MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

08 uepBHs1 2023 poky Ne 1037

IIpo jgepkaBHY peecTpariiio (mepepeecTpariiio) JKapCbKHX 3aco0iB (MegHUYHHX
iMyHOOio/ToTiUHKX MpenapaTiB) Ta BHeCeHHA 3MiH /I0 peecTpaLiiHUX MaTepiaiiB

BiamosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (TiepepeecTpariii) JiKapcbKuUX 3aco0iB,
3aTBep/pKeHOro 1moctaHoBoro Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aiy aABafliTh ChOMOTO IMAMYHKTY 12 myHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO 0XOpPOHHU 370pOB’sl YKpaiHU, 3aTBep)KeHOro MocTaHoBoo KabiHery
MinictpiB Ykpainu Big 25 6epe3ns 2015 poky Ne 267 (B pepakiiii 1moctaHOBU
KabGinety MinictpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuxX  mpemapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHeCEHHs 3MiH /10 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCcTpalliiHiX MaTepiasis,

HAKA3YIO:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DeeCTpy JiKapCbKuX 3acobiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TperapaTHl) 3TifHO 3
JIOJaTKOM 2.
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BigMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu
MKapChbKMX 3aCO0iB 3riIHO 3 A0JaTKOM 4.

5. ®apmaneBTruHOMy ymipaBiiHHIO (Tapacy JIsSICKOBCbKOMY) 3a0e3meunTd
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpoHU

3/10pOB’s YKpaiHU.

KoHTpO/Ib 32 BUKOHAHHSIM 1[bOTO Haka3y IMOK/JIACTH Ha TepPIIOro 3acTyITHHKA
Minictpa Cepris /IyopoBa.

MinicTp BikTop JISAILIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), SIKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «[po gepxxaBHY
peecTpauito (nepepeecTpalito)
NiKapCcbK1X 3aco6iB (MeguUHNX
iMyHOGionoriyHux npenaparis) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»

BiA 08 yepBHA 2023 poky Ne 1037

HasBsa snikapcbko20 dopma sUMyCKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKA BionyckKy aHHsA peecmpayitiHo2o
n/ ynakoska) nocBi0O4YeHHs1
n
1. | ABELU/H-H PO34UH ANst iHQY3il, TOB Ykpaina Hepo3dacoBaHuii Ipeuis/ PeecTtpauis Ha 5 pokis 3a He UA/20053/01/01
400 mr/250 mn, no "®APMACEN" NPOAYKT, NEPBUHHA Ykpaina MepiognyHICTb NOAAHHA perynsipHo peyenmom nionsizae
250 MmNy dhNakoHi; ynakoBka, BTOPUHHA OHOBJ/THOBAHOIO 3BITYy 3 6e3neku,
no 1 cpnakoHy B yrnakoBKa, KOHTPO/Ib: BiANOBIAHO A0 MopsaKy 34iACHEHHS
nauui 3 KapToHy abo BIOCEP C.A. thapmakoHarnagy, 3aTBepmakeHoro
no 10 donakoHiB y MAPEHTEPA Haka3zom MiHicTepcTBa OXOPOHU
KopobLi CONroWwHC 37,0pOB’sA YKpaiHu Big 27 rpyaHsa 2006
IHOACTPI, Tpeuis poky Ne 898, 3apeecTpoBaHoro B
KoHTpOsb, BUNYyCK MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
cepii: 2007 poky 3a Ne 73/13340 (y pepaxuii
TOB "®APMACEN" Haka3y MiHicTepcTBa OXOPOHM
Ykpaina 3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamMu, 3a3HaYeHMUN y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
2. | BlconpPonony NMOPOLLOK AT YkpaiHa CwnuyaHb KiHrmy Kutaii peecTpauist Ha 5 pokiB - He UA/20054/01/01
DPYMAPAT (cybeTaHuis) y "KNIBCbKM $apmacstoTikan Ko., niosnsieae
nakeTax noABiiHMX BITAMIHHWIA nTa
noslieTUNEeHoBUX, 3ABOL"
BKMafEHNX y
6apabaHu ans
chapmaLeBTUYHOro
3acTocyBaHHs
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Hassa snikapcbko20 dopma sunycKy 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
n/ ynakoska) nocsio4eHHs
n
3. | BIBUH® KOM®OPT | kpani 04Hi, pO34nH MakHin AHrnis Bnpo6HMUTBO, Benbrisi/ PeecTpauis Ha 5 pokis 6e3 nionsizae UA/20055/01/01
0,5 mr/mn, no 15 mn MNpogakTc TeCcTyBaHHs, Higepnanau MepiognyHiCTb NOAAHHA perynsipHo peyenma
PO34MHY y thrakoHi 3 Nimiteq nepBrHHE Ta OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,

HaKOHEYHVKOM-
[,03aTOPOM i
KPULLIKOIO i3
3aXUCTOM Bif
PO3KPUTTA LiTbMU;
no 1 donakoHy B
KapTOHHI ynakoBsL,i

BTOPVIHHE MaKyBaHHS,
KOHTpO/b cepil,
BUMNYCK cepil
nikapcbkoro 3acoby,
BMNPO6YBaHHA Ta
BUMYCK CUPOBUHU Ta
KOMMOHEHTIB
ynakoBku, 36epiraHHs
Ta BUNpobyBaHHsA
3paskiB Ha
CTabINbHICTb:
AHcceH
dPapmauesTnka HB,
Benebris
amma-
OMPOMiHIOBa/IbHA
cTepwnisauis
NepBUHHNX
KOMMOHEHTIB
yNaKoBKu:
CuHeppxu Xenc Ege
B.B., HizepnaHngu
[amma-
ONpOMiHIOBasIbHA
cTepunisauis
NepBUHHNX
KOMMOHEHTIB
YNaKoBKu:
CwuHeppxu Xenc Ege
B.B., HigepnaHgu

BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A Ykpaiu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3sy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
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Hassa snikapcbko20 dopma sunycKy 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
n/ ynakoska) nocsio4eHHs
n
4. | BOAA Ana PO3YNHHVIK A5 [JouipHe YkpaiHa [lodipHe nignpuemcTeo YkpaiHa PeecTpauis Ha 5 pokis 6e3 nionsizae UA/20056/01/01
IH'EKLIN napeHTepasibHoro nigNPUEMCTBO "®apmatpeiig" MepiognyHiCTb NOAAHHA perynsipHo peyenma
3acToCyBaHHs, No "®apmaTtpeiig” OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
2,0 mn, 5,0 mn, 10,0 BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
mA B amnyni, no 10 thapmakoHarnsgy, 3aTBepaXeHoro
amnyn B naui Haka3om MiHicTepcTBa OXOPOHU
340pOB’A Ykpaiu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3sy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
5. | AEKCO®EH PO34UH ONs1 iH'EKLiA, €Bpo IHais Crepun-[xeH Nalic IHais peecTpauis Ha 5 pokis 3a He UA/20057/01/01
50 mr/2 mn no 2 mn Naidpbkep Caliencus (M) N1a4. MepiognyHiCTb NOAAHHSA PErynsipHO peyernmom nionseae
B amnyni; no 5 MpaiBiT OHOB/IHOBAHOrO 3BITY 3 6e3nekwu,
amnyny Nimiteq BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
NAacTMKOBIN hapmakoHarnagy, 3aTBepmakeHoro
KOHTYPHIl1 ynakoBLi, Haka3om MiHicTepcTBa OXOPOHHU
Y KapTOHHIli kopobLi 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
340pOB'a YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKaMu, 3a3HaYeHMnN y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
6. | KEPEHAIA TabneTkn, BKpUTI Baiep Al HimeuuunH Baiep Al Himeuunna peecTpauif Ha 5 pokis 3a He UA/20058/01/02
NNiBKOBOO a MepiognyHiCTb NOJAHHA perynspHo peyenmom niosnsieae

060/10HKOH0, M0 20
Mr, no 14 tTabnetok
y bnicTepi, no 2 abo
7 6nicTepiB 3
KaneHAapHo
LUK&UT0t0 B KAPTOHHIl
naui

OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3atsepiKeHoro

Haka3zom MiHicTepcTBa OXOPOHU

340pO0B’A Ykpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuULii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa 0XOPOHU
37,0p0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaveHMmn y
nepiofnMYHOCTI NoAaHHSA perynsipHux
3BITiB 3 6e3nekn
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Hassa snikapcbko20 dopma sunycKy 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
n/ ynakoska) nocsio4eHHs
n
7. | KEPEHAIA TabneTku, BKpUTI Baiiep Al HimeuunH Baiep Al HimeuunHa peecTpauist Ha 5 pokis 3a He UA/20058/01/01
NNiBKOBOO a MepiognyHiCTb NOAAHHA perynsipHo peuyenmom niosnsieae
060/10HKOt0, Mo 10 OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
Mmr, no 14 TabneTok BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
y 6nicTepi, no 2 abo hapmMakoHarnagy, 3aTsepakeHoro
7 6nicTepis 3 Haka3om MiHicTepcTBa OXOPOHU
KasieHAapHo 340pOB’A Ykpaiu Bif 27 rpyaHs 2006
LLIKa/I00 B KAPTOHHIl poky Ne 898, 3apeecTpoBaHOro B
ECIT] MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3sy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI NoAaHHSA perynsipHux
3BITiB 3 6e3nekn
8. | KETOAEKCA rpaHynun ans TOB Ykpaina TOB "Actpadapm” Ykpaina PeecTtpauis Ha 5 pokis 3a He UA/16020/02/01
Opa/IbHOro PO3YnNHY "Actpacapm” MepiognyHiCTb NOAAHHSA PErynsipHO peyernmom nionseae

no 25 wr, cawe no
2,51, no 10 a6o no
30 cawe y kopobui 3
KapToHYy

OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
hapmakoHarnsgy, 3aTBepaKeHoro

Haka3om MiHicTepcTBa OXOPOHHU

3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
340pOB'a YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKaMu, 3a3HaYeHMnN y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
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Hassa snikapcbko20 dopma sunycKy 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
n/ ynakoska) nocsio4eHHs
n
9. | KYTAKBII PO3YUH OS5 iH'EKLLNA, OkTadapma ABcTpist (BMPOGHMK, Lseuis/ PeecTpauis Ha 5 pokis 3a He UA/20059/01/01
165 mr/mn; no 6 mn, dapmaLeBTUK BiANoBigabHUIA 3a ABcTpisi/ MepiognyHiCTb NOAAHHA perynsipHo peuyenmom niosnsieae
10 mn, 12 mn, 20 a BMPOGHULTBO in-bulk, Himeuunna OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
M, 24 mn, 48 mny MpopykTioHcre NepBUHHY YNaKoBKy, BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
donakoHi, no 1 c. M.6.X. KOHTPO/1b SIKOCTI, hapmMakoHarnagy, 3aTsepakeHoro
hnakoHy y BUMYCK cepii) Haka3om MiHicTepcTBa OXOPOHU
KapTOHHI Kopoo6Li OKTA®APMA AB, 340pOB’A Ykpaiu Bif 27 rpyaHs 2006
LLseuis poky Ne 898, 3apeecTpoBaHOro B
(BMPOGHUK, MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
BiANOBiga/IbHUI 3a 2007 poky 3a Ne 73/13340 (y pegaxuii
BMpOo6HULTBO in-bulk, Haka3sy MiHicTepcTBa OXOPOHU
NepBUHHY YyNakoBKY, 370pOB'a YKpaiHu Bif, 26 BepecHs
KOHTPO/Ib SIKOCTI, 2016 poky Ne 996), cTaHOBUTb: 3rigHO
Bi3yasibHy iHCNeKL;to, 3i CTpoKamu, 3a3Ha4eHUMn y
MapKyBaHHs, nepiognMYHOCTI NoAaHHSA perynsipHux
BTOPUHHY YMaKOBKY, 3BITiB 3 6e3neku.
BMNYCK cepil)
OkTadhapma
PapmaueBTvKa
MpoaykTioHcrec.
M.6.X, ABCTpis
(BMPOGHMK,
BiANoBigabHUIA 3a
Bi3yaslbHy iHCMeEKLjto,
MapKyBaHHS,
BTOPVHHY YNakoBKy)
Oxktadhapma [eccay
Mm6X, HimewunHa
10. | NEBOKAPHITUH KpucTanivyHuii TOB "HOpis- Ykpaina HopricT Kutaii PeecTtpauist Ha 5 pokis - He UA/20060/01/01
MOPOLLIOK dapm” dapmacbtoTikan [pyn nionsizae
(cybeTaHuis) y Ko., N4,
nonieTuIeHoBMX
nakeTtax gns
chapmaL,eBTUYHOro
3acToCyBaHHS
11. | NEBOKAPHITUH KpucTaniyHmii TOB Ykpaina JN10HIH KoHLenHyTpa Kutaii PeecTtpauis Ha 5 pokis - He UA/20061/01/01
NOPOLLOK "®APMACEN" Ko., N14,. nionseae
(cybeTaHuis) y
TPULLAPOBUX
naketax 3
nosnietTuneny
HWU3bKOI LLiNIbHOCTI
ans
chapmaLeBTUYHOro
3acTocyBaHHS




8

Hassa snikapcbko20 dopma sunycKy 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
n/ ynakoska) nocsio4eHHs
n
12. | MEPKANTONYPUH | Tabnetku no 50 wmr, Mictpan AHrnis BMPOBHMLITBO rOTOBOT Icnanis PeecTpauis Ha 5 pokis 3a He UA/20062/01/01
-BICTA no 25 ta6neTtok y Kenitan nikapcbKoi dhopmu, MepiognyHiCTb NOAAHHA perynsipHo peuyenmom niosnsieae
donakoHi, no 1 MeHemXMeHT nepBrHHa Ta OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
chakoHy y nauui Nimiten BTOPUHHA YNaKoBkKa, BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
KOHTpO/b cepil, thapmakoHarnsgy, 3aTBepaXeHoro
BUMYCK Cepii: Haka3om MiHicTepcTBa OXOPOHU
APJEHA NMAMIMIOHA 340pOB’A Ykpaiu Bif 27 rpyaHs 2006
C.J1.,, IcnaHis poky Ne 898, 3apeecTpoBaHOro B
KOHTpONb cepii: MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
IHGAPMEWNA, C./1., 2007 poky 3a Ne 73/13340 (y pegaxuii
IcnaHis Haka3sy MiHicTepcTBa OXOPOHU
BTOPMHHA ynakoBKa: 370pOB'a YKpaiHu Bif, 26 BepecHs
NNABOPATOPI3 2016 poky Ne 996), cTaHOBUTb: 3rigHO
EHTEMA, C.J1., 3i CTpoKamu, 3a3Ha4eHUMn y
Icnanis nepiognMYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
13. | MITPA PO3YUH O151 iH'EKLLNA, TOB «®OPC- Ykpaina K.T. Pomdchapm PyMmyHis peecTpauis Ha 5 pokis 3a He UA/20063/01/01
100 mr/mn, no 5 mn PAPMA KomnaHi C.P.J1. MepiognyHiCTb NOAAHHSA PErynsipHO peyernmom nionseae
B amnyni, no 5 ONCTPUBIO OHOB/IHOBAHOrO 3BITY 3 6e3nekwu,
amnys y KOHTYpPHIiA LLIH> BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
YapyHKOBIl hapmakoHarnsgy, 3aTBepaKeHoro
ynakoBLi, no 2 Haka3om MiHicTepcTBa OXOPOHHU
KOHTYPHIi YapyHKOBI 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
yNakoBKM B nauui 3 poky Ne 898, 3apeecTpoBaHoro B
KapToHYy MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
340pOB'a YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKaMu, 3a3HaYeHMnN y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
14. | O/IMECAP A 20/5 TabneTkn, BKpUTI Makneoac IHAiA Makneopc IHAiA PeecTpauis Ha 5 pokis 3a He UA/20064/01/01
NMiBKOBOO dapmacbloThK dapmacbloTUKasc MepiognyHICTb NOAAHHSA PerynsipHo peyenmom nionsi2ae
060/10HKOH0, M0 20 anc Nimiteq, Nimiten OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,

mr/5 mr; no 10
Tabnetok y 6nictepi,
no 3 abo 9 6nictepis
Y KapTOHHii
ynakoBLii

BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3atsepiKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuULii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxui
Haka3y MiHicTepcTBa 0XOPOHU
37,0p0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaveHMmn y
nepiofnMYHOCTI NoAaHHSA perynsipHux
3BITiB 3 6e3neku.
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Hassa snikapcbko20 dopma sunycKy 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
n/ ynakoska) nocsio4eHHs
n
15. | OZIMECAP A 40/10 | Tabnetku, BKpUTI Makneogc IHgis Makneoac IHgis PeecTpauis Ha 5 pokis 3a He UA/20064/01/03
NNiBKOBOO dapmMacbloThK dapmMacbloTuKasic MepiognyHiCTb NOAAHHSA PerynsipHo peyenmom nionsieae
060/10HKO0, Mo 40 anc fiviteq Niviten OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
mr/10 mr; no 10 BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
Tabnetok y 6nictepi, hapmMakoHarnagy, 3aTsepakeHoro
no 3 a6o 9 6nictepis Haka3om MiHicTepcTBa OXOPOHU
Y KapTOHHii 340pOB’A Ykpaiu Bif 27 rpyaHs 2006
ynakoBLii poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3sy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
16. | OZIMECAP A 40/5 TabneTku, BKPUTI Makneoac IHAin Makneogc IHAis PeecTpadist Ha 5 pokis 3a He UA/20064/01/02
NNiBKOBOO PapmacboThK PapmacbioTrKanc MepiognyHiCTb NOAAHHSA PErynsipHO peyernmom nionseae
060/10HKOH0, M0 40 ac Nimitepq, Nimiten OHOB/IHOBAHOrO 3BITY 3 6e3nekwu,
Mmr/5 mr; no 10 BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
Tabnetok y 6nictepi, hapmakoHarnsgy, 3aTBepaKeHoro
no 3 abo 9 6nictepis Haka3om MiHicTepcTBa OXOPOHHU
Y KapTOHHiii 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
ynakoBLi poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
340pOB'a YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKaMu, 3a3HaYeHMnN y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
17. | MAPALETAMON KpucTanivyHmi TOB "tOpis- YkpaiHa dapmcoH IHAiA PeecTpauis Ha 5 pokis - He UA/20065/01/01
NOpPOLLOK Papm” dapmacbioTikan MNyax. niosnsieae
(cybeTaHuin) y Met. 174. (FOHIT-11)
noABINHNX
nonieTMNeHoBux
nakeTtax gns
hapMaLeBTUYHOTO

3acToCyBaHHA
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Hassa snikapcbko20 dopma sunycKy 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
n/ ynakoska) nocsio4eHHs
n
18. | TOMAH3 10 Tabnetku, LWo ToppeHT IHAjs ToppeHT IHAjs peecTpauist Ha 5 pokis 3a He UA/20066/01/02
ancnepryoTbes B dapmacbloTika dapmacbtoTikanc N4, MepiognyHiCTb NOAAHHSA PerynsipHo peyenmom nionsieae
POTOBII NOPOXHWHI nc nitg, OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
nol0Omrno7 BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
Tabnetok y 6nictepi, hapmMakoHarnagy, 3aTsepakeHoro
no 2 6nictepu y Haka3om MiHicTepcTBa OXOPOHU
KapTOHHI ynakoBsLi; 340pOB’A Ykpaiu Bif 27 rpyaHs 2006
no 10 TabneTtok y poky Ne 898, 3apeecTpoBaHOro B
6nictepi, no 3 MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
6nictepu y 2007 poky 3a Ne 73/13340 (y pegaxuii
KapTOHHIA ynakoBLi Haka3sy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
19. | TONAH3 5 TabneTtku, Wo ToppeHT IHais ToppeHT IHais peecTpauis Ha 5 pokis 3a He UA/20066/01/01
OMCnepryoTsca B dapmacbioTika dapmacbtoTikanc Jtg, MepiognyHiCTb NOAAHHSA PErynsipHO peyernmom nionseae
POTOBI NOPOXHWHI nc Nty OHOB/IHOBAHOrO 3BITY 3 6e3nekwu,
no5wmr, no7 BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
Tabnetok y 6nictepi, hapmakoHarnsgy, 3aTBepaKeHoro
no 2 6nictepu y Haka3om MiHicTepcTBa OXOPOHHU
KapTOHHIA ynakoBLi; 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
no 10 TabneTtok y poky Ne 898, 3apeecTpoBaHoro B
6nictepi, no 3 MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
6nictepn y 2007 poky 3a Ne 73/13340 (y pepaxuii
KapTOHHI ynakosL,i Haka3y MiHicTepcTBa OXOPOHM
340pOB'a YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKaMu, 3a3HaYeHMnN y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
20. | TPOKCEPYTUH renb 2 %; no40r TOB Ykpaina TOB "TepHodhapm" Ykpaina PeecTtpauist Ha 5 pokis 6e3 nionseae UA/20067/01/01
a6o 100 r y Ty6i, no "TepHodhapm™ MepiognyHiCTb NOJAHHA perynspHo peuyenma

opHili Ty6i B nauu;j 3
KapToHy

OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3atsepiKeHoro

Haka3zom MiHicTepcTBa OXOPOHU

340pO0B’A Ykpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuULii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa 0XOPOHU
37,0p0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaveHMmn y
nepiofnMYHOCTI NoAaHHSA perynsipHux
3BITiB 3 6e3neku.
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Hassa snikapcbko20 dopma sunycKy 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
n/ ynakoska) nocsio4eHHs
n
21. | PEBJ/IOPIKA TabneTku, BKpUTI MaHKainHg IHgis MaHkaiiHg ®apma IHgis PeecTpauis Ha 5 pokis 3a He UA/20068/01/02
NNiBKOBOO Papma Nimitea, FOHIT-1I MepiognyHiCTb NOAAHHA perynsipHo peuyenmom niosnsieae
o060510HkKoto, no 80 Nimiteq OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
mr; no 10 TabneTok BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
y 6nicTepi, no 3 hapmMakoHarnagy, 3aTsepakeHoro
6nictepu B Haka3om MiHicTepcTBa OXOPOHU
KapTOHHI Kopoo6Li 340pOB’A Ykpaiu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3sy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
22. | PEBJ/IOPIKA TabneTtku, BKPUTI MaHkaiiHg, IHAin MaHkaliHg ®apma IHAis PeecTpadist Ha 5 pokis 3a He UA/20068/01/01
NNiBKOBOO Papma Nimitea, HOHIT-II MepiognyHiCTb NOAAHHSA PErynsipHO peyernmom nionseae
o6onoHkoto, no 40 Nimiteq OHOB/IHOBAHOrO 3BITY 3 6e3nekwu,
Mmr; no 10 TabneTok BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
y 6nicTepi, no 3 hapmakoHarnagy, 3aTBepmakeHoro
6nictepu B Haka3om MiHicTepcTBa OXOPOHHU
KapTOHHIA Kopoo6Li 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
340pOB'a YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKaMu, 3a3HaYeHMnN y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
HavyanbHUK

dapmaLueBTUUYHOIO ynpaBNiHHA

Tapac TIACKOBCbKUIA




ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEANYHNX IMYHOBIOJIOT'TYHUX TTPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMNX 3ACOBIB YKPAIHU

Jopatok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLuito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
martepianis»
Bif1 08 uepBHa 2023 poky Ne 1037

OXOPOHY 30pOB’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B

MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007

poky 3a Ne 73/13340 (y pefaxuii Hakasy

MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!

3ri4HO 3i CTPOKaMU, 3a3HaueHUMU Y

nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3

6e3nekn

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs1 peecmpayitiHo2o
n 3acoby yrnakoska) nocsi0O4YeHHs1
1. AKHETPEKC 10 | kancynu m'siki no 10 Mera TainaHg, Mera TainaHg, MepepeecTpauis Ha 5 pokis 3a He UA/16557/01/01
mr; no 10 kancyn y NavidhcaiieHcis NavidpcaiieHcis MepiognyHicTb NOAaHHA perynsipHo peyenmom nionsizae
6nictepi, no 3 Mabnik Mab6nik KomnaHi OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
6nictepu B Komnawi Nimiteq Mopsiaky 34iicHeHHs hapmakoHarnsagy,
KapTOHHI Kopoo6Li Nimiten 3aTBEpMAKEHOro Haka3om MiHicTepcTBa
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
n 3acoby ynakoska) nocBi04€eHHs
2. | AKHETPEKC 20 | kancynu m'siki no 20 Mera TainaHg, Mera TainaHg, MepepeecTpadis Ha 5 poki.. 3a He UA/16557/01/02
mr, no 10 kancyny NaiidpcaineHcis NaiidpcaineHcis OHOBNEHO iHthopMmaLito B IHCTPYKLIT A5 peyenmom nionseae
6nicTepi, no 3 Mabnik Ma6nik Komnani MeZMNYHOro 3aCTOCYBaHHS NMiKapcbKoro 3acoby
6nictepu B Komnawi NimiTeq y posginax: "Oco6a1BOCTi 3aCTOCyBaHHA",
KapTOHHI/ KopoobLi Niviten "3acTocyBaHHs y nepiof BaritTHocTi abo

rogyBaHHs rpyaar”, "34atHicTe BNMBaTK Ha
LWBMAKICTb peakuii npu KepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK MexaHiamamn',
"Mo6iuHi peakuii” BigNoBigHO A0 iHchopmaLi
L1040 MEANYHOIO 3aCTOCYBaHHS
pethepeHTHOrO ikapcbKoro 3acoby
(POAKKYTAH, kancynn).

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
6e3neku.
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
n 3acoby ynakoska) nocBi04€eHHs
3. BIFOP 6anb3am ans TOB YkpaiHa MpAT "Bionik" YkpaiHa MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH 6e3 He UA/8099/01/01
nepopasibHoOro "YKpaiHcbka OHoBMEHO iH(hopmaLito B IHCTpYKUii gns peyenma — nionseae
3acToCyBaHHs, Mo thapmaueBTuy MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby o 100 mn,
200 M1y hnakoHax; Ha KomnaHis" y po3ginax "OcobnnBOoCTi 3aCTOCyBaHHA", 200 mn
no 200 mn, 250 mn "Mepepo3ysaHHsa", "MobiyHI peakuii™ 3a
abo 500 mny BiANOBIAHO A0 iH(hopMaLii 3 6e3neku peyenmom
nnswkax; no 100 mn 3aCTOCyBaHHSA AiloUnx Ta SOMNOMDKHUX — o 250
y 6aHkax pEeyvYoBUH. M7, no 500
M
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BifNOBIAHO A0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuil Ykpainum 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6e3neku.
4. | 30HIK Kancynv Teepgi no TOB YkpaiHa KYCYM IHAis MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/16350/01/02
75 wr; no 14 kancyn "TNEAPAPM XENTXKEP MNBT OHOBNEHO iHhopmaLito B IHCTPYKLIT A5 peyenmom nionsieae
y 6nicTepi; no 1 abo nTar nTa MeANYHOro 3acToCyBaHHA NikapcbKoro 3acoby

no 2, a6o no 4, abo
no 6 6nictepiB y
KapTOHHIA ynakoBL,i

B po3ginax "OcobanBocCTi 3acTocyBaHHA",
"Mo6iuHi peakuii” BigNoBigHO A0 iHhopmaLi
pedrepeHTHOro fikapcbkoro 3acoby (Jlipuka,

kancysm no 50 mr, no 75 mr, no 150 wmr, no 300
Mr).

MepiognyHiCTb NOAAHHA perynsipHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3Ha4eHNMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
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Mmr/5 mr; no 30 abo
100 TabneTok y
KOHTEliHepi Ans
Tabnetok; no 1
KOHTeliHepy Ans
TabneTok B KOpOOLi
3 KapTOHY

nakyBaHHs, BUMYyCK
cepii:
Na6opaTtopii
Ceps'e IHpacTpi,
®paHuis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1, BUMYyCK
cepii:
Ceps'e (IpnaHgis)
IHpacTpic NTa,
Ipnangis

B po3ginax "MpoTunokasaHHsa", "B3aemopis 3
HLWMMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHS",
"Mo6ivHi peakui™ BignNoBigHO A0 iHhopmaLi
CTOCOBHO 6e3nekn MikapcbKoro 3acoby, ska
3a3HaveHa B MaTepianax peecTpauiiHoro
[0CbE.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 34,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3ifiHO 3i CTpOKaMu, 3a3HaYeHNMMN y
nepioguYHOCTI NoJaHHSA perynsipHux 3BiTiB 3
6e3neku

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
n 3acoby ynakoska) nocBi04€eHHs
5. | KOCIPE/Nb 10 TabneTku, BKPUTI ne PpaHuis BUPOGHMLTBO, PpaHuia/ MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH 3a He UA/16110/01/01
Mr/ 5 Mr NNiBKOBOO NNABOPATYA aHaui3, NepBuHHE Ipnangis OHOBNEHO iHthopMmaLito B IHCTPYKLIT A5 peyenmom nionseae
o6onoHkoto, no 10 P CEPB'E€ Ta BTOPUHHE MeZMNYHOro 3aCTOCYBaHHS NMiKapcbKoro 3acoby
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mr /10 mr; no 30 a6o
100 TabneTok y
KOHTEliHepi Ans
Tabnetok; no 1
KOHTeliHepy Ans
TabneTok B KOpOOLi
3 KapTOHY

nakyBaHHs, BUMYyCK
cepii:
Na6opaTtopii
Ceps'e IHpacTpi,
PpaHLjs;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1, BUMYyCK
cepii:
Ceps'e (IpnaHgis)
IHpacTpic NTa,
Ipnangis

B po3ginax "MpoTunokasaHHsa", "B3aemopis 3
HLWMMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHS",
"Mo6ivHi peakui™ BignNoBigHO A0 iHhopmaLi
CTOCOBHO 6e3nekn MikapcbKoro 3acoby, ska
3a3HaveHa B MaTepianax peecTpauiiHoro
[0CbE.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 34,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3ifiHO 3i CTpOKaMu, 3a3HaYeHNMMN y
nepioguYHOCTI NoJaHHSA perynsipHux 3BiTiB 3
6e3neku.

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
n 3acoby ynakoska) nocBi04€eHHs
6. | KOCIPE/b 10 TabneTku, BKPUTI ne PpaHuis BUPOGHMLTBO, PpaHuia/ MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH 3a He UA/16109/01/02
Mr/10 mMr NNiBKOBOO NNABOPATYA aHaui3, NepBuHHE Ipnangis OHOBNEHO iHthopMmaLito B IHCTPYKLIT A5 peyenmom nionseae
o6onoHkoto, no 10 P CEPB'E€ Ta BTOPUHHE MeZMNYHOro 3aCTOCYBaHHS NMiKapcbKoro 3acoby
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mr /10 mr; no 30 a6o
100 TabneTok y
KOHTEliHepi Ans
Tabnetok; no 1
KOHTeliHepy Ans
TabneTok B KOpOOLi
3 KapTOHY

nakyBaHHs, BUMYyCK
cepii:
Na6opaTtopii
Ceps'e IHpacTpi,
®paHuis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1, BUMYyCK
cepii:
Ceps'e (IpnaHgis)
IHpacTpic NTa,
Ipnangis

B po3ginax "MpoTunokasaHHsa", "B3aemopis 3
HLWMMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHS",
"Mo6ivHi peakui™ BignNoBigHO A0 iHhopmaLi
CTOCOBHO 6e3nekn MikapcbKoro 3acoby, ska
3a3HaveHa B MaTepianax peecTpauiiHoro
[0CbE.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 34,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3ifiHO 3i CTpOKaMu, 3a3HaYeHNMMN y
nepioguYHOCTI NoJaHHSA perynsipHux 3BiTiB 3
6e3neku.

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
n 3acoby ynakoska) nocBi04€eHHs
7. | KOCIPE/Nb 5 TabneTku, BKPUTI ne PpaHuis BUPOGHMLTBO, PpaHuia/ MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH 3a He UA/16111/01/01
Mr/ 10 Mr NNiBKOBOO NNABOPATYA aHaui3, NepBuHHE Ipnangis OHOBNEHO iHthopMmaLito B IHCTPYKLIT A5 peyenmom nionseae
060/10HKOI0, M0 5 P CEPB'E€ Ta BTOPUHHE MeZMNYHOro 3aCTOCYBaHHS NMiKapcbKoro 3acoby
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
n 3acoby ynakoska) nocBi04€eHHs
8. | KOCIPE/Nb 5 TabneTku, BKPUTI ne PpaHuis BUPOGHMLTBO, PpaHuia/ MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH 3a He UA/16109/01/01
Mr/s Mr NNiBKOBOO NNABOPATYA aHaui3, NepBuHHE Ipnangis OHOBNEHO iHthopMmaLito B IHCTPYKLIT A5 peyenmom nionseae
060/10HKOI0, M0 5 P CEPB'E€ Ta BTOPUHHE MeZMNYHOro 3aCTOCYBaHHS NMiKapcbKoro 3acoby
mr /5 mr; no 30 abo nakyBaHHs, BUMYCK B po3ginax "MpoTunokasaHHsa", "B3aemopis 3
100 TabneTok y cepii: HLWMMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
KOHTEliHepi Ans Na6opaTtopii B3aemogiin", "OcobMBOCTi 3acTOCyBaHHS",
Tabnetok; no 1 Ceps'e IHpacTpi, "Mo6ivHi peakui™ BignNoBigHO A0 iHhopmaLi
KOHTeliHepy Ans ®paHuis; CTOCOBHO 6e3nekn MikapcbKoro 3acoby, ska
TabneTok B KOpOOLi nepBuUHHEe Ta 3a3HaveHa B MaTepianax peecTpauiiHoro
3 KapTOHY BTOPVHHE [0CbE.
nakyBaHHs!, BUMYCK
cepii: MepiognyHicTb NOAaHHA perynsipHo
Ceps'e (IpnaHgis) OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
IHgacTpic /114, Mopsiaky 34iicHeHHs hapmakoHarnsagy,
Ipnangis 3aTBEpMAKEHOro Haka3om MiHicTepcTBa
OXOPOHY 34,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3rifiHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NoJaHHSA perynsipHux 3BiTiB 3
6e3neku.
9, | NIHE3ONIA- TabneTku, BKPUTI leTepo /1a63 IHais leTepo /1a63 IHais nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/16624/01/01
FETEPO NNiBKOBOIO Nimiteq Nimiteq MepioAnyHICTb NOAAHHS PEryNsipHO peyenmom nionseae

060510HKO, No 600
mr, no 10 TabneTok
y 6nicTepi, no 1 abo
6 6nicTepiB y
KapTOHHIA KopooLi

OHOBJIHOBAHOTO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa

OXOPOHW 34,0POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3Ha4eHNMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
n 3acoby ynakoska) nocBi04€eHHs
10. | MEMAME], TabneTku, BKPUTI Megokemi Kinp nepBrHHe Ta Kinp MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH 3a He UA/16845/01/01
NNiBKOBOO nTa BTOPUHHE MepiognyHICTb NOAAHHSA PErynsipHO peyenmom nionseae
060/10HKOI 1Mo 10 mr nakyBaHHs OHOBJIHOBAHOTO 3BIiTYy 3 6e3neku, BiANoBIAHO A0
no 10 TabneTtok y roToBOro Mopsiaky 34ificHeHHs hapmakoHarnagy,
6nicTepi, no 3 abo 6 nikapcbKoro 3aTBEPMAKEHOr0 Haka3om MiHicTepcTea
6nicTepis B 3acoby: OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
KapTOHHIlA KOpooLi Mepokemi NTA 2006 poky Ne 898, 3apeecTpoBaHOro B
(3aBog AZ), Kinp MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
BMPOGHULITBO 3a poky 3a Ne 73/13340 (y pefakuii Hakasy
NOBHUM LMKNOM: MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
Megokemi T/, 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
(LeHTpanbHuii 3ri4HO 3i CTpOKaMu, 3a3HaYEHNMUN Y
3aBsog), Kinp nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.
11. | MEMAMEL TabneTku, BKpUTI Megokemi Kinp nepBrHHe Ta Kinp MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/16845/01/02
NNiBKOBOO nTa BTOPWHHE MepiognyHiCTb NOAAHHA PerynsipHo peyenmom nionsieae
060/10HKO0 NO 20 Mr nakyBaHHs OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BigNoOBIAHO A0
no 10 TabneTtok y roToBOro Mopsaky 34ificHeHHs hapmakoHarnagy,
6nictepi, no 3 abo 6 nikapcbKkoro 3aTBEpAKEHOro Hakasom MiHicTepcTBa
6nicTepis B 3acoby: OXOPOHW 340POB’A YKpaiHu Bif, 27 rpygHs
KapTOHHIA Kopoo6Li Megokemi NT/A, 2006 poky Ne 898, 3apeecTpoBaHoOro B
(3aBog AZ), Kinp MiHicTepcTsi tocTuLii Ykpainm 29 ciuHs 2007
BMPOGHULITBO 3a poky 3a Ne 73/13340 (y pefakuii Hakasy
NOBHUM LMKOM: MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
Mepokemi NTA 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
(LleHTpanbHuii 3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
3aBsog), Kinp nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6e3neku.
12.| O3AJIEKC® TabneTkn, BKPUTI TOB YkpaiHa TOB "KYCYM YkpaiHa [MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/16949/01/02
NNiBKOBOO "TNEAPAPM PAPM" OHOBNEHO iHhopmaLLito B IHCTPYKLIT An1s peyenmom niosnsieae
060/10HKOH0, M0 20 nTa" MeANYHOro 3acToCyBaHHA NikapcbKoro 3acoby

mr, Ne28 (14x2): no
14 TabneTok y
6nictepi, no 2
6nictepn y
KapTOHHIA ynakoBLi

y po3ginax: "®apmMakosioriyHi BAacTuBocCTi",
"MokasaHHs", "MNpoTunokasaHHs", "B3aemogis
3 [HWVMK NiKapcbKUMK 3acobamu Ta iHLWi BUan

B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",

"3acTocyBaHHs y nepiof BaritTHocTi abo
rogysaHHs rpyaar”, "3aatHicTb BNaMBaTh Ha
LWBMAKICTb peakuii mpy KepyBaHHi
aBTOTPaHCMOpPTOM abo iHWMMU MexaHiaMamn”,
"Cnoci6 3acTocyBaHHA Ta gosun", "Aitun",
"Mo6ivHI peakui™ BigNoBigHO A0 iHchopmal,i
L1040 MEANYHOIO 3aCTOCYBaHHS
pethepeHTHOrO ikapcbKoro 3acoby
(KPECTOP, TabneTku, BKpUTI NAIBKOBOO
060/10HKOI0).
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
n 3acoby ynakoska) nocBi04€eHHs
13. | O3AJIEKC® TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM YkpaiHa MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH 3a He UA/16949/01/03
NNiBKOBOO "TNEQPAPM PAPM" OHOBNEHO iHthopMmaLito B IHCTPYKLIT A5 peyenmom nionseae
o6onoHkoto, no 40 nTta" MeZMNYHOro 3aCTOCYBaHHS NMiKapcbKoro 3acoby
Mr Ne28 (14x2): no y po3ginax: "®apmMakosnoriyHi BnactmsBocTi”,
14 TabneTok y "MokasaHHs", "MNpoTunokasaHHa", "B3aemogis
6nicTepi, no 2 3 HWKMK NiKapcbKMKU 3acobamu Ta iHLWi BUan
6nictepn y B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHSA",
KapTOHHI ynakosLi "3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "34atHicTe BN/MBaTK Ha
LWBWAKICTb peakuii npy KepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK MexaHiamamn',
"Cnocib 3acTtocyBaHHs Ta go3un", "Litn",
"Mo6ivHi peakui™ BignNoBigHO A0 iHhopmaLi
LLIOAO0 MEANYHOIO 3aCTOCYBaHHS
pechepeHTHOro nikapcbKoro 3acoby
(KPECTOP, TabneTku, BKpUTI NNIBKOBOO
060/10HKOI0).
14. | O3AJIEKC® TabneTku, BKpUTI TOB Ykpaina TOB "KYCYM YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/16949/01/01
NNiBKOBOO "TNEAPAPM PAPM" OHOBNEHO iHhopmaLLito B IHCTPYKLIT Ans peyenmom nionsieae
060/10HKOH0, M0 10 nTar MeANYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby
Mmr Ne28 (14x2): no y po3ginax: "®apmMakosioriyHi BnactmsocTi”,
14 TabneTok y "MokasaHHs", "MNpoTunokasaHHsa", "B3aemogis
6nicTepi, no 2 3 iHWMMK NiKapCbKMMy 3acobamu Ta iHLWi BUAN
6nictepu y B3aemogiit", "OcobmMBOCTi 3acToCcyBaHHsA",
KapTOHHIA ynakoBsL,i, "3acTocyBaHHS y nepiog BariTHOCTi abo
Ne84 (14x6): no 14 rogyBaHHs rpyaar”, "3aatHicTb BNMBaTh Ha
TabneTtok y 6nictepi, LWBUAKICTb peakuil Npy KepyBaHHi
no 6 6nictepis y aBTOTPaHCNOPTOM ab0 IHWKMMU MexaHi3mMamn',
KapTOHHI ynakosL,i "Cnoci6 3acTtocyBaHHs Ta gosn", "fitn",
"Mo6iuHi peakuii” BigNoBigHO A0 iHhopmaLi
010 MEMYHOrO 3aCTOCyBaHHS
pethepeHTHOrO /ikapcbKoro 3acoby
(KPECTOP, TabneTku, BKpUTI MNiBKOBOH
060/10HKOI0).
15. | NAHKPEATUH aMopgoHMiA MopoWwoK | ToBapuCcTBO 3 YkpaiHa CwnyyaHb BiocuH Kutaii [MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/17163/01/01
(cy6eTaHuis) y 06MexeHo PapmacboTikas niosnsieae
[OBOLLapOBUX BiANOBIAabHI Ko., NT4.
nonieTnIeHoBux CTIO
nakeTtax gnsa "®apmavesTn
hapmaueBTU4HOro YHa KoMnaHis
3acTocyBaHHA "3popos'sa”
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
n 3acoby ynakoska) nocBi04€eHHs
16. | PUNMPOHAT po3uuH A8 iH'ekyiin, | TOB «YOPNA | YkpaiHa K.O. Pomdhapm PymyHis MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH 3a He UA/16424/01/01
100 mr/mn; no 5 mn MEANLINH> Komnani C.P.J1. OHOBNEHO iHthopMmaLito B IHCTPYKLIT A5 peyenmom nionseae
B amnyni; no 5 MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby
ammnys B KOHTYPHiii y posginax: "lMpotunokasaHHs", "B3aemopis 3
YapyHKOBIl HLWMMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
ynakoBLi; no 2 B3aemogiin”, "NobivHi peakuii” BignosigHO f0
KOHTYPHI YapyHKOBI iHbopMmaLii WoA0 MeguyYHOro 3acTocyBaHHsA
yNaKoBKM B pethepeHTHOrO /ikapcbKoro 3acoby
KapTOHHI Kopoo6Li (MINOPOHAT, po3unH Ans iH'ekuii).
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHSA perynsipHUX 3BiTiB 3
6e3neku.
17. | PO3YBACTAT NOpPOLLOK MpAT Ykpaina FMEHMAPK IHAIA MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/17117/01/01
NH KANbLIKO (cybeTaHuis) y "®apmavueBTu NAN® nionsieae
nakeTax noaBiiHNx yHa thipma CAMEHCW3 NTA,
nonieTnneHoBnx "fapHuua”
ans
hapMaLeBTUYHOTO
3acToCcyBaHHSA
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Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
n 3acoby ynakoska) nocBi04€eHHs
18. | PO3YNIN® Kancynu Teepai no 3AT YropwmHa NOBHUIA LMK YropwumHa MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH 3a He UA/16806/01/01
nnoc 40 mr/10 mr, no 10 $PapmaueBTny BUPOGHMLTBA, BHeceHO OHOBMEHY iH(hOpPMaLLito B iIHCTPYKLitO peyenmom nionseae
Kancyn y bnictepi; HWiA 3aBOf, BK/IOYAIOUN [ANs MeAMYHOro 3acTOCyBaHHS NiKapCbKoro
no 3 6nictepu y EriC BUNYCK cepil: 3acoby A0 po3zinis "MokasaHHA" (YTOUHEHHS),
KapTOHHI/ KopoobLi 3AT "®apmakonoriyHi BnactusocTi" (6e3neka),
dapmaneBTUYHNI "MNMpoTrnokasaHHs", "B3aeMogis 3 iHLLIUMK
3aBop, ETIC, niKkapcbkrMuy 3acobamu Ta iHLi BUAK
YropLimHa; B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHS",
NOBHWIA LMK "Cnoci6 3acTocyBaHHS Ta f031" (YTOUHEHHS),
BUPOGHMLTBA, "Mepepo3yBaHHsa", "Mo6IYHI peakuji”
BK/THOYA0UN BIZANOBIAHO [0 OHOBMEHOT iHGhopMmaLi,
BUWMYCK Cepii: 3a3HaveHol B MaTepiasiax peecTpauiiHoro
3AT [OCbLE.
dapmauleBTUYHNI
3aBog, ErIC, MepiognyHicTb NOAaHHA perynsipHo
YropwmHa OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0

Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3ifjHO 3i CTpOKaMu, 3a3HaYeHNMHN y
nepioguYHOCTI NoJaHHSA perynsipHux 3BiTiB 3
6e3neku.




23

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/ NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
n 3acoby ynakoska) nocBi04€eHHs
19. | UWANOCTA30/1 | Tabnetku no 100 wmr, CTALA HimeyunHa BUWMYCK Cepii: HimeuuunHa/ MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH 3a He UA/16267/01/01
CTALA® no 14 TabneTtok y ApuHaiimitten CTALA Monbwa OHOBNEHO iHthopMmaLito B IHCTPYKLIT A5 peyenmom nionseae
6nicTepi; no 4 b Al ApuHaiimiTTens MeZMNYHOro 3aCTOCYBaHHS NMiKapcbKoro 3acoby
6nictepu y Al', HimeyunHa y po3sginax "®apmakosioriyHi BNacTMBocTi",
KapTOHHI KOpooLi BUPOBHMLTBO "MokasaHHs", "MNpoTnnokasaHHs", "B3aemogis
Hepo3dacoBaHOro 3 HWKMK NiKapcbKMKU 3acobamu Ta iHLWi BUan
NpPOAYKTY, B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHSA",
nepBrHHE Ta "3acTocyBaHHS y nepiog BariTHOCTi abo
BTOPUHHE roflyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nakyBaHHs, no3n", "Mob6ivHi peakuii” BignosigHo A0
KOHTPO/b Cepiii: iHchopmawii pedrepeHTHOro nikapcbkoro
Apawvep dapma 3acoby (Pletal 100 mg tablets).
C.A,, MonbLa
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
6e3neku
HayanbHUK
Tapac IACKOBCbKUA

dapmayeBTUYHOIO yNpaB/liHHA
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Moparox 3
[0 Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLuito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»
Bif1 08 yepBHa 2023 poky Ne 1037

ITIEPEJIIK
JIIKAPCBKUX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIO0 AKX BYJ/IM BHECEHI
3MIHM 1O PEECTPALIIMHNX MATEPIAJIIB, AKI BHOCATBCSHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX

3ACOBIB YKPAIHA

Ne

Hassa

dopma sunycky 3asBHUK Kpaina Bupo6HuUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n J/likapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHsT* peecmpayitiHo2o
3acoby ynakoska) nocBi04€eHHs1
1. | ADANTON® kancynu no 300 mr; AT NatBis AT Nartsis BHECEHHS 3MiH 40 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/2785/02/01
no 10 kancyny "OnaviHdhapm” "OnaiiHcpapm” | TMNY - 3MiHNM WoA0 6e3nekn/edekTBHOCTI Ta peuyenma

6nicTepi; no 2
6nictepu B
KapTOHHIN navuyj

chapmakoHarnsgy. BeegeHHsa abo 3miHn fo
y3araslbHeHuX fiaHnx Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHVX fAaHUX NPo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBifa/bHOT 3a 34iiCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cO6M 3 thapMakoHarnsay 3asBHUKa A1
3piicHEeHHs hapMakoHarnsay B YkpaiHi, SKL0 BOHa
BiIMiHHa Bif, yNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs chapmakoHaragy (Bkovarum
KOHTaKTHi faHi) Ta/abo 3MiHW Yy PO3MILLLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa
KOHTaKTHOT 0CO6U 3asiIBHMKA, BifgnoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.

[itoya pepakuis: Mpuckoka AHApil. MponoHoBaHa
pegakuisi: CaBuyeHko AmuTpo CepriioBuy. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,

BiANoOBiAa1bHOI 3a (hapmakoHarnsag B Ykpaii
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
2. | ABQEMETIOHI | nopoLuok TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN - - UA/14867/01/01
HY 1,4- (cybeTaHuis) y «MIKPOXIM» «MIKPOXIM>» | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa
BYTAHAWUCY | nakeTtax 3 HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
Nb®OHAT (h0/IbroBaHoi NNiBKK peecTpaLiiiHoro noceig4eHHst). 3miHa agpecu
ans 3as1BHMKa J13 y 3B'A3KY 3 (DAKTUUYHOK 3MiHOHO
dhapmaLeBTU4HOTO IOPUANYHOT afpecy, a TakoX 3MiHa HaliMeHyBaHHS
3aCTOCyBaHHA 3asBHIKa, a came 3rigHo ctatyty TOB HB®
"MIKPOXIM" ckopoyeHe HallMeHyBaHHs
ToBapucTBa. 3MiHu | TURY - AQMIHICTPATVBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NpOoBaPKEHHA AiS/IbHOCTI BUPOOHUKA (BKIKOYatouM,
3a HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/IHO
SIKOCTi), abo BNacHvka macTtep-gpaiina Ha A®Il, abo
noctavasibHuka A®l/BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (AKLLO
3a3HayYeHo y fOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMNOMIDKHOT PEYOBUHM
(AKLLL0 3a3HAYEHO Y A0CbE). 3MiHa OPUANYHOT
aapecu BUpobHuKa A®I, a Takox 3miHa
HallMeHyBaHHS BUPOOHMKa, a came 3rifgHo cTaTyTy
TOB HB® "MIKPOXIM" ckopouyeHe HaiiMeHyBaHHS
ToBapucTsa.
3. | ABEHOPM Kancynu 3 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX MaTepianis: 3MiHW 3a - UA/6709/01/01
MOAUIKOBAHUM "KNIBCbKWN "KNIBCbKWI | TNy - 3MiHK WOA0 6e3nekn/eddeKTMBHOCTI Ta peyenmo
BUBI/IbHEHHAM, BITAMIHHAIA BITAMIHHUIA hapmakoHarnagy (iHwi 3MiHK) - 3MiHM BHECeHi B M
TBepgi no 0,4 mr; no 3ABOL" 3ABO" TEKCT MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
10 kancyn y YNakoBKM J1iKapCbKOro 3acoby, a came BUTyYeHHS

6nictepi; no 3
6nicTepy y nayui

iHchopMmawii pocilicbkoro MOBO. BBefeHHs1 3MiH
NpoTArom 6-T1 MiCALIB MiCa 3aTBEPAKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
4. | ANAPIHK® NOpPOLLOK ANA AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/14814/01/01
Opa/1bHOro PO34NHY | TMny - 3miHK 3 AkocTi. CepTudpikat peyenma

3i CMakoM YOpHOI
CMOpPOAVHN N0 5,2 T
B calle; no 10 cawe
B NauLli 3 KAPTOHY

BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiii hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHSA Y
BiANOBIAHICTL A0 MOHorpadii APY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOoT HalioHaIbHOT
thapmakonei gepxasu EC (iHWi 3MiHN) NpUBEAEHHSA
po3giny «lgeHTudikayis» go BUMor moHorpadii
Paracetamol €®, 10.7 (2.2.24) ana AdI
napaueTtamon (BMpo6HukiB Shenzhou Jiheng
Pharmaceutical Co., Ltd, Kutaii Ta Angiu Lu'an
Pharmaceutical Co., Ltd, Kutaii) Big Bupo6Huka /3.
3Mminn | TUnYy - 3MiHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiii hapmakonei/MmoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHSA Y
BiANOBIAHICTb A0 MoHorpadii APY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOoT HalioHaIbHOT
thapmakonei gepxasu EC (iHWi 3MiHN) NpUBEAEHHSA
po3gainy «CynpoBigHi AOMILLKM» [0 BUMOT
MoHorpadii Paracetamol €®, 10.7 (2.2.29) gna AdI
napaueTtamon (BMpo6HukiB Shenzhou Jiheng
Pharmaceutical Co., Ltd, Kutaii Ta Angiu Lu'an
Pharmaceutical Co., Ltd, Kutaii) Big Bupo6Huka 3.
KpuTepii NpUiHATHOCTI He 3MiHUAUCS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
5. | ANOPIHK® NOpPOLLOK ANA AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/14813/01/01
Opa/1bHOro PO34NHY | TMny - 3miHK 3 AkocTi. CepTudpikat peyenma

3i CMakoM JIMMOHY
no 4,8 r B cawe; no
10 cawe B nauuj 3
KapTOHY

BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiii hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHSA Y
BiANOBIAHICTL A0 MOHorpadii APY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOoT HalioHaIbHOT
thapmakonei gepxasu EC (iHWi 3MiHN) NpUBEAEHHSA
po3giny «lgeHTudikayis» go BUMor moHorpadii
Paracetamol €®, 10.7 (2.2.24) ana AdI
napaueTtamon (BMpo6HukiB Shenzhou Jiheng
Pharmaceutical Co., Ltd, Kutaii Ta Angiu Lu'an
Pharmaceutical Co., Ltd, Kutaii) Big Bupo6Huka /3.
3Mminn | TUnYy - 3MiHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiii hapmakonei/MmoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHSA Y
BiANOBIAHICTb A0 MoHorpadii APY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOoT HalioHaIbHOT
thapmakonei gepxasu EC (iHWi 3MiHN) NpUBEAEHHSA
po3gainy «CynpoBigHi AOMILLKM» [0 BUMOT
MoHorpadii Paracetamol €®, 10.7 (2.2.29) gna AdI
napaueTtamon (BMpo6HukiB Shenzhou Jiheng
Pharmaceutical Co., Ltd, Kutaii Ta Angiu Lu'an
Pharmaceutical Co., Ltd, Kutaii) Big Bupo6Huka 3.
KpuTepii NpUiHATHOCTI He 3MiHUAUCS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
6. | AKIH3EO® kancynu Teepai, 300 XenciHH LLiseiiuapi XenciHH Ipnangis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/17170/01/01
mr/0,5 mr, no 1 Xenckea CA A Bipekc | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo
Kancyni B 6nictepi; dapmachbloTika 3MiHU y BUPOGHMLTBI. 3MiHa po3mipy cepil M
no 1 6nictepy B n3 nrg, (BKKOHAOUM Ajana3oH po3Mipy cepil) roToBoro

KapTOHHI Kopo6Lyi

nNiKapcbKoro 3acoby (36isbLeHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM PO3MiPOM) A0AAHHS
anbTepHaTMBHOIO po3Mipy cepii 360 000 TabneTok
015 MPOMDKHMX TabneTok HeTyniTaHT B fONOBHEHHSA
[0 BXe 3aTBepXeHoro po3Mipy cepii 120 000
Tabs1eToK. 3MiHu | Tuny - 3MiHK 3 skocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (BktoYaKum gianasoH po3mipy cepii)
roToBOro NikapcbKoro 3acoby (36inbLueHHs go 10
pasiB NMOPIBHAHO i3 3aTBEPAKEHUM PO3MiPOM)
36iNbLUEHHS PO3MIpY Cepii rOTOBOrO NiKapCbKoro
3acoby ans TBepamx kancyn AkiHzeo® 300 mr
HeTynitant/0,5 Mr MasioHoceTpoH (3aTBepakeHo: 40
000 kancyn; 3anpornoHoBaHo; 120 000 karncyn).
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HallmeHyBaHHS Ta/abo agpecy MicLs NPOBaKEHHS
OiSNIbHOCTI BUPO6HMKa (BK/THOYatoun, 3a
Heob6XifHOCTI, Micue NPOBeLEeHHS KOHTPOJIO SKOCTI),
abo BnacHvka macTtep-tharina Ha A®l, abo
noctavasibHuka Adl/BrxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
3aCTOCOBYHOTbCA Y BUPOO6HULTBI ADI (SKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMNOMIXHOT PEHOBVHN
(SIKLLLO 3a3HAYEHO Y A0ChE) 3MiHA HaliMEHYBaHHS
BMPOGHMKA BiAMNoBiAaNbHOIO 3a BUPOOHMULITBO,
KOHTPO/1b SIKOCTI Ail04NX PEYOBUH NasIOHOCETPOHY
rigpoxnopug, HeTyniTaHT 6e3 3miH1 agpecu
BMPOOGHMLITBA, @ TaKoX /715 BUPOBHWKIB MPOMiIXKHUX
NPOAYKTIB, L0 BUKOPUCTOBYIOTLCA B NPOLIECI
BMPOOHULITBA Ai0UOT PEYOBUHN HETYNITaHT
3arBepmxeHo: Helsinn Advanced Synthesis SA
3anponoHoBaHo: HAS Healthcare Advanced
Synthesis SA
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
7. | AKCE®® TabneTku, BKPUTI HOBEN INAY TypeyuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/3767/01/01
060/10HKOI0 110 250 CAHAI BE a CAHAI BE | TMNY - 3MiHK WOA0 6e3nekn/edekTUBHOCTI Ta peyenmo nionsizae
Mr, no 10 TabneTok TIOKAPET TIOXAPET thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
y 6nictepi; no 1 a6o A.LL. A.LL. NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
no 2 6nictepn y IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
KapTOHHI ynakoBLi perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHM BHECEHO A0 IHCTPYKLIi AnA
MeAUYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
po3ginu: "OcobamBocTi 3acTocyBaHHs", MM06IYHI
peakui™ BignoBigHO A0 OHOB/EHOT iHhopmaLlii 3
6e3neku Ajtoyoi pevoBnHN. BBeAEHHS 3MiH NPOTArom
6-TW MicsUIB NicNs 3aTBEPAKEHHS
8. | AKCED® TabneTku, BKpUTI HOBEN INAY TypeyuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 3a He UA/3767/01/02
060/10HKOI0 110 500 CAHAI BE a CAHAI BE | TMNY - 3MiHK WOA0 6e3nekn/edekTUBHOCTI Ta peyenmo nionsizae
Mr no 10 TabneTtok y TIIKAPET TIIKAPET thapmakoHarnagy. 3MiHa y KOpOoTKilli XxapakTepucTuui M
6nictepi; no 1 a6o A.LL. A.LL. nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

no 2 6nictepny
KapTOHHI ynakoBLi

IHCTPYKLiT 415 MeAMYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHunx gocnimkerb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom) 3MiHM BHECEHO A0 IHCTPYKLIi Ans
MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
po3ginu: "OcobamBocTi 3acTocyBaHHs", Mo6iuHI
peaxuii” BignoBigHO A0 OHOB/EHOT iH(hopmaLii 3
6e3neku Ajtoyoi pevyoBnHN. BBeAeHHS 3MiH NpOTArom
6-TV MicAUiB NMiCNa 3aTBEPIAKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
9, | ANONYPUHO | Tabnetkn no 100 mr, My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/7302/01/01
n no 10 TabneTtok y akKuioHepHe akujioHepHe | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmo
6nicTepi; no 5 TOBapUCTBO TOBapUCTBO BignosigHocTi/l E-cepTudikar BignosigHoCTI M
6nictepiB y nayui "HaykoBo- "HaykoBo- €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
BMPOGHNUNI BMPOGHUUNI HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
LEeHTP LeHTp abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
"BopLuariscbk "BopLuariBcbk €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
WA Ximiko- WA XiMiKO- marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
thapmaveBTUy thapmaveBTUy BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
HWi1 3aBoa" HWi1 3aBo", [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
YkpaiHa €sponelicbkin dhapmakonei) - OHOBEHWIA
(BMpPOGHMLTBO cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
3a MOBHUM noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
LK/IOM); €poneiicbkin hapmakonei Ne R1-CEP 2008-211-
ToBapucTBO 3 Rev 03 (3aTBeppxeHo: R1-CEP 2008-211-Rev 02)
06MeXeHOI0 ans A®| anonypuHony Bif, BXe 3aTBEPAKEHOr0
BiANOBIga/IbHI Bupo6HuKa IPCA LABORATORIES LIMITED, IHgis.
cTio 3miHu | TUny - 3MiHK 3 aKkocTi. CepTudikar
"ArPOPAPM", BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
YkpaiHa €sponelicbkin hapmakonei/moHorpadii. MogaHHA
(BUpOGHMLTBO, HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
nakyBaHHs, ab0o BuUy4YeHHs cepTuddikarta BignoBiAHOCTI

BUMYCK Cepii);
ToBapucTso 3
06MexeHot
BiANOBIga/IbHI
cTio "Haryp+",
YkpaiHa
(koHTpOb
cepii)

€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuqikaTt Bif yxe 3aTBepKeHoro BUpobHuka -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2008-211-
Rev 04 ana A®l anonypuHony Bif BXe
3aTBepaKeHoro Bupob6Huka IPCA LABORATORIES
LIMITED, IHgis.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
10. | AIONYPUHO | ta6bnetku no 100 mr, My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/7302/01/01
n no 10 TabneTtok y akuioHepHe akuioHepHe | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
6nicTepi; no 5 TOBapUCTBO TOBapUCTBO thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
6nictepiB y nayui "HaykoBo- "HaykoBo- NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
BMPOGHNUNI BMPOGHUUNI IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
LEeHTp LieHTp perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
"BopLuariscbk "BopLuariBcbk nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
Wi XimiKo- NI XimiKo- 3acToCcyBaHHSA NikapCcbKoro 3acoby B
thapmaveBTUy thapmaveBTUy nicnspeecTpauiiinii nepiog, abo sk pesynbTar
HWi1 3aBoa" HWi1 3aBo", OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
YkpaiHa [0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
(BMpPOBHMLTBO Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
3a NOBHUM opraHom).
LK/IOM); 3MiHU BHECEHO [0 IHCTPYKUiT AN MEeANYHOro
ToBapucTBoO 3 3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
06MeXeHo "Oco611BoCTi 3acTocyBaHHsA", "Mo6IuHI peakwii”
BiANOBIga/IbHI BiANOBIAHO [0 OHOBMEHOI iIHGhopMaL,i 3 6e3nekn
cTio AioY0i peyoBUHU. TepMiH BBEEHHS 3MiH MPOTAroM
"ArPOPAPM", 6 MicauiB nicna 3aTBepaKeHHs
YkpaiHa
(BUpOGHMLTBO,
nakyBaHHs,
BUMYCK Cepii);
ToBapucTso 3
06MexeHot
BiANOBIga/IbHI
cTio "Haryp+",
YkpaiHa
(koHTpOb
cepii)
11. | A/IbBYHOPM | po3uvH ans iHdys3ii, OkTathapma ABCTpIst BUPOBHUK, ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu 3a - UA/17703/01/01
20 % 200 r/n, no 50 mn PapmaLeBTUK BiANOBiA&bHN HimeuunHa | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib. peyenmo
a6o 100 mMn po3unHy a n3a Besneka CTOpOHHiX areHTiB. OHOBNEHHS iHdopmaLil M
y dhnakoHi, no 1 MpopaykTioHcre BUPOGHMLTBO "OuiHka 6e3neky CTOPOHHIX areHTiB" (po3ain 3.2.A.2)
chnakoHy B c. M.6.X. in-bulk, (iHWi 3MiHW) 3MiHW A0 OLiHKM 6e3MeKn CTOPOHHIX
KapTOHHI Kopo6Lyi nepBUHHY areHTiB BHACMOK iMNeMeHTaLjii HOBOro po3mipy
yNakoBKy, KOHTelHepiB 415 nnasmu.
KOHTPO/b
SAKOCTI,
BTOPUHHY
yNakoBKy,
BizyasibHa
iHCnekuis,
MapKyBaHHs,

BUMNYCK cepil:
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

Oktadapma
PapmaLeBTuK
a
MpoaykTioHcre
c. M.6.X.,
ABCTpist;
BUPOBHUK,
BiANOBIA&bHN
n3a
BUPOGHMLTBO
in-bulk,
NepBUHHY
yNakoBKy,
KOHTPO/1b
AKOCTI, BUMYCK
cepi:
OkTadhapma
AB, LWBeuUis;
BUPOBHUK,
BiANOBIA&IbHN
n3a
BUPOGHMLTBO
in-bulk,
nepBUHHY
yNakoBKy,
KOHTPO/1b
AKOCTI, BUMYCK
cepi:
OkTadhapma,
dpaHuis;
BUPOBHUK,
BiANOBIA&bHN
n3a
BUPOGHMLTBO
in-bulk,
NepBUHHY
yNakoBKy,
KOHTPO/1b
AKOCTI, BUMYCK
cepi:
OkTadhapma
MpopykTioHcre
cenwapTt
[oliunang,
mM6X,
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n/n

Hassa
NiKapcbKo20

dopma sunycky
(nikapcbka hopma,

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

3acooby

YrnakoskKa)

HimeuuunHa;
BUPOBHUK,
BiANOBiAA/IbHN
3a
BisyaslbHUiA
KOHTPO/b,
MapKyBaHHs
Ta BTOPUHHY
yMaKoBKy:
Oktadapma
[Nleccay M'm6X,
HimeyunHa

UA/17703/01/02

12.

