatn", "Cynbdatn", "AMoHin" Ta
PO3YMHEHHS i "KanbLin i MarHin" 3 MeTolo NpuBeAeHHs y
BBEOEHHA Y BigNoBiAgHICTb A0 MoHorpadii 0169 “Water for
KapTOHHI kopobui injection” €sponevicbkoi papmakonei 11.1.
77. EMNANOPA® PO34MH ANS iH’EKUIN, TOB YkpaiHa CaHodi-ABeHTIC HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHUX MaTepianis: 3a UA/10240/01/01
100 Og./mn Ne 5: no "CaHoi- Dorunang M'moX 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom
1 kapTpuaxy no 3 ABeHTiC Ta cbapmakoHarnsagy. BeegerHs abo 3miHu oo
M1, BMOHTOBaHOMY YkpaiHa" y3aranbHeHUX AaHux npo cuctemy

B OZHOPa30BUi
NPUCTPIN - WNpwuL-
py4ky ConoCrtap®
(6e3 ronok ans
iH’ekuin), no 5
LUNPUL-PYYOK Y
KapTOHHI kopobui

hapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy capmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiCHEHH: hapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapmakoHarnagy 3asBHUKa ANS 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SIKLO BOHa BigMiHHa
Bif] yNnoBHOBa)keHOi ocobw, BignoBiganbHoi 3a




38

[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

34ificHeHHs hapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLeHHI
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHol
3a papmakoHarnsa.

[itoya pepakuin: Xoaakiscbka TeTaHa
BsayecnasisHa. [ponoHoBaHa pefakuis:
BapdonomeeBa IBaHHa OnekcaHapiHa. 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXXEHOI ocobu,
BignoBigansHoi 3a dhapMakoHarnag.

78.

ENPAKAL

TabneTku, BKPUTI
NniBKOBOIO
o6ornoHkoto, no 5 mr,
no 10 tabnetok B
Gnictepi; no 3
Gnictepu B
KapTOHHIN kopobLi

[bxybinaHT
[xeHepikc
Nimiten

IHAis

IxybinaHT
[xeHepikc JlimiTeq

IHAis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnsay. BeeaeHHs abo 3miHM oo
y3aranbHeHUX AaHux Npo CUcTemy
capmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX gaHux
npo cuctemy cdapmakoHarnagy, amiHa
yMOBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHSA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi, yNOBHOBaXXeHOT ocobu, BianosiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLeHHi
macTep-caina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiaansHOI
3a 3pincHeHHsa papmakoHarnagy B Ykpaini. [litova
pepakuis: Manoj Kumar. MponoHoBaHa peaakuis:
Menix OneHa BopuciBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
34iicHeHHs dapmakoHarnagy B YKpaiHi.

3a
peuenmom

UA/15698/01/01

79.

ENPAKAQ

TabneTkn, BKpUTI
NniBKOBOKO
ob6onoHkoto, no 10
mr, no 10 TabneTok
B 6nicTepi; no 3
Gnictepu B
KapTOHHiI kopobui

[xy6inaHT
[xeHepikc
Nimiten

IHAin

Ibxy6inaHT
IhxeHepikce Iliviteq

IHAis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHsi abo 3miHu oo
y3aranbHeHuX AaHuX Npo CUCTeMy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobwu, BignoBifanbHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bifl ynoBHOBaXeHOi ocobw, BignoBiaanbHoI 3a
30iACHEHHs1 hapMakoHarnsay (Bkovarym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
macTtep-darina cuctemmn papmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA, BignoBiganbHOT
3a 3dificHeHHs bapmakoHarnsgy B Ykpaii. Jitoua
pepakuisi: Manoj Kumar. MponoHoBaHa peaakuisi:
Menix OneHa BopuciBHa. 3MiHa KOHTAKTHUX AaHKX
KOHTaKTHOI 0cObM 3assBHUKA, BiAnoBiAanbHOI 3a

3a
peuenmom

UA/15698/01/02
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

34iicHeHHs1 dhapmakoHarnagy B YkpaiHi.

80.

ENPAKAL

TabneTku, BKPUTI
NniBKOBOIO
obonoHkoto, no 15
mr, no 10 TabneTok
B BnicTepi; no 3
6nictepu B
KapTOHHiI kopobui

[bxybinaHT
[xeHepikc
Jlimiteq

IHAisA

IxybinaHT
[xeHepikc JlimiTeq

IHAis

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta cbapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux nNpo cuctemy
chapmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX gaHnx
npo cuctemy papmakoHarnagy, amiHa
yNOBHOBaXKeHOi 0cobu, BiANOBIAANbHOI 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3aiicHeHHs cdhapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHi
macTep-caina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA, BignoBigansHOT
3a 3pincHeHHs hapmakoHarnagy B Ykpaini. [litova
pepakuia: Manoj Kumar. lNMponoHoBaHa pegakuis:
Menix OneHa BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTAKTHOI 0CcOBOM 3asiBHUKA, BiANOBiAanbHOI 3a
34iNCHeHHs dhapmakoHarnsay B YKpaiHi.

3a
peuenmom

UA/15698/01/03

81.

ENPAKAQ

TabneTkn, BKpUTI
NniBKOBOKO
0060s0HKOL0, Mo 5 Mr,
in bulk: Ne 5000 y
nonieTuneHoBoMy
naketi

xy6inaHT
[xeHepikc
Nimiten

IHAinA

bxy6inaHT
IhxeHepikce Jliviteq

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minu | TUny - 3MiHn Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
y3ararnbHEeHUX AaHux Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHNX AaHux
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBAXEHOI 0cobu, BignoBigansHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBigansHoi 3a
30iACHEHHS hapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemm apmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA, BianoBigansHOT
3a 3diicHeHHs bapmakoHarnsgy B YkpaiHi. Jitoya
pepakuis: Manoj Kumar. MponoHoBaHa pepakuis:
Menix OneHa BopuciBHa. 3MiHa KOHTAKTHUX AaHKX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansbHOI 3a
3[iNCHeHHs dhapmakoHarnsgy B YKpaiHi.

UA/15699/01/01

82.

ENPAKAL

TabneTku, BKPUTI
NniBKOBOKO
obonoHkoto, no 10
mr, in bulk: Ne 5000
y NonieTuneHoBoMy
naketi

[xy6inaHT
[xeHepikc
TimiTen

IHAis

[xy6inaHT
xeHepike JimiTeq,

IHAis

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta dhapmakoHarnsgy. BeeaeHnHs abo 3miHu oo
y3aranbHeHUX AaHux Npo cUctemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHUX
npo cuctemy chapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
30iCHEHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3

UA/15699/01/02
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

chapmakoHarnagy 3asBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEeHHI
mMacTep-canna cuctemm hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA, BignoBiganbHOT
3a 3pincHeHHs papmakoHarnagy B Ykpaini. [litova
pepnakuia: Manoj Kumar. lMponoHoBaHa pegakuis:
Menix OneHa BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTAKTHOI 0cobu 3asiBHUKa, BiAnoBigansHoi 3a
34iNcHeHHs dhapmakoHarnsay B YKpaiHi.

83.

ENPAKAL

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto, no 15
mr, in bulk: Ne 5000
y nonieTuneHoBomy
nakerti

bxy6inaHT
[xeHepikc
Nimiten

IHAis

[bxyGinaHT
IxeHepikce Jliviteq

IHAis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TUny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
y3aranbHeHUX AaHux nNpo cuctemy
bapmakoHarnsgy (BBeAeHHSs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XE€HOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bkiovarymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLEHHi
macTtep-darina cuctemm apmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA, BignoBigansHOT
3a 3dificHeHHs bapmakoHarnsgy B YkpaiHi. Jitoya
pepakuis: Manoj Kumar. NponoHoBaHa pefakuis:
Menix OneHa BopuciBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
3[iNCHeHHs hapmakoHarnagy B YKpaiHi.

UA/15699/01/03

84.

ENPAKAL

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 20
mr; in bulk: Ne 5000
y nonieTuneHoBoMy
naketi

[xyGinaHT
[xeHepikc
JlimiTen

IHAis

Ixy6inaHT
[xeHepike INimiTeq

IHAis

BHECEHHS1 3MiH 40 peecTpauinHuX maTtepianis:
3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHnHs abo 3miHu 0o
y3aranbHeHUX AaHuxX Npo cUCTeMy
dapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoyaym
KOHTaKTHi faHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHOI 0co0u 3asiBHUKa, BignoBiganbHOT
3a 3dificHeHHs bapmakoHarnsgy B Ykpaii. Jitoua
pegakuisi: Manoj Kumar. NponoHoBaHa pegakuisi:

UA/15699/01/04
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Menix OneHa BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
34iicHeHHs1 dhapmakoHarnagy B YKpaiHi.
85. ENPAKALQ TabneTku, BKPUTI [xyGinaHT IHais Ixy6GinaHT IHais BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a UA/15698/01/04
NNiBKOBOIO [xeHepikc IxeHepike JNimiTeq 3miHu | TUNy - 3miHun Wwopo 6e3nekn/edekTUBHOCTI peuenmom
obonoHkoto, no 20 Nimiten Ta chapmakoHarnsgy. BeeaeHHs abo 3miHM oo
mr; no 10 TabneTok y3aranbHeHUX AaHux npo cuctemy
B 6nicTepi; no 3 apmakoHarnsay (BBeAeHHS y3aranbHEeHNX AaHuX
Gnictepn B npo cuctemy apmakoHarnagy, amiHa
KapTOHHil kopobui YNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
cthapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XEHOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTtep-darina cuctemmn dapmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOT
3a 3piicHeHHs bapmakoHarnagy B YkpaiHi. [itova
pepakuia: Manoj Kumar. NponoHoBaHa pepakuis:
Menix OneHa BopuciBHa. 3MiHa KOHTaKTHUX AaHMX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
3[iNCHEeHHs dhapmakoHarnagy B YKpaiHi.
86. ECKANEN Tabnetkun no 1,5 mr; BAT YropwuHa BAT "TeneoH YropwuHa BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a UA/4789/01/01
no 1 Tabnetyjiy "lepeoH PixTep" 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
Gnictepi; no 1 PixTep" Ta dhapmakoHarnsgy. 3miHa YactoTu Ta/abo
6nictepy pasom 3 TEPMIHiB NOAAHHS perynsapHO OHOBMOBAHUX 3BiTiB
KapTOHHUM 3 B6e3neku nikapcbknx 3acobis - YacToTa nogaHHs
dyTnapom Ans perynspHO OHOBIOBaHOro 3BiTy 3 6e3nekun 6e3
36epiraHHs bnictepa 3MiH - 3 poku.
B KapTOHHIN 3MiHa TepMiHiB NOAAHHS perynspHo
ynakoBLi OHOBMOBaHOrO 3BiTYy 3 6e3neku. / [litoya pepaxuis:
KiHueBa gata ans BkntoyeHHs gaHux no PO36 -
13.12.2023 p. fata nogaHHs - 23.03.2024 p.
MponoHoBaHa pepakuisi: KiHueBa gata ansa
BKItOYeHHs gaHux fo PO3B - 08.05.2025 p. [ata
nogaHHs - 06.08.2025 p. PekomeHgosaHo o
3aTBEPKEHHSI BIANOBIAHO 40O NEPIOANYHOCTI
nofaHHsi peryrnsipHoO OHOBMIOBAHUX 3BITIB 3
6e3neku nikapcbknx 3acobiB y €Bponencbkomy
Cotosi
87. ECKY3AH® Kpanni opanbHi; no Ecnapma HimeuumnH dapma HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHuX MaTepianis: bes UA/0217/01/01
KPAMNMI 20 mn y chnakoHi 3 MM6X a BepHirepope 3MiHn | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenma
KpanenbHuLet; no 1 MmM6X Ta cbapmakoHarnsany. BeegerHst abo 3miHu oo

dnakoHy B
KapTOHHiI kopobLyi

y3aranbHeHUX AaHux Npo cUctemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHUX
npo cuctemy chapmakoHarnagy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBiganbHoi 3a
30iCHEHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
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chapmakoHarnagy 3asiBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLeHHI
mMacTep-caina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOI 0cobu
3asBHUKA, BiAMNOBIAANbLHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YKpaiHi.
3MiHa Micue3HaxompKeHHs MacTep-danna
cuctemun chapmakoHarnsgy Ta moro Homepa. 3miHa
MicuS 3A4iINCHEHHSI OCHOBHOT OisiNbHOCTI 3
dapmakoHarnsay.
88. ECKY3AH® Kancynm Ecnapma HimeuumH BUPOBHMLTBO in Ipnangis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/15249/01/01
NOHI NPOOHroBaHoI Aii m6X a bulk, koHTponb HimeyunHa 3miHn | TMny - 3miHn Wwopo 6e3nekn/epekTMBHOCTI peuenma
no 50 mr no 10 cepii: Temmnep Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
kancyn y énicrepi; Ipenang Jlimitea, y3arasnbHeHuX AaHnx Npo cuctemy
no 3, abo no 6, abo IpnaHais; apmakoHarnsaay (BBeAeHHS y3aranbHEeHNX AaHuX
no 9 Gnictepis y nepBuHHE Ta npo cuctemy apmakoHarnagy, amiHa
KapTOHHi KOpoOLyi; BTOPUHHE yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
no 30 kancyny nakyBaHHs: 3AiNCHEHHA hapMakoHarnsay; KOHTakTHOI ocobu 3
Gnictepi; no 1, abo OpareHodapm chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
no 2, abo no 3 AnoTekep Mownb dapmakoHarnagy B YkpaiHi, Ko BoHa BiAMiHHa
Gnictepn y 'm6X, HimeuunHa; BiJ, YNOBHOBa)XEHOI 0CO0M, BiAnoBiganbHoi 3a
KapTOHHiI kopobui nepBuHHe Ta 30iACHEHHs hapMakoHarnsgy (Bkovaym
BTOPUHHE KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
nakyBaHHsi: CBicc mactep-darna cuctemu dpapmakoHarnagy) 3miHa
Kenc Mm6X, KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
HimeuuunHa; 3asiBHMKA, BignosiganeHoi 3a dhapMakoHarnsag.
BUNYCK cepii: 3MiHa KOHTaKTHMX AaHWX KOHTaKTHOI 0cobu
Ecnapma 'm6X, 3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
Himeuumnna; YkpaiHi. 3miHa MicLe3HaxoKeHHs MmacTep-daiina
BTOPUHHE cvcTeMun dhapmakoHarnsaay Ta woro Homepa. 3MiHa
nakyBaHHS: Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
ecnapma ®apma dapmakoHarnagy.
Cepsices 'M6X,
HimeyuunHa
89. ECNA-KAPB® | Tabnetku no 5 mr no Ecnapma HimeuumnH ecnapma d®apma HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHuX MaTepianis: 3a UA/12191/01/01
25 TabneTok y MM6X a Cepsices 'M6X, 3miHu | TUNYy - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuyenmom

GnicTepi, no 2 abo
no 4 6nictepun y
KapTOHHiI kopobLyi

HimeuunHa
(BTOPUHHE
naKkyBaHHS);
Ningodapm M6X,
HimeuunHa
(BUpOBHMLTBO
bulk, nepBuHHe
nakyBaHHs,

Ta cbapmakoHarnsiny. BeegeHHst abo 3miHu oo
y3aranbHeHUX AaHux Npo cuctemy
bapmakoHarnsgy (BBeAeHHs y3ararbHEHUX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiCHEHH: hapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa
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BTOPUHHE Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoil 3a
naKyBaHHs, 3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTPOMb AKOCTI, KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
BUWMYCK Cepii) mMacTep-caiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX A@HWNX YMOBHOBaXeHOi 0cobum
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapmakoHarnsg B
YkpaiHi.
3MiHa Micue3HaxomkeHHs MacTep-canna
cvucTeMun dhapmakoHarnsay Ta noro Homepa. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
90. ECNA-KAPB® | tabnetkn no 10 mr Ecnapma HimeuumnH ecnapma ®apma Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/12191/01/02
no 25 tabnetok y m6X a Cepsices 'M6X, 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom
Gnictepi, no 2 abo HimevuunHa Ta hapmakoHarnsay. BeeaeHHs abo 3miHM oo
no 4 énictepn y (BTOPYHHE y3aranbHEeHUX AaHux npo cuctemy
KapTOHHI kopobui nakyBaHHS1); dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
Jlingodapm MvbX, npo cuctemy apmakoHarnagy, amiHa
Himeuunna yMOBHOBaXeHoi ocobw, BiANoBifanbHoI 3a
(BMPOGHULITBO 3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
bulk, nepsnHHe chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
nakyBaHHs, dapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHa
BTOPUHHE Bi, yNOBHOBaXeHOT ocobu, BianosiganbHoi 3a
nakyBaHHs, 30iACHEHHs hapMakoHarnsgy (Bkrovyaym
KOHTPOMb SKOCTI, KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
BUWMYCK cepii) macTep-darina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOI 0cobu
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocoou
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
YkpaiHi.
3miHa Micue3HaxomKeHHs1 macTep-caiina
cucTeMu chapmakoHarnsgy Ta oro Homepa. 3MiHa
Micu$S 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.

91. ECNA- PO34MH ANS iH'EKLN, Ecnapma HimeyumH Ecnapma 'm6X, HimeyuunHa BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis: 3a UA/4179/02/02
JNINOH® 25 mr/mn; no 24 mn 6X a Himeuyunna 3MiHu | Tuny - 3miHn wopno 6esnekn/ePeKTUBHOCTI peuenmom
IH'E€KL.. 600 B amnyni; no 5 (Bunyck cepii); Ta chapmakoHarnsiny. BeegeHHsi abo 3miHu oo

aMnyn y KapTOHHI 3irdpig XamenbH y3aranbHeHUX AaHux npo cuctemy

Kopobui 'm6X, HimeuunHa dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX

(BUpOBHMLTBO npo cuctemy papmakoHarnsgy, amiHa
Hepo3adacoBaHOro yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a

npoaykTy, 3AiNCHEHHSA hapMaKoHarnsay; KOHTakTHOI ocobu 3
nepBUHHE (hapmakoHarnsigy 3asiBHUKa Ans 30iNCHEHHS
nakyBaHHS, dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BTOPUHHE BiJ, YNOBHOBaXXeHOT 0cO0M, BiAnoBigansHoi 3a
naKyBaHHs, 30iNCHEHHs1 hapMakoHarnsgy (Bkovaym

KOHTPOIb SIKOCTI)

KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MiLLEHHI
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mMacTep-caina cuctemm chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0cO6U
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi.
3MiHa Micue3HaxomkeHHs MacTep-canna
cvucTeMun dhapmakoHarnsay Ta noro Homepa. 3MiHa
MicLS 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3

dapmakoHarnsgy
92. ECMNA- NOPOLLIOK ANA Ecnapma HimeuumnH BMPOBHMLTBO Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/14782/01/01
POLMH® oparnbHOro po3yvnHy mM6X a Hepo3adhacoBaHOro 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom
no 3000 mr/naker; npoaykTy, Ta hapmakoHarnsay. BeeaeHHs abo 3miHM oo
no 8 r NopoLLKy nepBUHHE y3aranbHeHNX AaHuX Npo cucTemy
(3000 mr gitouoi nakyBaHH4, capmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX gaHux
PEYOBUHM) Y NakeTi; BTOPUHHE npo cuctemy hapmakoHarnsgy, amiHa
no 1 nakeTy B nakyBaHHs, yMOBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
KapTOHHIN ynakoBLj KOHTPOMb AKOCTI, 34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
BUMYCK Cepil: chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
Ninpodapm MvbX, dapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHa
HimeuuunHa; Bi, yNOBHOBaXXeHOT ocobu, BianosiganbHoi 3a
BTOPUHHE 3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
nakyBaHHs: KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLeHHi
ecnapma ®apma mMacTep-daiina cuctemu apmakoHarnsgy) 3miHa
Cepsices 'M6X, KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
Himeyumna 3asiBHMKA, BignoBiganbHoi 3a papMakoHarnsg.

3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocoou
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
YkpaiHi. 3miHa micLe3HaxoaKeHHs macTep-daiina
cvcTeMu dhapmakoHarnsgy Ta oro Homepa. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3

dapmakoHarnsay.
93. ETOPUKOKC | Tabnetku, BKpUTI Mictpan AHrnis CiHToH XicnaHis, IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/19770/01/02
UB-BICTA NniBKOBOO Kenitan Cc.n. 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom nionsieae
obornoHkoto no 60 MeHepxmeH Ta dpapmakoHarnsaay. 3MiHW y KOpOTKil
Mr; no 7 TabneTok y T NimiTeq XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
6nicTepi, no 1 abo 4 MapKyBaHHS Ta IHCTPYKLUii ANs Megu4Horo
Gnictepu B nayui 3aCTOCYBaHHS reHepnYHUX/ribpuaHMX/GionoaidHNX

nikapcbkux 3acobiB nicnsi BHECEHHs! Tiei camoi
3MiHW Ha pedhepeHTHUIN Npenapart (3MiHa He
notpebye HagaHHA XXOAHUX HOBUX JOOATKOBUX
[OaHuX) 3MiHVM BHECEHi [0 iHCTpYKUii Ans
ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3ain "3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpyaar"srigHo 3 iHpopmadieto Wwoao
MEANYHOro 3aCTOCyBaHHsi pedpepeHTHOro
nikapcbkoro 3acoby (Apkokcis®, TabneTku, BKPUTI
nniekoBoto o6onoHkoto, no 30 mr, 60 mr, 90 wmr,
120 mr). BBegeHHsi 3miH npoTsrom 6-T1 Micauis
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nicns 3aTBepAKEHHs!
94. ETOPUKOKC TabneTku, BKPUTI Mictpan AHrnis CiHToH XicnaHis, Icnanis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3a He UA/19770/01/03
UB-BICTA NniBKOBOK Kenitan C.n. 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom nionsieae
o6onoHkoto no 90 MeHepxmeH Ta dhapmakoHarnsaay. 3MiHW y KOpoTKil
Mr; no 7 TabneTok y T NimiTeq XapakTepucTULL NikapCbKoro 3acoby, TEKCTi
Gnictepi, no 1 abo 4 MapKyBaHHS Ta iHCTPYKLIi Ans MeguyHoro
6nictepu B nayui 3aCTOCYyBaHHS reHepuYHMX/ribpuaHux/6ionoadibHmMx
nikapcbkux 3acobiB nicns BHeCEHHs Tiei camoi
3MiHM Ha pedbepeHTHUI NpenaparT (3MiHa He
noTpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
AaHnX) 3MiHW BHECEHI 4O iHCTPYKUii Ansi
MELMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpyaa"srigHo 3 iHgopmaldieto woao
MeAMNYHOro 3aCTOCyBaHHsi pedhepeHTHOro
nikapcbkoro 3acoby (Apkokcis®, TabneTku, BKPUTI
nniskoBoto o6onoHkoto, no 30 mr, 60 mr, 90 wr,
120 wmr). BBegeHHst 3MiH npoTarom 6-Tu micsauis
nicns 3aTBepAXKEHHs!
95. ETOPUKOKC TabneTkn, BKpUTI Mictpan AHrnis CiHToH XicnaHis, Icnanis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/19770/01/04
UB-BICTA NniBKOBOO Kenitan C.n. 3MiHu | Tuny - 3miHK Wwopao 6esnekn/edPeKTUBHOCTI peuenmom nionsieae
obornoHkoto no 120 MeHepxmeH Ta dhapmakoHarnsaay. 3MiHW y KOpPOTKiv
Mr; N0 7 TabneTok y T NimiTeq XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
6nictepi, no 1 abo 4 MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
Gnictepu B nayui 3aCTOCYBaHHS reHepUYHUX/TiIBpMaHMX/6ionoaidHMX
nikapcbkunx 3acobiB nicnsi BHECEHHs Tiei camoi
3MiHW Ha pedepeHTHUIN Npenapar (3MiHa He
noTpebye HafaHHS )XOAHUX HOBUX AOAATKOBUX
[aHuX) 3MiHW BHECEHI 4O iHCTPYKUii Ansi
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3ain "3acTocyBaHHs y nepioa BariTHOCTi abo
rofAyBaHHs rpyaar”srigHo 3 iHopmauieto Wwoao
MeAMYHOro 3aCTOCyBaHHsi pedpepeHTHOro
nikapcbkoro 3acoby (Apkokcis®, TabneTku, BKpUTi
nniBkoBot o6omnoHkoto, no 30 mr, 60 mr, 90 wr,
120 mr). BBegeHHs 3amiH npoTtsrom 6-t1 Micauis
nicns 3aTBEpAXKEHHS!
96. ETOPUKOKC TabneTkn, BKpUTI Mictpan AHrnis CiHToH XicnaHis, Icnanis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a He UA/19770/01/01
UB-BICTA NniBKOBOKO Kenitan c.n. 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edheKTUBHOCTI peuenmom nionsieae
o6ornoHkoto no 30 MeHepxmeH Ta dbapmakoHarnsaay. 3MiHW y KOpOTKiv
Mr; N0 7 TabneTok y T NimiTen, XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
GnicTepi, no 1 abo 4 MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
Gnictepu B nayui 3aCTOCYBaHHSI reHepUYHUX/TiIbpMaHMX/6ionoaidHMX
nikapcbkux 3acobiB Nicnsi BHECEHHsI Tiei camol
3MiHW Ha pedhepeHTHUIN Npenapart (3MiHa He
noTpebye HafaHHS )XOAHUX HOBUX AOAATKOBUX
[aHuX) 3MiHW BHECEHI 4O iHCTPYKLUiT Anst
ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3gin "3acTocyBaHHs y nepiod BariTHOCTi abo
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Homep
peecmpayiliHo2o
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rogyBaHHs rpyaa"3rigHo 3 iHgopmadieto woao
MEAMNYHOro 3aCTOCYBaHHsI pedpepeHTHOro
nikapcbkoro 3acoby (ApKokcis®, TabneTku, BKPUTI
nniekoBoto ob6onoHkoto, no 30 mr, 60 mr, 90 wmr,
120 mr). BBegeHHst amiH npoTtsarom 6-t1 micauis
nicnsa 3aTBepaKEeHHs

97.

EY®OPBEIYM
KOMNO3nTy
M
HA3EHTPON
®EHC

crpew HasanbHUi,
no 20 mny
po3snunioBayi; no 1
posnunioBavy B
KOpOOGLi 3 KapTOHY

Bionoriwe
Xannbmitte
nb Xeernb
m6X

Hime4uuH
a

Bionoriwe
Xannbmittenb
Xeenb M'M6X

Himevuunna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHu | TUNY - 3milu Wono 6e3nekun/echeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUIT ANS MEANYHOro
3aCTOCYyBaHHSA Ha MiACTaBi perynspHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocniaxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy neaiaTpu4HmnX
pocnigpxkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YNOBHOBaXX€HNM OPraHoM) - 3MiHU
BHECEHO B |HCTPYKLtO0 ANA MEANYHOrO
3acTOCyBaHHSA fikapcbKoro 3acoby Ao po3ainy
"OcobnueocTi 3acTocyBaHHA" BignoBigHoO 40
OHOBMEHOI iHdopMaLii woao 6esnekn
3aCTOCYBaHHA AONOMDKHUX pevoBWH. BBeaeHHs
3MiH NPOTArom 6-Tu MiCAILiB NiCNs 3aTBEPOKEHHS.
3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbKkoro 3acoby (3miHa B ymoBax 36epiraHHs
roToBOro fnikapcbkoro 3acoby abo nicns
PO34YMHEHHSI/BIAHOBMNEHHS) - 3MiHa ymMOB
36epiraHHs J13. 3aTtBepmpkeHO: YMoBM 36epiraHHs:
36epirati B opuriHanbHil ynakosLi npu
Temnepatypi He BuLle 25°C / 3anponoHoBaHo
YMmoBu 36epiraHHs: Jlikapcbkuii 3acib He noTpebye
ocobnmBux ymoB 36epiraHHs. 3MiHWM BHECEHO B
|[HCTpYKLilo ANS MEANYHOro 3acTOCYBaHHS
nikapcbKkoro 3acoby o posgainy "Ymosu
36epiraHHs" Ta sik Hacnigok BigNOBIAHI 3MiHK
BHECEHO B TEKCT MapKyBaHHS! YNakoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH npoTarom 6-
TV MicsILiB Micnsi 3aTBEPOXKEHHS.

be3
peuenma

nidnsieae

UA/6010/01/01

98.

3I0AAP

NopOoLLOK Ans
PO34MHyY Ans

iH ekuir no 1000 wmr,
no 1 abo no 10
crakoHiB 3
MOPOLLIKOM Y
KapTOHHI kopobui

AAP dapma
®3-Nnc

O6'egHaHi
Apabcbki
Emipatun

3elicc

dapmac’toTikenc

MeT. JlTA.

IHAis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cbapmakoHarnsgy (iHwi 3miHM) OHOBNEHHSI
TEKCTY MapKyBaHHS yNakoBKW NikapcbKoro 3acoby
BignoBigHO A0 BMMor Hakady MO3 YkpaiHu Big
23.07.2015 p. Ne460.

3a
peuernmom

UA/17349/01/01




47

[IpooBxkeHHs JoaaTka 3
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99. 30KCI TabneTkn, BKpUTI OPIrAHOCHU OAE EBepTomkeH IHgis BHECEHHS 3MiH O peecTpaLinHMX maTepianis: 3a UA/17229/01/02
NNiBKOBOIO H Jland 3MiHu | Tuny - 3MiHK Wwopo 6esnekn/edheKTUBHOCTI peuenmom
obonoHkoto, no 500 NANPCAEH CaeHcus Jlimiten Ta hapmakoHarnsgy. BeeaeHHs abo 3miHM oo
Mr, no 3 TabneTkn y CH3 (Ed y3aranbHEeHUX AaHuX Npo cuctemy
6nictepi; no 1 abo 3ET ) hapmakoHarnsay (BBeAeHHS y3aranbHEeHUX AaHuX
no 2 6nictepny npo cuctemy apmakoHarnagy, amiHa
naywi 3 KapToHy YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
3[ificHeHHs1 hbapmakoHarnsigy; KOHTakTHoOi ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bknovarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTtep-carina cuctemmn capmakoHarnagy). 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHWMKa,
BiANOBIganbHOI 3a hapmakoHarnag B YkpaiHi.
100. | 30KCI TabneTkn, BKpUTI OPrAHOCU OAE EBepTomkeH IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/17229/01/01
NniBKOBOKO H Tand 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom
obonoHkoto, no 250 NANPCAEH CaeHcus Jliviten Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
Mmr, no 3 TabneTkn y CH3 (Eo y3aranbHeHuX AaHuX Npo cuctemy
6nictepi; no 1 abo 3ET ) capmakoHarnsgy (BBefAeHHs y3ararbHEHUX gaHnx
no 2 6nictepny npo cuctemy apmakoHarnagy, amiHa
nayui 3 KapToHy yMOBHOBaXeHoi ocobw, BiaNOBiAanbHOI 3a
3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHs hapMakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
macTtep-darina cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHWMKA,
BiZNoBiganbHoi 3a dpapmakoHarnag B YKpaiHi.
101. | IMYHOINOBY | po3uuH Ans iH'ekuin TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/15902/01/01
JIIH NOAWHN | 10%; no 1,5 mn B "BIOPAPMA MIA3SMA", 3MinHu | TMNY - AgMiHICTpPaTUBHI 3MiHW. BunyyeHHs peuenmom
HOPMAIJIbHWU | amnyni; no 10 amnyn MNA3SMA" YkpaiHa; BUPOOHMYOT AinbHULUI (BKITHOYAKOYM AiNbHALI ANst
n- y navui (BpOBHMLTBO, A®I, npomixxHoro npoaykTy abo rorosoro
BIOOAPMA nepBuHHe Ta nikapcbkoro 3acoby, AinbHuULI Ans NpoBeAeHHS
BTOPUHHE nakyBaHHs, BAPOOHUKA, BiANOBiganbHOro 3a
nakyBaHHS, BUWMYCK Cepili, MicLie NPOBEAEHHS KOHTPOMO cepii)
KOHTPOMb SIKOCTI, abo nocTavanbHKKa BUXigHOrO Matepiany,
BUWMYCK Cepil; peareHTy abo AOMOMIKHOT PEYOBUHM (SIKLLIO
BTOPUHHE 3a3Ha4YeHO Y 0CbE) - BUNYYEHHS BUPOOHUYOT
nakyBaHHs1); AinbHUUi 3a agpecoto YkpaiHa, 09100, Kuiscbka
TOB "3 o6n., m. bina Llepkea, Byn. KuiBcbka, 37,
"BIODAPMA BignoBiganbHOi 3a NPOBEAEHHSI KOHTPOSO SIKOCTI.
YkpaiHa
102. | IHCYNIH NOPOLLIOK AT YkpaiHa BiokoH IHais BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: - UA/15743/01/01
FMAPIIH (cybeTaHuis) B "®apmak” Banonogxuke 3MiHu |l Tuny: 3miHum 3 sikocTi. ADI. (iHwWwi 3mMiHn)(B.1.
(AHK- CKNsAAHMX GaHKkax Jlimiteg (x),11). OHoBNEeHuU po3gin 3.2.S.2.3 Big BUPOOHUKA
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n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
PEKOMBIHA KOPUYHEBOIO Biocon Biologics Limited, IHais HapaeTbcs. B
HTHUNA) KOnbopy Ansa oHOBIEeHoMy po3gini 3.2.S.2.3 Biabynucs HacTynHi
bapmaLeBTUYHOrO 3MiHu: 1) Mporpama TecTyBaHHA CTabinbHOCTI
3acTocyBaHHA ronoBHOro 6aHKy KniTuH (NepiognyHiCTb Ta TeCTK

Ans nepesipku cTabinbHocTi). faHa 3miHa
noB’si3aHa 3 pekomeHaauismu kepisHmuTe ICH
Q5D, WHO Annex 1 (Technical report No. 878) Ta
USP chapter 1044 ans pocnigxeHb ctabinbHocTi
6aHKy KniTUH. 2) BknoyeHHs BTOPUHHOIO
ronoBHoro 6aHky knitnH (sMCB) go cuctemmn
KNITUHHUX GaHkiB. [laHa 3MiHa noe’sisaHa 3
HeobXxigHicTio onepadiiHoro 3abeaneyveHHs
HasiBHOCTI GaHKiB KNiTUH Ans ManbyTHIX cepilt, a
TaKoX ANA CTBOPEHHS HOBOI NapTii 6aHKy KMiTuH
iHCyniHy rmapriHy 4ns npouecy BupobHuuTea. 3)
3miHa B cneundikaii 4ns aueToHiTpuny (goaaHa
MOXIMBICTb BUKOPUCTAHHS BiHOBINEHOIO
aLUeToHITPMNY Ha AoAaToK A0 CBIXOro
aueToHiTpuny). [laHa 3aMiHa nos’si3aHa 3
HeoOXigHICTIO onepauiHOi BUMOTY LWoA0
3abe3neyeHHs HasiBHOCTI CUPOBUHW NS
6e3nepepBHOro npoLecy Ta Lo 3MiHy byno
ouiHeHo 3 BpaxyBaHHam ICH Q7. 3minu | Tuny:
3MiHun 3 skocTi. ADl. BupobHuuTBO. 3MiHM B
npoueci BupobHmuTea AP| (He3HayHa 3miHa y
npoteci BupobHuutea Adl). B oHoBneHomy
po3gini 3.2.S.2.2 6ynu BHeCEHi HE3HaYHI 3MiHK
MNoB’si3aHi 3 MOCTIMHMM BAOCKOHANEHHAM Ta
OnTUMI3aLiero TEXHOMONYHOro npotecy. 3MiHu He
BMNMBAIOTb Ha SKICTb nNpoaykuii. 3miHu | Tuny:
3miHu 3 akocTi. A®I. KoHTponb A®Il. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctummnx
MeX, BU3HAYEHWX Yy cneuundikadisx Ha A®l, abo
BUXiOAHUA/MPOMIXXHWUI NpOJYyKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSH Y npoLeci BupobHuutea API
(iHLWi 3miHW). 3MiHK B cneumdikauii 3a NOKasHUKOM
«3anuLKoBi po34MHHKKMY. OHOBNEHO PO3Ain
3.2.S.4.1 Big BnpobHuka Biocon Biologics Limited,
IHais. B oHoBneHomy po3gini 3.2.5.4.1 o
nokasHuka «3anuLKoBi opraHiyHi PO34UMHHUKMY
[0[aTKOBO BBEAEHO KOHTPOIb eTunaveraTty. [laHa
3MiHa npoBeAeHa BUPOOHNKOM B paMKax
npoLiegypHOro BOOCKOHaNEeHHs. Y 3B’A3Ky 3
OHOBMEHHAM crneundikauii ansg cybetaHuii IHcyniH
rnapriH, BupobHuka Biocon Biologics India Limited,
IHAis paHa 3aMiHa BHocATbCA Takox B MKA go
po3ainy «3anuLIKoBi OpraHiyHi PO3YMHHUKWY, a
came: ofaHO KOHTPOIb eTunaueTaTy y
BiANOBIAHOCTI 10 AOKYMeHTaUii BUpoGHMKa. 3MiHK




49

[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

| Tvny: 3miHn 3 skocTi. A®I. KoHTponb A®I. 3miHa
y MeToaax BunpobysaHHs APl abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y Npoueci BUpobHuLTea ADI
(He3HayHi 3MiHM y 3aTBEPMKEHNX MeToAax
BUNpobyBaHHs). 3MiHM B MeTOAax KOHTPOSIO 3a
nokasHukoM «laeHTudikauis». OHoBRNEHO po3ain p
3.2.8.4.2 Big Bupo6Huka Biocon Biologics Limited,
IHais. B oHoBneHomy po3aini 3.2.5.4.2 B
aHaniTM4YHi MeToaMKM 3a NOKa3HUKOM
«lpenTndikauis. MeToag nenTMAHOrO KapTyBaHHA»
nNpUBEAEHO Yy BiANOBIAHICTL 40 BUMOT MOHOrpadii
€Bponeicbkoi papmakonei «Insulin Glargine».
[aHa 3miHa BHocATbCS Takoxk B MKA. 3MminHn |
Tmny: 3MiHn 3 sikocTi. ADI. KoHTponb A®I. 3miHa y
mMeTogax BunpobyBaHHst APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo
BUKOPUCTOBYETHLCS Y Npoueci BUpobHuutea APl
(He3HayHi 3MiHM y 3aTBEPAXEHUX MeToaax
BMNpobyBaHHs). 3MiHM B METOAax KOHTPOMIO 3a
NOKa3HUKOM «Binkv BUCOKOMOMEKYNSPHI».
OHoBneHo po3ain p 3.2.S.4.2 Big BupobHuka
Biocon Biologics Limited, IHais. B oHoBneHomy
po3aini 3.2.S.4.2 B aHaniTM4Hy MeTOAUKY 3a
NOKa3HUKOM «Binku BUCOKOMONEKYNSAPHI»
NpvBEAEHO Y BiANOBIAHICTb 4O BUMOT MOHorpadii
€Bponelicbkoi hapmakonei «Insulin Glargine».
[aHa 3miHa BHocATbCS Takox B MKA. 3MiHn |
Tuny: 3miHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y
MeTogax BunpobyBaHHs ADI abo BuxigHoro
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeTodax BUNPOBYBaHHS (BKIOYaK4n
3amiHy abo gonoBHeHHs) AD| abo
BVXi[iHOro/NnpoMiXKHOro MPOAYKTY). 3MiHM B
MeToAax KOHTPOIO 3@ NMOKa3HUKOM
«OpHonaHutoroBuii nonepegHuk». OHOBNEHO
po3gin p 3.2.S.4.2 Big BMpobHuka Biocon Biologics
Limited, IHais. B oHoBneHomy po3gini 3.2.5.4.2 B
aHaniTMYHy MeTOAMKY 3a NMOKa3HUKOM
«OHONaHLIOroBuii NonepeaHvK» BHECEHI
YTOYHEHHS B paMKax YAOCKOHANeHHS aHaniTM4HnX
MeToauk. [laHa 3amiHa BHOCATbCA Takox B MKA.
3minu | Trny: 3miHm 3 skocTi. A®Il. KoHTponb AdI.
3miHa y MeTofax BunpobyBaHHs A®I abo
BMXiiHOro MaTtepiany/npoMixxHoro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoteci BupobHuuTea AP (iHwWwi 3MiHM y MmeToaax
BUNpobyBaHHs (BKMNoYakouM 3amMiHy abo
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nonoBHeHHs1) A®I abo BUXigHOro/NPoMixKHOro
npoaykTy). 3MiHM B METOAAX KOHTPOSIO 3a
nokasHmkom «LiMHk». OHOBMNEHO po3ain p
3.2.5.4.2 Big BMpo6Huka Biocon Biologics Limited,
IHais. B oHoBneHomy po3aini 3.2.5.4.2 B
aHaniTM4Hy MeToAMKy 3a NokasHMKoM «LInHK»
BHECEHi YTOYHEHHS B pamMKax yAOCKOHANeHHs
aHaniTMYHMx meToamk. [laHa 3amiHa BHOCATLCSA
Takox B MKA. 3MiHu | Tuny: 3miHm 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y meToaax BunpobyBaHHS
A®| abo BmxigHOro matepiany/npoMixHoro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®I (iHwi 3mMiHK y MeTogax
BUNpobyBaHHs (BKMo4aoum 3amiHy abo
nonoBHeHHs1) A®| abo BuUxigHOro/npomixkHOro
npoAykTy). 3MiHM B MeToAax KOHTPOMIo 3a
nokasHmkom «CynpoBifHi AomilLkuy. OHOBREHO
po3ain p 3.2.S.4.2 Big Bupo6Hmka Biocon Biologics
Limited, IHais. B oHoBneHomy po3aini 3.2.5.4.2 B
aHaniTM4Hy MeToamnKy 3a nokasHukom «CynposigHi
AOMILLKN» BHECEHI YTOUYHEHHS B pamKax
YAOCKOHaNeHHs aHaniTuiyHux metoauk. flaHa
3MiHa BHOCATbCA Takox B MKA. 3minm | Trny:
3MiHu 3 skocTi. ADI. KoHTponb A®PI. 3miHa y
mMeTogax BunpobyBaHHsA ADI abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeTodax BUNPOBYBaHHS (BKIOYaK4n
3amiHy abo gonosHeHHs) AD| abo
BVXiHOro/NpOMiXKHOro NPOAYyKTY). 3MiHM B
MeToAax KOHTPOIHo 3a nokasHnkoM «KinbkicHe
BU3Ha4eHHs.». OHoBreHo po3ain p 3.2.5.4.2 Bia
BMpo6HUMKa Biocon Biologics Limited, IHgis. B
OHOBReHoMy po3aini 3.2.S.4.2 B aHaniTUYHY
METOAMKY 3a Noka3HuKoM «KinbkicHe
BW3HAYEHHS.» BHECEHI YTOYHEHHS B pamKax
YAOCKOHaNeHHst aHaniTuiyHux metoauk. flaHa
3MiHa BHOCATbCA Takoxk B MKA. 3mibm | Trny:
3miHm 3 akocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobyBaHHs ADI abo BuxigHoro
marepiany/npoMixXHOro NPoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y NpoLeci BUpobHuutea AdI
(iHWi 3MiHM y MeTodax BUNPoGyBaHHS (BKMOYa4uu
3amiHy abo gonoBHeHHs) AD| abo
BVXi[{HOro/NpoMiXKHOro MPOAYKTY). 3MiHM B
MeToAax KOHTPOSHO 3a NMOKa3HUKOM «Binku KniTuH
rocnogapsi». OHosneHo po3gin p 3.2.5.4.2 Big
BMpo6GHuKa Biocon Biologics Limited, IHgisa. B

OoHoBneHoMy po3aini 3.2.S.4.2 B aHaNiTU4HY
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METOOUKY 3a NOKa3HUKOM «Binku KniTuH
rocnogapsi» BHECEHi YTOUYHEHHSI B paMKax
YAOCKOHaNeHHs aHaniTuiyHux metoauk. flaHa
3MiHa BHOCATbCS Takok B MKA. 3MiHm | Tuny:
3MmiHm 3 akocTi. A®I. KoHtponb A®I. 3miHa y
mMeTogax BunpobysaHHst APl abo BuxigHoro
maTepiany/npoMixXHOro NPOAYKTy/peareHTy, LWwo
BMKOPWUCTOBYETLCS y Npoueci BUpobHuutea AdI
(iHWi 3mMiHK y MeTodax BUNPOOYBaHHS (BKIOYaum
3amiHy abo gonoBHeHHs1) A®Il abo
BWXifHOro/NnpoMiXXHOro NPOAYyKTy). 3MiHM B
MeToAax KOHTPOS 3a nokasHukoM «AHK knituH
rocnogaps». OHoBneHo po3ain p 3.2.5.4.2 Big
BMpobHmka Biocon Biologics Limited, IHais. B
OHOBIieHOMY po3aini 3.2.S.4.2 B aHaniTU4Hy
METOAUKY 3a nokasHukoM «AHK kniTuH
rocnogapsi» BHECEHi YTOUYHEHHSI B paMKax
YAOCKOHaNeHHs aHaniTuiyHux metoauk. flaHa
3MiHa BHOCSATbCS Takoxk B MKA. 3MiHm | Tuny:
3miHn 3 akocTi. A®l. KoHtponb A®I. 3miHa y
mMeTogax BunpobysaHHst APl abo BuxigHoro
maTepiany/npoMixXHOro NPoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETLCS y NpoLeci BupobHuutea AdI
(iHWi 3mMiHK y MeTodax BUNPOOYBaHHS (BKIOYaum
3amiHy abo gonoBHeHHs1) ADI abo
BVIXi[HHOro/npoMiXKHOrO MPOAYKTY). 3MiHM B
MeTOoAax KOHTPOSIO 3a MOKa3HUKOM «3anuLLKoBi
po34nHHUKMY» . OHOBNEHO po3ain p 3.2.S.4.2 Big
BMpo6HvKa Biocon Biologics Limited, IHgisa. [o
nokasHuka «3anuLKoBi opraHiyHi PO34UMHHUKMY
[04aHo KOHTponb eTunaueTaty. [laHa 3miHa
BHOCHATbCHA Takox B MKA. 3minm | Tuny: 3miHm 3
akocTi. A®Il. KoHtponb A®I. 3miHa y meTogax
BunpobyBaHHst APl abo BMxigHOro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeToAax BUNPOBYBaHHS (BKIOYaK4K
3amiHy abo gonosHeHHs) ADI abo
BVIXi[{HOro/NpoMiXKHOro MPOAYKTY). 3MiHM B

MeToAax KOHTPOIHo 3a MNoKa3HMKoM «BmicT
avmeTtundopmamigy». OHOBNeHo po3ain p
3.2.5.4.2 Big BMpobHuka Biocon Biologics Limited,
IHais. B oHoBneHomy po3aini 3.2.5.4.2 B
aHaniTMYHy MeTOAMKY 3a nokasHukom «Bmict
AnmeTundopMamiay» BHECEHI YTOYHEHHS B
pamkax yAO0CKOHaNeHHs aHaniTM4HNX MeToaVK.
[aHa 3miHa BHocATbCs Takox B MKA. 3MminHu |
Tmny: 3miHn 3 skocti. A®Il. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa y
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6e3nocepepHin ynakosui AP (iHwi 3miHn). Po3gin
3.2.8.6. OHoBneHo po3ain 3.2.S.6 Bia BUpoGHMKa
Biocon Biologics Limited, IHais HagatoTbea. B
OHoBreHoMy po3gini 3.2.S.6 Biabynucsa HacTynHi
3MiHK: 1.36inbLUEHO MakcMMarbHa EMHICTb
KOHTEWHepy Anst NepBMHHOI ynakoBku Big 1000 mn
no 2500 mn. [laHa 3miHa 3gificHeHa BUPOBHMKOM 3
METOH MiHiMi3auii KiNbKOCTI NNSALWOK, AKi
BMKOPWCTOBYIOTBCS AN NEPBUHHOIO NaKyBaHHs Ta
Ans nonerweHHs poboTy, Wo J03BONSE
CKOPOTUTM Yac NEPBUHHOTO MaKyBaHHSI. 2.
BBepneHHs go po3ainy 3.2.S.6 gogaTkoBoi
iHdbopMaLii CTOCOBHO BTOPMHHOI yNakoBkU. 3MiHM |
Tuny: 3miHn 3 akocti. A®l. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3acit. 3miHn
napameTpiB cneuudikauin Ta/abo gonyctummx
MeX, 3a3HavYeHux y cneumdikauisx, ans
6e3nocepenHboi ynakoBkn AP (iHLi 3miHM).
Po3gin 3.2.S.6. OHoBneHo po3ain 3.2.S.6 Big
BUpobHMKa Biocon Biologics Limited, IHais
HagatoTbes. B oHoBneHomy po3sgini 3.2.S.6
npuBegeHo cneundikauii Ha NepBUHHY YNakoBKy Y
BignoBigHicTb Ao dapmakonei CLLUA.