ANNbBYHOPM
25%

PO34uH ANst iHGy3il,
250 r/n; no 50 mn
a6o 100 mMn po3unHy
y donakoHi, no 1
aKkoHy B
KapTOHHI Kopo6Lyi

OkTathapma
PapmaLeBTUK
a
MpopaykTioHcre
c. M.6.X.

ABCTpIst

BUPOBHUK,
BiANOBiA&IbHN
n3a
BUPOGHMLTBO
in-bulk,
NepBUHHY
yNakoBKy,
KOHTPO/b
SAKOCTI,
BTOPUHHY
yNakoBKy,
BizyasibHa
iHCnekuis,
MapKyBaHHs,
BUNYCK cepil:
OkTadapma
PapmaLeBTUK
a
MpoaykTioHcre
c. M.6.X.,
ABCTpIf;
BUPOBHUK,
BiANOBiA&IbHN
n3a
BUPOGHMLTBO
in-bulk,
NepBUHHY
yNakoBKy,
KOHTPO/1b
SAKOCTI, BUNYCK
cepi:
OkTadhapma

ABcTpisi/
Lseuis/Him
eyunHa

AB, UWBeUis;

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3acib.
Besneka CTOpOHHiX areHTiB. OHOBNEHHS iHdopmaLil
"OuiHka 6e3neky CTOPOHHIX areHTiB" (po3ain 3.2.A.2)
(iHWi 3MiHW) 3MiHW A0 OLHKM 6e3MeKn CTOPOHHIX
areHTiB BHACMOK iMNeMeHTaLjii HOBOro po3mipy
KOHTelHepiB 415 nnasmu.

3a
peuyenmo
i
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

BUPOBHUK,
BiANOBIA&bHN
n3a
BUPOGHMLTBO
in-bulk,
nepBUHHY
yNakoBKy,
KOHTPO/b
AKOCTI, BUMYCK
cepi:
OxkTadhapma,
dpaHujs;
BUPOBHUK,
BiANOBIA&bHN
n3a
BUPOGHMLTBO
in-bulk,
NepBUHHY
yNakoBKy,
KOHTPO/b
AKOCTI, BUMYCK
cepi:
OkTadhapma
MpopykTioHcre
cenwapTt
[oliunang,
mM6X,
HimeuumnHa,;
BUPOBHUK,
BiANOBiAA/IbHN
n3a
BisyaslbHUiA
KOHTPO/b,
MapKyBaHHs1
Ta BTOPUHHY
yNaKoBKy:
Oktadapma
[Nleccay M'm6X,
HimeyynHa

13.

ANNbBYHOPM
5%

PO34nH ANst iHQy3il,
50 r/n; no 100 mn,
250 mn a6o 500 mn
PO34MHY Y (hr1akoHi,
no 1 conakoHy B
KapPTOHHI Kopobui

OkTathapma
PapmaLeBTUK
a
MpopaykTioHcre
c. M.6.X.

ABCTpist

BUPOBHUK,
BiANOBiA&bHN
n3a
BUPOGHMLTBO
in-bulk,
NepBUHHY

ABcTpisi/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiitHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib.
Besneka CTOpOHHiX areHTiB. OHOBNEHHS iHdopmaLil
"OuiHka 6e3neky CTOPOHHIX areHTiB" (po3ain 3.2.A.2)
(iHWi 3MiHW) 3MiHW A0 OLHKV 6e3MeKn CTOPOHHIX
areHTiB BHaC/iA0K iMneMeHTaLjii HOBOro po3mipy

3a
peuyenmo
i

UA/17703/01/03
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n/n

NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

yNakoBKy,
KOHTPO/1b
AKOCTI,
BTOPWHHY
yNaKoBKy,
BisyasibHa
iHCnekuis,
MapKyBaHHS,
BWMNYCK Cepil:
Oktadapma
PapmaLeBTuK
a
MpoaykTioHcre
c. M.6.X.,
ABCTpist;
BUPOBHUK,
BiANOBIA&IbHN
n3a
BUPOGHMLTBO
in-bulk,
nepBUHHY
yNakoBKy,
KOHTPO/1b
AKOCTI, BUMYCK
cepi:
OkTadhapma
AB, LWBeuUis;
BUPOBHUK,
BiANOBIA&IbHN
n3a
BUPOGHMLTBO
in-bulk,
NepBUHHY
yNakoBKy,
KOHTPO/1b
AKOCTI, BUMYCK
cepi:
OkTadhapma,
dpaHuis;
BUPOBHUK,
BiANOBIA&bHN
n3a
BUPOGHMLTBO
in-bulk,

NepBUHHY

KOHTeliHepiB Ans nnasmu.
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

yNakoBKy,
KOHTPO/b
AKOCTI, BUMYCK
cepi:
OkTadhapma
MpopykTioHcre
cenwapTt
[oliunang,
M6X,
HimeuuunHa;
BUPOBHUK,
BiANOBiAA/IbHN
n3a
BisyaslbHUiA
KOHTPO/b,
MapKyBaHHs1
Ta BTOPUHHY
yNaKoBKy:
Oktadapma
[Nleccay M'm6X,
HimeyunHa

14.

AMBPOKCO/N
EKCTPA

Tabnetky no 30 mr;
no 10 TabneTtok y
6nicTepi; no 2
6nictepy B KOPOOLL
3 KapTOHY

TOB
"AcTpadapm"

YKpaiHa

TOB
"Actpacapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu
| TMny - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta
dhapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB Nicnsi BHECEHHS TiET caMoi 3MiHW Ha
pedyepeHTHUIA npenapart (3MiHa He noTpebye
HaJaHHS XXOAHUX HOBUX J0AATKOBUX AaHUX) - 3MiHU
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"®apmakonoriyHi BactusocTi", "Ocob6nmnBocTi
3acTocyBaHHs", "Mo6ivHi peakuii" BigNoBigHO A0
iHchopMmawii LLoA0 MeAMYHOrO 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby (JTASOJIBAH,
TabneTkun).

6e3
peuyenma

nionsieae

UA/8801/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
15. | AMBPOKCO/ | po3uunH s ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN Ges - UA/16542/01/01
-300POB’A iHranauin Ta 06MEXEHO0 06MeXeHo | TMny - 3miHK 3 AkocTi. CepTudpikat peyenma

nepopasibHOro BiANoBiAa/bHI BignoBigasibHi BignosigHocTi/l E-cepTudikar BignosigHoCTI

3acTocyBaHHs, 15 CTIO CTH0 €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA

Mmr/2mn no 50 mn "®bapmavesTu "®bapmaueBTu HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI

abo no 100 mny YHa KOMMaHis YyHa KoMnaHis abo BuNy4YeHHs cepTudikarta BignoBigHOCTI

hN1aKoHi, "3p0pos'a" "3popos'a" €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro

3aKynopeHomy MaTepiany/peareHTy/MpoMKHOIo NPOAYKTY, WO

npo6bkoto- BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans

KpanesbHuueto; no 1 [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI

donakoHy 3i €sponelicbkin dhapmakonei) - OHOBEHWIA

CTakaHOM MipHUM Y
KOpOO6L 3 KAPTOHY

cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.

MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€sponeiickkin hapmakonei Ne R1-CEP 2004-201 -
Rev 05 (3aTBeppxeHo: R1-CEP 2004-201 - Rev 03)

ons A®l ambpokcony rigpoxnopuay Bif Bxe
3aTBepAxeHoro Bupo6Hrka SHILPA MEDICARE
LIMITED, India sikuii 3miHMB Ha3By Ha SHILPA
PHARMA LIFESCIENCES LIMITED, India
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
16. | AMBPOKCO/N | cupon, 15 mr/5 mn ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/5897/01/01
-340POB'A no 100 mny 06MEXEHO0 06MeXeHo | TMny - 3miHK 3 AkocTi. CepTudpikat peuyenma
dhnakoHi; no 1 BiANoBiAa/bHI BignoBigasibHi BignosigHocTi/l E-cepTudikar BignosigHoCTI
(hn1akoHy pasom 3 CTIO CTH0 €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
MipPHOIO JTOXKOIO B "GapmaueBTun "PapmaueBTu HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
KapTOHHiI kopobuy; YHa KOMMaHis YyHa KoMnaHis abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
no 2,5 mn a6o 5 mn, "3popos'a” "3popos'a”, €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
a6o 10 mn y cawe; YkpaiHa (Bci MaTepiany/peareHTy/MpoMKHOIo NPOAYKTY, WO
no 20 cawe B cTagii BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
KapTOHHI KopooLyi BUPOGHMLTBA, [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
KOHTPO/1b €sponelicbkin dhapmakonei) - OHOBEHWIA
AKOCTI, BUMYCK cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.
cepii); MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
ToBapucTso 3 €poneiicbkili hapmakonei Ne R1-CEP 2004-201 -
0bMexeHot Rev 05 (3aTBeppxeHo: R1-CEP 2004-201 - Rev 03)
BignoBigabHi ons A®l ambpokcony rigpoxnopuay Bif Bxe
CTHO 3arBepxeHoro BnpobHuka SHILPA MEDICARE
"XapkiBcbke LIMITED, India sikuii 3miHMB Ha3By Ha SHILPA
hapmaueBTny PHARMA LIFESCIENCES LIMITED, India.
He
niANpMEMCTBO
"340poB'a
Hapozy",
YkpaiHa (BCi
cTagaji
BMPOGHMLITBA
KOHTPO/b

SAKOCTI)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
17. | AMBPOKCO/N | cupon, 30 Mr/5 mn ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/5897/01/02
-340POB'A no 100 mny obmexeHor BMPOGHMLTBA, | Tuny - 3miHK 3 AkocTi. CepTudikat peyenma
POPTE dhnakoHi; no 1 BiANoBiAa/bHI KOHTpPO/Tb BignosigHocTi/l E-cepTudikar BignosigHoCTI
(hn1akoHy pasom 3 CTIO SAKOCTI, BUNYCK €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
MipPHOIO JTOXKOIO B "GapmaueBTun cepi: HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
KapTOHHiI kopobuy; YHa KOMMaHis ToBapucTBoO 3 abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
no 5 mn y catle; no "3popos'a” 06MeXeHo €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
20 cawe y Kopobu,i 3 BignoBigasibHi MaTepiany/peareHTy/MpoMKHOIo NPOAYKTY, WO
KapTOHY cTio BUKOPWCTOBYIOTLCS Y BUPOOHNLUTBI ADI; ans
"bapmaueBTu [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
YyHa KoMmnaHis €sponelicbkin dhapmakonei) - OHOBEHWIA
"3popos's”, cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.
YKpaiHa; BCi MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
cTagii €poneiicbkili hapmakonei Ne R1-CEP 2004-201 -
BMPOGHMLTBA, Rev 05 (3aTBeppxeHo: R1-CEP 2004-201 - Rev 03)
KOHTPO/1b ons A®l ambpokcony rigpoxnopuay Bif Bxe
AKOCTI: 3arBepxeHoro BnpobHuka SHILPA MEDICARE
ToBapucTBoO 3 LIMITED, India sikuii 3miHMB Ha3By Ha SHILPA
06MeXeHoI0 PHARMA LIFESCIENCES LIMITED, India.
BiANOBIga/IbHI
cTio
"XapkiBcbke
thapmaveBTuy
He
nignpueMcTBO
"3p0poB'sa
Hapoay",

YKpaiHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
18. | AMITPUNTUN | TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/4872/01/01
IH 060/10HKO10, Mo 25 06MEXEHO0 BMPOGHMLTBA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo nionsieae
Mr; no 25 TabneTok BiANOBIAA/bHI KOHTpPO/Tb CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo M
y 6aHkax abo CTIO SAKOCTI, BUNYCK ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby
KOHTelHepax; no 10 "®bapmavesTu cepii: (36inblUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
TabneTok y YHa KOMMaHis ToBapucTBoO 3 nikapcbKoro 3acoby) - 115 ToproBoi ynakoBKu
6nictepax; no 10 "3p0pos'a" 06MeXeHo (niaTBEPOXKYETHCA AAHUMU PEAsIbHOIO Yacy)
TabneTtok y 6nictepi, BiANOBIga/IbHI 36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
no 5 6nictepis B cTio NiKapcbKoro 3aco6y Ha OCHOBI MO3UTUBHYX
KopooLi "bapmaueBTu pe3ynbTaTiB AOBrOCTPOKOBUX AOC/IAKEHD
YyHa KoMmnaHis CTabiNIbHOCTI y peasibHOMY Yaci: 3aTBepKeHO:
"3p0poB'a”, YK TepmiH NpugaTHOCTI: 4 pokn
paiHa; 3anponoHoBaHo: TepMiH NpuaaTHocTi: 5 poki..
BCi cTagii BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
BUPOGHMLITBA, 3aTBEPAKEHHS.
KOHTPO/b
AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MeXeHo0
BignoBigasibHi
cTio
"flocnigHwi
3aBof,
"rHUnCY,
YkpaiHa
19. | AMNOAUNIH- | TabneTtkn no 5 mr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/7940/01/01
AAPHNLA no 10 TabneTtok y "®apmaueBTn "GapmaueBTu | TMNYy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo
KOHTYpHIlA YHa hipma YyHa thipma hapmakoHarnagy (iHwi 3MiHM) OHOBNEHHSA TEKCTY M
YapyHKOBIli "NapHuus" "fNapHuus" MapKyBaHHS yNakoBKM JlikapCbKOro 3acoby, a came
ynakosLij; no 2 [oaaBaHHs iHdopmaLii Wwoao HaHeceHHs QR-koay
KOHTYPHI YapyHKOBI Ha BTOPUHHY YNakoBKYy Ta BUTyYEHHS TEKCTY, AKWii
ynakoBKM y naui HaHeceHuii pocilicbkolo MOBOID. TepMiH BBeAEeHHS!
3MiH NPOTAroM 6 MicsLIB MiC/S 3aTBEPLKEHHS.
20. | AMIOAUNIH- | TabneTku no 10 mr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/7940/01/02
AAPHUNLUA no 10 TabneTok y "dapmavesTu "dapmaLeBTu | TMny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
KOHTYPHIl YHa thipma YyHa chipma hapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY M
YapyHKOBIli "fapHuus" "fapHuus” MapKyBaHHS yrakoBKU NlikapcbKoro 3acoby, a came
ynakosLii; no 2 AoaasaHHs iHdopmMaLii Wwoao HaHeceHHA QR-koay
KOHTYPHI YapyHKOBI Ha BTOPUHHY YNakKoBKY Ta BUJTyYEHHS TEKCTY, AKWii
yNakoBKM y naui HaHeceHuii pocilicbKolo MOBOID. TepMiH BBeAEeHHs!
3MiH NpOTArom 6 MicsLIB MiCNSA 3aTBEPLKEHHS.
21. | AHANbIIH- Tabnetkv no 500 Mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliinHMX MaTepiasis: 3MiHN 6e3 - UA/3222/01/01
AAPHULUA no 10 Tabnetok y "PapmaueBTu "PapmaueBTu | TMNy - AgMIHICTpPaTUBHI 3MiHW. BunyyeHHs peyenma
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
KOHTYpHilA YHa thipma YHa hipma BUPOGHMYOT AiNbHULI (BKNHOYAOUN AiNbHULI A5
YapyHKOBIl "fapHnus” "AapHuus” A®I, npomi>XHOro NPoAyKTy abo rotosoro
ynakosuj; no 1 NiKapcbKoro 3acoby, AiNbHUL 4118 NPOBeAeHHS
KOHTYpHilA nakyBaHHs1, BUPOGHWMKA, BiZNOBIgaIbHOrO 3a BUNYCK

YapyHKOBIli ynakoBLii
B nmauui; no 10
TabneTok y
KOHTYPHUX
YapyHKOBUX
ynakoBKkax

cepiii, MicLe NpoBeAEHHST KOHTPOIO cepii) abo
noctavasibHvKa BUXiAHOr0 MaTepiasny, peareHTy abo
[LONOMDKHOT peqyoBMHN (SIKLLO 3a3HAYEHO Y AOCHE)
BUAYUYUTN BUPOBHNYY AiSTbHULO 3i CKNagy
npenapaty A®| meTamizony HaTpito (aHanbriH),
ipmn Wuhan Wuyao Pharmaceutical Co., Ltd.,
China.
3miHu | TUny - 3MiHK 3 aKkocTi. CepTudikar
BignosigHOCTI/IE-cepTucpikat BignosigHOCTI
€sponelicbkin dhapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab0o BUy4YeHHs cepTuddikara BignoBiAHOCTI
€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuduikart Bif ye 3aTBepKEHOro BUpobHMKa.
MoaaHo oHOBNEHWI cepTUdIKaT Bif, yxe
3aTBEepKEHOro BUpobHuka Ha A®| Metamizon
HaTpito (aHasbriH), BUpobHuuTBa Shandong Xinhua
Pharmaceutical Co., Ltd., China, CEP Ne R1-CEP
2001-356-Rev 04 Ha 3amiHy CEP Ne R1-CEP 2001-
356-Rev 03. BignosigHO OHOBNEHO PO34inu
3.2.5.4.1. Cneundikauis Ta 3.2.S.4.2. AHaniTnyHi
MeToAuKW. 3MiHuM | Thny - 3MiHW 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI ab6o
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBuMHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuduikar Bif y)Xe 3aTBepa)KEHOro BUPOOHMKa.
MoaaHo oHOBNEHWIE cepTUIKAT Bif yXxe
3aTBEPKEHOro BUPOo6HMKa Ha APl MeTamizon
HaTpito (aHanbriH), BUpobHuuTBa Hebei Jiheng
(Group) Pharmaceutical Co., Ltd., China, CEP Ne
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

R1-CEP 2005-143-Rev 01 Ha 3amiHy CEP Ne R1-
CEP 2005-143-Rev 00. Ak Hacnigok 3mMiHu y
nepBuHHINA ynakosLi A®| MeTamizon HaTtpito,

Bupo6HMuTBa Hebei Jiheng Pharmaceutical Co.,

Ltd., China, a came: npuBefeHHs po3giny

«YnakoBka» y BignoBigHicTb Ao CEP Ne R1-CEP
2005-143-Rev 01 (YnakoBka BignosigHo A0

HOPMaTVBHOI AOKyMeHTaLii hipMn-BUpPO6HIMKa (B
oAvHapHUX abo NoABIHNX NONIETUIEHOBKX

nakeTax), ocHalleHa eT1KeTKO, PO3MILLEHOI0 Ha

NepBVHHI Ta/abo BTOPUHHIN ynakosLji). 3miHu | Tuny
- 3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignosigHOCTi abo
BUJ/TyYEHHS cepTudikaTa BignosigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro

Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0

BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuduikart Bif ye 3aTBepKEHOro BUpobHMKa.
MoaaHo oHOBNEHWI cepTUdIKaT Bif, yxe
3aTBEepKEHOro BUpobHuka Ha A®| Metamizon

HaTpito (aHasbriH), BUpo6bHuLTBa Hebei Jiheng

Pharmaceutical Co., Ltd., China oHoBfieHOro
cepTudikaTa BigNoBiAHOCTI EBPONEChKil
thapmakonei CEP Ne R1-CEP 2005-143-Rev 02 Ha
3amiHy CEP Ne R1-CEP 2005-143-Rev 01. Ak
Hacnifok 3MiHunacs agpeca MiclUsi NPOBafKeHHS
LiSiNbHOCTI Ta YTOYHEHO Ha3By (dipMK1 BUPOGHMKaA
A®| (Hebei Jiheng Pharmaceutical Co., Ltd., China;
No. 1, Weiwu Street Hengshui Industrial Park China
— 053 000 Hengshui City, Hebei Province). 3miHu |
Tmny - 3MiHN 3 aKocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHUX y cneuudpikauisx Ha A®l, abo
BUXIAHWIA/MPOMKHWI NpoAyKT/pearexT, Wwo
BMKOPUCTOBYIOTbCS y Npoueci BupobHuytea Ad|
(BMNYyYEHHSI HE3HAYHOTO NOKa3HKKa SKOCTI
(Hanpvknag BUyYeHHS 3acTapisioro NokasHyka))
BU/TyYEHHS HE3HAYHOIO NOKa3HUKa AKOCTI 3i
cneumadikauii A®l Metamison HaTpito (aHasnbriH), a
came TecT «AHOMa/lbHa TOKCUYHICTb», OCKiNbkn ADI

BUKOPUCTOBYETLCA A/151 BUPOGHMLTBA
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

HEeCTepW/IbHOTO NiKapCbKOro 3acoby AHaslbriH-
[NapHuus, Tabnetku no 500 mMr, BUTy4YeHO TecT
«AHOMaJIbHa TOKCMYHICTb», L0 He CynepeynTb

BMMOraMm 3arasibHoi cTaTTi «CybcTaHuil ans
hapMaLeBTUYHOIO 3aCTOCYBaHHS» [lepXaBHoi
dapmakonei YkpaiHu. 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTposnib A®L. 3miHa y napameTpax
cneungikain Ta/abo JONYCTUMUX MEX, BU3HAYEHUX
y cneyudikauisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLECi
BMPO6HMLTBA ADI (iHLWi 3MiHK). CynyTHA 3MiHa-
3miHu 3 gxkocTi. A®l. KoHTponb A®l. 3miHa y
MeTofax BunpobysaHHsa APl abo BuxigHoro
marepiany/npoMiXHOro NPoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y NpoOLieCi BUPO6HMLTBA ADI
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeTofax
BMNPOGYBaHHA) BHOCATLCSA HE3HAYHI 3MiHN Ta
pefakuiiiHi yTouHeHHs go posginis: 3.2.S.4.1.

Cneuundpikanis Ta 3.2.S.4.2. AHaNiTUYHI METOAUKM 3a

nokasHukom sikocTi "Mikpo6ionoriyHa uictoTa”.
3MmiHu | TMnNYy - 3MiHu 3 SKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[ONyCTUMUX MEX, BU3HaUYeHuX y cnevudikadisx Ha
A®I, abo BUXIQHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLieci BUpobHuuTea AdI
(iHwWi 3miHW). CynyTHSA 3MiHa - 3MiHK 3 SKocTi. AP,
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
ab60 BuUxigHoOro marepiasay/npoMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHN y
3aTBEPMKEHNX METOoAax BUNPOGYBaHHS) BHECEHO
He3HauHi 3MiHV Ta pefakuiiHi yTOYHEHHS, ki
odhopMieHi BiANOBIAHO A0 Matepianis dipmu-
BMPOGHUWKa Ta pekoMeHgauin APY/ED, no po3ginis:
3.2.5.4.1. Cneuundpikauisi 3a Tectamu
«laeHTUdikauis», «KKNCnoTHICTb abo NTYXHICTb»,
«CynpoBiJHi JOMiLIKu», «dopmanbaeria»,
«3a/TMLLIKOBI KiSIbKOCTi OPraHiyHnX PO3UNHHUKIBY,
3.2.S.4.2. AHa/liTUYHI METOAMKM 3a TecTaMmn
«lgeHTndikauis», «Cynbdatun», «CynposigHi
[OOMILLKM» (BHECEHO YTOYHEHHS 40 NPUAATHOCTI
XpomaTorpadiyHoi cucteMu (KislbKOCTi TEOPETUYHMX
Tapinok) 3a pesynbraramu Banigauir), «3asmLLKoBi
KifIbKOCTi OpraHiyHnX po34MHHUKIB» Ta
«®opmanbaeria» (4ONoOBHEHO TepMiHaAMM

npUAATHOCTI PO34YMHIB 3a pe3ynbTataMmu Banigauii).
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

22.

AHA®EPOH

Tabnetku, no 20
TabneTok y 6nictepi;
no 1 6nictepy y
KapTOHHI KopooLii

TOB "Martepia
Megvka-
YkpaiHa"

YKpaiHa

3AT
CaHTOHika

JlutBa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
MicLe3HaxXoKeHHS MacTep-haina cnuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsay.

6e3
peuyenma

UA/2614/01/01

23.

AHA®EPOH
ANTAa4nIn

Tabnetku, no 20
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopo6Lyi

TOB "Martepia
Meguka-
Ykpaina"

YKpaiHa

3AT
CaHTOHika

JlutBa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHn go
y3arasibHeHVX faHux Npo cucTeMy papMakoHarisay
(BBEAEHHS y3ara/IbHEHUX AaHMX NPO CUCTEMY
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0cO6M 3 chapmakoHarnsay 3asiBHuKa ans
3fiicHeHHs hapmMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnagy (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
MiCL,e3HaX0PKEHHST MacTep-thaiina cuctemm
hapMakoHarniagy Ta noro Homepa. 3MiHa micus
3[iliCHEHHS1 OCHOBHOI AisANIbHOCTI 3
chapmakoHarnagy.

6e3
peyenma

UA/7756/01/01

24,

APUMPA30N
®

Tabnetku, no 10 wmr;
no 10 TabneTtok y
6nictepi; no 1, 3 abo
6 6nicTepiB y
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma
Crapt”

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkwnii 3aci6.
Onuc Ta cknag. 3miHa abo fofasaHHs LWTamnis,
NOTOBLUEHb @60 IHLWMX MapKyBaHb, YK/IHUakum
3amMiHy abo goaaBaHHsA hapb Ans MapKyBaHHS
nikapcbKoro 3acoby (3MiHa pucku, NpusHayeHol Ans
po3AineHHs TabeTkn Ha piBHI f03n) [ns [03yBaHHS
10 Mr nepeBefEHHS PUCKM 3 An3aliHEepPCbKOro Ha
dhyHKUioHaNbHWI hopmaT (gineHHs TabneTkn Ha ABi
PiBHI MOMIOBUHM i3 3a3HAYEHHAM ii PYHKLIOHYBaHHS
Ta BnactnBocTteit). 3MiHu | Tuny - 3MiHK 3 SIKOCTI.

3a
peyenmo
M

UA/15765/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

[oTOBMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI
(iHwWi 3miHW) BuganeHHs 3 posginis 3.2.P.3.3 onuc
BMPOGHNYOro NpoLiecy Ta KOHTPO/II0 BUPOOHMLTBA,
3.2.P.3.4 KOHTPO/Ib KPUTUYHWX eTaniB i NPOMKHOT

npoaykuii, 3.2.P.3.5 Banigauis npouecy Ta/abo oro
OLiHKa» iH(hopMaLisi LLoA0 KOHTPOSIO roTOBOI
npoAayKuUii y 3B’A3Ky 3 NpMBEeAeHHAM A0 hopmaTty
3TA. 3minHm | TMny - 3MiHK 3 AkoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMUTBI (iHLWi 3MiHN)
YTOUHEeHHs iHhopmaLii LWoA0 HaHeCEHHS HoMepa
cepii Ta TepMiHY NpuAaTHOCTI Ha cTagii
«PacyBaHHa», «lMaKkyBaHHA» Y 3B’A3KY 3

TEXHOOTNYHOK MOXJ/IUBICTIO HAHECEHHSI HoMepa

cepii Ta TepMiHY NpMAATHOCTI-METOAOM APYKY B
[OMOBHEHHSA METOAY HaHeCEeHHS BigTUCKY. 3MiHu |

TUMy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
3MiHN y BUPOGHMLTBI (iHWi 3MiHKM) 3MiHa cTpaTeril

KOHTPOJO N. «3a/IMLLKOBI KifIbKOCTi OpraHiyHnx
PO3UMHHIKKIB» B PYTWUHI Ta Ha Banifauir;
NPOMOHYETHLCA NEPEHECEHHS pe3ybTaTiB KOHTPOIIO
«3KOP» 3 rpaHynsTy Ha Tabnetkun Hepo3ldacoBaHi
Ta NepeHeceHHs pesy/bTarTiB Ha roOTOBWIA NiKapCbKnii
3aci6. Bunyyaetbcs 3Hocka 3i cneundikauii M3
«KOHTPOJIb MOKa3HMKa 34iACHIOETLCSA Ha NPOMDKHIl
npoaykKuii Ta nicns BUpo6HULTBA «M» Cepiit
npenapary, npyv oTpYMaHHi NO3UTUBHUX pe3ynbTaTiB
KOHTPO/b ByAe 34iCHIOBATUCS Y PEXUMI
MOHITOPUHTY, pe3ynbTaT KOHTPONo 6yayTh
BpaxoByBaTuca nNpy odopmsIeHH: cepTudikaty

AKOCTI Ha roTOBUIA Nikapcbkuii 3aci6», PesynbTtatn

KOHTPO/I0 ByAyTb HafaHi B MOSICHIOBaSIbHIl 3anmcLi
y cKnagi focbe. 3MiHn | TMny - 3MiHK 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI
(iHWi 3MiHW) 3MiHVM NPOBEAEeHHA PYTUHHOIO Ta
BaNigaLifiHOro KOHTPO0. 3MiHu | TUny - 3MiHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTofax

BMNPOBYBaHHA rOTOBOTO MiKAPCbKOro 3acoby (iHLi
3MiHM y MeTogax BUNpobyBaHb (BKOYAKUN 3aMiHy

ab0 AonoBHeHHS)) o po3ainy «KinbkicHe
BM3HAYEHHS» 3MiHW BUKOPUCTaHHSA PigVHHOTO
Xpomatorpacda 3 YP-1eTekTopoM 3aMiCTb Ai04HO -
MaTPUYHOro AeTekTopa Ans yHidikauii Ta
NpyBELEHHS A0 BUKOPUCTAHHSA €AMHOIO 06nagHaHHs
AN NpOBEfEHHA KOHTPOJII0 NOKa3HVKIB METOA0M
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

BEPX. 3MiHn | TUny - 3MiHK 3 sikocTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTPOsib rOTOBOro Nikapcbkoro
3acoby. 3miHa y MeToAax BUNpPoGyBaHHS rOTOBOrO

niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNPoOyBaHHSA) 3MiHW Y
npo6oniAroToBLi PO34KHY MOPIBHAHHA B METOAML

"3aMLLKOBI KiJIbKOCTI OpraHiyHMX pO3UYMHHKUKIB"
(KOHLLeHTpaLis PO34MHY NOPIBHSAHHA 3a/IMLLIAETHCA

He3MiHHOM0, 3MiHa HeobXigHa AN OTPUMaHHS

NOTPIGHOro 06’eMy PO34MHY MOPIBHAHHSA 4N 3aK0sy
LwecTn hnakoHiB 3rigHO MeToAVKM). Takox
MPONOHYETLCA NIABULLMTN TOYHOCTI HABaXKKM
BMMNPO60BYBAHOIO PO34MHY Ta PO3UMHY NOPIBHSAHHS,
AN oTpUMaHHSA 6inbL TOYHUX pe3ynbTaTis. [logaHo
00 MeToanKn dopasy LOAO KiNbKOCTI IHXeKLT
PO34MHY NOPIBHAHHS.

25.

APUMPA30N
®

Tabnetkn, no 15 wmr;
no 10 TabneTtok y
6nictepi; no 1, 3 abo
6 6nicTepiB y
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBUMIA Nikapcbkunii 3acib.
3MiHV Yy BUpOoOHMUTBI (iHWi 3MiHW) BuaaneHHs 3
po3ginis 3.2.P.3.3 onnc BUPOGHMYOro MpoLecy Ta
KOHTPO/I0 BUPOGHMLTBA, 3.2.P.3.4 KOHTPO/b
KPUTUYHMX eTanis i npoMikHOI npoaykuii, 3.2.P.3.5
BaUlifauis npowecy Ta/abo oro ouiHka» iHhopMayis
LLIOZ0 KOHTPOJIH0 rOTOBOT NPOAYKLIT Y 3B’A3KY 3
npusefeHHAM Ao dopmaty 3TA. 3miHu | Tvny -
3MiHK 3 SKOCTi. FO0TOBUIA NiKapCbKuUiA 3aci6. 3MiHN y
BMPOGHULTBI (iHLWi 3MiHW) YTOYHEHHS iHhopMauil
LLOSI0 HAHeCEeHHS1 HoMepa cepii Ta TepMiHy
NPUAATHOCTI Ha cTagil «dPacyBaHHA», «[lakyBaHHA»
Y 3B’A3KY 3 TEXHO/IONYHOI MOX/IMBICTIO HAHECEHHS
HOMepa cepii Ta TepMiHy NpMAAaTHOCTI-MeToA0M
OPYKY B OMOBHEHHSA METOAY HaHECEHHS BiATUCKY.
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkuii
3aci6. 3MiHM y BUPOGHULTBI (iHLWi 3MiHK) 3MiHa
cTpaTerii KOHTPOSIO M. «3aMNLLKOBI Ki/TbKOCTI
OpraHiyHMX PO3YMHHKKIB» B PYTUHI Ta Ha Banigauir;
NPOMNOHYETHLCA NEPEHECEHHS pe3y/bTaTiB KOHTPO/0
«3KOP» 3 rpaHynsATy Ha TabneTkn Hepo3dacoBaHi
Ta nepeHeceHHs pesynbTarTiB Ha rOTOBWIA NiKapCbKnii
3aci6. Bunyyaetbcs 3Hocka 3i cneuudikavii M3
«KOHTPO/b NMOKa3HMKa 34iACHIOETLCA Ha NPOMIDKHIN
npoaykuii Ta nicns BUPo6HULTBA «M» Cepiit
npenapary, Npy 0TPUMaHHi MO3UTUBHUX pe3ynbTaTiB
KOHTPONb ByAe 34iCHIOBATUCS Y PEXUMI
MOHITOPWHTY, pe3ynbTaTu KOHTPO/o 6yayTb

3a
peyerimo
M

UA/15765/01/02
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

BpaxoByBaTUCA Npy 0hopMIIEHHI cepTudikaTy
AKOCTI Ha roTOBUIA NiKapcbkuii 3aci6», PesynbTtatn
KOHTpO/t0 ByAyTb HadaHi B MOACHIOBasIbHIlA 3anmcyi
y cknagi focbe. 3MiHM | TMny - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHNLTBI
(iHWi 3MiHW) 3MiHVM NPOBEAEHHS PYTUHHOIO Ta
BaNigaLiiHoro KOHTPOsIt0. 3MiHK | TUny - 3MiHK 3
AKOCTI. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BUNPOBYBaHHS rOTOBOrO MiKapCcbKoro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKIOHAKUN 3aMiHy
ab6o gonoBHeHHs)) [o po3gainy «KinbkicHe
BU3HAYEHHS» 3MiHW BUKOPUCTaHHSA PiAWHHOIO
xpomarorpada 3 YP-a4eTekTopom 3aMiCTb Ai0AHO -
MaTpUYHOro AeTekTopa A YHidpikauii Ta
npvBeeHHA A0 BUKOPUCTaHHA EAMHOTO 061aAHaHHSA
AN NPOBEAEHHS KOHTPO/IHO MOKa3HVKIB METOAOM
BEPX. 3MiHn | Tuny - 3MiHn 3 sikocTi. [oTOBWMiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO /iKapCbKOro
3acoby. 3miHa y MeTogax BMnpobyBaHHS roTOBOro
nikapcbKoro 3acoby (HesHayHa 3MiHa y
3aTBEpPXEHMX MeTofax BUNPO6YBaHHSA) 3MiHU Y
nNpo6oniAroToBLi PO34KHY MOPIBHAHHA B METOAML
"3a/IMLLKOBI KifIbKOCTi OpraHiYHNX PO34MHHUKIB"
(KOHLeHTpaList po34nHY NOPIBHAHHA 3a/IMLLAETHLCA
He3MiHHOI0, 3MiHa HeobXigHa AN OTPUMaHHS
noTpi6HOro 06’eMy po3UMHY NOPIBHSAHHSA AN 3aKONy
LecTun hnakoHIiB 3rigHO MeTOANKKM). Takox
MPONOHYETHLCA NIABULLMTA TOYHOCTI HAB&XKM
BMMPOG0BYBAHOIO PO34MHY Ta PO3UMHY MOPIBHSAHHS,
0151 OTpUMaHHS 6iNbLU TOYHMX pe3ynbTartis. JoaaHo
[0 MEeToAMKM hpasy O[O KiSTbKOCTI iHXKeKLT
PO34MHY NOPIBHAHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
26. | APTPOKON renb, 25 mr/rno45r | TOB «YOP/[, YkpaiHa yopna TypeyunHa BHECEHHS 3MiH [j0 peeCTpaLiiiHuX MaTepiasiis: 3MiHa 3a He UA/19017/01/01
B Ty6i; no 1 Ty6i B MEANLINH> MEANLMH 3asBHuKa J13 (MIBI) (BnacHvka peecTpaLiiiHoro peyenmo nionsieae
KapTOHHI Kopo6Lyi ITAY CAH. BE nocsigyeHHs) (3rigHo Hakaly MOS3 Big 23.07.2015 Ne M
TIOXK. A.LL. 460). BBegeHHS 3MiH NpoTAroM 6-Tu MicsAUiB nicas

3aTBepMKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6M, BigNoBiganLHOI 3a
34iiCHEHHS (hapMaKoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy (Bkioyakym
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0C06YM 3asBHMKA, BiANOBifa/IbHOT 3a
thapmakoHarnag. ditova pegakuis: MeBciMm
Inbk6axap AiHyens / Mrs. Mevsim llkbahar Dincel.
MponoHoBaHa pepakuis: Myano MNaHHa
CraHicnaBiBHa. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BifgNOBiga/IbHOI 3a
thapmakoHarnag. 3miHa Micus 34iACHEHHST OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
thapmakoHarnagy; 3minu | Tuny - 3MiHu Wwoao
6e3nekun/edhekTBHOCTI Ta thapMakoHarisgy. 3miHa
Y KOPOTKili xapakTepucTuL,i flikapCcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3NeKkn Nikapcbkoro 3acooby,
abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaviliHuii nepion,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBefEeHNX BiAMNOBIAHO A0 NAaHy negiaTpuyHmX
pocnipxeHs (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHVM YNOBHOB&XEHUM OPraHoMm) - 3MiHn
BHECEHi [0 IHCTPYKLiT 4159 MeANYHOro 3acCTOCyBaHHS
NiKapcbKoro 3acoby y po3ain "3actocyBaHHA y
nepiog BariTHOCTi abo rogyBaHHs rpyaat”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3nekn
[ito40l pevoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpPMAKEHHSA
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
27. | APTPOKON renb, 25 mr/rno45r | TOB "YOPNA YkpaiHa K.O. CNABIA PymyHis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/14118/01/01
B Ty6i; no 1 Ty6i B MEAOVLUNH" ®APM C.P.J. | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo nionsi2ae
KapTOHHI Kopo6Lyi thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHU BHECEHI A0 IHCTPYKLii 415 MeauyHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaate” BianoBiAHO 4O OHOBAEHOI iHGhopMaLii 3
6e3neku gjloyoi pevoBnHN. BBeEeHHS 3MiH NPOTArom
6-TU MicsLIB NicNs 3aTBEPKEHHSA
28. | APYTUMO/JI® | kpanii O4Hi, pO3yuH, TOB "bayw YkpaiHa [Op. F'epxapg Himeuunna/ BHECEHHS 3MiH 40 peecTpavliinHmx MaTepiasis: 3MiHN 3a - UA/4073/01/02
5wmr/mn; no5mny Xenc" MaHH, Xem- PpaHuis | Tuny - 3miHn 3 AkocTi. CepTudpikat peyenmo
nnacTMKoBOMY hapm. BignosigHOCTI/IE-cepTucpikat BignosigHOCTI M
dhnakoHi-kanenbHUL ®abpuk M'm6X, €sponelicbkin dhapmakonei/moHorpadii. MogaHHA
Bottelpack, skuii HimeyunHa HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
3aKpUBAETbLCA (BUPOBHMLTBO ab0 BuNy4YeHHs cepTuddikarta BigNoBiAHOCTI
KPWLLIKOIO, LLIO 6asnky, €Bponeiicbkin thapmakonei: ana A®l; ans BuxigHoro
HarByMHYyeTbCH, 3 nepBuHHe matepiasny/peareHTy/MpomMiKHOro NPOAYKTY, WO
npo6iliHnkom; no 1 nakyBaHHs, BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
dhnakoHy- BTOPVHHE [OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
KpanesibH1Li B nakyBaHHs, €Bponelicbkiin hapmakonei) - OHOB/IEHWIA
KapTOHHI kopobuyj; aHaNiTUYHI cepTuduikart Bif yXe 3aTBepKEHOro BUpobHMKa.
no 5 mn y donakoHi, BMNPOGYBaHHSA MopaHHA oOHOBMEHOrO cepTudikaTta BiANOBIAHOCTI
3 KpanesibHULEer Ta , BUMyCK €poneiicbkili hapmakonei Ne R1-CEP 1998-147 -
rBUHTOBOIO cepii); Rev 08 (3atBepmxkeHo: R1-CEP 1998-147 - Rev 07)
KpULLKOIO; no 1 Nab6opaTtopis ans A®l Tumonony maneary Big BXxe
(h1aKoHy B LLioseH, 3aTBEepAXEHOro BUpobHunka TEVA
KapTOHHI Kopo6Lli PpaHuis PHARMACEUTICAL INDUSTRIES LTD.
(BPOGHMLTBO
6anky,
nepBuHHE
nakyBaHHs,
aHaniTUYHI

BMNPO6YBaHHA
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
29. | ACKOPIN Tabnetku, no 10 neHmapk IHais FneHmapk IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/11237/01/01
Tabnetok y 6nictepi; | ®apmacbloTuK dapmacbloTmK | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
no 1 a6o no 2, abo ans /lTg. ans /itg,. thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO B M
no 5 6nictepis B TEKCT MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT
KapTOHHI ynakosLi ynakoBOK fikapcbKoro 3acoby y posgin «<HOMEP
CEPI IKAPCbKOIO 3ACOBY». TepMiH BBEAEHHS
3MiH NPOTAroM 6 MicALiB NicNs 3aTBEPAKEHHS.
30. | ACKOPIN cupon; no 100 mn neHmapk IHAjisa neHmapk IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/8670/01/01
EKCMNEKTOP abo no 200 mny dapmacboTuK PapmMacblTHK | TNy - 3MiHW Woao 6e3nekn/etdeKTUBHOCTI Ta peyenmo
AHT nnacTuKoBux abo ans Jita,. ans Jta,. thapmakoHarnsgy (iHwi 3miHn) - 3MiHW BHECEHO B M
CKNSIHUX hnakoHax; TEKCT MapKyBaHHA NepPBUHHOI Ta BTOPUHHOT
no 1 dpnakoHy ynakoBOK Nlikapcbkoro 3acoby y po3ain «<HOMEP
pasoM 3 MipHUM CEPII IKAPCbKOIO 3ACOBY». TepMiH BBEAEHHS
KOBMaykoM Yy 3MiH - MPOTAro 6 MiCALB MiCNA 3aTBEPMAKEHHS.
KapPTOHHII ynakoBLii
31. | ATTAM/ KOHLleHTpaT A1 Mdcpaiizep IHK. CLWA dapmauis i CLIA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu 3a - UA/16311/01/01
ATGAM NPUroTyBaHHs ANKOH | TMNy - AGMIHICTPaTUBHI 3MiHW. Buny4yeHHs peyenmo
NIM®OLUNTA | po3uuHy ans Komnani N1NC BMPOGHMYOI AiNbHUL (BKIHOYAKUMN AiNbHAL ANS M
PHUI iHdy3iit no 50 mr/mn; A®I|, npomi>XHOro NpPoAyKTy abo rotosoro
IMYHOITOBY | no 5 mn B amny/ii; NiKapcbKoro 3acoby, AiNbHUL 4151 NPOBEeAEHHS
NIH, no 5 amnyny nakyBaHHs, BUPOGHMKa, BiANOBifa/IbHOTO 3a BUMYCK
AHTUTUMOLL | kapTOHHIi nayui cepiid, MicLe NPoBeLEHHSI KOHTPOJTHO cepil) abo
UTAPHUI nocTavasibHuKa BUXigHOro martepiasy, peareHty abo
rnoeyniH [ONOMDKHOT peqyOBMHN (SIKLLLO 3a3HAYEHO Y AOCHE)
(KIHCbKWiA) BunyyeHHs Pan Era Biotec PVT Ltd. sk

noctavasibHuKa pertussis adjuvant. 3miHm | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapcbKuii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMUX
MeX, BCTAHOBJ/IEHMX Y creundikalisx, nig vac
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby
(3BY)XEHHS AonycTUMUX MeX) 3MiHa KpuTepiis
NPUIRHATHOCTI 415 TECTY remar/lThHauil, Wwo
BMKOHYETbCA Ha cTagii Purification of Horse Plasma
for ATG y npouieci BUpO6HULITBA FOTOBOrO
NiKapcbKoro 3acoby, 3 «He Gisiblue Hixx 160» Ha «He
Ginblue HiX y Npo6ipLi 4» nicns imyHoaacop6Lji.




51

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
32. | ATEHONOnN Tabnetkn no 0,05 r; MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/8377/01/01
no 10 TabneTtok y "MoHdapm" "MoHdhapm" | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenmo nionsi2ae
M

6nicTepi; no 2
6nictepu y nauui 3
KapTOHY

HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpauiiiHoro noceig4eHHs) 3miHa agpecu
3asBHUKa (BN1acHUKa peecTpaLiiiHoOro NOCBiAYEHHS).
TepMmiH BBELlEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPKEHHSA. 3MiHM | TUNY - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYAUMN AiNbHAL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepild)
3mina agpecy Bupo6Huka MN3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHM Micus BUpo6HuUTBa: TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPKEHHS.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX faHux Npo cuctemy apmakoHarisgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo cuctemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyakum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifaIbHOT 3a
thapmakoHarnag,.

[litoua pepakuisn: Cosrupa Cepriii CepriioBuy.
MponoHoBaHa pedakuis: MNacTyweHkKo IHHa
BikTopiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BifgNOBiga/IbHOI 3a
thapmakoHarnag. 3miHa MicLie3HaxoMKeHHs MacTep-
thaiina cuctemm chapmakoHarnsgy. 3miHa micus
3[iICHEHHSI OCHOBHOI AiSNbHOCTI 3
dhapmakoHarnsgy.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
33. | ATPOIMIH- PO3YMH NS iH'EKLNA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/3928/01/01
AAPHUNLUA® 1 mr/mnno 1 mns "®bapmavesTu "®bapmaueBTu | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
amnyni; no 5 amnyn YyHa hipma YyHa hipma hapmakoHarnsgy (iHwi 3miHun). Jo TekcTy M
Y KOHTYpHili "fapHuus" "fapHuus" MapKyBaHHS JliKapCbKoro 3acoby BHOCATLCA
YapyHKOBIl He3HauHi 3MiHW, a came: MapKyBaHHS BUKTaAeHO
ynakoBLj; no 2 NuLLe yKpariHCbKOK MOBO Ta 'y M. 17 fONOBHEHO
KOHTYPHI YapyHKOBI TEXHIYHO iHhopMaLlieto Wwoao HaHeceHH QR-koay
YyNakoBKM B MauLi Ha BTOPWHHY yNakoBKy. BBefeHHs 3MiH NpOTArom 6-
TW MicALIB Nic/1a 3aTBEPAKEHHS
34. | ADNYBIH® Kkpem 1 %;no2ry TOB YkpaiHa BUPOGHMLTBO Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 nionsieae UA/13113/01/01
MEHUMKNOB | Ty6i, no 1 Ty6iy «MEPPITO 3a NOBHUM 3MiHu || TNy - 3MiHK Woao 6e3nekn/etheKTMBHOCTI peyenma
IP KapTOHHI Kopo6Lli YKPAIHA» LMKIOM: Ta dhapmakoHarnsgy. 3MiHN y KopoTkili
TOHYBA/bH MepkeHikc XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
nn Benentokc HB MapKyBaHHS Ta IHCTPYKUIiT 4719 MeANYHOro

3aCTOCYBaHHA Y 3B’A3KY i3 HOBYMM JaHUMW 3 AKOCTI,
LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHMK 3

thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby Ao

po3ainis "MNpoTunokasaHHs", "Oco6/MBOCTI
3acTocyBaHHS", "3acTocyBaHHs y nepiog BaritTHOCTI
abo rogyBaHHs rpyaao”, "Cnocib 3actocyBaHHS Ta
no3un", "MobivHi peaxuii”.
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

35.

BENAAOHHN
EKCTPAKT

cynosuTopii
pekTasnbHi no 0,015
r; no 5 cynosutopiis
y cTpuni; no 2
CTpUNM B nauuj 3
KapToHY

NAT
"MoHdapm"

YKpaiHa

NAT
"MoHdhapm"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpauiiiHoro noceig4eHHs) 3miHa agpecu
3asBHUKa (BN1acHUKa peecTpaLiiiHoOro NOCBiAYEHHS).
TepMmiH BBELlEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPKEHHSA. 3MiHM | TUNY - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYAUMN AiNbHAL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepild)
3mina agpecy Bupo6Huka MN3 MAT "MoHdapm",
YkpaiHa, 6e3 3MiHM Micus BUpo6HuUTBa: TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPKEHHS.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX faHux Npo cuctemy apmakoHarisgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo cuctemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyakum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifaIbHOT 3a
thapmakoHarnag,.

[litoua pepakuisn: Cosrupa Cepriii CepriioBuy.
MponoHoBaHa pedakuis: MNacTyweHkKo IHHa
BikTopiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BifgNOBiga/IbHOI 3a
thapmakoHarnag. 3miHa MicLie3HaxoMKeHHs MacTep-
thaiina cuctemm chapmakoHarnsgy. 3miHa micus
3[iICHEHHSI OCHOBHOI AiSNbHOCTI 3
dhapmakoHarnsgy.

6e3
peuyenma

nionsieae

UA/7335/01/01

36.

BEPUATE®

MOPOLLIOK Ta
PO3YMHHWK ANs
PO34YUHY ANS iH'EKLIA
abo iHdysiid, 500
MO; no 1 chnakoHy 3
MOPOLLKOM Yy

LIC/1 BepiHr
rM6X

HimeyunH
a

LICN BepiHr
6X

HimeyunHa

BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN
| TMNYy - 3MiHK 3 AKOCTI. 3MiHK A0 peecTpauiinHoro
NOCBIAYEHHS BHACNIAOK IHLMX PEryaTOpHUX
npoueayp. MM®/BA3® (macTep-chaiin Ha
nnasmy/3arasibHuii paiin Ha BakLUMHHWIA aHTUrEH).
Bk/1t04eHHs1 HOBOTO, OHOBIEHOTO @60 3MiHEHOro

3a
peyenmo
i

UA/17404/01/02
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
KOMM/IeKTi 3 1 MacTep-chaiina Ha nnasmy y peecTpadiiiHe f0Cbe Ha
hN1akoHOM 3 nikapcbkuii 3acié (npoueaypa 2-ro etany gns NM®)

PO34MHHKKOM (BOAA
Ons iH'ekuiid) no 5
M/ Ta 1 NpUCTPoEM
ONA ofaBaHHSA
PO3YMHHYKA 3
BOYAOBaHUM
inbTpom 15 Mkm
("Mix-2Vial™ 20/20")
B KQpPTOHHIi
Kopob6ui; no 1
hnakoHy 3
MOPOLLKOM Y
KomnaekTi 3 1
h1akoHOM 3
PO34YMHHMKOM (BOAA
Ons iH'ekuiid) no 5
M Ta 1 npucTpoem
018 foAaBaHHA
PO3YMHHVIKA 3
BOY0BaHUM
inbTpom 15 Mkm
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOIO
KOpOGKOo 3
KOMMNIEKTOM N5
BHYTPILLHbOBEHHOIO
BBE/leHHs
npenapary (1
OfHOpa3oBwuii
wnpuy, 1 rosnka-
MeTenuk, 2
nesiHdikytoui
CepBeTKM B
iHAMBIAYaNbHUX
repmMeTnyYHmX
ynakoskax Ta 1
HEeCTepUIbHUIA
nerikonnactmp) 3
KOHTPO/IEM MEepLLOro
BigKpUTTA Y
KapTOHHI kopobui 3
KOHTPO/IEM MEpLLOro

(BK/THOYEHHS OHOB/IEHOT0/3MIHEHOTO MacTep-chaiina
Ha nnasmy, AKLWO 3MiHU He BNAVBatoTb Ha
BM1AaCTUBOCTI FOTOBOIO JiKAPCbKOro 3acofy).
BktoueHHsA OHOB/IEHOTO MacTep-haiina Ha nnasmy
Y peecTpauiiiHe A0CbE Ha Nikapcbkuii 3acio: PMF
Certificate Noe EMEA/H/PMF/000001/04/AU/020/G.
3MiHu | TMRY - 3MiHK 3 SKOCTi. 3MiHK A0
peecTpauiiiHOro NOCBigYEHHSI BHAC/IAOK iHLIMX
perynatopHux npoueayp. MM®/BA3® (macTtep-
haiin Ha nnasmy/3aranbHuii dhaiin Ha BaKLMHHWIA
aHTWreH). BkoyeHHs HOBOro, OHOB/IEHOTO a6o
3MiHeHoro mactep-caiina Ha nnasmy y
peecTpaujiiiHe JOCbE Ha Nikapcbkuii 3aci6
(npouepypa 2-ro etany Ana NM®) (BkNHOYEHHSA
OHOB/IEHOr0/3MIHEHOTO MacTep-haiisia Ha naasmy,
AKLO 3MiHV He BNVBAtOTb Ha BNACTUBOCTI FOTOBOTO
niKapcbKoro 3acoby). Bk/IoYeHHS OHOBJIEHOTO
MacTep-chaiina Ha nnasmy y peectpauiiiHe fOCbE Ha
nikapcbkuii 3aci6: PMF Certificate Ne
EMEA/H/PMF/000001/04/AU/021/G. 3MiHu | Tvny -
3MiHM 3 IKOCTi. 3MiHM 4,0 peecTpauiiHoro
NOCBiAYEHHS BHACNIAOK IHLLUX PErYNATOPHUX
npoueayp. MM®/BA3® (macTep-chaiin Ha
nnasmy/3arasibHuii pain Ha BakLUMHHWIA aHTUrEH).
BKto4eHHs1 HOBOrO, OHOB/IEHOTO @60 3MiHEHOro
macTep-haiina Ha nnasmy y peectpaiiiHe fJOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NMMo)
(BK/THOYEHHS OHOB/IEHOT0/3MIHEHOTO MacTep-chaiina
Ha nnasmy, AKLWO 3MiHU He BNAVBatoTb Ha
BM1ACTUBOCTI FOTOBOIO JiKapCbKOro 3acoby).
BktoueHHsA OHOB/IEHOTO MacTep-haiina Ha nnasmy
Y peecTpauiiiHe A0CbE Ha Nikapcbkuii 3acio: PMF
Certificate Noe EMEA/H/PMF/000001/04/AU/022/G.
3MiHu | TMRY - 3MiHK 3 SKOCTi. 3MiHK A0
peecTpauiiiHOro NOCBigYEHHSI BHAC/IAOK iHLIMX
perynatopHux npoueayp. MM®/BA3® (macTtep-
haiin Ha nnasmy/3arasnbHuii dhaiin Ha BaKLMHHWIA
aHTWreH). BkoYeHHs HOBOro, OHOB/IEHOTO a6o
3MiHeHoro mactep-caiina Ha nnasmy y
peecTpaujiiiHe JOCbE Ha Nikapcbkuii 3aci6
(npouepypa 2-ro etany Ana NM®) (BKNIOYEHHS
OHOB/1IEHOr0/3MIHEHOTO MacTep-haiisia Ha naasmy,
AKLO 3MiHW He BNVBATb Ha BNACTMBOCTI FOTOBOTO
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

BiAKPUTTA

nNiKapcbKoro 3acoby).

BK/IlOUEHHSA OHOB/IEHOTO MacTep-chaiina Ha niasmy
y peecTpauiiiHe AOCbE Ha Nikapcbkuii 3aci6: PMF
Certificate Ne EMEA/H/PMF/000001/04/AU/023/G.

3MiHn | TURY - 3MiHKU 3 SKOCTI. 3MiHK A0
peecTpauiiiHOro NocBigYEeHHS BHAC/TIAOK iHLIMX
perynatopHux npoueayp. NMM®/BA3® (mactep-
haiin Ha nnasmy/3arasibHuii dhainn Ha BakLMHHWIA
aHTWreH). BkOYEHHSA HOBOro, OHOB/IEHOTO ab0o
3MiHEeHOro mactep-aiina Ha nnasmy y
peecTpavuiiiHe fOCbe Ha Nikapcbkuii 3acio
(npouepypa 2-ro etany ans NM®) (BkYEHHS
OHOBJ/IEHOr0/3MIHEHOTO MacTep-thaiisia Ha nnasmy,
AKLLO 3MiHWN HEe BNAMBAKOTb HA B1ACTMBOCTI FOTOBOrO
nikapcbKoro 3acoby). BkioueHHss OHOBNIEHOTO
macTep-haiina Ha nnasmy y peectpauiiiHe JOCbe Ha
nikapcbkuii 3aci6: PMF Certificate Ne
EMEA/H/PMF/000001/04/AU/024/G. 3miHu | Tvny -
3MiHK 3 SIKOCTi. 3MiHM [0 peecTpauiiiHoro
NOCBIAYEHHS BHACNIAOK IHLLUX PEryNATOPHUX
npoueayp. NMM®/BA3® (macTtep-chaiin Ha
nnasmy/3arasibHuii paiin Ha BakUMHHWIA aHTUMEH).
BK/1104EHHs1 HOBOTO, OHOBJ/IEHOTO @60 3MiHEHOro

MacTep-chaiina Ha nnasmy y peecTpadiiHe f0Cbe Ha

nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)

(BK/OUEHHSI OHOB/IEHOr0/3MIHEHOrO MacTep-alina

Ha nnasmy, AKLWO 3MiHU He BNVBatoTb Ha
B1aCTUBOCTI FOTOBOrO J1iKaPCbKOro 3acoby)

BK/IlOUEHHSA OHOB/IEHOTO MacTep-chaiina Ha niasmy
y peecTpauiiiHe AOCbE Ha Nikapcbkuii 3aci6: PMF
Certificate Noe EMEA/H/PMF/000001/04/AU/025/G.

37.

BEPUATE®

NMOPOLLIOK Ta
PO3YMHHWK ANa
PO3YUMHY ANst iH'EKLiA
abo iHgysiin, 1000
MO:; no 1 cpnakoHy 3
NMOPOLLKOM Yy
KOMMIekTi 3 1
(h1aKoHOM 3
PO34MHHKKOM (BOAA
Ans iH'ekui) no 10
M Ta 1 npucTpoem
ONA AoAaBaHHS
PO3UnHHYKKA 3
B6Y0OBAHUM

LICN BepiHr
r6X

HimeyunH
a

LICN BepiHr
mM6X

HimeyunHa

BHECEHHS 3MiH 40 peecTpavliinHMx MaTepiasis: 3MiHN
| Tuny - 3miHK 3 AKoCTi. 3MiHM A0 peecTpauiiiHoro
NOCBIAYEHHSI BHACNIAOK IHLIMX PEryisaToOpHUX
npoueayp. MM®/BA3d (macTtep-thaiin Ha
nnasmy/3arasibHuii paiin Ha BakUVHHWIA aHTUrEH).
BK/t04eHHs1 HOBOTO, OHOB/IEHOTO @60 3MiHEHOro
MacTep-chaiina Ha nnasmy y peectpauiiiHe fOCbE Ha
nikapcbkuii 3aci6 (Npoueaypa 2-ro etany ans NMMo)
(BK/IHOYEHHS OHOB/IEHOr0/3MIHEHOTO MacTep-thaiina
Ha nnasmy, SKWOo 3MiHW He BM/IMBaloTb Ha
B/1ACTMBOCTI FOTOBOr0 NiKapCbKoro 3acoby).
Bk/toueHHs OHOB/IEHOTO MacTep-haiina Ha nnasmy
y peecTpauiiHe AOCbE Ha flikapcbkuii 3aci6: PMF
Certificate Noe EMEA/H/PMF/000001/04/AU/020/G.

3a
peyerimo
M

UA/17404/01/03
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

hinbTpoM 15 MKm
("Mix-2Vial™ 20/20")
B KapTOHHIi
Kopo6ui; no 1
chnakoHy 3
MOPOLLKOM Y
KOMMeKTi 3 1
h1akoHOM 3
PO34MHHKKOM (BOAA
Ons iH'ekuii) no 10
M/ Ta 1 NpUCTPoEM
AN ofaBaHHSA
PO3YMHHYKA 3
BOYAOBaHUM
inbTpoMm 15 Mkm
("Mix-2Vial™
20/20"), Ta 1l
KapTOHHOIO
KOpOoO6KOIo 3
KOMM/IEKTOM [N1s51
BHYTPILLHBOrO
BHYTPILLHOBEHHOTO
npenaparty (1
0HOpPa30BUiA
wnpuy, 1 ronka-
MeTenuk, 2
OesiHgikytoui
CepBeTKM B
iHAVBIAYyabHNX
repMeTUYHNX
ynakoBkax Ta 1
HeCcTepunbHUiA
neikonnactup) 3
KOHTPO/IEM MEepLLOro
BigKpUTTA Y
KapTOHHI kopobui 3
KOHTPO/IEM MEepLLOro
BigKpUTTA

3MiHu | TUNY - 3MiHK 3 AKOCTI. 3MiHU A0
peecTpavuiitHOro NocBiAYEHHS BHACTIA0K iHLINX
perynatopHux npoueayp. MM®/BA3® (macTtep-
paiin Ha nnasmy/3arasibHuii haiin Ha BakLUHHWIA
aHTureH). BkIlo4eHHs HOBOro, OHOB/IEHOTO abo
3MiHeHoro Mactep-caiina Ha nnasmy y
peecTpaLujiiiHe AOCbE Ha Nikapcbkuii 3aci6
(npouepypa 2-ro etany ans NM®) (BKYEHHS
OHOBJ/IEHOr0/3MIHEHOTO MacTep-haiisia Ha nnasmy,
AIKLLIO 3MiHU He BNINBAIOTb Ha BACTMBOCTi FOTOBOrO
NiKapcbKoro 3acoby). Bk/10UeHHS OHOB/IEHOTO

MacTep-haiina Ha nnasmy y peecTpadiiHe f0Cbe Ha

nikapcbkuii 3aci6: PMF Certificate Ne

EMEA/H/PMF/000001/04/AU/021/G. 3MiHu | Tvny -

3MiHK 3 SKOCTi. 3MiHM A0 peecTpauiiHoro
NOCBIAYEHHS1 BHACNILOK IHLIMX PErynsaTopHUX
npoueayp. MM®/BA3d (macTtep-thaiin Ha
nnasmy/3arasibHuii paiin Ha BakUMHHWIA aHTUrEH).
BK/to4eHHs1 HOBOTO, OHOB/IEHOTO @60 3MiHEHOro

MacTep-chaiina Ha nnasmy y peectpauiiiHe fOCbE Ha

nikapcbknii 3aci6 (npoueaypa 2-ro etany ans NMMo)

(BK/THOYEHHS OHOB/IEHOr0/3MIHEHOTO MacTep-thaiina

Ha nnasmy, KO 3MiHU He BNMBatoTb Ha
B/1ACTMBOCTI FOTOBOr0 NiKapCbKoro 3acoby).

BktoueHHs OHOBMIEHOTO MacTep-haiina Ha nnasmy
y peecTpauiiHe A0CbE Ha Jlikapcbkuii 3aci6: PMF
Certificate Ne EMEA/H/PMF/000001/04/AU/022/G.

3MiHu | TUNY - 3MiHK 3 AKOCTI. 3MiHK A0
peecTpavuiitHOro NocBiAYEHHS BHACTIA0K iHLINX
perynatopHux npoueayp. MM®/BA3® (macTtep-
(paiin Ha nnasmy/3arasibHuii haiin Ha BaKLUHHWIA
aHTureH). Bk/1lo4eHHs HOBOro, OHOB/IEHOTO abo
3MiHeHoro Mactep-cpaiina Ha nnasmy y
peecTpaLujiiiHe AOCbE Ha Nikapcbkuii 3aci6
(npouepypa 2-ro etany ans NM®) (BKYEHHS

OHOBJ/IEHOr0/3MIHEHOTO MacTep-haiisia Ha nnasmy,

AIKLLIO 3MiHU He BNINBAIOTb Ha BACTMBOCTi FOTOBOrO

nikapcbKoro 3acoby).

BktoueHHsA OHOB/IEHOTO MacTep-haiina Ha nnasmy
Y peecTpauiiiHe A0Cbe Ha Nikapcbkuii 3acio: PMF
Certificate Noe EMEA/H/PMF/000001/04/AU/023/G.

3MiHu | TMRY - 3MiHK 3 SKOCTi. 3MiHK A0
peecTpauiiiHOro NoCBigYEHHSI BHAC/IAOK iHLIMX
perynatopHux npoueayp. MM®/BA3® (macTtep-
chaiin Ha nnasmMy/3arasibHuin oain Ha BakUMHHWIA
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

aHTWreH). BkoYeHHs HOBOro, OHOB/IEHOTO abo
3MiHeHoro mactep-caiina Ha nnasmy y
peecTpaLujiiiHe JOCbE Ha Nikapcbkuii 3aci6
(npouepypa 2-ro etany Ana NM®) (BKNHOYEHHSA
OHOB/IEHOr0/3MIHEHOTO MacTep-haiisia Ha naasmy,
AKLO 3MiHV He BNVBatOTb Ha BNACTUBOCTI FOTOBOTO
niKapcbKoro 3acoby). Bk/IoYeHHS OHOBJIEHOTO
MacTep-chaiina Ha nnasmy y peectpauiiiHe fOCbE Ha
nikapcbkuii 3aci6: PMF Certificate Ne
EMEA/H/PMF/000001/04/AU/024/G. 3MiHun | Tvny -
3MiHM 3 IKOCTi. 3MiHM 4,0 peecTpauiiHoro
NOCBiAYEHHSA BHACNIAOK IHLLUX PEryNATOPHUX
npoueayp. MM®/BA3® (macTep-chaiin Ha
nnasmy/3arasibHuii pain Ha BakLUMHHWIA aHTUrEH).
BKto4eHHs1 HOBOrO, OHOB/IEHOTO @60 3MiHEHOro
macTep-haiina Ha nnasmy y peectpauiiiHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NMMo)
(BK/THOYEHHS OHOB/IEHOT0/3MiIHEHOTO MacTep-chaina
Ha nnasmy, AKLWO 3MiHU He BNAVBatoTb Ha
BM1ACTUBOCTI FOTOBOTO J1iKAPCbKOT0O 3acoby)
BktoueHHsA OHOB/IEHOTO MacTep-haiina Ha nnasmy
Y peecTpauiiiHe A0Cbe Ha Nikapcbkuii 3aci6: PMF
Certificate No EMEA/H/PMF/000001/04/AU/025/G.

38.

BEPUATE®

MOPOLLOK Ta
PO3YMHHKK ANs
PO3UUHY NS iH'EKLA
abo iHdysiid, 250
MO; no 1 chnakoHy 3
NOPOLLKOM Y
KOMM/IeKTi 3 1
h1akoHOM 3
PO3YMHHMKOM (BOAA
Ons iH'ekui) no 2,5
M Ta 1 npucTpoem
015 AOAaBaHHSA
PO3YMHHYIKA 3
BOYy0BaHUM
inbTpom 15 Mkm
("Mix-2Vial™ 20/20")
B KapTOHHiii

LIC/1 BepiHr
M6X

HimeyunH
a

LIC/1 BepiHr
M6X

HimeyunHa

BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasis: 3MiHN
| Tuny - 3MiHK 3 AKoCTi. 3MiHM A0 peecTpauiiiHoro
NoCBiAYEHHS BHACNIAOK IHLLUX PErynsaTOpHUX
npoueayp. NMM®/BA3® (macTep-chaiin Ha
nnasmy/3arasibHuii haiin Ha BaKLUMHHWIA aHTUMEH).
BK/1104EeHHs1 HOBOTO, OHOBJ/IEHOTO @60 3MiHEHOro
macTep-haiina Ha nnasmy y peectpauiiiHe JOCbE Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany anst MMo)
(BK/OUEHHSI OHOB/IEHOr0/3MiHEHOro MacTep-galina
Ha nnasmy, AKLWO 3MiHU He BNAVBatoTb Ha
BM1aCTUBOCTI FOTOBOIO JiKAPCbKOro 3acoby).
BK/IOUEHHSA OHOB/IEHOTO MacTep-chaiina Ha niasmy
y peecTpauiiiHe AOCbE Ha Nikapcbkuii 3acie: PMF
Certificate Noe EMEA/H/PMF/000001/04/AU/020/G.
3MiHu | TURY - 3MiHK 3 SKOCTi. 3MiHK A0
peecTpauiiiHOro NoCBigYEHHS BHAC/TIAOK iHLIMX
perynatopHux npoueayp. NMM®/BA3® (mactep-

Kopob6ui; no 1 haiin Ha nnasmy/3arasnibHuii dainn Ha BakLMHHWIA
chnakoHy 3 aHTureH). Bklo4eHHS HOBOrO, OHOBJIEHOTO abo
NOPOLLKOM Y 3MiHeHOro Mactep-caiina Ha nnasmy y
KOMMAeKTi 3 1 peecTpavuiiiHe fOCbe Ha nikapcbkuii 3acio
(oNakoHOM 3 (npouenypa 2-ro etany ans NM®) (BKAIOYEHHS

3a
peyenmo
M

UA/17404/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

PO34MHHKKOM (BOAA
Ons iH'ekuin) no 2,5
M Ta 1 npucTpoem
ONA ofaBaHHS
PO34MHHYKA 3
BOy0BaHUM
hinbTpoM 15 MKm
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOIO
KOPO6KOIo 3
KOMMNIEKTOM N5
BHYTPILLHOBEHHOTO
BBE/EHHS
npenaparty (1
0HOpPa30BUiA
wnpwy, 1 ronka-
MeTesnvk, 2
nesiHdikyoui
CEepBETKM B
iHOVBIAYaTbHNX
repMeTUYHNX
ynakoskax Ta 1
HeCTepunbHUiA
neiikonnactup) 3
KOHTPO/IEM MEepLLOro
BIAKPUTTA Y
KapTOHHI kopobui 3
KOHTPO/IEM MEpLLOro
BiAKPUTTA

OHOBJ/IEHOr0/3MIHEHOTO MacTep-thaiisia Ha nnasmy,
AKLLO 3MiHWN HEe BNAMBAKOTb HA BACTMBOCTI FOTOBOrO
nikapcbKoro 3acoby). BkioueHHsi OHOBNIEHOTO
macTep-haiina Ha nnasmy y peectpauiiiHe fJOCbe Ha
nikapcbkuii 3aci6: PMF Certificate Ne
EMEA/H/PMF/000001/04/AU/021/G. 3miHu | Tvny -
3MiHK 3 SIKOCTi. 3MiHM [0 peecTpauiiiHoro
NOCBIAYEHHS BHACNIAOK IHLLUX PEryNATOPHUX
npoueayp. NMM®/BA3® (macTtep-chaiin Ha
nnasmy/3arasibHuii paiin Ha BakKLUMHHWIA aHTUMEH).
BkntoyeHHs HOBOrO, OHOB/IEHOTO a0 3MiHEHOTO
MacTep-haiina Ha nnasmy y peecTpadiiHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/OUEHHSI OHOB/IEHOr0/3MIHEHOrO MacTep-alina
Ha nnasmy, AKLWO 3MiHU He BMVBatoTb Ha
B1IaCTUBOCTI FOTOBOrO J1iKAPCbKOro 3acoby).
BK/IlOUEHHSA OHOB/IEHOTO MacTep-chaiina Ha niasmy
y peecTpauiiiHe AOCbE Ha Nikapcbkuii 3aci6: PMF
Certificate Ne EMEA/H/PMF/000001/04/AU/022/G.
3MiHn | TURY - 3MiHKU 3 SKOCTI. 3MiHK A0
peecTpauiiHOro NocBigYEeHHS BHAC/TIAOK iHLIMX
perynatopHux npoueayp. NMM®/BA3® (mactep-
haiin Ha nnasmy/3arasibHuii dhainn Ha BakLMHHWIA
aHTWreH). BkOYEHHSA HOBOro, OHOB/IEHOTO ab0o
3MiHEHOro mactep-aiina Ha nnasmy y
peecTpavuiiiHe fOCbe Ha Nikapcbkuii 3acio
(npouepypa 2-ro etany ans NM®) (BkOYEHHS
OHOBJ/IEHOr0/3MIHEHOTO MacTep-thaiisia Ha nnasmy,
AKLLO 3MiHWM HEe BNAMBAKOTb HA BACTMBOCTI FOTOBOrO
nikapcbKoro 3acoby).

BktoueHHs OHOB/IEHOTO MacTep-haiina Ha nnasmy
y peecTpauiiHe A0CbE Ha JlikapCbkuii 3aci6: PMF
Certificate Ne EMEA/H/PMF/000001/04/AU/023/G.
3MiHu | TUNY - 3MiHK 3 AKOCTI. 3MiHU A0
peecTpavuiiiHOro NocBiAYEHHS BHACAIA0K iHLINX
perynatopHux npoueayp. MM®/BA3® (macTtep-
paiin Ha nnasmy/3arasibHuii haiin Ha BakLUHHWIA
aHTureH). Bk/lo4eHHs HOBOro, OHOB/IEHOTO abo
3MiHeHoro Mactep-caiina Ha nnasmy y
peecTpaLjiiiHe AOCbE Ha Nikapcbkuii 3aci6
(npouepypa 2-ro etany ans NM®) (BKYEHHS
OHOBJ/IEHOr0/3MIHEHOTO MacTep-haiisia Ha nnasmy,
AIKLLLO 3MiHU He BN/IMBAIOTb Ha BACTMBOCTi FOTOBOrO
NiKapcbKoro 3acoby). Bk/1oUeHHS OHOB/IEHOTO
MacTep-chaiina Ha nnasMy y peecTpaliiiHe OoCbE Ha
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

nikapcbkuii 3aci6: PMF Certificate Ne
EMEA/H/PMF/000001/04/AU/024/G. 3miHn | Tuny -
3MiHK 3 SKOCTi. 3MiHM A0 peecTpauiiHoro
NOCBIAYEHHS1 BHACNILOK IHLIMX PErynsaTopHUX
npoueayp. MM®/BA3d (macTtep-thaiin Ha
nnasmy/3arasibHuii paiin Ha BakUMHHWIA aHTUrEH).
BKto4eHHs1 HOBOTO, OHOB/IEHOTO @60 3MiHEHOro
MacTep-chaiina Ha nnasmy y peectpauiiiHe fOCbE Ha
nikapcbknii 3aci6 (npoueaypa 2-ro etany ans NMMo)
(BK/THOYEHHS OHOB/IEHOr0/3MIHEHOTO MacTep-thaiina
Ha nnasmy, KO 3MiHU He BMNMBatOTb Ha
B/1ACTMBOCTI FOTOBOrO JliKapcbKoro 3acoby)
BktoueHHs OHOB/IEHOTO MacTep-haiina Ha nnasmy
y peecTpauiiHe A0CbE Ha Jlikapcbkuii 3aci6: PMF
Certificate Noe EMEA/H/PMF/000001/04/AU/025/G.

39.

BETAMETA3
OH

kpem, 0,64 mr/r no
15ry 1y6i; 1 Ty6a B
nayui

MAT
"Kuismegnpen
apar”

YKpaiHa

MAT
"Kuismegnpen
apar”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu
| TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa NPoBamKeHHS
LisNbHOCTI BUpO6HMKa (BK/THOYaoun, 3a
HeoObXiAHOCTI, MicLle NPOBEeAEHHSI KOHTPO/IO SKOCTI),
abo BriacHuka macTep-thaiina Ha A®l, abo
nocravanbHunka Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y A0ChE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepakeHoMy
nocke, abo BUPOOHMKA HOBOI JONOMIXHOI pEYOBUHN
(AKLL0 3a3HaYeHO Y A0CbE) AOMIHICTpaTMBHA 3MiHA
Ha3Bu BNpo6HKKa ADI. Agpeca BUpo6GHMLTBA
3anmwaeTbes 6e3 3MiH. BupobHuya ainbHuuA Ta yci
BMPOGHUWUYI onepauii 3a/IMLLaTbCs HE3MIHHUMMU.
[Oitova pepakuis: Crystal Pharma S.A.U., Icnanis
MponoHoBaHa pepakuis: Curia Spain S.A.U., IcnaHia
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEepKEHHS

3a
peyenmo
i

UA/4321/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
40. | BETACAJNIK® | ma3b no 15ry 1y6i; MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/0558/01/01
no 1 Ty6i B nayui 3 "Kuismegnpen "Kuismegnpen | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenmo
KapToHY apat" apat” HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS M
LisNbHOCTI BUpOOHMKa (BK/THOYaoun, 3a
HeoObXiAHOCTI, MiCLle NPOBEAEHHSI KOHTPO/IO SKOCTI),
abo BriacHuka macTep-thaiina Ha A®l, abo
nocravanbHuka AdP1/BuxigHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
3aCTOCOBYOTbCH Y BUPOO6HULTBI ADI (SKLLO
3a3HavYeHo y A0ChE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepakeHoMy
nocbke, abo BUPOOHMKA HOBOI LONOMIXHOI peYOBUHU
(AKLLLO 3a3HaYEHO Y A0CbE) AOMIHICTpPaTMBHA 3MiHA
Ha3Bu BNpOoGHKKa APl BeTameTasoHy gunponioHaTty.
Afpeca BUPO6HMLTBA 3a/IMLLAETLCA 63 3MiH.
Brpo6Huya AinbHuus Ta yci BUpobHUyi onepawi
3a/MwaroTbes He3miHHMMK. [itova pegakuyis: Crystal
Pharma S.A.U., IcnaHisa MNponoHoBaHa pejakuis:
Curia Spain S.A.U., Icnanis BeegeHHs 3MiH
NpoTSArom 6-Tv MicsLiB Nicnis 3aTBepPAKEHHS!
41. | bloUUKNIH Tabnetku no 45 mr Bpounascbke Monbwa BpoviaBcbke MonbLia BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu 6e3 - UA/13590/01/01
no 10 TabneTok y nignpMeMcTBO niANpPMEMCTBO | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib. peyenma
6nicTepi; no 3 nNiKapcbKnx nikapcbknx KOHTPO/b AONOMDKHMX peyoBUH. 3MiHa y MeTogax
6nictepn y Tpas Tpas BMNPOGYBaHHSA AONOMIKHOI pevoBUHYM (iHLWWi 3MiHW Y
KapTOHHI ynakoBLi "rEPBAMNO/b "rEPBAMNO/b MeToAax BUNpobyBaHHS (BK/tovatoun 3amiHy abo
"AT "AT [ofaBaHHsA)) BBeLeHHA 404aTKOBOIO MeToay
BMNPOBYBaHHA iAeHTUikaLii 4ONOMDKHOI peYOBUHN
NaKTo3n MOHorigpaTy MeTo40M CNeKTpocKonii B
6nmxkHbOMY 1Y-aianasoHi €O, 2.2.40 (NIR).
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
42. | BICAKOAWN- | TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHMx MaTepiasis: 3MiHN 6e3 - UA/2575/01/01
AAPHUNLUA 060/10HKOIO, "®bapmavesTu "dapmaLeBTu | TNy - 3MiHK 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. peyenma
KMLLKOBOPO3YMHHI, YHa thipma YyHa cthipma KOHTPO/Ib AONOMIKHMX peYOBUH. 3MiHa y MeTogax
no 5 mr; no 10 "OapHuus” "NapHuus” BMNPOGYBaHHSA LOMOMDKHOI PEYOBUHM (iHLWi 3MiHW Y
TabneTok y MeTofax BUNpobyBaHHs (BK/IOUaKUun 3aMiHy abo
KOHTYPHIl [0JaBaHHs1)) BHECEHHS 3MiH Ha AOMOMIKHY
YapyHKOBIli peyoBUHyY nonieTuneHrnikonb (Makporon 4000), a

ynakosLii; no 3
KOHTYPHi YapyHKOBI
yNakoBKM B NauLlj

came: 3a NnokasHuKom "ETuneHokcung i fiokcaH"
3anponoHOBaHO BBEAEHHS HOBOI in-house MeToAvky
BMNpo6yBaHHA X (APY, 2.2.28), wo €
aflbTEPHATUBHOI MeToANL,, 3a3HaYeHOl B
MOHorpagii E® «Macrogols»; BHECEHHS
CTUNICTUYHMX Ta pedakLiiiH1X NpaBokK, 6e3 3MiH
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
BCTAHOB/IEHWX KPUTEPI NPUAHATHOCTI 3@ AaHUM
noKasHUKOM sikocTi. CynyTHS 3mMiHa
- 3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.

KOHTpO/b AONOMDKHUX peyoBUH. 3MiHa napameTpis

€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT

cneumdikauin Ta/abo AoNyCTUMMX MEX A5
L0NOMIXHOT peyqoBUHU (iHLWi 3MiHM). 3MiHK | Tuny -
3MiHu 3 siKocTi. CepTudikaT BignosigHocCTI/lE-
cepTugikaT BiANOBIAHOCTI EBpONENChbKil
hapmakonei/moHorpadii. 3MiHW, NoB'A3aHi 3
HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii JdY abo Esponeiicbkoi chapmakoneri,
abo iHWoi HauioHanbHOT hapmMakonei gepxasu €C
(3miHa y cneumdikavii HechapmakoneliHoro A®| ans
npuBeLEeHHs y BiANOBIAHICTb A0 BMMOT dY abo

hapmakonei gepxasu €C) - A®l. BHeCEHHs 3MiH A0
cneumdikauii Ta METOZAIB KOHTPO/IHO [OMOMDKHOI
peyoBuHW nonieTuneHrnikons (Makporon 4000), a
came 3a nokasHvkamu "lgeHTudikauis”, "Mpo3sopicTb
po3unHy", "KonbopoBicTb po3unHy", "KucnoTtHicTb
abo nyxHictb", "lgpoKcubHe umcno”,
"BifgHoBNIOOYI peyoBuHK", "dopmanbaeria” -
AHaTITUYHI METOAMKM KOHTPOSIIO 3a/ULLEHI 6€3 3MiH,
BHECEHi pefakLiiiHi npaBku, Wo oopMeHi
BiANOBIAHO A0 pekomeHAaLiil Ta ctunictukn 4dY;
BiAgnoBigHo Ao sumor AdY, 1.4 «<MoHorpadii»
NoKasHUK «PO34MHHICTb» Ma€e pekoMeHauiiHni
XapakTep, Ha Uili niacTasi, BUMOr A0 PO3YMHHOCTI
nepeHeceHo A0 3ara/lbHyX BIaCTUBOCTEN;
nokasHukKM “"KiHemaTtnyHa B’si3kicTb", "[AnHamiyHa
B'A3KICTb" - aHaNITUYHI METOAMKN KOHTPOJIHO
3a/MLLEHi 6e3 3MiH. BHeceHo pefakuiiiHi npasku:
BiANOBIAHO A0 Aitoyoi MoHorpadii «Macrogols»
€Bponelicbkoi ®apmakonei BU3HaUYeHHS NMOKa3HUKIB
"KiHemaTtunyHa B'a3kicTb" i "[InHamiyHa B'A3KicTb"
NpoBOAMTLCH B paMkax TecTy "B'askicTb". Takox
YTOYHEHO 3HAYEHHS TYCTUHW, L0 BUKOPUCTOBYETLCA
07151 pO3paxyHKy AUHAMIYHOT B'A3KOCTI. 3MiHM | Tvny -
3MiHM 3 SKOCTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTposb
[O0NOMDKHUX peyoBUH. 3MiHa napamMmeTpis
cneumdikauin Ta/abo AoNyCTUMMX MeEX 415
[OMOMDKHOT pe4YOBUHM (BUTyYeHHS 3i crieumdpikaw,ii
He3HayHOro NokasHvKa (Hanpuknag 3actapiforo

NnoKasHuKa)) BUNyYEHHS NokasHuka "Baxki metann”
i3 cneymdikauii Ta MeToAiB KOHTPO/IKO ONOMiXHOT
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
peyoBUHM nonieTnneHrnikons (makporon 4000), 3
BignosigHumu 3miHamu B p. 3.2.P.4.1. Cneuundikauis
Ta 3.2.P.4.2 AHanitnyHi Metoaukn. 3miHum | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHMX peYOBVH. 3MiHa napaMeTpis
cneumdikauin Ta/abo AONyCTUMMX MEX 415
[LOMOMDKHOT peYOBUHM (iHLLI 3MiHM) BHECEHHS 3MiH
[0 crneungikaLii Ta MeToAiB KOHTPOJItO SKOCTi Ha
[LOMOMDKHY peUYOBUHY NOMieTUNEHTTIKOMb (Makporosn
4000) 3a noka3HUKoM «MikpobionoriyHa YncToTa» -
npuBeaeHHs BiANoBigHO Ao Bumor € 2.6.12, 5.1.4.
CynyTHS 3MiHa- 3MiHM 3 AKOCTi. [0TOBWIA NikapcbKuii
3aci6. KOHTposib AONOMDKHUX PeYOBUH. 3MiHa Y
MeToAax BUNPOGYBaHHS AOMNOMIXKHOI PeYOBUHM
(He3HauHi 3MiHM y 3aTBEpPXEHUX MeToAax
BMNPO6YBaHb)
43. | BiconrPoo Tabnetku no 10 wr, TOB «TeBa YkpaiHa Mepkne M'meX HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx martepianis: 3MiHu 3a He UA/1728/01/02
N-TEBA no 10 TabneTtok y YkpaiHa» (Bupo6HuuTBO | TNy - 3MiHK 3 AKOCTi. FOTOBUMIA Nikapcbkunii 3acib. peyenmo nionsi2ae
6nictepi; no 3 abo 5, Hepo3gacoBa CurcTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa M
abo 9 6nictepis B HOro PO3Mipy ynakoBKM roTOBOrO NiKapCbKOro 3acoby
Kopoo6Li NpOAYyKTY, (3MiHa KifIbKOCTi 0AVHWLE (Hanpuknag TabneTok,
[03BiN Ha amny TOLLO) B ynakoBLi:) - 3MiHa no3a giana3oHoMm
BWMNYCK Cepil; 3aTBEPMAXEHNX PO3MIpiB YNakoBku - [logaBaHHA
MepBuHHA Ta HOBOro po3mipy ynakosku J13, a came: rno 10
BTOPVIHHA Tabnetok y 6nictepi; no 9 6nictepis B KOPOOL.
yrnakoBkKa, 3MiHU BHECEHI B iHCTPYKLilO 4518 MeAnyYHOro
KOHTPO/b 3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ain
cepii) "YnakoBka" (3MiHa po3mipy ynakoBku). BBegeHHs
3MiH NpOTArom 6-TU MiCALIB Micna 3aTBEPAXKEHHS.
44. | biconrPono Tabnetkv no 5 mr, TOB «TeBa YkpaiHa Mepkne M6X HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/1728/01/01
N-TEBA no 10 TabneTok y YkpaiHa» (Bupo6HuuTBO | TNy - 3miHK 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. peyenmo nionsi2ae
6nictepi; no 3 abo 5, Hepo3sgacoBa CucTema KoHTelHep/3aKynopoBasibHMiA 3aci6. 3MiHa M
abo 9 6nicTepis B HOro pO3Mipy ynakoBKy roTOBOTO JlikapCbKOro 3acofby
Kopoo6Li NpOAYyKTY, (3MiHa KiflbKOCTi 0AMHMLE (Hanpuknag TabneTok,
[03BiN Ha amny TOLLO) B ynakoBLi:) - 3MiHa no3a gianasoHoMm
BUMYCK Cepii; 3aTBEPKEHNX PO3MIPIB YNakoBku - [lofaBaHHs
MepBuHHA Ta HOBOro po3mipy ynakosku /13, a came: no 10
BTOPVIHHA TabneTtok y 6ictepi; no 9 6ictepis B KOPOOL,.
yrnakoBkKa, 3MiHV BHECeHi B iHCTPYKLit0 4151 MeguyHoro
KOHTPO/1b 3acTOCyBaHHS NikapCcbKoro 3acoby y po3gain
cepii) "YnakoBka" (3MiHa po3mipy ynakoBku). BBegeHHs

3MiH NPOTAroM 6-Tu MiCALIB NiC/s 3aTBEPAKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
45. | BO®EH CyCrneH3sis opasibHa, My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/10184/01/01
100 mr/5 mn; no 100 akKuioHepHe akujioHepHe | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenma
My doNakoHi TOBapUCTBO TOBapUCTBO Onuc Ta cknag. 3miHa y cknagi (40noMiXHUX
CKstHOMy abo "HaykoBo- "HaykoBo- peyoBUHaXx) roToBOro NiKapcbkoro 3acoby (CMakoBi
nonimepHomy; no 1 BMPOGHNUNI BMPOGHUUNI [o6askn abo 6apBHYKY) - [logaBaHHs, BUNYYEHHS
chrnakoHy B nauuj LEeHTP LeHTp ab6o 3amiHa CynyTHS 3MiHa - 3MiHW 3 AKOCTi. [0TOBWIA
pasoMm 3 IOKKOK "BopLuariscbk "BopLuariBcbk nikapcbkuii 3aci6. KOHTPOb AOMOMIXHUX PEYOBUH.
[,03YBA/IbHOIO; WA Ximiko- WA XiMiKO- 3MiHa napameTpiB cneuudikauii Ta/abo
no 100 mn y 6aHui thapmaveBTUy thapmaveBTUy OONYCTUMUX MEX A5 AONOMIKXHOT peqoBUHU (iHLLi
noniMepHii; no 1 HWi1 3aBoa" HWi1 3aBoa" 3MiHM). 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
6aHLi pa3om 3 KOHTPO/Ib AONOMDKHMX PEYOBUH. 3MiHA y MeTogax
JIOXKOH0 BMNPOBYBaHHA JOMOMDKHOI PEYOBWHM (iHLLI 3MiHW)
[03yBasIbHOL B 3MiHa apomaTm3aTopa anesibCUHOBOTO Ha iHLIWIA
nauui aHanoriyHunii apoMatmsaTop, Wo Mae iAeHTUYHWIA
anenbCUHOBWIA 3anax Ta Mae aHasloriyHe
PYHKLiOHa/IbHE NPU3HaYeHHs 415 AaHOT NiKapcbKoil
chopmu. Ta Ak HacniAoK 3MiHW A0 cneundikauii ans
BXiZJHOrO KOHTPO/II0 [OMOMDKHOI PEHOBUHU
(apomatusatopa), a came YTOUHEHHS 40 po34iny
«Onue» Ta BUYYeHHN 3i cneuudikawii He3HauyHNX
MOKa3HWKIB AKOCTI.
46. | BPUHEKC Kpanni oOuHi, CEHTICC IHais CEHTICC IHais BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu 3a - UA/17178/01/01
cycnensisa, 1%;no5 | ®APMA MNBT. PAPMATBT. | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib. peyenmo
Mn abo no 10 mny nTAa. nTa. 3MiHU y BUPOGHMLTBI. 3MiHa po3mipy cepii M

(h1akoHi 3 NpobKoto-
KpanenbHuLero Ta
KpuLLKoto; no 1
h1akoHy B
KapTOHHI Kopo6Lyi

(BKKOYAOUM Ajana3oH po3Mipy cepil) roToBoro
NiKapcbKoro 3acoby (36isbleHHs 4o 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) BBELEHHS
[104aTKOBOro po3Mipy cepii roToBOro Nikapcbkoro
3aco6y 120 n A0 BXe 3aTBEep)KEHOro po3mipy cepii
60 n. 3aTBepmxeHo: 60 n (BignosigHo 11111
hnakoHiB No 5 mn abo 5660 chnakoHis no 10 ms)
3anponoHosaHo: 60 n (BignosigHo 11111 dhnakoHis
no 5 mn a6bo 5660 chnakoHiB Mo 10 mn) Ta 120 n
(BignosigHo 20690 chnakoHiB no 5 mn abo 11111
dhnakoHiB o 10 mn).
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

47.

BPOHXO-
BAKCOM
LITN

kancynu no 3,5 mr
no 10 kancyny
6nicTepi; no 1 abo
no 3 6nictepu B
KapTOHHI Kopo6Lyi

OM ®apma
CA

LLiseiiuapi
o

OM dapma
CA

LLiBeiiuapis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
thapmakoHarnsag.

Litova pepakuin: Gabriele Fox. MponoHoBaHa
pegakuisi: Yves Miclo. 3mMiHa KOHTakTHUX AaHUX
YMOBHOB&XEHOI 0C06YM 3asBHMKA, BiANOBifa/IbHOT 3a
thapmakoHarnsag. 3mMiHa KOHTaKkTHOT 0CO6U 3aABHYKa,
BiANOBIAA/IbHOI 3a hapmakoHarnifg B YkpaiHi.
[itoua pepakuis: JaHinosa flapuca BonognmupisHa.
MponoHoBaHa pefakLis: Xinbko EBreHis
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX SaHNX
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsay.

3a
peyenmo
i

UA/18520/01/01

48.

BPOHXO-
MYHAN®

Kancynv Teepgi no 7
mr, no 10 kancyn y
6nictepi; no 1 a6o 3
6nictepu B
KapTOHHI KopooLli

CaHpo3
dapmacbioTika
n3 a.a.

CnoseHis

Nex
PapmaueBTny
Ha KoMMaHis
a. a.,
CnoseHis
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b
cepii, BUNycK
cepii); OM
dPapma CA,
LBeiiLapis
(BUPOBHMLTBO
in bulk,
KOHTPO/Ib

CnoseHisi/
LLIBeiiuapis

BHECEHHS 3MiH 40 peecTpaviiiHMx MaTepiasiB: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkwnii 3aci6.
CucTema KOHTelHep/3aKynopoBasibHMiA 3aci6. 3MiHa
6yAb-AKOI YaCTUHM MaTepiany NePBMHHOI YNaKkoBKY,
LLIO HE KOHTaKTY€E 3 FOTOBMM NiKapCbKUM 3aC060M
(Hanpuknag Konip KpULLEYOK 3 KOHTPOSIEM NepPLUOro
BIAKPUTTSA, KOMIP KOJOBWX Kiflelb Ha amnynax,
KOHTeliHepa 4151 ronokK (pis3Hi BuAW nnacTMacu)
(3MiHa, sika He BNvMBa€E Ha KOPOTKY XapaKTepuUCTUKy
nikapcbKoro 3acoby) 3miHa y YacTuHi maTepiany
NepPBUHHOT YNakKoBKK, L0 HE KOHTAKTY€e 3 FOTOBUM
nikapcbkvM 3aco60M, a came mMaTepias rpyHTOBKM
A5 HAHECEHHSA APYKY Ha asTloMiHieBiil donb3i gns
6nicTepy, WO MICTUTb HITPOLEN0N03Y 3MIHIOETLCA
Ha MaTepian rpyHTOBKM, L0 HE MICTUTb
HITPOLLEN0103M. Y 3B’SI3KY 3 LLIEK 3MIHOK A0

6e3
peyenma

UA/14314/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
cepir) crneuudikavii antomiHieBoi ponbrm oAaHo NPUMITKY

npo Te, Lo I'PYHTOBKA 4719 APYKY, sika
BUKOPWCTOBYETLCA AN151 DONBIN, HE MICTUTb
HiTpoLentono3un. Kputepii NpuiAHATHOCTI a/ltoMiHiEBOT
h0nbIv 3 FPYHTOBKOIO, L0 HE MICTUTb
HITPOLLE/K0103U, aHaOTiYHI KpUTEpIAM,
BCTaHOB/IEHUM A/151 DONbIN 3 'PYHTOBKOI, fKa
MICTWUTb HITPOLE/0N03Y, afke SKICTb aSItOMiHIEBOrO
Lwapy i TepmMonaky 3a/mMaeTbcs He3MiHHOW. 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
Cuctema KOHTelHep/3aKynopoBasibHMiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX
nepBUHHOT YNakoBKWU rOTOBOrO /1iKapCbKOro 3acoby
(BUNyYEHHS HE3HAYHOTO NoKasHuka (Hanpuknag
3acTapifioro NokasHykKa)) OHOBMIeHHSA p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynoptoBasibHUiA 3aci6, a
came BUNy4YeHHs 3i cneuudikauii 4na antoMiHieBoT
donbrn napameTtpy «LLUnprHax» (Aluminium foil
width). 3miHun | TNy - 3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBanbHWii 3aci6. 3MiHa
napameTpiB cneuugikalii Ta/abo AoNyCTUMUX MEX
NMepPBUHHOT YNakoBKM FOTOBOrO MiKapCbKOro 3acoby
(BMNYYEHHSI HE3HAUHOTO NOKa3HVKa (Hanpuknag,
3acTapisioro NokasHuka)) OHoBJIeHHA p. 3.2.P.7.
Cuctema koHTelHep/ 3aKynoproBasibHUiA 3acio, a
came BUy4YeHHs 3i cneuudikauii ansa PVC/PVDC
foil napameTpis «PVC/PVDC foil width»,
«PVC/PVDC foil thickness», «Determination of the
PVDC humidity». 3miHu | TRy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX
nepBUHHOT YNakoBKWU rOTOBOrO /iKapCbKOro 3acoby
(3BYXEHHS ONYCTUMMX MEX, BUHAYEHUX Y
cneuudikauii) oHoBneHHs p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKyrnoproBasibHWiA 3acib, a came
BHECEHHS 3MiH Ao cneuudikauii ana PVC/PVDC foil
3a n. «3arasibHa Bara nsoLLi» (3BY>KEHHS
nonyctuMmx Mex): 3aTBepxeHo: Total specific
mass: 400 + 40 g/m2
3anponHoBaHo: Total area weight: 378.0 — 421.1
g/m?
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
49. | BYAECOHIA cycneHsia ons ACTPA3EHEK LLseuis BUPOBHMLTBO, LLseuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19102/01/02
ACTPA3EHE po3nuneHHs, 0,5 A Ab KOHTPO/b | TMNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyernmo nionsieae
KA Mr/m; AKOCTi Ta HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS M
no 2 mn s BUNYCK cepil: LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
KOHTelHepi; no 5 AcTpa3eHeka NiKapcbKoro 3acoby, BKIOYaUY AiNIbHNLj BUNYCKY
KOHTElHepiB y AB, LLiBeuis cepii abo micue NpoBefeHHS KOHTPOJIO SKOCTI.
KOHBepTI; no 4 KOHTPO/1b (OisnbHICTb, 3a Ky BiANOBiAaE BUPOOHMK/iMIopTep,
KOHBEPTU Y AKOCTI: BK/IOYAK0UM BUMYCK Cepiii) AgMiHICTpaTuBHa 3MiHa
KapTOHHI Kopo6Lyi AcTpa3eHeka MOLUTOBOrO iHAEKCY 6e3 3MiHM DaKTUYHOro
AB, LBeuis MicLie3HaxomKeHHs BUpobHuka 13 AstraZeneca AB

(Forskargatan 18).
3MiHU BHECEHO B iIHCTPYKLil0 415 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gain
«Micue3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NPOBa)KEHHS NOro AisNbHOCTI» 3 BiANOBIAHUMY
3MiHaMK y TEKCTi MapKyBaHHA YNakoBKU MiKapcbKoro
3acoby.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPKEHHSA. 3MiHM | TUNY - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NiKapcbKoro 3acoby, BKIYAKUN AiNbHALL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOBHUK/iMNOPTEp, HE BK/IKUYAKUM BUMYCK cepili)
AfMiHicTpaTMBHa 3MiHa NOLITOBOrO iHAEKCy 6e3
3MiHM hakTUYHOrO MicLie3HaxX0MKEHHS BUPOGHMKa
'N3 AstraZeneca AB (Gartunavagen).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHA. 3MiHK | TUny - 3MiHW WoA0
6e3nekun/edhekTUBHOCTI Ta hapMakoHariagy (iHwi
3MiHM) OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKU
nikapcbkoro 3acoby (pepakuiiHi npasku). BBegeHHs
3MiH NPOTArom 6-TW MiCALIB NiC/A 3aTBEPAKEHHS.
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

50.

BY/JECOHIA,
ACTPA3EHE
KA

cycneHsia ons
po3nuneHns, 0,25
Mr/MA; Mo 2 MN B
KOHTeliHepi; no 5
KOHTEliHepiB Y
KOHBEpTI; No 4
KOHBEpPTW y
KapTOHHI Kopo6Lyi

ACTPA3EHEK
A Ab

LLseuis

BUPOBHMLTBO,
KOHTPO/1b
AKOCTI Ta

BUNYCK cepil:

AcTpa3eHeka

AB, LBeuis
KOHTPO/b
AKOCTI:
AcTpa3eHeka
AB, LBeuis

LLseuis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYAKYMN GiNTbHULL BUMYCKY
cepii abo micue NpoBefeHHS KOHTPOJIO SKOCTI.
(OisnbHICTb, 3a Ky BiANOBiAaE BUPOOHMK/iMIopTep,
BK/IOYAK0UM BUMYCK Cepiii) AgMiHICTpaTuBHa 3MiHa
MOLUTOBOrO iHAEKCY 6e3 3MiHM DaKTUYHOro
MicLie3HaxomKeHHs BUpobHuka 13 AstraZeneca AB
(Forskargatan 18).
3MiHU BHECEHO B iIHCTPYKLil0 415 MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gain
«Micue3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NPOBa)KEHHS NOro AisNbHOCTI» 3 BiANOBIAHUMY
3MiHaMK y TEKCTi MapKyBaHHA YNakoBKU MiKapcbKoro
3acoby.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPKEHHSA. 3MiHM | TUNY - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NiKapcbKoro 3acoby, BKIYAKUN AiNbHALL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOBHUK/iMNOPTEp, HE BK/IKUYAKUM BUMYCK cepili)
AfMiHicTpaTMBHa 3MiHa NOLITOBOrO iHAEKCy 6e3
3MiHM hakTUYHOrO MicLie3HaxX0MKEHHS BUPOGHMKa
'N3 AstraZeneca AB (Gartunavagen).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHA. 3MiHK | TUny - 3MiHW WoA0
6e3nekun/edhekTUBHOCTI Ta hapMakoHariagy (iHwi
3MiHM) OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKU
nikapcbkoro 3acoby (pepakuiiHi npasku). BBegeHHs
3MiH NPOTArom 6-TW MiCALIB NiC/A 3aTBEPAKEHHS.

3a
peyenmo
i

He
nionsieae

UA/19102/01/01

51.

BY3UHU
YOPHOI
KBITKWU

KBiTKM No 40 1 abo
no 50 r y naykax 3
BHYTPILLHIM
naketom; no 1,5ry
QinbTp-NakeTi; No
20 hinbTp-nakeTiB y
nauui abo y nauui 3
BHYTPILLIHIM NakeToM

MpAT
"NikTpasun"

Ykpaina

MpAT
"NikTpasun*

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHM) OHOBNEHHS TEKCTY
MapKyBaHHS! yNakoBKW Jlikapcbkoro 3acoby 3
BHECEHHSAM iHdhopMaLiT WOoA0 3a3HAYeHHS OAVNHULb
BUMIpIOBaHHSA y cuctemi Sl. TepmiH BBeA,EHHSA 3MiH -
npoTArom 6 micsuiB nicns 3aTBepipKeHHs.

6e3
peyenma

UA/6354/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

52. | BYCTPUKC™ | cycneHsia ans nakcoCmitKn Benuka nakcoCwmiTKn Benbris BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/14955/01/01

KOMBIHOBA iH'ekujn, 0,5 AainH Ekcnopt Bputanis ANH Il Tvny - 3miHn 3 akocTi. A®l. BupobHuLTBO. 3MiHa peyenmo

HA mn/po3y; no 1 gosiy Nimiteq Bionompxkikans BMPOGHMKA BUXiAHOr0/NPOMIKHOTO M

BAKUVHA nonepegHL0 C.A. npoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y

ana HanoBHeHOMY BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHMKA

MPO®INAKT wnpuui; no 1 (BKtOYaroun, fe HeobxigHO, MicLe NPoBeAEeHHS

KN nonepegHLo KOHTpO/t0 sIKOCTi) ADI (3a BiACYTHOCTI cepTudikaTa

BUNDTEPII, HarnoBHeHoMy BiANOBIAHOCTI EBponelickkiii hapmakonei y

MPABLS, LINpUUy Y KOMMEKTI 3aTBEPIAXEHOMY JOCLE)(3MiHU [0 3aX04iB,

KALUMHOKY 3 iBOMAa rofikamv B NoB’sA3aHNX 3 KOHTPOJIEM aKTUBHOT PEHOBUHMN

(AUENKONAP | nnactukoBomy 6i0/10rYHOro MOXOMKEHHS: 3aMiHa ab0 foAaBaHHSA

HUIA KOHTeliHepi; no 1 AinbHUUI, Ae NPOBOANTHLCSA KOHTPO/b/BUNPOGYBaHHS

KOMMOHEHT | KoHTeliHepy y cepil, BK/OYaUM 3aCTOCYBaHHSA

) KapTOHHI Kopo6Lyi 6i0n10riYHOro/iMyHOM0riYHOrO/iMyHOXIMIYHOTO

(AACOPBOB MeToay) - NepeHeceHHs TeCTiB 3 KOHTPOJIIO AKOCTI in

AHA, 3I Vvivo 3 ginbHuui GSK Vaccines GmbH, Marburg

SMEHLUEHN (HimeyunHa) Ha ginbHuuto GlaxoSmithKline S.A.,

M BMICTOM Rixensart (Benbris), a cave:

AHTUIEHIB) 1. Minimum Lethal Dose (MLD) performed on

Diphtheria pre-Working Seeds and Tetanus Master
Seeds.