108.

KANPEOMIL
WH

NOPOLLIOK A4S
PO34MHY AnS iH'eKLin
no1,0r;y
dnakoHax

NAT
"Kuismegnp
enapat”

YkpaiHa

MAT

"KuiBMmegnpenapa

T

Ykpaina

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3miHu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3acib (iHWi 3MiHK) - BUNYyYeHHs 3 p. 3.2.P.7.
CucTemMa koHTelHep/ 3aKynoptoBarnbHuUiA 3acio
HalMeHyBaHHSA ipM-BUPOBHMKIB MEPBUHHNX
nakyBanbHUX MaTepianiB (CKNAHUX nakoHiB) Ta
BMPOGHMKIB cknsiHUX conakoHiB BAT «MepacTeknoy,
r. KnuH, Pocis Ta OAO «TyinmasuncTeknoy, Pocis.

3a
peuenmom

UA/9885/01/01

104.

KEHANOT 40

cycneHsisa Ans
iH'ekuin, 40 mr/mn no
1 mn B amnyni; no 5
amnyn y 6nicrepi; no
1 6nictepy B
KapTOHHIN kopobLyi

KPKA, 8.4,
HoBo mecto

CnogBeHisi

KPKA, a.4., HoBo
MecTo

CnoBeHisi

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHW). 3MiHM BHECeHI

00 [HCTPYKUiT ANA MeANYHOro 3aCToCyBaHHS
nikapcbkoro 3acoby ao po3aginy "lMo6iyHi peakuii”
Loao 6e3nekn 3acTocyBaHHA MikapcbKoro 3acoby

BignoBigHo Ao pekomenaauin CMDh EMA.

BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicnsa

3aTBepAKeHHs. 3MiHn Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ans

MEAMYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM

[OaHUMW 3 SIKOCTi, AOKMIHIMHUMU, KMiHIYHUMK
OaHMMK Ta JaHuMK 3 chapMakoHarnsgy.
3MiHu BHeceHi Ao IHCTpyKUii Ans MeanMyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis

3a
peuenmom

He
nidnsieae

UA/0463/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi BMAau B3aemogin", "OcobnusocTi
3acTocyBaHHA" (y TOMy 4mchi "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaat”),
"MobiyHi peakuii" BignoBigHO 4o MaTepianis
peecTpauiiHoro gocke. BeBegeHHs 3MiH npoTsrom
6-TV MicauiB nicns 3aTBepaKEHHSA

105.

KIMALE®®

NOPOLLIOK A4S
PO34MHY ANg iH'eKUin
no 1,5r; 1 conakoH 3
MOPOLLKOM Y MayLi

MAT
"Knismegnp
enapar"”

Ykpaina

MNAT
"KuiBmegnpenapa
™

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuui nikapcbkoro 3acoby, TeKkcTi
MapKyBaHHS Ta iHCTPYKLii AN MeAnYHOro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3neku nikapCbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHNX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHoMm)
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acToCcyBaHHs Nikapcbkoro 3acoby Ao po3sainis
"OcobnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BignosigHo fo pekoMeHaauih PRAC. TepmiH
BBeJEHHS 3MiH - NpoTArom 6 Micsuis nicns
3aTBEPKEHHS.

3a
peuenmom

He
nidnsieae

UA/0501/01/02

106.

KIMALIE®®

NopoLLOK Ans

PO34MHY Ans iH'eKLin
no 0,75 r; 1 donakoH
3 MOPOLLKOM y navui

NAT
"Kniemeanp
enapat”

YkpaiHa

NAT
"KviBmepnpenapa
™

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHuX maTepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta dhapmakoHarnsaay. 3miHa y KopoTKin
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHui nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
npoBeAeHNX BiANoBIigHO A0 NnaHy negiaTpudHnx
pocnimkers (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHoMm)
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaMYHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHs" Ta "MobivHi peakuii”
BignoBigHo o pekomeHaauin PRAC. TepMmiH
BBEAEHHS 3MiH - NPOTArom 6 MicsiliB nicns
3aTBEPOKEHHS.

3a
peuenmom

He
nidnseae

UA/0501/01/01

107.

KNATIHON®

TabneTkn, BKpUTI
obonoHkoto, no 500
Mr + TabneTtku,
BKPUWTi OBOJIOHKOH,

OPTAHOCU
H
NAVGCAEH
CU3 (E®

OAE

EBepTomkeH
Jland CaeHcums
TimiTen

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3minHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta cbapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHEeHUX AaHuX Npo cucTemy

3a
peuernmom

UA/5974/01/01




54 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 250 mr + kancynu 3ET ) thapmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX gaHux
no 30 mr; npo cuctemy papmakoHarnagy, amiHa
KoMbBiHoBaHWU Habip YyNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
Ans nepoparnbHOro 3AiNCHEHHS hapMaKoHarnsgy; KOHTakTHoi ocobu 3
3acTtocyBaHHs Ne42: hapmakoHarnsagy 3asiBHUKa Ans 30iNCHEHHS
2 TabneTkM XKOBTOro dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
KONMbOPY Kpyrnoi Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
dopmu (TuHigasony) 3AiNCHEHHSA hapmakoHarnsgy (BKoYaym
+ 2 TabneTtku KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
XKOBTOrO KONbOpY mMacTtep-darina cuctemmn papmakoHarnagy) -
posracToi hopmu 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobu
(knapuTpoMiunHy) + 3asBHMKa, BiANOBIiAanbHOI 3a hapMakoHarnag, B
2 kancynum YKpaiHi.
(naHconpasony) - y
cTpwni, no 7 cTpunis
Yy KapTOHHIN navui;
KOMGiHOBaHWI Habip
Ons nepoparnbHOro
3acTtocyBaHHA Ne42:
2 TabneTkM XOBTOro
KONbOPY KPYrnoi
dopmu (THHIgasony)
+ 2 Tabnetku
)KOBTOrO KOJbOpY
nosractoi hopmu
(knapuTpomiuuHy) +
2 kancynu
(naHconpasony) — y
Gnictepi, no 7
GnicTepiB y
KapTOHHIN navui
108. | KNNEBA3OJ® | kpem BariHanbHUK, MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/12647/01/01
no 20 ry Ty6i; no 1 "®ITOPAPM "®ITOPAPM" 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom

Ty6i pasom 3 3
annikatopamu B
nayui

Ta cbapmakoHarnsgy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux nNpo cuctemy
dapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosiganesHoi 3a
30iACHEHHS1 (hapMakoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
mMacTtep-carina cuctemu capmakoHarnagy). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a papMakoHarnsag.
3miHa Micue3HaxomKeHHs1 macTep-caiina
cvucTeMu dpapmakoHarnsigy Ta oro Homepa. 3MiHa




55 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
MicLS 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy.
109. | KOMBICIMNA3 TabneTtkn, BKpUTI OPIrAHOCHU OAE EBepTomkeH IHgis BHECEHHS 3MiH O peecTpaLinHMX maTepianis: - UA/15711/01/01
M® NniBKOBOO H INand CaeHcus 3MinHu | TUNY - 3milu Wono 6e3nekun/echeKTUBHOCTI
FACTPOKOM | o6onoHkoto in bulk TNANGCAEH Timiteq Ta (hapmakoHarnsigy. BeegeHHs abo 3miHn oo
POPT no 5000 TabneTok y CH3 (Ed y3aranbHEeHUX AaHuX Npo cuctemy
NOABIAHMX 3ET ) apmakoHarnsay (BBeAeHHS y3aranbHEeHNX AaHWX
nonieTuneHoBmx npo cuctemy cdapmakoHarnagy, amiHa
nakeTtax YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
34iicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bi, yNOBHOBaXeHOT ocobu, BianosiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWUX KOHTAKTHOI 0COOU 3asiBHUKA,
BiANOBIganbHOI 3a hapmakoHarnag B YkpaiHi.
110. | KOMBICIA3 TabneTkn, BKpUTI OPrAHOCU OAE EBepTomkeH IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/15710/01/01
M® NniBKOBOKO H Jland CaeHcms 3miHn | TMny - 3miHn Wwopo 6e3nekn/epekTMBHOCTI peuenma
FACTPOKOM | oGonoHkoto rno 10 NANPCAEH NimiTen Ta hapmakoHarnsay. BeeaeHHs abo 3miHM oo
DOPT TabneTtok y 6nictepi; CUN3 (E® y3aranbHeHUX AaHux npo cuctemy
no 1 abo 2 6nictepu 3ETI) apmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
y nayui 3 KapToHy npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBAXEHOI 0cobu, BignosigansHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTaKTHOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0CO0M, BiANOBiganbHoI 3a
30iACHEHHSs hapmakoHarnsgy (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
macTtep-darna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu 3asiBHWMKa,
BifgnoBiganeHoi 3a dpapMakoHarnag B YKpaiHi.
111. | KOHTPOJIOK | nopowok ans Takepa HimeuuunH BUPOOHMLTBO 3a HimeyuunHa/ BHECEHHS 3MiH JO peECTpaLinHMX maTepianis: 3a UA/0106/02/01
® PO34MHY AN iH eKuin m6X a NOBHWUM LIMKIMOM: ITanis/ 3miHu | TNy - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUii peuenmom
no 40 wr; 1 cornakoH Takepa M'mM6X, Moptyranis 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.

3 MOPOLLIKOM Y
KapTOHHiIl kopobui

HimeuumnHa;
BMPOGHMLUTBO
Hepo3dacoBaHoi
npoaykuii,
nepBUHHE
naKyBaHHS:
MaTteoH ITania
C.M.A., ltanis;
Baccep0byprep
ApuHanmviTTensae
pk T'M6X,
HimeyyuHa; Xikma

3miHa napameTpiB cneundikauin Ta/abo
[OMNyCTUMMX MEX rOTOBOTO MikapCbkoro 3acoby
(BHECEHHS 3MiH 40O LOCLE MICNsi OHOBMEHHS
3aranbHOi CTaTTi Ha roToBY fikapcbky hopmy y
OdY/Esponeiickkini hapmakonei) BHeceHHst 3MiH
[0 AOCbe Micrnsi OHOBIEHHSI 3aranbHOi CTaTTi Ha
rotoBy nikapcbky dopmy y EP «[MNpenapatn gns
napeHTepanbHoro BeefeHHs (0520)». BkntoyeHo
nocunaHHs B cneumadikauii ons napamerpa
«Buammi yactkn» Ha 3aranbHun p.5.17.2 ans
[0AaTKoBMX BKasiBOK. B n. «Buanmi yactkm»
«Solution virtually free of visible particles»
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3aMiHeHo Ha «Solution practically free of visible

dapmackioTika
(Moptyranis),
C.A., MNMoptyranis;
BUPOBHMK
BignosiganbHUn
3a KOHTpOIb
sikocTi: Jla6op JIC
CE enp Ko. KT,
HimeuyunHa

particles». MNapameTp cneumndikadii «[po3opicTb»
3 BUMOTOIO «MPO30PUIA» i MOCKMaHHAM Ha onuc
aHanitnyHoro metoay EP 6yae BunyyeHo 3i
cneumdikauii M3, a onnc posynHy nicns
PO34nHEHHs Byae 3MiHEHO 3 «NPO30pUNA,
)KOBTYBATU1 PO3YMH» HA «PO34UH Big 6e3bapBHOro
[0 KOBTYBaTOro KOnbopy», o6 Bignosigatn
Bumoram EP. BBegeHHs1 3MiH npoTarom 6-tu
MicsiLiB nicnst 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK
3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOoOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(oHOBMNEHHSA npoueaypy BUNPoOyBaHHS ANs
NpUBEAEHHSA Y BIANOBIAHICTb 3i 3MiHEHOO
3aranbHoto ctatTeto [IOY abo €BponencbKoi
dapmakonei) OHOBNEHHS npoueaypu
BUNpobyBaHHsA Ans TecTy «PO34MHHICTE» Ans
NpUBEAEHHSA Y BIANOBIAHICTb 3i 3MiHEHOO
3aranbHoto ctatTeto EP «[Mpenapatu ans
napeHTepanbHoro BBegeHHs (0520)», a came —
BuaaneHHs iHdbopmalii, noB’ss3aHoi 3 TeCTOM Ha
npo3opicTb. BBeAEHHs1 3MiH NpoTArom 6-Tn micsiuiB
nicna 3aTBepaXXeHHsi. 3MiHu | Tuny - 3miHn 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro Nnikapcbkoro 3acoby. 3miHa y meToaax
BMNPoOYyBaHHS rOTOBOrO NikapCbKoro 3acoby
(oHOBREHHS npoLieaypy BUNpoGyBaHHS Ans
NPVBEAEHHS Y BiANOBIOHICTb 3i 3MiIHEHOIO
3aranbHoto ctatteto [JPY abo €sponeicbkoi
dapmakonei) OHOBMEHHs npoLeaypu
BunNpobyBaHHs Ansa Tecty «CTyniHb 3abapBneHHs»
ONs NnpyBeAeHHs Y BIANOBIAHICTb 3i 3MiHEHOIO
3aranbHoto ctatTeto EP 2.2.2 «CtyniHb
3abapBreHHs piguHUY», a caMe — BULaneHHs
nocunaHHA Ha «metoay ll» (BisyanbHuii meTon).
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHu | TUNy - 3MiHM 3 AKOCTI.
["oToBMI Nikapcbknii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiH1) OHOBMNEHHS BXe
3aTBEPAKEHNX METOLIB KOHTPOIO SKOCTI
nikapcbkoro 3acoby, a came BMKINageHHs TEKCTY
[Aep>kaBHOK MOBOIO 3riJHO Cy4acHUX BUMOT.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy (iHwi
3MiHNn) BHeceHHs 3miH fo po3ainy “MapkyBaHHS”
MKA N3”: 3aTBepmkeHo: TekcToBas MapkupoBka

ynakoBku (Mpunaraetc) 3anponoHoBaHo:
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MapkyBaHHs (3rigHo i3 3aTBEpPAKEHNM TEKCTOM
MapKyBaHHs1). BBeaeHHs 3amiH npoTtarom 6-tu
MicsUiB Micnsa 3aTBEPAXEHHS
112. | KOTENNIK® TabneTku, BKPUTI TOB "Pou Ykpaina Brpo6HuuTBO LLisenuapis/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3a He UA/15199/01/01
NniBKOBOO Ykpaina" Hepo3dacosaHoi Himeyumna/ | 3minu Il Tuny - 3miHm wopo 6e3nekv/edekTMBHOCTI | peuenmom | nidnszae
obonoHkoto, no 20 npoaykuii, ITanis Ta hapmakoHarnsgy. 3MiHu y KOpoTKin
Mr; no 21 Tabnetuiy BUMNPOBYBaHHS XapakTepuCTULL NikapCbKoro 3acoby, TeKCTi

GnicTepi; no 3
Gnictepn y
KapTOHHil kopobui

KOHTPOIIO SKOCTI
npu BUMYCKY
(mikpobionoriyHa
yucToTa):
®.XodhdpmaHH-I1s
Pow ITa,
LLiBeviLapis
Bupo6HuLTBO
Hepo3dacoBaHoI
npoaykuii,
BMNPOOYBaHHS
KOHTPOIMHO SIKOCTI
npu ctabinbHocTi
Ta BUMycKy (oKpim
MikpoGionoriyHoi
YNCTOTH):
Ekcenna MmoX
eHa Ko. KT,
HimeuunHa
BunpobyBaHHsi
KOHTPOIHO SIKOCTI
npv BUMYCKy:
®.XodhdpmaHH-I15
Pow ITa,
LLiBeviLapis
BunpobyBaHHsi
KOHTPOIHO SIKOCTI
npu ctabinbHocTi
Ta BUMYCKY
(mikpobionorivyHa
yncToTa):
JNa6op NC CE enp
Ko. KI",
HimeyunHa
[MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BUMNpPOBYBaHHS
KOHTPOIMIO SIKOCTI
npu ctabinbHoCTi:
Oenbdapm
MinaHo, C.P.J1,,

MapKyBaHHS Ta IHCTPYKUIT ANS MEeANYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW AaHUMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMW JaHUMK Ta

OaHumu 3 papmakoHarnagy - 3MiHM BHeCEHO A0
IHCTPYKUIii 4NS MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao posginis "®apmMakonoriyHi
BnacTueocTi", "OcobnmBocCTi 3acTocyBaHHS"
BiAMNOBIAHO A0 pe3ynbTaTiB gocnimpkeHHs ML
39302.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepakeHHs. CynyTHst 3MiHa - 3MiHU Woao
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHbL Ta yMOB
BUAa4i peecTpauinHoro NocBig4YEHHS, BKNOYa41m
MnaH ynpaBniHHA puankamm (3acToCyBaHHS
3MiH(K), siKi(a) BUMaratoTb(€) NogansLIoro
06r'pyHTYBaHHS1 HOBUMW JOAATKOBUM AaHUMU, LLO
MaloTb HajaBaTUCs KOMMETEHTHUM OpraHoM,
OCKiIbKN BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) 3asiBHUKOM HagaHo
OHOBJEHWI NNaH ynpaBniHHA pUu3vMkamMun Bepcis
5.1. 3miHn BHeceHo 10 yacTuH: |l «Cneuudikauis 3
6e3nekny, lll «MnaH 3 dpapmakoHarnsgy», VII
«[dogaTkny y 3B’A3Ky 3 BUAANEHHAM pesynbTarTis
nocnigpkeHHss ML39302.
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ITanis
Bunyck cepil:
®. XodhdpmaHH-I15
Pow Ita,
LLiBeviuapis
113. | KPAMNNI Kpanni opanbHi; no MPAT YkpaiHa MPAT YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 UA/8872/01/01
3ENEHIHA 25 mn y donakoHax "®ITOPAPM "®ITOPAPM" 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI peuenma
" Ta cbapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHNX AaHuX Npo cUcTemy
dapmakoHarnsagy (BBeAeHHS y3ararnbHeHUX AaHuX
npo cuctemy papmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bif, yNOBHOBaXeHOT ocobu, BianoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
MacTep-caina cuctemm chapmakoHarnsay). 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXXEHOI 0cobu
3asiBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag,.
3MiHa Micue3HaxompkeHHs MacTep-danna
cvcTeMun dhapmakoHarnsaay Ta noro Homepa. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsagy.
114. | KCE®OKAM® | nopoluok ans AciHo LLisenuapi Baccepbyprep Himeuunna/ BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a UA/2593/02/01
PO34MHY AnS iH'eKuin dapma Al A ApuHanmiTTenbee ABCTpis 3MiHu | Tuny - 3miHn 3 sikocTi. A®L. KoHTponb ADL. peuenmom
no 8 mr; 5 nakoHis pk F'M6X, 3miHa y MeTofax BunpobyBaHHss A®I abo
3 NMOPOLLIKOM Y Himeuunna BVIXifHOro MaTtepiarny/npoMixxHoro
KapTOHHiI kopobui (BUpOBHMLTBO npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
Hepo3dacoBaHoi npoteci BupobHuuTea API (iHwi 3MiHM B MeToAax
npoaykuii, BMNpobyBaHHs (BKMoYaoum 3amiHy abo
nepBUHHE [OOMOBHEHHS1) ANS peareHTy, WO He CNpUYKHSIE
nakyBaHHs1); icToTHOro BNnuBY Ha sikictb A®I). 3MiHa po3yuHy,

Takepa ABcTpis
'm6X, ABCTpis
(BTOPUHHE
nakyBaHHs Ta
BUWMYCK Cepiit)

LLIO BUKOPUCTOBYETLCS AMNS BUSHAYEHHS PO3MIpY
yacTok B A®I JlopHokcrkam (po3unH tensed
3amiHeHo Ha po3ynH Nonidet P40). 3minu | Tuny -
3miHm 3 akocTi. A®l. KoHtponb A®I. 3miHa y
MeToaax BunpobyBaHHs ADI abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEpAXEHNX MeToAaxX
BUNpobyBaHHs1). 3MiHa BUMiptoBarnbHOro npunagy
ANs BU3HaUYeHHS rpaHynomeTpuyHoro cknagy Adl
JlopHokcukam, a came- Malvern Mastersizer 2000
3aMiHeHo Ha HoBiwy mogenb Malvern Mastersizer
3000, wo Bignosigae cy4acHoOMy piBHIO
aHaniTu4Horo obnagHaHHs. 3MiHu | Tuny - 3miHu 3
skocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

crneungikauii Ta/abo gonycTMMmMx Mex,
BM3Ha4eHux y crneundikauisx Ha Adl, abo
BUXIOHWA/NPOMDKHWUIA NPOAYKT/peareHT, LWo
BUKOPMCTOBYHOTLCS Y Npoueci BupobHuutea AdI
(nopaBaHHsA abo 3amiHa (3a BUHATKOM aKTUBHOI
peyoBMHM GionoriyHoro abo iMyHONOriYHOro
NOXOMKEeHHs) napameTpa cneumdikaLii 3
BiAMNOBIAHMM METOAOM BUNPOBYBaHHS 3a
pesynbTatamu gocrigxeHb 3 6e3nekn abo SKocTi).
[opaBaHHs TeCTy Ha BU3HaYeHHs1 «bakTepianbHUX
€HOO0TOKCHHIBY 3rigHo 3 Ph. Eur. 2.6.14 (meToa C)
B crneumdikaito Ha AdI.
3MinHn | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADL.
3miHa y napameTpax cneuudikauin Ta/abo
[ONyCTUMMX MEX, BU3HAYEHMX Y cnelmdikauiax
Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
NPOAYKT/pearexT, Lo BUKOPUCTOBYHOTLCH Y
npoveci BupobHuutea AP| (BUyYeHHS
HEe3Ha4yHOro NokasHuKa siKocTi (Hanpuknag,
BUITYYEHHS 3acTapinoro nokasHuka)). BunyyeHHs
TECTY Ha BMICT «Baxkux meTanis» 3i cneumdikauii
Ha A®I. BHeceHHs peaakLuinHMX 3MiH 4o
cneumdikauii, Wob npvBecTy ii y BIiANOBIAHICTb 40
HOBOIO BHYTPILLHBOrO Cy4aCHOro
wabnoHy/dopmarty.

115.

KycToaion

pO34nH Ans
nepaysin; no 500
mn a6o 1000 mn y
NNsiLKaXxX CKISIHUX;
no 1 nabo 2 n, abo
5 ny naketax

Op. ®paHu
Kbonep
Xemi M'M6X

HimeyuuH
a

Op. ®paH
Kbonep Xewmi
mMB6X

Himeyuunna

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. CucteMa KoHTeHep/3akynoptoBanbHUi
3aci6 (iHwi 3miHn) (B.ILT. (x) IA)
[opaBaHHsi NPOMiXXHOIO (BakyyMHUIA NPO30puii
NNacTUKOBUIA NaKeT) i BTOPUHHOTO NaKyBaHHS
(kapToHHOI kKOpObKM) ANA NnakeTa no 1 n 3 MeToto
3abe3neyeHHs 4OAATKOBOTO MEeXaHiYHOro 3axuncTy
NepBMHHOrO NaKyBaHHSA (N1acTUKOBOrO
KOHTeVHepa) npy TpaHcnopTyBaHHi. Mpu Lpomy
NPOMiXHE NaKyBaHHSI He MapKyeTbCS, a Ha
KapTOHHY KOpobOKy nepeabaveHo HaHeCEeHHS!
€TUKETKM, 3 BiANOBIOHMMM 3MiHaMU y p.
«YnakoBka» MKA 3. 3atBepmkeHo: Mo 500 mn
abo 1000 mn po3dmHy y cknsiHi nnswku. Mo 1 i, 2
n Ta 5 n po3uunHy B naketu. CknsaHi nrswku abo
nakeTu NoMmilLaoTh i3 BiANOBIAHO KiNbKICTHO
IHCTPYKUIV ANS MeAMYHOro 3acToCyBaHHS B
rpynoBy Tapy.

B3anponoHosaHo: Mo 500 mn a6o 1000 Mn po3ynHy
y CKNsHI NRsAwku. Mo 2 n 1a 5 N po3unHy B NakeTu.
Mo 1 ny nakeT; KOXeH NakeT, ANSA YCYHEHHS
PV3MKY MOLLKOAXEHHS NOpTiB, 404aTKOBO
BMILLYETbCS Y NPO30PUI NakeT 3 NNacTUKOBOI

3a
peuenmom

He
nidnsieae

UA/6672/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

nnieku (6e3 MapKyBaHHs1), LLO BaKyyMy€TbCS i
repMeT1YHO 3anateTbcs (BakyymMHa ynakoBka); no
1 nakeTy B BaKyyMHili ynakoBLji BMiLLyOTb Y
KOPOOKy KapTOHHY. CKNsHi NNsilwkn abo nakeTw,
abo KapTOHHI kKOpOobKK NoMiLatoTb i3 BiANOBIAHO0
KifbKICTHO iHCTPYKLIN 4Nns MmeanyHoro
3acTOCyBaHHsi B rpynoBy Tapy. 3MiH1 BHECEHO B
IHCTPYKLUiO AN MeQUYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ain «YnakoBka» (Ans
naketa no 1 n) 3 BignNoBigHNUMN 3MiHAMM Y TEKCTI
MapKyBaHHSs1 yaKoBKU fikapcbKoro 3acoby.

116.

JIASBUKC®

Tabnetku no 40 mr
Ne 45 (15x3): no 15
TabneTok y cTpuni;
no 3 ctpunu y
KapTOHHIl kopobui

TOB
"CaHoi-
ABeHTiC
YkpaiHa"

YkpaiHa

3eHTiBa lMpansit
Nimiten

IHAis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy. BeeaenHs abo 3miHu oo
y3aranbHeHX AaHux Npo cUcTtemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTep-darina cuctemu chapmakoHarnagy) 3miHa
YNOBHOBAXEHOI 0cobM 3asiBHKKA, BignoBigansHoi
3a chapmakoHarnsig.

[itova pepakuis: Xogakiscbka TeTaHa
BsiuecnasieHa. MNponoHoBaHa peaakuis:
Bapdonomeesa IBaHHa OnekcaHapiBHa. 3miHa
KOHTaKTHMX JaHWNX YNOBHOBaXeHOi ocobu,
BiZNOBIganbHoi 3a dpapMakoHarnsg.

3a
peuenmom

UA/4871/01/01

117.

JIAMI®EH®

renb 1%, no15r
abo no 30 ry Ty6i;
no 1 Ty6i B nayui 3
KapTOHY

MPAT
"®OITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta dhapmakoHarnsgy. BeeaeHnHs abo 3miHu oo
y3aranbHeHUX AaHuxX Npo cUCTeMy
dapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANS 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
mMacTtep-darina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXeHOi 0cobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsa.
3miHa MicLe3HaxomKeHHs MacTep-carina

be3
peuenma

UA/6136/02/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
cuctemun chapmakoHarnsgy Ta moro Homepa. 3miHa
MicuS 34iINCHEHHSI OCHOBHOI isiNbHOCTI 3
dapmakoHarnsay.
118. | NAPUTUNEH | tabnetku ans MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: bes UA/16643/01/01
® PO3CMOKTYBaHHS 3i "Kviemegnp "KviBmepnpenapa 3MiHN | TURYy - 3MiHK 3 SKocTi. [oToBUI NiKaPCbKUIA peuenma
CMakom M TH; No enapar"” ™ 3aci6. KoHTponb roToBOro nikapcbkoro 3acofy.
10 TabneTok y 3miHa napameTpiB cneuudikadi Ta/abo
6nictepi; no 1, 2 abo [O0MYyCTUMMX MEX roTOBOrO NiKapcbkoro 3acoby
4 6nictepn y navui (iHWi 3MiHW) BBEAEHHS NepioaNYHOCTI KOHTPOIO
3a nokasHunkomM "MikpobionoriyHa ynctota" B
Cneuwmdpikauii I'M3. MNponoHyeTbCA KOHTPOMOBATK
OaHWU NOKa3HWK Npu BUNYCKY, B KOXHi 10-1 cepii,
ane He MeHLUEe OfHiel cepii B pik
119. | NAPUTUNEH Tabnetkun ans MAT YkpaiHa MAT YkpaiHa BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: bes3 UA/16644/01/01
® PO3CMOKTYBaHHS 3i "Kvismegnp "KviBmegnpenapa 3MiHuM | TUNYy - 3MiHK 3 aKkocTi. FoToBUI NikapCbkKi peuenma
CMaKkoMm M'ATU Ta enapat” T 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
numoHny; no 10 3miHa napameTpiB cneundikauii Ta/abo
Tabnetok y 6nictepi; [OMNyCTUMKX MEX FOTOBOrO fikapCbKoro 3acoby
no 1,2 abo 4 (iHWi 3MiHW) BBEAEHHSA NEPIOANYHOCTI KOHTPOIO
Gnictepn y navui 3a nokasHukom "MikpobionoriyHa yncrora" B
Cneuumdikadii [M3. MponoHyeTbCs KOHTponoBaTH
AaHVN MOKa3HWK Npu BUMYCKY, B KOXHIN 10-1 cepii,
ane He MeHLLE OfHi€el cepii B pik
120. | NAPUTUNEH | Tabnetkn gns NAT YkpaiHa NAT YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 UA/16645/01/01
® PO3CMOKTYBaHHS 3i "Kniemeanp "KviBmepnpenapa 3MiHn | TUnNYy - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUIA peuenma
CMakoMm M'ATU Ta enapat” T 3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
ManuvHu, no 10 3miHa napameTpiB cneuudikaui Ta/abo
Tabnetok y 6nicrepi; [OMyCTUMMX MEX rOTOBOTO MiKapCbKoro 3acoby
no 1,2 a6o 4 (iHWi 3MiHW) BBEAEHHSA NEPiOANYHOCTI KOHTPOIO
Gnictepu y navui 3a nokasHukom "MikpobionoriyHa yuctora" B
Creumdpikauii I'M3. MNponoHyeTbCA KOHTPOMOBATK
AaHVIN MOKa3HWK NpW BUMYCKY, B KOXHiN 10-1 cepii,
ane He MeHLe ofHi€el cepii B pik
121. | NEBEMIP® PO34MH ANis iH'EKLN, A/T Hoso Oania A/T Hoso Hopagick, Oanis/ BHECEHHS 3MiH JO peeCcTpaLiiHMX maTepianis: 3a UA/4858/01/01
®JIEKCMEH® | 100 Of/mn; no 3 mn Hopgaick HaHisa (BMpobHMK Bpasunis/ 3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUi peuenmom
y kapTpuaxi; no 1 Ans 36upaHHs, DpaHuis 3aci6. CucTeMa KoHTelHep/3aKynoptoBanbHUi

KapTpuaxy B
H6araTono3oBin
OfHOpa3oBin
Lnpu1L-pyyLi; no 1
abo 5 wnpuu-pyyok
Y KapTOHHIl kopobLLi;
no 3 mMn y KapTpuaxi

MapKyBaHHS Ta
ynakoBka
dnekcleH®,
BTOPUHHE
nakyBaHHs); A/T
HoBo Hopaick,
NaHis (BMpobHMK
Hepo3dacoBaHoro
NPOAYKTY,
HamnoBHEHHS B
MeHpin®,
nepBuHHA
yMaKoBKa,

3aci6. 3miHa Byap-sKOi YacTuHKM mMaTepiany
NEepBUHHOI YNaKOBKK, LLIO HE KOHTaKTY€e 3 FOTOBUM
nikapcbknuM 3acobom (Hanpuknag Konip KpuLLeyok
3 KOHTPOSEM NEPLUOro BiAKPUTTS, KOMip KOAOBUX
Kineup Ha amnynax, KOHTenHepa Ans rofnok (pisHi
BMAM nnacTMacu) (3MiHa, sika He BNn1Bae Ha
KOPOTKY XapaKTepUCTUKY NiKapCbkoro 3acoby)
3MiHa KOnbOpPOBOI arntoMiHIEBOT KPULLEYKU Ha
OQHOKONIpHY arntoMiHieBY KpuLeyky 3 kogom (2D
KOLOM), SIKU HAHOCUTLCS Ha Hel AN 3anoBHEHOro
KapTpUOXY.
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOHTPOIb SKOCTI
Ta BignosiganbHui
3a BUMYCK cepin
KiHLLEeBOro
npoaykty); AIT
Hoso Hopaick,
[aHia
(mapkyBaHHs Ta
ynakoBka
dnekcleH®,
BTOPUHHE
nakyBaHHs1); HoBo
Hopaick MNMpoaykao
dapmaceyTika o
Bpasine Jltaa.,
Bpaswunis
(BMPOBHYMK
Hepo3dgacoBaHoI
nNpoAyKui,
HaMoBHEHHS B
MeHdin®,
nepBUHHA
ynakoBka Ta
306UpaHHs,
MapKyBaHHs Ta
ynakoBka
dnekcleH®,
BTOPUHHE
nakyBaHHs1); Hoso
Hopgaick
MpoatokcboH
CAC, ®paHuisa
(BUPOBHUMK
npoaykuii 3a
NMOBHUM LIMKITOM)

122.

JIEBOMIH®
30

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto, no 0,03
mr/0,15 mr; no 21
Tabnetui y 6nictepi;
no 1 abo no 3, abo
no 6 Gnictepis y
KapTOHHiIl kopobui

TOB «MIBE
YKPATHA»

YkpaiHa

Mibe MmB6X
ApuHanmiTTens

HimevuunHa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHu) 3mMiHM BHECEHO

[0 TEKCTY MapKyBaHHS NEPBUHHOI YNakoBKu
nikapcbkoro 3acoby B n. 2 «KIMbKICTb AIKOYOI
PEYOBWHW», n. 3. <HOMEP CEPIi
JIIKAPCBbKOI'O 3ACOBY», n. 4. «OATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI» Ta oo
TEKCTY MapKyBaHHSI BTOPUHHOI YNaKoOBKU B M. 2
«KINbKICTb AI0YOI PEYOBVHW», n.4.
«JTIKAPCbKA ®OPMA TA KINbKICTb OAVNHNLb
B YMAKOBLU|I», n. 8. «ATA SAKIHYEHHSA
TEPMIHY NMPUOATHOCTI», n. 12. <HOMEP
PEECTPALIIMHOIO NOCBIOAYEHHS, n. 13.