2. Absence of Toxin and irreversibility of Tetanus
Toxoid performed on Tetanus toxoid drug substance
(release and stability). 3. Tetanus potency and
Diphtheria potency on DTcc (drug product
intermediate, stability testing only)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
53. | BYCTPUKC™ | cycneHsia ans nakcoCmitKn Benuka nakcoCwmiTKn Benbris BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/15071/01/01
nonio iH'ekujin no 1 posi AainH Ekcnopt Bputanis ANH Il Tvny - 3miHn 3 akocTi. A®l. BupobHuLTBO. 3MiHa peyenmo
KOMBIHOBA | (0,5 mn/go3y); no 1 Nimiten Bionomxikans BMPOGHMKA BUXiAHOr0/NPOMIKHOTO M
HA [03i y nonepegHbo C.A. npoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BAKUVHA HarnoBHEHOMY BMpPO6HMYOMY npoueci A®I, abo 3miHa BUPOGHMKa
ana wnpuui; no 1 (BKtOYaroun, fe HeobxigHO, MicLe NPoBeAEeHHS
MPO®INTAKT nonepegHLo KOHTpO/t0 sIKOCTi) ADI (3a BiACYTHOCTI cepTudikaTa
KN HanoBHeHOMY BiANOBIAHOCTI €Bponeiicbkili hapmakonei y
DUNDTEPII, LINpUUy Y KOMMEKTI 3aTBEPIAXEHOMY JOCLE)(3MiHU [0 3aX04iB,
NnPABLUA, 3 iBOMAa rofikamv B NoB’sA3aHNX 3 KOHTPOJIEM aKTUBHOT PEHOBUHMN
KALUMKOKY N1acTUKOBOMY 6i0/10rYHOro MOXOMKEHHS: 3aMiHa ab0 foAaBaHHSA
(ALEENMKONAP | koHTeliHepi; no 1 AinbHUUI, Ae NPOBOANTHLCSA KOHTPO/b/BUNPOGYBaHHS
HUIA KOHTElWHepy y cepil, BK/OYaUM 3aCTOCYBaHHSA
KOMMOHEHT | kapTOHHIi Kopo6Lii 6i0n10riYHOro/iMyHOM0riYHOrO/iMyHOXIMIYHOTO
)TA MeToay) - NepeHeceHHs TeCTiB 3 KOHTPOJIIO AKOCTI in
noniomieni Vvivo 3 ginbHuui GSK Vaccines GmbH, Marburg
TY (HimeyunHa) Ha ginbHuuto GlaxoSmithKline S.A.,
(IHAKTBOB Rixensart (Benbris), a came: 1. Minimum Lethal
AHA) Dose (MLD) performed on Diphtheria pre-Working
(AACOPBOB Seeds and Tetanus Master Seeds.
AHA, 3l 2. Absence of Toxin and irreversibility of Tetanus
SMEHLUEHN Toxoid performed on Tetanus toxoid drug substance
M BMICTOM (release and stability). 3. Tetanus potency and
AHTUrEHIB) Diphtheria potency on DTcc (drug product
intermediate, stability testing only).
54. | BANIEPIAHA TabneTku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsizae UA/17560/01/01
EKCTPAKT NNiBKOBOIO "TepHochapm” "TepHodapm" | TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkunii 3acib. peyenma
060/710HKO0, Mo 20 CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo
mr no 10 TabneTok y ymoBax 36epiraHHsi rOTOBOrO JlikapCbKOro 3acoby
6nicTepi; no 5 abo (36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
no 10 6nicTepis y nNiKapcbKoro 3acoby) - [1ns Toprosoi ynakoBku
nauui 3 KapToHy (NiaTBEPOKYETHCA AAHUMW PEAsTbHOTO Yacy)
36inbLIeHHs TepMiHy npuaaTtHocTi /13, y 3B'A3ky 3
OTPVMaHHSIM OHOB/IEHWX PE3Y/bTaTiB BUBUEHHS
CTabiNbHOCTI B peasibHOMY Yaci. 3aTBepAXeHo:
TepMiH NpuaaTHOCTI 2 Pok1 3anponoHOBaHO:
TepMiH NpuaatHocTi 3 poku
55. | BAJICAPTAH | nmopouiok AT "dapmak” Ykpaina [xy6inaHTt IHAjis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu - - UA/18158/01/01
(cybcTaHuis) B dapmoBa | Tuny - 3miHn 3 AkocTi. CepTudpikat
MilLIKax NoABiiHNX Nimiten BignosigHocTi/lE-cepTudikar BignosigHoCTi

nosieTUNEHOBNX
ans
hapmaLeBTU4HOro
3aCTOCYBaHHS

€Bponelicbkili hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
abo BuNy4YeHHs cepTudikara BifgnoBigHOCTI
€Bponeiickkin hapmakonei: gns A®l; ons BUXigHOro
Marepiany/peareHTy/npoMixKHOro NPoAyKTY, LU0
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuqikaTt Bif yxe 3aTBepaKeHoro BUpobHuka -
MopaHHA OHOBMEHOrO cepTudikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei gns Ad| BancaptaH
CEP R1-CEP 2011-110-Rev 04 (nonepefHs Bepcis
CEP R1-CEP 2011-110-Rev 03) Big Bxe
3aTBEpMAKEHOro BMpobHuka «Jubilant Generics
Limited», IHgjs, y 38’A3Ky 3 foAaBaHHSAM BUPOOHMKA
npomixHoro npoAykTy M/s Atul Bioscience Ltd. Ta
OHOBJ/IEHHAIM BUMOT [7151 AOMILLOK HITpO3aMiHiB
(06uagi AOMILLKM He NOBWHHI 6YTY NPUCYTHIMU Ha
«ByAb-KOMY PiBHi» Ta He MOBUHHI BUSIBNATUCSA
0fiHO4YacHO (6inbLue Mexi BUSBNEHHS)) 3MiHN | TURy
- 3MiHM 3 skocTi. CepTudikat BignosigHocTi/IE-
cepTugikaT BiANOBIAHOCTI EBpONENChbKil
thapmakonei/moHorpadii. NogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif, yxe 3aTBEPIXXEHOr0 BUPOOHUKA
MopaaHHsA OHOBIEHOTO cepTudikaTa BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei gnst A®l BancaprtaH
CEP R1-CEP 2011-110-Rev 05 (nonepegHs sepcis
CEP R1-CEP 2011-110-Rev 04) Big Bxe
3aTBepAKeHoro BMpo6Huka «Jubilant Generics
Limited», IHAis, y 38'a3Ky 3i 3MiHOIO Ha3Bu ipmu-
BMpo6HuKa 3 “Jubilant Generics Limited” Ha “Jubilant
Pharmova Limited” npu ubomy azpeca BUpo6GHUYOT
AiNbHULI HE 3MIHIOETbCA. 3MiHM | TUNY - 3MiHK 3
akocTi. CepTudpikat BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpoNeichbkili
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignosigHOCTi abo
BUJ/TyYEHHs cepTudikaTa BignoBigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€ponelicbkili dhapmakonei) - OHoB/IeHWI
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
cepTuqikaT Bif yxe 3aTBepaKeHoro BUpobHuka -
MopaHHA OHOBMEHOrO cepTudikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei gns Ad| BancaptaH
CEP R1-CEP 2011-110-Rev 06 (nonepeaHs Bepcis
CEP R1-CEP 2011-110-Rev 05) Big Bxe
3aTBEpMAKEHOro BMpobHuka «Jubilant Generics
Limited», IHgjs, y 3B’A3Ky i3 JoAaBaHHAM
nocTavanbHVKIB MPOMIKHMX NPOAYKTIB Ta
OHOBJIEHHAM B NakyBaHHi — 3MiHEHO TOBLLUHY
nonieTUNEHOBOrO Millika 3 METO NoNepeiXeHHs
MOX/IMBUX NOLLKOKEHb MakyBaHHSA. [Mpy Lpomy
BMPOGHMUMIA Npouec, cneuudikauis Ta aHaniTUYHI
MEeTOAMKM AN1A NPOMDKHUX NPOAYKTIB 3a/MLLIaTbCA
6e3 3MiH.
56. | BANbUUT® TabneTku, BKpUTI TOB «Pow Ykpaina Brpo6HMUTBO Kanapa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHa 3a - UA/14688/01/01
NNiBKOBOIO YkpaiHa» Hepo3gacoBa LLIBeiiuapis 3asBHuKa /13 (MIBM) (BnacHuka peecTpaviiHoro peyenmo
060710HKO0, No 450 HOT NpoAyKu;i, nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne M
Mr; no 60 TabneTok nepBuHHe 460): BBegeHHs1 3MiH NpoTAroM 6-Tn micAuiB nicas
y nnsawui; no 1 nakyBaHHs, 3aTBEPAKEHHS. 3MiHM | TUny - 3MiHK WoA0
NAALWLI Y KAPTOHHIi BMNPOGYBaHHSA 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
ynakoBLi KOHTpPO/I0 BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo
AKOCTI: cuctemy hapMakoHarnagy (BBeAeHHs y3araibHeHux
MateoH IHK., [JaHnx npo cuctemy dapmakoHarnsagy, smiHa
KaHaga yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
BTopuHHe 3AiliCHeHHs hapMakoHarnsay; KOHTaKTHOT 0cobu 3
nakyBaHHs, thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHA
BUNYCK cepil: hapMakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
®.XodhhmaHH- YNOBHOB&XEHOT 0CO6MU, BigNOBigaNLHOI 3a
Na Pouw NTg, 3fificHeHHs hapmakoHarnsgy (Bkioyarun
LBeiiLapis KOHTaKTHI AaHi) Ta/abo 3MiHM Yy po3MilLleHHi MacTep-

thaiina cuctemu cpapmakoHarnsay)
3MiHa YNOBHOBaXXeHOI 0CObM 3asiBHUKA,

BignoBigasIbHOI 3a hapmakoHarnsag. Aivoya
pegnakuis: Dr Birgitt Gellert. NMponoHoBaHa pegakuis:

NoiiyeHko OneHa BonogvmupisHa. 3miHa

KOHTaKTHUX AaHnX yNOBHOBaXeHOi ocobu,

BiANOBiAaLHOT 32 hapmakoHarnsag. 3miHa
MicLLe3HaxoMKeHHS1 MacTep-haiina Ta Moro Homepa.

3MiHa Micus 34iliCHeHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
57. | BAHATEKC TabneTku, BKPUTI PapmaueBTNY Monbwa dapmaneBTuy MonbLia BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/12634/01/01
NNiBKOBOIO HWIA 3aBOf, HWIA 3aBOA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo
060s10HKOo1, 80 Mr, "MONIbGAPM "MONMb®APM KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y M
no 14 tabneTtok y A" C.A. A" C.A. MeTofax BUNPO6YyBaHHSA roTOBOrO JliKapCbKOro
6nicTepi, no 2 3aco6y (He3HayHa 3MiHa y 3aTBEpKEeHNX MeTodax
6nictepu B BMNPOGYBaHHS) HE3HAYHA 3MiHa B 3aTBEPAKEHOMY
KapTOHHI KopooLyi MeTozi BunpobyBaHHs /13 3a NOKasHWKOM
«KifibKiCHUIA BMICT HITpo3aMiHiB» (GC-MS/MS)
BHOCWTLCS 3 METOI0 YTOYHEHHS ONKUCY TemnepaTypu
36epiraHHA KanibpyBasibHUX PO3UMHIB. TakoX
BHECEHO pefakLiliHi 3MiHV B TabnuL0 napameTpis
Mac-crnekTpomeTpa.
58. | BAHATEKC TabneTku, BKpUTI $apmaueBTNY Monbwa dapmaneBTuy MonbLia BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/12634/01/02
NNiBKOBOIO HWIA 3aBOf, HWIA 3aBOA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKAPCLKWUIA 3aci6. peyernmo
o6onoHkoto, 160 wmr, "MONb®APM "MONb®APM KOHTposb roToBoro nikapcbkoro 3acoby. 3MiHa y M
no 14 tabnetok y A" C.A. A" C.A. MeToZax BUNpOo6yBaHHSA roTOBOrO JliKapCbKOro
6nicTepi, no 2 3aco6y (He3HayHa 3MiHa Y 3aTBEpKEeHNX MeTodax
6nictepn B BUMNPOOYBaHHA) HE3HaYHa 3MiHa B 3aTBEP)KEHOMY
KapTOHHI KopooLli meTozi BunpobyBaHHs /13 3a NOKasHWKOM
«KifibKiCHUIA BMICT HiTpo3aMmiHiB» (GC-MS/MS)
BHOCWTbCS 3 METOI0 YTOYHEHHS ONKUCY TemnepaTypu
36epiraHHsA KanibpyBasibHUX PO3UMHIB. Takox
BHECEHO pefakLiliHi 3MiHV B TabnuL0 napameTpis
mac-cnekTpomeTpa.
59. | BENO3 TabneTku, BKpUTI ToppeHT IHAjisA ToppeHT IHAisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTtepianis: 3MiHu 3a He UA/4849/01/02
060/10HKOI0, dapmacbtoTika dapmacbtoTika | TMNY - 3MiHNM WoA0 6e3nekn/edekTUBHOCTI Ta peyenmo nidnsieae
KMLLKOBOPO34YMHHI N0 nc ity nc nrtg, thapmakoHarnsgy. 3MiHa y KOpOoTKiili xapakTepucTuui M
20 mr; no 10 nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

TabneTok y cTpuni;
no 2 abo 3 ctpunu B
KapTOHHIlA ynakoBL,i

IHCTPYKUiT 415 MeAUYHOro 3aCToCyBaHHA Ha MigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpnyHmx gocnimkerb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm). 3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHs ikapCbKoro 3acoby y
po3ginu: "OcobnmBocTi 3acTocyBaHHs", “IN06GIYHI
peakuii" BinoBigHO A0 OHOBNEHOI iHthopMmaii 3
6e3rnekun 4ityoi pevyoBrHN. BBeAEeHHS 3MiH NPOTSArom
6-Tn MicAUiB NicNsA 3aTBEPKEHHS
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

60.

BISUH® .
KNACUYHNN

Kpanni O4Hi, po3yunH
0,05%; no 15 mny
chnakoHi 3
nonietTuneny 3
KpanesibHuueto; no 1
chnakoHy B
KapTOHHI ynakoBLi

MakHin
Mpopaktc
Nimiteq

AHrnia

AHcceH
PapmaLeBTuK
aHB

Benbris

BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN
| TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHeluka Wumxens / Agnieszka Szymchel.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi.

6e3
peuyenma

UA/11541/01/01

61.

BIBUMAK

PO34mnH ANs iH'EKLN,
270 wr inogy/mn; no
50 mn a6o no 100
My donakoHi; no 10
(oNaKoHiB y

[xunl Xenckea
AC

Hopseris

[xnl Xenckea
IpnaHgis
NimiTen

Ipnangis

BHECEHHS 3MiH 40 peecTpavliinHMx MaTepiasis: 3MiHN
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib.
CurcTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa
y MeTofax BunpobyBaHHS NEPBUHHOT yNakoBKn
rOTOBOrO JlikapcbKoro 3acoby (iHWi 3MiHM y MeToAax

3a
peyerimo
M

UA/4254/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

KapTOHHI KopooLyi

BMNPO6YBaHb (BK/OUAOUM 3aMiHy abo fofaBaHHS))
— 3aMiHa TECTY Ha e/1acTUYHICTb Ha TecT
iAeHT1dikauii rymoBoi Nnpo6kuM BiANOBIAHO 4O BUMOT
3arasibHOT cTatTi 3.2.9 EP. 3MiHu | Tuny - 3MiHn 3
AKocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBaibHWii 3aci6. 3MiHa
noctavasibHuKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B [JOCHE)
(BMNyYeHHs MocTavasibHYKa) BUTYYEHO AeTaslbHy
iHbopMmaLito LWoA0 nocTavyaibHUKIB MePBUHHOT
yMnakoBKM Ta Onvc nporpam keaunidikawii
nocTavanbHVKIB y BigNOBIAHOCTI 40 pekomeHAaw, i
CMDh. 3miHu | Tuny - 3miHn 3 sikocTi. FoTOBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
MeToAax BUNpobyBaHHA NEPBUHHOI yNakoBKW
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3MiHW y MeTogax
BMNpobyBaHb (BK/OYaUM 3amiHy abo fofgaBaHHs))
— [0faHOo anbTepHaTMBHUIA TecT Y-
cnekTpodhoTOMETPIT 415 NOAINPONIIEHOBUX
dhnakoHiB. 3MiHu | TMNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6 (iHLWi 3MiHK) —
BW/Ty4EHO iHhOpMAaLLito LLI0A0 YacTOTH TEeCTyBaHHS
015 NaKkyBaslbHUX Matepianis y BignoBigHICTb A0
pekomeHgauin CMDh. 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKii 3aci6. 3MiHa 6yapb-
AKOT YaCTVHWN MaTepiany NePBUHHOI YNakoBKW, LLO He
KOHTaKTy€E 3 rOTOBVM /1iKapCbKVIM 3aC060M
(Hanpuviknag, Konip KPULLEeYOoK 3 KOHTPOIEM NEPLLOro
BIAKPUTTSA, KONIp KOAOBUX KineLp Ha amnynax,
KOHTeliHepa 415 ronokK (pi3Hi BUAW niacTMacu)
(3miHa, fiKa He BNAMBAaE Ha KOPOTKY XapakTepucTuky
niKapcbKoro 3acoby) BBeAEHHS 404ATKOBOrO
3aXMCHOro KoBnayka Tvny dpnin-ton gns
noninponisieHoBoro siakoHy. 3MiHu | TUny - 3MiHK 3
AKOCTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHSA roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPMXEHUX MeTogax
BMNpo6yBaHHSA) — Ao po3giny 3.2.P.5.2. AHaniTnyHi
MeTOANKM-TEeXHIYHI TeCTV AOAAHO ONUC METOAUKY
KOHTPO/IH0 30BHILUHLOrO BUMIAAY NEPBUHHOT
YNaKoBKM 3 a/lbTEPHATUBHUM 3aXMCHUM KOBMAYKOM
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

TMNy ¢pin-Ton Ta BHECEHI pefakLUiliHi 3MiH1 f0
po3giny 3.2.P.5.2. AHaniTU4Hi METOAVKN.
3MmiHu |l TUny - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHuii 3aci6.
3MiHa y NepBVHHIli ynakoBLji roOTOBOr0 /iKapCbKOro
3aco0y (AKicHWA Ta KinbKicHWiA cknag) - CTepunbHi
nikapcbki 3ac06U Ta Nikapcbki 3acobun
6i010ri4YHOro/iMyHOONYHOTO MOXOL)KEHHS —
BBEJEHHA [0AaTKOBOro BMAY NPO6KU NepBUHHOT
ynakoBKM — 6poMOYTMI0BMX NPOBOK Ciporo Konbopy
i3 HANOBHIOBAYEM 3 KaUTbLIMHOBAHOT INIMHN. A TakoX
BHECEHHS pefakLiiHuX 3MiH y MaTepianu
peecTpadiiiHoro aocke. 3miHu Il TMny - 3MiHW 3
AKocTi. FoTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
NepBUHHIl yNakoBLji roTOBOrO JlikapCbKOro 3acoby
(AKicHWIA Ta KinbKicHWI cknag) - CTepunbHi nikapcbki
3aco6u Ta flikapcbki 3acobm
6i0N10ri4YHOro/iMyHONONYHOTO NOXOKEHHS
— BBE/IEHHS A0AATKOBOrO BUAY NPO6KU NEPBUHHOI
yMakoBKM — 6poMOyTUI0BMX MPOGOK CipOro Kobopy
i3 CUIiKaTHUM HarnoBHIOBaYeM

62.

BIBUMAK

PO34mnH ANs iH'eKLN,
320 wmr iiogy/mn; no
20 mn, a6o no 50
mn, abo no 100 mn,
a6o no 200 mn, abo
no 500 mny
dhnakoHi; no 10
(h1aKoHIB y
KapTOHHI KopooLyi

[xunl Xenckea
AC

Hopseris

[xnl Xenckea
IpnaHgis
NimiTen

Ipnangis

BHECEHHS 3MiH 40 peecTpavliinHMx MaTepiasis: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
CurcTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa
y MeTofax BunpobyBaHHSA NEPBUHHOT yNakoBKn
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW y MeTogax
BMNPO6YBaHb (BK/IOUAOUM 3aMiHy abo fAofaBaHHS))
— 3aMiHa TECTY Ha e/1acTUYHICTb Ha TecT
iAeHT1dikaLii rymoBoi Npo6ku BiANOBIAHO 40 BUMOT
3arasibHOT cTaTTi 3.2.9 EP. 3MiHu | Tuny - 3miHn 3
AKocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3MiHa
noctavasibHuKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEeHO B AOCHE)
(BMNyYeHHs MocTavasibHYKa) BUTYYEHO AeTaslbHy
iHbopMmawLito LWoA0 NnocTavyaibHUKIB MePBUHHOT
yMakoBKM Ta Onvc nporpam keasnidikawii
nocTavanbHVKIB y BigNOBIAHOCTI 40 peKkomMeHAaw, i
CMDh. 3miHu | Tuny - 3miHn 3 sikocTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
MeToAax BUNpobyBaHHA NEPBUHHOI yNakoBKM
rOTOBOrO /liKapCcbkoro 3acoby (iHLi 3MiHW y MeTogax
BMNPOOGYBaHb (BKOYAUM 3aMiHy abo AogaBaHHs))

3a
peyerimo
M

UA/4254/01/02
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
— [0faHOo anbTepHaTMBHUIA TecT Y-

cnekTpodhoTOMETPIT 415 NOAINPONIIEHOBUX
dhnakoHiB. 3MiHu | TMNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6 (iHLWi 3MiHK) —
BW/Ty4EHO iHhOpMAaLLito LLI0A0 YacTOTH TEeCTyBaHHS
015 NaKkyBaslbHUX Matepianis y BignoBigHICTb A0
pekomeHgauin CMDh. 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKii 3aci6. 3MiHa 6yapb-
AKOI YaCTVHWN MaTepiany NePBUHHOI YNakoBKW, LLO He
KOHTaKTy€e 3 rOTOBVM /1iKapCbKVIM 3aC060M
(Hanpuviknag, Konip KPULLEeYOoK 3 KOHTPOIEM NEPLLOro
BIAKPUTTSA, KONIp KOAOBUX Kineup Ha amnynax,
KOHTeliHepa 415 ronokK (pi3Hi BUAW niacTMacu)
(3miHa, fiKa He BNAMBAaE Ha KOPOTKY XapakTepucTuky
niKapcbKoro 3acoby) BBeAEHHS 40A4ATKOBOrO
3aXMCHOro KoBnayka Tvny dpnin-ton gns
noninponisieHoBoro siakoHy. 3MiHu | TUny - 3MiHK 3
AKOCTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHSA rOTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPMXEHUX MeTogax
BMNpo6yBaHHSA) — Ao po3giny 3.2.P.5.2. AHaniTnyHi
MeTOANKM-TEeXHIYHi TeCTV AOAAHO ONUC METOAUKY
KOHTPO/IH0 30BHILUHLOrO BUMIAAY NEPBUHHOT
YNaKoBKN 3 a/lbTEePHATUBHUM 3aXMCHUM KOBMAYKOM
TMNy cpin-Ton Ta BHECEHI pefakLiliHi 3MiH1 f0
po3giny 3.2.P.5.2. AHaniTU4Hi METOAVKN.
3MmiHu |l TUny - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHuii 3aci6.
3MiHa y NepBVHHIli ynakoBLji roOTOBOr0 /iKapCbKOro
3aco0y (AKiCHWIA Ta KinbKicHWiA cknag) - CTepunbHi
nikapcbki 3ac06U Ta Nikapcbki 3acobun
6i010ri4YHOro/iMyHOONYHOTO MOXOL)KEHHS —
BBEJeHHA [0AaTKOBOro BMAYy NPo6Ku NepBUHHOT
ynakoBkM — 6poMOYTHI0BMX NPOBOK Ciporo Konbopy
i3 HANOBHIOBAYEM 3 KaUTbLIMHOBAHOT INIMHN. A TakoX
BHECEHHS pefakLiiHuX 3MiH y MaTepianu
peecTpadiiiHoro aocke. 3miHu Il TUny - 3MiHK 3
AKocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
NepBUHHIlA yNakoBLji roTOBOrO JlikapCbKOro 3acoby
(AKicHWIA Ta KinbKiCHWI cknag) - CTepunbHi nikapcbki
3aco6u Ta fikapcbki 3acobm

6i0/10ri4YHOro/iMyHONOrNYHOr0 NOXOAXKEHHS
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

63.

BIKC AKTUB
BAIb3AM 3
MEHTO/IOM
TA
EBKANINTO
M

Masb, no 25 r abo 50
r, a6o 100 r y 6aHu;
no 1 6aHuji y kopobui

MpokTep eHp,
Fembn
IHTEpHeLLHN
OnepeiwH3
CA

LLiseiiuapi
o

MpokTep eHa
Fem6n
MaHydhekuypiH
r rmex

HimeyunHa

BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib.
KOHTpO/b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN).
BuganeHHs cneuudpikauiii "Mig yac Bunycky nepeg,
nakyBaHHAM" OCKiNlbKM MPOAYKT B YKpaiHi He mae
PeecTtpauiiiHoro ceigouTsa "in bulk” Ta 3asBHUK He
nocravae Ha TepuTopilo YKpaiHu Hepo3dhacoBaHy
npoAaykKuito. 3miHn | Tuny - 3MiHn 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKoro 3acoby (iHLwui
3MmiHW). JJogaBaHHs o cneuudikauii nig yac Bunycky
laeHTudikanii Tumony Ta Onii KefpoBOiI 3 METO
rapmoHisauii 4ocbe Ta cneyndikauii 3
€BponericbknMun. 3MiHu | Trny - 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisix, nig vyac
BMPOBOHULTBA FOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHM). 3MiHa KinbKicHOro Bu3HayeHHs Tumona Ha
laeHTudbikaujto y posgini 3.2.P.3.4 BpaxoBytoui Lo
TuMON € AONOMIXKHOIO PEHOBMHOLO, & HE aKTUBHOLO, 3
METOI ONTMMI3aLii KOHTPOIO AKOCTi Ta rapmoHi3auii
[0CbE 3 EBPONENCHKUM.

6e3
peuyenma

UA/11440/01/01

64.

BITAKCOH®

PO3YMH NSt iH'EKLNA,
no 2 Mn B amnyni;
no 5 amnyny
6nictepi; no 1 a6o 2
6nicTepu B nauuj; no
2 mn B amnyni; no 5
a6o no 10 amnyn y
naui 3 KapToHy 3
rocpoBaHoto
BKNALKOH0

AT "®dapmak"

YKpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu
| Tuny - 3miHK 3 skocTi. CepTudiikat
BignosiaHOCTI/lE-cepTudpikar BignosigHOCTI
€Bponelicbkiit hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikata BifgnoBigHOCTI
abo BUNy4YeHHs cepTudikaTta BignoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[0NOMDKHOT pevoBrHK (cepTudpikat BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPOOHUKaA -
noJiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€Bponeiickkin hapmakonei Ne R1-CEP 1998-140-
Rev 03 (3atBepmkeHo: R1-CEP 1998-140-Rev 02)
ons airodoi peyosrHu Cyanocobalamin Big Bxe
3aTBEpAXeHoro BMpo6Huka Sanofi Chimie, ®paHuis.
3MiHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTucpikat BignosigHOCTI
€sponelicbkin dhapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikara BiANOBIAHOCTI

3a
peyenmo
i

UA/10507/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
ab0o BuUy4YeHHs cepTuddikarta BignoBiAHOCTI

€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuqikaT Bif ye 3aTBepaKeHoro BUpobHuka -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkii hapmakonei Ne R1-CEP 1998-140-
Rev 04 ansa pitoyoi pevosuHy Cyanocobalamin Big,
BXeE 3aTBepaAxeHoro BmpobHuka Sanofi Chimie,
®paHuia. 3miHm | Tuny - 3MiHn 3 axkocTi. CepTudikar
BignosigHOCTI/IE-cepTucpikat BignosigHOCTI
€sponelicbkin dhapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab0o BUy4YeHHs cepTuddikara BignoBiAHOCTI
€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuqikaTt Bif yxe 3aTBepKeHoro BUpobHuka -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkii hapmakonei Ne R1-CEP 1998-140-
Rev 05 ansa gitoyoi pevosuHy Cyanocobalamin Big,
BXE 3aTBEpPAKEHOro BUPOOHUKA, SIK HACNILOK 3MiHa
Ha3Bwu Ta agpecu BnacHuka CEP Ta 3miHa Ha3Bu
BMPO6GHUYOT AinbHULI 3 Sanofi Chimie, ®paHLisa Ha
Euroapi France, ®paHuis. 3MiHu | Tuny - 3MiHn 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneuudikaLii Ta/abo AONYCTUMUX MEX, BU3HAUYEHMX
y cneyndpikauisix Ha A®l, abo BUXigHUA/MPOMIXHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci
BUpPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOTO
nokKasHuka SKoCTi (Hanpuknag, Buy4eHHs
3acTapifioro NokasHvka)) - BHECEHHS 3MiH A0
Cneuumdpikauii gitoyoi peyosuHn Cyanocobalamin 3a
NOKa3HUKOM "PO3UYMHHICTb"- NOKA3HUK BUTYHEHO
(Moka3Huk mae iHhopMaTnBHMI XxapakTep). 3MiHu |
My - 3MiHKU 3 AKOCTi. A®Il. KOHTposib API (iHLwi
3MiHM) - 3MiHa Y MeTofax BUNpobyBaHHs Ajiloyol
peyoBuHM Cyanocobalamin 3a nokasHuKom
«MikpobionoriyHa YncToTa», a caMme BUTy4eHO Onuc
NPOBeAEHHS METOAMKMN, OCKI/TIbKN MeToAMKa
KOHTPO/II0 33 AaHUM MOKa3HUKOM MPOBOAUTHLCSA

BiANoBiAHO A0 BUMOr EP, 0NOBHEHO NOCU/IAHHSM
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
65. | BOPUTAB®- TabneTku, BKPUTI OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/10647/01/01
200 NNiBKOBOIO NAN®CAEHC Naidp | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo
060/10HKOI0, No 200 N3 (E® 3ET I) CaeHcuns 3MiHU y BUPOGHMLTBI. 3MiHa po3mipy cepil M
Mmr no 10 TabneTok y Nimiten (BKKOHAOUM Ajana3oH po3Mipy cepil) roToBoro

6nictepi; no 1
6nictepy y
KapTOHHI KopooLyi

nNiKapcbKoro 3acoby (36isbLeHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MIPOM) 36i/bLLUEHHS
PO3Mipy cepii roTOBOr0 JiKapCbKOro 3acoby
BOPUTAB®-50 3 17,000 kr go 22,000 kr. 3miHu |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
(BK/IIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbkoro 3acoby (3mMeHweHHs go 10 pasis)
3MEHLLUEHHS1 PO3Mipy cepii roTOBOr0 NiKapCbKoro
3acoby BOPVUTAB®-200 3 68,000 kr o 22,000 «r.
3miHu | TUny - 3MiHK 3 aKkocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikata BifnoBigHOCTI
ab0o BuUy4YeHHs cepTuddikarta BignoBiAHOCTI
€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPOGHMKa (3aMiHa abo AOMNOBHEHHS)
nogaHHsa Hosoro CEP (R1-CEP 2013-171- Rev 01)
ans A®l BoprKoHasosy Bifi HOBOTO BMPOGHMKa
(aonoBHeHHs1) Chromo Laboratories India Private
Limited, India
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
66. | BOPUTAB®- TabneTku, BKPUTI OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/10647/01/02
50 nAiBKOBOO NIAN®CAEHC Navid | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo
060/10HKOI0, N0 50 N3 (E® 3ET I) CaeHcuns 3MiHU y BUPOGHMLTBI. 3MiHa po3mipy cepil M
Mmr no 10 TabneTok y Nimiten (BKKOHAOUM Ajana3oH po3Mipy cepil) roToBoro

6nictepi; no 1
6nictepy y
KapTOHHI KopooLyi

nNiKapcbKoro 3acoby (36isbLeHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MIPOM) 36i/bLLUEHHS
PO3Mipy cepii roTOBOr0 JiKapCbKOro 3acoby
BOPUTAB®-50 3 17,000 kr go 22,000 kr. 3miHu |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
(BK/IIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbkoro 3acoby (3mMeHweHHs go 10 pasis)
3MEHLLUEHHS1 PO3Mipy cepii roTOBOr0 NiKapCbKoro
3acoby BOPVUTAB®-200 3 68,000 kr o 22,000 «r.
3miHu | TUny - 3MiHK 3 aKkocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikata BifnoBigHOCTI
ab0o BuUy4YeHHs cepTuddikarta BignoBiAHOCTI
€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPOGHMKa (3aMiHa abo AOMNOBHEHHS)
nogaHHsa Hosoro CEP (R1-CEP 2013-171- Rev 01)
ans A®l BoprKoHasosy Bifi HOBOTO BMPOGHMKa
(aonoBHeHHs1) Chromo Laboratories India Private
Limited, India
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Hassa

3asasHuUK

dopma sunycky Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby ynakoska) nocBi04€eHHs
67. | FABPETO kancynu no 100 mr, ®.XothcpmaHH- | Lseiiuapi BupoGHuuTB Moptyranis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux 3a UA/20035/01/01
no 120 kancyny Na Pow Nt A o, CuA/ MarepianiB: YTOUHEHHSA HanucaHHA (PYHKLi peyernmo
nnawui, no 1 BUNpoGyBaHH | LlUBeiiuapis 0o[HOro 3 BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne M
NAALWLI Y KAPTOHHIM A KOHTPOJIIO 937 Big 23.05.2023 B npoueci peecTpauii i3
Kopoo6Li AAKOCTi nNpm 3000B’sA3aHHAM. Pefakuis B Hakasi - BupobHmuTBO,
BUMNYCKY, BUMPOOGYBaHHA KOHTPOJIO SIKOCTi NPV BUMYCKY,
BUNPOGYBaHH BUNPOBYBaHHSA CTabiNbHOCTI, NakyBaHHS NPOMIXHOro
A npoaykty SDD (gucnepeii npasiceTuHiby, BUCYLLIEHOT
cTabinbHoCTI, po3nuneHHsM): XoBioHe PapmacieHcis, C.A.,
naKyBaHHA MopTyranisi; BUpo6HULTBO Kancyn, BUNpobyBaHus
MPOMiIXXHOIo KOHTPO/IO SIKOCTi NpY BMNYCKY, TECTYBaHHSA MNif Yac
NpPoAyKTy BMNpobyBaHb CTabiNbHOCTI, NaKyBaHHA Karcyn y
SDD bulk ynakoBky: KataneHTt KTC, JI/1C, CLUA;
(ancnepcii [MepBMHHE Ta BTOPVHHE NaKyBaHHS:

npasiceTuHI6
Y, BUCYLUEHOT
pO3NUNEeHHsA
Mm):
XoBioHe
dapmacieHcis,
CA,
MopTyranis
Brpo6HMUTBO
Karcy/n,
BUNPO6YyBaHUsA
KOHTPO/IO
AKOCTI Npu
BUMYCKY,
TeCTyBaHHS
nig vac
BUNPO6YBaHb
cTabinbHoOCTI,
naxkyBaHHs
kancyn y bulk
yNaKoBKy:
KataneHT
KTC, NNcC,
CLUA;
MNepBuHHE Ta
BTOPUHHE
naxkyBaHHs:
AHpepcoHbpe
KOH IHK. (MKI
Papma
Cepsgices),
CLUA

AnpepcoHBpekoH IHk. (MKI ®apma Cepgices), CLUA;
Bunyck cepii: ®.XoddmaHH-/1a Pow /14,
LLiseiuapis.

BipHa pegakuisi - BUpoGHULTBO, BUNPOGYBaHHS
KOHTPOJIO IKOCTi NPU BUNYCKY, BUNPOOGYBaHHA
CTaBiNIbHOCTI, NaKyBaHHSA MPOMIXXHOro NPOAYKTY
SDD (pgucnepcii npasceTuHiGy, BUCYLLUEHOT
po3nuneHHsAM): XoBioHe dapMacieHcisi, C.A.,
MopTyranisa; BupoGHULITBO Kancyn,
BMNPOGYBaHNA KOHTPOJIIO IKOCTi MPU BUNYCKY,
TecTyBaHHA Nifg yac BUNpPooyBaHb CTabiNbHOCTI,
nakyBaHHsA kancyn y bulk ynakoBky: KataneHT
KTC, NNC, CLUA; NepBnHHE Ta BTOPUHHE
nakyBaHHA: AHaepcoHBpekoH IHK. (MKI ®apma
Cepsices), CLUA; Bunyck cepii: ®.XodcpmaHH-/15
Pouw N1a, WBeliyapis.




82

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
68. | TAOOBICT PO3YMH NS iH'EKLNA, Baiiep Al HimeuunH Baitep Al HimeuunHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/6664/01/01
1,0 1 mmonb/mn; no 5 a Il TNy - 3miHM Woao 6e3nekn/edekTUBHOCTI Ta peyernmo
mMn abo no 7,5 mn, hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuu,j M
abono 10 mny NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
CKISIHOMY LUMPUL, IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHS Yy 3B'A3KY i3
BK/1aZlEHOMY Y HOBUMW JaHMMM 3 SIKOCTi, AOK/TIHIYHUMM, KTiHIYHUMM
npo3opy NJacTUKoBy JaHUMKN Ta faHumu 3 hapmakoHarnagy - 3MiHu
KOPOGKY, 3aKpuTty BHECEHO [0 IHCTPYKLi 415 MenyHOro
nanepowm; rno 5 3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
wnpuuis y "apmakonoriyHi BnacTneocTi” Nigpo3ain
KapTOHHI KOpOO6Lj; "®apmakoguHamika”, "MokasaHHA" (pegaryBaHHs
no 5 mn a6o no 7,5 TekcTy), "Cnocib 3acTocyBaHHs Ta fo3mn"
M, abo no 10 mny (4ONOBHEHHSA AaHMX LWOAO MiHIMaNIbHOro A03YBaHHS
nnacTMKoBOMY [Ana Bidyanisavji LLeHTpasibHOI HEPBOBOI CUCTEMM),
Linpui, "Mo6iuHi peakuyji"* BBegeHHS 3MiH NPOTAroM 3-X
BK/1aJEHOMY Y MicAILiB nicnsa 3aTBepaKEHHs
npo30py NaacTuKoBy
KOpOOGKy, 3aKputy
nonieTuneHom; no 5
wnpuuis y
KapTOHHI kopobuy;
no 7,5 mn a6o no 15
My CKNSHOMY
dhnakoHi; no 1
h1aKoHy y
KapTOHHI Kopo6Lii
69. | FTEKCAKCM cycneHsia gns CaHodi PpaHuis BMPOGHMLTBO PpaHuia/ BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasiB: 3MiHN 3a - UA/13080/01/01
® | HEXAXIM iH'ekwjii no 0,5 mn (1 MacTep roToBOro YropLumHa | TMny - 3miHn 3 AkocTi. APL. KoHTponb APl 3miHa y peuenmo
BAKUVHA [,03a) B nonepesHbLo Hepo3sdacosa napameTpax cneuudikauii Ta/abo JONyCTUMUX MeX, M
ana 3arnoBHEHNX HOro BM3HA4YeHNX y cneundikauisx Ha A®l, abo
MPO®INAKT wnpuuax 3 1-eto NpOAYKTY, BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
KN (abo 2-ma) 3arnoBHEeHHS, BMKOPUCTOBYIOTbCS y Mpoueci BupobHuytea Ad|
DUNDTEPII, OKPEMUMU rosikamu, BTOPUHHE (4ONOBHEHHS cneumdikavii HOBUM NOKA3HUKOM
NMPABLS, no 1 wnpuuy B nakyBaHHs, AKOCTI Ta Bi4NOBIAHNM METOAOM BUNPOGYBAHHS).
KALUMHOKY KapTOHHIN ynakoBLi; KOHTPO/b 3MiHa y cneymdikayii po3umHy HaTpito akTaTty, Lo
(AUENONAP | no 0,5 mn (1 gosa) B SAKOCTI, BUNYCK BMKOPUCTOBYETLCA B AKOCTI BUXiZHOr0 marepiany
HNA nonepegHL0 cepiii: CaHodi npu BUPOBHULTBI OYMLLLEHOTO ANITEPIIHOTO
KOMMOHEHT | 3anoBHeHuX Macrep, aHaTOKCWHY Ta Hepo3¢hacoBaHOMO KOH'IOroBaHOro
), FENATUTY wnpuuax 3 1-eto ®paHuis; nonicaxapngy Haemophilus b. 3arBepgxeHo:
B (a6o 2-ma) BUPOGHMLTBO “Sodium lactate solution” Ph.Eur. 1151, Edition 9.0.
PEKOMBIHA OKpEMUMU TOSIKaMu, roToBOro 3anponoHoBaHo: “Sodium (S) lactate solution”
HTHA, no 1 wnpuuy B Hepo3gacoBa Ph.Eur. 2033, current edition. TepmiH BBEAEHHA 3MiH
noniomMieni CTaHfapTHO- HOro - yepBeHb 2024. 3MiHu | Tuny - 3MiHK 3 sKocTi. AdDI.
TY €KCMOPTHIN NPOAYKTY, KoHTposnb A®I. 3miHa y meTogax BunpobysaHHs AdI
IHAKTUBOBA | ynakoBuj, ika BTOPUHHE ab0 BUXIAHOro matepiasay/npoMiXHoro
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
HA TA MICTUTbCA Y nakyBaHHs NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
3AXBOPIOB KapTOHHI kopobui 3 (wnpuyw), npoueci BupobHuutea A®I (iHwi 3miHK). 3amiHa in-
AHb, iHCTpYKUjieto ans KOHTpPO/Tb house reference standard (cepis S3190), skuii
CMPUYMUHEH | meguyHoro SAKOCTI, BUNYCK BMKOPUCTOBYETLCA OJ/1 BU3HAYEHHSI BMICTY
nx 3aCTOCYBaHHS; No cepiii: CaHodi ANGPTEPINHOIO TOKCMHY abo aHaTOKCUHY (TUTP
HAEMOPHIL 0,5 mn (1 gosa) B MacTep, choKyiALii) BiGHOCHO Ail040T PEYOBVHM OUULLLEHOTO
us Tuny B nonepegHLo PpaHuis; AndpTepiiiHoro aHaTokcuHy (PDT) Ha KoMepLiiiHy
KOH''OrOBA 3anoBHEHNX BTOPUHHE cepito AN TEPIHOrO aHTUTOKCUHY Bif 30BHILUHLOIO
HA, wnpuuax 3 1-et0 nakyBaHHs, noctavanbHuka (cepis 14AD19004). TepmiH
AACOPBOBA | (a6o 2-ma) BUMNYCK Cepiii: BBEJEHHS 3MiH - YepBeHb 2025.
HA, PIAKA OKPEMUMY ToJIKamu, CaHodi-
no 10 wnpwuyis B ABeHTIC
KapTOHHI ynakoBL; MpaiiBiT Ko.
no 0,5 mn (1 gosa) B nra.,
nonepeaHL0 Mnatchopma
3anoBHEHUX noricTukm Ta
wnpuuax 3 1-et0 AncTpnbyuii y
(abo 2-ma) M. Byganewr,

OKpemM1MU rofikamu,
no 10 wnpwvyis B
cTaHgapTHoO-
EKCTMOPTHIlA
ynakoBLj, sika
MIiCTUTBCA Y
KapTOHHI kopobui 3
IHCTpYKUjeto ans
MeAnYHOro
3aCTOCYBaHHS; Mo
0,5wmn (1 go3a) y
thnakoHax, no 10
hnakoHiB y
KapTOHHI ynakoBLi;
no 0,5 mn (1 go3a) y
hnakoHax, no 10
hnakoHIiB B
cTaHgapTHoO-
EKCTOPTHIlA
ynakoBLj, sika
MIiCTUTBCA Y
KapTOHHI Kopo6Lii

YropLmHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
70. | TEKCOPAN® cnpeii ansi poToBoi MakHin AHrnia LENb®APM PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/7714/01/01
NopoXxHuHN 0,2%; Mpopaktc OPJIEAH | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
no 40 mn B Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHu o

antomiHieBomMy
6as10Hi; Nno 1 6an0Hy
B KapTOHHIi
ynakoBsLi

y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHeluka Wumxens / Agnieszka Szymchel.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnag,
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarisgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
71. | TENACNAH PO34uH NS iHQysil B. BpayH HimeuunH B. BpayH LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13871/01/01
4% no 500 mny Menb3yHreH a Megukan CA | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
dhrnakoHax Al hapmakoHarnsgy (iHwi 3mMiHn) 3MiHM BHeCeHi B M
nonieTUNeHoOBUX; Mo TEKCT MapKyBaHHSA Ha NEPBUHHINA Ta BTOPUHHIl
10 dhnakoHiB y ynakoBKax Nikapcbkoro 3acoby y n. 8 "fata
KapTOHHiI kopobuy; 3aKiHYeHHs TepMiHy npuaaTHocTi". TepMiH BBeAEHHS
no 500 M y Milkax 3MiH NPOTAroM 6 MicALiB NicNs 3aTBepPIKEHHS
nnacTmkosux; no 20
MILLKIB Y KApTOHHIl
KopoobLi
72. | TENO®Y3UH | po3unH Ans iHdysil; B. bpayH HimeuunH b. bpayH LLiseiiuapis BHECEHHS 3MiH 40 peecTpavliinHmx MmaTepiasis: 3MiHN 3a - UA/5905/01/01
no 500 mMn po3unHy Menb3yHreH a Megukan CA | TNy - 3MiHW Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmo
y dhnakoHax; no 10 Al thapmakoHarnagy (iHwi 3MiHK) - 3MiHM BHECEeHi B M
dhnakoHiB y TEKCT MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
KapTOHHi kopobuy; yNakoBOK fikapcbKkoro 3acoby y n.8. JATA
no 500 mMn po3ynHy 3AKIHYEHHA TEPMIHY NPUNOATHOCTI. TepMiH
y dhnakoHax BBEAEHHSA 3MiH MPOTAroM 6 micauis nicns
3aTBEpPMAKEHHSA
73. | FTEMAKCAM PO34MH ANA iH'eKLl TOB YkpaiHa TOB Ykpaina/ BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3MiHK 3a - UA/13418/01/01
50 mr/mn, no 5 mn B "®APMACEN" «®APMACEN HimeuunHa | TMNYy - 3MiHM Woao 6e3nekn/echeKTMBHOCTI Ta peyenmo
amnyni; no 10 a6o », YKpaiHa thapmakoHarnsgy. BeegeHHs abo 3miHu o M
50 amnyn y nauui 3 (KOHTPOb, y3ara/ibHeHVX AaHux Npo cuctemy hapmakoHarnsay
KapToHy; no 10 mn B BUMNYCK cepii); (BBEAEHHSA y3arasIbHEHVX AaHUX NPo cuctemy
amnyni; no 5 a6o 10 XOJTIOMAK hapmakoHarnsgy, 3MiHa ynoBHOBaXeHO0i 0cobu,
amnyn y nadui 3 depnakyHrcte BiANOBifa/IbHOT 3a 34iiCHEHHS hapMakoHarnsay;
KapTOHY XHiK TM6X, KOHTaKTHOI 0CO6M 3 hapmakoHarns4y 3asiBHvKa 415
HimeyunHa 3pificHeHHs hapMakoHarsay B YkpaiHi, KLU0 BOHa
(BPO6HMLTBO BiAMiHHa Bif, yNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI
Hepo3sgacoBa 3a 34iicHeHHA hapmakoHarnsgy (Bkayarum
HOI NpoayKuil, KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLLeHHi MacTep-
nepBuHHa Ta thaiina cuctemm chapmakoHarnsgy). 3MiHa
BTOPWUHHA YNOBHOB&XXEHOT 0COOU 3asBHMKA, BifnoBigasibHOI 3a
ynakoBka, thapmakoHarnsg,.
KOHTPO/b); [itoua pegakuin: CynpyH Egyaps Bonogumuposuy.
XOJTOMAK MponoHoBaHa pepakuis: borayu TeTsaHa
®depnakyHrcTe OnekcaHgpiHa. 3MiHa HoMepa MacTep-taiina
XHiK TM6X, cucTeMu dhapmakoHarnagy.
Himeuunna
(BTOpUHHA
ynakoBka,
KOHTPO/1b)
74. | TEHCYNIH cycneHsia gns BIOTOH C.A. Monbwa BUPOBHUK, MonbLia BHECEHHS 3MiH [10 peecTpaLiiiHuXx maTepianis: 3MiHn 3a - UA/1978/01/01
M30 iH'ekuili, 100 O4/mn; BiANOBIA&IbHN | TNy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmo
no 10 mn y dpriakoHi; n3a 3MiHU Yy BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo M
no 1 psiakoHy B BUPOBHMLTBO, O0NYCTUMUX MEX, BCTAHOB/IEHNX Y crnieundikalisx,
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
KapTOHHII naJui; no nepBuHHE i nig, yac BUPOGHULITBA rOTOBOrO JTiKApCLKOro 3acoby
3 M B KapTpuaxi; BTOPUHHE (BUNyYEHHA HECYTTEBOrO BUNPOOYBaHHS B MpoLeci
no 5 kapTpuaxis y nakyBaHHs, BMPOGHMLITBA)
6nictepi; no 1 KOHTpO/b Ta Bunpo6yBaHHA " MikpockoniuyHe 306paKeHHs
6nictepy B BWMNYCK Cepil: Kpuctanis" BUy4YeHo 3i nepeniky BUnpo6ysaHb, LU0
KapTOHHIN nauui BIOTOH C.A., KOHTpONoTLCA Yy npoueci BupobHuuTea (IPC).
MonbLya; BunpobyBaHHA BUTyYeHE K He3HaYHe
BMPOGHUK, BMNPOOGYBaHHSA, BUNpobyBaHHA " MikpockoniyHe

BiANOBiAA/IbHN
1 3a KOHTPO/Ib
cepii: IHCTUTYT
BioTexHonorii
Ta
AHTNGIOTUKIB,
MonbLa

300paxXeHHst KpUCTasliB" BUKOHYETLCA B KiHLLEBOMY
nikapcbkoMy 3acobi BinoBigHO A0 3aTBepAKEHOT
cneumdikauii nikapcbkoro 3acoby eHcyniH H.
KOHTpO/Ib MiKpOCKOMiIYHOrO 306pakeHHs Ha GiNnbLL
paHHili cTagii BUpoGHMLTBA He NokpaLlye siKicTb abo
KOHTPO/Ib NOTOYHOrO BUPOBGHNYOTO NpoLecy.
3MiHu | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NiKapCbKNi
3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPOGYBaHb
ab0o gonycTMMmUX MeX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpoOHMLTBA rOTOBOrO
niKapcbKoro 3acoby (BUly4eHHs1 HECYTTEBOrO
BMNPOGYBaHHSA B NPOLIECi BUPOOHNLTBA).
Brnpo6yBaHHS " [OMOreHHiCTb" BUTYyYEHO 3i
nepeniky BUNpo6yBaHb, L0 KOHTPO/IOKTLCA Y
npoueci BupobHuuTtea (IPC) Ak HesHauyLwmit
napameTp. BunyyeHHs BunpobysaHHA NpoBegeHo
Ha OCHOBI OrNAA4Y iICTOPUYHUX AaHuX, SKi 40BeNn, Lo
NiKapcbKuii 3acié BUrOTOBSETLCSA
BMCOKOBIATBOPIOBAHNM CNOCO60M, Ta NoKasanw, Lo
Ha KOXXHOMY 3 BUPOGHMYMX eTaniB BMIiCT Ad| €
NPakTUYHO OAHAKOBUM (LLO NiATBEPIKYETHCS AyXe
HM3bKUM 3HauyeHHsIM RSD). He3zanexHo Big Toukn
Big60py, BMICT AD| He 3MIHIOETLCSA — OAHOPIAHICTb
He 3MIHIOETbCA Mig yac npouecy. OTxe, oTpyMaHi
pesynbTaTyu NigTBEPANN, WO KOHTPO b
OAHOPIAHOCTI Mif Yac npouecy He € HEOOXIAHUM.
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapCbKui
3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
abo foNyCTUMUX MEX, BCTAHOBNEHNX Y
cneundikauisix, nig yac BUpoOHMLTBA rOTOBOro
nikapcbKoro 3acoby (4ofaBaHHA HOBOrO METOAY
BUNPOBYBaHHA Ta J0NYyCTUMUX MEX).
[logasaHHA napameTpy KOHTPO/O Y NpoLeci
BUPOBHMNLITBA - KDYTHWUA MOMEHT 3aKpy4yBaHHS
KpuLKM 3 mexeto> 50 MH*M. TecTyBaHHA LbOro
napameTpa [03BOJISE NATBEPANTH LiNICHICTb
KPULLIKM NlikapcbKoro 3acoby. Kputepii NpuiiHATHOCTI




87

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

0151 AaHOro TeCTy NPUIAHATI HA OCHOBI AOC/TIAXEHb
thapmavLeBTMYHOT po3po6kn. MiHimasibHa cuna
(KpYTHUWIA MOMEHT), sika HeobxigHa Ans
3aKpuTTA/3aKpyyyBaHHA KpULLKK, byna obpaHa Ha
OCHOBI eMMiPUYHNX JaHnX.
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbknii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHW BUNPOGYBaHb
ab0o gonycTMMmUX MeX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpoOHMLTBA rOTOBOrO
nikapcbKkoro 3acoby (iHwi 3miHW). BignosigHa 3MiHa
ctocyeTbes /13 M'eHeyniH H ynakoBaHoro no 3 ms B
KapTpuaXi. 3 MeTO NpUBEEHHS [0 BUMOT
MoHorpadii USP <382> "Elastomeric component
functional suitability in parenteral product
packaging/delivery system", po3gin 6 "Plunger
functional suitability tests", meTog Bunpo6yBaHHs
CUIM PO3PUBY MOPLLHS Ta CU/IN KOB3AHHS MOPLUHS
6y/10 3MiHEHO 3 BUNPOOYBaHHSA Ha MOPOXHIX
KapTpuaxax Ha BUNPOBYBaHHA Ha KapTpumxax,
HanoBHEHUX MikapCbKuM 3aco60Mm, onmc
BUMPOOYBaHHA TakoX NPUBEAEHNI [0 3a3HaYeHOT
MoHorpadii USP. Ha ocHOBI npuBefeHHs 10
MoHorpadii USP, 6ynn 3miHeHi gonyctumi mexi ans
Cua po3puByY NOPLLUHA Ta CUIN KOB3AHHS MOPLUHS.
TakoX BW/Ty4EHO BUMOTU LLIOAO NEPIOANYHOCTI
npoBefeHHs BUNPo6yBaHb, sika BU3HAYAETLCS
BHYTPILLHIM aHani3oM pu3uKiB BiANOBIAHO A0
cucTemu skocTi Bioton S.A.
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapcbKui
3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
abo foNyCTUMUX MEX, BCTAHOBNEHWX Y
cneundikauisix, nig yac BUpoOHMLTBA rOTOBOroO
nikapcbKoro 3acoby (iHwWi 3MiHM). BHeCeHHs 3MiH Ao
onucy BunpobyBaHHA y NpoLeci BUpobHULTBA -
6ioHaBaHTaXKEHHS Nepes cTepuizaliiiHo
hinbTpayieto - WASXOM foAaBaHHSA NOCUIaHHSA Ha
OHOBNeHy Bepcito Ph. Eur. (2.6.12). BuknageHHs
onucy metoay 6yn0 npMBeAeHo A0 NOTOYHOT
MoHorpadii Ph. Eur. 2.6.12 "Microbiological
examination of non-sterile products: microbial
enumeration tests" (MmeTog membpaHHoI ginbTpavii
5-2-1). Mpu LubOMY 3MiH B METOZj BUNPOGYBaHHA He
BiAbynocs, 3MiHEHO N1LIe BUKNIAAEHHS onucy
MeToAy BUNpobyBaHHA B peecTpav,iiHii
OOKyMeHTaUii.3MiHu | Tuny - 3MiHK 3 AKOCTIi. [0TOBMIA
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX, BCTAHOBEHNX
y cneuudikauisix, nig yac BUpoOHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHW). BHECEHHSA 3MiH [0
onucy BUNpobyBaHHSA y npoueci BupobHuuTea -pH --
LUIAXOM JofAaBaHHSA NOCUNAHHS Ha OHOBJ/IEHY
Bepcito Ph. Eur. (2.2.3) Ta BuganeHHs iHpopmadii
npo NepioanyHICTb BUNPobyBaHHA. Onnc metoay
BMNpo6yBaHHA pH 6y0 3MiHEHO: 3aMicTb
nonepeaHLOro ONMCy BUKOPUCTAHO MOCUNAHHS Ha
noTo4Hy MoHorpacito Ph.Eur. 2.2.3 “Potentiometric
determination of pH”. Mpu ybOMy 3MiH B MeTOAI
BUNPOBYBaHHSA He Big6ynocs, 3MiHEHO NuLle
BMKTaAEHHS OMMCy MeTOAY BUNPOOYBaHHS B
peecTpavyiiiHiii JoKyMeHTaLi.
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHV BUNpO6yBaHb
abo [oNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumadikauisx, nig yac BUPo6GHMLTBA rOTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHM). BHECEHHS 3MiH 80
onucy BUNPOGyBaHHS y npoueci BUPOOHNLTBA -
06'eM, LLIO BUTArAETLCA - LLMISAXOM AoAaBaHHSA
nocunaHHsA Ha OHOBNeHy Bepcito Ph. Eur. (2.9.17) Ta
BUAA/IEHHA BUMOTY LLOA0 NepioAnyHOCTI
BUNpobyBaHHA. Onuc MeToay BUNPOGYBaHHS
"O6'eM, WO BUTAraETLCA" 6yN0 3MIHEHO: 3aMiCTb
nonepeAHLOro ONMCy BUKOPUCTAHO MOCUIAHHS Ha
noTo4Hy MmoHorpadito Ph. Eur. 2.9.17 "Test for
extractable volume of parenteral preparations"”. MNpwn
LibOMY 3MiH B METO/ji BUNpPoGyBaHHS He Bigbynocs,
3MIHEHO NLLE BUKIAAEHHS ONUCy MeToay
BMNPOGYBaHHA B peecTpaLiiiHiii fOKyMeHTaui.
Takox BUAa/IEHO BUMOTU LLOAO NEPIOAUYHOCTI
npoBefeHHA BUNPOBYBaHHS, fKa B13HAYaETbLCA
BHYTPILLHIM aHani3oM pu3ukis BIANOBIAHO A0
cuctemu AKocTi Bioton S.A..
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHV BUNpo6yBaHb
abo [oNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumaikauisx, nig yac BUpo6GHMLTBA rOTOBOrO
nNikapcbKoro 3acoby (iHLi 3MiHW).
3MiHa fonmyCcTMUX MeX A1 nokasHuka "O6'em, Lo
BUTAraeTbca". BignosigHo Ao B1UMoOr moHorpadii Ph.
Eur. 2.9.17 "Test for extractable volume of
parenteral preparations” 06'eM KO)XHOr0 KOHTeliHepa
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NOBWHEH BYTN He MeHLIe HOMiHaulbHOrO ("O6'eM,
BVMIPSIHWI AN KOXHOTO 3 KOHTENHEPIB, HE MeHLUe
HOMiHasbHOro 06'emy"). BignosigHo Ao
BULLE3a3HAYEHNX BUMOT, 3annc oo 06'emy, L0
BUTArYETbCSA, 3MIHEHO Ha = 3 MA (KapTpuaxi) Ta = 10
Mn (chnakoHn) (HoMiHanbHWI 06'em - 3 M Ta 10 M
BiANOBIAHO). 3MiHKM | TMNY - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHN Y BUPOOGHULTBI. 3MiHK
BUNPOOYBaHb abo AONYCTUMUX MEX, BCTAHOBIEHNX
y crneundikauisx, nig yac BUPO6HMLTBA FOTOBOIO
nikapcbkoro 3acoby (iHwi 3MiHK). BignosigHa 3miHa
ctocyeTbes /13 MeHeyniH H ynakoBaHoro no 3 mn B
KapTpuaXi. 3MiHEHO ONMC MeToAy BUNPO6YBaHHSA
ans napametpy "IMnbrHa BBegeHHSA nopwHsa". Mpun
LibOMY 3MiH B METO/ji BUNpPoGyBaHHS He Bigbynocs,
BUKOPWCTaHO GiNblL 3arasibHe BUKIaAeHHA MeToay
BMNPOGYBaHHA B peecTpaLiiiHiii 4OKyMeHTaui.
Takox BW/Ty4EHO BUMOTU LLIOAO NEPIOANYHOCTI
npoBefeHHA BUNpobyBaHb, ika BU3HAYAETLCA
BHYTPILLHIM aHani3oM pu3ukiB BIANOBIAHO A0
cuctemu sKocTi Bioton S.A.
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHV BUNpO6yBaHb
abo [oNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumaikauisx, nig yac BUPo6GHMLTBA rOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3miHW).
BignosigHa 3MiHa ctocyeTbes /13 MeHcyniH H
ynakoBaHOro no 3 M/ B KapTpuaki. BHeceHHs 3miH
[0 meToay BMNpobyBaHHA y NpoLieci BUPO6HMLTBA
"LlinicHicTb repmeTmn3aLji KoHTeliHepa'- BBeAEHHS
6inbLU 3arasibHOro onNucy Ta BUAaneHHs iHchopmait
Npo NepioanYHICTb BUNPO6YBaHHS. MNpu LbOMY 3MiH
B MeTOZji BUNPO6yBaHHs He Bifbynocs, 3MiHeHO
vLle BUKNaAEeHHA onucy MeTofy BUNpoGyBaHHA B
peecTpauiiiHiii JokymeHTauii. Bumorn wopo
nepiofnYHOCTi MPOBEAEHHS BUMPOOYBaHHS
BMJaN1EHO Ha OCHOBI BHYTPILLHBLOrO aHani3y pu3unkis
BiANOBIAHO A0 cucTemm sKocTi Bioton S.A.
3MiHu | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbknii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPOGYBaHb
ab0o gonycTMMmUX MeX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUpoOHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHK). Onuc meToay
BMNPOGYyBaHHA "MexaHiuHi BK/IYEHHS. Bugnmi
YaCTUHKKN" BY/1I0 3MiIHEHO: 3aMiCTb nonepeaHbLOro
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

onuncy BUKOPUCTAHO NOCUIAHHSA Ha MOTOYHY
MoHorpadito Ph. Eur. 2.9.20 "Particulate
contamination: visible particles". Mpu Lbomy 3MiH B
MeTOoAi BUNpobyBaHHSA He Bif6y10cs, 3MiIHEHO NuLle
BMKTaAEHHS OMMCy MeTOAY BUNPOOYBaHHS B
peecTpauiiiHiin JokyMeHTauji. Takox BuganeHo
BUMOTU LLIOAO NEPIOANYHOCTI NPOBEAEHHS
BMNPOGYBaHHSA, fKa BU3HAYAETLCA BHYTPILIHIM
aHani3oM pu3KMKIiB BigNOBIAHO A0 CUCTEMU AKOCTI
Bioton S.A.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKui
3aci6. 3MiHM y BUPOOHULTBI. 3MiHV BUNpo6yBaHb
abo foNyCTUMUX MEX, BCTAHOBNEHWX Y
cneundikauisix, nig yac BUpoOHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3miHw).