3a
peuenmom

UA/16583/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
«HOMEP CEPII NNIKAPCbKOIO 3ACOBY ».
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPOKEHHS.
123. | NETPO30nN TabneTku, BKPUTI Akkopg, MNonbwa BMPOGHMLUTBO IHgis/ BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a UA/19128/01/01
AKKOPQ NniBKOBOO Xenckea nikapcbkoro Benuka 3MmiHu | Tuny - 3miHKn 3 AKocTi. FoToBUI NiKapCbKUiA peuenmom
06onoHKoto, no 2,5 Moncka Cn. 3acoby, nepBuHHe BputaHis/ 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM ¥ npoueci
mr no 10 TabneTtok y 3.0.0. Ta BTOPUHHE Icnanis/ BMPOGHMLTBA rOTOBOIO fikapcbkoro 3acoby,
GnicTepi; no 3 nakyBaHHS, Yexis/ BKITHOYAK0UM MPOMIDKHUI MPOAYKT, WO
Gnictepuy KOHTPOIb SKOCTI YropwwuHa/ 3aCTOCOBYETLCSI NPY BUPOOHMLITBI FOTOBOTO
KapTOHHil kopobui cepii: IHTAC ManbTta nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
PAPMACBIOTIKA BMPOBOHMLTBA) 3MiHa MapaMeTpiB NOKPUTTSA Nig vac
N3 NIMITEN, npovecy NnokpuTTst TabneTku, sika He BNSMBaE Ha
IHAis; 3aranbHy sikicTb 13, 3 BignosigHUMK 3miHamu B

BignoBiganbHUn
3a BUNYCK cepii:
AKKOP[
XEJICKEA
JIIMITEL], Benuka
BpuTtaHis;
OinbHUUSA 3
KOHTPOJIO SIKOCTI:
AllC
JIABOPATOPIC
(FOKEW) NIMITEL,
Benvka bputaHis;
OinbHUUSA 3
KOHTPONIO SIKOCTi:
ACTPOH
PECbOPY
NIIMITE[], Benuka
BputaHis;
OinbHUUSA 3
KOHTPONIO SIKOCTi:
JIABOPATOPI
®YHOACIO JAY,
IcnaHis; ginbHUUS
3 KOHTPOItO
akocTi: TOB AJlIC
Yecbka
Pecny6nika,
Yexis; ginbHUUS 3
KOHTPOIO SIKOCTi:
TOB AJIC Yecbka
Pecny6bnika,
Yexis; AinbHUUSA 3
KOHTPOIO SIKOCTi:
OAPMABANIO
T,
MikpobionoriyHa

po3gin 3.2.P.3.3. Onuc BupobHunyoro npouecy Ta
KoHTponto npouecy: (Coating: 17. Transfer the
uncoated tablets to the coating area).
3arBepoxeHo: Exhaust temperature: 40 °C £ 5 °C
Spray rate: 20-80 g/min Distance of gun from bed:
6-10 inches
B3anponoHosaHo: Exhaust temperature: 40 °C + 10
°C Spray rate: 20-120 g/min Distance of gun from
bed: 6-12 inches
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3acoby ynakoeka) noceio4yeHHs1
nabopaTopis,
YropwuHa;
popaTkosa
OinbHMUA 3
BTOPWHHOIO
nakyBaHHS:
AKKOP[
XEJICKEA
JIIMITELL, Benuka
BpuTtaHis;
popartkosa
ninbHMUA 3
BTOPWHHOTIO
nakyBaHHs:
dapma Mak
YropwwHa J14.,
YropLwuHa;
ninbHUUA 3
KOHTPOIO AKOCTi:
dapmagokc
Xenckea Jl1a.,
ManbTa
124. | MIHE3ONIQ TabneTkn, BKpUTI KPKA, o.4., CnoseHis BMPOGHMLUTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/16130/01/01
KPKA NniBKOBOKO HoBo mecTo bulk", nepBuHHe 3MminHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom nidnsieae
o6onoHkoto, no 600 Ta BTOPUHHE Ta chapmakoHarnsgy. 3mMiHu y KOpoTKili
Mr; nakyBaHHs, XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
no 10 Tabnetok y KOHTPOrb cepii Ta MapKyBaHHS Ta IHCTPYKLUii ANs Mean4Horo
6nicTepi; no 1 BUWMNYCK cepil: 3aCTOCYBaHHsI reHepUYHUX/TibprMaHMX/6ionoaidHmMx
Gnictepy B KPKA, o.a., Hoso nikapcbkux 3acobiB Nicnsi BHECEHHsI Tiei camol
KapTOHHiI kopobui mecTto, CrnoBeHis 3MiHW Ha pedepeHTHUIN Npenapart (3MiHa He
KOHTPOIb cepii: noTtpebye HagaHHS )XOAHUX HOBUX AOAATKOBUX
KPKA, a.a., HoBo AaHux) 3MiHM BHECEHO [0 IHCTPYKLUi Ans
mecTo, CrnoBseHist MeAMYHOro 3acTOoCyBaHHS Nikapcbkoro 3acoby y
posainu: "B3aaemopis 3 iHWKMM nikapCbKUmm
3acobamu Ta iHWi Buamn B3aemogin", "OcobnueocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3K",
"Mo6iyHi peakuii" BignoBigHo Ao iHopMmalii Lwoao
MeAMNYHOro 3aCTOCYBaHHsi pedhepeHTHOro
nikapcbkoro 3acoby (3VIBOKC, tabneTku, BKpUTi
nniBkoBoto 060M0OHKOK). BBEAEHHS 3MiH NPOTArOM
6-T MicaLiB micnsa 3aTBepMXeHHs. 3MiHu | Tuny -
3MmiHu Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi amiHn) 3miHM BHeceHo Ao
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Mo6ivHi peakuii”
LLIOA0 BaXIMBOCTI 3BiTYBaHHS Npo NobiyHi peakuii.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS
125. | NIPUOXYB Kancynu no 75 wmr, [xy6inaHT IHais [xy6inaHT IHais BHECEHHS 3MiH 4O peecTpauiHnMX maTtepianis: 3a UA/18125/01/01
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yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

no 10 kancyny
GnicTepi; no 3
Gnictepn y
KapTOHHIl kopobui

[xeHepikc
Jlimiteq

[xeHepikc JlimiTeq

3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta chapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHuX Npo cuctTemy
chapmakoHarnsgy (BBefAeHHs y3ararbHEeHUX gaHux
npo cuctemy papmakoHarnagy, amiHa
yNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
dapmakoHarnagy B YkpaiHi, siKLLO BOHa BigMiHHa
Bi[, yNOBHOBaXXeHOT 0co0M, BiAnoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKIoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTep-cainna cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
BiAnNoBiganbHOI 3a 34iNCHeHHA hapmakoHarnagy B
YkpaiHi. Jitova pegakuis: Manoj Kumar.
MponoHoBaHa pepakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHMKa, BiANOBiAanNbHOI 3a 34iNCHEHHS
dapmakoHarnsgy B YKpaiHi.

peuenmom

126.

NIPNOXYB

kancynu no 150 wr,
no 10 kancyny
6nictepi; no 3
Gnictepn y
KapTOHHiI kopobui

[bxy6inaHT
[xeHepikc
JlimiTen

IHAis

[bxyGinaHT
[xeHepikc JlimiTeq

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy. BeeaenHs abo 3miHu oo
y3aranbHeHuX AaHuX Npo cUcTemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHnX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
30iACHEHHS (hapMaKoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BignoBiganbHOI 3a 34iMCHEHHS hapmakoHarnsay B
Ykpaini. [itova pegakuis: Manoj Kumar.
MponoHoBaHa pepakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocoou
3asBHMKA, BiANOBiAanbHOI 3a 3A4iCHEHHS
dapmakoHarnsgy B YKpaiHi.

3a
peuenmom

UA/18125/01/02

127.

NIPUOXYB

kancynu no 300 wmr,
no 10 kancyny
6nictepi; no 3
Gnictepuy
KapTOHHiI kopobui

[xyGinaHT
[xeHepikc
TimiTen

IHAis

[xy6inaHT
IxeHepike INimiTeq

IHAis

BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis:
3miHu | TUny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta dhapmakoHarnsgy. BeeaeHnHs abo 3miHu oo
y3aranbHeHUX AaHux Npo cuctemy
apmakoHarnsay (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy chapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHoT ocobu 3

3a
peuernmom

UA/18125/01/03
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
chapmakoHarnagy 3asBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0co0u, BianoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BknoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLeHHI
mMacTep-canna cuctemm hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHUMKa,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsay B
YkpaiHni. [itoya pegakuis: Manoj Kumar.
MponoHoBaHa peaakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHMX JaHWX KOHTaKTHOI 0cobu
3asBHMKa, BiANOBiAanbHOI 3a 34iNCHEHHS
chapmakoHarnagy B YkpaiHi.
128. | MEHOBA3WH | posuuH ans MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes UA/8167/01/01
30BHILLUHBLOTO "OITOPAPM "OITOPAPM" 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenma
3acTOCyBaHHS, " Ta chapmakoHarnsgy. BeegeHHst abo 3miHu oo
cnvpTtoBui no 40 mn y3aranbHeHuX JaHuX Npo cuctemy
abo no 100 mny capmakoHarnsgy (BBefAeHHs y3ararbHEHUX gaHux
nakoHax CKMsHUX; npo cuctemy chapmakoHarnsgy, amiHa
no 40 mny yNnoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a
bnakoHax 3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
noniMepHux chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNoBHOBaXeHOI ocobu, BianosiganbHoi 3a
30iACHEHHs hapMakoHarnsgy (Bkrovyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLIEHHi
macTep-darina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOI 0cobu
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsg.
3miHa Micue3HaxomKeHHs macTep-carina
cucTeMu dhapmakoHarnsgy Ta oro Homepa. 3MiHa
Micu$S 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
129. | MEPAIJIC®A crpen HasanbHUi, ApnpaH- Xopgarisi ApnpaH- Xopgarisi BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes UA/17967/01/01
OBAHC po3unH 0,05 %; no [aneHcbkui [aneHcbkui 3MiHuM | TUNY - 3MiHK 3 aKkoCTi. FoTOBUI NikapCbkWn peuenma
10 mn y cpnakoHi 3 IlabopaTopi Ilabopatopin 4.4. 3aci6. 3MiHM y BUpOBHMUTBI. 3MiHM ¥ npoLeci
[03yH4nM nAa.no. BMPOGHMLTBA rOTOBOIO fikapcbKoro 3acoby,
nNpuUcTpoem, no 1 BKITHOYAK0UM MPOMIDKHUI MPOAYKT, O
nakoHy y 3aCTOCOBYETLCS MPY BUPOBHMLITBI FOTOBOrO

KapTOHHiIl kopobui

nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHMLTBA). BHECEHHS HE3HAaYHMX 3MiH Y
BMPOBOHMYMIA NpoLieC 3aBAsKN BBEAEHHIO HOBOIO
nonepegHboro inbTpa Ta cTepunizalinHoro
dinbTpa 3 MembpaHoto 3 noniedipcynboHy
(PES) Ha gopatok Ao paHille cxBaneHunx ginbTpis
3 MeMbBpaHoto 3 nonisiHingeHdTopuay (PVDF).
3miHu | TNy - 3miHKM 3 AkocTi. FoToBUIA NiKapChKUIA
3aci6. 3MiHu y BUpoGHMLTBI. 3MiHN BUNpobyBaHb
abo JoMyCTMMMX MEX, BCTAHOBMEHUX Y
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crneungikalisx, nig yac BUpOBGHMLTBA rOTOBOIO
nikapcbkoro 3acoby (noaaBaHHs HOBOTO MeToay
BuUNpobyBaHHs Ta AoNyCcTUMMX MeX). BBeaeHHs
[00aTKOBUX MNiMITIB TECTYBaHHA B NpoLeci
BMPOGHMLUTBA Yepe3 BNPOBaAKEHHS HOBOIO
nonepeaHbOro QinbTpa. BnpoBamkeHo pi3Hi Mexi
Ona nepesipky UinicHOCTI dinbTpa sk
BMNPOBYyBaHHS B NpoLeci BUPOBHMLTBA rOTOBOTO
NpoayKTy, oAHaK METOA, KU BUKOPUCTOBYETLCS
Ons nepesipku WinicHocTi Ans o6ox ginbTpiB, €
iAeHTMYHMM (MeToa ANY3iHOro NOTOKY).

130.

MEPAJIC®A
AOBAHC

crnpemn HasanbHUN,
po3uuH 0,1 %; no 10
My donakoHi 3
003y4nM
npucTpoem, no 1
dnakoHy y
KapTOHHil kopobui

Anpan-
[aneHcbkuin
JTabopaTopi

na.n.

Xopsaris

Anpan-
[aneHcbkuin
JlabopaTopiv 4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHuM | TUNYy - 3MiHK 3 aKkocTi. FoToBUI NikapCbkKin
3aci6. 3MiHN y BUPOOHMLTBI. 3MiHM Y npoLeci
BMPOOHWLITBA rOTOBOTO MikapCbkoro 3acoby,
BKIOYa4M NPOMIKHUIA NPOJYKT, WO
3aCTOCOBYETLCS MPW BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMPOOHMLTBA). BHECEHHS HE3HAYHMX 3MiH Y
BMPOBHMYMI NpoLEC 3aBASKN BBEAEHHIO HOBOIO
nonepegHbOro inbTpa Ta cTepunisauinHoro
dinbTpa 3 MembpaHoto 3 noniedipcynboHy
(PES) Ha gopatok Ao paHille cxsaneHnx dinbTpis
3 MembpaHoto 3 nonieiHingeHdTopuay (PVDF).
3minu | Tuny - 3miHK 3 sikocTi. FoTOBUIA NiKapChKuUiA
3aci6. 3MiHn y BUpoGHMLTBI. 3MiHN BUNpobyBaHb
abo JoMyCTMMMX MeX, BCTAHOBMNEHUX Y
cneumdikauisx, nig 4yac BUpobHULITBA rOTOBOTO
nikapcbkoro 3acoby (AoaaBaHHs HOBOrO METOAY
BMNPOOYBaHHA Ta 4ONYCTUMUX MeX). BBeaeHHs
[04aTKOBWX MiMITIB TECTYBaHHS B NpoLeci
BMPOBHMLTBA Yepe3 BNPOBaAXKEHHS HOBOIO
nonepeaHboro ginbTpa. BnposagkeHo pi3Hi Mexi
ONs nepesipky LinicHOCTI dinbTpa AK
BMNpPoOyBaHHSA B NpoLeci BUPOBHMLITBA rOTOBOrO
NpOAYKTY, OAHaK MeTof, KU BUKOPUCTOBYETLCS
Onsi nepeBipku winicHocTi Ans 060x inbTpiB, €
iAeHTUYHMM (MeToa AMy3iiHOro NOTOKY).

6e3
peuenma

UA/17967/01/02

131.

METAKAPTHU
H

PO34MH AN iH eKUiN,
1r/5mMnno5mne
amnyni; no 5 amnyn
B KOHTYPHIN
YapyHKOBIN
ynakoBui; no 1 abo 2
KOHTYPHI YapyHKOBI
yNaKkoBKM B
KapTOHHiI kopobLyi

TOB
«YOoPNg
MEOVLNH»

YkpaiHa

Medap Inay CaH.
A.W., TypeyunHa;
Pomcapm Inay

CamH. Be Tigx. JlTo.

LTi., TypevunHa

TypeyunHa

BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPOBYBaHHS roTOBOrO
nikapcbkoro 3acoby (iHWi 3MiHW y MeToaax
BMNpoOyBaHb (BKIOYaoun 3amiHy abo
[OMNOBHEHHS)) 3MiHa MeToay BunpobyBaHHs 13
3a nokasHukom «CnopigHeHi gomiwkuy (BEPX,
€0, 2.2.29). 3anponoHoBaHU MeToA
afanToBaHuWii 4o MeTody, ONMCaHoro B
MoHorpadii €E® Levocarnitine. 3miHu 1l Tuny -

3a
peuernmom

UA/15530/01/01
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3MiHn 3 akocTi. A®l. BupobHuuTBo. 3MiHa
BMPOBHYMKa BUXiAHOrO/NPOMiIXXHOIO
npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTECS Y
BUpobHM4oMy npoueci A®I, abo amiHa BUpobHMKa
(BKntovarum, ae HeobxigHo, MicLe NpoBeaEHHS
KOHTponto sikocTi) A®I (3a BigcyTHOCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei y 3aTBepaXeHOMy A0Cbe)(iHLi 3MiHN)
3aMiHa BUpOGHMKa AD| neBoKapHITUHY.
3arteepaxeHo: BIOCON LIMITED, IHgis
3anponoHoBaHo: Liaoning Koncepnutra Co., Ltd.,
Kutan.

132.

METPOOEHT
®

renb 3y6HuN,
TIMMOHHWIA apomaTt
no20re
antomiHiesin Ty6i; no
1 1y6i y KapTOHHiIN
KopobLUi

OPTAHOCHU
H
NAN®CAEH
CU3 (Ed
3ET )

OAE

EHK't06 ETikans
Mpansit JlimiTeq

IHAis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3miHu | TUny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
y3aranbHeHUX AaHux nNpo cuctemy
bapmakoHarnsgy (BBeAeHHSs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XE€HOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bkiovarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemm apmakoHarnagy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobun
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
YKpaiHi.

6e3
peuenma

UA/7952/01/01

133.

METPOLOEHT
®

renb 3y6Hui,
aHaHacoBui apomar
no20rs.
antoMiHiesin Ty6i; no
1 Ty6i y KapTOHHIN
KopobLi

OPTAHOCHU
H
NAM®CAEH
CU3 (E®
3ET)

OAE

EHK't06 ETikans
Mpangit JlimiTeq

IHAis

BHECEHHS1 3MiH O peecTpauiHMX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnsgy. BeeaenHs abo 3miHu oo
y3aranbHeHX AaHux Npo cUcTemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy cdapmakoHarnsgy, amiHa
yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
30iACHEHHS (hapMaKoHarnsigy; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, SIKLO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsag B
YKpaiHi.

be3
peuenma

UA/7953/01/01

134.

METPOOEHT
®

rens 3yoHun,
nonyHW4YHUIA apomaTt
no20rs

OPrAHOCHU
H
NTAM®CAEH

OAE

EHK'to6 ETikana
Mpansit JlimiTeq

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNYy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta dhapmakoHarnsay. BeegeHHs abo 3miHu oo

be3
peuenma

UA/7954/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

antomiHiesin Ty6i; no
1 Ty6i y KapTOHHIN
KopobLi

CU3 (E®
3ET1)

y3aranbHeHUX AaHuX Npo cuctemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, AKLo BoHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-carina cuctemmn dapmakoHarnagy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHMKa, BiANOBIiAanbHOI 3a chapMmakoHarnsg B
YKpaiHi.

135.

METPOLOEHT
®

renb 3y6HuN,
opwuriHanbHui no 20
I B antoMmiHieBin TyOi;
no 1 1y6iy
KapTOHHIl kopobui

OPrAHOCH

H
NAMSCAEH
CU3 (E®
3ET )

OAE

EHK't06 ETikans
MNpausit NimiTeq

IHAis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHNX AaHux Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy capmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
cthapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsaj B
YKpaiHi.

6e3
peuenma

UA/7951/01/01

136.

MET®OPMIH-
CAHO®I

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 1000
mr Ne 30 (15x2): no
15 TabneTok y
GnicTepi, no 2
Gnictepuy
KapTOHHiIl kopobuyj;
Ne 120 (20x6): no 20
Tabnetok y 6nictepi,
no 6 Gnictepis y
KapTOHHiIl kopobui

TOB
"CaHodi-
ABeHTIC
Ykpaina"

YkpaiHa

BupobHuuTBO
TabneTok,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs:
CaHodi IHgis
Nimitea, IHAois;
KoHTponb Ta

Bunyck cepii: C.C.

«3eHTiBa C.A.»,
PyMyHis

IHgis/
PymyHis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHst abo 3miHu oo
y3aranbHeHUX AaHux nNpo cuctemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy papmakoHarnsgy, 3amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHs1 hapMakoHarnsgy (Bkrovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
macTtep-darina cuctemu chapmakoHarnagy) 3miHa
YMNOBHOBaXeHOoI 0cobu 3asiBHUKa, BiANOBiganbHOI
3a hapmakoHarnsa.

[itova pepakuin: Xogakiscbka TeTsaHa
BsivecnasisHa. [NponoHoBaHa peakuis:

3a
peuenmom

UA/15295/01/03
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BapdonomeeBa IBaHHa OnekcaHgpiHa. 3miHa
KOHTaKTHWUX JaHUX YNOBHOBAaXeEHOT 0cobu,
BigNoBigansHoi 3a dhapMakoHarnag.
137. | MIKPOJNAKC PO3YUH peKTanbHUii; MakHin AHrnis OENbOAPM PpaHuis BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: bes He UA/15636/01/01
® no 5 mn po3unHy Mpopaktc OPJIEAH 3Minu | TUNY - 3Milu Wono 6e3nekun/echeKTUBHOCTI peuenma nidnszae
pekTanbHoro B Ty6i 3 Nimiteq Ta hapmakoHarnsgy (iHwi 3miHn) 3MiHM BHECEHI B
yHiBepcanbH1Um IHCTPYKLUIiO ANS MeANYHOro 3acTOCyBaHHSA
HaKoHeYHuKoMm; no 4 nikapcbkoro 3acoby y po3ain «Micue3HaxomxeHHs
abo no 12 1y6 3 NpPeACTaBHUKA 3asiBHUKa». TepMiH BBeAEHHS 3MiH
yHiBepcansHumm - NPOTAroM 6 MicALiB Micnsi 3aTBEPOXKEHHS.
HaKoOHeYHWKamu B
KapTOHHIl KOpooLyi;
no 5 M1 po3ynHy
pekTanbHoro B Ty6i 3
YKOPOYEHUM
HaKoHeYHuKoM; no 4
abo no 12 1y6 3
YKOPOYEHUMM
HaKOHeYHUKaMu B
KapTOHHIN kopobui
138. | MIKCTAPO® cycneHsis gns A/T Hoso [aHis Bupo6Humk Hanis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/17173/01/01
30 HM iH'exuin, 100 MO/mn; Hopaick Hepo3dacoBaHoro ®paHuis/ 3miHu | Tvny - 3miHKn 3 AkocTi. FoToBUI NiKapCbKUI peuenmom
®JIEKCMEH® | no3 mny NPOAYKTY, Bpasunis/ 3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
KapTpuaxi; no 1 nepBuHHE KuTaincbka 3aci6. 3miHa 6yab-sKoi YacTUHM maTepiany
KapTpuIxXy y nakyBaHHS; HapogHa NepBUHHOI YNaKOBKM, LLIO HE KOHTaKTY€e 3 FOTOBUM
6araTtofo3osin KOHTPOrb AKOCTI Pecnybnika | nikapcbkum 3acobom (Hanpvknag Komip KpyLLIEYOoK
0HOPa30Bil npoaykTy B 3 KOHTPOMEM NePLUOro BiAKPUTTS, KOMip KOAOBUX
LNpu1L-pyYLi; no 1 nepBYHHOMY Kineup Ha amnynax, KOHTenHepa Ans ronok (pisHi
abo 5 wnpuu-pyyok nakyBaHHi BMAM NnacTmacK) (3miHa, sika He BNnvBae Ha
Y KapTOHHIl kopobui (kapTpuaxi KOPOTKY XapaKTepUCTUKy Nikapcbkoro 3acoby)
MeHdpin®) Ta 3MiHa KONbOPOBOI arntoMiHIEBOT KPULLEYKU Ha

BignoBiganbHUn
3a BUNycK cepii
roTOBOrO NPOAJYKTY
(PrekclleH®):
A/T Hoso Hopgick,
LaHia
Bupo6Huk
BignoBsiganbHUN
3a 30UpaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHsi
rOTOBOIO NPOAYKTY
(PnekcleH®);
KOHTPOIb SIKOCTI
rOTOBOIO NPOAYKTY
(PnekcleH®):
A/T Hoo Hopgick,

O[HOKOMIPHY antoMmiHieBY KpuLeyky 3 kogom (2D
KOOOM), SIKUA HAHOCUTLCS Ha Hel Ans 3anoBHEHOro
KapTpUIXy.
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

[aHia
MapkyBaHHS Ta
BTOPUHHE
nakyBaHHsi
rOTOBOIO NPOAYKTY
(PnekclleH®):
A/T Hoso Hopaick,
Oania
Bupo6Humk
npoaykuii 3a
MOBHUM LIMKITOM:
Hoeo Hopgaick
MpoaoKkCboH
CAC, ®paHuisa
Bupo6Humk
Hepo3dacoBaHoro
npoaykTy,
nepBUHHE
nakyBaHHs;
KOHTPOIb AKOCTI
npoaykTy B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHpin®);
36upaHHs,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHsi
roTOBOrO NPOAYKTY
(PnekcleH®);
KOHTPOrb AKOCTI
roTOBOrO NPOJYKTY
(PnekcleH®):
HoBo Hopgick
Mpoaykao
dapmaceyTika 4o
Bpasinb JlTpa.,
Bpasunisa
Bupo6Huk
Hepo3dacoBaHoro
npoAyKTy,
HamnoBHEHHS B
NepBUHHY
YMNaKoBKy:
Hoso Hopgick
(Kutan)
dapmachbioTikans
Ko., lTa.,
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep

n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o

3acoby ynakoeka) noceio4yeHHs1
Kutanceka
HapogHa
Pecny6bnika

139. | MOKCOMNPEC | TabneTku, BKpUTI My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3a UA/18998/01/01
NNiBKOBOIO akuioHepHe akuioHepHe 3MmiHu | TUNy - 3miHKn Wwopo 6e3nekn/ePekTUBHOCTI peuenmom
o6ornoHkot, no 0,2 TOBapUCTBO TOBapUCTBO Ta chapmakoHarnsgy - 3MiHM BHECEHi B TEKCT
mr, no 10 TabneTok "HaykoBo- "HaykoBo- MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI YNaKoBKM
y 6nictepi, no 3 BUPOBOHMYMIA BMPOBOHMYMIA nikapcbkoro 3acoby, a came BUINyYeHHsI
Gnictepu B nayui LEeHTp LEeHTp iHgbopMaUii pociicbkoo MOBOK. BunyyeHHs 3

"BopLuariscb "BopLuariBcbkni po3giny 3.2.P.7. iHdbopmauii no mapkyBaHHI0.
KW XiMiKO- Ximiko- BBeaeHHs 3MiH NnpoTsarom 6-tu MicauiB nicns
tapmaueBT capmaueBTUYHUI 3aTBepAKEHHS. 3MiHU | TMNY - 3MiHM 3 AKOCTI.
NYHUIA 3aBoa” ["oToBMI Nikapcbkuit 3acib. Cuctema
3aBoa" KOHTeWHep/3aKynoptoBanbHuUi 3acib (iHWwi 3MiHn) -
[MprBeneHHs y BiANOBIHICTL po3ainy "Ynakoska"
MKA 13 3 maTepianamn peecTpaLiiHOro 4ocke, a
caMe 3a3HayeHHs, L0 BUKOPUCTOBYETLCS Bnictep
3 nnieku MNBX/MNBOX. Y 3B'A3Ky i3 NOMUNKOBUM
3a3HadeHHsM y MKA 13 ans gosyeaHHs 0,2 Mr
TiNbKN BUKOpUCTaHHS "bnicTtepis 3 NniBkx
nonisiHinxnopmnaHoi" a ana gosysaHHa 0,4 mr
TiNbKM BUKOPUCTaHHA «bnicTepis 3 nnisku
NoniBiHINIAEHXTOPUAHOI».
3arteepaxeHo: MKA HA T3 Poagin «YnakoBka»
no 0,2 mr no 10 Tabnetok y 6nictepi 3 nniBku
noniBiHINXNopuAaHoi i onbrn antomiiesoi. Mo 3
Gnictepu pasom 3 iHCTPYKLi€to ANst MEAUYHOTO
3aCTOCYBaHHs MOMILLAIOTb Y NayKy 3 KAPTOHY.
MKA HA 113 Po3sgin «YnakoBka»
no 0,4 mr no 10 Tabnetok y 6nictepi 3 nniBku
nonisiHinigeHxnopuaHoi i donkry antomiHiesoi. Mo
3 6ricTepu pa3om 3 iHCTPYKLiE0 ANA MeaNYHOro
3aCTOCYBaHHs MOMILLAIOTb Y NayKy 3 KAPTOHY.
B3anponoHosaHo: MKA HA N3 Posgin
«YnakoBka» no 0,2 mr Ta no 0,4 mrno 10
Tabnetok y 6nictepi 3 nnisku MBX/MNBOX
(nonisiHinxnopua/nonisiHingeHxnopua) i gonbrm
antomiHieBoi. o 3 6nictepu pa3om 3 iHCTPYKUiE
Ansi MEQUYHOTO 3aCTOCYBaHHS MOMILLAIOTL Y MayKy
3 KapTOHy.

140. | MOKCOINPEC | Tabnetku, BKpUTi My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/18998/01/02
NNiBKOBOK akuioHepHe akuioHepHe 3MmiHu | TUny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI peuenmom
o6onoHkoto, no 0,4 TOBapUCTBO TOBapUCTBO Ta chapmakoHarnsiy - 3MiHM BHECEHi B TEKCT
mr no 10 TabneTtok y "HaykoBo- "HaykoBo- MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI yMaKoBKW
GnicTepi, no 3 BUPOGHWYMIA BUPOGHMYMIA nikapcbkoro 3acoby, a caMme BUny4eHHs
Gnictepu B nayui LEeHTp LeHTp iHdbopMaUii pociicbkolo MOBOK. BunyyeHHs 3

"Bopuuariscb "BopLuariBcbkuii posginy 3.2.P.7. iHcdbopmaLii No MapKyBaHHIH0.
KWW XiMiKO- Ximiko- BBeaeHHs 3MiH NnpoTsaArom 6-Tu MicauiB nicns
dapmauesT dapMaueBTUYHUI 3aTBepAKEHHS1. 3MiHuM | Tuny - 3MiHK 3 AKOCTI.
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

WNYHUI
3aBog"

3aBoa"

["oToBMI nikapcbkmin 3acib. Cuctema
KOHTEeWHep/3aKynoptoBarnbHuUiA 3acit (iHWi 3MiHK) -
[MprBeneHHs y BiaNoBigHICTL po3ainy "Ynakoska"
MKA 13 3 maTepianamun peecTpaLiiHOro 4ocke, a
came 3a3Ha4eHHsl, L0 BUKOPUCTOBYETLCS Gnictep

3 nnisku MNBX/MNBOX. Y 3B'A3Ky i3 NOMUNKOBUM
3a3HadeHHsM y MKA J13 ans gosyeaHHs 0,2 mr
TiNbKN BUKOPUCTaHHSA "BnicTepis 3 NniBkx
nonisiHinxnopugHoi" a aons gosysaxHsa 0,4 Mr
TiNbKM BUKOpUCTaHHSA «bnicTepis 3 nniBku
NoniBiHINIAEHXMTOPUAHOI».
3arteepaxeHo: MKA HA T3 Poagin «YnakoBka»
no 0,2 mr no 10 TabneTok y GricTepi 3 NniBkK
noniBiHINXNOpWAHOI i onbrn antomixiesoi. Mo 3
Onictepun pa3oM 3 iHCTPYKLiE aAns MeanyHoro
3aCTOCYBaHHs MOMILLAIOTb Y NayKy 3 KAPTOHY.
MKA HA 113 Po3gin «YnakoBka»
no 0,4 mr no 10 Tabnetok y GricTepi 3 NniBkK
noniBiHiNigeHxNopnaHoi i bonbru antomiHiesoi. No
3 BricTepu pas3om 3 iHCTPYKLIE0 ANS MeANYHOro
3aCTOCYBaHHs MOMILLAIOTb Y NayKy 3 KAPTOHY.
3anponoHoBaHo: MKA HA 113 Poagin
«YnakoBka» no 0,2 mr Ta no 0,4 mrno 10
TabneTtok y 6nictepi 3 nnisku MNBX/MNBOX
(nonisiHinxnopua/nonisiHingeHxnopua) i onbrm
antomiHieBoi. o 3 6nicTepu pa3om 3 iHCTPYKUiE
Ansi MEQUYHOTO 3aCTOCYBaHHS MOMILLAIOTb Y MayKy
3 KapTOHy.

141.

MONHYNIPA
BIP/MOLNUPI
RAVIR

kancynu no 200 wmr;
no 40 kancyny
nnawui

Mepk Wapn i
Ooym IOEA
m6X

LLiseviuapi
A

MateoH
dapmacbioTikana
IHK., CnonyuyeHi
Lratn Amepuku;
Mepk LWapn i
Ooym INC,
CronyyeHi WraTtn
Amepuku;
Mepk LWapn i
Ooym JNC,
Crony4yeHi LWraTtn
Amepuiku;
Mepk Wapn i
Ooym INC,
CronydyeHi LWraTtn
Amepuiku;
MC[ IHTepHeLuHN
'm6X (dinis
MyepTo-Piko)
TOB, CnonyueHi
Ltatn AMepuku;

CnonyyeHi
LWTatn
Amepukun/
Kanapa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXXeHHS AiANbHOCTI BUPOBHMKa (BKIO4aouu,
3a HeobXigHOCTI, MicLle NPoBeAEHHS KOHTPOTO
sikocTi), abo BnacHvka macTtep-anna Ha AP, abo
noctayanbHuka Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, LWo
3acTocoByloTbCs Y BUPoOHULTBI ADI (sIKLwo
3a3HavYeHo y OCbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignosigHOCTi
€Bponeiicbkin hapmakonei y 3aTBepakeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HaYeHO y AOChE)
3anponoHOBaHO 3MiHy OPUONYHOTO
HanimeHyBaHHSA BUpobHuka Merck Sharp & Dohme
Corp., USA Ha Merck Sharp & Dohme LLC, USA,
BiA4NOBIganbHOro 3a TeCTyBaHHS Ail040I PeYOBUHM.
Agpeca 3anuiiaeTbes He3MiHHOK. Takox
NPOMNOHYETLCS BHECTN HE3HAYHI 3MiHM [0 agpecy
Bupo6H1ka AMPAC Fine Chemicals Virginia, LLC

3a
peuenmom

UA/19184/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MaTeoH IHk., Big 2820 N Normandy Dr., Petersburg, VA 23805,
Kanapga; United States (USA) go 2820 Normandy Dr.,
MaTeoH IHk., Petersburg, VA 23805, United States (USA).
KaHapga; Bupo6Huk BignoBigae 3a BUPOOGHMLTBO Ta

Wapn MNekemxiHr
Cepsicec, JIC,
CnonyuyeHi WraTtn
Amepuikm

TECTyBaHHsI OMILLOK AiloYoi peyoBuHU. He
BigOynocs XoOHUX 3MiH B po3TallyBaHHi
BUPOGHMYOro canTy. BBeaeHHst 3miH npoTarom 6-
TV MicsuiB nicns 3aTBepAXeHHs. 3MiHn | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyyeHHs1 BUpOGHMYOT
OinbHUUI (BKMoYatoun ginbHuui ana Adl,
NPOMiXXHOrO NPOAYKTYy abo roTOBOro MikapCbKoro
3acoby, AinbHULI ANs NpoBeAEeHHS NaKyBaHHS,
BMpo6HMKa, BiANOBIAanbLHOro 3a BUMYCK Cepilt,
MiCLle NpoBeAEeHHS KOHTPOO cepii) abo
nocTayarnbHvKa BMXigHOTO MaTtepiany, peareHTty
abo J0MNOMIPKHOI peHOBUHM (SIKLLLO 3a3HAYEHO Y
AO0CbE) 3anpONOHOBaHO BMAANEHHS BUPOOHNYOro
canty Eurofins BioPharma Product Testing Ireland
Ltd., Ireland, BignoBiganbHOro 3a TeCTyBaHHA
eMeMEeHTHUX JOMILLOK Lilo40i pe4OBUHHU, TaK K
uen BUpoBHUK He BUKOPUCTOBYBABCS Npu
TECTyBaHHi cepin Aito4oi PEYOBUHU i HE
NnaHyeTbCs BUKOPUCTOBYBATUCS B ManbyTHLOMY.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
npoBaXeHHs AisnbHOCTI BUpOGHMKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby, BKIo4aoum
LinbHULi BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOO SIKOCTI. (QiSNbHICTb, 3a sIKy Bignosigae
BMPOGHMWK/iIMNOpTEp, He BKMKOYakUM BUMYCK cepilt)
3anpornoHOBaHO 3MiHy FOPUANYHOIO
HanMmeHyBaHHs1 BUpobHuka Mepk Lapn i Joym
Kopn., CnonyueHi LUtatn Amepuku/Merck Sharp &
Dohme Corp., United States Ha Mepk LLlapn i
Hoym INC, Cnonyuyei Wtatn Amepukn/Merck
Sharp & Dohme LLC, United States,
posTawosaHoro B Rahway, New Jersey (NJ),
BiAMOBIAANbHOro 3a TECTYBaHHSA roTOBOroO
nikapcbkoro 3acoby. Agpeca 3anuaeTbes
He3MiHHOW. BBeeHHs 3MiH NpoTsirom 6-Tu MicsiLiB
nicns 3aTBepaXeHHs 3MiHn | Tuny -
AaMiHicTpaTMBHI 3MiHW. 3MiHa HalMEHYBaHHSI
Ta/abo agpecyu MicLa NPoBaMKEHHST OiANbHOCTI
BMPOGHVKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMoYa4m AinbHuL Bunycky cepii abo
MicLie NPOBEAEHHSA KOHTPOSIIO AKOCTI. (LisiNbHICTDb,
3a AKy Bignosigae BUpOGHWK/iMnopTep, He
BKIH0YAK4M BUMYCK CEPilt) 3anponoHOBaHO 3MiHy
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IOpMANYHOrO HaiMeHyBaHHS BUpobHuka Mepk
LWapn i floym Kopn., Cnonyyeni LLtatn Amepukun/
Merck Sharp & Dohme Corp., United States Ha
Mepk Wapn i Joym JINC, Crnonyyeni LWTatn
Awmepukmn /Merck Sharp & Dohme LLC, United
States, postawwosaHoro B West Point,
Pennsylvania (PA), BignosigansHoro 3a
TeCcTyBaHHS1 roTOBOro fnikapcbkoro 3acoby. Agpeca
3anuaeTbCcs He3MiHHOW. BBeaeHH:A 3MiH
NpOTArom 6-Tu MicsLiB Nicns 3aTBepaKeHHS 3MiHN
| Tuny - AamiHicTpaTvBHI 3MiHW. 3MiHa
HaiMeHyBaHHsi Ta/abo agpecu micus
NpoBamxeHHs AisnbHOCTI BUpobHUKa/imMnopTepa
rOTOBOrO flikapcbKoro 3acoby, BKIoYaym
OinbHMUI BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QisNbHICTL, 3a SKy Bignosigae
BMPOGHMK/iIMNOPTEP, HE BKMOYaYM BUMYCK Cepilt)
3anponoHOBaHO 3MiHy PUANYHOIO
HaliMeHyBaHHs BMpOoGHuKka Mepk Lapn i Joym
Kopn., CnonyuyeHi LWWtatn Amepuku /Merck Sharp &
Dohme Corp., United States Ha Mepk LWapn i
Doywm JINC, Crnonyuyeni WTatn Amepuku/ Merck
Sharp & Dohme LLC, United States,
posTtawosaHoro B Wilson, North Carolina,
BiANOBIganbLHOro 3a NakyBaHHS roTOBOIO
nikapcbkoro 3acoby. Agpeca 3anuiiaeTbes
He3MiHHO. BBeAeHHs 3MiH NpoTsirom 6-Tu Micauis
nicnsi 3aTBepaXeHHs1 3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHU. 3MiHa HalMeHyBaHHSA
Ta/abo agpecu MicLsl NPOBafXXEHHs! QisNbHOCTI
BUPOGHKMKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMoYa4m AinbHuUL BUNycky cepii abo
MicLie NPOBEEHHS KOHTPO SKOCTI. (AiSNbHICTb,
3a sIKy Bignosigae BUpoGHWK/iMnopTep, He
BKITI0HAK04M BUMYCK CEPilt) 3anponoHOBaHO 3MiHy
OpMANYHOrO HaiMeHyBaHHS BUpobHuka Lapn
KopnopenwH, CnonyyeHi LUtatn Amepukun/Sharp
Corporation, United States Ha LLlapn MekegxiHr
Cepsicec JIJIC, CnonyyeHi LWUtatn Amepukn/Sharp
Packaging Services, LLC, United States,
posTawoaHoro B Allentown, Pennsylvania (PA),
BiANOBiAaNbLHOro 3a NakyBaHHSA roTOBOrO
nikapcbkoro 3acoby. Agpeca 3anuaeTbes
He3MiHHOW. BBeeHHS 3MiH NpoTsirom 6-Tu MicsiLiB
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. CtabinbHicTb. 3MiHa nepioay
NnoBTOPHUX BUNpobyBaHb/nepioay 36epiraHHs abo
ymoB 36epiraHHa A®I (3a BigcyTHoCTI y

3aTBEpAXXEHOMY A0Cb€e cepTudikarta BignoBigHOCTI
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€BponeWcbkin hapmakonei, Wo BKItoYae nepios
NMOBTOPHOrO BUMNPoByBaHHs) (iHLWi 3MiHN) HaaaHHSA
AaHuX Npo cTabinbHICTb NiKapCbKoi PEYOBUHM,
BurotoeneHoi B AMPAC (BipmxuHist), oTpyMaHoi 5
nuctonaaa 2021 poky 3a IND 147734
(nocnigosHicTb 0178) EUA. OHOoBREHHS po3ainis
3.2.S.7.3. JaHi npo cTabinbHICTb, O MICTUTb AaHi
npo ctabinsHicte AMPAC Fine Chemicals
(BipaxuHis), a Takox oHoBreHun po3gin 3.2.8.7.1.
Pestome w1oa0 cTabinbHOCTI Ta BUCHOBKU.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
["oTOBMI Nikapcbknii 3acib. KoHTponb rotoBoro
nikapcbKkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEHNX MeTodax
BMNPobyBaHHS) OHOBMNEHHS PO3AiniB
peecTpauiiHoro gocke: 3.2.P.2.3. Po3pobka
BMpobHMYoro npouecy Ta 3.2.P.5.4. AHani3 cepin,
y 3B'A3Ky 3 BUMPaBMeHHAM pe3ynbraTiB
OAHOPIAHOCTI 4030BaHNX oanHuLb. [Npn
po3paxyHKy Ans aesikmx cepin J13
BMKOPWCTOBYBanacs Bara kancynu 287,5 mr
3aMicTb (haKkTUYHOI Baru kancynu 285,7 mr, Tomy
pesynbTaTtn 6ynu oHoBneHi. BBeaeHHst 3amiH
NpoTArom 6-Tu MicsALiB Nicns 3aTBepoKEHHS 3MiHN
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi roTOBOro Nikapcbkoro 3acoby
(36inbLUeHHs TepMiHY NpuAaTHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [nst ToproBoi ynakoBku
(niaTBEPAXKYETLCS AAHMMMN pearnbHOro Yyacy)
36inbLUEHHsI TEPMiIHY NPUAAaTHOCTI AN rOTOBOrO
nikapcbkoro 3acoby 3 24 micsuis o 30 micauis.
TepMiH NpuaaTHOCTI 3aNPONOHOBAHO NMOAOBXUTU
Ha ocHoBi 30 MicaYHMX AaHux cepin Formal
Stability Study (FSS) ansa ynakosku 40 oguHuupe Ta
24 wmic gnsa ynakoBku 30 oanHuub. HagaHo
nigTBEPOKEHHS 3aTBEPAKEHHS 3MiHM FDA.
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBEPOKEHHS.

142.