OnucC 30BHILLHBLOrO BUIMIAAY HAMOBHEHNX Ta
yMnakoBaHWX KapTpUAXiB Ta di1akoHIB OHOBJIEHO,
06'egHaHO B OAUH po34in "YnakoBka Ta
MapKyBaHHS" i cnpoLLeHo. Bumoru woao
nepiognMyYHOCTi MPOBEAEHHS BUNPOOYBaHHS
BWAA/IEHO HA OCHOBI BHYTPILWHLOTO aHasli3y pU3NKIiB
BIANOBIAHO A0 CMCTEMM SKOCTI Bioton S.A.
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapCbKui
3aci6. KOHTposib roTOBOrO NiKapCbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA rOTOBOrO
niKapcbKoro 3acoby (HesHayHa 3miHa y
3aTBEPAKEHNX METOAAX BUNPOOYBaHHS).
BHeceHHs He3HauHOi 3MiHW B MeTOAMKY "MexaHiuHi
BK/IIOYEHHS. Buanmi yacTuHKU" (HEPO3UMHHI
[OMILLIKM) LLSIAXOM 3aMiHW KUCA0TH
X/I0PUCTOBOAHEBOI HA KNCNOTY ackopb6iHOBY Ha
eTani nigroToBku 3paska. 3mMiHa Tuny K1cioTu
nonsrae B 3aMiHi KMCMOTW X/I0PUCTOBOAHEBOT Ha
ackopb6iHOBY KMCNOTY, sika € Binbll 6e3neyHol o1
BMKOPUCTaHHA B BUPOBGHMYMX yMOBax. 3miHa
MOTOYHOI MiArOTOBKM 3paska A/1A BUNPOOyBaHHA
"MexaHi4YHi BK/IHOYEHHS. Buanmi 4acTuHkm"
CToCyeTbCs BUNpobyBaHb y IPC (BUNpobyBaHHs B
npoveci BUpobHULTBA), @ He BUNPOGYyBaHHS
rOTOBOrO JliKapCbKOro 3acoby. AHaniTM4HWiA MeTog,
onncaHnii y 3.2.P.5.2, 3a/imwaeTtbesa 6e3 3MiH.

75.

FEHCYNIH
M30

cycneHsia gns
iH'ekuin, 100 O4/mn;
in bulk: no 10 mn y

BIOTOH C.A.

Monbla

BIOTOH C.A.,
Monbla
(BUPOBGHUK,

MonbLa

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib.
3MiHM Y BUpO6HMUTBI. 3MiHM BUNpo6yBaHb abo

UA/9809/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
CKNSTHOMY (pr1aKoHi; BiANOBIA&/IbHU [ONyCTUMMX MeX, BCTAHOB/IEHNX Y crieundikaLisx,
no 150 cpnakoHiB y 3a nig, yac BUPOGHMLTBA rOTOBOTO JTiKApCbKOro 3acoby
nnacTVKoBili KaceTi; BMPOGHMLTBO, (BUYYEHHS HECYTTEBOrO BUNPO6GYBaHHSA B MPOLECI
no 1 kaceti 'y nepBuHHE i BMPOBOHULTBA) - BUNPOBYBaHHS "MikpockoniyHe
Kopob6Li; no 3 Mn B BTOPVHHE 300paxXeHHs KpucTaniB" BUYYEHO 3i nepeniky
KapTpugxi; no 600 nakyBaHHS, BUMPOOYBaHb, L0 KOHTPO/IOIOTLCA Y NPOLEC

KapTpuaXiB y
NNacTUKOBIN KaceTi;
no 1 kacetiy
KopooLi

KOHTpO/b Ta
BUMYCK cepii);
IHCTUTYT
BiotexHonorii
Ta
AHTNGIOTHKIB,
MonbLa
(BUPOGHUK,
BiANOBiAA/IbHN
1 3a KOHTPO/Ib
cepii)

B1po6HULTBA (IPC). BUunpobyBaHHs BUIyYEHe SK
He3HauyHe BMNpobyBaHHS, BUNPobyBaHHSA "
MikpockorniyHe 306paxxeHHst KpucTanis" BUKOHYETbCS
B KiHL,EeBOMY NikapcbkoMy 3acobi BiAMNoBiAHO A0
3aTBEPAKEHOI cneumdikayii nikapcbkoro 3acoby
eHcyniH M30. KOHTpO/ib MiKpOCKOMIYHOTO
306paxXeHHs Ha GiNbLL paHHii cTagil BUpO6GHMLTBA
He MoKpalLlye sKicTb abo KOHTPO/Ib MOTOYHOTO
BMPOGHMYOro npouecy. 3MiHu | Tuny - 3MiHu 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHWLTBI. 3MiHN BUNPObyBaHb abo A0NYCTUMMX
MeX, BCTAHOBJIEHVX Y creumdikayisx, nig vac
BMPOBHULITBA FOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS HECYTTEBOrO BUNPOOYBaHHSA B MPOLECI
BMPO6HMLTBA) - BunpobyBaHHs "OMOreHHicTb"
BUJ/TyYeHO 3i nepeniky BunpobyBsaHb, Lo
KOHTpoONtoTbCA y npoueci BupobHuytea (IPC) sk
He3HauyLuii napameTp. BunyyeHHs BunpobysaHHs
NpoBeAeHO Ha OCHOBI OFNSAY ICTOPUYHMX AaHUX, AKi
[0BenNu, Lo NikapCbKuii 3aci6 BUrOTOB/ISETHCA
BMCOKOBIATBOPIOBAHNM CNOCO60M, Ta NoKasanw, Lo
Ha KOXXHOMY 3 BUPOGHMYMX eTanis BMIiCT Adl €
NPakTUYHO OAHAKOBUM (LLO NiATBEPIKYETHCS AyXe
HM3bKUM 3HauyeHHsIM RSD). HeszanexHo Big Touku
Big60opy, BMICT AD| He 3MIHIOETLCSA — OAHOPIAHICTD
He 3MIHIOETbCA Mig yac npouecy. OTxe, oTpyMaHi
pesynbTaTyu NigTBEPANN, WO KOHTPO b
OAHOPIAHOCTI Mif Yac npouecy He € HEOOXIAHUM.
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapCbKui
3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
abo foNyCTUMUX MEX, BCTAHOBNEHNX Y
cneundikauisix, nig yac BUpoOHMLTBA rOTOBOro
nikapcbKoro 3acoby (4ofaBaHHA HOBOrO METOAY
BUNPOOYBaHHA Ta AONYCTUMUX MeX) - foAaBaHHS
napameTpy KOHTPO/O y NpoLeci BUpobHMuTBa -
KPYTHWIA MOMEHT 3aKpy4yBaHHS KPULLKA 3 MeXero>
50 MH*M. TecTyBaHHs LbOro napameTpa A03B0JIAE
NiATBEPANTMN LiNICHICTb KPULLIKW STiKapCbKOro 3acoby.
KpuTepii NpUIAHATHOCTI 4718 AAaHOro TeCTy NPURHATI
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

Ha OCHOBI AoCNifpKeHb hapMaLeBTUYHOT PO3POGKN.
MiHiManbHa cuna (KpyTHUI MOMEHT), sika HeobxigHa
[ONA 3aKpUTTA/3aKpyyyBaHHS KpuLku, byna obpaHa
Ha OCHOBI eMMIPUYHNX AaHUX. 3MiHW | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkmit 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo AONYCTUMMX
MeX, BCTaHOBJIEHUX Y creundikalisx, nig vac
BMPOBGHULTBA FOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHW) - BignosigHa 3miHa ctocyeTbes /13 FeHcyniH
M30 ynakoBaHOro no 3 ms B KapTpuaxi. 3 MeToto
npusegeHHs Ao sumor MoHorpadii USP
"Elastomeric component functional suitability in
parenteral product packaging/delivery system",
po3gin 6 "Plunger functional suitability tests", metog,
BUMPOBYBaHHA CUM PO3PVBY MOPLLUHA Ta CUN
KOB3aHHS MOPLUHA 6Y/10 3MiHEHO 3 BUNPOOYBaHHA Ha
MOPOXHIX KapTpuxax Ha BunNpobyBaHHA Ha
KapTpuaKax, HanoBHEHNX NiKapCbKnm 3ac060M,
onunc BUNPOBYBaHHA TakoX NpUBEAEHN [0
3a3Ha4veHoi moHorpadii USP. Ha ocHoBi
npuBegeHHs go MoHorpadii USP, 6ynn 3MiHeHi
[OMYyCTUMI MeXi 4151 CU/IM PO3PUBY NOPLLHA Ta CUIN
KOB3aHHS MOPLUHS. TakoX BUIyYEHO BUMOTY W00
nepioguYHOCTI MPOBeAEHHS BUNPOOYBaHb, fka
BM3HAYAETLCA BHYTPILLHIM aHas1i30M pU3NKiB
BIANOBIAHO A0 cucTeMm SKocTi Bioton S.A.
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHW BUNPOGYBaHb
ab0o gonycTMMmUX MeX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpoOHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH A0
onucy BUNPO6yBaHHSA y npoueci BUpOOHNLTBA -
GioHaBaHTaXEHHS nepej cTepunizauiiHoo
inbTpavieto - WNAXOM AoAaBaHHSA NOCUNAHHSA Ha
OHoBJIeHy Bepcito Ph. Eur. (2.6.12). BuknageHHs
onuncy metogy 6yno npuBefeHo A0 NOTOYHOT
MoHorpadii Ph. Eur. 2.6.12 "Microbiological
examination of non-sterile products: microbial
enumeration tests" (MeTog MembpaHHoi chinbTpauii
5-2-1). Npw LbOMY 3MiH B METOAj BUNPOBYBAHHSA He
BifGYyN0Cs, 3MiHEHO NLLE BUKNALEHHS onucy
MeToAy BUNpobyBaHHSA B peecTpaviliHiii
LOKyMeHTauil.
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapcbKui
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM BUNPOGYBaHb
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

abo [oNyCTUMUX MEX, BCTAHOBNEHUX Y
cneundikauisix, nig yac BUpoOHMLTBA rOTOBOro
NikapcbKoro 3acoby (iHWi 3MiHW) - BHECEHHS 3MiH A0
onvcy BunpobyBaHHSA y npoveci BupobHuuTea -pH --
LUNIAXOM [OAABaHHS NOCUNAHHSA Ha OHOB/EHY
Bepcito Ph. Eur. (2.2.3) Ta BuganeHHs iHcopmadii
npo NepioanYHICTb BUNPobyBaHHA. Onuc metoay
BMNpo6yBaHHA pH 6yn0 3MiHEHO: 3aMiCTb
nonepeaHLOro ONMCy BUKOPUCTAHO MOCUIAHHS Ha
NnoTo4YHy MoHorpacpito Ph.Eur. 2.2.3 “Potentiometric
determination of pH”. MNpu LbOMY 3MiH B MeTOA)
BMNpPoOyBaHHA He Bifbyocs, 3MiHEHO fnLle
BUKNAAEHHS onvcy MeToay BUNpobyBaHHA B
peecTpavuiiiHiii JoKyMeHTau,i.
3MiHu | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbknii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPOGYBaHb
ab0o gonycTMMmUX MeX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpoOHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH A0
onucy BUNPOo6yBaHHSA y npoueci BUpOOHNLTBA -
006'eM, LLIO BUTArAETLCA - LLMIAXOM AOAaBaHHSA
nocunaHHsA Ha OHOBJeHy Bepcito Ph. Eur. (2.9.17) Ta
BWAA/IEHHS BUMOTU LLLOAO NEePioANYHOCTI
BUNPObyBaHHA. Onuc MeToay BUNPoGyBaHHSA
"O6'eMm, L0 BUTAraeTbCs" 6yN0 3MIHEHO: 3aMiCTb
nonepeAHLOro OnMcy BUKOPUCTAHO MOCW/IaHHS Ha
NnoTo4Hy MoHorpadito Ph. Eur. 2.9.17 "Test for
extractable volume of parenteral preparations"”. Mpu
LibOMY 3MiH B METO/ji BUNPOGYBaHHS He Bigbynocs,
3MIHEHO NiLLEe BUKNAAEHHS ONWCY MeToay
BMNPOOYBaHHA B peecTpaLliiiHili fokymeHTauii.
Takox B1aseHo BUMOT LLOAO NepiognyHOCTI
npoBefeHHs BUNPObYBaHHS, fKa BU3HAYaETbLCA
BHYTPILUHIM aHaNi30M pU3KKiB Bi4NOBIAHO A0
cuctemu skocTi Bioton S.A. 3MiHu | Tuny - 3MiHn 3
AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. 3MiHN Yy
BUPOGHMUTBI. 3MiHM BUNpo6GyBaHb abo A0MyCTUMUX
MeX, BCTAHOBJ/IEHMX Y crneumndikayisx, nig vac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3aco6y (iHLui
3MiHM) - 3MiHa fONYCTUMUX MEX [/15 MOKa3HMKa
"O6'em, Wo BuTAraeTbesa". BignosigHo 4o Bumor
MoHorpadii Ph. Eur. 2.9.17 "Test for extractable
volume of parenteral preparations" 06'eM KOXHOro
KOHTeliHepa NoBUHEH BTV He MeHLUE HOMIHa/IbHOTO
("O6'eM, BUMIpPSIHWIA A/151 KOXKHOTO 3 KOHTEMHEPIB, He
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

MeHLUe HOMiHa/IbHOro 06'emy"). BignosigHo fo
BULLE3a3HAYEHNX BUMOT, 3annc o0 06'eMy, L0
BUTATYETLCS, 3MIHEHO Ha = 3 M/ (kapTpuaxi) Ta = 10
Mn (chnakoHn) (HoMiHanbHWIA 06'em - 3 Mn Ta 10 M
BiAMNOBIAHO).
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbknii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHW BUNPOGYBaHb
ab0o gonycTMMmUX MeX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpoOHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHun) - BignosigHa 3miHa
cTocyeTbes /13 MeHeyniH M30 ynakoBaHOro no 3 mn
B KapTpuaXi. 3MiHEHO onnc MeToAy BUNpobyBaHHS
ans napametpy "InMnbrHa BBeAeHHSA nopiHsa". Mpu
LibOMY 3MiH B METO/ji BUNPOGYBaHHS He Bigbynocs,
BMKOPWCTaHO GiNblL 3arasibHe BUKIaAEeHHA MeToay
BMNPOOYBaHHS B peecTpaLliiiHili fokymeHTauii.
Takox BU/Ty4eHO BUMOTY LLIOAO NePIOANYHOCTI
npoBefieHHs BUNpPobyBaHb, Aka BU3HAYAETLCA
BHYTPILUHIM aHani30M pU3KKiB Bi4NOBIAHO A0
cucTemu skocTi Bioton S.A. 3MiHu | Tuny - 3MiHn 3
AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. 3MiHN Yy
BUPOGHMUTBI. 3MiHM BUNpo6yBaHb abo A0MyCTUMUX
MeX, BCTAHOBJIEHVX Y crneumndikayisx, nig vac
BMPOGHMLITBA rOTOBOTO /iKapCbKOro 3aco6y (iHLui
3MiHK) - BignosigHa 3miHa cTocyeTbes J13 [eHcyniH
M30 ynakosaHoro no 3 mn B kapTpuaxi. BHeceHHs
3MiH O MeTOoAy BUMPOGYBaHHS y Npoueci
BUpO6HMUTBA "LlinicHicTb repmeTunsaui
KOHTelHepa'- BBeEHHS Ginblu 3arasibHOro onucy Ta
BUAaIeHHS iHchopMaLii Npo nepioAnNyYHICTb
BUNPo6yBaHHSA. Mpu LbOMY 3MiH B MeTOLj
BMNpobyBaHHA He Bifbynocs, 3MiHEHO nuLle
BUKNAAEHHS onucy MeTody BunpobyBaHHsA B
peecTpaujiiiHilii fokymeHTauii. Bumoru wono
nepiognMyYHOCTi MPOBEAEHHSA BUNPOOYBaHHS
BWAA/IEHO HA OCHOBI BHYTPILHLOTO aHasi3y pU3NKiB
BigNoBigHO A0 cucTemMu SKocTi Bioton S.A. 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3aci6.
3MiHU Yy BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
[ONyCTUMMX MEX, BCTAHOB/IEHNX Y crieundikaLisx,
nig yac BUpOGHULITBA FOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHK) - Onnc meToay BMNPOGYBaHHSA
"MexaHi4yHi BKHOYEHHS. Buaumi yactuHkm" 6yno
3MiHEHO: 3amiCTb NonepesHbLOro ONMcy BUKOPUCTaHO
nocuaHHs Ha MOTOYHY MoHorpaduito Ph. Eur. 2.9.20
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

"Particulate contamination: visible particles". Mpwu
LibOMY 3MiH B METO/ji BUNPOGYBaHHS He Bigbynocs,
3MIHEHO NiLLEe BUKNAAEHHS ONWCY MeToay
BMNPOOYBaHHS B peecTpaLliiiHili foKymeHTauii.
Takox B1aseHo BUMOT LLOAO NepiognyHOCTI
npoBefeHHA BUNPoBYBaHHS, fKa BU3HAYaETbLCA
BHYTPILUHIM aHaNi30M pU3KKiB Bi4NOBIAHO A0
cuctemu skocTi Bioton S.A. 3MiHu | Tuny - 3MiHn 3
AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN Yy
BUPOGHMUTBI. 3MiHM BUNpo6GyBaHb abo A0MyCTUMUX
MeX, BCTAHOBJ/IEHMX Y crneumndikayisx, nig vac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3aco6y (iHLui
3MiHK) -

Onuc 30BHILUHBOrO BUI/ISAY HAMOBHEHMX Ta
yMakoBaHUX KapTPUAXiB Ta do1akoHIB OHOBJIEHO,
06'eHaHO B OAUH po3Ain "YnakoBka Ta
MapKyBaHHs" i cnpoLyeHo. Bumorn woao
nepiofnYHOCTi MPOBEAEHHS BUMPOOYBaHHS
BMJa1EHO Ha OCHOBI BHYTPILLHBLOrO aHani3y pu3unkis
BiANOBIAHO A0 cuctemm SKocTi Bioton S.A. 3miHu |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCchbKoro -
BHeceHHs He3HauHOoI 3MiHM B MeTOAMKY "MexaHiuHi
BK/IIOYEHHS. Buanmi yacTvHKN" (HEPO3UMHHI
[OOMILLKM) LUASIXOM 3aMiHW KUCMOTU
X/I0PUCTOBOAHEBOI Ha KNC/IOTY acKOpbiHOBY Ha
eTani nigroToBku 3paska. 3mMiHa Ty K1cioTu
nonarae B 3aMiHi KMCNOTW XJI0PUCTOBOAHEBOT HA
ackop6iHOBY KMCOTY, sika € Binlbll 6e3neyHo ons
BUKOPWCTaHHA B BUPOOHNYMX yMOBax. 3MiHa
MOTOYHOI MiArOTOBKM 3paska A8 BUNPOoOyBaHHA
"MexaHiyHi BKIYeHHS. Buaymi yactuHkn"
cTocyeTbes BUNpobysaHb y IPC (BunpobyBaHHs B
npoueci BUPo6HULITBA), a He BUNPOByBaHHS
roTOBOro NikapCbKOro 3acoby. AHaniTUYHWIA MeTog,
onncaHuii y 3.2.P.5.2, 3a/IMaeTbecsa 6e3 3MiH.

76.

FEHCYNIH H

cycneHsia gns
iH'ekuin, 100 O4/mn;
no 10 mny
CKNSTHOMY (p/1aKoHi;
no 1 conakoHy B
KapTOHHI naJui; no
3 M B KapTpuaxi;
no 5 kapTpuaxis y
6nictepi; no 1

BIOTOH C.A.

MonbLa

BUPOBHUK,
BiANOBiAabHN
n3a
BUPOBHMLTBO,
NepBUHHE i
BTOPWHHE
nakyBaHHS,
KOHTPONb Ta
BUMNYCK cepil:

MonbLa

BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib.
3MiHU Yy BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
LONyCTUMMX MEX, BCTAHOB/IEHNX Yy creundikaisx,
nig yac BUpPOGHULITBA FOTOBOrO NiKapCbKOro 3acoby
(BMNyYEHHS1 HECYTTEBOTO BUNPOGYBAHHA B NPOLIECI
BMpO6HULTBA) - BunpobyBaHHA " MikpockoniuHe
3006paXEHHS KpUCTaniB" BUIYYEHO 3i nepesniky
BUMPO6YBaHb, L0 KOHTPO/IIOKOTLCS Y NPOLECI

3a
peyenmo
i

UA/1016/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
6nictepy B BIOTOH C.A,, B1po6HMLTBA (IPC). BUunpobyBaHHs BUIyYEHe SK
KapTOHHIN nayui Monbua; He3HauyHe BMNpobyBaHHS, BUNPobyBaHHSA "
BMPOGHUK, MikpockoniyHe 306paxxeHHs1 KpucTanis" BUKOHYETbCS
BiANOBIA&/IbHU B KiHL,EeBOMY NikapcbkoMy 3acobi BiAMNOBiAHO A0

1 32 KOHTPO/1b
cepii: IHCTUTYT
BiotexHonorii
Ta
AHTNGIOTHKIB,
MonbLa

3aTBEPAKEHOI cnevmdikayii nikapcbkoro 3acoby
leHcyniH H. KOHTpOb MiKpOCKONIYHOTO 306paXeHHs
Ha GiNbLU paHHiil cTagil BUpOGHMLTBA He NoKpallye
AKICTb a60 KOHTPO/1Ib MOTOYHOTO BUPOGHNYOrO
npouecy; 3miHu | Trny - 3MiHu 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX, BCTAHOBEHNX
y cneuudikauisix, nig yac BUpoOHMULTBA FOTOBOrO
nNiKapcbKoro 3acoby (BU1ly4eHHs1 HECYTTEBOrO
BMNPOGYyBaHHA B NPOLIECi BUPOOHULTBA) -
BrnpobyBaHHS " [OMOreHHiCcTb" BUTyYEHO 3i
nepeniky BUNpo6byBaHb, L0 KOHTPO/IOKTLCA Y
npoueci BupobHuuTtea (IPC) sk He3HauyLwwmit
napameTp. BunyyeHHs BunpobyBaHHA NpoBeAeHo
Ha OCHOBI OrNAAY iICTOPUYHUX AaHuX, SKi 4OBeNn, Lo
NiKapcbKuii 3acié BUrOTOBSETLCSA
BMCOKOBIATBOPIOBAHNM CNOCO60M, Ta NoKasanw, Lo
Ha KOXXHOMY 3 BUPOGHMYMX eTanis BMIiCT Adl €
NPakTUYHO OAHAKOBUM (LLO NiATBEPIKYETHCS AyXe
HM3bKUM 3HauyeHHsIM RSD). HeszanexHo Big Touku
Big60opy, BMICT AD| He 3MIHIOETLCSA — OAHOPIAHICTD
He 3MIHIOETbCA Mig yac npouecy. OTxe, oTpyMaHi
pesynbTaTyu NigTBEPANIN, WO KOHTPO/b
OAHOPIAHOCTI Mif Yac npouecy He € HEOOXIAHUM;
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapcbKui
3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
abo foNyCTUMUX MEX, BCTAHOBNEHWX Y
cneundikauisix, nig yac BUpoOHMLTBA rOTOBOroO
nikapcbKoro 3acoby (4ofaBaHHA HOBOrO METOAY
BMNPOOYBaHHA Ta AONYyCTUMUX MeX) - [loaaBaHHS
napameTpy KOHTPO/O y NpoLeci BUpobHMuTBa -
KPYTHWIA MOMEHT 3aKpy4yBaHHS KPULLIKM 3 MeXero>
50 MH*M. TecTyBaHHs LbOro napameTpa A03B0/IAE
NiATBEPANTMN LiNICHICTb KPULLIKW STiKapCbKOro 3acoby.
KpuTepil npuitHATHOCTI A4N15 AaHOro TecTy NPUAHATI
Ha OCHOBI AoCNifpKeHb hapMaLeBTUYHOT PO3POGKN.
MiHiManbHa cuna (KpyTHUI MOMEHT), sika HeobxigHa
[ONA 3aKpUTTA/3aKpyyyBaHHS KpuLku, byna obpaHa
Ha OCHOBI eMMIPUYHNX AaHUX; 3MiHW | TUNY - 3MiHK 3
AKOCTI. [OTOBWI Nikapcbkmii 3aci6. 3MiHN Y
BMPOBHMUTBI. 3MiHM BMNPo6yBaHb abo A0MYCTUMMUX
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

MeX, BCTAHOBJIEHUX Y creundikalisx, nig vac
BMPOBGHULTBA FOTOBOrO MiKapCcbKoro 3acoby (iHLwi
3MiHW) - BignosigHa 3miHa ctocyeTbes /13 FeHcyniH
H ynakoBaHoro no 3 mn B kapTpuaxi. 3 MeTo
npusegeHHs Ao sumor MoHorpadii USP
"Elastomeric component functional suitability in
parenteral product packaging/delivery system",
po3ain 6 "Plunger functional suitability tests", meTtog,
BUMPOBYBaHHA CUNM PO3PVBY MOPLLUHA Ta CUNN
KOB3aHHS MOPLUHA 6y/10 3MiHEHO 3 BUNPOOYBaHHA Ha
MOPOXHIX KapTpuxax Ha BuNpobyBaHHA Ha
KapTpuaKax, HanoBHEHNX MiKapCbKUM 3ac060M,
onu1c BUNPOBYBaHHA TakoX NpUBEAEHN [0
3a3Ha4veHoi moHorpadii USP. Ha ocHoBi
npuBegeHHs go MoHorpadii USP, 6ynn 3MiHeHi
[OMYyCTUMI MeXi 4151 CU/IM PO3PUBY NOPLLHA Ta CUIN
KOB3aHHS MOPLUHS. TakoX BUIyYEHO BUMOTY W00
nepioguYHOCTI MPOBeAEHHS BUNPOOYBaHb, fka
BM3HAYAETLCA BHYTPILLHIM aHas1i30M pU3NKIB
BIANOBIAHO A0 cucTemm sKkocTi Bioton S.A.; 3MiHn |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUpOOHUUTBI. 3MiHM BUNpobyBaHb abo
[0MNYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisx,
nig yac BUpPO6GHULITBA FOTOBOrO NiKapCbKOro 3acoby
(iHWi 3MiHW) - BHECeHHs 3MiH 10 onucy
BMNPOOYBaHHA y NpoLieci BUPo6HMLTBA -
GioHaBaHTaXEHHS nepej cTepunizauiiiHoo
inbTpavieto - WNAXOM AoAaBaHHSA NOCUNAHHSA Ha
OHoBJeHy Bepcito Ph. Eur. (2.6.12). BuknageHHs
onuncy metogy 6yno npuBefeHo A0 NOTOYHOT
MoHorpadoii Ph. Eur. 2.6.12 "Microbiological
examination of non-sterile products: microbial
enumeration tests" (MeTog MembpaHHOi chinbTpauii
5-2-1). Npw LbOMY 3MiH B METOAj BUNPOBYBAHHSA He
BifGyNocs, 3MiHEHO NNLLE BUKNALEHHS onucy
MeToAy BUNpobyBaHHSA B peecTpaviliHiii
LOKyMeHTaU,iT; 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbknin 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cneumdikayisx, nig yac
BMPOBHULTBA FOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHW) - BHeCeHHs 3MiH 40 onucy BUNpobyBaHHSA y
npoueci BUpo6HMLTBA -pH -+ LWAAXOM fofaBaHHS
nocunaHHs Ha oHoBNeRy Bepcito Ph. Eur. (2.2.3) Ta
BUAaIEHHS iHDOpMaLLii PO NepioanyHICTb
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

BunNpobyBaHHA. Onuc meToay BUNpobyBaHHs pH
6yn10 3MIHEHO: 3aMiCTb NONepeaHLOro onucy
BUKOPVCTAHO NOCU/IaHHSA Ha MOTOYHY MOHOrpadito
Ph.Eur. 2.2.3 “Potentiometric determination of pH”.
Mpy LpOMY 3MiH B METO/Aj BUNPOOYBaHHS He
BiAGyocs, 3MiHEHO NuLLe BUKNAAEHHS onucy
MeToAy BUNpobyBaHHSA B peecTpaviliHiii
AoKymeHTauii; 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[0TOBWIA NMikapCbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHV BUNpo6yBaHb abo A0NYyCTUMUX MEeX,
BCTaHOBNEHNX Y cneundikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3aco6y (iHLui
3MiHW) - BHECEHHS 3MiH [0 OnuCy BUNPOGYBAHHS Y
npoueci BUPOGHNLTBA - 06'EM, LLLO BUTATAETbCS -
LUIAXOM JofAaBaHHSA NOCUNAHHS Ha OHOBJ/IEHY
Bepcito Ph. Eur. (2.9.17) Ta BuAaseHHsa BUMoru
LL0A0 NepioguyHOCTI BUNpobyBaHHA. Onnc metoay
BMNpo6yBaHHA "O6'eM, L0 BUTAraeTbCA" 6yno
3MiHEeHO: 3amiCTb nonepegHbOro OnUCy BUKOPUCTaHO
nocunaHHsA Ha NoTo4Hy MoHorpacito Ph. Eur. 2.9.17
"Test for extractable volume of parenteral
preparations”. MNpu UbOMY 3MiH B MeTOLj
BMNpobyBaHHA He Bifbynocs, 3MiHEHO nuLle
BUKNAAEHHS onucy MeTofy BuNpobyBaHHsA B
peecTpaLiiiHiii fokyMeHTaLi. Takox BUAaNeHO
BMMOTY LLLOAO NePIoAMYHOCTI MPOBEAEHHS
BMNPOGYBaHHS, fka BU3HAYAETLCSA BHYTPILIHIM
aHas1i30M py3uKIiB BIAMOBIAHO A0 CUCTEMU AKOCTI
Bioton S.A.; 3miHu | TUny - 3MiHK 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU
BUNPOGYBaHb ab0 AONYCTUMUX MEX, BCTAHOBMEHNX
y cneuudikauisix, nig yac BUpobHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHLWwi 3MiHK) - 3MiHa AONYCTUMMX
MeX A5 nokasHuka "O6'eM, WO BUTAraeTbes".
BignosigHo go Bumor moHorpadii Ph. Eur. 2.9.17
"Test for extractable volume of parenteral
preparations” 06'eM KOXHOro KOHTeliHepa NoBUHEH
6yTV He MeHLle HoMiHasibHOro ("O6'eM, BUMIpPSHWI
AN KOXKHOTO 3 KOHTeHepiB, He MeHLLe
HOMiHanbHoro o6'emy"). BignosigHo fo
BULLiE3a3HAYEHNX BUMOT, 3annc o0 06'eMy, L0
BUTATYETLCS, 3MIHEHO Ha = 3 M/ (kapTpuaxi) Ta = 10
Mn (chnakoHn) (HoMiHanbHWIA 06'em - 3 Mn Ta 10 M
BiANOBIAHO). 3MiHK | TMNY - 3MiHW 3 AKOCTI. FOTOBWIA
niKkapcbkuii 3aci6. 3mMiHW Yy BUPOOHMUTBI. 3MiHK
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

BUNPOGYBaHb ab0 AONYCTUMUX MEX, BCTAHOBNEHNX
y cneuudikauisix, nig yac BUpobHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHm) - BignosigHa 3miHa
ctocyeTbes /13 MeHeyniH H ynakoBaHoro no 3 M B
KapTpuaKi. SMiHEHO onuc meToay BUNPOOyBaHHSA
ansa napametpy "Mn6uHa BBeAeHHSA nopuHs”. Mpu
LibOMYy 3MiH B METO/Ai BUNPOGYBaHHSA He Bigdynocs,
BMKOPUCTAHO Gifiblu 3arasibHe BUKTAAEHHSI MeToay
BMNPOGYBaHHA B peecTpaLiiiHili 4oKyMeHTaui.
TakoX BW/Ty4EHO BUMOTU LLIOAO NEPIOANYHOCTI
npoBefeHHsl BUNpobyBaHb, Sika BU3HA4YaETbCA
BHYTPILLHIM aHani3oM pu3uKiB BiANOBIAHO A0
cuctemu akocTi Bioton S.A.; 3MiHu | Tuny - 3miHK 3
AKOCTI. [OTOBWI Nikapcbkmit 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo AONYCTUMMX
MeX, BCTaHOBJIEHUX Y creundikalisx, nig vac
BMPOBGHULTBA FOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHW) - BignosigHa 3miHa ctocyeTbes /13 FeHcyniH
H ynakoBaHoro no 3 M B KapTpuaxi. BHeCEHHS 3MiH
[0 meToay BMNpobyBaHHA y NpoLieci BUPO6HMLTBA
"LlinicHicTb repmeTmn3aLji KoHTeliHepa'- BBeAEHHS
6inbLL 3arasibHOro onNucy Ta BUAaneHHs iHchopmait
Npo NepioanYHICTb BUNPO6YBaHHS. MNpu LbOMY 3MiH
B MeTOZji BUNPO6yBaHHS He Bifbynocs, 3MiHeHO
nLle BUKNaAEeHHA onucy MeTofy BUNpoGyBaHHA B
peecTpauiiiHiii JokymeHTauii. Bumorn wopo
nepiofnYHOCTi MPOBEAEHHS BUMPOOYBaHHS
BMJaN1EHO Ha OCHOBI BHYTPILLHBLOrO aHani3y pu3unkis
BIANOBIAHO A0 cucTemm sKkocTi Bioton S.A.; 3MiHn |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUpOOHMUTBI. 3MiHM BUNpobyBaHb abo
[0MNYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisx,
nig yac BUpPO6GHULITBA FOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHW) - Onnc MeToAy BUNPOGYBaHHSA
"MexaHiyHi BK/OYeHHS. Buaymi yactuHkun" 6yno
3MiHEHO: 3amiCTb nonepeAHbOro ONUCy BUKOPUCTaHO
nocuiaHHA Ha NOTOYHY MoHorpadito Ph. Eur. 2.9.20
"Particulate contamination: visible particles". Mpwu
LibOMY 3MiH B METO/ji BUNpPoGyBaHHS He Bigbynocs,
3MIHEHO NLLE BUKIAAEHHS ONUCy MeToay
BMNPOGYBaHHA B peecTpaLiiiHiii fOKyMeHTaui.
Takox BUAa/IEHO BUMOTU LLOAO NEPIOAUYHOCTI
npoBefeHHA BUNPOBYBaHHS, fKa B13HAYaETbLCA
BHYTPILLHIM aHani3oM pu3ukiB BIANOBIAHO A0
cucTemu akocTi Bioton S.A.; 3MiHu | Tuny - 3miHM 3
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo A0NYCTUMMX
MeX, BCTAHOBJIEHVX Y crieumdikayisx, nig vac
BMPOBGHULTBA rOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHM) - ONMC 30BHILLUHBLOrO BUNSAY HAMOBHEHNX Ta
yMakoBaHUX KapTPUAXiB Ta do1akoHIB OHOBJIEHO,
06'eHaHO B OAUH po3Ain "YnakoBka Ta
MapKyBaHHs" i cnpoLyeHo. Bumorn woao
nepiofnyYHOCTi MPOBEAEHHS BUMPOOYBaHHS
BMJaN1EHO Ha OCHOBI BHYTPILLHBLOrO aHani3y pu3unkis
BIANOBIAHO A0 cucTemm sKkocTi Bioton S.A.; 3MiHu |
TUMy - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOoTOBOrO NikapcbKoro 3acoby. 3miHa y
MeToAax BUNPOGYBaHHS FOTOBOIO JliKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpPPKEHNX MeToAax
BUNPOOBYBaHHS) - BHECEHHA He3HaYHOT 3MiHU B
MeToauMKy "MexaHiuHi BK/IYEHHS. Bugnumi yactuHkn
(HEPO3YMHHI AOMILLKK) LWASXOM 3aMiHU KAC/IOTK
X/I0PUCTOBOAHEBOI HA KNC/OTY ackopbiHOBY Ha
eTani nigroToBku 3paska. 3MiHa Tuny K1cioTu
nosiArae B 3aMiHi KMCMOTW X/I0PUCTOBOAHEBOT Ha
ackopb6iHOBY KMCNOTY, sika € Binbll 6e3neyHol o1
BMKOPUCTaHHSA B BUPOGHMYMX yMOBax. 3miHa
MOTOYHOI NiArOTOBKM 3paska A/1A BUNPOOyBaHHA
"MexaHi4Hi BK/1HOYEHHS. Buanmi 4acTuHkm"
cToCcyeTbes BUNpobyBaHb y IPC (BUNpobyBaHHs B
npoveci BUpobHULTBA), a He BUNPOGYyBaHHS
rOTOBOrO JliKapCbKOro 3acoby. AHaniTUYHKA MeTop,
onucanuii y 3.2.P.5.2, 3asimwaeTtbesa 6e3 3miH




101

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
77. | TIAPOKCUCE | kancynu no 500 mr Mepak HimeuunH BUPOGHMK, L0 HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/6720/01/01
YOBUVHA no 10 kancyny lesenbwadt a BignoBsigae 3a TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyernmo
MEOAK 6nicTepi; no 10 chrop KniHiwe BTOpPUHHE 23.07.2015 Ne 460) BUnNpaB/ieHHS TEXHIUHOT M
6nictepis y Kopobui LWneuianbnpe nakyBaHHs, noMusikK, B TekcTi MKSA nikapcbkoro 3acoby, B
3 KapToHYy napate M6X MapKyBaHHs po3gini “Cknag’(BupobHukn A®I), ockinbku nig vac
nepBUHHOI 3aTBepAXeHHs TekcTy MKS roToBoro nikapcbkoro
yNakoBKW, 3acoby aepxaBHOK MOBO Haka3 MO3 Nel53 Big,
KOHTPO/b/BUN 25.01.2022 npefcTaBHULTBOM 3asiBHMKA He By10
po6yBaHHs BpaxoBaHO 3aTBepAXeHNX BUPO6HUKIB APl 3rigHO
cepii Ta 3a Hakazy MO3 Ne2128 Big 01.10.2021
BWMNYCK Cepil:
Mepak
lesenbladt
dorop KNiHiwe
LLineujanbnpe
naparte M6X,
HimeuumnHa;

BMPOGHVK, LLO
Bignosigae 3a
BMPOGHMLTBO
nikapcbkoro
3acoby,
nepBuHHe,
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b/BUN
pobyBaHHs
cepii: Xaynt
dapma
Awmaper 'm6X,
HimeyunHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
78. | FAPOX/IOPO | nopoLliok TOB "dapma YkpaiHa INMKA IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu - - UA/18536/01/01
TIA3NA, (cybeTaHuin) y Crapt" Nab6opaTtopic | TMny - 3miHK 3 AkocTi. CepTudpikat

noaBinNHMX NimiTen BignosigHocTi/l E-cepTudikar BignosigHoCTI

nonieTuneHoBmX €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA

naketax gns HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI

thapmavneBTUYHOro abo BuNy4YeHHs cepTudikarta BignoBigHOCTI

3aCTOCyBaHHA €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro

marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2004-013 -
Rev 05 (3atBepmkeHo: R1-CEP 2004-013 - Rev 04).
Ak HacnigoK 3MiHa NOLITOBOrO IHAEKCY Y aapeci
BMPOBHUYOI AinbHUL (cTano: MNowToBe BiagiNneHHs
CexasTa IHgis-457 001 Patnam, Magx'a MpageLy,
IHais/ P.O. Sejavta India-457 001 Ratlam, Madhya
Pradesh, India); y cneumdikauito 4ogaHO NoKasHUK
N-HiTposo-rigpoxnopoTiasng, 3 fogaBaHHAM
BifiNOBIAHOI METOAMKN KOHTPOJIO; BHECEHO HE3HAYHI
3MiHV Y METOAUKY KOHTPOJIHO NOKa3HUKa
dopmanbgaerig BignosigHo CEP.




103

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
79. | FITHOKCWVH Kancysnu BariHasbHi Pekoppaarti Ipnangis KataneHt ITania BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/6094/01/03
M’'siki o 1000 mr no Ainenp Ntg, ITani C.n.A. | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
1 a6o no 2 kancynu BignosigHocTi/l E-cepTudikar BignosigHoCTI M

y 6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
LonomikHoT peyosuHu (ME-cepTudpikat
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/MPOMIXHOI0
npoAykTy abo [ONOMiXHOI pevyoBuHK) - HoBuiA
ceptudikaT 415 BUXigHOro
matepiany/peareHTy/npomMikHOro nNpoaykTy abo
[LOMOMDKHOT peYOBUHM Bif, HOBOTO a60 BXe
3aTBEPAKEHOr0 BUPOOHUKA - BMIPOBaKEHHS HOBOTO
I'E-cepTucpikaTa BignoBigHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2000-140-Rev 04 ansa
[0MOMDKHOT PEYOBUHW XENaTuH Bif, HOBOrO
BMpo6HMka TESSENDERLO GROUP N.V. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTugikaT BiANOBIAHOCTI EBpONEChbKil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
AonomixHoi pevosuHu (FE-cepTudikat
BiANOBIgHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiKHOro
npoaykTy abo AONOMIXHOT peyoBrHN) - OHOBAEHWIA
cepTuguikart Bif BXe 3aTBEPKEHOI0 BUPOOHYMKA -
noAaHHsa oHoeneHoro ME-ceptudikaTa BignNoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2003-172-
Rev 03 (3atBepmkeHo: R1-CEP 2003-172-Rev 02)
015 AONOMDKHOT PEYOBUHW XenaTuH Bif,
3aTBEepAKeHoro BMpobHuka GELITA GROUP
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
80. | rniuyH Tabnetku MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/16293/01/01
cy6niHrBanbHi no "Ximchbapm3zas "Ximchapm3sas | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
100 wmr, no 10 op "YepBoHa op "YepsoHa hapmakoHarnsgy (iHwi 3miHn). OHOB/IEHHS TEKCTY
Tabnetok y 6nictepi; 3ipka" 3ipka” MapKyBaHHS NepPBUHHOI Ta BTOPUHOI YNakoBKu
no 5 6nictepis y nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-Tu
naui 3 KapToHy; no MiCALIB MiCNSA 3aTBEPKEHHS.
50 TabneTtok y
6nictepi; no 1
6nicTepy y nauuj 3
KapTOHY
81. | rnoay nnoau; no 75 r, abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx martepianis: 3MiHu 6e3 - UA/5857/01/01
nnoaun no 100 r, a6o no 140 "NikTpasun" "NikTpasun* | TNy - 3MiHW Woao 6e3nekn/edpeKTUBHOCTI Ta peyenma

'y naykax 3
BHYTPILLHIM
naketom; no 4,0ry
inbTp-nakeTi; No
20 dinbTp-nakeTiB y
nauui 3 BHYTPILLIHIM
naketom; no 4,0ry
inbTp-nakeTi; No
20 hinbTp-nakeTiB y
nauuj

hapmakoHarnagy (iHwi 3mMiHM) OHOBNEHHS TEKCTY
MapKyBaHHS1 yNakoBKW Jlikapcbkoro 3acoby 3
BHECEHHSAM iHGhopMaLiT WOoA0 3a3HAYEeHHSA OANHULL
BMMIpIOBaHHA y cucteMi Sl. TepMiH BBEAEHHS 3MiH
npoTArom 6 micsLiB nicns 3aTBepAYKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
82. | FMIOKOBAHC | T1abnetku, BKpUTI Mepk CaHTe dpaHuis Mepk CaHTe PpaHuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/5390/01/02
® nAiBKOBOO c.a.c. | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmo
060/10HKOH0, Mo 500 BignosigHocTi/l E-cepTudikar BignosigHoCTI M

mr/5 mr; no 15
TabneTtok y 6nictepi;
no 2 6nictepv B
KapTOHHI kopobuyj;
no 20 TabneTok y
6nicTepi; no 3
6nictepu B
KapTOHHI KOpo6Lyi

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€ponelicbkiii hapmakonei R1-CEP 1997-029 - Rev
05 (3atBepmxeHo: R1-CEP 1997-029 - Rev 04) ans
A®| MeTchopMiHy rigpoxaopuay Bif BXe
3aTBepAXeHnX BUpobHukiB Merck Sante S.A.S. -
Centre de Production de Calais, France Ta Merck
Sante S.A.S. - Centre de Production de Meyzieu,
France. 3miHu | Tvny - 3miHn 3 AkoCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpobyBaHHs roTOBOro
niKapcbKoro 3acoby (HesHayHa 3miHa y
3aTBEPMAKEHUX MeToAax BUNpobyBaHHs) 3MiHa y
MeToAax BUNPo6YyBaHHSA rOTOBOTO NiKapCbKOro
3acoby, a came: 3MiHM B NPo6OMiAroToBL| 3paskis
Npy BU3HAYEHI KiSIbKICHOr0 BMICTY MeTCOPMIHY
rigpoxnopuay Ta BU3Ha4YeHHi LOMILLOK 3a
ponomoroto metogy BEPX. Kpim Toro,
3anponoHoBaHO pedakuiiiHi 3mMiHun po3giny 3.2.P.5.2.
AHaniTuyHi metogukm Ta 3.2.P.6. CTaHaapTHI 3pasku
Ta npenapatu.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
83. | FMIOKOBAHC | T1abnetku, BKpUTI Mepk CaHTe dpaHuis Mepk CaHTe PpaHuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/5390/01/01
® nAiBKOBOO c.a.c. | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmo
060/10HKOH0, Mo 500 BignosigHocTi/l E-cepTudikar BignosigHoCTI M

Mmr/2,5 mr; no 15
TabneTtok y 6nictepi;
no 2 6nictepv B
KapTOHHI kopobuyj;
no 20 TabneTok y
6nicTepi; no 3
6nictepu B
KapTOHHI KOpo6Lyi

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€ponelicbkiii hapmakonei R1-CEP 1997-029 - Rev
05 (3atBepmxeHo: R1-CEP 1997-029 - Rev 04) ans
A®| MeTchopMiHy rigpoxaopuay Bif BXe
3aTBepAXeHnX BUpobHukiB Merck Sante S.A.S. -
Centre de Production de Calais, France Ta Merck
Sante S.A.S. - Centre de Production de Meyzieu,
France. 3miHu | Tvny - 3miHn 3 AkoCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpobyBaHHs roTOBOro
niKapcbKoro 3acoby (HesHayHa 3miHa y
3aTBEPMAKEHUX MeToAax BUNpobyBaHHs) 3MiHa y
MeToAax BUNPo6YyBaHHSA rOTOBOTO NiKapCbKOro
3acoby, a came: 3MiHM B NPo6OMiAroToBL| 3paskis
Npy BU3HAYEHI KiSIbKICHOr0 BMICTY MeTCOPMIHY
rigpoxnopuay Ta BU3Ha4YeHHi LOMILLOK 3a
ponomoroto metogy BEPX. Kpim Toro,
3anponoHoBaHO pedakuiiiHi 3mMiHun po3giny 3.2.P.5.2.
AHaniTuyHi metogukm Ta 3.2.P.6. CTaHaapTHI 3pasku
Ta npenapatu.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
84. | TPONPUHO3 | Ttabnetku no 500 mr BAT "T'epeoH YropwuHa | TOB "T'eneoH MonbLia BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/6286/01/01
NH® no 10 TabneTtok y PixTep" PixTep | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo
6nicTepi; no 2 abo Monbwa" 3MiHM y BUPO6GHMUTBI. 3amiHa abo BBeAEHHS M
no 5 6nictepis B (KOHTpOSIb [04aTKOBOT Ai/IbHULI BUPOBHULTBA [i/151 YaCTUHU abo
KapTOHHI KOpOGL; SKOCTI, 4,03BIN BCbOr0 BUPOOGHMYOrO NPOLECY FOTOBOTO JiKapCbKOro
Ha BMMNYCK 3aco6y (iHLLi 3MiHK).
cepii; 3a3HavyeHHs ycix AinbHuUb BUpo6HKKa TOB
BMPOGHMLTBO «l"epeoH PixTep Monbla», Monblua, 3ag4isHoro y
Hepo3sdacoBa BMPOGHMUTBI /13 3 ONMCOM BUKOHYBaHUX (OYHKLil
HOro 6e3 3MiH y moayni 3 peecTpauiiHoro oCheE.
NPOAYKTY,
nepBuHHA
ynakoBka,
BTOPUHHA

yrakoBka)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
85. | AAJIEPOH® rpaHynu ans KPKA, a.4., CnoseHia | BignosigasnbHU CnoseHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/4753/01/01
C OpasIbHOTO PO34YUHY HoBo mecTo n3a | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
no 5 r y nakeTuky; BMPOGHMLTBO thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO 0
no 10 nakeTukiB y "in bulk”, IHCTPYKUIT ANS MEAUYHOrO 3aCTOCYBaHHS
KapTOHHI KOpOGL; NepBUHHY NiKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
yMaKoBKY, iHLWIMMKW NikapcbKMMK 3acobamMu Ta iHLWi BUan
BTOPUHHY B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHA" 1040
YyNaKkoBKYy, 6e3nekn 3acToCyBaHHSA fil040i PEHOBUHM
KOHTpO/b Ta napaveTamon BignoBigHo Ao pekomeHaauiii PRAC.
BUNYCK cepii: BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
KPKA, a.4., 3aTBEpMKEHHSA. 3MiHK | Tuny - 3MiHK Woao
HoBo mecTo, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
CnoBeHis; Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
BiANOBIAA/IbHN TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4151 MEANYHOro
1 3a KOHTPONb 3aCTOCYBaHHA Ha MifcTasi perynspHo
cepii: OHOB/IOBAHOIO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
KPKA, a.4., abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
HoBo mecTo, nikapcbKoro 3acoby B nmicnspeecTpaviliHvii nepiog,
CnoBeHis ab0 AK pe3ynbTar OLIHKM 3BITY 3 AOCNIIKEHD,

npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyuHnX
pocnigpkeHb (PIP) (iHwi 3MiHW)
3MiHM BHECEHO A0 IHCTPYKUiT 418 MegnyHoro
3aCcTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"3acTocyBaHHs y Nepios BariTHOCTi ab0 roflyBaHHs
rpyaar” wono 6e3neky 3acTocyBaHHs Aito4yol
peyoBMHM NapaleTaMmosn BifnoBigHO A0
pekomeHpauii PRAC.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
86. | AAP®EH® CyCrneH3sis opasibHa, MpAT YkpaiHa BUPOGHMLTBO IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/18783/01/01
EKCMNPEC 200 mr/10 mn; no 10 "GapmaueBTun roTOBOIO | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
Mn y cawwe, no 10 YyHa hipma npoaykKTy, thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
cawe y navui "OapHuus” KOHTpONb/TECT NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
yBaHHS, IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
BUMYCK cepii perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
roToBOro nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
NPOAYKTY: 3acToCcyBaHHSA NikapCcbKoro 3acoby B
ELE®APM, nicnspeecTpauiiinii nepiog, abo sk pesynbTar
C.J1., IcnaHis; OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
KOHTpONb/TecT [0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
yBaHHA Ta Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
BUNYyCK cepii opraHoMm) 3MiHN BHECEHI A0 IHCTPYKUIT Ansa
roToBOro MeAUYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
NpoayKTy: po3ginu "3acTocyBaHHs y nepiod BaritTHocTi abo
DPAPMANIOEP rofyBaHHs rpyAat" BignoBigHO [0 OHOB/IEHOT
, C.A., IcnaHis; iHchopmawii 3 6e3nekun gjroyoi peyoBuHn. TepmiH
MiKpob6iosioriyH BBEAEHHSA 3MiH MPOTAroM 6 micauis nicns
NI KOHTPOSb: 3aTBEPKEHHS
bionab, C./1.,
Icnaxis
87. | AENAKIH TabneTku, BKpUTI TOB "CaHodi- YkpaiHa CaHodi PdpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/10118/01/01
XPOHO® 500 | 060/10HKOI0, ABEHTIC BiHTpon 3MiHu | TMNYy - 3MiHKn Wopao 6e3nekn/etheKTMBHOCTI peyernmo nidnsieae
Mmr NPOJIOHroBaHoi Al YkpaiHa" IHaacTpia Ta chapmakoHarnsagy. 3miHa y KopoTkili M

no 500 mr; Ne 30: no
30 TabneTok y
KOHTeliHepi,
3aKPUTOMY KPULLIKOHO
3
BOJIOTOMOIIHAYEM,
B KapTOHHIi1 kopobui

XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 4719 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acooby,
abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nmicnspeecTpaviliHvii nepiog,
ab0 sK pe3ynbTar OLiHKM 3BIiTY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy negiaTpuuHnX
pocnipxeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMNETEeHTHUM YNOBHOBAXEHVNM OpraHom);
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3acToCyBaHHS Nikapcbkoro 3acoby A0 po3ainy
"PpapmMakosorivyHi BNactuBOCTI" (BHECEHHS
iHchopmauii faHWX AOKMIHIYHUX AOCAIMKEHD NPO
[JereHepauijto/aTpodpito sieHok abo aHomanii
cnepMartoreHesy Ta 3HWKEHHSI Macu 40K y
Lopocnux LWwypis i cobak), "3acTocyBaHHs y nepiof,
BariTHoCTi abo rogyBaHHs rpyaato” (BHECEHHS
iHhopmaLii Woa0 BPOMKEHUX BaL, PO3BUTKY),
"Cnoci6 3acTocyBaHHs Ta 403U" (BHECEHHS
iHdbopmalii Npo HeobXiAHICTb kopekLii 1031)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

BiANOBIAHO A0 pekomeHaaLin PRAC.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHS. 3MiHK |l Tuny - 3MiHW WoAo

6e3nekun/edhekTBHOCTI Ta thapMakoHarniagy. 3miHu
Y KOPOTKili xapakTepmucTuL,i flikapCcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro
3acTOCyBaHHS Yy 3B’A3KY i3 HOBUMMW AaHUMK 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHAMW JaHUMK Ta AaHMu 3
thapmakoHarnsgy; 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby Ao
po3giny "3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” (BHeceHHs iHdhopmauii npo
NiABULLEHWI PU3NK TAXXKMX Bag, PO3BUTKY
LLeHTPa/IbHOT HEPBOBOI CUCTEMMU) BigMNOBIAHO A0
marepianiB peecTpaLuiiHoro gocke. BBefieHHS 3MiH
NPOTAroMm 6-TM MICALIB NicNa 3aTBepPMKEHHS. 3MiHU
Il Tvny - 3miHn Wwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLiT A/19 MeAMYHOr0o 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMMW JaHMMK 3 SIKOCTi, AOK/TIHIYHUMM, KiHIYHUMM
JaHuMu Ta gaHumu 3 hapmakoHarnagy; 3miHu
BHECEHO [0 IHCTPYKLi 415 MeauyHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"B3aemogia 3 iHWKMMK NiKapcbkumn 3acobamm 1a
iHLWI BMAW B3aEMOZiin" (B3aEMOAis 3 MeTaMi30/10M)
BiANOBIAHO A0 MaTepianiB peecTpauiliHoro foche.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepPMKEHHS. 3MiHu I Tuny - 3MiHu Wwoao
6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy. 3miHum
Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHS Yy 3B’A3KY i3 HOBUMM AaHUMU 3 SKOCTI,
LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3
thapmakoHarnsgy; 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ainy "3acTtocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” (BHeceHHs iHdopmadii npo
nopyLeHHs oepTubLHOCTI), “Mo6ivHi peakuii”
(BHECEHHS iH(hopmaLii npo 6e3nnigaa y YonoBikKiB)
BIANOBIAHO [0 MaTepiasniB peecTpauiliHoro foChe.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB nmicns
3aTBEepMKEHHS. 3MiHM Il TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHm
Y KOPOTKIil XapakTepucTuLi NikapcbKoro 3acoby,
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MeANYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM JaHUMW 3 SKOCTI,
LOKNIHIYHUMMA, KNIHIYHUMW JaHUMK Ta JaHUMK 3
hapmMakoHarnagy; 3mMiH1 BHECEHO A0 iHCTPYKUIT ANns
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3ainy "B3aemogis 3 iHWVMU NikapcbKuMu
3aco6amMu Ta iHLWi BUAY B3aeMogili" (BHECEHHS
iHcbopMmalLii Mpo ogHoYacHe 3aCToCyBaHHs
Ba/1bNPOEBOI Kncnotu/kapbaneHemis Ta Npo pusmk
YPaXeHHs neyiHkm), "OcobnmBocCTi 3acTocyBaHHA"
(BHeceHHs iHdopmaL,ii npo HeobXiAHICTb
NOBTOPHOrO NPOBEAEHHSA AOCAIMKEHHS PyHKLT
neviHku), "Mo6ivHi peakuii” (4iTv) BigNOBIAHO A0
marepianis peecTpauiiHoro Aocbe. BBeAeHHS 3MiH
NpoTArom 6-Tu MiCALB MiCNA 3aTBEPMKEHHS.
3MiHu 1l TUny - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI
Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepuCcTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM JaHUMW 3 SKOCTI,
LOKNIHIYHUMMA, KNIHIYHUMW JaHUMK Ta JaHUMK 3
hapMakoHarnagy; 3mMiH1 BHECEHO A0 iHCTPYKUIT ANns
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3gainy "3actocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpyaar” (BHeceHHs iHdpopmalii npo
pv3nk po3suTtky CAYT y aiteld) BignoBigHO A0
marepianiB peecTpaLuiiHoro gocke. BBefieHHS 3MiH
NPOTAroM 6-TW MICALIB NicNa 3aTBepMKEHHS. 3MiHU
Il Tvny - 3miHn Wwopao 6e3nekun/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuyi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLiT A/19 MeAMYHOro 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMW JaHNMM 3 SIKOCTi, AOK/TIHIYHUMM, KTiHIYHUMM
JaHuMu Ta gaHumu 3 hapmakoHarnagy; 3miHu
BHECEHO [0 IHCTPYKLi 415 MenyHOro
3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3gainy
"papmMakosorivyHi BNactMBOCTI" (BHECEHHS
iHchopmav,ii Npo AOKNIHIYHI AaHi 3 6e3nekn Wwoao
reHOTOKCUYHOCTI, KaHL,epOoreHHoCTi Ta
pPenpoayKTUBHOI TOKCMYHOCTI) Ta "3acTocyBaHHs Y
nepiog BariTHOCTi abo rogyBaHHs rpyaat”
(nepexpecHe nocuiaHHs Ha po3gain "dapMakooriyHi
BNaCTUBOCTI" IHCTPYKLUIT) BIiANOBIAHO A0 MaTepianis
peecTpavuiniHoro gocbe. BBeAEHHS 3MiH MPOTAroM 6-
TW MiCALB Nic/1a 3aTBEPAKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
88. | AENAKIH® cupon, 57,64 mr/mn; TOB "CaHodpi- YkpaiHa HOHiTep Niksig PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/3817/01/01
Ne 1: no 150 mny ABeHTIC MaHydekuypiH 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta | peyenmo nionsieae
dhnakoHi; no 1 YkpaiHa" r thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M

hnakoHy 3
[03y0UnMm
NPUCTPOEM B
KapTOHHI KopooLyi

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm). 3MiHU BHECEHO [0 iHCTPYKUIT ANs
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3ginis "®apmakosioriyHi BNactTneocTi",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaao” (BHECEHHS [0AATKOBMX 3aCTEPEXEHb Ta
yTOUYHeHb), "Cnocib 3acTocyBaHHA Ta fo3u"
(BHECEHHS YTOYHEHD) BIANOBIAHO A0 OHOBMEHOT
iHchopmawuii 3 6e3neky 3aCTOCyBaHHS MiKapCbKOro
3acoby. BBegeHHs 3MiH MPOTAroM 6-Tu micsLiB nicns
3aTBEepMKEHHS. 3MiHM Il TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHm
Y KOpOTKiiA xapakTepucTuLi ikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MeAUYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM JaHUMW 3 SKOCTI,
LOKNIHIYHUMMA, KNIHIYHUMW JaHUMK Ta JaHUMK 3
hapmMakoHarnagy. 3mMiH1 BHECEHO A0 iHCTPYKUIT ANns
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3giniB "3acTocyBaHHA y nepiog, BaritTHoCTi abo
rogyBaHHsA rpyaar” (BHECEHHS YTOUHEHb) Ta
"Mo6iuHi peakuji" BigNOBIAHO A0 MaTepianis
peecTpauiiiHoro Aocke. BBeeHHS 3MiH NpoTArom 6-
TV MicAILiB Nicns 3aTBepoKeHHs. 3MiHu Il Tuny -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuuj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLiT A/19 MeAMYHOr0o 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMW JaHMMM 3 SIKOCTi, AOK/TIHIYHUMM, KTiHIYHUMM
JaHuMu Ta gaHumu 3 hapmakoHarnagy. 3miHu
BHECEHO [0 IHCTPYKLi 415 MeauyHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogia 3 iHWMMK NiKapcbkumn 3acobamm Ta
iHLWi BUAW B3aEMOZii" BignoBigHO A0 MaTepianis
peecTpaL,iiiHoro Aocbe. BBeAEHHSI 3MiH MPOTAroM 6-
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

TV MicsILiB Nicns 3aTBepoKeHHs. 3MiHu Il Tuny -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuu,j
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLiT A/19 MeAMYHOro 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMW JaHMMM 3 SIKOCTi, AOK/TIHIYHUMM, KTiHIYHUMM
JaHuMu Ta gaHumu 3 hapmakoHarnagy. 3miHu
BHECEHO [0 IHCTPYKLi 415 MenyHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"3acTocyBaHHS y nepiof BariTHOCTi abo rofyBaHHsA
rpPyAA0" (BHECEHHS [,04aTKOBUX 3aCTEPeXeHb)
BiANOBIAHO A0 MaTepianiB peecTpauiliHoro foche.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHu I Tuny - 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3miHum
Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeanyHoro
3aCTOCyBaHHS Yy 3B’A3KY i3 HOBUMM AaHUMU 3 SKOCTI,
LOKNIHIYHUMMW, KNIHIYHUMW JaHUMK Ta JaHVMK 3
thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ainis "B3aemogis 3 iHWUMW NikapCbKMMU
3acobamu Ta iHwWi BUAY B3aemogiin" Ta "OcobnmBocCTi
3acTocyBaHHS" BigMoBigHO A0 MaTepianis
peecTpauiiHoro Aocbe.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHSA

89.

AEMNIODEH

TabneTku, BKpUTI
NNiBKOBOIO
060n0HKoH0, Mo 25
mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy y
KapTOHHIN nauui

NPO®APMA
IHTepHeLHN
TpeanHr
Nimiteq

ManbTa

Na6opaTtopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN
| TMny - 3MiHW Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOoTKilli XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLiT 415 MeAMYHOro 3acTocyBaHHS Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHunx gocnimkerb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHI [0 IHCTPYKUiT AN
MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
po3gin "3acTocyBaHHs y Nepiog BariTHOCTi abo
rofyBaHHs rpyAat" BignoBigHO [0 OHOB/EHOT
iHchopmawii 3 6e3neku giroyoi peyoBuHU. BBeaeHHA
3MiH MPOTAroM 6-Tv MicALiB Nic/1A 3aTBEPAKEHHSA

3a
peyenmo
i

He
nidnsieae

UA/13589/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
90. | AENIODEH PO3YMH NS iH'EKLNA, MPOPAPMA ManbTa Na6opaTopioc IcnaHis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/13589/02/01
50 mr/2 mn, no 2 mn IHTEepHeLwHN HopmoH C.A. | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
B ammy”ni; no 5 TpergnHr thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
amnyn y kaceTi; no 1 Nimitepn NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KaceTi y KapTOHHIl IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
naui perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHU BHECEHI A0 IHCTPYKLii 415 MeauyHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaate” BianoBiAHO 4O OHOBAEHOI iHGhopMaLii 3
6e3neku gjloyoi pevoBnHN. BBeEeHHS 3MiH NPOTArom
6-TU MicsLIB NicNs 3aTBEPKEHHSA
91. | AEPUBA C renb; no 5r abo no neHmapk IHAjisa neHmapk IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/9245/01/01
FENb 15ry Ty6i; no 1 Ty6i | ®apmacboTuk PapmMacblTHK | TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmo
B KapTOHHIi1 kopobui ans Jta,. ans Jta,. thapmakoHarnsgy (iHwi 3miHn) 3MiHM BHECEHO B M
TEKCT MapKyBaHHS BTOPUHHOT YMakoBKMN NiKapCbKoro
3acoby y n. 13. <HOMEP CEPIi NIKAPCbKOIro
3ACOBY». TepMiH BBEEHHS 3MiH - NPOTAroM 6
MiCALIB MiCNs 3aTBEPLKEHHS.
92. | AUKNODEHA | TabneTku, BKPUTI "HOHiK IHais HOHiK IHais BHECEHHS 3MiH 40 peecTpaviiiHMx MaTepiasiB: 3MiHN 3a He UA/3939/03/01
K €BPO 060/10HKOI0, PapMacboTUK PapmacboThK | TMNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
KMLLKOBOPO3YMHHI MO an an hapMakoHarnsgy. 3miHa y KOpoTKiii XapaKTepucTuLi M
50 mr; no 10 Na6opaTtopiz" Na6opaTopi3 nikapcbKoro 3acoby, TEKCTI MapKyBaHHs Ta
TabneTok y 6nictepi; (BipAineHHs (BipAaineHHs IHCTPYKLT 419 MeANYHOro 3acTocyBaHHs Ha nifcTasi
no 1, aéo no 2, abo ipmn "Ox. B. dipmn "Ox. B. PerynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
no 10 6nicTepiB y Kemikans eHp, Kemikans eHp, nikapcbKoro 3acoby, abo AocnimxeHb 3 6e3nekn
KOpOG6Li 3 KapTOHY PapmacbloTUK PapmacbloTuK 3aCTOCyBaHHS Nikapcbkoro 3acoby B
an3 /itg.") ans fitg.") nicnsipeecTpawiiinnii nepiog, abo sk pesynbtat

OL|iHKM 3BITY 3 AOC/iAKeHb, NPoBeAEeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkers (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHU BHECEHI A0 IHCTPYKLIT AN8 MeguyHOro
3acTOCyBaHHS NikapCcbKoro 3acoby y po3gain
"3acTocyBaHHs y nepios BariTHOCTi abo roflyBaHHs
rpy4ar0” BifnoBiAHO [0 OHOBEHOT iHchopmadlii 3
6e3rnekun 4ityoi pevyoBrHN BBegeHHS 3MiH NPOTSArom
3-X MicsUIB nicns 3aTBEPAKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
93. | ANHOPUK®- TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/6496/01/01
AAPHULUA 060s10HKO0 No 10 "®bapmavesTu "®bapmaueBTu | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
TabneTok y YyHa hipma YyHa hipma thapmakoHarnagy (iHwi 3MiHn) - OHOBIEHHSA TEKCTY M
KOHTYpHilA "fapHuus" "fapHuus" MapKyBaHHS yNakoBKM JlikapCbKOro 3acoby, a came
YapyHKOBIl [oaasaHHs iHdopmaLii Wwoao HaHeceHHs QR-koay
ynakosLj, no 1 a6o Ha BTOPUHHY YNakoBKYy Ta BUTyYEHHS TEKCTY, AKWii
no 3 KOHTYPHi HaHeceHuii pocilicbKolo MOBOID. TepMiH BBeAEeHHS
YapyHKOBi YNaKoBKu 3MiH NPOTArom 6 MicALB NiCNA 3aTBEPAKEHHS
B nauuj
94. | AMnNiPMAAM TabneTku, BKpUTI ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/7465/02/01
on 060/10HKO10, Mo 25 06MEXEHO BUPOOHMLTBA, | TMNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKAPCbKWUIA 3aci6. peyenmo nidnsieae
Mr no 50 TabneTok y BiANoBiAa/IbHI KOHTPO/1b CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo M
6aHkax abo cTHO SAKOCTI, BUNYCK ymoBax 36epiraHHs roTOBOrO /ikapCbKoro 3acoby
KOHTelHepax; no 50 "®bapmavesTu cepii: (36inblUEHHs TepMiHY NPUAATHOCTI FOTOBOrO
TabneTok y 6aHui YHa KoMMaHis ToBapucTBO 3 nikapcbKkoro 3acoby) - [ns Toprosoi ynakoBku
ab0o KoHTeliHepi; no "3p0pos'a" 06MmexXeHo (niaTBEPOXKYETHCA AAHUMU PEAIbHOMO Yacy)
1 6aHuj abo BiANOBIga/TbHI 36iNbLUEHHA TEPMiIHY NPUAATHOCTI FOTOBOrO
KOHTelHepy B nau; cTio NiKapCbKoro 3acoby Ha OCHOBI MO3UTUBHUX
no 40 Tabnetok y "[ocnigHwia pe3ynbTaTiB AOBrOCTPOKOBUX AOC/IAKEHD
6nictepax; no 10 3aB0/, CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBep)KeHo:
TabneTtok y 6nictepi, "rHunc TepMiH NnpugatHocTi: 3 pokn 3anponoHOBaHO:
no 5 6nictepis y YkpaiHa,; TepMmiH npuaaTHOCTI: 4 pokn BBeaeHHs 3MiH
navui BCi cTagii NpoTArom 6-Tn MICALIB MiCNA 3aTBEPMKEHHS.
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MeXeHot
BignoBsiganbHi
cTio
"®bapmaueBTu
YyHa KomnaHis
"3popos'a”

YKpaiHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
95. | AMNIiPMAAM TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/7465/02/02
on 060/10HKO10, N0 75 06MEXEHO0 BMPOGHMLTBA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyenmo nionsieae
Mr no 40 Tabnetoky | BignoBiganbHi KOHTpPO/Tb CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo M
6aHkax abo CTIO SAKOCTI, BUNYCK ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby
KOHTelHepax; no 40 "®bapmavesTu cepii: (36inblUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
TabneTok y 6aHui YHa KOMMaHis ToBapucTBoO 3 nikapcbKoro 3acoby) - 115 ToproBoi ynakoBKu
abo KoHTeliHepi; no "3p0pos'a" 06MeXeHo (niaTBEPOXKYETHCA AAHUMU PEAsIbHOIO Yacy)
1 6aHuj abo BiANOBIga/IbHI 36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
KOHTeWHepy B nauuj; cTio NiKapcbKoro 3aco6y Ha OCHOBI MO3UTUBHYX
no 40 TabneTtok y "[ocnigHni pe3ynbTaTiB AOBrOCTPOKOBUX AOC/IAKEHD
6nictepax; no 10 3aB0/, CTabiNIbHOCTI y peasibHOMY Yaci: 3aTBepKeHO:
TabneTok y 6nictepi; "rHuact TepmiH NpugaTHOCTI: 3 poky 3anponoHOBaHo:
no 4 6nictepn y YkpaiHa; TepMmiH npuaaTHOCTI: 4 pokn BBeaeHHs 3MiH
nauui BCi cTagii NpoTArom 6-Tn MICALIB MiCNA 3aTBEPMKEHHS.
BMPOGHMLTBA,
KOHTPO/b
AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MeXeHo0
BignoBigasibHi
cTio
"®bapmaueBTu
YHa KoMMaHis
"3popos'a”
YKpaiHa
96. | AMUNHOH Tabnetkn no 250 wmr; CaHpo3 CnoseHis Nek CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/8466/02/01
no 10 Tabnetok y dapmacbioTika dapmaneBTuy | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkwnii 3aci6. peuenmo
6nicTepi; no 10 n3 a.a. Ha KoMMaHis CuncTemMa KoHTelHep/3aKynopioBasibHUiA 3aci6. 3miHa M
6nicTepiB y a.na., 6yAb-AKOI YaCTMHY MaTepiany NePBMHHOI YNaKkoBKY,
KapTOHHI KopooLyi CnoBeHis LLIO HE KOHTAKTY€E 3 FOTOBMM NiKapCbKMM 3aCO60M
(BMPOGHMLTBO (Hanpuknag Konip KpULLEYOK 3 KOHTPOSIEM NEepPLUOro
3a NOBHUM BIAKPWTTSA, KOJIP KOAOBMX Kiflelb Ha amnynax,
LMKNOM; KOHTeliHepa 4151 ronokK (pi3Hi BuAM nnacTMacu)
nepBunHHa Ta (3MiHa, fiKa He BNMBAaE Ha KOPOTKY XapaKTepucTuky
BTOPVHHA nikapcbkoro 3acoby) BHeceHHs 3MmiH go p.3.2.P.7
ynakoBka, CuctemMa KoHTellHep/3akynoptoBasibHKi 3aci6, a
[03Bin Ha came- 3MiHa HITPOLE0N03HOT APYKapCbKOI

BUNYyCK cepii)

TPYHTOBKM Ha ApYyKapCbKy rPYHTOBKY, LLO HE MICTUTb
HITPOLENN03n, A8 a/TOMIHIEBOI NOKPUBHOT
chonbru. AKIiCTb anloMIHIEBOTO LLapy Ta
TEepPMO3BaploBasIbHOTO Naky 3a/IMwaloTbCa
HEe3MiHHUMU
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

97. | AIA30/IH® npaxe no 0,05 r no AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/0270/02/01

10 gpaxe y Il Tvny - 3MiHKn 3 AkocTi. A®I. (iHWi 3MiHWM) OHOBNEHHS | peyenma

6nictepax; no 10 Bepcii DMF Ha A®| Me6rigponiH (Me6rigponiHy

npaxe y énictepi; Hanaamaunar) Bif, 3aTBepKEHOr0 BUPOOHMKa

no 2 6nictepn y «Menadiona, S.L.», Spain 3arBepmkeHo: Version

nauj 3 KapToHy 03/2017-10-30 3anponoHoBaHo: Version 04/2020-

04-15 (amended 2022-09-20).

98. | AIA30NIH® apaxe no 0,1 r no AT "®apmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/0270/02/02

10 gpaxe y Il TMny - 3miHN 3 AkocTi. AP, (iHLWi 3MiHW) OHOBNIEHHA | peyenma

6nictepax; no 10
npaxe y énictepi;
no 2 6nictepn y
nauui 3 KapToHy

Bepcii DMF Ha A®| Me6rigponiH (Meb6rigponiHy
Hanagusunar) Bif, 3aTBEPAXXEHOro BUPOGHMKa
«Menadiona, S.L.», Spain 3aTBepaxeHo: Version
03/2017-10-30 3anponoHoBaHo: Version 04/2020-
04-15 (amended 2022-09-20).
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
99. | AIALUE®D 1T NOpPOLLOK ANA CeHc IHais CeHc IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/17129/01/01
pPO34MHy AN NabopaTtopic Nab6opaTtopic | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
iH'ekyjin, no 1000 mr Met. NTA. Met. NiTg. thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
1 chnakoH 3 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
NOPOLLKOM Y IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi

KapTOHHI ynakoBLi

perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHU BHECEHO [0 IHCTPYKUiT AN MEeANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain “Mo6idHi
peakui™ BignoBigHO A0 OHOB/EHOT iHhopmaLlii 3
6e3neku Ajtoyoi pevoBnHN. BBeAEHHS 3MiH NPOTArom
6-TV MicALiB nicnsA 3aTBepAKEHHS. 3MiHK | TUny -
3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKUIT 4151 MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbtat
OLiHKY 3BITYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkerb (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ginu: "OcobmBoCTi 3acTocyBaHHS", "IMoGiYHI
peakuii" BignoBigHO A0 OHOBMEHOI iHchopMaL,i 3
6e3nekun Ait4oi pevyoBuHU. BBeeHHs 3MiH NpOTSArom
6-TV MicALIB NiCNsA 3aTBEPKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
100. | AIAUED® 2T NOpPOLLOK ANA CeHc IHais CeHc IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/17129/01/02
pPO34MHy AN NabopaTtopic Nab6opaTtopic | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
iH'ekujin, no 2000 mr Met. NTA. Met. NiTg. thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
1 chnakoH 3 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
NOPOLLKOM Y IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi

KapTOHHI ynakoBLi

perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHU BHECEHO [0 IHCTPYKUiT AN MEeANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain “Mo6idHi
peakui™ BignoBigHO A0 OHOB/EHOT iHhopmaLlii 3
6e3neku Ajtoyoi pevoBnHN. BBeAEHHS 3MiH NPOTArom
6-TV MicALiB nicnsA 3aTBepAKEHHS. 3MiHK | TUny -
3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKUIT 4151 MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbtat
OLiHKY 3BITYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkerb (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ginu: "OcobmBoCTi 3acTocyBaHHS", "IMoGiYHI
peakuii" BignoBigHO A0 OHOBMEHOI iHchopMaL,i 3
6e3nekun Ait4oi pevyoBuHU. BBeeHHs 3MiH NpOTSArom
6-TV MicALIB NiCNsA 3aTBEPKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
101. | AlYPEMIA Tabnetky no 250 wmr; AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/9150/01/01
no 10 TabneTok y "KNIBCbKWN "KNIBCbKWI | TUNY - 3MiHK 3 IKOCTI. MOTOBUI NiKAPCLKWMIA 3aCi6. peyenmo nionsizae
6nicTepi; no 2 BITAMIHHNIA BITAMIHHWIA CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo M
6nictepy y nauui 3ABOA" 3ABOA" ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby

(36inblUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 ToproBoi ynakoBKu
(niaTBEPOKYETLCA AAHUMW PEeasIbHOIO Yacy) -

36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO

NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB [JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNIbHOCTI y peasibHOMY Yaci: 3aTBepKeHO:
TepMiH npugaTtHocTi: 3 poku. 3anponoHOBaHo:
TepMmiH npuaaTHOCTI: 4 pokn. BBeAeHHS 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
102. | AIPEHOA TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka ATAIC IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/13227/01/01
NNiBKOBOIO Pecnybnik | ®APMA, C.J1., | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
060/10HKOM, 3 a Icnanis thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
mr/0,02 wr, no 28 (anbTepHaTVB NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
TabneTtok y 6nictepi HW BUPOBHNK, IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
(24 Tabnetkn AKWN perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
poxeBoro Ta 4 Bignosigae 3a nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
Tabnetkv nnaue6o BTOPUHHE 3aCTOCyBaHHS Nikapcbkoro 3acoby B
6in10ro KosIbopy); No nakyBaHHs); nicnspeecTpauiiinii nepiog, abo sk pesynbTar
1 6nictepy y nauui 3 Biona6 C./., OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
KapTOHY Icnanis [0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
(BMPOGHWK, Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
KNI opraHom).

Bignosigae 3a
MiKpob6iosioriyH
e
TeCTyBaHHS);
Na6opaTtopio
EuyeBapHe,
C.A., IcnaHis
(BUPOGHNK,
AKni
Bignosigae 3a
MiKpob6iosoriyH
e
TeCTyBaHHS);
Na6opaTopioc
NeoH ®apma,
C.A., IcnaHis
(MOBHWIA LUKN
BUPOGHMLTBA);
MAHAHTIAN
IHTEIPA,
C.J1Y., IcnaHis
(anbTepHaTuB
HW BUPOGBHNIK,
AKni
Bignosigae 3a
BTOPUHHE
nakyBaHHs)

3MiHU BHECEHO [0 IHCTPYKUiT AN MEeANYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ainu:
"MpoTunokasaHHA", "OcobaMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakuii" BiANOBIAHO [0 OHOBMEHOI
iHchopmawii 3 6e3nekun Ajtoyoi peyoBUHU.
BBefieHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
103. | AOKCENIH- Kancynu Teepgi no ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/16778/01/01
3H 25 wmr, no 10 kancyn 06MEXEHO0 06MeXeHo | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
TBepaux y 6nictepi; BiANoBiAa/bHI BignoBigasibHi BignosigHocTi/l E-cepTudikar BignosigHoCTI M
no 3 6nictepn y CTIO CTH0 €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
KOpOoO6Li 3 KAPTOHY "XapkiBcbke "XapkiBcbke HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
thapmaveBTUy thapmaveBTUy abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
He He €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
nignpMeMCTBO niANPMEMCTBO marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
"3p0poB'a "3p0poB'a BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
Hapoay" Hapoay" [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 1999-197 -
Rev 04 (3aTBeppxeHo: R1-CEP 1999-197 - Rev 02)
onsa A®l nokcenidy rigpoxsiopuay Big, Bxe
3aTBEpAKEHOro Bupo6Hnka PLANTEX LTD., Israel.
FK HacNiAoK pefakuiiHe YTOYHEHHSI HanMCcaHHS
Ha3BwW Ta afpecy BUPOOHVKA; BBEAEHHS
anbTepHaTMBHOI BUPO6HUYOI AinbHuLi TEVA API
INDIA PRIVATE LIMITED, India.
104. | AOKTOP Masb no 20 ry TOB YkpaiHa "HOHiK IHais BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/7868/01/01
MOM® 6aHouui; no 1 "[DKOHCOH i PapmacboTHK | TNy - AOMIHICTPaTMBHI 3MiHU. 3MiHa peyenma
6aHouLli B KAPTOHHIM JDKOHCOH an HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKA (BNacHUKa
KopoobLi YkpaiHa" Na6opaTtopisz" peecTpauiiiHoro noceig4eHHs ) - 3MiHa agpecu
(BipaineHHs 3asBHVKa. TePMiH BBEEHHS 3MiH NpoTArom 6
ipmu "Ox. B. MicALiB Nicna 3aTBepIKEHHs
Kemikans eHp,
PapmacboTHK
an3 itg.")
105. | AOKTOP cupon; no 100 mny TOB YkpaiHa HOHiK IHais BHECEHHS 3MiH 40 peecTpaviiiHMx MaTepiasis: 3MiHN 6e3 niosnsieae UA/2408/02/01
MOM® nAAWLi 3i ckna; no 1 «[IKOHCOH i PapmMacboTUK | TMNy - AOMIHICTPaTMBHI 3MiHU. 3MiHa peyenma
NNSAWLI B KAPTOHHI JDKOHCOH an HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKA (BNacHUKa
Kopo6Li; no 100 mn Ykpaina» Na6opaTtopi3 peecTpauiiHoro noceigyeHHs). 3MiHa agpecu
abo no 150 mny (BipaineHHs 3asBHUKA. TepMiH BBEEHHS 3MiH NpOTArom 6
nnsawuyi 3 dipmn Ox. B. MiCSILiB MiC/s1 3aTBEPOAKEHHS.
nonietTuneHy; no 1 Kemikans eHp,
NAALWLI pa3oMm 3 PapmacbloTuK
MIpPHOIO CK/ISTHKOKO B ans Jitp)

KapTOHHI Kopo6Lyi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
106. | AOKTOP Masb, o 20ry TOB YkpaiHa "HOHiK IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/7868/01/01
MOM® 6aHouLi; no 1 "[I>KOHCOH i PapmacboThK | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
6aHouLi B KAPTOHHIi [xoHCOH an thapmakoHarnagy (iHwi 3MiHn) OHOBIEHHS TEKCTY
KopoobLi YkpaiHa" Na6opatopisz" MapKyBaHHS yNakoBKM NiKapcbKoro 3acoby, a came:
(BigainexHs 3miHa y n. 3. <HOMEP CEPIi IKAPCbLKOIO
dipmm "Ox. B. 3ACOBY» Ta n. 4. «AATA 3AKIHYEHHA TEPMIHY
Kemikans eHp, NMPUOATHOCTI» nepBMHHOI ynakoBku, y n. 8.
dapmacbloTmK «[JATA 3AKIHUEHHA TEPMIHY MPUOATHOCTI»
ans3 ita.") Tan. 13. <HOMEP CEPIi IKAPCbKOIO 3ACOBY»
BTOPWHHOI YNakoBKW.
107. | AOKTOP NbOASAHNKM MO 4 TOB Ykpaina HOHiK IHAjs BHECEHHS 3MiH 40 peecTpavliinHmx MmaTepiasis: 3MiHN 6e3 nionsizae UA/2410/01/01
MOM® 3I NbOASAHWUKN Y CTPUMI; "[I>KOHCOH i PapmMacblTHK | TMNy - AOMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
CMAKOM no 5 ctpunis y J[DKOHCOH an HalilMeHyBaHHs Ta/abo agpecu 3asiBHMKa (BNacHMKa
AHAHACA KapTOHHI KOpOOL; YkpaiHa" JNabopaTtopi3 peecTpavuiiiHoro noceigyeHHs) - 3mMiHa agpecu
(BipoineHHn 3asBHVKa. TepMiH BBEEHHA 3MiH NPOTArom 6
ipmun "Ox. B. MicAILiB nicns 3aTBepAKEHHS
Kemikan3 eHp,
dapmacboThK
ans itg.")
108. | AOKTOP NbOASAHUKM; MO 4 TOB YkpaiHa HOHiK IHAisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHK 6e3 nionsi2ae UA/2410/01/01
MOM® 3l NbOASHUKN Y CTPUMI, "[I>KOHCOH i dapmacblTHK | TMNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKAPCbKUIA 3aci6. peuyenma
CMAKOM no 5 crpunis y JDKOHCOH an Onuc Ta cknag, (iHwWwi 3mMiHu) - 3MiHWU B KOPUryBaHHi
AHAHACA KapTOHHI Kopo6Lyi YkpaiHa" Na6opaTtopi3 cknagy nikapcbKoro 3acoby, a came YTOYHIOETLCSA
(BigaineHHs KiNIbKICTb aKTUBHMX Ait0UNX PEYOBMH. KinbKiCTb
ipmu "Ox. B. iHrpeAieHTiB 3a3Ha4YaEeTbCa y nepepaxyBaHHi
KeMikans eHg POC/IMHHOT CUPOBWHW — NMIKAPCLKMX Tpas (CON0AKM
dapmacblTHK ronoi, iMoupy, emo6ikn) Ha KiflbKiCTb CyXmnx
ans itg.") €eKCTPakKTiB, WO OTPUMYHOTb 3 LMX Tpas, 3

BiAnoBigHUMK 3miHamu B po3gin «Cknag» MKA N3.
3MiHV BHECEHO B iHCTPYKL,itO A1 MeAUYHOro
3aCcToCyBaHHS Nikapcbkoro 3acoby y po3ain

«CKnag» 3 BignoBigHNMUN 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCcbKoro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
109. | AOKTOP NbOASHUKM MO 4 TOB YkpaiHa HOHiK IHais BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/2409/01/01
MOM® 3I NbOAAHUKNA Y CTPUI; "[DKOHCOH i dapmacbloTHK | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenma
CMAKOM no 5 ctpunis y [xoHCOH an HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
AMENMBbCUHA | KapTOHHIi1 kopobui YkpaiHa" Nab6opaTtopi3 peecTpauiiiHoro noceif4eHHs) - 3MiHa agpecu
(BipgaineHHs 3asBHVKa. TePMiH BBEEHHS 3MiH NPOTArom 6
chipmu "Ox. B. MiCALIB MiCNsA 3aTBEPKEHHS
Kemikans eHp,
dapmacbloTHK
ans3 /itg.")
110. | AOKTOP NbOAAHUKK; No 4 TOB YkpaiHa HOHiK IHAjs BHECEHHS 3MiH 40 peecTpavliinHmx MmaTepiasis: 3MiHN 6e3 nionsizae UA/2409/01/01
MOM® 3I NbOASAHWUKN Y CTPUMI; "[I>KOHCOH i PapmMacblTHK | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenma
CMAKOM no 5 ctpunis y J[DKOHCOH an Onuc Ta cknag, (iHWwi 3mMiHW) - 3MiHWU B KOpUryBaHHi
AMNENIbCUHA | KapTOHHiIin KOpoou;i YkpaiHa" JNabopaTtopi3 cknaay nikapcbKoro 3acoby, a came YTOYHIETLCS
(BipoineHHn KiNbKICTb aKTUBHUX Ait0YNX PEYOBUH. KinbKiCTb
ipmun "Ox. B. iHrpeAieHTiB 3a3HaYaEeTbCA Y NepepaxyBaHHi
Kemikans eHg POC/IMHHOT CUPOBWHW — NMiKAPCbKNX TpaBs (COM0AKM
PapmMacblTHK rosioi, iMéupy, eM6ikn) Ha KiJIbKiCTb CyXMX
an3 itg.") eKCTPakKTiB, L0 OTPMMYHOTb 3 LiMX Tpas, 3
BiANOBIgHMMYK 3MiHamy B po3gin «Cknag» MKA N3.
3MiHV BHECEHO B iHCTPYKL,il0 419 MeAUYHOro
3aCcTOCYBaHHS NikapcbKoro 3acoby y po3gain
«Cknag» 3 BignoBigHNMMN 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acooy.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
111. | AOKTOP NbOASAHUKM; MO 4 TOB YkpaiHa HOHiK IHais BHECEHHS 3MiH 40 peecTpaviiiHMx MaTepiasiB: 3MiHN 6e3 niosnsieae UA/2412/01/01
MOM® 3l NbOAAHUKNA Y CTPUI; «[IKOHCOH i PapmMacboTUK | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenma
CMAKOM no 5 ctpuniB y JDKOHCOH an HaliMeHyBaHHA Ta/abo agpecu 3asBHUKA (BNacHUKa
NUMOHA KapTOHHI Kopo6Lli YkpaiHa» Na6opaTopi3 peecTpauiiHoro noceigyeHHs). 3MiHa agpecu
(BipAaineHHs 3asBHMKA. TepMiH BBEEHHS 3MiH - NPOTArom 6
dipmn "Ox. B. MiCSILiB Micns 3aTBEPAKEHHSI
Kemikans eHp,
PapmMacboTUK

ans fitg.")
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
112. | AOKTOP NbOASHUKM; NO 4 TOB YkpaiHa HOHiK IHais BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/2412/01/01
MOM® 3I NbOAAHUKNA Y CTPUI; "[DKOHCOH i dapmacbloTHK | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenma
CMAKOM no 5 ctpunis y [xoHCOH an Onuc Ta cknag, (iHwWi 3mMiHW). 3MiHW B KOPUTyBaHHI
NMUMOHA KapTOHHI KopooLii YkpaiHa" Nab6opaTtopi3 cknagy nikapcbkoro 3acoby, a came YTOYHIETbCSA
(BipgaineHHs KiNIbKICTb aKTUBHUX Ail0UNX PeYOoBUH. KinbkicTb
chipmu "Ox. B. iHrpedieHTiB 3a3HaYaeTbcsa y nepepaxyBaHHi
Kemikans eHg, POC/IMHHOT CUPOBWHY — NiKAPCbKUX Tpas (CON0aKu
dapmacbloTHK rosioi, iMéupy, eM61ikK1) Ha KisTbKiCTb CyXMX
ans3 /itg.") €KCTPaKTiB, L0 OTPUMYIOTb 3 LUX TPas, 3
BiAnosigHUMK 3miHamu B po3gin «Cknag» MKA N3.
JikapceKoro 3acoby y po3gin «Cknag» 3
BIANOBIAHUMM 3MiHAMW Y TEKCTi MapKyBaHHS
yNakoBKU NiKapCbKoro 3acoby. BeeAeHHs 3MiH
nNpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS.
113. | AOKTOP NbOASHUKK; No 4 TOB Ykpaina HOHiK IHAjia BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/2408/01/01
MOM® 3l NbOASHUKN Y CTPUNI; «J[IKOHCOH i PapmacbloTHK | TMNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
CMAKOM no 5 ctpunis y JP>KOHCOH an HaliMeHyBaHHA Ta/abo agpecu 3asBHUKA (BNacHUKa
MATAHN KapTOHHI Kopo6Lyi YkpaiHa» Na6opaTopi3 peecTpauiiHoro noceigyeHHs). 3MiHa agpecu
(BipLineHHsn 3asBHVKa. TepMiH BBEEHHS 3MiH NPOTArom 6
chipmu "Ox. B. MiCALIB MiCNSA 3aTBEPLKEHHS.
KeMikans eHpg
PapmacbioThK
an3 itg.")
114. | AOKTOP NbOASHUKM; No 4 TOB YkpaiHa HOHiK IHais BHECEHHS 3MiH [0 PEeECTpauiiHNX MaTepianiB: 3MiHN 6e3 nidnsieae UA/2408/01/01
MOM® 3l NbOASHUKN Y CTPUNI; "[I>KOHCOH i PapmMacblTHK | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkwnii 3aci6. peyenma
CMAKOM no 5 ctpunis y JXOHCOH an Onuc Ta cknag (iHLWi 3MiHK).
MAJTMHU KapTOHHI KOpoOL;ji YkpaiHa" JNlabopaTtopi3 3MiHM B KOpUryBaHHi Ckiiady Nikapcbkoro 3acoby, a
(BipLineHHn camMe YTOUHIETLCA KiIbKICTb aKTUBHUX Ai04mX
ipmun "Ox. B. peyoBuH. KinbKicTb iHrpefieHTiB 3a3Ha4yaeTbes y
Kemikans eHg, nepepaxyBaHHi POC/IMHHOI CPOBUHUN — JTIKAPCbKNX
PapmMacblTHK TpaB (Conoaku rosnoi, iMéupy, eMo6ikun) Ha KislbKiCcTb
ans3 /itg.") CYXMX eKCTPaKTiB, L0 OTPUMYIOTb 3 LiMX Tpas, 3

BigMnoBigHMMM 3MiHaMKn B po3gin «Cknag» MKA N3.
3MiHV BHECEHO B iHCTPYKLiIO A1 MeAUYHOro
3aCTOCYBaHHA NikapcbKoro 3acoby y po3gin

«Cknag» 3 BiANOBIAHMMN 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
115. | AOKTOP NbOASHUKM; NO 4 TOB YkpaiHa HOHiK IHais BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/2411/01/01
MOM® 3I NbOAAHUKNA Y CTPUI; "[DKOHCOH i dapmacbloTHK | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenma
CMAKOM no 5 ctpunis y [xoHCOH an HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
nonyHuul KapTOHHI KopooLii YkpaiHa" Nab6opaTtopi3 peecTpauiiiHoro noceif4eHHs) - 3MiHa agpecu
(BipgaineHHs 3asBHVKa. TePMiH BBEEHHS 3MiH NPOTArom 6
chipmu "Ox. B. MiCALIB MiCNsA 3aTBEPKEHHS
Kemikans eHp,
dapmacbloTHK
ans3 /itg.")
116. | AOKTOP NbOASAHUKM; MO 4 TOB Ykpaina HOHiK IHAjs BHECEHHS 3MiH 40 peecTpavliinHmx MmaTepiasis: 3MiHN 6e3 nionsizae UA/2411/01/01
MOM® 3I NbOASAHWUKN Y CTPUMI; "[I>KOHCOH i PapmMacblTHK | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenma
CMAKOM no 5 ctpunis y J[DKOHCOH an Onuc Ta cknag, (iHwi 3MiHW) - 3MiHN B KOPUTyBaHHI
nonyHuul KapTOHHI KOpOOL; YkpaiHa" JNabopaTtopi3 cknaay nikapcbKoro 3acoby, a came YTOYHIETLCS
(BipoineHHn KiNbKICTb aKTUBHUX Ait0YNX PEYOBUH. KinbKiCTb
ipmun "Ox. B. iHrpeAieHTiB 3a3HaYaEeTbCA Y NepepaxyBaHHi
Kemikans eHg POC/IMHHOT CUPOBWHW — NMiKAPCbKNX TpaBs (COM0AKM
PapmMacblTHK rosioi, iMéupy, eM6ikn) Ha KiJIbKiCTb CyXMX
ans itg.") eKCTPakKTiB, L0 OTPMMYHOTb 3 LiMX Tpas, 3

BiANOBIgHMMYK 3MiHamy B po3gin «Cknag» MKA N3.
3MiHV BHECEHO B iHCTPYKL,il0 419 MeAUYHOro
3aCcTOCYBaHHS NikapcbKoro 3acoby y po3gain

«Cknag» 3 BignoBigHNMMN 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acooy.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
117. | AOHEKC® Tabnetku, Lo TOB "ACIHO YkpaiHa xeHedhapm Ipeuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19064/01/01
[MCnepryoTbes B YKPATHA" CA | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
POTOBI NOPOXHWHI, hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuu,j M
no 5 mr no 10 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
TabneTtok y 6nictepi; IHCTPYKLii ANA MeAMYHOro 3aCTOCyBaHHS
no 3 abo no 6 reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
6nictepiB y 3aco6iB Nic/is BHECEHHSA TiET camoi 3MiHN Ha
KapTOHHIN nayui; no pedyepeHTHUIA npenapart (3mMiHa He noTpebye
14 TabneTok y HaflaHHS XOAHWUX HOBUX A0AATKOBUX JaHWNX) 3MiHM
6nictepi; no 2 BHECEHO [0 IHCTPYKLUIT 418 MeANYHOro
6nictepn y 3aCcTOCyBaHHS MikapCbKOro 3acoby y po3ainu:
KapTOHHI nayui "®apmakonoriyHi BnactmsocTi" (iHhopmauis 3
6e3neku), "BzaemMogis 3 iHLUMMU NiKapCbKMu
3acobamu Ta iHWi B1uAan B3aemogiii", "Oco61mMBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta go3n"
(iHdpopMmauisa 3 6e3neku), "MobivHi peakuii”
BiANOBIAHO A0 iHhopMmaL,i WoA0 MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(Aricept Evess, TabneTku, Lo AUCNePryioTbes B
POTOBI NOPOXHWHI) BBEAEHHS 3MiH NPOTArOM 6-TK
MicsiLiB Micns 3aTBepApKEHHs!
118. | AOHEKC® Tabnetky, Lo TOB "ACIHO YkpaiHa hxeHedhapm Ipeuis BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu 3a He UA/19064/01/02
LMCNepryoTbCa B YKPAIHA" CA | TMNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nidnsieae
POTOBI NOPOXHWHI, dhapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui M

no 10 mr no 10
TabneTok y 6nictepi;
no 3 abo no 6
6nictepiB y
KapTOHHI naJui; no
14 Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHIN nayui

nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3ac06iB Nicnsi BHECEHHS TiET caMoi 3MiHW Ha
pedyepeHTHUIA npenapart (3MiHa He noTpebye
HaaHHA XXOAHMUX HOBUX A0AATKOBUX AaHUX) 3MiHU
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"apmakosiorivyHi BnactusocTi” (iHpopmavis 3
6e3neku), "Bzaemogis 3 iHLUMMU NikapCbKMu
3acobamu Ta iHWi BUAn B3aemogiii", "Oco6mMBOoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta go3n"
(iHdpopMmauis 3 6e3nekn), "MobivHi peakuii”
BiANOBIAHO A0 iHopMaL,i WoA0 MeauyHoro
3aCToCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(Aricept Evess, TabneTku, Lo AUCNEPryioTbCs B
POTOBI NOPOXHWHI) BBEAEHHS 3MiH NPOTArOM 6-TK
MicsUIB NicNsa 3aTBEPKEHHSA
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

119.

AOHOBIT-
BC®

Tabnetky no 10 Mmkr;
no 30 TabneTok y
6nicTepi; no 3
6nictepy B KOPOOLL

TOB "HaykoBo
- BUpobHMYa
thipma
Akcomep Nta"

YKpaiHa

TOB
“ACTPAGAPM

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
Il Tvny - 3miHn Wwopao 6e3nekun/edeKTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsAX (fofaBaHHs HOBOro TepaneBTUYHOrO
nokasaHHs abo 3miHa y 3aTBepXEHOMY NoKa3aHHI)
3MiHU BHECEHO B iIHCTPYKLil0 415 MeANYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Moka3zaHHA" (404aBaHHA HOBOro TepaneBTUYHOIO
noKa3aHHs: "3acTOCOBYBaTU XBOPUM i3
rniobnactomoto sk npenapar cynposogy npu
NpPOBEeAEHHI Kypcy XiMioTepanil”, Hac/iAKOBI 3MiHU
BHECEHO A0 po3giny "®apmakonoriyHi BnactmeocTi”
BiANOBIAHO [0 MaTepianiB peecTpauiiHoro Aocke Ta
BVCHOBKY KOHCY/IbTATUBHO-EKCNEePTHOI rpynu
"OHKonoris. [liarHoCcTUYHI Ta pagiodapMaleBTUYHI
nikapcbki 3aco6u”. CynyTHS 3MiHa
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. [Hwi 3MiHu, ski He BBIALLN Y Lel
po34in, Ak BKIYaOTb NOAAHHSA pe3ybTaTiB
OOCNifKeHb A0 KOMMETEHTHOrO oprany - [logaBaHHs
HOBOTrO TepaneBTUYHOrO NoKa3aHHA Ha NigcTasi
KniHiYHoro gocnimkeHHs AF-DN-1/f.2/10/14 - TpeTboi
HO30/0rii — r1io61acTomMy MO3KY.

3a
peyenmo
i

He
nionsieae

UA/18680/01/01

120.

[IOP3AME],

Kpansni O4Hi, pO34nH,
20 mr/mn; no 5 mMny
donakoHi-
KpanenbHuy; no 1
hnakoHy-
KpanenbHuui B
KapTOHHI Kopo6Lyi

TOB «YOPN[,
MEANLIH>»

YKpaiHa

YOPI
MEANLINH
INIAY CAH. BE
TIDK. A.LL.

TypeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUIT 415 MeQUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAeHUX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkerb (PIP) (3MiHy
Y3rO)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) 3MiHWM BHECEHO A0 IHCTPYKLi An1A
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby Ao
po3giniB "Cnoci6 3acTocyBaHHA Ta fo3un" Ta "MNo6iuHi
peakuii" BiaNoBigHO A0 pekomeHaauin PRAC.
TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPKEHHS.

3a
peyenmo
M

He
nionsieae

UA/18433/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
121. | AYBA KOPA Kopa no 100 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/5860/01/01
naykax 3 BHYTpIiLUHIM "NikTpasn" "NikTpasn" | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
nakeTom; mo 2,5ry thapmakoHarnagy (iHwi 3MiHn) OHOBIEHHS TEKCTY
hiNbTp-NakeTi; No MapKyBaHHS YNakoBKM NiKapcbKoro 3acoby 3
20 dinbTp-nakeTiB y BHECEHHAM iHhopmaL,ii LWOoA0 3a3HaYEHHS OAUHULIb
navyi abo y nauui 3 BMMIpIOBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH
BHYTPILLHIM NaKeToM NpoTsArom 6 MicsiLiB nicns 3aTBepKEHHS
122. | EKCIB® TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLliinHMx MaTepiasis: 3MiHN 3a He UA/19245/01/01
NNiBKOBOIO "apmauesTu "apmaueBTu | TNy - 3MiHW Woao 6e3nekn/etdeKTUBHOCTI Ta peyenmo niossieae
060/10HKO10, N0 60 YHa thipma YyHa hipma thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui M
mr, no 10 TabneTok "fapHuus” "fapHuus” nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta

B KOHTYpHili
YapyHKOBIli
ynakosLi, no 1 a6o
Nno 3 KOHTYpPHi
YapyHKOBi yNakoBKu
B nauui

IHCTPYKUiT 415 MeAUYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6esneku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLLiHKV 3BITY 3 AOCAifKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkeHns (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom).
3MiHV BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3aCcTOCyBaHHSA NikapcbKoro 3acoby [0 po3ainiy
"3acTocyBaHHS y nepiog BariTHOCTi abo roAyBaHHs
rpy4At0” Wwoao 6e3neku 3acTocyBaHHS Aito4oi
peyYoBUHM ETOPUKOKCUO BiANOBIAHO A0
pekomeHpauii PRAC.

BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
123. | EKCIB® TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/19245/01/02
NNiBKOBOIO "GapmaueBTun "PapmaueBTu | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
060s10HKOI0, N0 90 YyHa hipma YyHa hipma thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
mr, no 10 TabneTok "fapHuus" "fapHuus" NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
B KOHTYPHili IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
YapyHKOBIli perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
ynakosLi, no 1 a6o nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
no 3 KOHTYpHI 3aCTOCyBaHHS Nikapcbkoro 3acoby B
YapyHKOBI YNaKoBKu nicnspeecTpauiiinii nepiog, abo sk pesynbTar
B nauuj OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ainiy
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaa” Wwopo 6e3neky 3acTocyBaHHs Aito4yoi
peYoBUHM ETOPUKOKCKG BiANOBIAHO A0
pekomeHpauii PRAC.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
124. | EKCIB® TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/19245/01/03

NNiBKOBOIO "®apmaueBTun "GapmaueBTu | TMNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nidnsieae
o60onoHkoto, no 120 YHa hipma YyHa thipma thapmakoHarnagy. 3MiHa y KOpoTKiili xapakTepucTuui M
mr, no 10 TabneTok "NapHuus" "fapHuus" nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

B KOHTYPHili
YapyHKOBIl
ynakosLi, no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
B nauuj

IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHunx gocnimkersb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom).
3MiHM BHeCeHO [0 IHCTpyKLii 415 MeguyHoro
3aCTOCyBaHHS NiKapCbKOro 3acoby Ao po3ainiy
"3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHsA
rpyaa” Wwoao 6e3neky 3acTocyBaHHs Aitoyol
PeyoBMHN €TOPUKOKCMO BifNOBIgHO [0
pekomeHpauii PRAC.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
125. | EHAN® 20 HL | Ta6netku; no 10 KPKA, a.4., CnoseHis BUPOGHMLTBO CnoseHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/10299/01/01
Tabnetok y 6nictepi, HoBo mecTo "in bulk", | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
no 2 a6o no 3, abo nepBUHHE Ta thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
no 6, aéo no 10 BTOPVIHHE NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
6nictepiB y nakyBaHHs, IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
KapTOHHI Kopo6Lyi KOHTpO/b cepii perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
Ta BMNyCcK nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
cepi: 3acToCcyBaHHSA NikapCcbKoro 3acoby B
KPKA, o.4., nicnspeecTpauiiinii nepiog, abo sk pesynbTar
HoBo mecTo, OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
CnoBeHis [0 nnany negiatpuuHnx gocnimxkers (PIP) (iHwi
KOHTpO/b cepii 3MiHM) 3MiHN BHECEHO [0 IHCTPYKLii A1 MeAUYHOro
(hiznuni Ta 3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3zinis
XiMiuHi MmeTogm "Oco6nuBocTi 3acTocyBaHHs", "MobiuHi peakwi"
KOHTPO/IO: oo iHchopMalLii Npo rocTpy pecnipaTtopHy
KPKA, a.4., TOKCWYHICTb BiZNOBIZHO [0 OHOB/IEHOI iHhopMaLlii 3
Hoso mecTo, 6e3nekun Ajtoyoi pevoBUHHM TigpoxnopoTiasnay 3rigHo
CnoBeHisi 3 pekomeHgauisvm PRAC. BBeeHHS 3MiH NPOTArom
KOHTPO/Ib cepil 6-Tn MicsALIB NicNsA 3aTBEPKEHHA. 3MiHM | TUny -
(cpiznuni Ta 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta
XiMiYHi MmeToam thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO 0
KOHTPO/0): IHCTPYKLU|T 4719 MEAUYHOrO 3aCTOCYBaHHSA
HN30X nNiKapcbKoro 3acoby A0 po3sainis "OcobnmnsocTi
(HaujoHanbHi 3actocyBaHHs", "INo6ivHi peakuii” Wwoao iHhopmaw,i
na6oparopist Npo pY3nK BUHUKHEHHS YCKNaAHeHb 3 60Ky opraHis
3a 34pas’e, 30py BiANOBIAHO [0 OHOBMEHOT iH(hopMaLiii 3
OKONE iH 6e3neku Ajtoyoi pevoBMHH TigpoxIopoTiasnay 3rigHo
XpaHo), 3 pekomeHauismm PRAC. BeefieHHS 3MiH NPOTSArom
CnoBeHis 6-TV MicALIB MiC/1SA 3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
126. | EHTEPO®YP | cycneHsis opasibHa, BocHanek a.4. BocHis i BocHanek a.4. BocHist i BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/1991/02/01
nne 200 mr/5 mn, no 90 lepuerosu epuerosuH | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
My donakoHi; no 1 Ha a thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M

hnakoHy 3
N1acTUKOBOIO
JI0XKOI0-[103aTOPOM
Y KapTOHHi kopobLi

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"apMakonoriyHi BnacTneocTi" Ta "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rogysBaHHs rpyaat" Woao
6e3neky 3acToCyBaHHSA Ail040i peYOBUHN
Hichypokcasug, BifnoBigHO [0 pekomeHgauin PRAC.
3aABHMKOM B npoLeaypi 3MiH 6yn10 HagaHo
OHOB/ieHWIA MnaH ynpaBniHHA pu3nkamu Bepcis 1.1.
3MiHM BHECEHO [0 YacTuH: | «3aranbHa
iHchopmauis», Il «Cneundikauis 3 6esnekm» (Moaynb
CVIII «Pe3stome npobnem 6e3nekn»), Ill «MnaH 3
thapmakoHarnagy», V «3axoau 3 MiHimizauii
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHS
pusnkammn», VIl «[loaatkn» y 38’a3Ky 3 OHOB/IEHHAM
nepeniky npo6sem 3 6e3nekn Ta KoperyBaHHsAM
PYTUHHUX 3aXO0AiB 3 MiHiMi3aLii pu3ukiB Ha niacTasi
pekomeHgauii PRAC woao 3miHu iHcbopma,i 3
6e3nekn B NPOEKTI IHCTPYKLT 4719 MeAUYHOro
3acTocyBaHHs. 3MiHu | Tvny - 3miHn Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHuwi
3MiHKM). 3MiHWM BHECEHO A0 IHCTPYKLUIT 4151 MeANYHOro
3aCTOCyBaHHS MikapCcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" WoA0 3BiTyBaHHSA NPO NOGIYHI
peakuii.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
127. | EPUTPOMIL, Tabnetky no 100 wmr, My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/3701/01/01
NH no 20 TabneTok y akuioHepHe akuioHepHe | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
6nicTepi; no 1 TOBapUCTBO TOBapUCTBO thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
6nictepy B navui 3 "HaykoBo- "HaykoBo- NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapTOHY BMPOGHNUNI BMPOGHUUNI IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
LEeHTp LieHTp perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
"BopLuariscbk "BopLuariBcbk nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
Wi XimiKo- NI XimiKo- 3acToCcyBaHHSA NikapCcbKoro 3acoby B
thapmaveBTUy thapmaveBTUy nicnspeecTpauiiinii nepiog, abo sk pesynbTar
HWi1 3aBoa" HWi1 3aBoa" OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO

[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3Ainis:
"MpoTunokasaHHa", "B3aemogia 3 iHWMKn
nikapcbkMmn 3acobamu Ta iHWi BUan B3aemogiii',
"3acTocyBaHHs y Nepiof BariTHOCTi ab0 roflyBaHHs
rpyaar” wono 6e3neky 3acTocyBaHHs Aito4yol
PEeYoBMHM EPUTPOMILMH BIANOBIAHO A0
pekomeHpauiii PRAC. BBeeHHS 3MiH NpoTArom 6-
TU MiCALIB Nic/a 3aTBEPAKEHHS




134

n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

128.