HANBY®IH

PO34MH ANs iH'eKLIN,
10 mr/mn no 1 mn
abono2wmne
amnyni; no 5 amnyn
B KOHTYPHIN
YapyHKOBIl
ynakoBLi; no 1 abo 2
KOHTYPHI YapyHKOBI

TOB "lOpis-
dapm”

YkpaiHa

TOB "tOpis-Papm”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu Il Tuny - 3miHK 3 sikocTi. [OTOBMIA Nikapcbkuii
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
AO0MYyCTUMMX MEX roTOBOrO NiKapcbKoro 3acoby
(3MiHa 3HaxoAMTbCS Mo3a 3aTBEPAKEHUMN
O0onyCTUMUMU MexaMm crneumdikauin) -
Po3LwnpeHHs KpuTepiiB NPUAHATHOCTI

3a
peuernmom

UA/14429/01/01
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YyNakoBKW B naydi; no crneungikauii 3a nokasHmkoMm "CynpoBigHi
1mnabono2wmny Jomiwkn", a came Ans gomilnk 2,2-6ic HanbydiH
nonepegHbO 30,5 % 1o 3,0 % Ta BiaNoBiAHO CyMM JOMILLOK 3
HanoBHEHOMY 2,0% po 4,5% Ha nigcrasi gaHux
LUNPUL 3 FOMKO0 B TOKCMKOSOFYHOrO 3BiTY
Tybyci, no 1 abo 10
TybyciB B kopobLji 3
KapTOHY
143. | HANNBY®IH- PO34MH Ans iH'ekuin, | ToBapwucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a UA/13460/01/01
3H 10 mr/mn; no 1 mn 3 obmMexeHo 3miHa 3asiBHuKa J13 (MIBIT) (BnacHuka peuenmom
abono2wmns. obmexeHo BiAMOBIAAMNbLHICTIO peecTpauinHOro nNoceig4eHHs) (3rigHo Hakady MO3
amnyni; no 5 amnyn Bignosiganb "XapkiBcbke Big 23.07.2015 Ne 460). BBegeHHs1 3MiH NpoOTSArom
y bnicTepi, no 1 abo HiCTIO bapmaneBTn4He 6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
2 Bnictepu y «®dapmaues nianpYeEMCTBO 3MmiHu Wwopo 6esnekn/edekTMBHOCTI Ta
KopobLi 3 KapToHY TUYHa "3nopoB's capmakoHarnsgy. BeegeHHs abo 3amiHv oo
KOMnMaHisi Hapoay" y3aranbHeHX AaHux Npo cUcTemy
«3p0poB’aA» apmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
npo cuctemy hapmakoHarnsgy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
cthapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHaA
BiJ, YNOBHOBa)XE€HOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bkiovarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemm apmakoHarnagy) -
3miHa ynoBHOBaxeHOT 0cobu 3asiBHUKa,
BiAgnosiganeHoi 3a dhapmakoHarnag. Hitova
pepakuisa: 3umumubka MapuHa OnekcaHapiBHa.
MponoHoBaHa pepakuis: LeBueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX AAaHUX YNOBHOBaXEHOT
ocobu 3asBHMKa, BianoBiganbHOI 3a
apmakoHarnsg. 3miHa mMicLe3HaxomKeHHs!
mMacTep-canna cuctemu apmakoHarnsgy Ta noro
Homepa. 3MiHa Micus 3aiCHEHHSI OCHOBHOI
[isNbHOCTI 3 dapmakoHarnsgy
144. | HEO®INIH Tabnetku MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/3793/01/02
NPOJIOHrOBaHOI Aii "®apmaneBT "®apmaueBTniHa 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
no 300 mr; no 10 nyHa cipma dipma "OdapHuusa” Ta chapmakoHarnsiy - 3MiHM BHECEHO B TEKCT
Tabnetok y "OapHuus” MapKyBaHHS NEePBMHHOI Ta BTOPUHHOI YNaKoBKY
KOHTYpHIii nikapcbkoro 3acoby, a came BUMYy4YeHO TEKCT,
YapyHKOBIN BUKIaJEeHU POCINCLKOID MOBOIO, Ta AOMNOBHEHO M.
ynakoBui; no 5 17 IHWE iHdopmauieto woao HaHeceHHs QR-
KOHTYPHUX kogy. TepMmiH BBeAEHHSA 3MiH NpoTArom 6 micauis
YapyHKOBUX nicnsi 3aTBEpOXKEHHS.
yMNaKoBOK y navui
145. | HEO®INIH Tabnetkn MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/3793/01/01
NPOOHroBaHoi Aii "®apmaueBT "®apmaueBTnYHa 3MmiHu | TUNYy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI peuenmom
no 100 mr; no 10 M4YHa ipma dipma "[apHuusa” Ta chbapmakoHarnsgy - 3MiHM BHECEHO B TEKCT
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Tabnetok y "OapHuus" MapKyBaHHS NEPBMHHOI Ta BTOPMHHOI YNaKoBKK
KOHTYPHIW nikapcbkoro 3acoby, a came BUINyYeHO TEKCT,
YapyHKoOBI BUKNaAEeHWIN POCINCBLKOKD MOBOO, Ta JOMNOBHEHO M.
ynakosui; no 5 17 IHLWE iHdopmauieto woao HaHeceHHst QR-
KOHTYPHUX kogy. TepmiH BBEAEHHSA 3MiH NPOTArom 6 micsuis
YapyHKOBWUX nicnsi 3aTBepOXKEHHS.
yNakoBOK y nayui

146. | HIBECTUM PO34MH ANS iH'EKLIN Mdpansep CLWA BUNYCK cepii, Xopsaris/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3a UA/15455/01/02
abo iHdy3in no 30 Eny. Ci. Mi. BUPOGHMLTBO "in Benbris 3MiHu | Tuny - AgMmiHicTpaTUBHI 3MiHW. BunyyeHHs peuenmom
mnH O[] (300 Kopnopeww bulk", kKOHTpOsb BUPOBHMYOT AinbHULUI (BKMHOYAKOYM AiNbHULI Ans
mkr)/0,5 mn; no 0,5 H cepii y npoueci A®I, npomixkHoro npoaykTy abo rotoBoro

My nonepegHsLo
3arnoBHEHOMY
wnpuui (I knacy)
MmicTkicTio 1 mn; no 1
abo 5 nonepeaHLO
3aMOBHEHNX
wnpuuis y 6nictepi
Y KapTOHHIM nayui

BUPOGHMLTBA,
TeCTyBaHHsI
BUNYLLIEHOI Cepil,
TeCTyBaHHsI
cTabinbHOCTI,
TECTYBaHHS
CTEpPUINbHOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
XOCIIPA
3AIPEB .0.0,,
Xopsaris;
KOHTPOMb SIKOCTI,
TECTYBaHHS
BUNYLLIEHOI cepil,
TECTYBaHHs
crabinbHocTi: SGS
J1a6 Canmon CA,
Benbria

nikapcbKkoro 3acoby, AinbHULI AN NpoBeaeHHs
nakyBaHHs1, BUpoOHWKa, BifnoBigansHoro 3a
BUWMYCK Cepil, MiCLie NPOBEAEHHS KOHTPOMIO cepil)
abo nocTayanbHKKa BUXIQHOrO matepiany,
peareHTy abo 4OMOMiIKHOT pe4OBUHU (SIKLLO
3a3HayeHo y Aocbe). BupaneHHs BUpoGHMYOi
ainbHUUi: Bioreliance Ltd., Innovation Park,
Hillfoots Road, Stirling FK9 4NF, LLoTnaHgis, sk
[inbHUUI, BiANOBiAanbHy 3a BigganeHe pe3epBHe
36epiraHHst 6aHkKiB KNiTUH. 3MiHK | TUNY - 3MiHK 3
sikocTi. A®l. BupoGHMLTBO. 3MiHa BUPOGHWMKa
BVXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci A,
abo 3miHa BMpobHUKa (BkMovaruu, e HeobxigHo,
MicLie NpoBeAeHHs KOHTponto aKkocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignosigHOCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
[0CbE)(3anponoHOBaHUIN BUPOOHMK HanexumTb 40
Tiel camoi BUpoBHUYOI rpynuy NianpuemcTB, LUO
3aTBEpPOKEHUN).
3asBneHa 3 meTot 3amiHn AinbHuui Charles River
Laboratories, Tranent, Edinburgh, EH33 2NE,
BenukobputaHis Ha Charles River Laboratories
Inc, 358 Technology Drive, Malvern, PA 19355-
1315, CUWA, sk ginbHMUtO, BignoBiganbHy 3a
TeCTyBaHHsi OCHOBHOro 6aHky KniTuH i poboyoro
OaHky KNiTWH AN BUSABNEHHN dharis, aHani3 Ha
fitoyoi peqoBuHM dinrpactum. 3miHu | Tuny -
3MmiHu 3 skocTi. A®l. BupobHuuTBo. 3MmiHa
BMPOGHVKa BUXiAHOTO/MPOMIXKHOIO
npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpOoGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkrtoyaroum, fe HeobXxigHO, MicLle NPoBeAEeHHS
KOHTponto sikocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BignoBigHOCTIi EBpoNechbkin
capmakonei y 3aTBepAXeHOMyY LOCbE)(HOBa
ainbHUUS ans 36epiraHHs [onoBHoro 6aHky KniTUH
Ta/abo Pobounx 6aHkiB kniTvH). logaBaHHHS
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HOBOI dbyHKLUii gns Hospira Zagreb d.o.o.,
Prudnicka cesta 60, 10291 Prigorje Brdovecko,
XopBaria 9K anbTepHaTUBHY OiNbHULIO,
BignosigansHy 3a 36epiraHHs rofloBHOro 6aHky
KMiTUH | poboumnx 6aHkiB kniTvH. 3mikm Il Tuny -
3MiHn 3 akocTi. A®l. BupobHuuTBO. 3MiHa
BUPOBHMKA BUXIOHOrO/MPOMIDKHOIO
npoaykTy/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
BUpobHM4omy npoueci A®I, abo amiHa BUpobHMKa
(Bkrtovaroum, fe HeobxigHO, MicLe NpoBeaeHHS
KOHTponto skocTi) AdI (3a BiACYyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei y 3aTBepmxeHOMY 4OCbE)(3MiHM O0
3axo/[iB, NOB’A3aHNX 3 KOHTPONEM aKTUBHOI
pevoBUHM GiONOriYHOro NOXO4XKEHHSI: 3aMiHa abo
OofaBaHHs OinbHWL, Ae NPOBOAUTLCS
KOHTpONb/BUNpoByBaHHS cepii, BKNoYao4n
3acTOCyBaHHS
GionoriyHoro/iMyHonori4Horo/imyHoximi4Horo
MeToay). 3amiHa ginbHuui «Charles River
Laboratories, 358 Technology Drive, Malvern, PA
19355, USA» Ha ainbHuuto «Charles River
Laboratories, 466 Devon Park Dr, Wayne, PA,
USA» 3 doyHKLielo TecTyBaHHS 6aHKy OCHOBHMX
KNiTMH Ta 6aHKy poboyYMX KMITUH Ha KinbKiCTb KONl
nnasmigun ("Charles River Laboratories, Malvern,
PA, USA" Hapani 6yae micuem 36epiraHHs 6aHkiB
KNIiTWH.

147.

HIBECTUM

PO34MH Ans iH'eKuin
abo iHdysin no 48
mnH Off (480
mkr)/0,5 mn; no 0,5
My nonepeaHbo
3aMnoBHEHOMY
wnpwuui (I knacy)
MicTkicTio 1 Mf1; no 1
abo 5 nonepeaHbo
3aMoBHEHUX
wnpuuis y 6nictepi
Yy KapTOHHIM nayui

Mdpanzep
Enu. Ci. Ni.
Kopnopew

H

CLA

BMNYCK cepii,
BUPOGHMLUTBO "in
bulk", koHTpOmb
cepii y npoueci

BUPOGHMLTBA,

TecTyBaHHS
BUNYLLIEHOI Cepil,

TecTyBaHHS

cTabinbHocTi,

TECTyBaHHS

CTEepUbHOCTI,

nepBuHHe Ta

BTOPWHHE
nakyBaHHs:
XOCHMIPA
3ArPEB A.0.0.,
XopBarisi;
KOHTPOMb SKOCTi,
TECTyBaHHS
BUNYLLIEHOI cepil,
TECTyBaHHs

XopsarTis/
Benbris

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaYmM AinbHULi Ans
A®I|, npomixHOro npoaykty abo rotoBoro
nikapcbkoro 3acoby, AinbHULi Ans NpoBeAeHHS
nakyBaHHs1, BUpoOHWKa, BiAnoBigansHoro 3a
BUWMYCK Cepil, MiCLie NPOBEAEHHS KOHTPOMIO cepili)
abo nocTavanbHyKa BUXigHOrO Matepiany,
peareHTy abo AONOMiXXHOT PEYOBUHM (SIKLLIO
3a3HayeHo y Aocbe). BupaneHHs BUpoGHUYOiT
ainbHWUi: Bioreliance Ltd., Innovation Park,
Hillfoots Road, Stirling FK9 4NF, LLloTnaHais, sk
[inbHUUI, BiaNoBiaanbHy 3a BigganeHe pe3epBHe
36epiraHHst 6aHkiB KNiTUH. 3MiHK | TNy - 3MiHK 3
sikocTi. A®l. BupobHmuTBO. 3MiHa BUpoGHUKa
BVXiAHOro/MPOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYOTLCS Y BUpOGHUYOMY npotieci AdI,
abo 3miHa BMpobHUKa (BkMtoYaum, e HeobxigHo,
MicLe NnpoBefeHHs KOHTponto skocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignosigHOCTi
€Bponeicbkii hapmakonei y 3aTBepaKeHoOMy

3a
peuenmom

UA/15455/01/03
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

crabinbHocTi: SGS
Jla6 CanmoHn CA,
Benbria

[0CbE)(3anponoHOBaHUI BUPOOHMK HanexuTb 40
Tiei camoi BMpoBHUYOT rpynu nignpuemcTs, Lo i
3aTBEPOKEHUI).
3asBneHa 3 MeTol 3amiHu ainbHuLi Charles River
Laboratories, Tranent, Edinburgh, EH33 2NE,
BenukobpuTtaHis Ha Charles River Laboratories
Inc, 358 Technology Drive, Malvern, PA 19355-
1315, CWA, sk ginbHuULO, BignoBigansbHy 3a
TeCcTyBaHHsi OCHOBHOro 6aHKy KniTuH i poboyoro
OaHky KniTUH oNs BUABMEHHN daris, aHani3 Ha
Aitoyoi pevoBuHmn dinrpactum. 3miHu | Tuny -
3MiHun 3 skocTi. A®l. BupobHuuTBO. 3MiHa
BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO
npoayKTy/peareHTy, WO BUKOPUCTOBYIOTECS Y
BMpobHM4oMy npoueci A®l, abo amiHa BUpobHMKa
(Bkntovaroum, fe HeobxigHoO, MicLe NpoBeaeHHs
KOHTponto skocTi) AdI (3a BiaCyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei y 3aTBepaxeHOMy 4OCbe)(HoBa
OinbHMUA ansa 36epiraHHs [onoBHOro 6aHKy KriTuH
Ta/abo Pobounx GaHkiB kniTuH). [logaBaHHHS
HOBOI doyHKUiT gna Hospira Zagreb d.o.o.,
Prudnicka cesta 60, 10291 Prigorje Brdovecko,
XopBaria 9K anbTepHaTUBHY OifbHULIO,
BignoBiganbHy 3a 36epiraHHsi ronoBHOro H6aHky
KMiTWH | pobounx 6aHkiB KNiTuH. 3MiHn Il Tuny -
3MmiHu 3 gkocTi. A®l. BupobHuuTBo. 3miHa
BUPOGHMKa BUXiAHOIO/MPOMiXKHOrO
npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTECS Y
BMpoGHMYOoMy npoueci A®I, abo 3miHa BUpobHUKa
(Bkntovaroum, ae HeobxigHo, MicLle NpoBeaEeHHS
KOHTponto skocTi) AdI (3a BiacyTHOCTI
cepTudikaTa BignoBigHOCTi EBpoONechbkin
hapmakonei y 3aTBepaXeHOMY A0ChE)(3MiHU A0
3axofiB, NOB’A3aHNX 3 KOHTPONIEM aKTUBHOI
peYoBUHYM GiONOriYHOro NOXOAXKEHHsI: 3aMiHa abo
OofaBaHHs OinbHWL, Ae NPOBOAUTLCS
KOHTpOnb/BUNpoByBaHHS cepii, BKNoYaun
3aCcTOCyBaHHSA
GionoriyHoro/iMmyHOMNoriYHoro/iMyHoxiMmiyHoOro
MeToay). 3amiHa ginbHuui «Charles River
Laboratories, 358 Technology Drive, Malvern, PA
19355, USA» Ha ainbHuuto «Charles River
Laboratories, 466 Devon Park Dr, Wayne, PA,
USA» 3 dyHKUi€to TeCcTyBaHHsi 6aHKy OCHOBHUX
KMiTUH Ta 6aHKy poboumx KMITUH Ha KinbKiCTb KONl
nnasmigm ("Charles River Laboratories, Malvern,
PA, USA" Hagani 6yae micuem 36epiraHHsi 6aHkiB
KNiTWH.
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
148. | HIBECTUM PO34MH Ans iH'eKuin Mdparizep CLWA BUMYCK cepii, Xopsaris/ BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a UA/15455/01/01
abo iHdysin no 12 Ewnv. Ci. IMi. BMPOOHMLUTBO "in Benebrisa 3MiHM | Tuny - AgMiHICTPaTVBHI 3MiHW. BunyyeHHs peuenmom
mnH O[] (120 Kopnopeww bulk", kOHTpOsb BUPOBHMYOT AinbHUUI (BKMHOYAKOYM AiNbHULI Ans
Mmkr)/0,2 mn; no 0,2 H cepii y npoueci A®I, npomixxHOro NpoaykTy abo rotoBoro
My nonepeaHLo BUPOGHMLTBA, nikapcbKkoro 3acoby, AinbHUL Ans NPOBEAEHHS
3arnoBHEHOMY TECTYBaHHs nakyBaHHsi, BUpOOHWKa, BifnoBigansHoro 3a
wnpudi (I knacy) BUNYLLIEHOI cepil, BUMNYCK Cepili, MicLie NpoBeAEHHS KOHTPOIIO cepii)
micTkicTio 1 mn; no 1 TEeCTyBaHHs abo nocTavanbHuKa BUXigHOro MaTtepiany,
nonepegHL0 cTabinbHOCTI, peareHTy abo LONOMiIKHOT pe4OBUHY (SIKLLO
3arnoBHEHOMY TECTYBaHHs 3a3HayeHo y Aocbe). BuaganeHHs BUpobHuyoi
Lwnpuuy y 6nictepi y CTEPUIbHOCTI, ninbHUUi: Bioreliance Ltd., Innovation Park,
KapTOHHIN nayui nepBuHHE Ta Hillfoots Road, Stirling FK9 4NF, LLoTnaHais, sik
BTOPUHHE OinbHUUI, BigNOBiaanbHy 3a BigaaneHe pesepeHe
nakyBaHHs: 36epiraHHs 6aHkiB KNiTWH. 3MiHn | Tuny - 3MiHK 3
XOCIIPA sikocTi. A®l. BupobHMLTBO. 3MiHa BUPOGHWMKa
3ArPEB .0.0,, BUXIiQHOro/NMPOMIDKHOIrO NPOAYKTY/peareHTy, Wwo
Xopgarisi; BVKOPVCTOBYIOTbCS Y BUpOBHUYoMy npoueci AdI,
KOHTPOJb SIKOCTI, abo 3miHa BUpoBHUMKa (BKMoYaroun, ae HeobxigHo,
TeCTyBaHHSA Micue npoBefeHHs koHTporto sikocTi) Al (3a
BUMYLLEHOI cepii, BiJCYTHOCTI cepTudikaTta BignoBigHOCTI
TeCTyBaHHSA €BponeiickKii hapMakonei y 3aTBepaKeHoMy
crabinbHocTi: SGS [0CbE)(3anponoHOBaHUI BUPOOHMK HanexuTb 4o
JlTab Canmon CA, Tiei camoi BUpOBHUYOI rpyny MiANpueEMCTB, LLUO 1
Benbria 3aTBEPOKEHNIA).

3asBeneHa 3 MeTo 3amiHu ainbHULi Charles River
Laboratories, Tranent, Edinburgh, EH33 2NE,
BenukobputaHis Ha Charles River Laboratories
Inc, 358 Technology Drive, Malvern, PA 19355-
1315, CWA, sk ginbHuULO, BiaNoBigansHy 3a
TeCTyBaHHSA OCHOBHOTO BGaHKy KniTuH i poboyoro
GaHKy KNiTUH Ans BUSIBNEHHS ariB, aHani3 Ha
Aitoyoi pevoBuHM dinrpactum. 3minum | Tuny -
3MmiHu 3 gkocTi. A®l. BupobHuuTBo. 3MiHa
BUPOGHMKa BUXiOHOTO/MPOMIXKHOIO
npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTECS Y
BMpOGHMYOMy npoueci A®I, abo 3miHa BUpobHUKa
(Bkntoyvatoun, Ae HeobxigHo, MicLie NpoBeAeHHs
KOHTponto skocTi) AdI (3a BiacyTHOCTI
cepTugikaTa BignoBigHOCTI €Bponenchkii
dapmakonei y 3aTBepaKeHoMy Aockbe)(HoBa
OinbHMUA ansa 36epiraHHs FonoBHOro 6aHKy KiTuH
Ta/abo Pobounx 6aHkiB kniTuH). [logaBaHHHSA
HOBOI (pyHKUii Ansa Hospira Zagreb d.o.o.,
Prudnicka cesta 60, 10291 Prigorje Brdovecko,
XopBarTisi ik anbTepHaTUBHY AiNbHULIO,
BignoBiganbHy 3a 36epiraHHsi FONOBHOrO HaHKy
KMiTWH i pobounx 6aHkiB KNiTuH. 3MiHn |l Tuny -
3MmiHn 3 akocTi. A®l. BupobHuuTBo. 3MiHa
BUPOGHMKa BUXiAHOIO/MPOMiXXHOro
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npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTECS Y
BMPOBHMYoMy npoueci AP, abo 3miHa BUpoBHMKa
(Bkrtovaroun, fe HeobxigHO, MicLe NpoBeaeHHS
KOHTponto sikocTi) A®I (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €BpoONenChbKii
dapmakonei y 3aTBepmxeHOMY LOCbE)(3MiHM O0
3axofiB, NOB’A3@HNX 3 KOHTPONIEM aKTUBHOI
peyvoBMHM GIONOrYHOIrO NOXOMKEHHS: 3aMiHa abo
OofaBaHHs OinbHWL, Ae NPOBOAUTLCS
KOHTPOMb/BUNPOBYBaHHSA cepii, BKIOYaum
3aCTOCYBaHHS
GionoriyHoro/iMyHonori4Horo/imyHoximi4Horo
mMeToay). 3amiHa ginbHuui «Charles River
Laboratories, 358 Technology Drive, Malvern, PA
19355, USA» Ha ainbHuuto «Charles River
Laboratories, 466 Devon Park Dr, Wayne, PA,
USA» 3 dyHKUi€to TeCcTyBaHHs 6aHKy OCHOBHUX
KNiTUH Ta 6aHKy poGOYMX KMiTMH Ha KiNbKiCTb KoMil
nnasmigun ("Charles River Laboratories, Malvern,
PA, USA" Hagani 6yae micuem 36epiraHHsi 6aHkiB
KMIiTUH.

149.

HIMEOAP

rpaHynu ons
oparbHOi cycneHsii,
100mr/2rno2r
rpaHyn B
0[HO030BOMY
nakeTi; no 9 abo no
15, abo no 30
nakeTiB y KOpoOLi

MpAT
"®apmaueBT
nyHa dipma

"OapHuus”

YkpaiHa

MpAT
"®apmaueBTNYHa
cipma "dapHuua”

Ykpaina

BHECEHHS 3MiH 0O peecTpaLinHuX maTepianis:
3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KopoTkil
XapakTepucTuL NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCyBaHHSA Ha MiACTaBi perynsipHo
OHOBJIIOBAHOIO 3BiTYy 3 6e3neky NikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
NpOBeAEHNX BiANOBIAHO 4O NnaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMNETEHTHWUM YNOBHOBAXXEHNM OPraHoM).
3MiHM BHECEHI 0 iIHCTPYKLii AN MeguyHoro
3aCTOCyBaHHSA fikapcbkoro 3acoby y posgin
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyoar” BignoBigHO 0O OHOBMEHOT iHpbopmalii 3
6e3neku gjtoyoi pevoBmHU BBeaeHHst 3MiH
NPOTHArom 6-Tv MicsILB 3 AaTW 3aTBEPKEHHS.
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepuCTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUii ANS MeAUYHOro
3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBJIIOBAHOIO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocniaxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,

3a
peuenmom

He
nidnsieae

UA/15433/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHmnx
pocnimkens (PIP) (3miHy yarogxeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHom). 3MiHu
BHECEHi [0 iHCTPYKLii Ans MeanyHoro
3aCTOCyBaHHS fnikapcbKkoro 3acoby y po3ginu
"OcobnueocTi 3actocyBaHHs", "lMobiyHi peakuii”
BiZNOBIgHO O OHOBMEHOI iHhopMmaLii 3 6e3neku
Aitoyoi pevoBnHN BeeaeHHs 3MiH npoTarom 6-tn
MiCAUIB 3 AaTW 3aTBEPOKEHHS.
150. | HITPO-MIK® cnpew TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/2622/01/01
cy6niHrBanbHWi «MIKPOXIM «MIKPOXIM» 3minn | Tuny - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnszae
nosoaHui, 0,4 » (BUpOBHMYa HaiMeHyBaHHs1 Ta/abo agpecy 3asiBHUKa
Mmr/no3a, no 15 mn AinbHUUs (BCi (BnacHuka peecTpauiiHoro NocBig4eHHst) aMiHa
(300 po3) y onakoHi; cragii agpecw 3asBHVKa. BBegeHHs 3MiH npoTsirom 6-1u
no 1 conakoHy 3 BUPOBHMYOro MicALiB Micnsa 3aTBEPAXEHHS.
po3nunoBaYvem, npouecy; 3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBUI Nikapcbkuii
3anobikHum BiANoBiAanbHUA 3aci6. 3MiHN y BUpobHUUTBI. 3MiHa
KOBMa4koM y nayui 3 3a BUNYyCK cepii, iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KapTOHY He BKIoYaun KOHTPOIIO SIKOCTi FOTOBOTO NiKapCbKoro 3acoby
KOHTpOrb/BUNpoby (3amina abo goaaBaHHSA BUPOGHMKa, WO
BaHHs cepii) BignoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKITHOYaK04M KOHTPOb/BUNPOBYBaHHS cepii -
noaaBaHHg BupobHuka 13, BignoeigansHoro 3a
BUMYCK Cepii, HE BKNOYa4m
KOHTponb/BunpobyBaHHs cepii: TOB HB®
«MIKPOXIM» (3a apgpecoto: YkpaiHa, 01013 m.
Kwis, Byn. ByaiHgyctpii, 6ya. 5).
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
151. | HOBIPUH Tabnetku no 500 wmr, AT YkpaiHa AT "KUIBCbKUNIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes UA/12436/01/01
no 10 TabneTok y "KNIBCbKW BITAMIHHAW 3miHut | Tny - 3miHm 3 sikocTi. A®L. KoHTpons Ad. peuenma
6nictepi; no 2 abo n 3ABO" 3miHa y napameTpax cneuudikadiv Ta/abo
no 4 6nictepu B BITAMIHHU OOMYyCTUMUX MEX, BUSHAYEHUX Y crieumdikaLlisx
nayui n 3ABOO" Ha A®I, abo BUXiAHUIA/MPOMIXHMIA

NPOAYKT/peareHxT, L0 BUKOPUCTOBYHOTLCH Y
npoueci BupobHuuTea AP| (4ONOBHEHHS
crneundikaLii HOBUM NMOKa3HWKOM SIKOCTi Ta
BiAMOBIAHMM MeToAoM BUNpobyBaHHs) - Ang Ad|
IHO3MH npaHobekc (MeTizonpuHon), BUPOBHULITBA
ABC FARMACEUTICI S.p.a — Unibios Division,
ITALY BBEAEHHS 10AATKOBOIO NOKa3HMKa SIKOCTi
«Xnopuany». 3minu | Trny - 3miHu 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumndikaLin
Ta/abo [onyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisix Ha A®I, abo BUXiAHNIA/MPOMIXHUIA
npoayKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BupobHuuTea AP| (4ONOBHEHHS
cneundikaLii HOBUM NOKa3HWKOM SIKOCTi Ta
BigMNOBIAHUM MeToA0oM BUNpobyBaHHs) - Ans AdI




84 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

IHO31H npaHobekc (MeTisonpuHon), BUpoOHULTBA
ABC FARMACEUTICI S.p.a — Unibios Division,
ITALY BBEOEHHSA 0O4ATKOBOrO MOKa3HMKa SIKOCTi
«CynbcaTtn». 3miHm | TNy - 3miHn 3 akocTi. API.
KoHTponb A®I. 3miHa y MeTogax BUNpobyBaHHs

A®I abo BuxigHoro matepiany/npomMixHoro
NpOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa API (iHLWi 3MiHKM y MeTodax
BUNpoOyBaHHS (BKNoYaum 3amiHy abo
nonoBHeHHs1) A®I abo BuUXigHOro/NPoMmixkKHOro
npopaykTy) - Anst A®l IHo3uH npaHo6ekc
(MeTizonpuHon), BupobHuutea ABC

FARMACEUTICI S.p.a — Unibios Division, ITALY,

3MiHM o po3ginie « CynpoBigHi 4OMILLKU» Ta
«KinbkicHe BU3Ha4YeHHs», a came akTyanisoBaHo
BUKINaAaHHS Ta 3MiHEHO HOPMYBaHHs1 Byab-sIKoi
noMilwkm 3 «He Binble 0,1%» Ha «He binbLie
0,05%». CynyTHsi 3miHa - 3MiHK 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y napameTpax cneuudikadin
Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisix Ha APl, abo BUXigHUA/NPOMIXKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y
npoueci BupobHmuTea AP (iHWwi 3MiHK) - SMiHK |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y
MeTogax BunpobyBaHHA ADI abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHM y MeTodax BUNPOBYBaHHS (BKIOYaK4n
3amiHy abo gonosHeHHs) AD| abo
BUXigHOro/npomixkHoro npoaykty) - Ans Ad|

IHO3MH npaHobekc (MeTisonpuHon), BUpobHULTBA

ABC FARMACEUTICI S.p.a — Unibios Division,
ITALY, 3miHM oo po3giny «3anuLwkoBi KinbKocTi
OpraHiYHMX PO34YMHHKMKIB» aKTyanisaoBaHo
BMKNagaHHa meToaukn. CynyTHS 3miHa - 3MiHM 3
akocTi. A®Il. KoHtponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JonycTUMMmNX MeEX,
BM3Ha4eHux y cneuudikauisx Ha Adl, abo
BUXIOHWA/NPOMDKHWUIA NPOAYKT/peareHT, Wo
BMKOPUCTOBYIOTLCS Y npoleci BupobHuutea AdI
(iHwWi 3miHW) - 3MiHK | TUNY - 3MiHK 3 skocTi. AdI.
KoHTponb A®I. 3miHa y meTodax BUnpobyBaHHS
A®I| abo BuxigHOro Matepiany/npomMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETHLCS Y
npoteci BupobHuuTea AP (iHwi 3MiHM y MeToaax
BUNpoByBaHHs (BKMoYakoum 3amiHy abo
nornoBHeHHs1) A®I abo BMXigHOro/MpoMmixkKHOro
npoaykTy) - 3miHn y cneumdikauii ans A®| [HosuH
npaHobekc (MeTizonpuHon), BupobHuutea ABC
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FARMACEUTICI S.p.a — Unibios Division, ITALY,
a came 0 HacTynHWX po3aainis: «Onucy,
«[lMpo3opicTb Ta CTyNiHb onanecueHLii pignHu.
CtyniHb 3abapBneHHs pignHny, «lgeHtudikadisa n.
2.3» aKTyanisoBaHO BUKINagaHHS METOAMKM.
CynyTHs 3MiHa - 3MiHK 3 akocTi. ADI. KoHTporb
A®I. 3miHa y napameTpax cneuudikadin Ta/abo
A0NYyCTUMMUX MEX, BU3HAYEHNX Y creumdikauisx
Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea A®! (iHWwi 3MiHK) - 3MiHK |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL. 3miHa y
napameTpax crneuudikauin Ta/abo gonyctTummx
MeX, BU3Ha4YeHuX y cneumdikadiax Ha A®l, abo
BUXIQHWA/NPOMDKHWUIA NpOAYKT/peareHT, LWo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
(IHLWi 3MiHW) - BUIYyYEHHS NOKa3HUKa SKOCTI
«PO34YMHHICTbY.

152.

OKPEBYC®

KOHLEHTpaT Ans
pO34KHy Ans
iHdy3in no 300
Mr/10 mn; no 10 mn
y donakoHi; no 1
cnakoHy y
KapTOHHiI kopobui

TOB «Pouu
YkpaiHa»

YkpaiHa

BUPOBHMLUTBO
Hepo3dacoBaHoi
nNpoAyKui,
nepBuHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIIO SIKOCTi:
Pow [iarHocTuke
'M6X, HimeuyumnHa;
BMPOGHMLUTBO
Hepo3dacoBaHoi
npoaykuii,
nepBUHHE
naKyBaHHs,
BTOPUHHE
nakyBaHHs, BUNYyCK
cepil:
®.XodhdpmaHH-I15
Pow ITa,
LLiBeviLapis

HimeuumnHa/
LLiserinapisa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3minu |l Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. IHWi 3MiHK, sKi He BBINWAN Y
Len po3ain, aki BKYalTb NogaHHA pesyrbTaTiB

OOCMiMKeHb A0 KOMMNETEHTHOro OpraHy -
3asiBHMKOM HaaHO OHOBIIEHWIA MraH ynpaBniHHA
pu3nkamm Bepcis 8.1. 3MiHM BHECEHO A0 YacTuH: |

«3aranbHa iHdopmauisy, Il «Cneundikadisi 3

6e3nekn», lll «MnaH 3 hapmakoHarnagy», V
«3axogu 3 miHimizauii pusukie», VI «Pestome
nnaHy ynpaeniHHa puaukamuy, VII «Jogatkuy» y
3B’A3KY 3 NOAAHHSIM OCTaTOYHOrO 3BiTY 3
pocnimxkeHHs BN29739 (VELOCE). 3minu Il Tuny -
3MiHn Wwoao 6e3nekn/edPeKkTUBHOCTI Ta
capmakoHarnagy. IHWi 3amiHW, ski He BBIALWNN Y
uew po3ain, ski BKMo4aloTe No4aHHSA pe3ynbTarTis
[OCMiMKeHb A0 KOMMNETEHTHOro OpraHy -
3asiBHMKOM HalaHO OHOBIIEHWIA MraH ynpaBniHHSA
pu3nkamm Bepcis 8.1. 3MiHM BHECEHO A0 YacTuH: |

«3aranbHa iHdopmauiay, Il «Cneundikadis 3

6e3nekn», lll «MnaH 3 hapmakoHarnagy», V
«3axoau 3 miHimizauii pusukie», VI «Pestome
nnaHy ynpaeniHHa puaukamny, VII «Jogatkmny» y
3B’A3KY 3 NOAAHHSIM NiACYMKOBOrO 3BiTY 3
pocnimxkeHb MA30005 (CASTING) i N30035
(CHORDS). 3minu Il Tvny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. IHwi
3MiHW, SKi He BBINLLAKW Y Lien po3ain, ski
BKII0MAIOTb NOAAHHS pe3ynbTaTiB AoCnigKeHb A0
KOMMETEHTHOrO opraHy - 3asiBHUKOM HaflaHo
OHOBJIEHWI NfaH ynpaBniHHSA pU3nMkamMmu Bepcis

3a
peuenmom

UA/16278/01/01




86 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
8.1. 3MiHN BHeceHo Ao YacTuH: | «3aranbHa
iHdopmauisi», Il «Cneumdikauis 3 6eaneku», ||
«MnaH 3 hapmakoHarnsagy», V «3axoou 3
MiHimizauii puaukiey, VI «Pestome nnaHy
ynpaBniHHs pusukamuy, VIl «Jogatkun» y 3B’A3Ky 3
BuAaneHHam iHbopmalii npo goaaTkoBuin
MOHITOpUHT B €C Ta BHECEHHS peaaKLuinHmX
npasok BignosigHo Ao komeHTapis PRAC. Pestome
nnaHy ynpasrniHHA pusukamu Bepcis 8.1
[0[aeTbCs.
153. | OHOAAP TabneTtku, Wo AAP ®apma | OG'egHaHi MaHkanHg ®apma IHais BHECEHHS1 3MiH 4O peecTpauiiHMX maTtepianis: 3a UA/18905/02/02
OncnepryoTbes B O3-111C Apabcebki Nimitea, FOHiT-Il TexHiyHa nomurika (3rigHo Hakasdy MOS3 Big peuenmom
POTOBI NOPOXHWHI, Ewmipatu 23.07.2015 Ne 460). TexHi4Hy NOMUNKY
8 mr no 10 TabneTok BUNPABMEHO B iHCTPYKLII AN MeanyHoro
y 6nicTepi, no 1 3acTocyBaHHSA Nikapcbkoro 3acoby, a came B Aari
Gnictepy B Hakasy MOS3 YkpaiHn. 3aTBepaxeHo:
KapTOHHIN ynakoBLj 3ATBEPIXXEHO
Hakas MiHicTepcTBa 0OXOpPOHM 340p0B’s YKpaiHu
11.02.2022 Ne 43 PeecTpauiiHe NnocBig4eHHA
UA/18905/02/01 UA/18905/02/02 3anponoHoBaHo:
SATBEPI)XEHO Hakas MiHicTepcTBa 0XOpOHU
3popoB’a YkpaiHm 11.01.2022 Ne 43 PeectpaliiHve
NOCBiAYEHHS
UA/18905/02/01 UA/18905/02/02 3a3HayeHe
BUNpPaBneHHS Bignosigae marepianam
peECTpaLinHOro JOChE.
154. | OHOAAP TabneTkn, Wo AAP ®apma | O6'egHaHi MaHkaiHg ®apma IHAis BHECEHHS 3MiH 10 peecTpaLliiHiX MaTepianis: 3a UA/18905/02/01
ANCnepryoTLes B ®3-NNC Apabcbki Nimiten, KOHIT-1I TexHiyHa nomurnka (3rigHo Hakasy MO3 Big peuenmom
POTOBIN MOPOXHUHI, EwmipaTn 23.07.2015 Ne 460). TexHi4Hy noMunky
4 mr no 10 TabneTtok BMUNPaBMEHO B iHCTPYKLIT ANs MeanyHoro
y bnicTepi, no 1 3acTocyBaHHS nikapcbKoro 3acofdy, a came B AaTi
6nictepy B Hakaszy MOS3 Ykpainu. 3aTBepaKeHo:
KapTOHHIN ynakoBLi 3ATBEPOXXKEHO
Hakas MiHicTepcTBa OXOpPOHM 300pOB’st YKpaiHn
11.02.2022 Ne 43 PeecTtpauiiHe nocBig4YeHHst
UA/18905/02/01 UA/18905/02/02 3anponoHoBaHo:
3ATBEPO>KEHO Hakas MiHicTepcTBa 0XOpoH#U
3p0poB’s Ykpainm 11.01.2022 Ne 43 PeectpauiiHe
NnocBigYeHHs
UA/18905/02/01 UA/18905/02/02 3a3HayeHe
BUMNpaBIEeHHs BiAnoBigae martepianam
peecTpauinHoro JochbeE.
155. | NAKCuUn™ TabneTtkn, BKpUTI makcoCwmit Benvka makcoCmiTKnsamH Monbwa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a UA/8573/01/01
o6ornoHkot, no 20 KnsnH Bputanis dPapmacbioTukans 3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuernmom
Mr; no 14 TabneTok Ekcnopt CA. HaliMeHyBaHHs Ta/abo agpecu micus
y bnicTepi; no 2 Timiteq NPOBaXXeHHS AiANbHOCTI BUPOGHMKa (BKIO4aouu,

Gnictepn y
KapTOHHiI kopobui

3a HeobXiAHOCTI, MiCLile MPOBeAEHHS KOHTPOTI0
sikocTi), abo BnacHWka macTtep-anna Ha Adl, abo
nocrtadansHuka A®l/BuxigHoro
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYOTLCS Y BUPOOHMUTBI API (sIKLLO
3a3Ha4yeHo y [OCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponewcbkin bapmakonei y 3aTBepaxXeHomMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3Ha4YeHo Y focbe) 3MiHa Ao
agpecu MicusnpoBafkeHHs BUpobHuka Adl, a
came BMpo6HUYoi dinbHuui Piramal Enterprises
Limited, India, wo 3anyyeHa o BupobHuuTea AdI
[MapokceTuHy rigpoxnopuay remirigpaty Ha
cTagisx BupobHuutea 1, 21i 3, y 3B'A3ky
peopraHisauii wraTty Ta neperMeHyBaHHs
aAMiHICTPaTUBHOIO paloHy, B SKOMY po3TalloBaHa
BMpobHMYa ginbHMusA. Micue posTaluyBaHHs
BUPOBHMYOT AinbHULI He 3MiHIETbCS. He
BiAOyBaETLCS XKOAHUX 3MiH BUPOBHMYOro NpoLycy.
[itova pegakuisi: Piramal Enterprises Limited,
Digwal (Vil), Kohir Mandal, Medak District — 502
321 Andhra Pradesh India NponoHoBaHa
pepakuiqa: Piramal Enterprises Limited, Digwal
(Vil), Kohir Mandal, Sangareddy — 502 321
Telangana India

156.

NMAHTOMNPA3
on

Tabnetku
KMLLKOBOPO34MHHI N0
40 wr, no 10
Tabnetok B GnicTepi;
no 1 abo 3 6nictepu
Y KapTOHHIl kopobui

bxy6inaHT
[xeHepikc
JlimiTen

IHAis

[bxyGinaHT
[xeHepike INimiTeq

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHWX AaHuX Npo cUcTemy
dapmakoHarnsay (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
30iACHEHHS (hapMakoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKA ANS 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnsgy). 3miHa
KOHTAKTHOI 0cObM 3asiBHUKA, BiANOBiAanbHOI 3a
34icHeHHs bapmakoHarnsagy B YkpaiHi. Oitova
pepakuis: Manoj Kumar. MponoHoBaHa peaakuisi:
Menix OneHa BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoi 3a
34iicHeHHs1 dapmakoHarnagy B YKpaiHi.

3a
peuenmom

UA/13664/01/02

157.

NMAHTOMNPA3
on

Tabnetku
KMLLKOBOPO34MHHi MO
20 mr, no 10
TabneTtok B 6nicTepi;
no 1 abo 3 Gnictepu
Y KapTOHHIl kopobui

[bxy6inaHT
[xeHepikc
Nimiten

IHAis

Ibxy6GinaHT
IxeHepike INimiTeq

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edheKTUBHOCTI
Ta cbapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHNX AaHUX Npo CUCTEMY
apmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa

3a
peuernmom

UA/13664/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

YyNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-carina cuctemmn capmakoHarnagy). 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
3aiicHeHHs chapmakoHarnsgy B YkpaiHi. [itova
pepakuis: Manoj Kumar. NponoHoBaHa pepakuis:
Menix OneHa BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
3[iNCHEeHHs hapmakoHarnagy B YkpaiHi.

158.

NAHTOMNPA3
on

TabneTtku
KULLKOBOPO34MHHI NO
40 wr, in bulk: no
5000 TabneTok y
nosnieTuneHoBoMy
nakeri

bxy6inaHT
[xeHepikc
JlimiTen

IHAis

[bxy6inaHT
[xeHepikc JlimiTeq

IHAis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHu | TRy - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHNX AaHux Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy capmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
cthapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
3AicHeHHs hapmakoHarnsagy B YkpaiHi. Oitova
pepakuis: Manoj Kumar. MponoHoBaHa peaakuis:
Menix OneHa BopuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoi 3a
34iicHeHHs dapmakoHarnagy B YKpaiHi.

UA/13665/01/02

159.

NMAHTOMNPA3
on

Tabnetkn
KWLLKOBOPO34MHHI MO
20 wmr, in bulk: no
5000 Tabnetok y
nonieTMneHoBoMy
naketi

[xy6inaHT
[xeHepikc
Nimiten

IHAin

Ibxy6inaHT
[xeHepike NNimiTeq

IHAis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta cbapmakoHarnsgy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux nNpo cucTemy
dapmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBa)eHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iNCHEHHs1 hapMakoHarnsgy (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLieHHi
mMacTtep-carina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOI 0cObM 3assBHUKA, BiAnoBiAanbHOI 3a

UA/13665/01/01




89 [TponoBkeHHs goaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3aiicHeHHs chapmakoHarnsgy B YkpaiHi. [itova
pepakuis: Manoj Kumar. NponoHoBaHa pepakuis:
Menix OneHa BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
3[iNCHEeHHs hapmakoHarnagy B YkpaiHi.
160. | NANA30I- Tabnetku; no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH O peecTpaLiHMX maTepianis: be3 UA/6207/01/01
OAPHMLUA Tabnetok y "®apmaueBT "®apmaueBTnYHa 3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edekTUBHOCTI peuenma
KOHTYPHIW n4yHa cipma dipma "JapHunua" Ta hapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
YapyHKOBIl "OapHuus” TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
ynakoBuj; no 1 yNaKoBOK MikapcbKoro 3acoby Loao BUNyYeHHS
KOHTYPHIl iHcpopmalii, BMKNaAeHO! poCiNcbKo MOBOIO, Ta
YapyHKOBI ynakoBLi 3a3HayeHHs QR-koay y n. 17. «IHLWE» BTOpUHHOI
B navuj ynakoBKM Nikapcbkoro 3acoby. TepMiH BBeAEHHS
3MiH - 6 MicsLiB nicns 3aTBEPAXKEHHS.
161. | NEPUHAOONP | Tabnetku, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/14925/01/01
WN/IHOANAM | nniBkoBOtO YkpaiHa» dapmaueBTUYHUIA 3minn | Tuny - 3minm 3 sikocTi. CepTudikaT peuenmom
14 ®OPTE- obonoHkoto, no 5 3aBog TeBa BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
TEBA mr/1,25 mr; no 30 €BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
Tabnetoky HOBOro abo OHOBNEHOro cepTudikaTa
KOHTeWHepi, no 1 BigNoBIgHOCTI abo BUny4YeHHs cepTugikara
KOHTENHEpPY B BignoBigHOCTI €BponeWchbkin hapmakonei: ons
Kopobui A®I; ansa BmxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yke 3aTBepaKeHOro BUPOBHUKa -
noAaHHsi OHOBIEHOro cepTudikara BiAnNOBIAHOCTI
€sponericbkinn bapmakonei Ne R1-CEP 1998-075 -
Rev 05 (3aTBepmxeHo: R1-CEP 1998-075 - Rev
04) pns gitoyoi pevyoBUHY iHOanamigy Bif, BXe
3aTBepaKeHOro BMpobHuka Bioindustria L.I.M.
S.p.A,, ltaly.
162. | NEPUHAOOMNP | Tabnetkn, BKpUTI TOB «TeBa YkpaiHa AT YropwuHa BHECEHHS1 3MiH JO peEeCTpaLiiHUX maTepianis: 3a UA/14925/01/02
WN/IHOQANAM | nniBkoBOtO YkpaiHa» dapmaLeBTUYHUIA 3miHn | Tuny - 3miHm 3 sikocTi. CepTudikaT peuenmom
I0-TEBA obonoHkoto, no 2,5 3aBog TeBa BignosigHocTi/lE-cepTudikat BignosigHoCTi

mr/0,625 mr; no 30
Tabnetok y
KOHTelHepi; no 1
KOHTEeWHepy B
KopobLi

€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOroO cepTudikaTa
BignoBigHOCTi abo BUny4eHHs cepTudikata
BigNoBIgHOCTI €BponeWichkin hapmakonei: ons
A®l; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMOMIXXHOI peqyoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepAKEHOro BUPOOHMKaA -
noAiaHHsi OHOBIEHOro cepTudikara BifnNoBiAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 1998-075 -
Rev 05 (3atBepaxeHo: R1-CEP 1998-075 - Rev
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
04) pnsa gitoyoi pevyoBUHM iHOanamigy Big BXxe
3aTBepakeHoro BupobHuka Bioindustria L.I.M.
S.p.A., ltaly.
163. | NEPTYCWH cupon no 50 r abo MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: bes nidnszae UA/0887/01/01
no100ry "®ITOPAPM "®ITOPAPM" 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peuenma
cdnakoHax; no 100 r " HaiMeHyBaHHs1 Ta/abo agpecu 3asBHUKA
abono200ry (BnacHuka peecTpaLinHOro NoCBig4eHHs) - 3MiHa
dnakoHax 3 agpecu 3asBHMKA. 3MiHM BHECEHO B iHCTPYKLIHO
KOHTpOMeM nepLLoro Anst MEQUYHOTO 3acTOCYBaHHS fikapcbkoro 3acoby
BigkpuTTs; o 200 r 0o posainy "MicuesHaxooKeHHs 3asBHUKA"
y dnakoHax 3 BiAMOBIAHO OO MaTepianis peecTpaLinHoro AOCLE.
KOHTPOMEM NepLUoro BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
BiaKpUTTS; no 1 3aTBEPAKEHHSA
dnakoHy B nayui
164. | NIPALUETAM- | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a UA/3225/01/01
OAPHUUA obonoxkoto, no 200 "®apmaueBT "®apmaueBTNYHa 3MiHu | Tuny - 3miHn wopno 6esnekn/ePeKTUBHOCTI peuenmom
mr; no 10 Tabnetok n4yHa cipma dipma "JapHunua" Ta cbapmakoHarnagy (iHwWi 3miHW).
Y KOHTYpHin "NapHuus" OHOBEHHS TEKCTY MapKyBaHHS1 yNakoBKu
YapyHKOBIN nikapcbKoro 3acoby y 3B'A3Ky 3 BUNTYYEHHAM
ynakoBLi; no 6 iHcpopmaLii pociicbkolo MOBOIO Ta AOMOBHEHHS
KOHTYPHUX iHpopmauii woao QR-kody Ha BTOPUHHY YNaKOBKY.
YapyHKOBUX TepmiH BBEAEHHS 3MiH NpOTArom 6 micauis nicns
YMaKOBOK B MayLli 3aTBEpPAKEHHSA
165. | NOCTUHOP Tabnetkn no 0,75 BAT YropwuHa BAT "l'eneoH YropwuHa BHECEHHs1 3MiH JO peecTpaLinHMX maTepianis: 3a UA/6112/01/01
Mr, N0 2 TabneTkn y "l'epeoH PixTep" 3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom
Gnictepi; no 1 PixTep" Ta dpapmakoHarnsgy. 3miHa YactoTu Ta/abo
Gnictepy B TEPMIHIB NOAAHHS perynspHO OHOBMOBAHUX 3BiTiB
KapTOHHIl ynakoBuj 3 6esneku nikapcbkunx 3acobis - HactoTa nogaHHs
perynsipHo OHOBINIOBAHOTO 3BiTy 3 6e3nekn 6e3
3MiH - 3 poKu.
3MiHa TepMiHiB NOAAHHS perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku. [itoya pegakuis:
KiHueBa gata ans BkntoyeHHs gaHux no PO36 -
13.12.2023 p. lata nopgaHHs - 23.03.2024 p. /
MponoHoBaHa pepakuisi: KiHueBa gata gns
BKItOYeHHs gaHux go PO3B - 08.05.2025 p. [laTa
noaaHHs - 06.08.2025 p. PekomeHgoBaHo oo
3aTBEPKEHHSI BIANOBIAHO 40O NEPIOANYHOCTI
noAaHHsi peryrnsipHo OHOBMIOBAHUX 3BITIB 3
6e3neku nikapcbknx 3acobis y €Bponericbkomy
Cotosi.
166. | NMPADAKCA® | kancynu TBepgi no BepiHrep HimeuumnH BepiHrep HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHUX MaTepianis: 3a UA/10626/01/01
75 wr: no 10 kancyn IHrenbxanm a IHrenbxanm 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom
y 6nicTepi; no 1 abo IHTepHeLHnN dapma 'M6X i Ko. Ta dhapmakoHarnsgy. 3miHa YactoTu Ta/abo
3, abo 6 bnicTepiB y m6X Kr TEPMIHIB NoAaHHS perynsipHO OHOBMOBAHUX 3BiTiB

KapTOHHiI kopobLyi

3 6esneku nikapcbkux 3acobis - [Ins [o3yBaHHSA
75mvr ta 110mMr 3miHa yacToTu Ta TepMiHiB
NnoAaHHs peryrsipHo OHOBIHOBAHOIO 3BITY 3

6esneku. [itova pegakuis: Yactora nogaHHs
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perynsipHo OHOBSIOBAHOrO 3BiTy 3 6e3neku 6
Micsiuie KiHueBa gata Ans BKIIOYEHHS AaHuX 4O
PO3b - 18.09.2018 p. daTta nogaHHs - 27.11.2018
p. MponoHoBaHa peaakuis: Yactota nogaHHs
perynsipHO OHOBIOBAHOIO 3BiTYy 3 6e3neku 1 pik
KiHueBa gata ans BkntoyeHHst gaHunx no PO36 -
18.03.2023 p. data nogaHHs - 27.05.2023 p.
PekomeHgoBaHO [0 3aTBEpOKEHHST BIAMOBIAHO 40
nepiogMYHOCTI NoAAHHSA perynsipHO OHOBIOBAHUX
3BiTiB 3 6e3nekn nikapcbkux 3acobis y €C. 3MiHu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
tapmakoHarnagy. 3miHa yactoTun Ta/abo TepMiHiB
NoAaHHs perynsipHO OHOBIHOBAHMX 3BITIB 3
6esneku nikapcbknx 3acobis - Onsa gosyBaHHa 150
Mr 3MiHa 4YacToTU Ta TEPMIHIB NOAaHHS PerynsipHo
OHOBrOBaHOro 3BiTy 3 6e3neku. [itoya pegakuis:
YacToTa nogaHHs perynsipHo OHOBIOBAHOIO 3BTy
3 6e3nekn 6 micsuiB KiHueBa gaTta aAns BKNIOYEHHS
naHux go PO36 - 18.09.2018 p. Jata nogaHHs -
27.11.2018 p. NponoHoBaHa peaakuis: Yactota
NoAaHHs perynsipHO OHOBIOBAHOIO 3BITY 3
6e3neku 1 pik KiHueBa gaTta Ans BKIOYEHHS
AaHnx go PO3B - 18.03.2023 p. fata nogaHHs -
27.05.2023 p.

PekomeHaoBaHO A0 3aTBEPAKEHHS BiAMNOBIAHO A0
nepioaNYHOCTI NOAAHHS PerynspHO OHOBIOBaHMX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C

167.

NPALAKCA®

Kancynv TBepAi no
110 mr: no 10
Kancyn y énictepi;
no 6 Gnictepis y
KapTOHHI kopobLyi

BepiHrep
IHrenbxanm
IHTepHeLHn

mM6X

HimeuvuuH
a

BepiHrep
IHrenbxamm

dapma 'M6X i Ko.

K

HimevuunHa

BHECEHHS1 3MiH [0 peecTpauinHnMX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsgy. 3miHa yactotu Ta/abo
TEPMIHiB NOAAHHS perynsapHO OHOBMOBAHUX 3BiTiB
3 6esneku nikapcbkux 3acobis - [Ins [o3yBaHHSA
75mr Ta 110Mr 3miHa YacToTu Ta TEpMIHIB
NoAaHHs peryrsipHo OHOBIHOBAHOIO 3BITY 3
6esneku. [itova pegakuis: Yactora nogaHHs
perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku 6
MmicauiB KiHueBa gata ansi BKNOYEHHS AaHNX A0
PO3Bb - 18.09.2018 p. daTta nogaHHs - 27.11.2018
p. MNponoHoBaHa pefakuis: Yactota nogaHHA
perynsipHoO OHOBIOBaHOrO 3BiTYy 3 6e3neku 1 pik
KiHueBa gata ans BkntoyeHHst gaHux no PO36 -
18.03.2023 p. [ata nogaHHs - 27.05.2023 p.
PekomeHgoBaHO [0 3aTBEpOXEHHS BIANOBIAHO A0
nepioaNYHOCTI NOAAHHS PerynspHO OHOBIIOBAHMX
3BITiB 3 6e3neku nikapcbkux 3acobis y €C. 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
tapmakoHarnagy. 3miHa yactotu Ta/abo TepMiHiB
nofaHHs peryrnsipHo OHOBMHOBAHUX 3BITIB 3
6e3neku nikapcbkux 3acobis - Ans gosysaHHsa 150

3a
peuenmom

UA/10626/01/02
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Mr 3MiHa 4acTOTU Ta TEPMIHIB NOAAHHS PerynsipHoO
OHOBIOBaHOrO 3BiTYy 3 6e3neku. [itoya pegakuisi:
YactoTa nogaHHs perynspHoO OHOBIIOBaHOrO 3BiTy
3 6e3nekn 6 micsauiB KiHueBa gata Ans BKMOYEHHS
AaHnx go POS3B - 18.09.2018 p. fata nogaHHs -
27.11.2018 p. NMponoHoBaHa pepakuis: Yactora
NnoAaHHs peryrnsipHo OHOBIHOBAHOIO 3BITY 3
6e3nekn 1 pik KiHueBa faTta ons BKIOYEHHS
naHux go PO36 - 18.03.2023 p. [lata nogaHHs -
27.05.2023 p.

PekomeHgoBaHO [0 3aTBEpOKEHHST BIAMOBIAHO 40
nepioanMYHOCTI NOAAHHS PerynsipHO OHOBIOBAHMX
3BiTiB 3 6e3neku nikapcbkmx 3acobis y €C

168.

NPAOAKCA®

Kancynu Teepgi no
150 mr: no 10
kancyn y énicrepi;
no 3 abo no 6
GnictepiB y
KapTOHHIl kopobui

BepiHrep
IHrenbxanm
IHTEepHeLwWwHnN

m6X

HimeyuuH
a

Bepinrep
IHrenbxamm
dapma 'M6X i Ko.
KIr

Himeyuunna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa YactoTu Ta/abo
TEPMiHiB NOAAHHS PerynsapHO OHOBIIOBAHUX 3BITiB
3 Ge3neku nikapcbkux 3acobis - [Ins [o3yBaHHSA
75mr ta 110Mr 3miHa YacToTh Ta TEPMIHIB
NOAaHHS peryrsipHO OHOBITIOBAHOIO 3BiTy 3
Gesneku. [itova pegakuis: Yactorta nogaHHs
perynsipHoO OHOBIIOBAHOrO 3BiTy 3 6e3neku 6
Micsuie KiHueBa gaTta ans BKIIOYEHHS AaHuX 40
PO3b - 18.09.2018 p. aTta nogaHHs - 27.11.2018
p. MNponoHoBaHa pefakuis: Yactota nogaHHA
perynsipHO OHOBIIOBAHOIO 3BiTy 3 6e3nekun 1 pik
KiHueBa gata ans BkntoyeHHs gaHux no PO36 -
18.03.2023 p. flata nogaHHs - 27.05.2023 p.
PekomeHaoBaHO [0 3aTBEpAKEHHS BiANOBIAHO A0
nepioAnNYHOCTI NOAAHHS PerynsipHO OHOBIOBAHMX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C. 3miHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
apmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
NnofaHHs peryrnsipHo OHOBIHOBAHUX 3BITIB 3
6e3neku nikapcbkux 3acobis - [Ana gosysaHHA 150
Mr 3miHa 4acToTu Ta TEPMIHIB NOAAHHSA perynsipHo
OHOBOBaHOro 3BiTy 3 6e3neku. [itoya pegakuisi:
YacToTa nogaHHs perynsipHo OHOBIOBAHOIO 3BIiTY
3 6e3nekn 6 micauiB KiHueBa gata Ans BKMOYEHHS
AaHux go POS3B - 18.09.2018 p. JaTta nogaHHs -
27.11.2018 p. NponoHoBaHa peaakuis: Yactota
noAaHHs peryrsipHo OHOBIHOBAHOIO 3BITY 3
6e3nekn 1 pik KiHueBa naTta ons BKMOYEHHS
AaHnx go POS3B - 18.03.2023 p. fata nogaHHs -
27.05.2023 p.

PekomeHgoBaHO [0 3aTBEpOXEHHS BIANOBIAHO 40
nepioaMYHOCTI NOAAHHSA PerynsipHO OHOBIOBAHUX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C

3a
peuenmom

UA/10626/01/03

169.

NPErAGIO®

Kancynu no 25 wmr;

KPKA, a.4.,

CnoBeHisi

BUPOGHMUTBO "in

CnoBeHisi

BHECEHHS 3MiH 4O peecTpauiHnMX maTtepianis:

3a

UA/16153/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 14 kancyny HoBo mecTo bulk", nepBuHHe YTOYHEHHS peecTpauifHOi Nnpoueaypy B Hakasi peuenmom

GnicTepi; no 1, 2 abo
6 GnicTepiB y
KapTOHHIl kopobui

Ta BTOPUHHE
nakyBaHHs,
KOHTPOrb cepii Ta
BWMNYCK cepil:
KPKA, a.4., HoBo
mecTo, CroBeHis
KOHTPOMb Cepii:
KPKA, a.4., HoBo
mMecTo, CroBeHis
nepBUHHE Ta
BTOPUHHE
nakyBaHHSI:
Mapwdpapm g.0.0.,
CnogeeHisi

MO3 YkpaiHu Ne 879 Big 11.05.2023
(nponyweHo aekinbka npoueayp) - 3miHu | Tuny
- 3MiHN Wwono G6e3nekn/eddeKTBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHn) 3miHM BHECEHO A0
IHCTPYKUiT ANA MeAMYHOro 3acToCyBaHHS
nikapcbkoro 3acoby ao posginis "OcobnmeocTi
3actocyBaHHs", "MobiuHi peakuii" BignosigHo 0o
pekomeHgauii PRAC EMA wono Moxnmeoro
BUHUKHEHHS TSXKKMX LUKIPHMX NOBIYHMX peakLii.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
3Minn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta dhapmakoHarnsaay. 3miHa y KopoTKin
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHNX
pocnimkenrs (PIP) (iHwi 3MiHn) 3miHn BHeceHo ao
IHCTPYKLUIii 4NS MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby ao po3aginy "lMo6iyHi peakuii™
Bi4NOBIgHO [0 iHpopmalii 3 6esneku aitoyoi
PEYOBUHN.

BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHW Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MEAMNYHOrO 3aCTOCYBaHHs!
reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbkmnx
3acobiB nicnst BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHUI NpenaparT (3MiHa He nNoTpebye
Ha[laHH$ )XOAHUX HOBMX OOAATKOBUX AaHWX) 3MiHU
BHECEHO [0 IHCTpyKLUii Ana MeanyHoro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby 4o po3ainy
"®apmakonorivyHi BnactusocTi" BignoBigHo Ao
iHdopMaUii pedhepeHTHOro nikapcbkoro 3acoby
(Nipuka, kancynu no 50 mr, 75 mr, 150 mr a6o 300
mr). BBegeHHst 3amMiH npoTsirom 6-Tv MicauiB nicns
3aTBepKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuLL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MEeONYHOro 3aCTOCyBaHHS
reHepu4HUX/ribpuaHux/GionogibHMxX Nikapcbkux
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3acobiB nicnsg BHECEHHS TiEi caMoi 3MiHW Ha
pecepeHTHWI Npenapart (3miHa He noTpebye
HaflaHHS XOAHUX HOBMX 4OAATKOBUX AaHWX) 3MiHU
BHECEHO A0 |HCTPYKLii ANs MeauyHoro
3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHS y
nepiog BariTHoCTi abo rogyBaHHs rpyaar”
BiANOBIAHO A0 iHbopMmaLii pedepeHTHoro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHs1 3MiH NpoOTSArom
6-TK MicAUiB nicnsa 3aTBEPAXEHHS.
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy. 3MiHu y KOpoTkin
XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3acToCyBaHHS reHepUYHNX/ribpuaHmx/GionogibHmMx
nikapcbkunx 3acobiB nicnsi BHECEHHs Tiei camoi
3MiHM Ha pedepeHTHUI NpenaparT (3MiHa He
notpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
AaHux) 3MiHyM BHeceHo A0 IHCTpykuii ans
MELMYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainis "OcobnueocTi 3actocyBaHHs", "lNoGiYHi
peakuii” Wwopao iHopmauii Npo CMMATOMM BiAMIHN
BiANOBIAHO A0 iHbopMmaLii pedepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHs 3MiH NpoTSiIrom
6-Tv MicaLiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MmiHu Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHu y KOpoTKil
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHSA reHepu4HNX/ribpnaHux/6ionoaioHnx
nikapcbkux 3acobiB nicnst BHECEHHs! Tiei camoi
3MiHW Ha pedepeHTHUIN Npenapart (3MiHa He
notpebye HafaHHA XXOAHUX HOBMX 0OOATKOBUX
naHux) 3MiHyM BHeceHo A0 IHCTpykuii ans
Me[IMYHOrO 3aCTOCyBaHHs Nikapcbkoro 3acoby Ao
po3ainie "OcobnuBocTi 3actocyBaHHA", "I0BIYHi
peakuii" wopao iHdopmadii npo cyiuuaanbHi aymk1
BignoBigHo Ao iHopMmaLii pedepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr abo 300 mr). BBegeHHs 3MiH NpoTsirom
6-TW MicsAUiB Nicnsa 3aTBEPAXEHHS.

170.

NPErABIO®

kancynu no 100 wmr;
no 14 kancyny
GnicTepi; no 1, 2 abo
6 GnicTepiB y
KapTOHHiI kopobui

KPKA, o.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLUTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,

KOHTPOIb cepii Ta

BUNYCK cepii:

CrnioBeHis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
YTOYHEHHSA peecTpauiiiHoi npoueaypy B HaKkas3i
MO3 Ykpainu Ne 879 Big 11.05.2023
(nponywieHo Aekinbka npoueayp) - 3miHu | Tuny
- 3miHu wopao 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsigy (iHwi 3amiHn) 3miHM BHeceHo Ao

3a
peuernmom

UA/16153/01/04
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

KPKA, a.4., HoBo
mecTo, CrnoBeHis
KOHTPOIb cepii:
KPKA, a.4., HoBo
mecTo, CrnoBeHis
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Mapudapm g.o.0.,
CnogeHis

IHCTPYKUIiT ANA MEeAMYHOro 3acToCyBaHHS
nikapcbkoro 3acoby o posginis "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo oo
pekomeHgauii PRAC EMA wogo Moxnmeoro
BMHUKHEHHS! TSDKKUX LUKIPHWX NOGIYHUX peakuii.
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPOKEHHS.
3MinHu | TUNY - 3miHu Wono 6e3nekun/echeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT ANS MEeANYHOro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy neaiaTpu4HnX
pocnigpkerb (PIP) (iHwi 3MiHM) 3miHM BHeceHo oo
IHCTPYKLUIii 4NS MeQUYHOro 3acToCyBaHHA
nikapcbkoro 3acoby o po3aginy "lMNobivni peakuii”
BignoBigHo Ao iHpopmalii 3 6e3neku aitoyoi
PEYOBUHN.

BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | TMny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEAMNYHOrO 3aCTOCYBaHHs!
reHepuYHMX/ribpuaHnx/6ionogibHMX NikapcbKunx
3acobiB nicns BHECEHHS TiET caMoi 3MiHW Ha
pedbepeHTHUIN Npenapar (3miHa He noTpebye
HaaHH$ )XOOHMX HOBUX A0AATKOBUX AaHMX) 3MiHN
BHeCeHO A0 IHCTpyKuUii Ans MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"®apmakonoriyHi BnacTMBocTi" BiANoBiAHO A0
iHopMaLii pedepeHTHOro nikapcbkoro 3acoby
(Nipuka, kancynu no 50 mr, 75 mr, 150 mr a6o 300
mr). BBegeHHs 3amiH npoTtArom 6-tv Micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEANYHOrO 3aCTOCYBaHHs!
reHepuyHuX/ribpuaHnx/GionogibHMxX NikapcbKunx
3acobiB nicns BHECEHHS Tiei camoi 3MiHM Ha
pecbepeHTHUIA Npenapar (3miHa He noTpebye
HaJaHHS >XOOHMX HOBUX A0AATKOBUX AaHMX) 3MiHU
BHECEHO [0 IHCTpyKLUii Ana MeandHoro
3aCTOCYBaHHsI NikapcbKoro 3acoby Ao po3ainis
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peecmpayiliHo2o
noceio4yeHHs1

"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHS y
nepiod BariTHocTi abo rogyBaHHs rpyaat”
BignoBigHo o iHdbopmaLii pedepeHTHoro

nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHs 3MiH NpoTsirom
6-TV MicALiB Nicns 3aTBEPXKEHHS.
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta dhapmakoHarnsay. 3MiHW y KOpOTKil
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHs! Ta iHCTPYKUii ANS MeAUYHOro
3aCTOCYBaHHsI reHepUYHUX/TiGpMaHMX/GionoaibHMX
nikapcbkux 3acobiB nicns BHECEHHsI Tiei camoi
3MiHM Ha pedepeHTHMI NpenaparT (3MiHa He
notpebye HagaHHA XXOAHUX HOBMX 4OOATKOBUX
naHux) 3MiHyM BHeceHo [0 [HCTpykuii ans
ME[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainiB "OcobnuBocTi 3actocyBaHHA", "IN0BIYHI
peakuii" woao iHopmadii npo cMMNTOMU BigMIHM
BiANOBIAHO A0 iHbopMmaLii pedepeHTHOro
nikapcbkoro 3acoby (Iipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHs1 3MiH NpoTsirom
6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHn Wwoao 6e3nekn/edeKTUBHOCTI Ta
tapmakoHarnagy. 3MiHu y KopoTKil
XapakTepucTuLi NnikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS Mean4Horo
3aCTOCYBaHHsI reHepUYHUX/TibpuaHMX/6ionoaidHmMx
nikapcbkux 3acobiB nicnst BHECEHHs! Tiei camoi
3MiHWN Ha pedepeHTHWIN Npenapar (3MiHa He
notpebye HagaHHS XOOHUX HOBUX OOAATKOBUX
AaHnx) 3MiHu BHeceHo Ao IHCTpykuii Ans
MeOMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby oo
po3ginis "OcobnueocTi 3actocyBaHHs", "MobiyHi
peakuii" Wwopao iHdopmadii npo cyiunaansHi AymMk1
BiANOBIAHO A0 iHbopMaLlii pedepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHs 3MiH NpoTsirom
6-TW MicALIB nicnsa 3aTBEPAXKEHHS.

171.

NPErABIO®

kancynu no 200 wmr;
no 14 kancyny
6nictepi; no 1, 2 abo
6 GnictepiB y
KapTOHHiIl kopobui

KPKA, a.4.,
HoBo mecto

CnoseHis

BUPOGHMLUTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
naKyBaHHs,
KOHTPOIb cepii Ta
BUWMYCK cepil:
KPKA, a.a., HoBo
mecTo, CroBeHis
KOHTPOMb Cepii:
KPKA, a.a., HoBo
mMecTo, CrnoBeHist

CnoBeHisi

BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis:
YTOYHEHHSA peecTpauiiiHoi npoueaypy B HaKkas3i
MO3 YkpaiHu Ne 879 Bia 11.05.2023
(nponyweHo Aekinbka npoueayp) - 3MiHu | Tuny
- 3miHu wopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsay (iHwi 3miHn) 3miHWM BHeceHo Ao
IHCTpyKUiT ANsi MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainis "OcobnusocTi
3acTocyBaHHs", "lNMobivHi peakuii” BignoBigHoO 40
pekomMeHgauii PRAC EMA wopo moxnusoro
BUHWKHEHHS TSPKKMX LUKIPHWMX NOBIMHMX peakuii.

3a
peuernmom

UA/16153/01/06
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
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3acoby ynakoeka) noceio4yeHHs1
BBepgeHHs 3MiH npoTsarom 6-Tu micauiB nicns

nepBuHHE Ta
BTOPUHHE
nakyBaHHs:

Mapudapm g.o.0.,
CnosBeHisi

3aTBEPOKEHHS.
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs! Ta iHCTPYKUii ANS MeAUYHOro
3acTOCyBaHHs Ha MiACTaBi perynsipHo
OHOBIOBAHOIO 3BiTYy 3 6e3neky NikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiHui nepiog,
abo sik pe3ynbTaT OLUiHKM 3BITY 3 JOCHIIKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnx
pocnigpkeHb (PIP) (iHwi 3MiHM) 3miHM BHeceHo oo
IHCTpYKUiT ANSt MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby o po3aginy "Mob6iyni peakuii”
BignoBigHo Ao iHpopmalii 3 6esneku aitoyoi
PEYOBUHN.

BBegeHHs 3MiH NpoTArom 6-Tn MicauiB nicns
3aTBepAKEHHS. 3MiHM | Tuny - 3MiHM Woao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHM Y KOPOTKill XapaKTepuUCTULi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii ans
MEeOUYHOro 3aCTOCyBaHHS
reHepuYHMX/ribpnaHmx/GionoaibHMX nikapcbknx
3aco6iB nicns BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaflaHH$ )XOAHUX HOBMX OOAATKOBUX AaHWX) 3MiHU
BHeCeHO A0 IHCTpyKuUii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"®apmakornorivyHi BnactusBocTi" BiANoOBIiAHO A0
iHpopmauii pedepeHTHOro nikapcbkoro 3acoby
(JTipuka, kancynu no 50 mr, 75 wmr, 150 mr a6o 300
mr). BBegeHHst 3aMiH npoTsirom 6-T MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
6esnekn/edeKTMBHOCTI Ta bapMakoHarnsagy.
3MiHUN y KOPOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEeOUYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHnx/GionogibHMX NikapcbKunx
3aco6iB nicns BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaJaHHS )XOOHMX HOBUX A0AATKOBUX AaHMX) 3MiHU
BHeCeHO A0 IHCTpyKuUii Ana MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHA", "3acTocyBaHHS y
nepioa BariTHocTi abo rogyBaHHs rpyaato”
BiANOBIAHO A0 iHbopMaLlii pedepeHTHOro
nikapcbkoro 3acoby (Nlipuka, kancynu no 50 mr, 75

mr, 150 mr a6o 300 mr). BBegeHHs 3MiH NpoTsirom
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Hasea
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3acoby
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yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

6-TV MicaLiB Nicns 3aTBEPOKEHHS.
3MinHu | TUNY - 3milu Wono 6e3nekun/echeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHu y KOpoTkin
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT ANS MEANYHOro
3aCTOCYBaHHS reHepU4HNX/ribpuaHmx/GionogibHmx
nikapcbkux 3acobiB Nicns BHECEHHsI Tiei camoi
3MiHWN Ha pedepeHTHWI npenapar (3MiHa He
notpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
naHux) 3MiHM BHeceHo [0 IHCTpykuii ans
MeaMYHOro 3acToCyBaHHs! NikapCcbkoro 3acoby Ao
po3ainis "OcobnueocTi 3acTocyBaHHs", "Mo6iYHi
peakuii" woao iHopmadii npo cMMNTOMU BigMIHM
BiANOBIAHO A0 iHbopMmaLii pedepeHTHoro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr abo 300 mr). BBegeHHs1 3MiH NpoTsirom
6-T MicaUiB Micnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHn Wwoao 6e3nekun/edekTUBHOCTI Ta
capmakoHarnagy. 3MiHu y KopoTKil
XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3acToCyBaHHS reHepUYHNX/ribpuaHmx/GionogibHmx
nikapcbkunx 3acobiB nicnsi BHECEHHs Tiei camoi
3MiHM Ha pedepeHTHUI NpenaparT (3MiHa He
notpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
naHux) 3MiHyM BHeceHo 10 IHCTpykuii ans
Me[IMYHOrO 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ginis "OcobnueocTi 3actocyBaHHs", "MobiyHi
peakuii” wopao iHdopmadii npo cyiuuaanbHi Aymk1
BignoBigHo A0 iHbopmaLii pedepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHs 3MiH NpoTSirom
6-TW MicsAUiB Nicns 3aTBEPAXEHHS.

172.

NPErABIO®

Kkancynu no 225 wr;
no 14 kancyny
6nicTepi; no 1, 2 abo
6 GnictepiB y
KapTOHHIN kopobLyi

KPKA, o.4.,
HoBo mecTo

CnogBeHisi

BUPOGHMLUTBO "in
bulk", nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpOb cepii Ta
BUNYCK cepii:
KPKA, a.a., HoBo
MecTo, CroBeHis
KOHTPOSb cepii:
KPKA, a.a., HoBo
MecTo, CrnoBeHis
nepBuUHHE Ta
BTOPUHHE
nakyBaHHS:
Mapudpapm g.o.0.,
CnoseHisi

CnoBeHisi

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
YTOYHEHHS peecTpauiHoi npoueaypy B HaKasi
MO3 YkpaiHu Ne 879 Big 11.05.2023
(nponyweHo Aekinbka npoueayp) - 3miHu | Tuny
- 3MiHN Wwopo 6e3nekn/edPeKTNBHOCTI Ta
papmakoHarnsgy (iHwi amiHu) 3miHM BHeceHo Ao
IHCTpYyKUiT ANsi MEAUYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby no posginis "OcobnmeocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHo oo
pekomMeHpauii PRAC EMA wopo moxnueoro
BVHWUKHEHHS TSPKKMX LUKIPHWMX MOBIMHMX peakuii.
BBeaeHHs 3MiH NnpoTsArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
3minHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepuCTHULLi NikapCcbKoro 3acoby, TEeKCTi

3a
peuenmom

UA/16153/01/07
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3acoby ynakoeka) noceio4yeHHs1

MapKyBaHHs! Ta iHCTPYKUii ANS MeaU4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHmnX
pocnimpkens (PIP) (iHwi 3MiHn) 3miHn BHeceHo Ao
IHCTPYKUIiT ANA MEeAMYHOro 3acToCyBaHHS
nikapcbkoro 3acoby o po3aginy "Mob6ivni peakuii”
BiANOBiAHO A0 iHcbopMmalii 3 6e3neku aitoyoi
PEYOBUHW.

BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEepAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKil XapaKTepuUCTULi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MEeANYHOrO 3aCTOCYBaHHS!
reHepuYHMX/ribpnaHmx/GionoaibHMX nikapcbknx
3acobiB nicns BHECEHHS TiEi camoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HaflaHHS )XOAHWUX HOBMX OOAATKOBMX AaHWX) 3MiHU
BHECEHO A0 |HCTPYKLii ANs MeanyHoro
3acTocyBaHHS Nnikapcbkoro 3acoby Ao po3ainy
"®apmakornorivyHi BnactTusBocTi" BignoBigHo Ao
iHopMaLii pedepeHTHOro nikapcbkoro 3acoby
(Nipuka, kancynu no 50 mr, 75 mr, 150 mr a6o 300
mr). BBegeHHst 3amMiH npoTsirom 6-T MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHW Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MEAMNYHOrO 3aCTOCYBaHHs!
reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbkunx
3acobiB nicns BHECEHHS TiEi camoi 3MiHU Ha
pedepeHTHUI NpenaparT (3MiHa He nNoTpebye
Ha[laHH$ )XOAHUX HOBMX OOAATKOBUX AaHWX) 3MiHU
BHECEHO [0 IHCTpyKLUii Ana MeanyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar”
BiANOBIAHO A0 iHopMaLiii pedepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr abo 300 mr). BBegeHHs 3MiH NpoTsirom
6-TK MicsaUiB nicnsa 3aTBEpAXKEHHS.
3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta dhapmakoHarnsaay. 3MiHV y KOpOTKil
XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLUIii ANs Megu4Horo
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3aCcTOCyBaHHS reHepUYHNX/ribpuaHux/GionogibHux
nikapcbkux 3acobiB Micns BHECEHHs Tiei camoi
3MiHM Ha pedbepeHTHUI NpenaparT (3MiHa He
notpebye HagaHHS XOOHUX HOBUX AOAATKOBUX
AaHux) 3MiHyM BHeceHo A0 IHCTpykuii ans
Me[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ginis "OcobnueocTi 3actocyBaHHS", "INoGiYHi
peakuii” Wwoao iHpopmadii npo cMMNTOMU BiAMIHM
BignoBigHo o iHdbopmaLii pedepeHTHoro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHs 3MiH NpoTsirom
6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHu y KOpoTKil
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLUii AN MeauyHoro
3aCTOCYBaHHS reHepu4HNX/ribpnaHmx/6ionogioHnx
nikapcbkux 3acobiB nicns BHECEHHsI Tiei camoi
3MiHM Ha pedepeHTHMI NpenaparT (3MiHa He
notpebye HagaHHA XXOAHUX HOBMX JOOATKOBUX
naHux) 3MiHyM BHeceHo A0 [HCTpykuii ans
ME[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainiB "OcobnuBocTi 3actocyBaHHA", "IN0BIYHI
peakuii" Wwoao iHdopmadii Npo cyiumaanbHi AyMKm
BiANOBIAHO A0 iHbopMaLii pedepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHs 3MiH NpoTsirom
6-TW MicsAUiB Nicns 3aTBEPAXEHHS.

173.

NMPO3EPUH-
OAPHUUA

PO34MH ANis iH'EKLN,
0,5 mr/mn; no 1 mn B
amnyni; no 5 amnyn
Y KOHTYPHiW
YapyHKOBIN
ynakosLi; no 2
KOHTYPHi YapyHKOBI
YNakoBKM1 B NauLli

MpAT
"®apmaueBT
nyHa cipma

"NapHuug"

Ykpaina

MpAT
"®apmMaueBTnYHa
cipma "OapHuus”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI
Ta cpapmakoHarnsgy (iHwi 3miHu) 3miHM BHECEHO B

TEKCT MapKyBaHHS NePBUHHOI Ta BTOPUHHOI
YNaKoBOK flikapCbKoro 3acoby LLoA0 BUNYyYEHHS
iHdbopMmaLii, BUKageHoi pocincbko MOBOIO, Ta

3a3HayeHHs QR-koay y n. 17. «IHWE» BTOpUHHOI
ynakoBKM nikapcbkoro 3acoby. TepmiH BBeAEHHSI
3MiH - 6 MicaLiB nicnsa 3aTBePAXEHHS.

3a
peuenmom

UA/6208/01/01

174.

NMPOMOLIE®
®

NMopOLLOK A1
PO34KHyY Ans
iHekuinno1,0r; 1
abo 5 ¢nakoHiB 3
NopoLLKOM Y navui; 1
abo 5 cnakoHiB 3
MOPOLLKOM Y
GnicTepi; no 1
Gnictepy y nauui 3
KapTOHY

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapuCTBO

"Jlekxim-Xapki",
YkpaiHa
(BUPOBHULTBO i3
copmu in bulk
pipMun-BUPOGHMKa
Ksiny
dapmaveyTikan
Ko., Jlta., Kutait)
TOB "[lekxim-

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MmiHu | TUny - 3miHu Wwopo 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsay (iHwi 3miHu)
3MiHM BHECEHO B TEKCT MapKyBaHHS MEPBUHHOI Ta
BTOPUHHOI YNaKOBOK NikapCbKoro 3acoby Lwoao
BUKINageHHs iHdopMaLii aHrMiNCbKOK MOBOHO.
TepmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPOKEHHS

3a
peuernmom

UA/15379/01/01
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O6yxis",
Ykpaina
(BMPOGHULTBO i3
¢opmu in bulk
hipmu-BrpoBHUKa
Ksiny
dapmaueyTikan
Ko., Nl1a., Kutan)
175. | NIPONO®OI eMyrnbcia ans EnEnCi pysis K.T. POM®APM PymyHis BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a UA/19634/01/01
POM®APM iH'ekUin Ta iHdy3in, Pomdapm KOMMAHI C.P.J1. 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI peuenmom
10 mr/mn, no 20 mn Komnai (npuroTtyBaHHs Ta dhapmakoHarnsgy. 3miHa y KopoTkin
Yy CKNAHOMY (hbrnakoHi Ibxopaxns PO34MHY, PO3NUB Y XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
3 r'yMOBOO Mpo6Koto c¢nakoHu, KiHueBa MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
Ta KOBMa4KoM Tumny cTepunisauis; 3aCTOCYBaHHS Ha MiACTaBi perynspHo
cnin-ocd, no 5 KOHTPOSb SKOCTi OHOBJIHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
cbnakoHiB y BUXIOHNX 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
KapTOHHIN navui maTepianis, nikapcbkoro 3acoby B nicnspeecTpauinHui nepioa,
NPOMIDKHOTO Ta abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHIAXEHb,
KiHLEeBOro npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnx
NPOAYKTIB, pocnimpkerb (PIP) (3miHy y3romkeHo 3
BTOPUHHE KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
nakyBaHHs, 3MiHM BHECEHO 10 MapKyBaHHS YNaKoBKu
KOHTPOIb AKOCTI nikapcbkoro 3acoby Ao nyHkTy Ne7 "IHwwi ocobnusi
Ta BUnyck cepii) 3acTepexeHHs" NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs! OO0 A0AABaHHS 3aCTEPEXEHHS 3
6e3nekn 3aCTOCyBaHHS [il040i PEYOBUHM
nponodon BignoBsigHo Ao pekomeHaauii PRAC.
176. | NPOTA®PAH® | cycneHsia gns A/T Hoso Oania Bupo6Humk Oanisa/ BHECEHHS 3MiH JO peECTpaLiiHUX maTepianis: 3a UA/17174/01/01
HM iH'exuin, 100 MO/mn; Hopgaick Hepo3dacoBaHoro ®paHuis/ 3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUi peuenmom
®INEKCMEH® | no3mny npoaykTy, Bpasunis 3aci6. CucTeMa KoHTelHep/3akynoptoBanbHUi
KapTpumxi; no 1 nepBuHHE 3aci6. 3miHa Byap-sKOi YacTuHKM mMaTepiany
KapTpUIKY Y nakyBaHHS; NepBUHHOI YNaKOBKM, LLIO HE KOHTaKTY€e 3 FOTOBUM
HaraTtono3osin KOHTPOIb SKOCTi nikapcbkuM 3acob0oM (Hanpuknazg Konip KpULLIEYoK
0HOPa30Bil npoaykTy B 3 KOHTPOMEM NePLUOro BiAKPUTTS, KOMip KOAOBUX
LNpu1L-pyYLi; no 1 nepBYHHOMY Kineup Ha amnynax, KOHTenHepa Ans rofnok (pisHi
abo 5 wnpuy-pyyok nakyBaHHi BMAM NnacTmacu) (3miHa, sika He BMnvBae Ha
Y KapTOHHIl kopobui (kapTpuaxi KOPOTKY XapaKTepUCTUKY Nikapcbkoro 3acoby)
MeHdin®) Ta 3MiHa KONbOPOBOI arntoMiHIEBOT KPULLEYKUN Ha
BignosiganbHUM OQHOKOMIpHY arntoMiHieBy KpuLeyky 3 kogom (2D

3a BMNycK cepii
roTOBOrO NPOAYKTY
(PnekcleH®): A/IT
Hoso Hopaick,
NaHis; BupobHuk
BignoBsiganbHUN
3a 30UpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs

KOOOM), SIKUA HAHOCUTLCS Ha Hel Ans 3anoBHEHOro
KapTpUIXYy.
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

roTOBOro NPOAYKTY
(PrnekclleH®);
KOHTPOIb AKOCTI
roTOBOro NPOAYKTY
(PnekcleH®): AT
Hoso Hopaick,
[aHis;
MapkyBaHHS Ta
BTOPUHHE
nakyBaHHsi
roTOBOro NPOAYKTY
(PnekcleH®): AIT
Hoeo Hopaick,
OaHisi; BupobHuk
nNpoAyKuii 3a
NOBHUM LIMKITOM:
Hoso Hopgick
MpoaoKkcboH
CAC, ®paHuisi;
Bupo6Huk
Hepo3adacoBaHOro
NpoAaykTy,
nepBuHHE
nakyBaHHS;
KOHTPOrb AKOCTI
NnpoaykTy B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MeHpin®);
36MpaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHsi
roTOBOro NPOAYKTY
(PrekclleH®);
KOHTPOIb SIKOCTI
roTOBOro NPOAYKTY
(PrekclleH®):
Hoso Hopgick
Mpogykao
dapmaceyTika o
Bpasinb IlTga.,
Bpasunis

177.

PAMIHEPON
®

TabneTku, BKPUTI
NniBKOBOO
060noHkKot, No 1 mr;
no 10 Tabnetok y
GnicTepi; no 3

BIOCAMHC
nTA.

CronyyeH
e
Koponisct
BO
Benukobp

AKTABIC NTA.

ManbTa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHu | TUNy - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBneHoro ceptudikara

3a
peuernmom

UA/14506/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o
noceio4yeHHs1

Gnictepn y
KapTOHHIN navui

nTaHii i
MiBHiYHOT
Ipnangii

BignoBigHoCTi abo BUNy4YeHHs cepTudgikata
BiQNOBIQHOCTI €BponeWnchbkin hapmakonei: ans
A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADl; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BignoBigHOCTI
€Bponecbkin dapmakonei) - OHoBNEHWi
cepTudikaT Bif yxxe 3aTBEPOKEHOrO BUPOBHMKA -
noJaHHsi OHOBMEHOro cepTudikaTy BiANOBIAHOCTI
€Bponeickkin hapmakonei RO-CEP 2017-219-
Rev 01 Big 3atBepaxeHoro BupobHvka NEULAND
LABORATORIES LIMITED, Ingis gito4oi
pPEeYvYoBUHM paniHipony rigpoxnopuay
(3atBepmxeHo: RO-CEP 2017-219-Rev 00;
3anponoHoBaHo: RO-CEP 2017-219-Rev 01)

178.

PAMIHEPON
®

TabneTkn, BKpUTI
NniBKOBOKO
060onoHKot, Nno 2 Mr;
no 10 TabneTtok y
6nictepi; no 3
Gnictepn y
KapTOHHIN nayui

BIOCAMHC
nTA.

Cnony4yeH
e
KoponiscT
BO
Benukobp
WUTaHIl i
MiBHiYHOT
Ipnangii

AKTABIC NTA.

ManbTa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€BponeWcbkin dhapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMNEHOro cepTudikaTa
BignoBigHocTi abo BUNyYeHHs cepTudikata
BignoBigHOCTI €BponeWchkin thapmakonei: ans
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykKTy, Lo
BUKOPUCTOBYOTBbCS Y BUPOGHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - OHOBNEeHMI
cepTudikaT Bif yke 3aTBepOKEHOro BUPOBHUKa -
NoAaHHs OHOBNEHOro cepTudikarty BiANOBIQHOCTI
€sponevicbkinn dpapmakonei RO-CEP 2017-219-
Rev 01 Big 3aTBepaxeHoro BupobHmka NEULAND
LABORATORIES LIMITED, IHgis gitoyoi
pevoBUHU paniHipony rigpoxnopuay
(3aTBepmxeHo: RO-CEP 2017-219-Rev 00;
3anponoHoBaHo: RO-CEP 2017-219-Rev 01)

3a
peuenmom

UA/14506/01/02

179.

PANTEH
PETAP[

TabneTku, BKpUTI
NniBKOBOKO
0600HKOH,
NPOOHroBaHoi Aii
no 100 mr; no 10
Tabnetok y onictepi;
no 2 6nictepu B
KapTOHHIN ynakoBLj

"Xemoapm
"Ald

Pecny6bnik
a Cepbist

"Xemopapm" A}

Pecnybnika
Cepbisi

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3MiHn 3 sikocTi. CepTuddikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBrneHoro cepTudikaTta
BignoBigHOCTI abo BUNy4YeHHs cepTudgikata
BignoBigHocTi EBponenchkii hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosiaHoOCTI
€Bponelicbkint hapmakonei) - OHoBRNeHWIN
cepTudikaT Bif yxe 3aTBEpPAXEHOro BUpoBHUKa.
[NogaHHA oHOBMEHOro cepTudikaTy BiANOBIAHOCTI

3a
peuenmom

UA/1785/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

EP Ha A®I guknodeHak HaTpito RO-CEP 2014-
009-Rev 02 (nonepepans sepcis RO-CEP 2014-
009-Rev 01) Big BXe 3aTBEPOKEHOTO BUPOOHMKA
Henan Dongtai Pharm Co., Ltd, China, y 3B’a3ky 3i
3MiHO agpecy BUpobHUka 3aTBepaxeHo
Henan Dongtai Pharm Co., Ltd. East Changhong
Road. China-456 150 Tangyin, Henan Province.
B3anponoHosaHo Henan Dongtai Pharm Co., Ltd.
No. 2, East Kangtai Road. Tangyin Country China-
456 150 Anyang City, Henan Province. 3miHu |
Tuny - 3MiHK 3 siKocTi. FOTOBWI Nikapcbkuii 3acib.
KoHTpOsb AONOMiDKHMX peqoBUH. 3MiHa y MeTogax
BMNPOOYBaHHSA LONOMIKHOT peqoBMHM (iHLUI 3MiHK
y MeTofax BunpobyBaHHS (BKIoYaoumn 3amiHy abo
nofaeaHHs)). 3MiHa meToay ans Tecty
"lgeHTudpikauis" y cneundikauii Ha 4ONOMIKHY
peyosuHy FDC Yellow (BapBHVK COHSYHMI 3axig,
KOBTUI) 3 MeToay 3rigHo EP 2.2.25 Ha «in-house»
. 3MiHu | TNy - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpornb JOMOMIKHUX PEYOBUH.
3MiHa y MeToaax BUNpobyBaHHS OMNOMIKHOI
pevoBUHM (iHLWi 3MiHM Yy MeTogax BUNpobyBaHHs
(Bkntovatoum 3amiHy abo gogasaHHs)). 3miHa
meToay ans Tecty "KinbKicHe BU3HaYeHHs
6apBHUKa" y cneumdikaLii Ha AONOMiXHY
peyoBuHy FDC Yellow (BapBHWK COHSYHMI 3axif,
XOBTUIA) 3 MeTogy 3rigHo EP 2.2.25 Ha «in-
house».

180.

PE3OrNOBIH

PO34MH Ans iH eKUIN,
1500 MO (300 mkr
iMyHorno6ynivy); no
1abo2mMnB
amnyni, no 1 a6o 3,
abo 5 amnyn B nayui

TOB
"BIO®APMA
MIA3MA"

YkpaiHa

TOB "BIO®APMA
MIA3SMA",
YkpaiHa
(BMpOBHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPOMb AKOCTI,
BUNYCK cepint);
TOB "®3
"BIO®PAPMA",
YkpaiHa
(BTOPYHHE
nakyBaHHs)

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaumM AinbHUUi Ans
A®I|, npomixHOro npoaykty abo rotoBoro
nikapcbkoro 3acoby, AinbHULi Ans NpoBeAeHHS
nakyBaHHs1, BUpOOHWKa, BiAnoBiaanbHOro 3a
BUWMYCK Cepil, MiCLie NPOBEAEHHS KOHTPOMIO cepili)
abo nocTavanbHyKa BUXigHOrO Matepiany,
peareHTy abo AONOMiKHOT PEYOBUHM (SIKLLO
3a3HayeHo y Aocbe) BunyyeHHs BMpobHuyoi
AinbHUUi 3a agpecoto Ykpaina, 09100, Kuiscbka
o6n., M. bina Liepkea, Byn. Kuiscbka, 37,
BignoBiganebHoi 3a NPOBEAEHHST KOHTPOSHO SIKOCTI.

3a
peuenmom

UA/13033/01/01

181.

PEMECYNIO®

Tabnetku no 100 wmr;
no 10 Tabnetok y
GnicTepi; no 1 abo 3
Gnictepn y nayui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUii ANS MEeAUYHOro
3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3neku NikapcbKoro

3a
peuernmom

He
nionsieae

UA/8173/01/01
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JliKapcbK020
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Ymoeu
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Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLuiiHuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimkenrs (PIP) (3miHy yarogxeHo 3
KOMMETEHTHUM YNOBHOBa)XX€HMM OpraHoM)
3MiHW BHECEHO B iHCTPYKLitO A4NS MeANYHOro
3acToCyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyoar” BignoBigHO 4O OHOBREHO! iHbopmauii
Wwoao 6e3neku 3acToCyBaHHS Aito4oi peHOBUHU
3rigHo 3 pekomeHgauismm PRAC. TepmiH
BBEAEHHSA 3MiH NpOTAroM 6 micauis nicns
3aTBepAKEHHST 3MiHM | TNy - 3MiHM Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM) 3MiHWM BHECEHO B iHCTPYKLit0 Ans
MeOMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby oo
po3ainy "MobiyHi peakuii" Woao NoBigoMNEHHb
npo nigo3ptoBaHi NobiyHi peakuii. TepMiH
BBEOEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBEePYKEHHSI
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta dhapmakoHarnsaay. 3miHa y KopoTKin
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii ANs Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCcyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
npoBeAeHNX BiANoBIigHO A0 NnaHy negiaTpudHnx
pocnimkers (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHM BHECEHO B iHCTPYKLIito ANt MEAUYHOrO
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BiAMNoBigHO 4O OHOBMEHOI iHpopmaLii Wwoao
6e3nekn 3aCToCyBaHHS Ailo40i PEYOBWHM 3rigHO 3
pekomeHgauismm PRAC.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEpPKEHHS!

182.

PEMECYNIO®
PANIO

rpaHynu ans
oparnbHOi cycneHaii,
100wmr/2r;no2rB
cawe; no 10 cawe y
navui

AT
"®papmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHu | TUny - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KOpoTKil
XapaKkTepuCTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBJIIOBAHOIO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHS

3a
peuernmom

He
nidnsieae

UA/17626/01/01
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Homep

peecmpayiliHo2o

noceio4yeHHs1

nikapcbkoro 3acoby B nicnapeecTpauinHuin nepioa,
abo sik pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHmnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHom)
3MiHW BHECEHO B iHCTPYKLitO A4NS MeANYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby oo posainy
"8acTocyBaHHs y nepiof BariTHOCTi abo roayBaHHs
rpyoaro” BignoBigHO 40 OHOBREHOT iHhbopmauii
wopno 6e3neku 3acTocyBaHHS Ait040i PeHOBUHM
3rigHo 3 pekomeHaauismm PRAC. TepmiH
BBEAEHHSA 3MiH NpOTAroM 6 micauis nicns
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHM Woao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKil XapaKTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MEeOUYHOro 3aCTOCyBaHHS Ha NiacTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6Ge3MNekun Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NaHy negiaTpuyHmnX
pocnimkers (PIP) (3miHy y3rogxeHo 3
KOMMNETEHTHUM YTNOBHOBaXXeHUM opraHom) 3MiHu
BHECEHO B iHCTPYKLI0 Ans MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BiAMNoBigHO 4O OHOBMEHOI iHpopmaLii Wwoao
6e3nekn 3aCToCyBaHHS Ail040i PEYOBMHM 3rigHO 3
pekomMeHgauisimu PRAC. TepMiH BBEAEHHS 3MiH
npoTarom 6 MicauiB nicns 3aTBEpPAXEHHS. 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
papmakoHarnsgy (iHwi amiHn) 3miHuM BHeceHo B
iHCTpYKLUil0 ANs MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby o po3aginy "lMobivni peakuii”
LLOA0 MOBIAOMIIEHHb NPO MiA03pIoBaHi MOBIYHI
peakuii.
TepmiH BBeQEHHA 3MiH NPOTAroM 6 micauiB nicns
3aTBEpPKEHHS!

183.

PECMUKC N®

Tabnetku, in bulk: no
5000 Tabnetok y
repMeTu4HO
3anasiHMX NoaBiNHMX
nonieTuneHoBmx
nakeTax

OPTAHOCHU
H
NAM®GCAEH
CU3 (Ed
3ET )

OAE

EBepTomkeH
Jland CaeHcuma
Nimiten

IHAis

BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta chapmakoHarnsiny. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux Npo cuctemy
cbapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX JaHUX
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
3AiCHEeHHs hapmakoHarnsgy; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YKpaiHi, K0 BOHa BigMiHHa

UA/15504/01/01
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noceio4yeHHs1

Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKIoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi

mMacTep-caiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOI 0CoOW 3asiBHYMKA,
BignosigansHoi 3a chapMakoHarnsg B YkpaiHi

184.

PECIUKC N®

Tabnetkn, no 10
Tabnetok y Gnictepi,
no 1 abo 2 6nictepun
y navuj

OPFAHOCMU
H
NANOCAEH
CU3 (E®
3ET 1)

OAE

EBepTomkeH
Jland CaeHcms
Nimiten

IHAis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHu | TUNY - 3milu Wono 6e3nekun/echeKTUBHOCTI
Ta dhapmakoHarnsgy. BeeaeHHs abo 3miHM oo
y3aranbHeHUX AaHux Npo cuctemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHux
npo cuctemy cdapmakoHarnagy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XEHOI 0COOM, BiANOBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTep-arna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHMX JaHMX KOHTaKTHOI 0cobu 3asiBHYMKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi

be3
peuenma

UA/15503/01/01

185.

PECIMUKC®

TabneTkun BKpUTI
NniBKOBOIO
obornoHkoto, no 10
Tabnetok y 6nictepi;
no 1 abo no 2 abo
no 4 énictepn y
naywi 3 KapToHy

OPrAHOCHU

H
NAVGCAEH
CU3 (E®
3ET )

OAE

EBepTomkeH
TNand CaeHcuns
Jimiten

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHuM | TUNy - 3MiHK 3 akocTi. FoToBUI NikapCbkKin
3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y nNpoLieci
BUPOOHMLITBA rOTOBOTO JiKapCbKOro 3acoby,
BKITHOYaI04M MPOMIDKHUI NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMUTBA) - 3MiHW Y BUpOGHMYOMY npotieci J13
Ha HacTynHux ctagiax: - Ctagia MNMpocitoBaHHSA
(Sifting)(BHeCeHi pegakuinHi 3miHM 0o onucy
onepauin), - Ctagia MpaHynsauis
(Granulation)(3amiHa opraHi4HOro po34mHHUKa Ha
BOAY ouuLleHy), - Ctagia Cywka (Drying)(nogin
npoLecy CyLUiHHA BONOroro rpaHynsaTy Ha ABa
KPOKM: MOBITPsiHA CYLUKa i CyLUKa 3a MiaBULLEeHOT
Temnepatypu), - Ctagia MogpibHeHHs (Sizing and
Milling)(peaakuinHi 3miHM oo onucy onepadii -
AeTaniaoBaHo npoLiec NoapiGHeHHs1 Cyxoro
rpaHynaty), - Ctagisa MepewmiwysaHHs (Extra
granular sifting and blending)(ymoBHuiA nogin
npouecy nepemillyBaHHs Ha ABi nigctaaii, 3a
AKMMU BiAOYyBaETbCA NOYEProBy AOAABAHHS i
3MiLLyBaHHS KOMMNOHEHTIB), - CTagis MNpecyBaHHs
(Compression)(BHeceHi peaakLUiiiHi 3MiH1 4o onucy
crtagiji), - Ctagisi MokputTa TabneTok nNniBKOBOKO
o6onoHkot (Coating)(BMKOHaHHSI MOKPUTTSI
TabneTok NniBkoBOK OBOMOHKO y ABa eTanu

bes3
peuenma

nidnsieae

UA/15549/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

OJHOYACHO i3 3aMiHOK OpraHiYHMX PO3YMHHUKIB Ha
BOAy ouuleHy), - CTagis nakyBaHHs
(Packing)(BHeceHi pegakuiiHi 3miHK, 3rigHo 3
SKMMMW BUOANEHO HeCyTTeBY iHGopMaLito). 3MiHu |
Tuny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
3MiHV y BUpOBHMUTBI. 3MiHM y Npoueci
BMPOGHMLTBA roTOBOrO fikapcbKkoro 3acoby,
BKITHOYAK0UM MPOMIKHUI MPOAYKT, WO
3aCTOCOBYETLCSI MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (iHLwi 3MiHM) 3MeHLUEHHS
HaANWLWKy Ans AilYnX pevoBMH: ALeTUnuucTeiHy
35 % po 2,5 %, ona Ambpokcony rigpoxnopugy 3
3 % 0o 1,5 %. 3miHn | TMny - 3MiHK 3 SKOCTI.
[oToBWI Nikapcbkni 3aci6. 3MiHN y BUPOOHMLITBI.
3miHa po3Mipy cepii (BKntoYatoum gianasoH
po3Mipy cepii) roToBOro nikapcbkoro 3acoby
(36inbLueHHs ao 10 pasiB NOPIBHSHO i3
3aTBEPAKEHNM PO3MIpPOM) - 36iNnbLUEHHST PO3Mipy
cepii gnsa Pecnuke®, TabneTku, BKPUTI NiBKOBOO
obonoHkoto (3aTBepmkeHo: 100 000 TabneTok,
3anpornoHoBaHo: 400 000 TabneTtok). 3miHun Il Tuny
- 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. Onuc
Ta cknagd. 3miHa y cknagi (BonoMiKHNX
peyoBUHAX) FOTOBOrO Nikapcbkoro 3acoby (iHLui
[OOMNOMiXHi peqoBUHU) - 3MiHa, sika
nigTBEPOKYETHCA AOCMIAKEHHAMM 3
6ioekBiBanNeHTHOCTI - 3MiHW Y KinbkiCHOMY Ta
SKICHOMY CKrafi JOMOMDKHUX PeYOBMH FOTOBOro
nikapcbKoro 3acoby y 3B’s3Ky i3 3aMiHOO
opraHivHux po3dnHHukiB(Isopropyl alcohol and
Dichlormethan) Ha Bogy ounLleHy.
3MiHW BHECEHI B iHCTPYKLiO AN MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"Cknag" (BONOMiXHi pe4OBUHN).
BBeneHHs 3miH npoTarom 3-x MicsiuiB nicns
3aTBEPAKEHHS.

186.

PECNUKC®

TabneTku BKPUTI
NniBKOBOO
obonoHkoto in bulk
Ne10000 y nakeTax

OPFAHOCMU
H
NANOCAEH
CU3 (E®
3ET1)

OAE

EBepTomkeH
Jland CaeHcums
Nimiten

IHAis

BHECEHHS1 3MiH O peecTpauinHnMX maTtepianis:
3MiHn | TUNYy - 3MiHK 3 gKocTi. FoToBMIA NiKapChKUIA
3aci6. 3MiHM y BUpOOHMUTBI. 3MiHM ¥ npoLeci
BMPOOHMLTBA rOTOBOTO MikapCbkoro 3acoby,
BKITHOYAKOUM MPOMIDKHUI MPOAYKT, WO
3aCTOCOBYETHLCS NPY BUPOBHULITBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) - 3MiHW Y BUpobHuYyomy npotieci J13
Ha HacTynHux ctagisx: - Ctagis MNMpocitoBaHHS
(Sifting)(BHeCeHi peaakuiiiHi 3MiHK1 Jo onucy
onepauin), - Ctapia Mpanynsauis
(Granulation)(3amiHa opraHi4HOro po34mHHUKa Ha
BOAY ouuLieHy), - Ctagis Cyweka (Drying)(nogin

He
nidnsieae

UA/15550/01/01
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Ne
n/n

Hasea
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3acoby

®Popma sunycky
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ynakoeka)

3aseHUK

Kpaina
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Bupo6Huk
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eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

npoLecy CyLUiHHSA BOOroro rpaHynsaTy Ha ABa
KPOKM: MOBITPsiHA CYLUKa i CyLUKa 3a MiABULLEHOT
Temnepatypm), - Ctagis MopgpibHeHHs (Sizing and
Milling)(peaakuinHi 3miHn 4o onvcy onepawiv -
JAeTarnisoBaHo npouec noapibHeHHs1 cyxoro
rpaHynaTty), - Ctagisa MNepewmiwysaHHs (Extra
granular sifting and blending)(ymoBHui nogin
npoLecy nepemillyBaHHS Ha ABi niacTagii, 3a
AKUMU BiAOYyBaETbCHA NOYEProBy A0AABaHHS i
3MillyBaHHsS KOMMNOHeEHTIB), - CTagis MNpecyBaHHsA
(Compression)(BHeceHi pegakuinHi 3mMiHM 4o onucy
ctagiji), - Ctagis MokputTa TabneTok NNiBKOBOKO
ob6onoHkoto (Coating)(BUKOHAHHSI MOKPUTTS
TabneTok NNiBKOBOIO OOOMOHKO Y ABa eTanu
OAHOYACHO i3 3aMiHOK OpraHiYHMX PO3YMHHUKIB Ha
BOAY ouuleHy), - CTagis nakyBaHHs
(Packing)(BHeceHi pegakuinHi 3miHu, 3rigHo 3
SIKMMMW BMOANEHO HecyTTeBY iHopMauito). 3MiHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMit 3aci6.
3MiHn y BUpOBHMUTBI. 3MiHK y npoueci
BMPOGHMLTBA roTOBOIO fikapcbKoro 3acoby,
BKIOYa4M NPOMIKHUIA NPOJYKT, WO
3aCTOCOBYETLCS MPW BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (iHLwi 3MiHM) 3MeHLUEHHS
HaANWLWKy Ans Ail4nX pevyoBuH: ALeTunuucTeiny
35 % po 2,5 %, ana Ambpokcony rigpoxnopugy 3
3% o 1,5 %. 3minu | TNy - 3MiHKM 3 sKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHN Yy BUPOBHMLTBI.
3miHa po3mipy cepii (Bkrtoyaouu fiana3oH
po3mipy cepii) roToBOro nikapcbkoro 3acoby
(36inbLueHHs go 10 pasiB NopiBHSHO i3
3aTBEPKEHUM PO3MIPOM) - 36iNbLLUEHHS PO3MipY
cepii ans Pecnukc®, TabneTku, BKpUTI NNIBKOBOO
obornoHkot (3aTBepaxeHo: 100 000 TabneTok,
3anponoHoBaHo: 400 000 TabneTok). 3miHu Il TUNYy
- 3miHu 3 gKocTi. FoToBUI nikapcbkuii 3aci6. Onnc
Ta cknag. 3miHa y cknagi (BonoMiXKHUX
peyoBMHaX) roToBOro fikapcbkoro 3acoby (iHLwui
[OOMOMiXHi peqoBUHU) - 3MiHa, gKa
niagTBEpPOXKYETLCA AOCNIAKEHHAMM 3
0i0eKBIBaNeHTHOCTI - 3MiHW Y KinbKiCHOMY Ta
SKICHOMY CKIagi JOMOMDKHUX PEYOBMH FOTOBOIO
nikapcbKkoro 3acoby y 3B’s13Ky i3 3aMiHOO
opraHiyHMX po3ynHHuKiB(Isopropyl alcohol and
Dichlormethan) Ha Boay ouneHy. BBegeHHs 3MiH
npoTArom 3-X MiCsiLiB MicNs 3aTBEPAXKEHHS.

187.

PO3YBACIH

TabneTkn, BKpUTI
NniBKOBOO

060s0HKO0, Mo 5 Mr,

OPrAHOCHU

H
JIAVI®CAEH

OAE

AnoTekc IHK.

Kanapa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsigy. 3miHa y KopoTkin

3a
peuernmom

He
nidnsieae

UA/13316/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 10 Tabnetok y CH3 (Ed XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTI
6nictepi, no 3 abo 3ETI) MapKyBaHHS Ta iHCTPYKLii Anst MeanyHoro
no 6 Gnictepis B 3aCTOCyBaHHA Ha NigcTasi perynsapHo
KapTOHHIl kopobui OHOBJHOBAHOrO 3BiTY 3 6Ge3neKun Nikapcbkoro
3acoby, abo gocnimkeHb 3 6e3nekn 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiHui nepiog,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
NpoBeAEeHNX BiANoBIigHO A0 NnaHy negiatpudHnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoMm).
3MiHM BHECEHO A0 IHCTPYKUIT ANS MeAnYHOro
3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
BiZNOBIQHO 10 OHOBMEHOI iHpopMmaLlii 3 6e3neku
nito4oi peyoBuHU. BBegeHHA 3MiH npoTarom 6-tn
MicsaUiB Micnsa 3aTBEPAXEHHSA
188. | PO3YBACIH TabneTkn, BKPUTI OPIrAHOCHU OAE AnoTekc IHK. Kanapa BHECEHHS1 3MiH O peeCTpaLiiHUX maTepianis: 3a He UA/13316/01/02
NNiBKOBO H 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom nionsieae
o6onoHkoto, no 10 NAASCAEH Ta hapmakoHarnsay. 3miHa y KopoTkil
mr, no 10 TabneTok CH3 (Eo XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI
y bnicTepi, no 3 abo 3ET ) MapKyBaHHS Ta iHCTPYKLUIii Ans MeguyHoro
no 6 Gnictepie B 3aCTOCyBaHHA Ha NigcTasi perynspHo
KapTOHHIN kopobLi OHOBMOBAHOTO 3BiTYy 3 6e3neku nikapCbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnapeecTpaLiiHuin nepios,
abo sk pe3ynbTaT OLiHKM 3BiTy 3 JOCHiAKEHD,
npoBeAeHNX BiANoBIAHO A0 NnaHy negiaTpuyHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YTNOBHOBaXXEHUM OpraHoMm).
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaM4Horo
3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"OcobnusocTi 3actocyBaHHSA", "MMobiuHi peakuii”
BiAMNOBIAHO 4O OHOBMEHOI iHpopMalii 3 6e3nekn
aito4oi pe4yoBrHU. BBeaeHHs 3MiH NpoTArom 6-tu
MiCsILIiB Micnsi 3aTBEPOKEHHSA
189. | PO3YBACIH TabneTku, BKpUTI OPIrAHOCU OAE AnoTtekc IHk. Kanapa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/13316/01/03
NNiBKOBOK H 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom nionsieae
obornoHkoto, no 20 NANDCAEH Ta dhapmakoHarnsaay. 3miHa y KopoTKin
Mr, no 10 TabneTok CUN3 (Ed® XapakTepucTuLL NikapcbKoro 3acoby, TeKCTi
y 6nicTepi, no 3 3ET ) MapKyBaHHS Ta IHCTPYKLUii Ans Mean4Horo
Gnictepu B 3aCTOCYBaHHS Ha MiacTaBi perynspHo
KapTOHHiI kopobui OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHS
nikapcbkoro 3acoby B nicrnsapeecTpauiiHui nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
NpoBeAeHNX BiAnoBigHO 40 NnaHy negiaTpuyHux
pocnimkeHrb (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHoMm).
3MiHM BHECEHO [0 iHCTPYKUii Ans MeauM4Horo
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3acTocyBaHHS NikapCcbKoro 3acoby y po3ainu:
"OcobnueocTi 3actocyBaHHs", "MobiuHi peakuii”
BiZNOBIgHO O OHOBMEHOI iHhopMaLlii 3 6e3neku
nito4oi pevyoBuHU. BBeaeHHs 3MiH NpoTsarom 6-Tu
MiCsILiB Micnsi 3aTBEPAXKEHHSA
190. | PO3YBACIH TabneTtkn, BKPUTI OPIrAHOCHU OAE AnoTekc IHK. KaHapa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/13316/01/04
NNiBKOBOIO H 3MiHu | Tuny - 3MiHK Wwopo 6esnekn/edheKTUBHOCTI peuenmom nidnseae
o6onoHkoto, no 40 TNANGCAEH Ta dhapmakoHarnsgy. 3miHa y KopoTkin
mr, no 10 TabneTok CH3 (Ed XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
y 6nicTepi, no 3 3ET ) MapKyBaHHS Ta iHCTPYKLi Ans MeguyHoro
6nictepu B 3aCTOCYBaHHS Ha MiACTaBi perynspHo
KapTOHHIl kopobui OHOBJIHOBAHOrO 3BiTY 3 6Ge3MNekun Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHNX
pocnimkenrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHom).
3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acToCcyBaHHS NikapCbKoro 3acoby y posainu:
"OcobnueocTi 3actocyBaHHs", "lMobiyHi peakuii”
BiZNOBIOHO [0 OHOBMEHOI iHpopMmaLii 3 6e3neku
Lito40i pevoBrHU. BBeAeHHs 3MiH NpoTArom 6-Tn
MicsaUiB Micnsa 3aTBEPAXEHHSA
191. | PYNA®IH Tabnetku no 10 wmr; 3eHTiBa, K.C. Yecbka HOYKOP XEJC, Icnanis BHECEHHS 3MiH JO peEeCTpaLiiHUX maTepianis: 3a He UA/18949/01/01
no 10 Tabnetok y Pecny6bnik C.A. 3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUi peuyenmom | nidnseae
6nicTepi; no 1, 3 abo a 3aci6. CucteMa KoHTenHep/3aKkynoptoBanbHUi

5 Gnictepis B
KapTOHHIN kopobLyi

3aci6. 3miHa po3mipy ynakoBKu roToBOro
nikapcbkoro 3acoby (3miHa KinbKoCTi OAUHULIb
(Hanpuknag TabneTok, amnyn TOLO) B yNakoBLi:) -
3miHa nosa Adiana3oHoM 3aTBepAXeHVX Po3mipiB
YNaKoBKM - BBHECEHHS 0AaTKOBMX ynakoBok Ne
30 1a Ne50 (no 10 TabneTok y 6nictepi; no 3 abo 5
GnicTepiB y KapTOHHIN Kopobui), 3 BiANOBIHNMM
3MiHamu go p. «YnakoBka» MKA 3. MNepBuHHa
ynakoBka 3anuiiaetbes 6e3 3MiH, 3MiHI0ETbCS
TiNbKN PO3Mip BTOPVMHHOI YNakoBKW. 3aTBepKeHO:
Mo 10 Tabnetok y 6nictepi NBX/MNBOX/antomiHin.
Mo 1 6nicTepy y KapTOHHY KOpPOOKY 3
MapKyBaHHSM yKpaiHCbKOI MOBOIO Pa3om 3
iHCTPYKUI€O ANst MeQUYHOro 3aCTOCYBaHHS.
3anponoHoBaHo: Mo 10 TabneTtok y 6nicTepi
MBX/MBAX/antomiHin. Mo 1, 3 abo 5 GnicTtepis y
KapTOHHY KOPOOKY 3 MapKyBaHHSM YKpaiHCbKOO
MOBOIO Pa3oM 3 IHCTPYKLI€E AN Meau4yHoro
3acTocyBaHHs. 3MiHM BHECEHO B iHCTPYKLito Ans
MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby y
po3ainu «YnakoBka» 3 BiANOBIAHUMW 3MiHAMU Y
TEKCTi MapKyBaHHS! YNaKoBKW (ofaBaHHS
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BiNOBIOHMX TEKCTIB MapKyBaHHS YNaKoBKW)
nikapcbkoro 3acoby. BeBeaeHHs1 3MiH npoTsirom 6-
TN MICALIB NiCNs 3aTBEPIKEHHS.
192. CAPTOKAQL - TabneTku, BKPUTI [xyGinaHT IHais Ixy6GinaHT IHais BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: - UA/13678/01/01
H NniBKOBOO [xeHepikc IxeHepike Jlimiteq 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI
obonoHkoto, 50 Nimiten Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
mMr/12,5 wr; in bulk: y3ararnbHeHuX AaHux npo cuctemy
no 5000 TabneTok y apmakoHarnsay (BBeAeHHS y3aranbHEeHNX AaHuX
nonieTMneHoBoMy npo cuctemy cpapmakoHarnsgy, amiHa
naketi YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHSA
cthapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XEHOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTtep-carina cuctemmn capmakoHarnagy). 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
30iNCHeHHs hapmakoHarnsaay B Ykpaini. Jitova
pepakuia: Manoj Kumar. NponoHoBaHa pepakuis:
Menix OneHa BopuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
3[iNCHEeHHs dhapmakoHarnagy B YKpaiHi.
193. | CAPTOKAL - TabneTkn, BKPUTI bxy6inaHT IHais [bxyGinaHT IHais BHECEHHS1 3MiH JO peecTpaUiiHMX maTepianis: 3a UA/13677/01/01
H NniBKOBOKO [xeHepikc xeHepike JimiTeq, 3MiHu | Tuny - 3miHn wopo 6esnekn/ePeKTUBHOCTI peuenmom
obornoHkoto, 50 Timiteq Ta cbapmakoHarnsany. BeegerHs abo 3miHn oo
mr/12,5 wmr, no 14 y3aranbHeHUX AaHux npo cuctemy
TabneTtok y 6nictepi; dapmakoHarnsagy (BBeAeHHS y3aranbHEeHUX AaHuX
no 2 6nictepu B npo cuctemy cdapmakoHarnagy, amiHa
KapTOHHiI kopobuyj; yrnoBHOBaeHoi ocobu, BignoBigansHoi 3a
no 10 tabnetok y 3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
6nicTepi; no 3 apmakoHarnsay 3asiBHUKa Ans 340iNCHEHHS
Gnictepuy dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
KapTOHHiI kopobui Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHi
macTtep-darina cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianoBigansHoi 3a
34iicHeHHs dhapmakoHarnagy B Ykpaini. [itova
pepakuis: Manoj Kumar. NponoHoBaHa peaakuisi:
Menix OneHa BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansbHOI 3a
34iicHeHHs dhapmakoHarnagy B YKpaiHi.
194. | CAPTOKAL - TabneTkn, BKpUTI [bxy6inaHT IHAis Ibxy6GinaHT IHAis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/13677/01/02
H NNiBKOBOIO [xeHepikc IxeHepike INimiTeq 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edheKTUBHOCTI peuenmom
obornoHkoto, 100 Timiteq Ta cbapmakoHarnsany. BeegerHst abo 3miHu oo

Mmr/25 mr; no 14
Tabnetok y 6nictepi;
no 2 6nictepu B

y3ararnbHeHUX JaHUX Npo cUCTeMy
hapmakoHarnsay (BBeAEeHHs! y3aranbHeHUX AaHux
npo cuctemy dpapmakoHarnsgy, 3MiHa
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHi KOpoOLyi;
no 10 Tabnetok y
Gnictepi; no 3
Gnictepn y
KapTOHHiI kopobui

YyNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-carina cuctemmn apmakoHarnagy). 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
3piicHeHHs hapmakoHarnagy B YkpaiHi. [itova
peaakuisi: Manoj Kumar. NponoHoBaHa peaakuisi:
Menix OneHa BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
3[iNCHEeHHs dhapmakoHarnagy B YKpaiHi.

195.

CAPTOKAL -
H

TabneTkn, BKPUTI
NniBKOBOKO
obonoHkoto, 100
Mr/25 mr; in bulk: no
5000 TabneTok y
nonieTuneHoBoMy
nakerti

bxy6inaHT
[xeHepikc
JlimiTen

IHAis

[bxy6inaHT
[xeHepikc JlimiTeq

IHAis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHnHs abo 3miHu oo
y3aranbHeHNX AaHux Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy capmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
thapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
3AicHeHHs hapmakoHarnsagy B YkpaiHi. Oitova
pepakuis: Manoj Kumar. MponoHoBaHa peaakuis:
Menix OneHa BopuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoi 3a
34iicHeHHs dapmakoHarnagy B YKpaiHi.

UA/13678/01/02

196.

CEOA®ITOH
®

Tabnetkn, no 12
Tabnetok y 6nictepi;
no 2 abo 4, abo 8
GnicTepiB y navui

MPAT
"®ITOPAPM

YkpaiHa

BignoBiganbHUM
3a BUpPOGHMLTBO,
nepBUHHE/BTOPUH
He naKyBaHHS,
KOHTpPOIb SIKOCTI
Ta BUNycK cepii:
MPAT
"®ITOGAPM",
YkpaiHa;
BignoBiganbHUM
3a BUpPOGHULTBO,
nepBUHHE/BTOPUH
He MnaKyBaHHS,
KOHTPOMb SIKOCTI:
MAT "Bitaminmn",

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta cbapmakoHarnsgy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux nNpo cucTemy
dapmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBa)eHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHS1 hapMakoHarnsgy (Bkrovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLieHHi
mMacTtep-carina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX [aHWX YNOBHOBaXEHOI 0cobu

be3
peuenma

UA/4826/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
YkpaiHa 3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3MiHa micLe3HaxomKeHHs macTep-carina
cuctemun chapmakoHarnsgy Ta noro Homepa. 3miHa
MicLS 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsagy.
197. | CEPMIOH® TabneTtkn, BKPUTI BiaTpic CLWA Mdparizep ITanis ITanis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/5183/01/03
LLlyKpOBOIO CrewenTi C.p.n. 3miHu | Tuny - 3miHn 3 AkocTi. FoToBUI NiKapCbKUI peuenmom
obonoHkoto, no 10 Jinc 3aci6. KoHTpornb JONOMiXXHMX peyoBUH. 3MiHa
mr; no 25 TabneTok napameTpiB cneuudikadin Ta/abo gonyctummx
y 6nicTepi; no 2 MeX A1 SOMOMDKHOI peYOBUHM (iHLWi 3MiHWM) -
6nictepu y PO3LLUMPEHHS BEPXHBOI MEXMW NOKas3HUKa
KapTOHHIl kopobui “OmuneHHs” cneundikauii 4ns 4ONOMIKHOI
peyvoBUHN kKameb caHaapak 3 160-190 Ha 160-
250
198. | CEPMIOH® TabneTtkn, BKPUTI BiaTpic CLWA MNdpaiizep ITanis ITanis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/5183/01/02
LLlyKpOBOIO CrewenTi C.p.n. 3miHu | Trny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUIA peuenmom
obornoHkKoto, no 5 wr; inc 3aci6. KoHTponb AONOMDKHMX peqyoBuH. 3MiHa
no 15 rabnetok y napameTpiB cneuudikauin Ta/abo gonyctummx
GnicTepi; no 2 MeX AN AONOMDKHOI PEYOBUHM (iHLLi 3MiHW) -
Gnictepny PO3LLUMPEHHS BEPXHBOI MEXMW NOKa3HMKa
KapTOHHIl kopobui “OmuneHHs” cneundikauii 4ns 4ONOMDKHOI
peyoBMHM kKameab caHgapak 3 160-190 Ha 160-
250
199. | CUHA®IAH- | ma3b 0,025 %; no 15 MPAT YkpaiHa MPAT YkpaiHa BHECEHHS1 3MiH 4O peecTpauinHnMX maTtepianis: 3a UA/2316/01/01
PITOPAPM ry 1y6i; no 1 1y6iy "®ITOPAPM "®ITOPAPM" 3MiHu | Tuny - 3miHn wopno 6esnekn/eHPeKTUBHOCTI peuenmom
nauui 3 KapToHy " Ta dhapmakoHarnsgy. BeeaeHHs abo 3miHu 0o
y3aranbHeHUX AaHuxX Npo cUcTemy
hapmakoHarnagy (BBeAeHHs y3aranbHeHuX AaHux
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BiJ, YNOBHOBa)XEHOI 0CO0M, BiAnoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi faHi) Ta/abo 3MiHW y pO3MiLLEHHI
MacTep-canna cuctemu papmakoHarnsaay). 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXXeHOI 0cobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsa.
3MiHa Micue3HaxomKeHHs MacTep-canna
cvcTeMu dhapmakoHarnsaay Ta woro Homepa. 3MiHa
Micus 34iCHEHHS] OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
200. | CIANOXYB TabneTkn, BKpUTI bxy6inaHT IHAis bxy6GinaHT IHAis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a UA/18127/01/01
NNiBKOBOIO [xeHepikc IxeHepike INimiTeq 3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edPekTUBHOCTI peuenmom
o6oroHKo, No 5 mr Timiteq Ta cbapmakoHarnsany. BeegerHs abo 3miHm oo

no 10 Tabnetok y
GnicTepi; no 3
6nictepu B

y3ararbHeHUX JaHUX Npo CUCTEMY
chapmakoHarnsay (BBeAEeHHs y3aranbHeHUX AaHux
npo cuctemy dpapmakoHarnsgy, 3MiHa
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHil kopobui YyNOBHOBa)eHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTep-anna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
3aiicHeHHs chapmakoHarnsgy B YkpaiHi. [itova
pepakuis: Manoj Kumar. NponoHoBaHa pepakuis:
Menux OneHa BopuciBHa. 3MiHa KOHTAKTHUX
[AaHNX KOHTaKTHOI 0cobu 3asiBHKKA,
BignoBiganbHoI 3a 34iMCHEHHS hapmakoHarnsay B
YKpaiHi.
201. | CIANOXYb TabneTkn, BKpUTI bxy6inaHT IHais [bxyGinaHT IHais BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/18127/01/02
NniBKOBOKO [xeHepikc bxeHepike JimiTeq 3miHn | TMny - 3miHn Wwopo 6e3nekn/epekTMBHOCTI peuenmom
obonoHkoto, no 10 Nimiten Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
Mr; no 4 TabneTku y y3aranbHeHX AaHux Npo cUcTtemy
6nictepi; no 1 apmakoHarnsaay (BBeAeHHS y3aranbHEeHNX AaHuX
Gnictepy B npo cuctemy apmakoHarnagy, amiHa
KapTOHHi KOpoOLyi; yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
no 10 tabnetoky 3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
6nictepi; no 3 chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
Gnictepu B dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
KapTOHHIN kopobLyi Bif] ynoBHOBaXeHOi ocobw, BignoBiganbHOi 3a
30iACHEHHs hapMakoHarnsgy (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTep-anna cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
34icHeHHs hapmakoHarnagy B YkpaiHi. Oitova
pepakuis: Manoj Kumar. MNponoHoBaHa peaakuis:
Menux Onena BopuciBHa. 3MiHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0CcOBU 3asiBHWMKA,
BignoBiganbHoI 3a 30iMCHEHHS hapmakoHarnsay B
YKpaiHi.
202. | CIANOXYb TabneTkn, BKpUTI [xyGinaHT IHAis Ixy6inaHT IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/18127/01/03
NniBKOBOKO [xeHepikc bxeHepike JimiTeq, 3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom
obonoHkoto, no 20 Nimiten Ta chapmakoHarnsiny. BeegeHHsi abo 3miHu oo

MF: no 4 TabneTku y
Gnictepi; no 1
Gnictepy B
KapTOHHiIl kopobui

y3aranbHeHWX faHux npo cucTemy
dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
npo cuctemy dapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, KO BOHa BiAMiHHa
BifJ ynoBHOBaXeHOi ocobw, BignoBiaanbHOI 3a
30iNCHEHHs1 hapMakoHarnsgy (Bkovaym
KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MiLLEHHI
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHOT 0cobu 3asiBHMKa, BiAMNOBiganbHOI 3a
34iicHeHHs chapmakoHarnsgy B YkpaiHi. Jitoua
pepnakuia: Manoj Kumar. lMponoHoBaHa pegakuis:
Menux Onena BopuciBHa. 3MiHa KOHTaKTHUX
[AaHNX KOHTaKTHOI 0Ccobu 3asiBHWMKa,
BignoBiganeHoI 3a 34iMCHEHHS hapmakoHarnsgy B
YKpaiHi.
203. | CIHIXKAPOI® | Tabnetku, BKpUTI BepiHrep HimeyumH BUPOGHMLTBO, HimeyuunHa/ BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a UA/15724/01/01
NniBKOBOK IHrenbxamm a nepBuHHE Ta peuis/ 3minn Il Tuny - 3MiHKn Wwopao 6eanekn/eheKTUBHOCTI peuenmom
obonoHkot, 5 IHTEepHeLwwHN BTOPUHHE ®paHuis/ Ta hapmakoHarnsigy. BHeceHHsi abo 3miHa(n) oo
mr/1000 mr no 10 mM6X nakyBaHH4, CnonyuyeHi 3060B'A3aHb Ta YMOB BuAadi peectpaLiiHoro
TabneTtok B 6nicTepi; KOHTPOMb AKOCTI, LWratn nocsigyeHHs, Bkrovatoum NnaH ynpaeniHHa
no 6 énictepis y BUMNYCK Cepil: Amepukn/ pusnKkamm (3aCToCcyBaHHS 3MiH(1), ski(a)
KapTOHHIl kopobui BepiHrep BMMaratoTb(€) noganbLoro obrpyHTyBaHHs
IHrenbxanm HOBVMMW J04ATKOBUM AaHUMW, LLO MaloTb

dapma 'M6X i Ko.
KI', HimevynHa
BUPOGHMLTBO,
KOHTPOIb AKOCTI
(3a BUHSATKOM
Tecty
«MikpobionoriyHa
yucToTan),
nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepil:
BepiHrep
IHrenbxamm
Xennac CuHrn
Membep C.A.,
peuis;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI,
BUWMYCK cepil:
MATEOH
SPAHUIA,
PdpaHuis;
BMPOGHMLUTBO
Tabnetok "in bulk"
Ta KOHTPOSb
SAKOCTI:
MateoH lMyepTo
Puko. IHk.,
Crony4yeHi LWraTtn
Amepuiku;

HafaBaTMCH KOMMETEHTHMM OpraHoOM, OCKiNbKu
BMMaraeTbCs CyTTEBA OL{iHKA KOMMNETEHTHUM
opraHoMm) - 3asiBHUKOM HafaHO OHOBIEHUIA NNaH
ynpasniHHa puankamn Bepcia 13.0. 3MiHM BHeCeHO
no yactuH: |l «Cneuudpikauis 3 6esnekuy, |l
«MnaH 3 dhapmakoHarnsgy», V «3axogu 3
MiHimi3auii pusmkiBy», VI «Pestome nnany
ynpaBrniHHs pusukamuy, VIl «[Jogatkun» y 38’s3Ky 3
nopayeto diHanbHoro 3BiTy PASS 1245-0096 Ta
BUAANEHHAM OEesKUX BXITUBMX ideHTU(IKOBaHNX
PU3MKIB Ta BaXXIMBOIO MOTEHLINHOIO PU3MKY.
Pesiome nnaHy ynpasniHHS pusmkamu Bepcia 13.0
[O[AETLCS.
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOHTPOIb SKOCTI
(32 BUHATKOM
Tecty
"MikpobionoriyHa
yucrora"):

A eHg Em
WTABTECT
Nabop cyp
AHaniTuK yHa
Crabinitatcnpydy
Hr T'm6X,
HimeuumnHa;
KOHTPOrb SIKOCTI
npv QOCNISKEHHI
cTabinbHOCTI (3a
BUHSITKOM TECTY
"MikpobionoriyHa
yucroTa"):
EBpodpiHc PACT
'm6X, HimeuunHa;
anbTepHaTVBHa
naboparopis 4ns
KOHTPOIIO TECTy
"MikpobionoriyHa
yucrorta":
CI'C IHctutyT
PpeseHiyc Mv6X,
Himeuumnna;
Jlabop NNIC CE eHp
Ko. KT,
Himeuumnna;
K'toEnCiEc EIME,
peduis

204.

CIHDXAPOI®

TabneTkn, BKpUTI
NniBKOBOO
obornoHkot, 12,5
mr/1000 mr no 10
Tabnetok B 6nicTepi;
no 6 Gnictepis y
KapTOHHiIl kopobui

BepiHrep
IHrenbxanm
IHTepHeLHn

mM6X

HimeuvuuH
a

BUPOGHMLTBO,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPOMb SKOCTI,
BUNYCK cepii:
BepiHrep
IHrenbxanm
dapma Mm6X i Ko.
KI, Himeu4nHa
BUPOOHMLTBO,
KOHTPOIb AKOCTI
(3a BUHSATKOM
Tecty
«MikpobionoriyHa
yncToTay),

Himeuumnna/
Mpeuis/
®paHuis/
CnonyyeHi
LWratn
Amepukun/

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3minn Il Tuny - 3MiHKn wopno 6e3nekn/epeKTUBHOCTI
Ta cpapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
3060B's13aHb Ta YMOB BuAa4i peectpauinHoro
NOCBiAYEHHS, BKIIoYatoum [naH ynpaeniHHA
pu3ukamm (3acTocyBaHHs 3MiH(1), siki(a)
BMMaratTb(€) NoAanbLIoro 06rpyHTyBaHHs
HOBMMM [OAATKOBUM [aHUMMU, LLIO MatoTb
HafaBaTMCst KOMNETEHTHUM OPraHoM, OCKINbKM
BMMaraeTbCsi CyTTEBA OLiHKA KOMNETEHTHUM
opraHoMm) - 3asiBHMKOM HafiaHO OHOBIIEHWI NNaH
ynpasniHHa puankamu Bepcis 13.0. 3MiHM BHeECEHO
o vactuH: Il «Cneundikauisi 3 6e3nekuy, Il
«MnaH 3 hapmakoHarnsagy», V «3axoou 3
MiHimi3auii pusukisy», VI «Pestome nnany
ynpaBniHHs pusnkamuy, VIl «Jogatkun» y 38’a3Ky 3

3a
peuenmom

UA/15722/01/01




118 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nogadveto ciHanbHoro 3BiTy PASS 1245-0096 Ta

nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNyCK
cepii:

BepiHrep

IHrenbxamm
Xennac CuHrn
Membep C.A.,,

[peuis;

nepBuHHE Ta

BTOPUHHE

nakyBaHHs,

KOHTPOMb SIKOCTI,

BUMNYCK Cepil:

MATEOH
SPAHUIA,

DdpaHLis;

BUPOBHMUTBO
Tabnetok "in bulk"
Ta KOHTPOJb
SAKOCTi:
MateoH lMyepTo
Puko. IHk.,
CnonyuyeHi Wratn
Amepukm;
KOHTPOrb AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
yucrorta"):

A eHp Em
WTABTECT
Nabop dyp

AHanITUK yHg
Crabinitatcnpydy

Hr T'm6X,

HimeuumHa;
KOHTPOrb AKOCTI
npv JOCISKEHHI
cTabinbHocTi (3a
BUHSITKOM TECTY
"MikpobionoriyHa

yucrorta"):
EBpodiHc PACT
'm6X, HimeuunHa;
anbTepHaTUBHa
naboparopis ans
KOHTPOIIO TECTy

"MikpobionoriyHa

BUAANEHHAM AesKUX BXITUBMX ideHTUdIKOBaHNX
PU3NKIB Ta BaXKMMBOrO NOTEHLINHOIO PU3MKY.
Pestome nnaHy ynpasniHHS pusmkamm Bepcis 13.0
[oaaeTbes.
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
yucrora":
CI'C IHctutyT
dpeseHiyc MM6X,
Himeuumnna;
Jla6op J1C CE enp
Ko. KT,
Himeuumnna;
K'toEnCiEc EIME,
[peuia
205. | CIHMETOH TabneTtkn, BKPUTI OPIrAHOCHU OAE EBepTomkeH IHgis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/10667/01/01
obonoHkoto, no 500 H INand CaeHcus 3MinHu | TUNY - 3milu Wono 6e3nekun/echeKTUBHOCTI peuenmom
mr; no 10 TabneTtok NANPCAEH NimiTen Ta hapmakoHarnsay. BeeaeHHs abo 3miHu oo
y bnicTepi; no 1 abo CH3 (Ed y3aranbHeHUX AaHux nNpo cuctemy
no 3, abo no 10 3ETI) apmakoHarnsaay (BBeAeHHS y3aranbHEeHNX AaHuX
GnicTepiB y nayui 3 npo cuctemy apmakoHarnagy, amiHa
KapTOHY yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-darina cuctemmn dapmakoHarnagy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosigansHoi 3a dhapMmakoHarnsag B
YKpaiHi.
206. | CIHMETOH TabneTku, BKpUTI OPIrAHOCU OAE EBepTomkeH IHAgis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: - UA/10668/01/01
obornoHkoto, no 500 H TNand CaeHcus 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
mr, in bulk: no 1000 NANSCAEH JimiTen Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
TabneTok y naketax CUN3 (E® y3aranbHeHuX AaHuX Npo CUCTeMy
i3 ponbrn 3ETI) dapmakoHarnsagy (BBeAeHHS y3aranbHEeHUX AaHuX
antoMiHieBoi npo cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
30iACHEHHS (hapMakoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsaj B
YKpaiHi.
207. | CIHMETOH TabneTtkn, BKpUTI OPIrAHOCHU OAE EBepTomkeH IHais BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: 3a UA/10667/01/02
obonoHkoto, no 750 H TNang CaeHcus 3MmiHu | TUny - 3miHK Wwopo 6e3nekn/edPekTUBHOCTI peuenmom
mr no 10 TabneTok y NANSGCAEH Nimiten Ta dhapmakoHarnsgy. BeeaeHnHs abo 3miHu oo
6nicTepi; no 1 abo CU3 (E® y3aranbHeHNX AaHuX Npo cUcTemy
no 3, abo no 10 3ET ) apmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX

GnicTepiB y nayui 3

npo cucteMy papmakoHarnsgy, 3amMiHa
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapToHY

YyNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-carina cuctemmn dapmakoHarnagy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YKpaiHi.

208.

CIHMETOH

TabneTkn, BKpUTI
o6ornoHkoto, no 750
mr; in bulk: no 1000
TabneTok y naketax
i3 cbonbru
arntomiHieBoi

OPTAHOCHU
H
NAN®GCAEH
CU3 (Ed
3ET )

OAE

EBepTomkeH
TNand CaeHcuns
JlimiTen

IHAis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy. BeeaenHs abo 3miHu oo
y3aranbHeHX AaHux Npo cUcTtemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3aiicHeHHs dhapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsaj B
YKpaiHi.

UA/10668/01/02

209.

CIPYAHA
MA3b
NMPOCTA

Ma3b 33 % no40ry
Ty6ax

MPAT
"®OITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHnHs abo 3miHu 0o
y3aranbHeHUX AaHux Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iACHEHHS (hapMakoHarnsiay; KOHTakTHOT ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLieHHi
mMacTtep-carina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3miHa Micue3HaxomKeHHs macTep-caiina
cucTeMu chapmakoHarnsgy Ta oro Homepa. 3MiHa
MicLS 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
bapmakoHarnsgy.

be3
peuenma

UA/8061/01/01

210.

CKUNUOAPH

ma3sb no 30 ry Tybax

MPAT

YKpaiHa

MPAT

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

be3

UA/8177/01/01
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
A MA3b "OITOPAPM "OITOPAPM" 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenma
" Ta chapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHNX AaHux Npo cUcTemy
dapmakoHarnsagy (BBeAeHHS y3aranbHeHUX AaHuX
npo cuctemy papmakoHarnagy, amiHa
yNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BignoBiganbHoil 3a
3AiNCHEHHA hapmakoHarnagy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
MacTep-caina cuctemm chapmakoHarnsay). 3miHa
KOHTaKTHWX AaHNX YNOBHOBaXXEHOI 0cobu
3asiBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag.
3MiHa Micue3HaxompKeHHs MacTep-danna
cvucTeMun dhapmakoHarnsaay Ta woro Homepa. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
211. | cOnioypP TabneTkn, BKpUTI Ecnapma HimeuumnH BMPOGHMLTBO IHpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/19638/01/01
NniBKOBOKO mM6X a Hepo3dacoBaHOro HimevuunHa 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom
060s0HKOt0, Mo 5 Mr npoaykTy, Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
no 10 tabnetoky nepBUHHE y3aranbHeHuX AaHux Npo cuctemy
6nicTepi; no 3 nakyBaHHs, dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
Gnictepu y BTOPUHHE npo cuctemy papmakoHarnsgy, amiHa
KapTOHHIl ynakoBuj nakyBaHH4, YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
KOHTPOMb SIKOCTI: 30iNCHEHHS (hapMaKoHarnsigy; KOHTakTHoT ocobu 3
Pa Yem ®apma dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
Ira, IHais dapmakoHarnsay B YKpaiHi, SKLWo BOHa BiAMiHHa
BTOPUHHE Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
naKyBaHHs: 30iACHEHHs hapmakoHarnsgy (Bkrovaym
Ecnapma ®apma KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
Cepsices 'M6X, macTep-darina cuctemu capmakoHarnagy) 3miHa
Himeuumnna; KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
BUMYCK Cepii: 3asiBHMKA, BignoBiganbHoi 3a papMakoHarnsg.
Ecnapma 'm6X, 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocoou
HimeuuunHa 3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
YkpaiHi. 3miHa MicLe3HaxomKeHHs macTep-daina
cucTeMu chapmakoHarnsigy Ta oro Homepa. 3MiHa
Micus 34iCHEHHS] OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
212. | cOnioypP TabneTku, BKPUTI Ecnapma HimeyumH BMPOGHMLUTBO IHAis/ BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis: 3a UA/19638/01/02
NNiBKOBOIO m6X a Hepo3adacoBaHOro HimevuunHa 3miHu | TUny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI peuenmom
o6ornoHkoto, no 10 npoaykTy, Ta cbapmakoHarnsany. BeegerHst abo 3miHm oo
Mmr no 10 TabneTtok y nepBUHHE y3aranbHeHUX AaHux Npo cuctemy
GnicTepi; no 3 naKyBaHHs, apmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
Gnictepuy BTOPUHHE npo cuctemy papmakoHarnsgy, 3miHa
KapTOHHIN ynakoBLj nakyBaHHS, yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a

KOHTpPOJ1b SAKOCTI:

30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHoT ocobu 3




122

[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

Pa Yem ®Papma
Nta, IHgis
BTOPUHHE
naKyBaHHs:

Ecnapma ®apma

Cepsices 'M6X,

Himeuumnna;
BUNYCK cepii:

Ecnapma 'm6X,

HimeuyunHa

chapmakoHarnagy 3asBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BknoYarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLeHHI
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu
3asBHUKA, BiAMNOBIAANbLHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. 3miHa MicLe3HaxomKkeHHs MacTep-danna
cuctemun chapmakoHarnsgy Ta moro Homepa. 3miHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.

213.

CO®OPU _
ANOHCBKOT
HACTOMKA

HacTonka no 40 mny
bnakoHax

MPAT
"®ITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHNX AaHux Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
cthapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi fiaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXXEHOI 0cobu
3asiBHMKA, BignoBiganeHoi 3a hapMakoHarnsag.
3miHa Micue3HaxomKeHHs1 macTep-carina
cvcTeMun dhapmakoHarnsaay Ta woro Homepa. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.

6e3
peuenma

UA/8445/01/01

214.

CNuPT
ETUNOBUNA
96%

po34nH 96 %; no
100 mn y donakoHax
cknaHux; no 10 ny
KaHicTpax
noniMepHux

TOB
"MEONEB"

YkpaiHa

TOB "MELONEB"

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta cbapmakoHarnsgy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux nNpo cucTemy
dapmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBa)eHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iNCHEHHs1 hapMakoHarnsgy (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLieHHi
mMacTtep-carina cuctemu chapmakoHarnsgy). 3miHa
yMNOBHOBaXeHoi ocobu 3asiBHMKA, BigNOBiganbHoi

3a
peuenmom

UA/17310/01/02




123 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3a chapmakoHarnsg.
Nitouwa pepakuis: 3yesa Ceitnana BacunisHa.
MponoHoBaHa pegakuis: 3iHoBa Knaegis
BikTopiBHa. 3MiHa KOHTAKTHMX LaHMX
YMNOBHOBaXeHOI 0cobu 3asiBHUKA, BigMNOBiganbHOI
3a (hapmakoHarnsg. 3MiHa micLe3HaxomKeHHst
mMacTtep-hanna cuctemm papmakoHarnsagy ta noro
HomMmepa. 3MiHa Micus 34iCHEHHSI OCHOBHOI
OisnbHOCTI 3 hapmakoHarnsgy.
215. | CMUPT PO34MH ans MPAT YkpaiHa MPAT YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 UA/7967/01/01
KAM®OPHWUN | 30BHiLLIHBLOMO "OITOPAPM "OITOPAPM" 3MiHu | Tuny - 3MiHK Wwopo 6esnekn/edheKTUBHOCTI peuenma
3acTOCyBaHHS, " Ta chapmakoHarnsgy. BeegeHHst abo 3miHu oo
cnupToBuin 10 % no y3ararnbHeHuX AaHux npo cuctemy
40 mn y dnakoHax apmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
CKnsiHUX abo npo cuctemy chapmakoHarnsgy, amiHa
noniMepHux yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XEHOI 0COOM, BiANOBiAanbHOI 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-carina cuctemmn capmakoHarnagy). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asBHMKa, BiAnNoBiganbHoI 3a
bapmakoHarnag.3MiHa MicLLe3HaXOmMKEeHHs
mMacTep-canna cuctemu apmakoHarnsgy Ta noro
HoMepa. 3MiHa MicLs 34iNCHEeHHS OCHOBHOT
AiSnNbHOCTI 3 dpapmakoHarnsgy.
216. | CNUPT pO34unH Ans MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes UA/7968/01/01
MYPALLUUHU 30BHILUHLOIO "®ITOPAPM "®ITOPAPM" 3MiHu | Tuny - 3miHn wopno 6esnekn/eHPeKTUBHOCTI peuenma
n 3aCcToCyBaHHS, " Ta cbapmakoHarnsany. BeegerHs abo 3miHu oo
cnupToBui no 50 mn y3aranbHeHX AaHux Npo cUcTemy
y donakoHax dapmakoHarnsgy (BBeAeHHs y3ararnbHEeHUX AaHuX
CKNsAHNX abo npo cuctemy papmakoHarnagy, 3amiHa
noniMepHux yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a

30iACHEHHS (hapMaKoHarnsigy; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, SIKLO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoyaym
KOHTaKTHi fiaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTtep-carina cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0cobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsa.
3miHa Micue3HaxomKeHHs1 macTep-caiina
cvcTeMun dhapmakoHarnsay Ta woro Homepa. 3MiHa
Micus 34iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
cdapmakoHarnsgy.
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n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
217. | CMUPTON® PO34MH ans MPAT YkpaiHa MPAT YkpaiHa BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a UA/12877/01/02
30BHILLUHLOTO "OITOPAPM "OITOPAPM" 3miHu | TUNy - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI peuenmom
3actocyBaHHs 70 %, " Ta cbapmakoHarnsagy. BeegerHst abo 3miHu oo
no 100 mny y3aranbHEeHUX AaHuX Npo cuctemy
dnakoHax hapmakoHarnsay (BBeAeHHS y3aranbHEeHUX AaHuX
npo cuctemy cpapmakoHarnsgy, amiHa
YyNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bknovarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTep-arnna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKaA, BiANOBiAanbHOI 3a hapMakoHarnag.
3MiHa Micue3HaxomKeHHA MacTep-canna
cuctemun chapmakoHarnsgy Ta moro Homepa. 3miHa
MicuS 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
218. | CNUPTON® PO34MH ans MPAT YkpaiHa BignosiganbHWUn YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/12877/01/01
30BHILLUHBLOTO "OITOPAPM 3a BMPOGHULITBO, 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom
3actocyBaHHs 96 %, " nepBUHHE Ta cbapmakoHarnsagy. BeegerHs abo 3miHu oo
no 100 mny nakyBaHHs, y3aranbHeHuX AaHuX Npo cUcTemy
dnakoHax KOHTPOIb SKOCTI dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
Ta BUMYyCK cepii: npo cuctemy papmakoHarnsgy, 3amiHa
MPAT yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
"OITOPAPM", 30iACHEHHS (hapMaKoHarnsigy; KOHTakTHoT ocobu 3
YkpaiHa; apmakoHarnsay 3asiBHUKa Ans 340iNCHEHHS
BignoBsiganbHUN dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
3a BUpPOGHMLTBO, Bi ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
nepBuUHHE 3aiicHeHHs hapmakoHarnsgy (Bknovaryun
nakyBaHHs, KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
KOHTPOMb SIKOCTI: macTtep-darina cuctemu chapmakoHarnagy). 3miHa
AT "Jly6Hndapm”, KOHTaKTHUX AaHNX YNOBHOBaXXeHOI 0cobu
YkpaiHa 3asiBHMKA, BignosiganeHoi 3a hapMakoHarnsag.
3miHa Micue3HaxomKeHHs1 macTep-carina
cvcTeMu dhapmakoHarnsaay Ta noro Homepa. 3MiHa
Micus 34iCHEHHS] OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsay.
219. | cnionTo® po34nH Ans BepiHrep HimeuumH BMPOBHMLTBO, HimeuunHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a UA/15523/01/01
PECMIMAT® iHranauin no 2,5 IHrenbxamm a nakyBaHHs, 3MiHun Il Tuny - 3miHK Wwopo 6e3neku/edpeKkTUBHOCTI peuenmom
MKI/2,5 MKr; no 4 mn IHTepHeLHn MapKyBaHHS, Ta chapmakoHarnsigy. BHeceHHs abo 3miHa(u) oo
y kapTpugxi (60 m6X KOHTPOIb SKOCTI 3060B's3aHb Ta YMOB BuAadi peectpauinHoro

iHransuin); no 1
KapTpuaxy B
KOMMNeKTi 3 1
iHransTopom
Pecnimat® y

Ta BUNycK cepin
nikapcbKoro
3acoby:
BepiHrep
IHrenbxanmm

NoCBiAYeHHs, BKNoYaoun [naH ynpasniHHA
pu3nkamm (3acTocyBaHHs 3MiH(1), siki(a)
BMMaratTb(€) noganbLLoro o6rpyHTyBaHHS
HOBMMU [OAATKOBUM [aHUMK, LLIO MatoTb
HaaBaTMCsl KOMNETEHTHUM OPraHoM, OCKINbKM
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHIl kopobui dapma 'M6X i Ko. BUMaraeTbCA CyTTEBA OLjiHKA KOMNETEHTHUM
KI, Himeuunha; opraHom) 3asiBHUKOM HagaHO OHOBIEHUIA NnaH
KOHTPOSIb SKOCTi ynpaBniHHSA pusmkamm Bepcis 5.0. 3MiHM BHeCeHo
3a NoKasHMKOM 0o yactuH: |l «Cneuudikauis 3 6esnekuy, Il
"MikpobionoriyHa «[MnaH 3 pbapmakoHarnagy», V «3axoam 3
yucrora": MiHimi3auii pusmkiey», VI «Pestome nnaHy
CIC Inctutyt ynpaBniHHS pusmkammny, VIl «dogatkuy.
®peseHiyc M6X, Mpobnemu 6e3neku 3 octaHHbOI Bepcii MYP, ski
HimeuuunHa; He noTpebytoTb 404ATKOBUX 3ax0siB 3
KOHTPOIb SKOCTI hapmakoHarnsgy Yv 4oaaTkoBuUxX 3axogis 3
3a NOKa3HMKOM MiHimi3auii puawukis, 6ynu BuganeHi BignosiaHo oo
"MikpobionoriyHa GVP, rev.2. Ctpyktypy MYPa 6yno oHoBneHo
yuctora": BignoBigHo 4o pekoMmeHaaui Guideline on good
ITabop JNIC CE & pharmacovigilance practices (GVP) Module V —
Ko.KT", HimeuuuHa; Risk management systems (Rev 2).
KOHTPOrb SKOCTI
3a BUKITIOYEHHAM
nokasHuka
"MikpoGionoriyHa
yacrtorta":
Kyaccap M™m0x,
HimeyunHa
220. | CMIPUBA® NOPOLLIOK ANA BepiHrep HimeuumnH Bepinrep Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/6495/01/01
iHransauin, Teepai IHrenbxamm a IHrenbxamm 3MiHu |l Tuny - 3miHKn wono 6e3nekn/edekTUBHOCTI peuenmom
kancynu no 18 mkr IHTepHeLHn dapma 'M6X i Ko. Ta cpapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
no 10 kancyn 3 m6X KIr 3060B'A3aHb Ta YMOB BuJaui peecTpaLiiHoro
NopOLLKOM Anst nocBiYeHHs!, BKMoYaroun MnaH ynpaeniHHA
iHransuin y énicrepi; pu3uKkamm (3acTocyBaHHs 3MiH(1), siki(a)
no 3 6nictepu B BMMaratTb(€) noganbLLoro 06rpyHTyBaHHS
KapTOHHiI kopobuyj; HOBVMMW J0OATKOBUM AaHUMW, LLO MaloTb
no 10 kancyn 3 HafaBaTUCs KOMMNETEHTHUM OpraHOM, OCKifbKu
NOPOLLIKOM ANst BMMAaraeTbCs CyTTEBA OL|iHKA KOMMNETEHTHUM
iHransuin y énicrepi, opraHom). 3asiBHUKOM HagaHO OHOBIEHUIA NNaH
no 1 abo 3 6nictepu ynpasniHHa puankamu Bepcis 11.0. 3miHM BHeceHO
B KOMMMEKTI 3 0o vactuH: |l «Cneumdikauis 3 6esnekuy, V
NPUCTPOEM «3axogyu 3 miHimizauii pusukie», VI «Pestome
XeHgaiXennep® B nnaHy ynpasniHHa puaukamny, VII «Jogatkm» y
KapTOHHIl kopoOLi 3B’A3Ky 3 BUAANEHHAM BaXIMBUX
iAEHTUMIKOBAHNX PU3UKIB, BaXIMBUX MNOTEHLINHMX
pU3KKIB, a TaKoX BUOANEHHS BIACYTHLOI
iHcpopmauii.
Crpyktypy MYPa 6yno oHoBneHo BignosigHo Ao
pekomeHaauii Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2).
221. | CNIPUBA®PE | pos3uyuH Ans BepiHrep HimeuumnH BepiHrep Himeyumna/ BHECEHHS 3MiH [0 peecTpauiiHUX maTepianis: 3a UA/6495/02/01
CNIMAT® iHransauin, 2,5 IHrenbxanm a IHrenbxamm Icnanis 3MiHu |l Tuny - 3miHn wopo 6e3nekn/edHeKTUBHOCTI peuenmom
MKr/iHransijto; no 4 IHTEpHeLHN dapma Mm6X i Ko. Ta chapmakoHarnsigy. BHeceHHs abo 3miHa(u) oo
My kapTpugxi (60 v6X KI', HimeuduHa; 30608's13aHb Ta YMOB BuAaui peectpauiniHoro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
iHransuin); no 1 BepiHrep nocsigyeHHs, Bkrovatoum Nnax ynpaeniHHA
KapTpUaKy B IHrenbxanm pusnkamm (3aCTocyBaHHs 3MiH(1), ski(a)
KOMnnekTi 3 1 EcnaHa, CA, BMMaratoTb(€) noganbLoro obrpyHTyBaHHs
iHransTtopom IcnaHis HOBVMMW J0OATKOBUM AaHUMW, LLO MaloTb
Pecnimat® y HafaBaTMCs KOMNETEHTHUM OpPraHOM, OCKifbKu
KapTOHHIl kopobui BUMAaraeTbCA CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom). 3asiBHKOM HagaHO OHOBIEHWUIA MaH
ynpasniHHa puankamn Bepcia 11.0. 3mMiHM BHeCeHO
0o yactuH: |l «Cneumdikauis 3 6esnekuny, V
«3axoau 3 MiHimizauii puaukiey, VI «Pestome
nnaHy ynpasniHHsa puaukamny, VII «dogatkm» y
3B’A3KY 3 BUAANEHHAM BaXIUBUX
iAEeHTNdIKOBaHUX PUBKKIB, BXKMMBUX NOTEHLIMHNX
pU3MKIB, @ TaKOX BUOANEHHS BiACYTHLOI
iHdopmaui.
CtpykTypy MNMYPa 6yno oHOBNEHO BignNoBigHO 40
pekomeHaauin Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2).
222. | CTPENTOUN | tabnetku no 300 wmr; MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3a UA/5949/01/01
O-0APHUUA no 10 Tabnetok y "dapmaueBT "®apmaueBTUYHa 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom
KOHTYPHIN nyHa dipma cipma "dapHuua” Ta hapmakoHarnsay (iHwi 3miHn) 3MiHM BHECEHO B
YapyHKOBIN "OapHuus” TEKCT MapKyBaHHS! NEPBUHHOI Ta BTOPUHHOT
ynakoBuj; no 1 yNaKoBOK MikapcbKoro 3acoby Loao BUNMyYeHHs!
KOHTYPHIV iHdbopMmaLii, BUKageHoi pocincbko MOBOIO, Ta
YapyHKOBIN ynakoBLi 3a3HayeHHs QR-koay y n. 17. «IHWE» BTOpUHHOI
y nayui; no 10 ynakoBKM nikapcbkoro 3acoby. TepmiH BBeAEHHSI
Tabnetok y 3MiH - NPOTAroM 6 MicAUiB NiCNsa 3aTBEPAXKEHHS.
KOHTYPHMX
YapyHKOBUX
ynakoBKax
223. | CYCTAMAP® | TtabneTku, BKpUTI Ecnapma HimeuumnH ApnsaHc ®apma Himeuunna BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes UA/12869/01/01
NniBKOBOO m6X a 'M6X, Himeyunna 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenma
obonoHkot, no 480 (BUpOBHMLTBO Ta chapmakoHarnsgy. BeegeHHst abo 3miHu oo
mr; no 10 TabneTok Hepo3dacoBaHOro y3aranbHeHUX AaHux nNpo cuctemy
y bnicTepi; no 2 abo npoaykTy, dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
no 5 a6o no 10 nepBuUHHE npo cuctemy cdapmakoHarnagy, amiHa
Gnictepis y nakyBaHHs, yMOBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
KapTOHHiIl kopobui BTOPUHHE 30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
naKyBaHHs, (hapmakoHarnsigy 3asiBHUKa Ans 30iNCHEHHS

KOHTPOSb SIKOCTi,
BUMNYCK cepii);
ecnapma ®apma
Cepsices 'M6X,
HimeuunHa
(BTOPUHHE
nakyBaHHS);
dapma
BepHirepoge

dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBigansHoi 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
mMacTtep-carina cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a papMakoHarnsag.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobu
3asiBHMKA, BignosiganbHoi 3a dpapMakoHarnsag B
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
'M6X, HimeyunHa YkpaiHi.
(kOHTPOMb SKOCTI) 3MiHa Micue3HaxomKeHHa MacTep-canna
cuctemun chapmakoHarnagy Ta moro Homepa. 3miHa
MicLS 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy
224. | TAMCYNIg Kancynm 3 My6niyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/16198/01/01
MoandikoBaHNM akKuioHepHe akuioHepHe 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI peuenmom
BMBIMbHEHHAM MO TOBapUCTBO TOBapUCTBO Ta dpapmakoHarnsay (iHwi 3miHK). 3miHa y 3B'sI3Ky
0,4 wmr; no 10 kancyn "HaykoBo- "HaykoBo- YTOYHEHHSs BUKNageHHa po3ainy "[doaaTtkosa
y 6nicTepi; no 3 BUPOBHMYMI BUPOBHMYMI iHdbopmauis. Al-1. Ynakoska" MKA Ta posginy
6nictepu B nayui LeHTp LeHTp 3.2.P.7. OHOBNEHHSA TEKCTY MapKyBaHHS
"BopLuariscb "BopLuariBCbkumn NepBMHHOI Ta BTOPMHHOI YNaKoBOK NiKapCbKOro
KW XiMiKO- XiMiKo- 3acoby y 3B’A3Ky 3 BUIYYEHHAM iHdopMaLlii,
dapmaueBT dapmaueBTUYHNI HaHECEHOI POCINCHKOI0 MOBOIO, @ TAKOX BHECEHO
NYHUIA 3aBog" yTouHeHHs y n.5 «HAMMEHYBAHHSA
3aBog" (cbacyBaHHs i3 BMPOBHUKA |, 3A HEOBXIOAHOCTI —
cdopmm "in bulk" 3AABHWKA» Ta n. 6. «IHWE» nepBuHHOI
BUPOGHMKIB ynakoBku, y n. 17. «IHWE» — BTOPUHHOI ynakoBKu.
CiHTOH XicnaHis TepmiH BBEAEHHA 3MiH - NPOTArom 6 micsuis nicns
C.11., IcnaHis, 3aTBEPKEHHS.
damap AB.E.
AHTOycca lNMnaHT,
Ipeuis;
PoTtTeHgopd
dapma 'm6X,
HimeyvymHa)
225. | TBIHPUKC™ cycneHsis ans makcoCwmit Benuka "makcoCmiTKnsinH Benebris BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/13056/01/01
BAKLUMHA iH'ekyin; no 1 gosi (1 KnanH BpuTaHis Bionoaxikans C.A. 3minHn | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADI. peuenmom
ana mn/gosy) y Ekcnopt 3miHa y meToaax BunpobyBaHHa AD| abo
MPO®INAKT nonepegHL0 Nimiteq BMXifHOro MaTtepiany/npoMiXxHoro
UKH HarnoBHEHOMY npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
FENATUTIB A | wnpuui Ne 1y npoteci BupobHuuTea AP (iHLwi 3MiHN)
(IHAKTUBOB | koMMnekTi 3 ronkot Y3rofXeHHsi onucy MeTogiB KOHTPOM AKOCTI
AHA)IB nociBHoro matepiany/6aHky KniTuH Mix
(AACOPBOB 3apeecTpoBaHUMM BEPCISMM Ta BiANOBIAHO
AHA) onepauinHol AOKyMeHTaLieto, ska
BUKOPWCTOBYETbLCS Mif Yac TECTYBaHHS.
PepakuinHi oHoBneHnHs Mogyns 3 ctocoBHo MRC-
5 Working Cell Bank (WCB) cepiss AMRC5W016B.
226. | TETPYM TabneTkn, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/15148/01/01
obornoHkoto, no 100 «MIKPOXIM «MIKPOXIM» 3MiHu | Tuny - AgMiHicTpaTVBHI 3MiHW. 3MiHa peuenmom | nidnseae
mr; no 1 abo no 4 » (BpOBHMYa HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKA
TabneTtku y 6nictepi; AinbHWUS (BC (BnacHuka peecTpaLiniHoro noceig4yeHHs). 3MiHa
no 1 6nictepy y cragii appecu 3asBHUKA. 3MiHWM BHECEHi Y po3gin
nauui i3 kKapToHy BUPOGHMYOro «MicuesHaxomkeHHs 3asiBHMKa» B IHCTPYKLiO Ans
npotecy); ME[MNYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y

BiAnoBiganbHUN
3a BUNYCK cepii,
He BKIoYaym

3B'sI3Ky 3i 3MIHOI0 agpecy 3asiBHVKa (BNacHuKa
peecTpaLiiHOro NOCBiAYEHHS).
BBegeHHs 3MiH NnpoTsarom 6-Tv MicauiB nicns
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky

(nikapcbka ¢gpopma,

ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOHTpOrnb/BUNPOOY
BaHHS cepii)

3aTBepPAKEHHS. 3MiHU | TUNY - 3MiHM 3 AKOCTI.
[oToBWIN Nikapcbkuin 3aci6. 3MiHW Y BUPOBHMLTBI.
3MiHa imnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi FOTOBOIO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHsi BUPOBOHUKA, LLO
BifnoBigae 3a BBe3eHHs1 Ta/abo Bunyck cepii) - He
BKITHOYAK04YM KOHTPOSL/BMNPOBYBaHHS cepii.
HopaBaHHsi BupobHuka 13, BignosigansHoro 3a
BUMYCK Cepii, He BKIOYaoum
KOHTpOnb/BUNpobyBaHHs cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kuis, Byn. byaiHgycTpii, 6ya. 5). 3MiHM BHeceHi B
po3ainu «BupobHuk» Ta «Micue3HaxomKeHHst
BMpOGHVKa Ta agpeca Micus NpoBafXXeHHSs 1oro
DiANbHOCTI» B IHCTPYKLiO A4Nst MeQUYHOro
3acTocyBaHHS NikapCcbKoro 3acoby y 3B'sI3ky 3
BBEOEHHSM [OOATKOBOrO BUPOOHUKA,
BiANOBIgANbHOro 3a BMNYCK cepii, Ta K HacnNigokK
nosiBa TEKCTY MapKyBaHHs Ansi 4O04ATKOBOro
BMPOBHMKa.
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPAKEHHS

227.

TErPYM

TabneTkn, BKpUTI
o6onoHkoto, no 50
mr; no 1 abo no 4
Tabnetku y 6nictepi;
no 1 6nictepy y
nauui i3 kapToHy

TOB HB®
«MIKPOXIM
»

YkpaiHa

TOB HB®
«MIKPOXIM»
(BpoGHMYa
AinbHUUs (BCi
cTagii
BUPOGHMYOro
npouecy);
BignoBsiganbHUN
3a BUNyCK cepii,
He BKIH0Ya4m
KOHTpOnb/BUNpoby
BaHHs cepii)

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - AgMiHicTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHVKa
(BnacHuka peecTpaLinHoro noceig4eHHs). 3MiHa
appecu 3asiBHUKA. 3MiHW BHECEHi Y po3gain
«MicuesHaxomKeHHs 3asiBHMKa» B IHCTPYKLiO Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
3B'sI3Ky 3i 3MIHOI agpecy 3asiBHMKa (BNacHWKa
peecTpauiiHOro NOoCBiAYeHHS).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3MiHK 3 AKoCTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHN Yy BUPOBHMLTBI.
3miHa iMnopTepa/3miHu, WO CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOIIO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gopaBaHHsi BUPOOHUMKa, L0
BignoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKIH0MAK4M KOHTPONb/BUNpoByBaHHS cepii.
HopaBaHHsi BupobHuka 113, BignosigansHoro 3a
BUMNYCK Cepii, He BKIToYa4n
KOHTponb/BunpobyBaHHsi cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kwis, Byn. ByaiHgycTpii, 6yA. 5). 3miH1 BHeceHi B
po3ginu «BrupobHuk» Ta «MicLe3HaxomKeHHs
BMPOOHWMKa Ta agpeca MicLsi NPoBaKeHHs oro
DiSANbHOCTI» B IHCTPYKLIiO AN MeguyHoro
3aCTOCYBaHHS MikapCbKoro 3acoby y 3B'A3Ky 3
BBeJEHHSIM 40AaTKOBOro BUPOOHMKa,

3a
peuenmom

He
nidnsieae

UA/15148/01/02
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BiZNOBIganNbLHOro 3a BUNYyCK cepii, Ta Sk Hacnigok
nosiBa TEKCTY MapKyBaHHs Arsi 404ATKOBOrO
BUPOGHMKA.
BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBEPKEHHS
228. | TEPXXUHAH TabneTtku BariHanbHi | JlabopaTopii PdpaHuis CodhapTekc PdpaHuis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/8116/01/01
no 6 a6o no 10 Bywapa 3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar peuenmom
TabneTok y cTpuni; Pekopaarti BignosigHocTi/lE-cepTudikaTt BignosigHOCTI

no 1 ctpuny y
KapTOHHil kopobui

€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BiANoBigHOCTI abo BUny4eHHsi cepTudikata
BignoBigHOCTI €BponeWicbkin hapmakonei: ans
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBReHWN
cepTuddikat Bif yxKe 3aTBEpA)KEHOro BUPOOHMKa -
noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 1999-184-
Rev 01(3atBepaxeHo: R1-CEP 1999-184-Rev 00)
ans A®l HeomiunHy cynbdart Big 3aTBEpOKEHOMO
BMpobHuka Pharmacia & Upjohn Company. 3miHn
| TMny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa
BignoBigHoCTi abo BUnNy4eHHs cepTudikata
BigNOBIQHOCTI €BponeWchbkin hapmakonei: ons
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkiii hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepAKeHOro BUPOOHMKa -
NnoJaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponevicbkinn dpapmakonei Ne R1-CEP 1999-184-
Rev 02 ana A®I HeomiumHy cynbdart Big
3aTBepakeHoro BupobHuka Pharmacia & Upjohn
Company. 3miHu | Tuny - 3miHK 3 sIKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiQNOBIAHOCTI €EBpONENChHKIl
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans Adl; ons
BVXifHOTrO MaTepiarny/peareHTy/npoMiXKHOrO
NPOAYKTY, LLO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI
AQDI|; Ana AonoMmixkHOT pedHoBMHU (cepTudikaTt
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHnn ceptudikaT Bif yxe 3aTBepaXeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponeicokin dapmakonei Ne R1-

CEP 1999-184-Rev 03 ans A®I HeomiuuHy

cynbdarT Bif 3aTBEpPOKEHOro BUPOBHUKa
Pharmacia & Upjohn Company. 3miHu | Tuny -
3miHu 3 axocTi. CepTudikaT BignosigHocTi/l'E-

cepTudikaT BiaNoBiaHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo

OHOBIEHOro cepTudikata BignosigHocTi abo

BUNYYEHHA cepTudikaTa BigNoBIAHOCTI
€Bponecbkin dapmakonei: gna A®l; ans

BVXifHOro martepiany/peareHTy/npoOMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI

A®I; ona oonomixkHOT peyHoBUHM (cepTudikaT

BiQNOBIQHOCTI €Bponewcbkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y>xe 3aTBepAXeHOoro
BMPOGHMKa - NoAaHHsS OHOBMEHOro cepTudikara
BiAMNoBigHOCTI €Bponencoki papmakonei Ne R1-

CEP 2011-029-Rev 01 (3atBepaxeHo: R1-CEP

2011-029-Rev 00) gnsa A®l HeomiunHy cynbdaTt

Bif 3aTBepAxXeHoro BupobHuka Yichang Sanxia
Pharmaceutical Co. LTD.

229.

TIAMIHY
XNoPug-
OAPHULIA
(BITAMIH B1-
OAPHULIS)

PO34nH ANS iH'EKLN,
50 mr/mn; no 1 mn B
amnyni; no 5 amnyn
Y KOHTYPHIN
YapyHKOBIN
ynakosui, no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nayi

MpAT
"®apmaueBT
nyHa cipma

"OapHuus”

YkpaiHa

MpAT

"®apmaueBTUYHa
cipma "OapHuus”

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MiHu | Tuny - 3miHn wopo 6esnekn/ePeKTUBHOCTI
Ta cpapmakoHarnsgy (iHwi 3miHu). 3mMiHM BHeCeHo

B TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOT

yMaKoBOK MikapcbKoro 3acoby LLoao BUIyYEHHS
iHdbopMmaLii, BUKageHoi pocincbko MOBOIO, Ta
3a3HayeHHss QR-kogy y n. 17. «IHLWE» BTOpMHHOT
yMakoBKM nikapcbkoro 3acoby. TepmiH BBeAEHHS
3MiH - NPOTAroM 6 MicsAUiB Nicns 3aTBEPAXXEHHS.

3a
peuenmom

UA/5489/01/01

230.

TIAPA TPIO®

TabneTkn, BKpUTI
NniBKOBOKO
obornoHkoto, no 5
Mr/12,5 mr/160 wr;
no 7 TabneTok y
KOHTYPHIV
YapyHKOBIN
ynakoBLi; no 2 Ta no
4 KOHTYpHI
YapyHKOBI YMaKOBKM
B nayuj; no 14
Tabnetok y
KOHTYPHIV
YapyHKOBIl
ynakoBuj; no 1 abo
no 2 KOHTYpHi

MpAT
"®apmaueBT
nyHa cipma

"OapHuus”

YkpaiHa

MpAT

"®apmaueBTUYHa
cipma "OapHuus”

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauiHMX maTepianis:
3MiHn | TUnNYy - 3MiHK 3 gKocTi. FoToBMIA NiKapCbKUIA
3aci6. 3MiHM y BUpOBHMUTBI. 3MiHM ¥ npoLeci
BMPOOHWLTBA rOTOBOrO MikapCbkoro 3acoby,
BKJTH04AK0UM NMPOMIKHWUIA MPOAYKT, L0
3aCTOCOBYETHLCS NPY BUPOBHULITBI FOTOBOIO
nikapcbkoro 3acoby (iHLWi 3MiHN) BHECEHHS 3MiH,
peAakuiHUX NpaBoK Ta YTOYHEHb [0 po3giny
3.2.P.3. MNpouec BMpoGHULTBA NiKapCbKOro
3acoby, 3okpeMa: Ha Ctagii 2 «OTpumaHHs Macu
ons TabneTtyBaHHsi», Ha CTagii 5 «[lNakyBaHHSA
TabneTok».

3a
peuenmom

UA/15070/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

YapyHKOBI yMaKoBKM
B navuj; no 14
Tabnetok y
KOHTYPHIN
YapyHKOBIN
ynakoBui; no 1, no 2
ab0o 6 KOHTYpPHMX
YapyHKOBUX
yNaKoBOK B MayLli

231.

TIAPA TPIO®

TabneTtkn, BKPUTI
NNiBKOBOIO
o6ornoHkoto, no 10
Mr/12,5 mr/160 Mr no
7 TabneTok y
KOHTYPHIN
YapyHKOBIn
ynakoBLji; no 2 Ta no
4 KOHTYPHi
YapyHKOBI YMaKoBKM
B navuj; no 14
Tabnetok y
KOHTYPHIN
YapyHKOBIN
ynakoBui; no 1 abo
no 2 KOHTYpHi
YapyHKOBI yNaKkoBK/
B nauyuj; no 14
Tabnetok y
KOHTYPHiW
YapyHKOBIN
ynakosui; no 1, no 2
abo 6 KOHTYpPHMX
YapyHKOBUX
YNaKoBOK B MayLli

MpAT
"®apmaueBT
nyHa dipma

"NapHuus"

YkpaiHa

MpAT
"®apmaueBTnYHa
cipma "dapHuua”

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHu | Tuny - 3miHKn 3 AkocTi. FoToBUI NiKapCbKUiA
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM ¥ npoueci
BMPOGHMLTBA rOTOBOIO fikapcbKoro 3acoby,
BKJTH04AI0UM MPOMIKHWUIA MPOAYKT, O
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHK)
BHECEHHS 3MiH, PeAaKLUiHUX NPaBOK Ta yTOYHEHb
no posginy 3.2.P.3. MNMpouec BupobHMuTBa
nikapcbkoro 3acoby, 3okpema: Ha Ctagii 2
«OTpumaHHs macu ansa TabneTtyBaHHa», Ha CTagii
5 «[MakyBaHHs TabneTok».

3a
peuenmom

UA/15069/01/01

232.

TPUTALE
nnoce 10
Mr/12,5 Mrr

Tabnetkn Ne 28
(14x2): no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHiIl kopobui

TOB
"CaHodi-
ABeHTIC
Ykpaina"

YkpaiHa

CAHO®I C.TT.A.

ITanis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta cbapmakoHarnsgy. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux nNpo cucTemy
apmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBa)eHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBigansHoi 3a
30iNCHEHHs1 hapMakoHarnsgy (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLieHHi
macTtep-darina cuctemu chapmakoHarnsgy) 3miHa
yMNOBHOBaXeHoi ocobu 3asiBHMKA, BigNOBiganbHoi

3a
peuenmom

UA/10165/01/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

3a chapmakoHarnsg.

[itova pegakuis: Xogakiscbka TeTaHa
BsayecnasisHa. [ponoHoBaHa pefakuis:
BapdonomeeBa IsaHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHWX JaHUX YNOBHOBaXeEHOT 0cobu,
BignoBigansHoi 3a dhapMakoHarnag.

233.

TPUTALE
nnoce® 5
Mr/12,5 Mr

Tabnetku Ne 28
(14x2): no 14
Tabnetok y Gnictepi;
no 2 6nictepu B
KapTOHHiI kopobui

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

Ykpaina

CAHO®I C.I.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI
Ta dhapmakoHarnsgy. BeeaeHHs abo 3miHM oo
y3aranbHeHUX AaHux Npo cuctemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHUX AaHux
npo cuctemy cdapmakoHarnagy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XE€HOI 0COOM, BiANOBiAanbHOI 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-cavina cuctemmn capmakoHarnagy). 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a hapmakoHarnsia.

[itoya pepakuis: XogakiBcbka TeTaHa
BsayecnagiBHa. [ponoHoBaHa pegakuis:
Bapdonomeesa IBaHHa OnekcaHapiBHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOi ocobu,
BifgnoBigansHoi 3a dpapMakoHarnag.

3a
peuenmom

UA/10164/01/01

234.

YBICTE3UH

PO34MH Ans iH'eKuin
no1,7mny
KapTpuaxi; no 50
KapTpUoxXiB y
MeTanesin 6aHui

3M
Honunang
m6X

HimeyuuH
a

3M [JonunaHa
mbX

Himeyuunna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHm 3 akocTi. APl. KoHTponb A®I.
3miHa y napameTtpax cneuudikauin Ta/abo
[OMyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisix
Ha A®I, abo BMXiAHNI/MPOMIKHWI
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci Bupo6HuuTBa AP| (4ONOBHEHHS
crneumdikaLii HOBUM NOKa3HWKOM SIKOCTi Ta
BiAMNOBIAHUM METOAOM BUNPOBYBaHHS)
JonoBHeHHs crneundikauii APl apTukainy
rigpoxnopug BupobHnka MOEHS IBERICA S.L.
nokasHukom "bakTepianbHi eH4OTOKCUHKU" 3rigHO 3
BMMoOramu moHorpadii €sponericbkoi Papmakonei
2.6.14. 3miHu | TuNy - 3miHK 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HOBOro abo OHOBNEHOrO cepTudikaTa
BignoBigHOCTi abo BUny4eHHsi cepTudikata
BignoBigHocTi EBponenchkii hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, L0
BUKOPWCTOBYOTbCS Y BUpoBHUMUTBI API; ans

3a
peuenmom

UA/10196/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

[OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
€sponelicbkin hbapmakonei) - OHoBReHWN
cepTuddikart Bif y)Ke 3aTBEpP)KEHOro BUPOOHMKA -
noJaHHsi OHOBMEHOrO cepTudikaTy BiANOBIAHOCTI
€sponeicbkin apmakonei R1-CEP 2010-262-
Rev 01 Big 3aTtBepgkeHoro BupobHmka MOEHS
IBERICA S.L. gito4oi pe4oBrHN apTmkaiHy
rigpoxnopug (3ateepaxeHo: R1-CEP 2010-262-
Rev 00;. 3sanponoHoBaHo: R1-CEP 2010-262-Rev
01).

235.

YBICTE3UH
®OPTE

PO34MH Ans iH'eKuin
no1,7mvmny
kapTpuoxi; no 50
KapTpUoxXiB y
MeTanesiln 6aHuj

3M
LonunaHg
mM6X

Hime4uuH
a

3M [JonunaHg
m6X

Himevuunna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHun | Tuny - 3MiHm 3 sikocTi. A®I. KoHTponb ADL.
3miHa y napameTpax cneuudikadii Ta/abo
OOMyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisix
Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTBa AP| (4ONOBHEHHS
cneumaikawii HOBMM MOKa3HMKOM SIKOCTi Ta
BiQMOBIAHMM METOAOM BUNPOBYBaHHS)
[onoBHeHHs cneundikauii APl apTukainy
rigpoxnopug BupobHuka MOEHS IBERICA S.L.
nokasHWkoM "bakTepianbHi eHOOTOKCUHN" 3rigHO 3
BMMOramu moHorpadii €sponericbkoi Papmakonei
2.6.14. 3MiHn | TNy - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTa
BignoBigHoCTi abo BUnNy4eHHs cepTudikata
BigNOBIQHOCTI €BponeWchbkin hapmakonei: ons
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHOBNeHMI
cepTudikaT Bif yke 3aTBepAKeHOro BUPOOHMKa -
NnoAaHHs OHOBMEHOro cepTudikaty BignoBigHOCTI
€sponevicbkinn dpapmakonei R1-CEP 2010-262-
Rev 01 Big 3aTBepaxeHoro BupobHuka MOEHS
IBERICA S.L. gitouoi peyoBuHM apTukaiHy
rigpoxnopug (3ateepaxeHo: R1-CEP 2010-262-
Rev 00;. 3anponoHoBaHo: R1-CEP 2010-262-Rev
01)

3a
peuenmom

UA/10196/01/02

236.

YPOIMPEC®

crpew HasanbHUi,
0,1 mr/mn; no 2,5 mn
abono5wmny
cdnakoHi; no 1
dnakoHy B nayui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. 3MiHM y BUpOOHMUTBI. 3MiHM Y npoLeci
BMPOOHWLTBA rOTOBOTO MikapCbkoro 3acoby,
BKJTHO4AKUM NMPOMIKHWUIA MPOAYKT, L0
3aCTOCOBYETHLCS NPV BUPOBHULITBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci

3a
peuernmom

UA/6944/02/01
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[IpooBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUPOGHMLTBA) 3MiHA MOCNILOBHOCTI 3aBaHTaXEHHS
KOMMOHeHTY BeH3ankoHito xnopuay. Bpaxoytoun
hisnko-ximidHi BnacTMBOCTI GeH3arnkoHito xnopuay,
a came copbUinHy 3gaTHICTb, 4N 3anobiraHHs
copbuii Ha MmaTepianax QinbTPYOUNX eNeMeHTIB,
3aBaHTaXXEHHs! KOMMOHEHTY NPOBOAUTLCS Nicns
inbTpauii po3ymnHy.
3aTtBepaxeHo: Ctagisa 2. MNpuroTyBaHHs po3ynHy
B peakTop 3aBaHTaxyoTb BOAY OYULLEHY
pernamMeHToBaHOi TeMnepaTypu 4OAAKTb HaTpito
xnopwug, 6eTainy rigpoxnopua, rmiunH Ta
6eH3arnkoHito xrnopua Ta nepeMiwyoTb 40 NOBHOIO
PO34MHEHHS KOMMOHEHTIB. B peakTop
3aBaHTaXyOTb AEeCMOMPeCHHy aueTtaT. Po3unH
nepeMiLlyoTb [0 NOBHOIO PO3YMHEHHS
KOMMOHEHTIB. KOHTPOMOTL TpUBanicTb
nepeMillyBaHHs, WBUAKICTb NepeMillyBaHHS,
TemnepaTypy po3yuHy. BinbupatoTe npoby Ha
npoBefeHHs KoHTponto 3rigHo HA.

Crapgis 3. ®inbTpauis po3unHy
Po34rH inbTpytoThb i NogaTb Ha MalnHy
HanoBHEHHs. KOHTPOMoTb TUCK Ta (PiKCyOTb Yac
dinbTpauii.
3anponoHoBaHo: Ctagis 2. MpurotyBaHHs
PO34UHY
B peakTop 3aBaHTaxyloTb BOAY OUNLLEHY
pernameHToBaHOi TeMnepaTypy 4oAakTb HaTpito
xnopwa, 6eTainy rigpoxnopua, rmiunH Ta
nepeMiLlyoTb [0 MOBHOIO PO3YMHEHHS
KOMMOHEHTIB. B peakTop 3aBaHTaxyoTb
AecMonpecuHy aueTaT. Po34nH nepemilyoTb A0
NMOBHOIO PO34YMHEHHS KOMMNOHEHTIB. KOHTporntoTb
TpUBanicTb NepeMillyBaHHs, LWBUAKICTb
nepeMillyBaHHs1, TeMNepaTypy po3uuHy.
Binbupatotb npoby Ha npoBeAeHHS KOHTPO0
3rigHo HA.

Cragis 3. dinbTpauisi po3unHy
Po34unH inbTpytoTh nicns Yoro godawoTb
6eH3arnkoHito xnopua* Ta NepeMillytoTb PO3YMH.
Po3unH nogaTb Ha MalUWHY HanOBHEHHS.
KoHTpontoTb TUCK Ta diKCyHoTb Yac dinbTpaldlii.

237.

YPOIMPEC®

Kpanni HasanbHi, 0,1
mr/mn; no 2,5 mn
abono5wmny
cnakoHi; no 1
dnakoHy B nayui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y nNpoLieci
BMPOOHMLTBA rOTOBOrO MikapCbkoro 3acoby,
BKITHOYAI04M MPOMIDKHUI NPOAYKT, WO
3aCTOCOBYETBLCS NMPU BUPOOHULTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLUTBA) 3MiHa NOCNIAOBHOCTI 3aBaHTaXEHHS

3a
peuernmom

UA/6944/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

238.

KOMMOHeHTY 6eH3arnkoHito xnopugy. Bpaxosytoum
hiznko-ximiyHi BnacTmBocTi 6eH3ankoHito xnopuay,
a came copbuinHy 3gaTHICTb, A4nsa 3anobiraHHs
copbuii Ha maTepianax QiNbLTPYHYNX ENNEMEHTIB,
3aBaHTaXXEHHS! KOMMOHEHTY NPOBOANTLCSA Nicns
dinbTpauii po3unHy.
3artBepmkeHo: CTagis 2. MNpurotyBaHHsA poO34nHY
B peakTop 3aBaHTaxyoTb BOAY OUNLLEHY
pernameHToBaHOi TeMnepaTypy 4OAAKTb HaTpito
xnopug, 6etaiHy rigpoxnopug, rmiunH Ta
6eH3ankoHilo xnopug Ta NepemillyoTb A0 NOBHOMO
PO34MHEHHS! KOMMOHEHTIB. B peakTop
3aBaHTaXylTb 4ECMONPECUHY aueTaT. Po3unH
nepeMmiLlyoTb A0 MOBHOIO PO3YMHEHHS
KOMMOHEHTIB. KOHTpOMoTh TpUBanicTb
nepemillyBaHHs, WBUAKICTb NEpEMILLYBaHHS,
TemnepaTypy po3unHy. BigbupatoTb npoby Ha
npoBefeHHs KoHTponto 3rigHo HA.

Crapgia 3. dinbTpauist po3ynHy
Po34nH inbTpytoTh | noAatoTb Ha MalMHy
HanoBHEHHs. KOHTPOMoTb TUCK Ta (PiKCyOTb Yac
cinbTpauii.

B3anponoHosaHo: Ctagis 2. MNpurotyBaHHA
PO34UHY
B peakTop 3aBaHTaxylTb BOAY O4ULLEHY
pernaMeHToBaHOl TemnepaTypu A04A0Tb HaTpIlo
xnopwa, 6eTainy rigpoxnopua, rmiunH Ta
nepeMiLlyoTb 0 MOBHOIO PO3YMHEHHS
KOMMOHEHTIB. B peakTop 3aBaHTaxyoTb
AecMonpecuHy aueTaT. Po3unH nepemilyotb 4o
NMOBHOMO PO34YMHEHHS1 KOMMOHEHTIB. KoHTponoTb
TpUBanicTb NepemillyBaHHs, LWBWAKICTb
nepeMillyBaHHs1, TeMnepaTypy po3uuHy.
BinbupatoTb npoby Ha NpoBeAEeHHS KOHTPOO
3rigHo HA.

Crapgis 3. ®inbTpauist po3unHy
Po3unH dinbTpytoTh nicns Yoro goaaroTb
6eH3arnkoHito xrnopua* Ta NepemillytoTb PO3YMH.
Po34nH nopaoTe Ha MalLMHY HanoBHEHHS.
KoHTponoloTb TUCK Ta iKCYI0Tb Yac dinbTpaLii.

®APMACENT
un

po34nH 96 %; no
100 mn y donakoHax
CKNSAHUX

TOB
"MEONEB"

YkpaiHa

TOB "MEONEB"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUny - 3miHu Wwopo 6e3nekn/edPekTUBHOCTI
Ta cbapmakoHarnsiny. BeegeHHsi abo 3miHu oo
y3aranbHEeHUX AaHuX Npo CUcTemy
apmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapMakoHarnagy 3asBHUKa ANns 34iNCHEHHs!

3a
peuernmom

UA/17314/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnagy B YkpaiHi, sIKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (BknoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTep-anna cuctemu dpapmakoHarnagy) 3miHa
YyNOBHOBa)eHOi 0cobM 3asiBHMKA, BignosigansHoi
3a chapmakoHarnsg.
Nitouwa pepakuis: 3yesa CeitnaHa BacunisHa.
MponoHoBaHa pepakuis: 3iHoBa Knaegis
BikTopiBHa. 3MiHa KOHTAKTHMX LaHMX
YMNOBHOBaXeHOI 0cobu 3asiBHMKA, BigNOBiganbHOI
3a chapmakoHarnsg. 3MiHa mMicLe3HaxoaKeHHs!
mMacTtep-canna cuctemm hapmakoHarnagy ta noro
Homepa. 3MiHa Micus 34iCHEHHSI OCHOBHOT
OisnbHOCTI 3 hapmakoHarnsgy.
239. | ®EHTAHIN PO34MH NS iH eKuin, AT NaTsis BCi cTagii CrnoBavyynHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/15323/01/01
KANLUEKC 0,05 mr/mm; no 2 mn "Kanuexc" BUPOBHMYOTO / 3MiHu | Tuny - 3miHn wopo 6esnekn/ePeKTUBHOCTI peuenmom
B amnyni; no 5 npouecy, Kpim JlatBia Ta hapmakoHarnsgy. 3miHa y KopoTkil
amnyn B KOHTYpPHI BUMYCKY cepil: XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
YapyHKOBIN ynakosLi XBM ®apma MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
(nigaoHi); no 1, 2 c.p.o., 3aCTOCyBaHHA Ha NifgcTasi perynsapHo
a60 20 KOHTYpHMX CnoBa44uHa; OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
YapyHKOBUX BUPOBHMK, KM 3acoby, abo gocnigxeHb 3 6e3neky 3acTocyBaHHSA
ynakoBOK (NiggoHiB) Bignosigae 3a nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
y nayui i3 KapToOHy; KOHTPOrb abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
no 10 mn B amnyri; cepii/BunpobysaH npoBeAeHVX BiANOBIAHO A0 MnaHy neaiaTpu4HmnX
no 5 amnyn B HaA: AT "piHaekc", pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOHTYpHilA INaTBisi; BUPOGHMK, KOMMETEHTHNM YTNOBHOBAXXEHUM OpraHoMm).
YapyHKOBIN ynakoBLi KU BignoBigae 3MiHM BHeCeHO [0 IHCTpyKLUii Ana meguyHoro
(nipgoHi); no 2 3a BUNYCK cepii: 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
KOHTYPHI YapyHKOBI AT "Kanuekc", "MepenosyBaHHs" BiANOBIAHO A0 pekomeHAaaLii
ynakoBKm (NiaaoHW) IaTtBis PRAC EMA.
y navui i3 KapToHy
240. | ®IBPUHA3A- | TabneTku, BKpUTI OPIrAHOCU OAE EBepTomkeH IHAgis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: - UA/10427/01/01
10 060onoHKoto, H INand CaeHcus 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
KULLKOBOPO3YMHHI MO NANDCAEH TimiTen Ta chapmakoHarnsgy. BeegeHHsi abo 3miHu oo
10 wr; in bulk: no CUN3 (Ed® y3aranbHeHuUX AaHUX Npo CUCTEMY
2500 TabneTok y 3ETI) dapmakoHarnsagy (BBeAeHHS y3aranbHEeHUX AaHuX
KOHTeWHepax npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bifl ynoBHOBaXeHOi ocobwu, BignoBifanbHoi 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi AiaHi) Ta/abo 3MiHW y PO3MiLLEHHI
macTtep-darina cuctemmn papmakoHarnagy) -
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobu
3asiBHMKA, BignosiganbHoi 3a dpapMakoHarnsag B




137

[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
YkpaiHi.
241. | ®IBPUHA3A- | TabneTku, BKpUTI OPIrAHOCHU OAE EBepTomkeH IHais BHECEHHS1 3MiH O peecTpauinHMX maTepianis: 3a UA/10426/01/01
10 060SOHKOH, H JNand CaeHcuma 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI peuenmom
KMLLIKOBOPO34MHHi No | JIAVGCAEH Jlimiten Ta cbapmakoHarnsigy. BeegeHHsi abo 3miHu oo
10 wmr; no 10 CUN3 (E® y3aranbHeHUX AaHux npo cuctemy
Tabnetok y Gnictepi; 3ET ) chapmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX gaHnx
no 1 abo no 3, abo npo cuctemy papmakoHarnsay, amiHa
no 10 6nictepis y ynoBHOBaxeHoi 0cobu, BianosigansHoi 3a
KapTOHHIN nayui 3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3aiicHeHHs cdhapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHi
mMacTep-caina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocoou
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsag B
YKpaiHi.
242. | ®IBPUHA3A- | TabneTku, BKpuUTI OPrAHOCU OAE EBepTomkeH IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a UA/10426/01/02
20 060mnoHKot, H TNand CaeHcus 3miHu | TUny - 3MiHn Wwopo 6esnekn/edeKTUBHOCTI peuyenmom
KULLKOBOPO34MHHi no | JTAMDCAEH Nimiten Ta hapmakoHarnsay. BeeaeHHs abo 3miHu oo
20 mr; mo 10 CUN3 (E® y3aranbHeHUX AaHux npo cuctemy
TabneTtok y 6nictepi; 3ETI) apmakoHarnsaay (BBeAeHHS y3aranbHEeHNX AaHuX
no 1 a6o no 3, abo npo cuctemy apmakoHarnagy, amiHa
no 10 GnictepiB y YNOBHOBAXEHOI 0cobu, BignosigansHoi 3a
KapTOHHI nayi; 3AiCHEHHs hapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
BiJ, YNOBHOBaXXE€HOI 0CO0M, BiAnoBigansHoi 3a
30iACHEHHSs hapmakoHarnsgy (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
macTtep-darina cuctemm apmakoHarnagy) -
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocoou
3asiBHMKA, BignosigansHoi 3a hapmakoHarnsag B
YKpaiHi.
243. | ®IBPUHA3A- | TabneTku, BKpUTI OPIrAHOCU OAE EBepTomkeH IHAgis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: - UA/10427/01/02
20 060onoHKoto, H INand CaeHcus 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
KULLKOBOPO34MHHi Mo | JTAMDCAEH Jlimiten Ta hapmakoHarnsgy. BeeaeHnHs abo 3miHu 0o
20 wmr; in bulk: no CUN3 (Ed® y3aranbHeHUX AaHux Npo cuctemy
2500 TabneTok y 3ETI) dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
KOHTeWHepax npo cuctemy capmakoHarnagy, amiHa

yrnoBHOBaXeHoi ocobwu, BignoBiganbHOI 3a
3AiCHEeHHs bapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa ANS 30iNCHEHHSI
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa
BifJ ynoBHOBaXeHOi ocobw, BignoBiaanbHOI 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoYyaym
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLEHHI
MacTep-channa cuctemy dhapmMakoHarnsay) -
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHUKA, BiANOBIAANbHOI 3a hapmakoHarnsg B
YkpaiHi.
244. | ®IPIANTA TabneTku, BKPUTI Banep Al HimeuumnH Banep Al Himeuunna BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3a He UA/20058/01/01
NniBKOBOO a 3miHn | TUny - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnszae
o6onoHkoto, no 10 Ha3BW nikapcbkoro 3acoby - 3miHa Ha3Bu
mr; no 14 Tabnetok nikapcbkoro 3acoby.
y 6nictepi; no 2 abo 3ATBEPIKEHO: KEPEH[IA (KERENDIA®)
7 GnicTepis 3 3ATMPOMNOHOBAHO: ®IPIANTA (FIRIALTA)
KaneHaapHo BBegeHHst 3MiH NpoTarom 4-x micauis nicns
LLUKaNo B KAPTOHHIN 3aTBEPAXKEHHSA
navui
245. | ®IPIANTA TabneTkn, BKpUTI Banep Al HimeuumnH Banep Al Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/20058/01/02
NniBKOBOIO a 3minu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuyenmom | nidnseae
o6onoHkoto, no 20 Ha3BW fikapcbkoro 3acoby - 3MiHa Ha3Bu
mr; no 14 TabneTok nikapcbKoro 3acooy.
y bnicTepi; no 2 abo 3ATBEPI)KEHO: KEPEH[IA (KERENDIA®)
7 GnicTepis 3 3ATMPOMNOHOBAHO: ®IPIANTA (FIRIALTA)
KaneHaapHo BBeneHHs 3miH NpoTArom 4-x mMicsiuiB nicns
LLIKaro B KapTOHHIM 3aTBEepPPKEHHS
navui
246. | ®IAMIOE3® | TabneTku, BKpUTI OPrAHOCU OAE EBepTomkeH IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/7061/01/01
NniBKOBOKO H Jland CaeHcma 3miHn | TMny - 3miHn Wwopo 6e3nekn/epekTMBHOCTI peuenmom nidnseae
o6ornoHkoto no 10 NAASCAEH Nimiteq, IHais; Ta hapmakoHarnsgy. 3miHa y KopoTkil
Tabnetok y 6nictepi; CU3 (Eo Cara XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
no 1 a6o no 3, abo 3ETI) JlandpcaeHcms MapKyBaHHS Ta iHCTPYKLIii Ans MeguyHoro
no 10 GnictepiB y TNimiTen, IHaisa 3acToCyBaHHS Ha MigcTasi perynspHo
KapTOHHIN navui OHOBJTHOBAHOrO 3BiTy 3 6e3nekun Nnikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHiAXEHD,
NpOBEAEHNX BiANOBIAHO 4O NnaHy negiatpudHnx
pocnimxkeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHECEHO [0 IHCTpyKLUii Ana meandHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHSs
rpyAaar" woao 6e3nekn 3acTocyBaHHs Aitoyoi
pPeYoBUHM AUKIOdeHaK BiANoBiaHO A0
pekomeHgauin PRAC. BeegeHHs 3MiH NpoTsirom 6-
TV MicauiB nicns 3aTBepAXeHHs. 3MiHn | Tuny -
3MmiHu Wwopo 6e3nekn/edPekTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - 3MiHM BHECEHO A0
IHCTPYKUIiT ANA MeAMYHOro 3aCToCyBaHHS
nikapcbkoro 3acoby Ao po3sainy "lMo6iyHi peakuii™
LLIOA0 3BiTYBaHHS Npo NobivHi peakuii. BBeaeHHs
3MiH NPOTSArom 6-Ty MiCsILiB MicNsi 3aTBEPKEHHS.
247. | ®NAMIOE3® TabneTku, BKPUTI OPIrAHOCHU OAE EBepTomkeH IHAis BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: - UA/7062/01/01
NniBKOBO H Jlang CaeHcus 3miHu | TMNy - 3MiHu Wwopo besnekn/edekTUBHOCTI
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
obonoHkoto; in bulk: NANPCAEH Nimiten, IHAis; Ta hapmakoHarnsgy. BeeaeHHs abo 3miHM oo
no 2500 TabneTok y CUN3 (E® Cara y3aranbHeHuX AaHuX Npo cuctemy
naketax i3 gonbrn 3ET ) JlandcaeHcns chapmakoHarnsgy (BBefAeHHs y3ararnbHEHUX gaHnx
antoMiHieBoi TlimiTen, IHais npo cuctemy cdapmakoHarnagy, amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHOI 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXXeHOT 0cobu, BianoBiganbHoil 3a
34iicHeHHs hapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pPO3MiLLeHHI
macTep-caina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsag B
YKpaiHi.
248. | ®NNAMIOE3® TabneTkn, BKpUTI OPIrAHOCU OAE EBepTomkeH IHais BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a UA/7061/01/01
NniBKOBOKO H Jland CaeHcma 3miHn | TMny - 3miHn Wwopo 6e3nekn/epekTMBHOCTI peuenmom
obonoHkoto; no 10 NANPCAEH Nimiten, Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
TabneTtok y Gnictepi; CH3 (Ed IHgis/Cara y3aranbHeHUX AaHux nNpo cuctemy
no 1 abo no 3, abo 3ETI) NandcaeHcus apmakoHarnsaay (BBeAeHHS y3aranbHEeHNX AaHuX
no 10 GnicTepiB y TimiTen, IHais npo cuctemy apmakoHarnagy, amiHa
KapTOHHIN nayui yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BiJ, YNOBHOBaXXeHOI 0co0u, BiANoOBiganbHoI 3a
30iACHEHHs hapMakoHarnsgy (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemm apmakoHarnagy) -
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocoou
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
YKpaiHi.
249. | ®YPAMAI® kancynu no 50 wmr; AT TNaTBis AT "OnaiHdpapm" Natsis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/4301/01/01
no 10 kancyny "OnanHdap 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom
6nicTepi; no 3 m" Ta cbapmakoHarnagy. BeegerHs abo 3miHu oo

Gnictepu B nayui 3
KapTOHY

y3aranbHeHUX AaHuxX Npo cUCTeMy
dapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
mMacTtep-darina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
dapmakoHarnag B YkpaiHi.
[itova pegakuis: MNMpuckoka AHapin. MNMponoHoBaHa
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
pegnakuisa: CaByeHko Omutpo CeprinioBuy. 3miHa
KOHTaKTHUX [aHUX KOHTAKTHOI ocobu
250. | PYPAMAI® kancynuv no 25 wmr, AT INatBis AT "OnaiHcapm” JlaTBist BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a UA/4301/01/02
no 10 kancyny "OnanHdap 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI peuenmom
6nictepi, no 3 m" Ta (hapmakoHarnsigy. BeegeHHs abo 3miHn oo
6nictepn y nayui 3 y3aranbHeHNX AaHuX Npo cUcTemy
KapTOHY bapmakoHarnsiay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnagy, amiHa
YyNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bi, yNOBHOBaXeHOT ocobu, BianosiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYanym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
MacTep-caina cuctemm chapmakoHarnsay). 3miHa
KOHTAKTHOI 0cObM 3asiBHUKA, BiAnoBiganbHoi 3a
chapmakoHarnag B YKpaiHi.
[itoya pepakuis: MNMpuckoka AHgpin. NponoHoBaHa
pepakuia: CaByeHko mutpo Ceprinosud. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI ocobu
251. | XOHAPOITH kancynu no 30 abo MPAT YkpaiHa BUPOBHMK Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: bes nionszae UA/17345/01/01
H® 60 kancyny "®ITOPAPM BiANoBiAaNbHUIA 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peuenma
KOMMJEKC KOHTeWHepi; no 1 " 3a BMPOGHULITBO, HaiMeHyBaHHs1 Ta/abo agpecy 3asiBHUKa
KOHTEWHepy B nauvli; nepBuHHE, (BnacHuka peecTpauiiHoro NocBig4YeHHs1) 3MiHa
no 6 kancyny BTOPUHHE appecw 3asiBHWUKa. BBeaeHHs 3miH npoTarom 6-tu
6nicTepi; no 5 abo nakyBaHHs, MicsiLiB nicnsi 3aTBepOXKEHHS.
10 6nicTepiB y nayui KOHTpOIb Ta
BUWMYCK cepil:
MPAT
"OITOPAPM",
YkpaiHa;
BUPOGHMK,
BignoBsiganbHUN
3a BMPOOHULITBO,
NnepBUHHE,
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI:
TOB
"ACTPADAPM",
YkpaiHa
252. | XOHAPOITH kancynu no 30 abo MPAT YkpaiHa BUPOGHMK YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: bes UA/17345/01/01
H® 60 kancyny "OITOPAPM BignoBiganbHUM 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenma
KOMMNEKC KOHTelHepi; no 1 " 3a BUpPOGHULTBO, Ta cbapmakoHarnsigy. BeegeHHsi abo 3miHu oo

KOHTeNHepy B nayly;
no 6 kancyny
GnicTepi; no 5 abo
10 GnicTepiB y nayui

nepBuHHeE,

BTOPUHHE
nakyBaHHA,
KOHTPOJ1b Ta

y3aranbHeHNX AaHUX Npo CUCTEMY
hapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy apmakoHarnagy, amiHa
YNOBHOBaXXEHOI 0cO0M, BigNoBiganbHoil 3a
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[IpooBxkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BUNYCK cepii: 3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
MPAT dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
"®ITOPAPM", tapmakoHarnagy B YkpaiHi, sIKLLO BOHa BigMiHHa
YkpaiHa; Bif, yNOBHOBaXXeHOT 0cobMu, BianoBiganbHoi 3a
BMPOBHWK, 3AiNCHEHHA hapmakoHarnsgy (BKoYaym
BignoBiganbHUn KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
3a BMPOGHULITBO, mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
nepBuHHe, KOHTaKTHUX A@HWNX YMOBHOBaXeHOi 0cobum
BTOPUHHE 3asBHUKa, BiANoBiganbHoi 3a hapmMakoHarnsg.
nakyBaHH4, 3MiHa Micue3HaxomkeHHs MacTep-canna
KOHTPOMb SKOCTI: cvucTeMun dhapmakoHarnsay Ta noro Homepa. 3MiHa
TOB Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
"ACTPAGAPM", apmakoHarnsgy.
YKpaiHa
253. | UETNO® TabneTkn, BKPUTI OPIrAHOCU OAE EBepTomkeH IHais BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: be3 UA/16177/01/01
NniBKOBOIO H TNand CaeHcuns 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI peuenma
o6onoHkoto, o 5 mr; | TAMSCAEH Nimiten Ta cbapmakoHarnsagy. BeegerHs abo 3miHn go
no 10 TabneTtok y CH3 (Ed y3aranbHeHUX AaHux nNpo cuctemy
6nictepi; no 1 abo 3ET ) capmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX gaHux
no 3 6nictepn y npo cuctemy papmakoHarnsgy, 3amiHa
KapTOHHIN nayui yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
cthapmakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosigansHoi 3a dapMakoHarnsag B
YKpaiHi.
254. | UETNO® TabneTkn, BKpUTI OPrAHOCU OAE EBepTomkeH IHAis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: - UA/16176/01/01
nniBKOBOO H Nang CaeHcus 3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI
060rm0HKot, No 5 mr; | JTAMDGCAEH Nimiten Ta chapmakoHarnsgy. BeegeHHst abo 3miHu oo
in bulk: no 1000 CU3 (Eo y3aranbHeHuX AaHuX Npo cuctemy
Tabnetok y 3ET ) dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
NoABINHNX npo cuctemy cdapmakoHarnagy, amiHa
nonieTuneHoBux YNOBHOBAXeEHOI 0cobu, BignoeigansHoi 3a
nakeTax 30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocotu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YKpaiHi.
255. | LETNO® TabneTkn, BKpUTI OPIrAHOCU OAE EBepTompkeH IHZis BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: be3 UA/15638/01/01




142 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nnc NniBKOBOIO H JNand CaeHcma 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI peuenma
obonoHkoto no 10 TNANGCAEH Nimiten Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn go
TabneTtok y Gnictepi; CH3 (Ed y3aranbHeHUX AaHuX Npo cuctTemy
no 1 Gnictepy y 3ET ) thapmakoHarnsgy (BBefAeHHs y3ararnbHEHUX gaHux
KapTOHHiI kopobuyj; npo cuctemy papmakoHarnagy, amiHa
no 10 Tabnetok y YyNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
Gnictepi; no 2 3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
bnictepu y hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
KapTOHHi KOpoOLyi; dapmakoHarnagy B YkpaiHi, siKLLO BOHa BigMiHHa
no 10 Tabnetok y Bif, yNOBHOBaXeHOT 0cobu, BignoBiganbHoil 3a
6nictepi; no 3 3AiNCHEHHA hapmakoHarnagy (BKoYaym
Gnictepn y KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
KapTOHHil kopobui mMacTep-cainna cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JAHWUX KOHTAKTHOI 0cobu
3asBHMKa, BiANOBIiAanbHOI 3a dhapMakoHarnsag B
YKpaiHi.
256. | LETNO® TabneTkn, BKpUTI OPrAHOCU OAE EBepTomkeH IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - UA/15639/01/01
nnc NniBKOBOIO H TNand CaeHcuns 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
obonoHkoto; in bulk: NANPCAEH Nimiten Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
no 1000 Tabnetok y CUN3 (E® y3aranbHeHNX AaHuX Npo cUcTemy
nonieTuneHoBmx 3ET ) capmakoHarnsgy (BBefAeHHs y3ararbHEHUX gaHnx
nakeTax npo cuctemy chapmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BiaNOBiAanbHOI 3a
3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBigansHoi 3a
30iACHEHHs hapMakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocoou
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.
257. | UE®ANEKCHU | rpaHynu gns "Xemodapm Cepbisi "Xemodpapm" ALl Cepbis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a UA/7888/01/01
H oparbHOi cycneHsii, "ALQ Cepbis (BMpobHWK | YopHoropis 3MiHM | TUny - AQMiHICTPaTVBHI 3MiHW. BunyyeHHs peuenmom
100 mn (250 mr/5 KOHTpOMb Ta BUPOGHMYOT AinbHULI (BKMOYaYmM AinbHULI Ans
mn), no40ry BUMNYCK cepii); A®I, npomixxHoro npoaykTy abo rotoBoro
cdnakoHi; no 1 XEeMOMOHT A.0.0., nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
dnakoHy pa3om 3 YopHoropis nakyBaHHsi, BUpobHuKa, BifnoBiaansHoro 3a
MipHOIO FTOXKOI0 Y (BUPOBHUMK BUWMYCK Cepili, MicLie NPOBEAEHHS KOHTPOO cepii)
KapTOHHIN ynakoBLii roToBOro abo nocTavarnbHVKa BUXigHOro marepiany,
nikapcbkoro peareHTy abo AONOMiXHOT PEHOBUHM (SIKLLIO
3acoby, nepBuHHe 3a3Ha4eHo y Aocbe). AgMiHiCTpaTuBHa 3MiHa
Ta BTOPUHHE BUIy4YeHHS BUpPoGHMKa AP| Ledbankeuny
naKyBaHHs, moHorigpat: ORCHID PHARMA LIMITED, India.
KOHTpOb cepii) 3anuwaeTbes anbTepHaTUBHUI BUPOGHKK AdDI
uedankcuHy moHorigpat: CENTRIENT
PHARMACEUTICALS SPAIN, S.A., Spain.
258. | UACTO- Tabnetkn no 300 wmr, Ecnapma HimeyumH ApgBaHc Papma HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: be3 UA/13325/01/01




143 [IpooBxkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
AYPUH® no 10 Tabnetok y m6X a 'M6X, HimeyunHa 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenma

GnicTepi; no 2 abo
no 6 Gnictepis y
KapTOHHIl kopobui

(BpPOGHULTBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBUHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI,
BUNYyCK cepii);
ecnapma ®apma
Cepsices 'M6X,
HimeyuunHa
(BTOPYHHE
nakyBaHHs1);
dapma
BepHirepope
'm6X, HimeuunHa
(KOHTpOIb sIKOCTI)

Ta chapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHNX AaHux Npo cUcTemy
dapmakoHarnsagy (BBeAeHHS y3aranbHeHUX AaHuX
npo cuctemy papmakoHarnagy, amiHa
yNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
dapmakoHarnagy B YkpaiHi, siKLLO BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BignoBiganbHoil 3a
3AiNCHEHHA hapmakoHarnagy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
MacTep-caina cuctemm chapmakoHarnsay). 3miHa
KOHTaKTHWX AaHNX YNOBHOBaXXEHOI 0cobu
3asiBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocotu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.
3MiHa Micue3HaxompkeHHs MacTep-danna
cvucTeMun dhapmakoHarnsay Ta woro Homepa. 3MiHa
MicuS 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.

*y pa3i HeceHHs1 3MiH 0o iHCmMpyKuii Npo MmeduYyHe 3acmocyeaHHsI

HavaabHuK

dapmaneBTUHYHOI0 YNIPABJIiHHSA

Tapac JICKOBCHKHI