EPOTOH®

Tabnetku no 100 wmr;
no 1 a6o no 2, a6o
no 4 Tabnetkny
6nictepi; no 1
6nicTtepy B naui 3
KapTOHY; Nno 4
Tabnetkn y 6nictepi;
no 2 6nictepu B
nauj 3 KapToHy

MPAT
"OITOPAPM"

YKpaiHa

BiANOBIA&/IbHU
n3a
BMPOGHMLTBO,
nepBuHHe,
BTOPUHHE
nakyBaHHS,
KOHTpO/b Ta
BWMNYCK Cepil:
MNPAT
"®ITOPAPM",
YKpaiHa;
BiANOBiAA/IbHN
n3a
BMPOGHMLTBO,
nepBuHHe,
BTOPWHHE
nakyBaHHS,
KOHTPO/b
saKocTi: TOB
"AcTpadhapm”,
YKpaiHa;
BiANOBiA&/IbHU
n3a
BMPOGHMLTBO,
nepBuHHe,
BTOPUHHE
nakyBaHHs,
KOHTPO/b
akocTi: MAT
"Bitaminn",
YKpaiHa

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
TexHiyHa nomuka (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). BunpaBneHHs TexHiYHOT
NOMW/IKK, 3rigHo nn.4 n.2.4. po3ainy VI Hakasy MO3
YkpaiHu Bif 26.08.2005p. Ne 426 (y pepakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460), B MeTogax
KOHTPOJHO SIKOCTi B KPUTEPIsiX NPUAHATHOCTI B
po3gaini «CynpoBigHi AOMILLKM» 47151 NPUBEAEHHS 40
KpuTepiiB NpuitHATHOCTI B Cneundikavii MKA N13.

3a
peyenmo
i

UA/4652/01/02
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
129. | EPOTOH® Tabnetky no 50 mr; MPAT YkpaiHa BiANOBIA&/IbHU YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/4652/01/01
no 1 a6o no 2, a6bo "®ITOPAPM" 3a TexHiuHa nomuska (3rigHo Hakasy MO3 Big peyenmo
no 4 Tabnetkny BMPOGHMLTBO, 23.07.2015 Ne 460). BunpaBneHHs TexHiYHOT M
6nictepi; no 1 nepBuHHeE, NOMW/IKK, 3rigHo nn.4 n.2.4. po3ainy VI Hakasy MO3
6nicTepy B nauui 3 BTOPVHHE YkpaiHu Bif 26.08.2005p. Ne 426 (y pepakuii Hakasy
KapToHy; no 4 nakyBaHHs, MO3 Ykpainu Big 23.07.2015 p Ne 460), B MeTogax
Tabnetkn y 6nictepi; KOHTpO/b Ta KOHTPOJHO SIKOCTi B KPUTEPIsiX NPUAHATHOCTI B
no 2 6nictepu B BWMNYCK Cepil: po3aini «CynpoBifHi AOMILLKM» A58 NPUBEAEHHS [0
nauj 3 KapToHy MPAT KpuTepiiB NpuitHATHOCTI B Cneundikavii MKA N13.
"®ITOPAPM",
YKpaiHa;
BiANOBiAA/IbHN
n3a
BMPOGHMLTBO,
nepBuHHe,
BTOPWHHE
nakyBaHHs,
KOHTPO/b
saKocTi: TOB
"AcTpadhapm”,
YKpaiHa;
BiANOBiA&/IbHU
n3a
BMPOGHMLTBO,
nepBuHHe,
BTOPUHHE
nakyBaHHs,
KOHTPO/b
akocTi: MAT
"Bitaminn",
YKpaiHa
130. | EPTIHOB TabneTku, BKpUTI HOBE INAY TypeyunH HOBE/ INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHa 3a - UA/17213/01/01
MNiBKOBOIO CAHAI BE a CAHAI BE YacToTh Ta TEPMiHY MOAAHHS PerysisipHO peyenmo
0600HKoto no 100 TIIKAPET TIIKAPET OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acoby: M
Mr, no 15 TabneTok A.LL. A.LL.

y 6nicTepi, no 2
6nictepn y
KapTOHHI ynakoBLi

[itova pepakuin: Yactota nogaHHs PO36 — 1 pik;
KiHueBa garta ans BkAYeHHA gaHnx go PO3b6 —
17.11.2018 p.; AaTta nogaHHA — 26.01.2019 p.
MponoHoBaHa pefakuis:

YacTtoTa nogaHHa PO3b — 2 poku; KiHueBa gata
019 BKNHOYEHHA AaHmx go PO3b — 17.11.2023 p.;
[ara nogaHHs — 15.02.2024 p. PekomeHf0BaHO 0
3aTBepXeHHA BiANOBIAHO A0 NepiogNYHOCTI
nofaHHs perynsipHo OHOB/IOBaHMX 3BITIB 3 6e3neku
nikapcbkunx 3acobis y €sponelicbkoMy Cotosi.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
131. | EPTIHOB TabneTku, BKPUTI HOBEN INAY TypeyuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa 3a - UA/17213/01/02
NNiBKOBOO CAHAI BE a CAHAI BE 4acToTK Ta TEPMIHY MOAAHHA PErynsapHo peyenmo
o6osoHkoto no 150 TIOKAPET TIOXAPET OHOB/THOBAHOrO 3BITY 3 6e3nekyu NikapcbKoro 3acooy: M
mr, no 15 tabneTok A.LL. A.LL.

y 6nicTepi, no 2
6nictepn y
KapTOHHI ynakoBLi

[itova pepgakuis: Yactota nogaHHss PO3B — 1 pik;
KiHueBa gata g1 BKIOYEHHS AaHnx go PO3b —
17.11.2018 p.; faTa nogaHHa — 26.01.2019 p.
MponoHoBaHa pefakLis:

YacToTta nogaHHa PO3B — 2 poku; KiHueBa gata
015 BKNOYeHHA aaHux o PO3b — 17.11.2023 p.;
[arta nogaHHa — 15.02.2024 p. PekomeHa0BaHoO [0
3aTBEPKEHHS BigNOBIAHO A0 NepioAnYHOCTI
nofaHHA perynsapHoO OHOB/IIOBaHUX 3BITIB 3 6e3neku
nikapcbkux 3acobis y EsponelicbkoMy Cotosi.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
132. | ECNIOTUH TabneTku, BKPUTI TOB «YOPN[, YkpaiHa yopna TypeyunHa BHECEHHS 3MiH [j0 peeCTpaLiiiHuX MaTepiasiis: 3MiHa 6e3 nionsi2ae UA/16357/01/01
NNiBKOBOIO MEANLINH> MEANLMH 3asBHuKa J13 (MIBI) (BnacHvka peecTpaLiiiHoro peuyenma
060/10HKOM, 5 Mr; Mo ITAY CAH. BE nocsigyeHHs) (3rigHo Hakaly MOS3 Big 23.07.2015 Ne
10 TabneTok y TIOXK. A.LL. 460). TepMmiH BBe,€HHS 3MiH MPOTATOM 6 MicALiB

6nictepi; no 1, 2 abo
3 6nictepu B
KapTOHHI KopooLyi

nicns 3aTBepmkeHHs; 3MiHu | Tuny - 3MiHu Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6M, BigNoBiganLHOI 3a
34iiCHEHHS (hapMaKoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy (Bkioyakym
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0C06YM 3asBHMKA, BiANOBifa/IbHOT 3a
thapmakoHarnag. ditova pegakuis: MeBciMm
Inbk6axap AiHyens / Mrs. Mevsim llkbahar Dincel.
MponoHoBaHa pepakuis: Myano MNaHHa
CraHicnaBiBHa. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BifgNOBiga/IbHOI 3a
thapmakoHarnag. 3miHa Micus 34iACHEHHST OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
thapmakoHarnagy; 3minu | Tuny - 3MiHu Wwoao
6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHW) - 3MiHa Y 3B'A3KY i3 BUTyYEHHSAM TEKCTY
MapkyBaHHs i3 MKA. [itoya pepakuis: MKA /13 5.
MAPKVPOBKA TeKCT MapKyBaHHSA NepBUHHOI
yMnaKoBKN TEKCT MapKyBaHHA BTOPUHHOT yNaKoBKU
MponoHoBaHa pegakuis: MKA /13 5. MAPKMPOBKA
B COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM
MapKMpoBKW. OHOB/EHHS TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI YNaKoBOK JlikapCbKOro
3acoby. TepMiH BBeleHHS 3MiH NPOTArom 6 MicsiLis
nicns saTBepakeHHs
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
133. | ECNA- TabneTku, BKPUTI Ecnapma HimeuunH KOHTPO/1b HiMeuunHa/ | BHeECEHHSI 3MiH 40 peecTpaLiiHux MaTepianis: 3MiHU 3a - UA/4179/01/02
NINOH® 600 060/10HKO0, No 600 M6X a AKOCTI: Icnanis | Tuny - AgMiHICTpaTVBHI 3MiHU. BunyyeHHs peyenmo
mr; no 10 TabneTok Papma BVMPOGHMYOT AinbHNL (BKIHOYAKOYM AiNbHALI ANS M
y 6nictepi; no 3 BepHirepoge A®I, NpoMiXHOro nNpoAykTy abo rotoBoro
6nictepu B rv6X, NiKapcbKoro 3acoby, AiNbHNL AN18 NPoBeeHHS
KapTOHHI ynakoBLi HimeuyuunHa; nakyBaHHs, BUPOGHWMKa, BiAMNOBifaSIbHOTO 3a BUMYCK
BTOPVIHHE cepiid, MicLe NPoBeLEHHSI KOHTPOJIHO cepil) abo
nakyBaHHs: nocTavasibHvKa BUXigHOro martepiany, peareHty abo
ecnapma ZOMNOMDKHOI PeHOBMHM (SKLLO 3a3HaYeHO Y AOChE)
dapma afMiHiCTpaTMBHa 3MiHa BU/TyYEHHS1 BUPOOHMKa
Cepsices "ApsaHc ®apma Mm6X, HimewunHa / Advance
mM6X, Pharma GmbH, Germany" BignoBigansHoro 3a
HimevunHa; BUPOGHMLITBO HEPO3(hacOBaHOro NPOAYKTY,
BMPOGHMLTBO nepBUHHE NakyBaHHS, BTOPUHHE NakyBaHHS,
Hepo3dacosa KOHTPO/b SIKOCTI, BUNYCK cepii. 3amwaeTbea
HOro anbTepHaTVBHWI BUPOOHWK KOTPUIA BUKOHYE
NPOAYKTY, aHanorivHi cpyHkuii "/labopartopioc MegikameHToC
nepBuUHHe IHTepHacboHanec, C.A., Icnanis".
nakyBaHHS,
BTOPUHHE
nakyBaHHS,
KOHTPO/b
AKOCTI, BUMYCK
cepii:
Na6opaTopioc
MegikameHTOC
IHTEpHaCcLOHa
nec, C.AA,

IcnaHis
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
134. | ETALUU3VH TabneTku, BKPUTI AT NartBis AT Nartsis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/3771/01/01
060/10HKO10, No 50 "OnaviHdhapm” "OnaiiHcpapm” | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo
Mr; no 10 TabneTok thapmakoHarnsgy. BeegeHHs abo 3miHu o M

y 6nictepi; no 5
6nicTepiB y nauuj 3
KapTOHY

y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,

BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaii.

Litoua pepakuis: Mpuckoka AHApIi. MponoHoBaHa
pepakuis: CasueHko AimmTpo CeprilioBuy. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,

BiANOBIA&/ILHOT 32 hapmakoHarnsag B YkpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
135. | E®EPAJ/TTAH | cynosuTtopii YIMNCA CAC dpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/5237/03/02
pekTanbHi no 150 | TMny - 3miHK 3 AkocTi. CepTudpikat peyenma

Mmr; no 5
CynosuTopiiB y
6nicTepi; no 2
6nictepu B
KapTOHHI KopooLyi

BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€Bponeiickkin hapmakonei Ne R1-CEP 2000-124-
Rev 09 (3aTBeppxeHo: R1-CEP 2000-124-Rev 08)
[ANA [iloyoi pevyoBMHM NapaleTamon Bif BXe
3arBepgxeHoro BupobHrka ANQIU LU'AN
PHARMACEUTICAL CO., LTD., China; 3mixu | Tuny
- 3MiHM 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEChbKil
thapmakonei/moHorpadii. NogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBWHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif, y)xe 3aTBEPIAXEHOr0 BUPOOHUKA -
noAaHHA OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2000-124-
Rev 10 ans giovoi peyoBMHY napaletamon Big, Bxe
3aTBepmxeHoro BupobHuka ANQIU LU'AN
PHARMACEUTICAL CO., LTD., China. K Hacnigok,
npuBeAeHHs pefakuii Ha3By BUPO6HMKa AiloyoT
pevoBuHM B MKA /13 B p. «Cknag» y BiAMNOBIAHICTb
£o CEP ANQIU LU'AN PHARMACEUTICAL CO.,
LTD., China
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
136. | E®EPAJTTAH | cynosuTtopii YIMNCA CAC dpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/5237/03/03
pekTanbHi no 300 | TMny - 3miHK 3 AkocTi. CepTudpikat peyenma

Mmr; no 5
CynosuTopiiB y
6nicTepi; no 2
6nictepu B
KapTOHHI KopooLyi

BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€Bponeiickkin hapmakonei Ne R1-CEP 2000-124-
Rev 09 (3aTBeppxeHo: R1-CEP 2000-124-Rev 08)
[ANA [iloyoi pevyoBMHM NapaleTamon Bif BXe
3arBepgxeHoro BupobHrka ANQIU LU'AN
PHARMACEUTICAL CO., LTD., China; 3mixu | Tuny
- 3MiHM 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEChbKil
thapmakonei/moHorpadii. NogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBWHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif, y)xe 3aTBEPIAXEHOr0 BUPOOHUKA -
noAaHHA OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2000-124-
Rev 10 ans giovoi peyoBMHY napaletamon Big, Bxe
3aTBepmxeHoro BupobHuka ANQIU LU'AN
PHARMACEUTICAL CO., LTD., China. K Hacnigok,
npuBeAeHHs pefakuii Ha3By BUPO6HMKa AiloyoT
pevoBuHM B MKA /13 B p. «Cknag» y BiAMNOBIAHICTb
£o CEP ANQIU LU'AN PHARMACEUTICAL CO.,
LTD., China
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
137. | E®EPA/TTAH | cynosuTtopii YIMNCA CAC dpaHuis YMNCA CAC, PpaHuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/5237/03/01
pekTasibHi no 80 mr; ®paHuia | Tuny - 3miHK 3 AkocTi. CepTudikat peyenma

no 5 cynosuTopiiB y
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€Bponeiickkin hapmakonei Ne R1-CEP 2000-124-
Rev 09 (3aTBeppxeHo: R1-CEP 2000-124-Rev 08)
[ANA [iloyoi pevyoBMHM NapaleTamon Bif BXe
3arBepgxeHoro BupobHrka ANQIU LU'AN
PHARMACEUTICAL CO., LTD., China; 3mixu | Tuny
- 3MiHM 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEChbKil
thapmakonei/moHorpadii. NogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBWHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif, y)xe 3aTBEPIAXEHOr0 BUPOOHUKA -
noAaHHA OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2000-124-
Rev 10 ans giovoi peyoBMHY napaletamon Big, Bxe
3aTBepmxeHoro BupobHuka ANQIU LU'AN
PHARMACEUTICAL CO., LTD., China. K Hacnigok,
npuBeAeHHs pefakuii Ha3By BUPO6HMKa AiloyoT
pevoBuHM B MKA /13 B p. «Cknag» y BiAMNOBIAHICTb
£o CEP ANQIU LU'AN PHARMACEUTICAL CO.,
LTD., China
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
138. | E®EPAJ/TTAH | cynosuTtopii YIMNCA CAC dpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/5237/03/01
pekTanbHi no 80 mr | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
no 5 cynosuTopiiB y thapmakoHarnsgy. BeegeHHs abo 3miHu o
6nictepi; no 2 y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
6nictepu B (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
KapTOHHI Kopo6Lyi hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
3pjficHeHHs hapmakoHarnagy: fitoya pepakuis: Lilit
Khatchikian, MD, MS. NponoHoBaHa pefakuis: El
Mahdi Benchekroun, MD.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U
3as1BHUKA, BiANOBIAAILHOI 32 34iiCHEHHS
dhapmakoHarnsay.
139. | E®EPAJ/TTAH | cynosuTtopii YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/5237/03/02
pekTanbHi no 150 mr | TMNy - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta peuyenma

no 5 cynosutopiis y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

thapmakoHarniagy. BeegeHHs abo 3amiHn go
y3araslbHeHVX faHux Npo cuctemMy papmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3assHuka ans
3fiicHeHHs hapmMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dhaiina cuctemu hapmakoHarnsgy) 3miHa
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
3pjiicHeHHs dhapmakoHarnagy: flirova pegakuis: Lilit
Khatchikian, MD, MS. NponoHoBaHa pegakuis: El
Mahdi Benchekroun, MD.
3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI 0CO6U
3asiBHMKA, BiAnoBigasbHOI 3a 34iNCHEHHSI
hapmakoHarnagy.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
140. | E®EPAJ/TTAH | cynosuTtopii YIMNCA CAC dpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/5237/03/03
pekTanbHi no 300 Mr | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
no 5 cynosuTopiiB y thapmakoHarnsgy. BeegeHHs abo 3miHu o
6nictepi; no 2 y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
6nictepu B (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
KapTOHHI Kopo6Lyi hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
3pjficHeHHs hapmakoHarnagy: fitoya pepakuis: Lilit
Khatchikian, MD, MS. NponoHoBaHa pefakuis: El
Mahdi Benchekroun, MD.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U
3as1BHUKA, BiANOBIAAILHOI 32 34iiCHEHHS
dhapmakoHarnsay.
141. | E®EPANITAH | po34nH opasibHuiA 3 YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/5237/02/01
% no 90 mn y | TMNy - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta peuyenma

dhnakoHi, no 1
h1aKoHy y
KOMMAEKTi 3 MipHO0
JIOXKKOH0 Y KOpoobLi

thapmakoHarniagy. BeegeHHs abo 3amiHn go
y3araslbHeHVX faHux Npo cuctemMy papmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3assHuka ans
3fiicHeHHs hapmMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dhaiina cuctemu hapmakoHarnsgy) 3miHa
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
3pjiicHeHHs dhapmakoHarnagy: flirova pegakuis: Lilit
Khatchikian, MD, MS. NponoHoBaHa pegakuis: El
Mahdi Benchekroun, MD.
3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI 0CO6U
3asiBHMKA, BiAnoBigasbHOI 3a 34iNCHEHHSI
hapmakoHarnagy.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
142. | E®EPAJTTAH | Tabnetku wunydi no YIMNCA CAC dpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/5237/01/01
500 wmr, no 4 | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
Tabnetkv y cTpuni, thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 4 ctpunun y y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
KapTOHHI KOpOGL; (BBEAEHHSA y3araslbHEHNX AaHUX MPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
3pjficHeHHs hapmakoHarnagy: fitoya pepakuis: Lilit
Khatchikian, MD, MS. NponoHoBaHa pefakuis: El
Mahdi Benchekroun, MD.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U
3as1BHUKA, BiANOBIAAILHOI 32 34iiCHEHHS
dhapmakoHarnsay.
143. | E®EPAITAH | TabneTku wunyui, YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/7278/01/01
3 330 mr/200 mr no 10 | TMNy - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta peuyenma
BITAMIHOM TabneTok y Tybi; no thapmakoHarniagy. BeegeHHs abo 3amiHn go
C 1 a6o no 2 Ty6u B y3arasibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy

KapTOHHI KopooLyi

(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ons
3fiicHeHHs hapmMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
3pjiicHeHHs dhapmakoHarnagy: flirova pegakuis: Lilit
Khatchikian, MD, MS. NponoHoBaHa pegakuis: El
Mahdi Benchekroun, MD. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0CO6U 3asBHMKA, BifNoBigasibHOI 3a
3iicCHEeHHs papMakoHarnsay.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
144. | IBYNPO®EH- | Tabnetku no 200 mr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/2350/01/01
AAPHNLA no 10 TabneTtok y "GapmaueBTun "PapmaueBTu | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
KOHTYpHIlA YyHa hipma YyHa hipma thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
YapyHKOBIl "fapHuus" "fapHuus" NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
ynakosuj; no 1, no 2 IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
ab0 no 5 KOHTYPHUX perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
YapyHKOBUX nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
YyNakoBOK y navi 3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHN BHECEHO B IHCTPYKLtO 4719 MEAWNYHOTO
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaar” BiANOBiAHO A0 OHOB/EHOI iHGhOpMALLiT LWOoA0
6e3nekn 3acTocyBaHHS Ail040i PeYOBUHM 3TigHO 3
pekomeHpauieto PRAC. BeeieHHS 3MiH NPOTAroM 6-
TN MiCALiB NicNs 3aTBEPAKEHHS.
145. | IBIKAPA® A Tabnetkn no 40 OPrAHOCWH OAE EBepTomxeH IHAjia BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/16928/01/02
mr/10 mr; no 7 NIAN®CAEHC Navich | TMNy - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta peuenmo nionsieae
TabneTok B N3 (E® 3ETI) CaeHcus thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui M
antomiHieBoMy Nimiten nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta

6nictepi, no 2 a6o 4
6nictepn y
KapTOHHI Kopo6Lyi

IHCTPYKUIT 415 MeQUYHOro 3acToCcyBaHHA Ha nigcTasi
perynsipHo OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAXeHb, NpoBeAeHUX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO)KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHoMm). 3MiHU BHECEHI [0 IHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3gin "Mepeno3yBaHHA" BigNOBIAHO 4O OHOB/EHOT
iHchopMmalii 3 6e3neku Ajtoyoi peyoBuHU. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micsAuis nicns
3aTBEPLKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
146. | IBIKAPA® A Tabnetku no 80 mr/5 | OPFAHOCUWH OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/16928/01/03
Mr; Mo 7 Tab/1eTok B NAN®CAEHC Naidp | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
anomiHieBomy N3 (E® 3ET I) CaeHcuns thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
6nictepi, no 2 a6o 4 Nimiten NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
6nictepn y IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
KapTOHHI Kopo6Lyi perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiHU BHECEHI A0 IHCTPYKUIT ANns
MeAUYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
po3gain "Mepeno3yBaHHS" BigNOBiAHO A0 OHOBEHOT
iHbopmawii 3 6e3nekn Aitoyoi pevoBUHU. TepMmiH
BBEAEHHSA 3MiH MPOTAroM 6 micauis nicns
3aTBEPMAKEHHSA
147. | I1BIKAPA® A Tabnetky no 80 OPIrAHOCUH OAE EBepTopxeH IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 3a He UA/16928/01/04
mr/10 mr; no 7 NAN®CAEHC Naidp | TMNYy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmo nidnsieae
TabneTok B N3 (E® 3ET 1) CaeHcu3 thapmakoHarnagy. 3MiHa y KOpOoTKilli XxapakTepucTuui M
antomiHieBomy NimiTen nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

6nictepi, no 2 abo 4
6nictepn y
KapTOHHI KopooLyi

IHCTPYKLiT 415 MeAMYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHunx gocnimkerb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom). 3MiHW BHECEHI A0 IHCTPYKUIT ANns
MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
po3ain "MepenosyBaHHA" BigNOBIAHO [0 OHOB/IEHOT
iHbopmawii 3 6e3nekn Aitoyoi pevoBUHU. TepMmiH
BBEAEHHSA 3MiH MPOTAroM 6 micauis nicns
3aTBEpPMAKEHHSA
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
148. | IBIKAPA® A Tabnetku no 40 mr/5 | OPFAHOCUWH OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/16928/01/01
Mr; Mo 7 Tab/1eTok B NAN®CAEHC Naidp | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
anomiHieBomy N3 (E® 3ET I) CaeHcuns thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
6nictepi, no 2 a6o 4 Nimiten NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

6nictepn y
KapTOHHI Kopo6Lyi

IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiHU BHECEHI A0 IHCTPYKUIT ANns
MeAUYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
po3gain "Mepeno3yBaHHS" BigNOBiAHO A0 OHOBEHOT
iHbopmawii 3 6e3nekn Aitoyoi pevoBUHU. TepMmiH
BBEAEHHSA 3MiH MPOTAroM 6 micauis nicns
3aTBEPMAKEHHSA
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
149. | INAPIC PO3YUH NS iH EKLi, HosapTic LLiseiiuapi KoHTpO/b LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/14525/02/01
150 mr/1 mn; no 1 Papma Al A SAKOCTI 3MiHK | TURYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyernmo
My donakoHi; no 1 (BioaHanis): 3aci6. KOHTposib roTOBOrO NiKapCbKoro 3acoby. M
hnakoHy y Kopobui HosapTic 3MiHa napamMeTpiB cneuudikauii Ta/abo
Papma Arl, [0NyCTUMUX MEX FOTOBOTO J1iKapCbKoro 3acoby (iHLwui
LLiBeiuapis; 3MiHW) - HE3HAYHI 3MiHU B NpoLleAypi BUNPObyBaHHs
Bunyck cepii: rOTOBOrO NPOAYKTY «30BHILLHIl BUrNIAA KOHTEHepa»
HosaprTic 0N BBEAEHHS OLLiHKV KONbOpy KOBNayka 3a
®apma 'v6X, [0MOMOr0K @aBTEHTUYHOIO MOPIBHANIBHOTO KOBNAYKa,;
HimeuuunHa; 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
BupobHnuTBO, 3aci6. KOHTPO/1b FOTOBOrO NiKapCbKOro 3acoby.
KOHTPO/b 3MmiHa y meTogax BunpobyBaHHA roTOBOTO
AKOCTI (3a niKkapcbKoro 3acoby (He3HayHa 3miHa y
BUKNIOYEHHAM 3aTBEPMAKEHNX MEeTOAaxX BUNPOOYBaHHS) - HE3HAYHI
BioaHanisy), 3MiHM B nNpoueaypi BUNpobyBaHHS roToBOro
nepBuHHE NPOAYKTY «BUANMI CTOPOHHI YaCTUHKW» AN
nakyBaHHs, BBeJEHHS knacudikauii yacTMHokK (BNactueumx,
BTOpPUHHE BHYTPILLHIX @60 30BHILLUHIX) B OLiHLi BUAUMYX
nakyBaHHS: 4aCTUHOK, NPOaHanNi30BaHNX Bi3yaslbHUM OrNsA0M;
HosaprTic 3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapcbKui
dapma LUTeliH 3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
Arl, 3MiHa y MeTofax BUNPO6yBaHHA rOTOBOrO
LLseliyapis niKapcbKoro 3acoby (HesHayHa 3miHa y

3aTBEPMAKEHUX MeToAax BUNpobyBaHHs) - HE3HAYHI
3MiHU B NpoLesypi BUNpobyBaHHS roTOBOro
NpoayKTy «epMeTUYHICTb (h/TaKOHIB LLISXOM
NPOHUKHEHHS 6apBHUKa (BaKyyM i HAA/INLLKOBUIA
TUCK)» 15 BBEAEHHS NMO3UTUBHUX | HEraTUBHUX
KOHTPONIiB Y BUNPOGYBaHHI NpuaaTHOCTI cucTemu;
3MiHu | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbkui
3aci6. KOHTPO/1b rOTOBOrO NiKapcbKoro 3acooy.
3MiHa y meTogax BMNpPo6yBaHHS roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/IOYAOUYM 3aMiHy abo
[OMNOBHEHHS)) - 3MiHM B METO/j TECTYBaHHSA
«YucToTa 3a CE-SDS (6€3 3HMWKEHHS)» BKIHYaOTh
IHTerpawito niky NoBHICTIO arniko3nboBaHOro
KaHakiHymaby B po3paxyHOK CyMu1 CMOpigHEHNX
PEYOBUH | AOMILLOK A5 AiH0H0T pe4yoBUHU Ta
roToBOro NPOAYKTY
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
150. | IMOAIYM® Kancysu no 2 mr, no MakHin AHrnia IDKHTN PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/9831/01/01
6 abo 20 kancyny Mpoaaktc KoHcbtomep | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
6nicTepi; no 1 Nimiten Xenc (PpaHc) thapmakoHarnsgy. BeegeHHs abo 3miHu o
6nictepy B CAC y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy

KapTOHHI nayui

(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHeluka Wumxens / Agnieszka Szymchel.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnag,
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI

Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0

y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy

(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;

KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarisgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
151. | IHCYKOMB TabneTku, BKPUTI yYOopPna TypeyuunH yopna TypeyunHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/19200/01/02

NNiBKOBOIO MEAOVUWH a MEOMUMH | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
060s10HKOI0, No 500 INAY CAH. BE ITAY CAH. BE hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuu,j M
mr/5 mr; no 15 TIOK. A.LL. TIOXK. A.LL. NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
TabneTtok y 6nictepi, IHCTPYKLii ANA MeAMYHOro 3aCTOCyBaHHS
no 2 abo 4 6nictepu reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
B KapTOHHii 3aco6iB Nic/is BHECEHHSA TiET camoi 3MiHN Ha
Kopobui; no 20 pedyepeHTHUIA npenapart (3mMiHa He noTpebye
TabneTtok y 6nictepi, HaZaHHS XXOAHMX HOBUX AOAATKOBUX AaHWX) - 3MiHN
no 3 6nictepu B BHECEHO [0 IHCTPYKLUIT 418 MeANYHOro
KapTOHHI KOpo6Lyi 3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "MobiyHi

peakuji” BignoBigHo Ao iHhopmauii LWoa0 MeanyHoro

3aCTOCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(TMHOKOBAHC®, TabneTtku, BKpUTI N/1iBKOBOKO
060/10HKOI0). BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepKeHHs
152. | IHCYKOMB TabneTku, BKpUTI YOPNA TypeyunH YOPNA TypeyunHa BHECEHHS 3MiH 40 peecTpavliinHMx MaTepiasis: 3MiHN 3a He UA/19200/01/01

niBKOBOK MEAVLNH a MEAVUNH | TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmo nionsieae
060/10HKO10, 1Mo 500 INAY CAH. BE INAY CAH. BE hapmakoHarnsgy. 3mMiHu y KopoTkili XxapakTepucTui M
mr/2,5 mr; no 15 TIOXK. A.LLL. TIOK. A.LLL. nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta

TabneTtok y 6nictepi,
no 2 a6o 4 6nictepn
B KapPTOHHIi
Kopo6ui; no 20
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHI Kopo6Lyi

IHCTPYKLUT 4719 MEANYHOro 3acTOCYBaHHSA
reHepuUHMX/ribpuaHNX/6ionoAibHMX NiKapCbKUX
3ac06iB Nicnsi BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHW npenapat (3MiHa He NnoTpebye
Ha/JaHHS XOAHWX HOBUX AOAATKOBUX fAHWX) - 3MiHM
BHECEHO [0 iHCTPYKLi 415 MeAnyHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ain “MobiyHi
peaxuii” BignoBigHo A0 iHhopmal,ii Woao MeanyHoro
3acToCyBaHHA pedhepeHTHOro NikapCbKoro 3acoby
(FTNMHOKOBAHC®, TabneTtku, BKpUTI NNIiBKOBOO
060/10HKOI0). BBEAIEHHA 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepAkKeHHs
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
153. | IHGAHPUKC cycneHsia ons nakcoCmitKn Benuka nakcoCwmiTKn Benbris BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/13939/01/01
™ InB iH'ekuin; no 0,5 mny AainH Ekcnopt Bputanis ANH Il Tvny - 3miHn 3 akocTi. A®l. BupobHuLTBO. 3MiHa peyenmo
KOMBIHOBA nonepegHL0 Nimiteq Bionompxkikans BMPOGHMKA BUXiAHOr0/NPOMIKHOTO M
HA 3anoBHeHOMyY C.A. npoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BAKUVHA 0JHOpa30BOMY BMpPO6HMYOMY npoueci A®I, abo 3miHa BUPOGHMKa
ana LINpuUi y KOMMIEKTI (BKtOYaroun, fe HeobxigHO, MicLe NPoBeAEeHHS
MPO®INTAKT 3 ronkoto; no 1 aéo KOHTpO/t0 sIKOCTi) ADI (3a BiACYTHOCTI cepTudikaTa
KN 10 nonepefHbLO BiANOBIAHOCTI €Bponeiicbkili hapmakonei y
JANODTEPII, 3anoBHEHNX 3aTBEPIAXEHOMY JOCLE)(3MiHU [0 3aX04iB,
NnPABLUA, 0/[lHOPa30BUX NoB’sA3aHNX 3 KOHTPOJIEM aKTUBHOT PEHOBUHMN
KALLUJTFOKA Lwnpuuis y 6i0/10r4YHOro NOXOMXKEHHS: 3aMiHa abo AoAaBaHHSA
(ALENONAP | nnacTMkoBoMy AinbHUUI, Ae NPOBOANTHLCSA KOHTPO/b/BUNPOGYBaHHS
HUIA KOHTeliHepi; no 1 cepil, BK/OYaUM 3aCTOCYBaHHSA
KOMMOHEHT | koHTeliHepy B 6i0n10riYHOro/iMyHOM0riYHOrO/iMyHOXIMIYHOTO
)TA KapTOHHI Kopo6Li MeTogay). lNepeHeceHHs TECTiB 3 KOHTPOJIKO SKOCTI in
noniomieni Vvivo 3 ginbHuui GSK Vaccines GmbH, Marburg
TY (HimeyunHa) Ha ginbHuuto GlaxoSmithKline S.A.,

Rixensart (Benbris), a came: 1. Minimum Lethal
Dose (MLD) performed on Diphtheria pre-Working
Seeds and Tetanus Master Seeds. 2. Absence of

Toxin and irreversibility of Tetanus Toxoid performed
on Tetanus toxoid drug substance (release and
stability). 3. Tetanus potency and Diphtheria potency
on DTcc (drug product intermediate, stability testing
only).
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
154. | KAHOEUWN H | TabneTtku, 16 OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/12313/01/01
mr/12,5 wmr; no 10 NAN®CAEHC Naidp | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
Tabnetok y 6nictepi; | U3 (E® 3ET I) CaeHcuns thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
no 1 a6o no 3, abo Nimiten NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

no 10 6nicTepis y
KapTOHHI Kopo6Lyi

IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm). 3MiHU BHECEHO [0 iHCTPYKUIT ANs
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3ginis "Oco6nmBoCTi 3acTocyBaHHS", "T06IYHI
peaxuii” Wwoao iHhopmaL,ii Npo rocTpy pecnipatopHy
TOKCUYHICTb BiANOBIAHO A0 OHOBMEHOT iHdhopmaLi 3
6e3neku Ajtoyoi pevoBMHH TigpoxIopoTiasnay 3rigHo
3 pekomeHgauissmm PRAC. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micAuiB nicns 3aTBepAKeHHs. 3MiHu |
TMny - 3MiHK LWoAo 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO A0
IHCTPYKLU|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3giny “MNo6iyHi peakuii”
LLIOA0 NOBIAOM/IEHHA MPO NOGIYHI peakuii nicna
peecTpavjii nikapcbkoro 3acooy.

TepMiH BBELEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
155. | KAHOEUWN Tabnetku, 32 mMr/25 OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/12282/01/01
HD mr, no 10 TabneTok NAN®CAEHC Naidp | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
y 6nicTepi, no 1, no N3 (E® 3ET I) CaeHcuns thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
3, no 10 6nicTepis B Nimiten NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
Kopoo6Li IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm). 3MiHU BHECEHO [0 iHCTPYKUIT ANs
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3ginis "Oco6nmBoCTi 3acTocyBaHHS", "T06IYHI
peaxuii” Wwoao iHhopmaL,ii Npo rocTpy pecnipatopHy
TOKCUYHICTb BiANOBIAHO A0 OHOBMEHOT iHdhopmaLi 3
6e3neku Ajtoyoi pevoBMHH TigpoxIopoTiasnay 3rigHo
3 pekomeHaauismm PRAC. TepmiH BBeieHHS 3MiH
npoTArom 6 micsLiB NicnsA 3aTBEpAYKEHHS
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHn). 3MiHXM BHECEHO [0
IHCTPYKLU|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3giny “MNo6iyHi peakuii”
LLIOA0 NOBIAOM/IEHHA MPO NOGIYHI peakuii nicna
peecTpavuii nikapcbkoro 3acoby. TepmiH BBeAEHHS
3MiH NpOTAroMm 6 MicsiLiB Mic/asi 3aTBEPAKEHHS.
156. | KAHOUBIOTW | kpanni BywWHi no 5 neHmapk IHais FneHmapk IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/8208/01/01
K My dhakoHi, no 1 PapmMacboTUK PapmacbioThK | TMNYy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo
(h1aKkoHy pasom 3 ans Jita,. ans Jita, hapmakoHarnsagy (iHwi 3miHn) 3MiHU BHECEHO B M
niNeTKo-KOBNaYkoM TEKCT MapKyBaHHS yNakoBKM /likapCbKoro 3acoby, a
BKNafEHOMY Y came: y n. 13. HOMEP CEPIi IKAPCbKOIO
nonieTuneHoBwMi 3ACOBY BTOpMHHOI ynakosku, B n. 3. HOMEP
nakeTuK y KapTOHHiiA CEPII IKAPCbKOIO 3ACOEBY Tay n. 4. IATA
Kopoo6Li 3AKIHYEHHSA TEPMIHY NPUOATHOCTI nepBuHHOI
ynakoBku. TepMiH BBEEHHS 3MiH NPOTAroM 6
MicAILiB nicns 3aTBepAKEHHS
157. | KAHECMOP® | masb ans Baliep LLIBeliyapi BrnpobHuk HimeuunHa BHECEHHS 3MiH [0 PEeECTpauiiHNX MaTepianis: 3MiHN 6e3 nidnsieae UA/6241/01/01
HABIP 30BHILUHLOIO KoHcblomep A NPOMIXHOT | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkwnii 3aci6. peyenma
3acTocyBaHHsA no 10 Kep Al CyMiLLi: 3MiHU y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
ry Ty6i 3i cmyxkamu Baiiep AT, [,04aTKOBOT Ai/bHUL| BUPOBHULTBA 4715 YacTMHU abo
BOZOCTIKOrO HimeyumnHa; BCbOr0 BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
nnactmpy Ne 15, lesensladt 3aco6y (AinbHULA, Ha AKi NPOBOAATLCA ByAb-sKi
CKpebKOM A/15 HIrTiB drop BMPOGHUUYI CTagjl, 3a BUHSATKOM BMNYCKY CepiiA,

Ne 1 y kopobui

MiKpOHisiepyHr

KOHTPOJ1t0 SAKOCTi, NEPBMHHOIO Ta BTOPUHHOTO
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
M6X, nakyBaHHs1, 4151 HECTePU/IbHUX JTiKapCbKUX 3ac06iB).
HimeyuunHa; BBefeHHs1 anbTepHaTUBHOI AiNnbHULI 4115
Brpo6HuK in- BMPOGHMLTBA MPOMIXKHOI CyMmiLLi (Mpemikcy)
bulk; 6idhoHazon +cevoBuHa - Gesellschaft fur
nepBuHHE Ta Micronisierung mbH, Germany/l'e3enbladT crop
BTOpPUHHE MikpoHisiepyHr M6X, HimeuurHa (3aTBepXeHO:
nakyBaHHs; Bayer A.G., HimeuyuuHa). 3miHu | TUny - 3MiHu 3
KOHTPO/1b AKOCTI. [OTOBWI Nikapcbknit 3aci6. 3MiHN Y
SKOCTI; BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
BUPOGHMK, CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
BiANOBIAA/IbHN roToOBOro Nikapcbkoro 3acoby (3amiHa abo
11 3a BMNyCK [ofaBaHHA OiNbHULI, Ha 5K 34iiCHI0ETBCSA
cepi: KOHTPONb/BUNPOGYBaHHS cepii). BBeaeHHs
M peHsax aNbTepPHATUBHOI AiNbHUL 415 NPOBEAEHHS
MpopaykTioHe YacTKOBOrO KOHTPOJTH0 SIKOCTi MPOMDKHOT CyMiLLli
m6X, (npemikcy), a came BUNPOBYBaHHA PO3MOA4iTY YacToK
HimeyunHa 3a po3mipom - Gesellschaft fur Micronisierung mbH,

HimeuunHa (3aTBepaxeHo: GP Grenzach
Produktions GmbH, HimeuunHa). 3miHu | Tny -
3MiHK 3 SKOCTi. FoTOBUIA NiKapCbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHK Y NpoLeci BUpobHULTBa
roTOBOrO /iKapCbKOro 3acoby, BKo4aum
MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCSA NpU
BVMPOGHMLTBI TOTOBOTO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoLeci BUPO6HMLTBA). He3HauHI
3MiHV B NpoLieci BUPO6HMLITBA NMPEMIKCY, NOB'A3aHi i3
BBEEHHAM a/IbTEPHATUBHOIO BUPOBHMKA
Gesellschaft fur Micronisierung mbH, HimeuunHa.
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapcbKui
3aci6. 3MiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
(BK/KOHAOUM Ajana3oH po3Mipy cepil) roToBoro
nikapcbKoro 3acoby (3mMeHLweHHs ao 10 pasis).
BBefeHHs1 fofaTkoBoro po3mipy cepii npemikcy 53,3
Kr. [aHi 3MiHW BHOCATbLCA BHACNIAOK peecTpauil
AinbHuui Gesellschaft fur Micronisierung mbH,
HimeuunHa. Ansa ginbHuui Bayer A.G 3aTBepgKeHnii
po3mip cepii ctaHOBUTL 410 Kr.
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapcbKui
3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
abo foNyCTUMUX MEX, BCTAHOBNEHNX Y
cneundikauisix, nig yac BUpoOHMLTBA rOTOBOroO
nikapcbKoro 3acoby (iHWwi 3MiHK). [JoNOBHEHHS
peecTpadiiHoro gocke n.3.2.P.3.4.10. Control of
Intermediates — Packing Materials gnsi npoMixHoi
CyMiLLi 6iddoHa30/1+CevyoBMHA BUPOGHMKA
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

Gesellschaft fur Micronisierung mbH, ockinbku
paHiwe JaHwii po3ain He 6yB NpeacTaBieHnii B
pocbe. MakyBaHHA cknafaeTbes 3 naketa 3 dosbrm
80 mMkm PE 6e36apBHWUiA, Npo3opuii, ocyllyBay Ta
Apyrvin nakeT 3 chonbr 80 mkm PE 6e36apBHuii,
npo3opuid. 3miHu | TUMy - 3MiHK 3 AKocTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU
BMMPOGYyBaHb abo AOMYCTUMUX MEX, BCTAHOBEHNX
y cneuudikauisix, nig yac BUpoOHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHK). 3MiHK B
n.3.2.P.3.4. Control of Intermediates, a came
[ofasaHHsA cneuudikauii NPOMKHOT CyMiLi
6idhoHazon+cevoBrHa Ans BupobHuka Gesellschaft
fur Micronisierung mbH, ockinbkn paHiwe gaHwui
po3gin He 6yB npeAcTaBneHnii B focbe. 3MiHN | TUNY
- AAMIHICTpaTVBHI 3MiHW. BuyyeHHsi BUpOGHMYOT
OiNbHULUI (BKNOYaoUM AinbHULI ans Adl,
MPOMiXXHOro NPoAyKTy abo roToBOro JlikapcbKoro
3aco0by, AiNbHUL ANnA NpoBeAeHHsS NaKkyBaHHS,
BMPOGHMKA, BiAMNOBIAa/ILHOMO 3a BUMYCK Cepiil, MicLe
NpoBefEeHHS KOHTPOSIO cepii) abo nocTavanbHUKa
BUXiAHOrO MaTepiany, peareHTy abo A0NOMIKHOI
PEeYOBUHM (SIKLLLO 3a3HAYEHO Y A0CbE). BunyyeHHs
BMpo6Huka M3 Kern Pharma S.L., Spain / KepH
dapma C.J1., IcnaHis, oCcKiNbK1 HasABHWIA iHLIWIA
3aTBEpAXeHnIt BUpo6HUK N3 GP Grenzach
Produktions GmbH, HimeuunHa. 3miHn BHeceHo B
IHCTPYKL,it0 415 MEeANYHOro 3aCTOCyBaHHS
NikapcbKoro 3acoby y po3finun «BUpo6HUK» Ta
«MicLe3HaxomkeHHS BUPOGHMKa Ta agpeca Micus
NpoBaKEHHS MOro AiSNbHOCTI» 3 BiANOBIAHUMMN
3MiHaMK y TEKCTI MapKyBaHHS yNakoBKM NikapCbKoro
3acoby (Buny4veHHs BUpobHuka 13 KepH dapma
C.J1.,, IcnaHis).
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyuerHs
BVMPOGHMYOT AinbHNL (BKIHOYAKYM AiNbHULI ANS
A®I, NpoMiXHOro NpoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHNLi AN18 NPOBeEHHS
nakyBaHHs, BUPOGHWMKa, BiAMNOBiAa/IbHOTO 3a BUMYCK
cepiid, MicLe NPoBeLEHHSI KOHTPOJTHO cepil) abo
nocTavasibHuKa BUXigHOro martepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SIKLLLO 3a3HAYEHO Y [OChE).
Buny4yeHHs BUPOGHYKa, BifNoBiganbHOro 3a
BTOpPUHHE nakyBaHHsA 13 - Syseam, S.A., Spain /

Ciceam, C.A., IcnaHisi, ocKiNbkv cTagisi BTOPUHHOro
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
nakyBaHHS Ha Uil AiNbHULI SIK YacTuHa LUnKy
3pilicHIOBanacs nuiwie BUpobHnkom KepH ®apma
C.J1., IcnaHis. 3miHu | TNy - AOMIHICTPaTUBHI 3MiHN.
BunyyeHHs1 BUpOOHMYOT AiNbHULL (BKNHOYaOUK
AinbHuui ana A®l, npomikHOro npoaykTy abo
roTOBOrO /1iKapCbKOro 3acoby, AiNbHULI Ans
npoBefeHHA NakyBaHHs, BUPOOHUKA,
BiANoBiga/IbHOro 3a BMMNYCK Cepiit, Micue
NpoBefEeHHS KOHTPOSIO cepii) abo nocTavanbHMKa
BUXiAHOrO MaTepiany, peareHTy abo A0NOMIKHOI
PEeYOBUHM (SIKLLLO 3a3HAYEHO Y A0CbE). BunyyeHHs
BMPOGHWKA, BiAMNOBigaIbHOMO 3a BTOPVHHE
nakysaHHs N3 - Laboratori Fundacio DAU, Spain /
Nab6opaTopi PyHaauio LAY, IcnaHis, ockinbku cTagis
BTOPUHHOTO NakyBaHHA Ha Lili AiNbHUL SK YacTiHa
LMKy 3gjlicHioBas1acsa viie BUPO6HNKOM KepH
dapma C.J1., IcnaHis.

158. | KAPBAMA3E | Tabnetku no 200 wmr; ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasiB: 3MiHN 3a He UA/7327/01/01
MiH- no 10 Tabnetok y 06MEXEHO BUPOOHMLTBA, | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peuenmo nionsieae
340POB'A 6nicTepi; no 2 BiANOBIAA/bHI KOHTPO/1b 3MiHM Yy BUPO6GHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo M

6nictepn y CTIo AKOCTI, BUMYCK CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
KapTOHHIi kopobuyj; "bapmavueBTu cepi: roToOBOro Nikapcbkoro 3acoby (3amiHa abo
no 20 TabneTok y YyHa KoMMaHis ToBapucTso 3 [ofaBaHHsA BUPOOHNKa, LLO BiAMNOBifa€E 3a BBE3EHHS
6nicTepi; no 1 "3p0pos'a” 0bMexeHo Ta/abo BMnyck cepii) - He Bktoyaroun
6nictepy y BignoBigasbHi KOHTPONb/BUNPOGYBaHHA cepil. JoaaBaHHS
KapTOHHI kopobL. CTIo BMPOGHMYOI AiNbHML, LLO BiANOBiga€E 3a BUNYCK cepii
"apmaueBTu TOB “®APMEKC I'PYI”, YkpaiHa (Ykpaina, 08301,
YyHa KOMMaHis KuiBcbka 06:1., M. Bopucninb, Byn. LLeBueHka, bya.
"3p0pos'a" 100).
YkpaiHa; BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
BCi cTagii 3aTBEPKEHHS.
BMPOGHMLTBA,
KOHTPO/b
SAKOCTI, BUNYCK
cepii:
ToBapucTso 3
06MexeHo
BiANOBIga/TbHI
cTio
"®APMEKC
reyn"

YKpaiHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
159. | KAPOA3WH- TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/3048/01/01
340POB'A nAiBKOBOO obmexeHor BMPOGHMLTBA, | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo nionsi2ae
060/10HKOI0, N0 20 BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
mr; no 30 TabneTok CTo AKOCTI, BUMYCK CTOCYTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
y 6nictepi; no 1 abo "dapmauesTu cepii: roTOBOrO /likapcbkoro 3acoby (3amiHa abo
2 6nictepn'y YyHa KOMMaHis ToBapucTBoO 3 [oaaBaHHsA BUPOOHNKA, LLO BiAMoBifa€e 3a BBE3EHHS
KapTOHHI kopobuyj; "3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
no 10 TabneTok y BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHSA cepii. [logaBaHHA
6nicTepi; no 3 CTHo BMPOGHMYOI AiNTbHNL, LLO BiANOBiga€e 3a BUMYCK cepii
6nictepn y "bapmaueBTu TOB “®APMEKC I'PYI", YkpaiHa (YkpaiHa, 08301,
KapTOHHI KOpo6Lyi YyHa KoMmnaHis KviBcbka 0611., micTo Bopucninb, Bynuus LLeBueHka,
"3nopos'a” 6yanHok 100). BBeAeHHS 3MiH NpoTarom 6-1u
YkpaiHa; MiCsILiB MicNs 3aTBEPKEHHS.
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b
AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MeXeHo0
BignoBigasibHi
cTio
"®APMEKC
reyn"

YKpaiHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
160. | KAPAIOOAP Tabnetky no 200 wmr; ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/1713/02/01
OH- no 10 TabneTtok y 06MEXEHO0 BMPOGHMLTBA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo nionsieae
340POB'A 6nicTepi; no 3 BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
6nictepn y CTIO SAKOCTI, BUNYCK CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
KapTOHHI Kopo6Lyi "dapmauesTu cepii: roTOBOrO /likapcbkoro 3acoby (3amiHa abo
YHa KOMMaHis ToBapucTBO 3 fofaBaHHA BUPOOHYKa, LU0 BiANOBifaE 3a BBE3EHHSA
"3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHSA cepii. [logaBaHHA
CTHo BMPOGHMYOI AiNTbHNL, LLO BiANOBiga€e 3a BUMYCK cepii
"®GapmaueBTu TOB “®APMEKC I'PYI", YkpaiHa (YkpaiHa, 08301,
YyHa KoMmnaHis Kuiscbka 061., M. Bopucnine, Byn. LLleBueHka, 6y,
"3nopos'a” 100).
YkpaiHa,; BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
BCi cTagii 3aTBepKeHHS.
BMPOGHMLTBA,
KOHTPO/b
AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MeXeHo0
BignoBigasibHi
cTio
"®APMEKC
reyn"
YKpaiHa
161. | KAPAONAKC | po3unH ans iH'ekuii, | TOB «YOPN[, YkpaiHa Mecbap Inau TypeuunHa BHECEHHS 3MiH 40 peecTpaLliinHMx MaTepiasis: 3MiHN 3a - UA/16067/01/01
1 mr/mn, no 5 mn B MEAVLH>» CaH. A.LL. | TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkunii 3acib. peyenmo
3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii M

amnyni; no 10
amnyn y KOHTYpPHIW
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
B KapTOHHIi1 kopobui

(BK/IHOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHN) BBeAEHHS
[104aTKOBOro po3Mipy cepii roToBOro Nikapcbkoro
3acoby. 3aTBepmxkeHo: 60 1. 3anponoHoBaHo: 60 N
(11,320 amnyn); 600 n (113,207 amnyn).
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
162. | KACOAEKC TabneTku, BKPUTI AcTpa3eHeka Benuka Bupo6HMK, HiMeuunHa/ | BHeECEHHSI 3MiH 40 peecTpaLiiHux MaTepianis: 3MiHU 3a - UA/0185/01/02
nAiBKOBOO HOK Nimiteq Bputanis BiANOBIA&bHN Benvka | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
060/10HKOI0, N0 150 n3a BputaHis hapmakoHarnsgy (iHwi 3mMiHn) 3MiHM BHeCeHi B M
mr; no 14 TabneTok BMPOBGHMLTBO TEKCT MapKyBaHHS yNakoBKMW /likapCbKoro 3acoby, a
y 6nicTepi; no 2 "in bulk", came: BUyYEHHS TEKCTY MapKyBaHHs 6e3
6nictepn y KOHTPO/b 3acTOCyBaHHSA MKHapPOAHOI cucteMun oguHnLpe Sl Ta
KapTOHHI KopooLyi SAKOCTI: BHECEHHS pefaKLiiHUX NPaBOK Y TEKCT MapKyBaHHSI
KoppaeH i3 3aCTOCYBaHHAM MDKHAPOAHOI CUCTEMUN OAMHULb
dapma 'v6X, Sl. BBefeHHS 3MiH NpOTAroM 6-Tu MicAuiB nicns
HimeyumnHa; 3aTBEPMKEHHS.
Bupo6HMK,
BiANOBiAA/IbHN
1 3a nepBUHHE
Ta BTOPVHHE
nakyBaHHS,
BUNYCK cepil:
AcTpa3eHeka
HOK NimiTep,
Benuvka
BputaHis
163. | KACOAEKC TabneTku, BKpUTI AcTpa3eHeka Benvka Brpo6HMK, HiMeuyunHHa/ | BHeCEHHS 3MiH A0 peecTpauiliHix maTtepianis: 3MiHu 3a - UA/0185/01/01
NNiBKOBOIO HOK Nimitepq, BpuTaHis BiANOBIA&/IbHN Benvka | TMNy - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta peuenmo
060710HKO0, No 50 n3a BputaHis hapmakoHarnsagy (iHwi 3MiHn) 3MiHN BHeCeHi B M
mr; no 14 TabneTtok BMPOOHMLTBO TEKCT MapKyBaHHS yrnakoBKW /likapCbKoro 3acoby, a
y 6nictepi; no 2 "in bulk", came: BUyYeHHs TEKCTY MapKyBaHHs 6e3
6nictepn y KOHTPO/1b 3aCTOCyBaHHA MXHapPOAHOI cuctemu oguHuupe Sl Ta
KapTOHHI KopobLyi AKOCTI: BHECEHHS pefaKLiiiHVX NPaBoK Y TEKCT MapKyBaHHS
KopgaeH i3 3aCcTOCYBaHHAM MDXHAPOAHOI CUCTEMU OAUHNLb
dapma N'v6X, Sl. BBeAeHHSA 3MiH NpOTAromM 6-Tu micsuis nicns
HimeyumnHa; 3aTBEPAKEHHS.
Bupo6HMK,
BiANOBiA&bHN

1 3a nepBUHHE
Ta BTOPVHHE
nakyBaHHs,
BUNYCK cepil:
AcTpa3eHeka
HOK NimiTes,
Benuka
BpuTaHis
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
164. | KBETUKCON TabneTku, BKPUTI 3AT JnToBCcbka KOHTPO/1b HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19569/01/01
XR nAiBKOBOO «®apmnira» Pecny6nik AKOCTI, | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo nionsi2ae
060/10HKO10, a nepBUHHE Ta CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo M
NPOMIOHroBaHol A, BTOPVIHHE ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby
no 50 wr; no 10 nakyBaHHs, (3miHa B ymOBax 36epiraHHs rOTOBOrO /ikapCbKOro
TabneTok y bnictepi; BWMNYCK Cepil: 3ac06y abo nicns po34NHEHHA/BILHOBMEHHS) 3MiHa
no 3 6nictepu B Mepkne 'vbX, ymoB 36epiraHHs ['/13: 3MiHM BHECEHI B iIHCTPYKLitO
KapTOHHIN navuj HimeuunHa; 0151 MeANYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
BMPOGHMLTBO "YMoBU 36epiraHHA" 3 BiAMOBIAHMN 3MiHAMW B
Hepo3dacoBa TEKCTi MapKyBaHHS ynakoBKM.
HOT NpoAyKu;i:
Mepkne
m6X ,
HimeyunHa
165. | KBETUKCON TabneTku, BKpUTI 3AT JlnToBCcbka KOHTPO/1b HimeuyunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19569/01/02
XR NNiBKOBOIO «Papmnira» Pecny6nik SAKOCTI, | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmo nionsi2ae
060/10HKOI0, a nepBuHHE Ta CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo M
NPO/IOHroBaHoT Aii, BTOPUHHE ymoBax 36epiraHHsi roToBOro Nikapcbkoro 3acoby
no 150 wr; no 10 nakyBaHHs, (3miHa B ymMmOBax 36epiraHHs rOTOBOr0 /iKapCbKOro
TabneTok y 6nictepi; BWMNYCK Cepil: 3ac06y abo nicns poO3YNHEHHNA/BILHOBNEHHS) 3MiHa
no 3 6nictepu B Mepkne 'm6X, yMOB 36epiraHHs [/13: 3MiHV BHECEHI B iHCTPYKLit0
KapTOHHIN nayui HimeuuunHa; 0151 MeANYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby
BMPOGHMLTBO "YMOBWU 36epiraHHsA" 3 BiANOBIAHMMN 3MiHAMK B
Hepo3dhacosa TEKCTi MapKyBaHHS ynakoBKM.
HOI NpoayKLUil:
Mepkne
m6X,
HimeyunHa
166. | KBETUKCO/N TabneTkn, BKPUTI 3AT JinToBCbKa KOHTPO/Tb HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx martepianis: 3MiHu 3a He UA/19569/01/03
XR NNiBKOBOIO «Papmrira» Pecny6nik AKOCTI, | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3aci6. peuyenmo nionsi2ae
060/10HKOIO, a nepBuHHe Ta CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo M
NPOIOHrOBaHOi Aji, BTOPVIHHE yMOBax 36epiraHHsi roTOBOro NlikapCbKoro 3acoby
no 200 wmr; no 10 nakyBaHHs, (3MiHa B yMmoBax 36epiraHHs FOTOBOrO NiKapCbKoro
TabneTok y 6nictepi; BUMNYCK cepil: 3aco6y abo nicns Po3YNHEHHA/BILHOBNEHHS) 3MiHa
no 3 6nictepu B Mepkne 'm6X, yMOB 36epiraHHsl [/13: 3MiHN BHECEHi B iHCTPYKLit0
KapTOHHI navui HimeyumnHa; AN MeAnYHOro 3acTocyBaHHA NikapCbKoro 3acoby
BUPOGHULTBO "YMOBU 36epiraHHA" 3 BiANOBIAHUMN 3MiHAMW B
Hepo3acosa TEKCTi MapKyBaHHS yrnakoBKK.
HOT NpoaYyKLUiT:
Mepkne
m6X,

HimeyunHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
167. | KBETUKCON TabneTku, BKPUTI 3AT JnToBCcbka KOHTPO/1b HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19569/01/04
XR nAiBKOBOO «®apmnira» Pecny6nik AKOCTI, | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo nionsi2ae
060/10HKO10, a nepBUHHE Ta CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo M
NPOMIOHroBaHol A, BTOPVIHHE ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby
no 300 wmr; no 10 nakyBaHHs, (3miHa B ymOBax 36epiraHHs rOTOBOrO /ikapCbKOro
TabneTok y bnictepi; BWMNYCK Cepil: 3ac06y abo nicns po34NHEHHA/BILHOBMEHHS) 3MiHa
no 3 6nictepu B Mepkne 'vbX, ymoB 36epiraHHs ['/13: 3MiHM BHECEHI B iIHCTPYKLitO
KapTOHHIN navuj HimeuunHa; 0151 MeANYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
BMPOGHMLTBO "YMoBU 36epiraHHA" 3 BiAMOBIAHMN 3MiHAMW B
Hepo3dacoBa TEKCTi MapKyBaHHS ynakoBKM.
HOT NpoAyKu;i:
Mepkne
m6X ,
HimeyunHa
168. | KBETUKCON TabneTku, BKpUTI 3AT JlnToBCcbka KOHTPO/1b HimeuyunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19569/01/05
XR NNiBKOBOIO «Papmnira» Pecny6nik SAKOCTI, | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmo nionsi2ae
060/10HKOI0, a nepBuHHE Ta CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo M
NPO/IOHroBaHoT Aii, BTOPUHHE ymoBax 36epiraHHsi roToBOro Nikapcbkoro 3acoby
no 400 wr; no 10 nakyBaHHs, (3miHa B ymMmOBax 36epiraHHs rOTOBOr0 /iKapCbKOro
TabneTok y 6nictepi; BWMNYCK Cepil: 3ac06y abo nicns poO3YNHEHHNA/BILHOBNEHHS) 3MiHa
no 3 6nictepu B Mepkne 'm6X, yMOB 36epiraHHs [/13: 3MiHV BHECEHI B iHCTPYKLit0
KapTOHHIN nayui HimeuuunHa; 0151 MeANYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby
BMPOGHMLTBO "YMOBWU 36epiraHHsA" 3 BiANOBIAHMMN 3MiHAMK B
Hepo3dhacosa TEKCTi MapKyBaHHS ynakoBKM.
HOI NpoayKLUil:
Mepkne
m6X,

HimeyunHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
169. | KBETUKCON TabneTku, BKPUTI 3AT JnToBCcbka KOHTPO/1b HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/19569/01/02
XR nAiBKOBOO «®apmnira» Pecny6nik AKOCTI, | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmo
060/10HKOI0, a nepBUHHE Ta BignosigHocTi/l E-cepTudikar BignosigHoCTI M
NPOMIOHroBaHol A, BTOPVIHHE €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
no 150 wr; no 10 nakyBaHHs, HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
TabneTok y bnictepi; BWMNYCK Cepil: abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
no 3 6nictepu B Mepkne 'vbX, €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
KapTOHHI nayui HimeuumnHa; marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BMPOOHNLTBO BUKOPWCTOBYIOTLCS Y BUPOOHNLUTBI ADI; ans
Hepo3gacoBa [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
HOT NpoAyKu;i: €Bponevicbkin hapmakonei) - Hosuii ceptudikar Big,
Mepkne BXe 3aTBepKeHOro BUPO6HWMKa - MOJaHHA HOBOTO
v6X , cepTudikaTa BigNoBiAHOCTI EBpONEChKilt
HimeuunHa dhapmakonei Ne RO-CEP 2020-234 - Rev 00 gns Adl

KBeTianiHy hymapary Bif BXe 3aTBepXeHOro
BMpo6HUuka Teva Pharmaceutical Industries Ltd.,
I3painb. 3miHu | Trny - 3miHn 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT peqoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€sponeiickkin hapmakonei Ne RO-CEP 2020-234 -
Rev 01 ana A®l keeTianiHy doymapary Big, BXxe
3aTBepxeHoro BupobHvka Teva Pharmaceutical
Industries Ltd., I13paine. 3miHu | Tuny - 3miHn 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPo6yBaHb/nepiosy 36epiraHHA abo
ymoB 36epiraHHs A®| (3a BigcyTHOCTI y
3aTBEpPKEHOMY [1OCbE cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYae nepiog,
MOBTOPHOrO BMNPOGYBaHHS) (iHLWi 3MiHW) BBEAEHHS
nepiogy NOBTOPHOro BMNpo6yBaHHA Ad®Il — 30
MicALiB, OCKiNbkn HoBUIA CEP He MicTuTb iHdhopmaLi
LLIOA0 MOBTOPHOTO TECTYBAHHS Ait040I pEYOBUHM
KBeTianiHy dpymapary.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
170. | KBETUKCON TabneTku, BKPUTI 3AT JnToBCcbka KOHTPO/1b HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/19569/01/03
XR nAiBKOBOO «®apmnira» Pecny6nik AKOCTI, | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmo
060/10HKOI0, a nepBUHHE Ta BignosigHocTi/l E-cepTudikar BignosigHoCTI M
NPOMIOHroBaHol A, BTOPVIHHE €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
no 200 wmr; no 10 nakyBaHHs, HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
TabneTok y bnictepi; BWMNYCK Cepil: abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
no 3 6nictepu B Mepkne 'vbX, €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
KapTOHHI nayui HimeuumnHa; marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BMPOOHNLTBO BUKOPWCTOBYIOTLCS Y BUPOOHNLUTBI ADI; ans
Hepo3gacoBa [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
HOT NpoAyKu;i: €Bponevicbkin hapmakonei) - Hosuii ceptudikar Big,
Mepkne BXe 3aTBepKeHOro BUPO6HWMKa - MOJaHHA HOBOTO
v6X , cepTudikaTa BigNoBiAHOCTI EBpONEChKilt
HimeuunHa dhapmakonei Ne RO-CEP 2020-234 - Rev 00 gns Adl

KBeTianiHy hymapary Bif BXe 3aTBepXeHOro
BMpo6HUuka Teva Pharmaceutical Industries Ltd.,
I3painb. 3miHu | Trny - 3miHn 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT peqoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€sponeiickkin hapmakonei Ne RO-CEP 2020-234 -
Rev 01 ana A®l keeTianiHy doymapary Big, BXxe
3aTBepxeHoro BupobHvka Teva Pharmaceutical
Industries Ltd., I13paine. 3miHu | Tuny - 3miHn 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPo6yBaHb/nepiosy 36epiraHHA abo
ymoB 36epiraHHs A®| (3a BigcyTHOCTI y
3aTBEpPKEHOMY [1OCbE cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYae nepiog,
MOBTOPHOrO BMNPOGYBaHHS) (iHLWi 3MiHW) BBEAEHHS
nepiogy NOBTOPHOro BMNpo6yBaHHA Ad®Il — 30
MicALiB, OCKiNbkn HoBUIA CEP He MicTuTb iHdhopmaLi
LLIOA0 MOBTOPHOTO TECTYBAHHS Ait040I pEYOBUHM
KBeTianiHy dpymapary.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
171. | KBETUKCOnN TabneTku, BKPUTI 3AT JnToBCcbka KOHTPO/1b HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/19569/01/04
XR nAiBKOBOO «®apmnira» Pecny6nik AKOCTI, | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmo
060/10HKOI0, a nepBUHHE Ta BignosigHocTi/l E-cepTudikar BignosigHoCTI M
NPOMIOHroBaHol A, BTOPVIHHE €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
no 300 wmr; no 10 nakyBaHHs, HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
TabneTok y bnictepi; BWMNYCK Cepil: abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
no 3 6nictepu B Mepkne 'vbX, €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
KapTOHHI nayui HimeuumnHa; marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BMPOOHNLTBO BUKOPWCTOBYIOTLCS Y BUPOOHNLUTBI ADI; ans
Hepo3gacoBa [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
HOT NpoAyKu;i: €Bponevicbkin hapmakonei) - Hosuii ceptudikar Big,
Mepkne BXe 3aTBepKeHOro BUPO6HWMKa - MOJaHHA HOBOTO
v6X , cepTudikaTa BigNoBiAHOCTI EBpONEChKilt
HimeuunHa dhapmakonei Ne RO-CEP 2020-234 - Rev 00 gns Adl

KBeTianiHy hymapary Bif BXe 3aTBepXeHOro
BMpo6HUuka Teva Pharmaceutical Industries Ltd.,
I3painb. 3miHu | Trny - 3miHn 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT peqoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€sponeiickkin hapmakonei Ne RO-CEP 2020-234 -
Rev 01 ana A®l keeTianiHy doymapary Big, BXxe
3aTBepxeHoro BupobHvka Teva Pharmaceutical
Industries Ltd., I13paine. 3miHu | Tuny - 3miHn 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPo6yBaHb/nepiosy 36epiraHHA abo
ymoB 36epiraHHs A®| (3a BigcyTHOCTI y
3aTBEpPKEHOMY [1OCbE cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYae nepiog,
MOBTOPHOrO BMNPOGYBaHHS) (iHLWi 3MiHW) BBEAEHHS
nepiogy NOBTOPHOro BMNpo6yBaHHA Ad®Il — 30
MicALiB, OCKiNbkn HoBUIA CEP He MicTuTb iHdhopmaLi
LLIOA0 MOBTOPHOTO TECTYBAHHS Ait040I pEYOBUHM
KBeTianiHy dpymapary.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
172. | KBETUKCON TabneTku, BKPUTI 3AT JnToBCcbka KOHTPO/1b HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/19569/01/05
XR nAiBKOBOO «®apmnira» Pecny6nik AKOCTI, | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmo
060/10HKOI0, a nepBUHHE Ta BignosigHocTi/l E-cepTudikar BignosigHoCTI M
NPOMIOHroBaHol A, BTOPVIHHE €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
no 400 wr; no 10 nakyBaHHs, HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
TabneTok y bnictepi; BWMNYCK Cepil: abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
no 3 6nictepu B Mepkne 'vbX, €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
KapTOHHI nayui HimeuumnHa; marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BMPOOHNLTBO BUKOPWCTOBYIOTLCS Y BUPOOHNLUTBI ADI; ans
Hepo3gacoBa [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
HOT NpoAyKu;i: €Bponevicbkin hapmakonei) - Hosuii ceptudikar Big,
Mepkne M'm6X, BXe 3aTBepKeHOro BUPO6HWMKa - MOJaHHA HOBOTO
HimeyunHa cepTudikaTa BigNoBiAHOCTI EBpONEChKilt

dhapmakonei Ne RO-CEP 2020-234 - Rev 00 gns Adl
KBeTianiHy hymapary Bif BXe 3aTBepXeHOro
BMpo6HUuka Teva Pharmaceutical Industries Ltd.,
I3painb. 3miHu | Trny - 3miHn 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT peqoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€sponeiickkin hapmakonei Ne RO-CEP 2020-234 -
Rev 01 ana A®l keeTianiHy doymapary Big, BXxe
3aTBepxeHoro BupobHvka Teva Pharmaceutical
Industries Ltd., I13paine. 3miHu | Tuny - 3miHn 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPo6yBaHb/nepiosy 36epiraHHA abo
ymoB 36epiraHHs A®| (3a BigcyTHOCTI y
3aTBEpPKEHOMY [1OCbE cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYae nepiog,
MOBTOPHOrO BMNPOGYBaHHS) (iHLWi 3MiHW) BBEAEHHS
nepiogy NOBTOPHOro BMNpo6yBaHHA Ad®Il — 30
MicALiB, OCKiNbkn HoBUIA CEP He MicTuTb iHdhopmaLi
LLIOA0 MOBTOPHOTO TECTYBAHHS Ait040I pEYOBUHM
KBeTianiHy dpymapary.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
173. | KBETUKCON TabneTku, BKPUTI 3AT JnToBCcbka KOHTPO/1b HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/19569/01/01
XR nAiBKOBOO «®apmnira» Pecny6nik AKOCTI, | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmo
060/10HKOI0, a nepBUHHE Ta BignosigHocTi/l E-cepTudikar BignosigHoCTI M
NPOMIOHroBaHol A, BTOPVIHHE €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
no 50 wr; no 10 nakyBaHHs, HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
TabneTok y bnictepi; BWMNYCK Cepil: abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
no 3 6nictepu B Mepkne 'vbX, €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
KapTOHHI nayui HimeuumnHa; marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BMPOOHNLTBO BUKOPWCTOBYIOTLCS Y BUPOOHNLUTBI ADI; ans
Hepo3gacoBa [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
HOT NpoAyKu;i: €Bponevicbkin hapmakonei) - Hosuii ceptudikar Big,
Mepkne BXe 3aTBepKeHOro BUPO6HWMKa - MOJaHHA HOBOTO
v6X , cepTudikaTa BigNoBiAHOCTI EBpONEChKilt
HimeuunHa dhapmakonei Ne RO-CEP 2020-234 - Rev 00 gns Adl

KBeTianiHy hymapary Bif BXe 3aTBepXeHOro
BMpo6HUuka Teva Pharmaceutical Industries Ltd.,
I3painb. 3miHu | Trny - 3miHn 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT peqoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€sponeiickkin hapmakonei Ne RO-CEP 2020-234 -
Rev 01 ana A®l keeTianiHy doymapary Big, BXxe
3aTBepxeHoro BupobHvka Teva Pharmaceutical
Industries Ltd., I13paine. 3miHu | Tuny - 3miHn 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPo6yBaHb/nepiosy 36epiraHHA abo
ymoB 36epiraHHs A®| (3a BigcyTHOCTI y
3aTBEpPKEHOMY [1OCbE cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYae nepiog,
MOBTOPHOrO BMNPOGYBaHHS) (iHLWi 3MiHW) BBEAEHHS
nepiogy NOBTOPHOro BMNpo6yBaHHA Ad®Il — 30
MicALiB, OCKiNbkn HoBUIA CEP He MicTuTb iHdhopmaLi
LLIOA0 MOBTOPHOTO TECTYBAHHS Ait040I pEYOBUHM
KBeTianiHy dpymapary.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
174. | KETOOEKCA TabneTku, BKPUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/16020/01/01
NNiBKOBOIO "ACTPA®APM "ACTPA®APM | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
060/10HKOI0, N0 25 " " thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
mr; no 10 TabneTok NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
y 6nictepi; no 1 abo IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
no 3 6nictepn y perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
KopooLi nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaar0” BignosigHo Ao pekomeHgauin PRAC.
175. | KETOPON TabneTku, Lo O-p Peppi'c IHAjia O-p Peppi'c IHAjs BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/18105/01/01
EKCMNPEC ONChepryoTbes B Nab6opaTtopic Nab6opaTtopic | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peuenmo

POTOBI NOPOXHWHI, Nimiteq Nimiteq 3MiHU y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo M

no 10 wmr; no 10
Tabnetok y 6nictepi;
no 1 a6o 10
6nicTepiB B KOPOOL

LONyCTUMUX MEX, BCTAHOB/IEHNX Y crieundikaLisx,
nig, yac BUPOGHULITBA rOTOBOrO /1iKapCbKOro 3acoby
(BUNYYEHHS HECYTTEBOrO BUNPOOYBaHHA B MPOLECI
BUPOGHMLITBA) BUNYHYEHHS PYTUHHOTO KOHTPOJIIO 3@
NokasHMKOM «Appearance», B NpoLLeci BUpoGHULTBA
(in-process control) Ha eTani 3MiLLyBaHHS.
BrnpobyBaHHs1 NpOBOANTUMYTb /IMLLE Mif Yac
BMPOGHULITBA BasifaLiiiHux cepiii. BBeleHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCAa 3aTBEPMKEHHS. 3MiHK |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
3MiHV Y BUpOOHMUTBI. 3MiHM BUNpobyBaHb abo
[OMNyCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikaulisx,
nif, yac BUPOGHMLITBA FOTOBOIO /1iKapCbKoro 3acoby
(iHWi 3MiHW) BUNYYEHHSA PYTUHHOTO KOHTPOSIHO 3a
nokasHunkom «Assay by HPLC» B npoueci
BMPOGHULTBA (in-process control) Ha eTani
3MilyBaHHsA. BunpobyBaHHA NPOBOAUTMYTb NLLe
nig Yac BUpPO6HMLITBA BanigaLiiiHux cepiii.
BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHW Y BUPOOHULITBI.
3MiHM BUNpo6yBaHb abo AOMYCTUMMX MEX,
BCTaHOBMEHMX Y cnevumdikayisx, nig yac
BMPOBGHULTBA FOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHW) BATYYEHHSI PYTUHHOIO KOHTPOJIHO 3a




169

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

nokasHukom «Blend Uniformity by HPLC», B npoueci
BMpo6HMUTBA (in-process control) Ha eTani
3MilyBaHHsA. BunpobyBaHHA NPOBOAUTUMYTb NnLLE
nig Yac BUPO6HMLITBA BanifaLiiiHux cepiii.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHV BUNpO6yBaHb
abo [oNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumaikauisx, nig yac BUPo6HMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM) BUTYYEHHS
PYTUHHOTO KOHTPOJIO 3a Noka3Hukom «Residual
Solvents», B npoueci BUpobHuUuTBa (in-process
control) Ha eTani 3milyBaHHs. BunpobyBaHHs
NPOBOANTUMYTb JINLLE Mif, Yac BUPOGHMLITBA
BanifaLiiHux cepiii. BBeeHHS 3MiH NPOTArom 6-Tu
MicALIB MicnsA 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. 3MiHN Yy
BUPOOGHMUTBI. 3MiHM BUNpobyBaHb abo A0MyCTUMUX
MeX, BCTAHOBJ/IEHMX Y crneumndikayisx, nig vac
BMPOGHMLITBA rOTOBOTO /iKapCbKOro 3aco6y (iHLui
3MiHW) BUYYEHHS PYTUHHOTO KOHTPOJIIO 3a
nokasHnkom «Water by KF», B npoueci BUpo6HULTBa
(in-process control) Ha eTani 3miLLyBaHHS.
BrnpobyBaHHs1 NpOBOANTUMYTb NIMLLE Mig Yac
BMPOOHULITBA BastifaLiiiHux cepiii. BBeieHHS 3MiH
NpoTArom 6-Tu MicALIB NicNs 3aTBEPMKEHHS. 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
roTOBOrO Nikapcbkoro 3acoby (iHLUi 3MiHK)
BBE/lEHHS NepioanyHOCTI KoHTponto /13 3a
nokasHukoM «MikpobiosoriyHa uncToTa» - Ha
MOMEHT BuUNycky (release specification):
KOHTPONIOETLCA 3 NEPIOANYHICTIO KOXHI 20 cepili abo
1 cepisi Ha pik 3a/1EXHO Big, TOTO, WO YacTille.
MpoTtarom TepmiHy npuaaTHocTi (shelf-life
specification): BuNpobyBaHHA NPOBOAATL B KiHL
TepMiHy NMpuAaTHOCTI abo BigMoBigHO 4O MPOTOKONY.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TMNy - 3MiHW 3 SIKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTpob roToBOro
nNiKapcbkoro 3acoby (iHLWi 3MiHW) NPUBELEHHSA TEKCTY
MeTogis KoHTpo/t0 AkocTi /13 y BiANOBIAHICTb A0
BVIMOT fjl040r0 3aKOHOAABCTBa YKpaiHu, a came:
nepeknag Ha ykpaiHcbKy MoBY. BBeIEHHS 3MiH
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
176. | KETOPOJIAK- | Ta6netku no 10 mr; ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/4961/02/01
340POB'A no 10 TabneTtok y 06MEXEHO0 BMPOGHMLTBA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo nionsieae
6nicTepi; no 1 abo BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
no 2 6nictepu B CTIO SAKOCTI, BUNYCK CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
KapTOHHI kopobuy; "dapmauesTu cepii: roTOBOrO /likapcbkoro 3acoby (3amiHa abo
no 30 Tabnetok y YHa KOMMaHis ToBapucTBO 3 fofaBaHHA BUPOOHYKa, LU0 BiANOBifaE 3a BBE3EHHSA
KOHTeliHepi; no 1 "3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
KOHTeliHepy B BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHSA cepii. [logaBaHHA
KapTOHHI Kopo6Lyi CTHo BMPOGHMYOI AiNTbHNL, LLO BiANOBiga€e 3a BUMYCK cepii
"®GapmaueBTu TOB “®APMEKC I'PYI", YkpaiHa (YkpaiHa, 08301,
YyHa KOMMaHis KuiBcbka 061., MicTo Bopucnine, Bynmus LLeBueHka,
"3nopos'a” 6yanHok 100). BBeAeHHS 3MiH NpoTarom 6-1u
YkpaiHa; MiCsILiB MicNs 3aTBEPKEHHS.
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b
AKOCTI, BUMYCK
cepii:
ToBapucTso 3
06MeXeHo0
BignoBigasibHi
cTio
"®APMEKC
reyn"

YKpaiHa
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BignoBigasibHi
cTo HaykoBo-
BMPOGHMYA
hipma
«MIKPOXIM»
YKpaina;
BiANOBiAA/IbHN
11 3a BUNyCK
cepii, He
BK/THOHAI0UM
KOHTPO/b/BUN
pobyBaHHs
cepii:
TOB HB®
«MIKPOXIM»

YKpaiHa

AIK HACNiAOoK MosiBa YNakoBOK MiKapCbKoro 3acoby
ONs [oAaTKOBUX BUPOGHWKIB. BBEAEHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micusa NPoBafXeHHs AisNIbHOCTI
BMPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBEeAEHHS KOHTPOJIHO AKOCTI. (4isANIbHICTb, 3a AKY
BiANoBIAae BUPOGHMK/IMNOPTEpP, BKIOYAOUN BUMYCK
cepiid) 3miHa ropuanyHoi agpecu BupobHuka N3,
6e3 3MiHU (haKTUYHOro Micus BUPOOHULTBA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBePAKEHHS

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
177. | KETOPOMAK- | po3uvH Ans iH eKLiiA, TOB HB® YkpaiHa BiANOBIA&/IbHU YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/17057/01/01
MIKPOXIM 30 mr/mn, no 1 mn B «MIKPOXIM» 3a | TMNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenmo nionsieae
amnyni; no 5 amnyn BMPOGHMLTBO HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa M
y KaceTi; no 2 Ta peecTpauiiiHoOro NocBigYeHHs1) 3MiHa HaliMeHyBaHHs
KaceTun y nadui 3 KOHTPO/b/BUN Ta agpecu 3asBHMKA - BHECEHI B iIHCTPYKLtO Ans
KapTOHY pobyBaHHs MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
cepil, He po3zainu " 3anBHUK", "MicLe3HaxXoMKeHHS 3asBHUKA".
BKOYa0Un BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
BWMNYCK Cepil: 3aTBEpMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
MpuBaTHe [oTOBWIA NikapcbkMii 3aci6. 3MiHM Y BUPOOHULITBI.
akujioHepHe 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTbCS BUMYCKY
TOBapWCTBO cepii Ta KOHTPOJIH0 AKOCTi FOTOBOTO NliKapChKOro
«J1ekxim- 3acoby (3amiHa abo fofaBaHHS BUPOOHUKA, LLO
XapkiB» BiANOBiAa€e 3a BBE3EHHSA Ta/abo Bunyck cepii) - He
YKpaiHa,; BK/IOYA0UM KOHTPOSIL/BUMPOGYBaHHSA cepii -
BiANOBIA&/IbHU [ofaBaHHA BUpPOOHUKa M3, BiANoBiAa/IbHOTO 3a
n3a BWMYCK Cepii, He BKIOYaun
BMPOGHMLTBO KOHTpOnb/BMNpo6yBaHHSA cepii: TOB HB®
Ta «MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m. Kuis,
KOHTPO/b/BUN Byn. ByainaycTpii, 5) BHECEHI B iHCTPYKLito ANs
pobyBaHHs MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
cepil, po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BKOYa0Un BMPOGHMKA Ta 1A0ro agpecu Micus NpoBaKeHHs
BWMNYCK Cepil: [ISNBHOCTI" 3 MOX/IMBICTIO APYKYBaTV OKPEMi
ToBapucTBO 3 IHCTPYKLU|T 4719 MEAUYHOTO 3aCTOCYBaHHSA
06MexeHo nikapcbKoro 3acoby AnA BiANoOBigHVX BUPOOHUKIB Ta




172

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
178. | KNTAPUTPOMI | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/9712/01/02
LINH- NNiBKOBOIO 06MEXEHO0 BMPOGHMLTBA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo nionsieae
340POB'A 060s10HKOI0, No 500 BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
Mr no 7 TabneTok y CTo AKOCTI, BUMYCK CTOCYTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
6nictepi; no 1 a6o "bapmaueBTu cepi: roTOBOro Nikapcbkoro 3acoby (3amiHa abo
no 2 6nictepv B YyHa KOMMaHis ToBapucTBoO 3 [oaaBaHHsA BUPOOHNKA, LLO BiAMoBifa€e 3a BBE3EHHS
KapTOHHI kopobuyj; "3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
no 10 TabneTok y BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHS cepii - AoAaBaHHSA
6nicTepi; no 1 CTHo BMPOGHMYOI AiNTbHNL, LLO BiANOBiga€e 3a BUMYCK cepii
6nictepy B "bapmaueBTu TOB “®APMEKC I'PYI", YkpaiHa (YkpaiHa, 08301,
KapTOHHI KOpo6Lyi YyHa KoMmnaHis KviBcbka 0611., micTo Bopucninb, Bynuus LLeBueHka,
"3popos's”, 6yanHok 100). 3MiHN BHECEHI B po3zinn "BUPO6HNMK"
YKpaiHa; Ta "MicLe3HaxoMpKeHHs1 BUpOOHMKa Ta agpeca Micusa
BCi cTagii NPOBaKEHHS Or0 AiS/IbHOCTI" B IHCTPYKLit0 ANs
BUPOGHMLITBA, MeAMYHOro 3aCTOCYBaHHS y 3B"A3KY 3 BBEAEHHAM
KOHTPO/1b [,04aTKOBOI BUPOBHUYOT AiNbHULI Ta K HACILOK -
AKOCTI, BUMYCK BiANOBIAHI 3MiHW Yy TEKCTIi MapKyBaHHS yNaKkoBKu
cepii: nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-T1
ToBapucTBO 3 MiCsILiB MicNs 3aTBEPKEHHS.
06MeXeHo0
BignoBigasibHi
cTio
"®APMEKC
reyn-,

YKpaiHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
179. | KNAPUTPOMI | Tabnetku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/9712/01/01
LINH- NNiBKOBOIO 06MEXEHO0 BMPOGHMLTBA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo nionsieae
340POB'A 060/10HKOI0, N0 250 BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
Mr no 7 TabneTok y CTo AKOCTI, BUMYCK CTOCYTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
6nicTepi; no 2 "bapmaueBTu cepi: roTOBOro Nikapcbkoro 3acoby (3amiHa abo
6nictepu B YyHa KOMMaHis ToBapucTBoO 3 [oaaBaHHsA BUPOOHNKA, LLO BiAMoBifa€e 3a BBE3EHHS
KapTOHHI kopobuyj; "3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
no 10 TabneTok y BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHS cepii - AoAaBaHHSA
6nicTepi; no 1 CTHo BMPOGHMYOI AiNTbHNL, LLO BiANOBiga€e 3a BUMYCK cepii
6nictepy B "bapmaueBTu TOB “®APMEKC I'PYI", YkpaiHa (YkpaiHa, 08301,
KapTOHHI KOpo6Lyi YyHa KoMmnaHis KviBcbka 0611., micTo Bopucninb, Bynuus LLeBueHka,
"3popos's”, 6yanHok 100). 3MiHN BHECEHI B po3zinn "BUPO6HNMK"
YKpaiHa; Ta "MicLe3HaxoMpKeHHs1 BUpOOHMKa Ta agpeca Micusa
BCi cTagii NPOBaKEHHS Or0 AiS/IbHOCTI" B IHCTPYKLit0 ANs
BUPOGHMLITBA, MeAMYHOro 3aCTOCYBaHHS y 3B"A3KY 3 BBEAEHHAM
KOHTPO/1b [,04aTKOBOI BUPOBHUYOT AiNbHULI Ta K HACILOK -
AKOCTI, BUMYCK BiANOBIAHI 3MiHW Yy TEKCTIi MapKyBaHHS yNaKkoBKu
cepii: nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-T1
ToBapucTBO 3 MiCsILiB MicNs 3aTBEPKEHHS.
06MeXeHo0
BignoBigasibHi
cTio
"®APMEKC
reyn-,

YKpaiHa




174

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
180. | KNIHAAMIUW | kancynu no 0,15r; MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/8159/01/01
H-M no 10 kancyn y «MoHapm» «MoHdapm» | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenmo nionsi2ae
6nicTepi; no 1 HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa M

6nictepy B navui 3
KapTOHY

peecTpaLiiiHoro noceig4eHHst). 3miHa agpecu
3asBHUKa (BN1acHUKa peecTpaLiiiHoOro NOCBiAYEHHS).
TepMmiH BBELlEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPKEHHSA. 3MiHM | TUNY - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYAUMN AiNbHAL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKUM BUMYCK CEpIlt).
3mina agpecy Bupo6Huka MN3 MAT "MoHdapm",
YkpaiHa, 6e3 3miHV micus BUpo6HuUTBa. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEpMKEHHSA. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0c06M, BigNoBiganLHOI 3a
34iiCHEHHS dhapMaKoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0CO6MU, BignoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioyYakyn
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
YMOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifaIbHOT 3a
papmakoHarnsg. Aitoua pegakuis: Cosrupa Cepriid
CepriiioBny. MponoHoBaHa pegakuis: MacTyLweHko
IHHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxomkeHHs MacTep-haiina cucremm
thapmakoHarnagy. 3MiHa Micus 34iCHEHHS!
OCHOBHOI fisi/IbHOCTi 3 dhapmakoHarnsgy.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
181. | KOKAPBOKC | Ta6netku no 50 mr, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 He UA/11886/01/02
NNA3A - no 10 TabneTtok y "GapmaueBTun "ACTPA®APM | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyenma nionsieae
®POPTE 6nicTepi; no 2 abo 3 YHa KOMMaHis " CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
6nictepu y Kopobui 3 "papKoC" pO3Mipy yNakoBK/ roTOBOrO NikapCbKoro 3acoby
KapTOHY (3miHa KinlbKOCTi oanHULL (Hanpukiag TabneTok,
ammy/ TOLLo) B yNakoBLi:) - 3miHa no3a AgianasoHoMm
3aTBEPMKEHNX PO3MIpPIB yNnakoBk1. BBeaeHHS
[04aTKOBOTY po3mipy nakyBaHHs /13 3
MapKeTUHroBMX MipKyBaHb Ta AN 3pYy4YHOCTI
nawieHTa. 3MiHY BHECEeHI B iHCTPYKUio AN
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
po3ain "YnakoBka" (3MiHa po3mipy ynakoBku /13).
182. | KONAPEKC NOpPOLLOK ANs CTALA HimeuunH CmiTKnsiiH IcnaHis BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/8393/01/01
MAKCIrePuvn Opa/1bHOro PO34NHY ApuHaiimitten a Biuem C.A. | TMNYy - 3MiHK Woao 6e3nekn/ethekTMBHOCTI Ta peyenma
31 CMAKOM 5 a6o 10 nakeTukiB y b Al thapmakoHarnagy. 3MiHa y KOpOoTKilli XxapakTepucTuui
NUMOHY KapTOHHI KopooLyi nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

IHCTPYKLT 415 MeANYHOro 3acTocyBaHHs Ha nmigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHunx gocnimkersb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom)-
3MiHN BHECEHO B IHCTPYKLitO 415 MeNYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3Ainis:
"B3aemogia 3 iHWMMKM NiKkapCbkumn 3acobamm Ta
iHWi BMAW B3aemogijin", "Ocob6nnBOCTi 3aCTOCYBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii Woao 6e3nekn
3aCTOCyBaHHS fjt040i pevyoBMHY napaletamon
3rigHo 3 pekoMeHgauieto PRAC. BBeaeHHs 3MiH
npoTarom 3-x Micsuis nicas 3aTBepoKeHHs
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
183. | KONAPEKC NOpPOLLOK ANA CTALA HimeuunH CmiTKnsiiH IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/2560/01/01
XOTPEM 3l Opa/1bHOro PO34NHY ApuHaiimitten a Biuem C.A. | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
CMAKOM no 5 r nopoLky y b Al thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NUMOHY nakeTuky; no 5 abo NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

10 nakeTukiB y
KapTOHHI Kopo6Lyi

IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) -
3MiHN BHECEHO B IHCTPYKLitO 415 MEANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3Ainis:
"B3aemogia 3 iHWKMMK NiKapcbkumn 3acobamm 1a
iHWi BMAW B3aemogijin", "Ocob6nnBoCTi 3aCTOCYBaHHSA"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii Wwoao 6e3nekn
3aCTOCyBaHHS fjt040i pevyoBMHY napaleTamon
3rigHo 3 pekomeHgauieto PRAC BBeAeHHs 3MiH
NpoTArom 3-xX MiCAUIB MiC/1A 3aTBEPKEHHS
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Mepkne 'm6X,

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
184. | KONomiunH NOpPOLLOK ANA TOB «TeBa YkpaiHa Bupo6bHuuTBO [Oanis/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/7533/01/01
IH'EKLA pO3unHy ans YKpaiHa» Hepo3sdacosa Benuka | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo nionsi2ae
iH'eKUl, iHdY3ili abo HOro Bputanis/ 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
iHransyii no 1 000 nNpoayKTY, YropwmHa/ CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
000 MO; 10 nepBrHHA Ipnangis/ roTOBOro Nikapcbkoro 3acoby (3amiHa abo
dhr1akoHiB 3 ynakoBKa, HimeuunHa [oaaBaHHsA BUPOOHNKA, LLO BiAMoBifa€e 3a BBE3EHHS
NOpPOLLKOM B KOHTPO/1b Ta/abo Bunyck cepii) - He Bkovaroum
KapTOHHI KOpOGL; cepi: KOHTPONb/BUNPOGYBaHHS cepii. BBegeHHs Mepkie
Kcenis 'm6X / Merckle GmbH, Nioggir-Mepkne-LUTtpacce 3,
dapmacboTike 89143 bnay6oiipeH, HimeuunHa / Ludwig-Merckle-
n3 AnC, Strasse 3, 89143 Blaubeuren, Germany, wo 6yae
[Janis; BMKOHYBaTV (hYHKL,i10 "[A,03BiN Ha BUMYCK cepii”.
BTopuHHa 3MiHV BHECEHI B iHCTPYKLi0 4151 MeguyHoro
yrnakoBkKa, 3aCcToCyBaHHSA NiKapCbKoro 3acoby y po3gim
[003BiN Ha "Brpo6HMKK", "MicLe3HaxomKeHHs! BUPOGHMKa Ta
BUNYCK cepil: aapeca Micus NpoBaMKeHHS IX AianbHocT" 3
MeH BiANOBIAHUMY 3MiHAMW B TEKCTI MapKyBaHHS
dapmachbloTika yrnakoBOK. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
n Cepsices nicns 3aTBepKEHHS.
Niviten,
Benuka
BpuTaHis;
KoHTposib
cepii:
Kcenia
dapmacbtoTike
n3 Jita.,
YropumHa;
[o3Bin Ha
BWMNYCK Cepil:
MinmayHT
Xernckeap
Nimiteq,
IpnaHgis;
BTopuHHa
ynakoBka:
MpecTnx
MpomoyLH
BepkaBscdepy,
EPYHT yHA
Bepb6ecepsic
v6X,
HimeuumnHa,;
[03Bin Ha
BWMNYCK Cepil:
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Mepkne 'm6X,

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
185. | KONOMIUMH NOpPOLLOK ANA TOB «TeBa YkpaiHa Bupo6bHuuTBO [Oanis/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/7533/01/02
IH'EKLA pO3unHy ans YKpaiHa» Hepo3sdacosa Benuka | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo nionsi2ae
iH'eKUl, iHdY3ili abo HOro Bputanis/ 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
iHransyii no 2 000 nNpoayKTY, YropwmHa/ CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
000 MO 10 nepBrHHA Ipnangis/ roTOBOro Nikapcbkoro 3acoby (3amiHa abo
dhr1akoHiB 3 ynakoBKa, HimeuunHa [oaaBaHHsA BUPOOHNKA, LLO BiAMoBifa€e 3a BBE3EHHS
NOpPOLLKOM B KOHTPO/1b Ta/abo Bunyck cepii) - He Bkovaroum
KapTOHHI KOpOGL; cepi: KOHTPONb/BUNPOGYBaHHS cepii. BBegeHHs Mepkie
Kcenis 'm6X / Merckle GmbH, Nioggir-Mepkne-LUTtpacce 3,
dapmacboTike 89143 bnay6oiipeH, HimeuunHa / Ludwig-Merckle-
n3 AnC, Strasse 3, 89143 Blaubeuren, Germany, wo 6yae
[Janis; BMKOHYBaTV (hYHKL,i10 "[A,03BiN Ha BUMYCK cepii”.
BTopuHHa 3MiHV BHECEHI B iHCTPYKLi0 4151 MeguyHoro
yrnakoBkKa, 3aCcToCyBaHHSA NiKapCbKoro 3acoby y po3gim
[003BiN Ha "Brpo6HMKK", "MicLe3HaxomKeHHs! BUPOGHMKa Ta
BUNYCK cepil: aapeca Micus NpoBaMKeHHS IX AianbHocT" 3
MeH BiANOBIAHUMY 3MiHAMW B TEKCTI MapKyBaHHS
dapmachbloTika yrnakoBOK. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
n Cepsices nicns 3aTBepKEHHS.
Niviten,
Benuka
BpuTaHis;
KoHTposib
cepii:
Kcenia
dapmacbtoTike
n3 Jita.,
YropumHa;
[o3Bin Ha
BWMNYCK Cepil:
MinmayHT
Xernckeap
Nimiteq,
IpnaHgis;
BTopuHHa
ynakoBka:
MpecTnx
MpomoyLH
BepkaBscdepy,
EPYHT yHA
Bepb6ecepsic
v6X,
HimeuumnHa,;
[03Bin Ha
BWMNYCK Cepil:
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
186. | KOMBIrPUMN Tabnetku, no 4 OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/2068/01/01
AEKCA® TabneTtkn y 6nictepi NIAN®CAEHC Navid | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenma
3 chonbrn N3 (E® 3ET I) CaeHcuns CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
aNOMIHIEBOT | NNIBKN Nimiten ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby

NONIBIHINXTOPUAHOI;
no 1 6nictepy y
nauuli 3 kKapToHy; no
20 nayok y rpynosiii
nautli 3 kKapToHy; Nno
8 Tabnetok y
6nictepi 3 Ponbrm
aIIOMIHIEBOT | NNIBKN
NONIBIHIX0PUAHOT;
no 1 6nictepy y
nautli 3 kKapToHy; Nno
10 na4ok y rpynosi
nayui 3 KapToHy; no
4 TabneTkn y
6nictepi 3 ponbrn
anomiHiesoi; no 1
6nicTepy y nauuj 3
KapToHy; no 20
nayok y rpynosivi
nautli 3 kKapToHy; Nno
8 Tabnetok y
6nictepi 3 Ponbrm
asnomiHiesoi; no 1
6nictepy y nauui 3
KapToHy; no 10
nayvoK y rpynosiii
nautli 3 KapToHy; no
4 TabneTkn y
6nicTepi i3 donbru
asltoMiHiesoi; no 1
6nictepy y
naneposomy
KOHBepTi; no 20
nanepoBux
KOHBEPTIB Y
rpynoBiii nauuyj 3
KapTOHY

(36inblUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 ToproBoi ynakoBKu
(niaTBEPOXKYETHCA AAHUMU PEAsIbHOIO Yacy)
36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby (3aTBepaXeHo: 3 poku,
3anpornoHoBaHo: 4 poku). BBeAeHHS 3MiH NPOTArom
6-TV MicALIB NiCNsA 3aTBEPLKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
187. | KOMBIrPUN Tabnetkuy, in bulk: OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu - He UA/2069/01/01
AEKCA® no 5000 TabneTok y NIAN®CAEHC Navid | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. nionsi2ae
naketax N3 (E® 3ET I) CaeHcuns CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
Nimiten ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby
(36inblUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 ToproBoi ynakoBKu
(niaTBEPOXKYETHCA AAHUMU PEAsIbHOIO Yacy)
36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby (3aTBepaXeHo: 3 poku,
3anpornoHoBaHo: 4 poku). BBeAeHHS 3MiH NPOTArom
6-TV MicALIIB NiCN1sA 3aTBEPKEHHS
188. | KOMBIrPUMN NOPOLLOK AN1A OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 niossieae UA/11503/01/01
XOT CIn® OpasIbHOro PO3UYUHY NIAN®CAEHC Navich | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkwnii 3aci6. peuyenma
3 IMMOHHUM cmakom | U3 (ED 3ET 1) CaeHcu3s CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHocTi abo
no 5 r NOpoLLUKy B Nimiteq ymoBax 36epiraHHsi roToBOro Nikapcbkoro 3acoby
cawe, no 10 cawe B (36iNbLLEHHA TEPMiIHY NPUAATHOCTI TOTOBOrO
KapTOHHI KOpo6Lyi nikapcbKoro 3acoby) - 115 TOprosoi ynakosku
(niaTBEPOXKYETLCA AAHUMU PEasTbHOIO Yacy)
36i/1bLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOr0
nNikapcbKoro 3acoby (3aTBepaXeHo: 2 poku,
3anpornoHoBaHo: 4 poku). BBeAeHHS 3MiH NPOTArom
6-TU MicsLIB NicNs 3aTBEPAKEHHS
189. | KOMBIrPUN NOPOLLOK A5 OPIrAHOCUH OAE EBepTopxeH IHais BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3MiHu 6e3 nidnsieae UA/11504/01/01
XOT CIN® OP&/IbHOTO PO3YUHY NANDCAEHC Navidp | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib. peyenma
3 M&/IMHOBUM N3 (Ed 3ET 1) CaeHcu3s CT1abinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
CMakoM no 5r NimiTeq yMOBax 36epiraHHsi roTOBOro /likapCbKoro 3acoby

MopoLLKy B calle, Nno
10 cawe B
KapTOHHI KOpoOL;ji

(36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 415 TOprosoi ynakosku
(MiaTBEPAKYETLCA AAHUMW PEeasTbHOrO Yacy)
36i/bLLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
NikapcbKoro 3acoby (3aTBepaeHo: 2 poku,
3anpornoHoBaHo: 4 poku). BBeAeHHs 3MiH NPOTArom
6-TV MicALiB NicNa 3aTBEPAXKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
190. | KOMBIFPUN® | TabneTtku, no 8 OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/2913/01/01
TabneTtok y 6nictepi NIAN®CAEHC Navid | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenma
3 chonbrn N3 (E® 3ET I) CaeHcuns CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
aNOMIHIEBOT | NNIBKN Nimiten ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby

NoNiBiHINX1opuAHOT
abo no 8 TabneTok y
6nicTtepi i3 ponbru
anomiHiesoi; no 1
6nicTepy y nauuj 3
KapTOHy; no 8
TabneTtok y 6nictepi
3 chonbrn
aIloMiHIEBOT | NNiBKK
NoNiBiHINXMOpUAHOT
abo no 8 TabneTok y
6nicTtepi i3 ponbru
anomiHiesoi; no 1
6nicTepy y nauuj 3
KapToHy; no 10
nayok y rpynosivi
nautli 3 kKapToHy; Nno
4 TabneTkn y
6nicTepi 3 honbru
asnomiHiesoi; no 1
6nictepy y
naneposomy
KOHBepTI; no 20
nanepoBux
KOHBEPTIB Y
rpynoBiii nauyj 3
KapToHy; no 4
Tabnetkn y 6nictepi
3 chonbrn
asltoMiHiesoi; no 1
6nicTepy y nauuj 3
KapToHy; no 20
nayoK y rpynosiii
nauuj 3 KapToHy

(36inblUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 ToproBoi ynakoBKu
(niaTBEPOXKYETHCA AAHUMU PEAsIbHOIO Yacy)
36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby (3aTBepaXeHo: 3 poku,
3anpornoHoBaHo: 4 poku). BBeAeHHS 3MiH NPOTArom
6-TV MicALIB NiCNsA 3aTBEPLKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
191. | KOMBIFPUN® | Tabnetku, in bulk: OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu - He UA/2914/01/01
no 5000 TabneTok y NIAN®CAEHC Navid | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. nionsi2ae
naketax N3 (E® 3ET I) CaeHcuns CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
Nimiten ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby
(36inblUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 ToproBoi ynakoBKu
(niaTBEPOXKYETHCA AAHUMU PEAsIbHOIO Yacy)
36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby (3aTBepaXeHo: 3 poku,
3anpornoHoBaHo: 4 poku). BBeAeHHS 3MiH NPOTArom
6-TV MicALIIB NiCN1sA 3aTBEPKEHHS
192. | KOMBICAPT TabneTku, BKpUTI AT Ykpaina AT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasiB: 3MiHN 3a He UA/15340/01/01
NNiBKOBOIO "KNIBCbKWN "KNIBCbKWI | TUNY - 3MiHK 3 AKOCTI. FOTOBUI NiKapCbKMii 3aCi6. peyenmo nionszae
060n0HKOI0, 5 BITAMIHHNIA BITAMIHHWIA CTabinbHIiCTb. 3MiHa y TEpMiHax NpMaaTHOCTI a6o M
Mr/160 mr no 10 3ABOA" 3ABO4" ymoBax 36epiraHHsi rOTOBOrO JlikapcbKoro 3acoby
Tabnetok y 6nictepi; (36iNbLLEHHA TEPMiIHY NPUAATHOCTI TOTOBOrO
no 3 6nictepn y NiKapcbKoro 3acoby) - [11s TOproeoi ynakoBKu
nauuj (niaTBEPOXYETLCA AAHUMW PEeasTbHOro Yacy) -
36i/1bLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOr0
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB [JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepoKeHo:
TepMiH NpMAATHOCTI: 2 POKKU. 3anpONOHOBAHO:
TepMmiH NpuaaTHOCTI: 3 POKU. 3MiHN BHECEHI B
IHCTPYKL,it0 415 MEANYHOrO 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ain " TepMiH npugatHocTi®.
BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
193. | KOMBICAPT TabneTkn, BKPUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx martepianis: 3MiHu 3a He UA/15341/01/01
MNiBKOBOIO "KNIBCbKWN "KNIBCbKWI | TNy - 3MiHW 3 AKOCTI. FOTOBUIA NiKapCbKMii 3aCi6. peyenmo nionsizae
o060510HKot, 10 BITAMIHHNIA BITAMIHHWIA CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo M
mr/160 mr; no 10 3ABOL" 3ABOL" yMOBax 36epiraHHsi roTOBOro NlikapCbKoro 3acoby

TabneTok y 6nictepi;
no 3 6nictepn y
nauuj

(36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 415 TOprosoi ynakosku
(MiaTBEPAKYETLCA AAHUMW PEeasTbHOrO Yacy)
36i/bLLEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB AOBrOCTPOKOBUX AOCIMKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBep/KEHO:
TepMiH NpMAaTHOCTI: 2 poKU. 3anpOnoOHOBAaHO:
TepMmiH NpuAaTHOCTI: 3 POKU. 3MiHN BHECEHI B
IHCTPYKLit0 A58 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "TepMiH npuaaTHoCTI".
BBefeHHs 3MiH NPOTArom 6-Tu MicALiB nics
3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
194. | KOMBICMNA3 TabneTku, BKPUTI OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/15710/01/01
M® NNiBKOBOIO NAN®CAEHC Naidp | TMNYy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenma
FACTPOKOM | o6onoHkoto no 10 N3 (E® 3ET I) CaeHcuns CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
DOPT TabneTok, BKPUTUX Nimiten ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby
NNiBKOBOIO (36iNbLLEHHS TEPMiIHY NPUAATHOCTI TOTOBOrO
060/10HKOM, Y nikapcbKoro 3acoby) - 115 ToproBoi ynakoBKu
6nictepi 3 nniBkK (niaTBEPOKYETLCA AAHUMW PEeasIbHOIO Yacy) -
anoMiHieBoi Ta 36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
dhonbrn nikapcbKoro 3acoby (3aTBepaXeHo: 3 pokiB,
antomiHiesor; no 1 3anpornoHOBaHo: 4 poku). BBeAEeHHS 3MiH NPOTAroM
abo 2 6nictepu y 6-TV MicALIB NiCNsA 3aTBEPLKEHHS
nauui 3 KApTOHY
195. | KOMBICMNA3 TabneTku, BKpUTI OPIrAHOCUH OAE EBepTopxeH IHais BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiB: 3MiHN - He UA/15711/01/01
M® nAiBKOBOO NIAN®CAEHC Navidp | TRy - 3mMiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. nionsizae
FACTPOKOM | o6onoHkoto; in bulk: N3 (E® 3ET 1) CaeHcu3 CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
DOPT no 5000 TabneTok y NimiTen ymoBax 36epiraHHs roTOBOro /ikapCbKoro 3acoby

noABIliHMX
nonieTNeHoBux
nakertax

(36inblUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 415 ToproBoi ynakoBKu
(niaTBEPOXYETLCA AAHUMW PEAsIbHOIO Yacy) -

36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO

nikapcbKoro 3acoby (3aTBepaXeHo: 3 pokis,
3anponoHoBaHo: 4 poku). BBefieHHs1 3MiH NpoTArom
6-TV MicsLIIB NicNs 3aTBEPKEHHS




184

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
196. | KOHTPAKTY rens; no 10, 20 a6o Mepu, HimeuunH BUPOBHMLTBO, HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/6090/01/01
BEKC 50 ry Ty6i; no 1 Ty6i | ®apmacboTika a nakyBaHHs, | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenma
Y KapTOHHiIli kopobui nc rmex KOHTpPO/Tb KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y
AKOCTI | BUMYCK MeTofax BUNPO6YyBaHHSA roTOBOrO JliKapCbKOro
roToBOro 3aco6y (iHWi 3MiHM y MeTodax BMNpo6yBaHb
nikapcbkoro (BK/ItOYALOUM 3aMiHY @60 [OMOBHEHHS)) - 3MiHM B
3acoby: MeTofi BUNpobyBaHHA 3a NOKa3HUKOM «KinbkicHe
Mepu, Papma BM3HAYEHHs1 ANaHToiHy» (E€Bp.dapm., 2.2.29). 3MiHK
v6X i Ko. | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
KlraA, KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby (iHLwi 3MiHu)
HimeuunHa — nepeknag Tekcty MKA ykpaiHCbKO MOBOIO.
BTOPUHHE
nakyBaHHS:
MpecTix
MpomoyLH
Bepkaydcdpyp
OEpyHr &
Bepb6ecepsic
vmoéX,
HimeuunHa
BTOPUHHE
nakyBaHHS:
X.E.N.M.
v6X,

HimeyunHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
197. | KOHTPONOK | Ta6netku Takepa M'm6X HimeuunH AnBaHc HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/0106/01/02
® racTpope3nCTeHTHI a ®apma N'v6X, | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
no 20 wmr; no 14 HimeuyunHa thapmakoHarnsgy. BeegeHHs abo 3miHu o M
Tabnetok y 6nictepi; (HaHeceHHs y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
no 1 6nictepy B NOKPUTTSA Ha (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
KapTOHHI Kopo6Lyi agpa hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
Tabnerok); BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
Takepa M'm6X, KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
Mmicue 3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BUPOGHMLTBA BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
OpaHieHbypr, 3a 3gilicHeHHs hapmakoHaragy (Bkovarum
HimeuyunHa KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(BUPOBHMLTBO thaiina cuctemum chapmakoHarnsgy). 3miHa
3a NOBHUM KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M 3asBHNKa,
LMKIIOM) BiANOBIAa/bHOI 3a thapmakoHarnsag. 3miHa

KOHTaKTHOT 0CO6U 3asBHMKA, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegaxuis:
CamoHeHko MapuHa BonogumupisHa. MponoHoBaHa
pegpakuis: YperTiit Cepriii IBaHoBuUY / Sergii Uretii.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAabHOI 3a hapMakoHarnsz B
YkpaiHi. 3MiHa MicLie3HaxomKeHHs1 MacTep-haiina
cuctemn chapmakoHarnagy. 3MiHa Micusa 34ilCHEHHS
OCHOBHOI AiiNIbHOCTI 3 dhapmakoHarnsay
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
198. | KOHTPOJNIOK | nopowok ans Takepa M'm6X HimeuunH BUPOGHMLTBO HiMeuunHa/ | BHeECEHHSI 3MiH 40 peecTpaLiiHux MaTepianis: 3MiHU 3a - UA/0106/02/01
® PO3UUHY NS iH'EKLN a 3a MOBHUM ITanis/ | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
no 40 wmr; 1 donakoH LyKIOM: MopTyranis thapmakoHarnsgy. BeegeHHs abo 3miHu o M
3 MOPOLLKOM Y Takega M'M6X, y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
KapTOHHI KOpOGL; HimeuunHa; (BBEAEHHSA y3araslbHEHNX AaHUX MPO cucTemy
BMPOGHMLTBO hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
Hepo3gacoBa BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
HOI NpoayKuil, KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
nepBUHHE 3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
nakyBaHHs: BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
MarteoH Itanis 3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
C.N.A., ITanis; KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
Baccepbyprep thaiina cuctemum chapmakoHarnsgy). 3miHa
ApuHavimitten KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M 3asBHNKa,
bBepk MM6X, BiANOBIAa/bHOI 3a thapmakoHarnsag. 3miHa
HimeuuunHa; KOHTaKTHOT 0CO6U 3asBHMKA, BigNoBigabHOI 3a
Xikma thapmakoHarnag B Ykpaini. [itoua pegaxuis:
dapmachbloTika CamoHeHko MapuHa BonogumupisHa. MponoHoBaHa
(MopTyranisy), pegpakuis: YperTiit Cepriii IBaHoBuUY / Sergii Uretii.
C.A, 3MiHa KOHTaKTHMUX AaHWUX KOHTaKTHOI 0Co6U
MopTyranis; 3asBHMKa, BiANOBiAabHOI 3a hapMakoHarnsz B
BUPOBHUK YkpaiHi. 3MiHa MicLie3HaxomKeHHs1 MacTep-haiina
BiANOBIA&bHN cuctemn chapmakoHarnagy. 3MiHa Micusa 34ilCHEHHS

1 3a KOHTPO/Tb
AKocTi: Jlabop
NIC CE eHp,
Ko. KT,
HimeyunHa

OCHOBHOI Aii/IbHOCTI 3 ddapmakoHarnsgy
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
199. | KOHTPONOK | Tabnetku Takepa M'm6X HimeuunH AnBaHc HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/9054/01/01
® racTpope3nCTeHTHI a ®apma N'v6X, | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
no 40 wmr, no 14 HimeuyunHa thapmakoHarnsgy. BeegeHHs abo 3miHu o M
Tabnetok y 6nictepi; (HaHeceHHs y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
no 1 a6o 2 6nicrepu NOKPUTTSA Ha (BBEAEHHSA y3araslbHEHNX AaHUX MPO cucTemy
B KapTOHHI kopobu, agpa hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
Tabnerok); BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
Takepa M'm6X, KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
Mmicue 3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BUPOGHMLTBA BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
OpaHieHbypr, 3a 3gilicHeHHs hapmakoHaragy (Bkovarum
HimeuyunHa KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(BUPOBHMLTBO thaiina cuctemu chapmakoHarnsgy) - 3miHa
3a NOBHUM YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
LMKIIOM) thapmakoHarnsag.

[Oitoua pepakuin: Simon Ashworth. MponoHoBaHa
pegakuist: a-p Cymit Myngxan / Sumit Munjal. 3miHa
KOHTaKTHUX JaHWNX YOBHOBaXXEHOT 0COOM 3asBHMKA,

BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MmiHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [ioua pefakuis:
CamoHeHKo MapuHa BonogmmupisHa. MNponoHoBaHa
pegakuist: Yperin Ceprili IBaHOBWY.
3MiHa MicLe3HaxomkeHHs MacTep-aiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iICHEHHSI OCHOBHOI AiANbHOCTI 3
dhapmakoHarnsgy.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
200. | KOPBANION® | kpanni opasbHi, No AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 25 mn - - UA/2554/01/01
25 abo no 50 mny TexHiuHa nomuska (3rigHo Hakasy MO3 Big 6e3
dhr1akoHi 3 Npobkoto- 23.07.2015 Ne 460). BunpaBneHHs TexHiYHOT peyenma;
KpanesnbHuueto; no 1 NoMWsIKW, 3rigHo nn.4 n.2.4. po3giny VI Hakaszy MO3 | 50 ms1 — 3a
dhnakoHy B nauuj 3 Ykpainu Bif 26.08.2005p. Ne 426 (y pefakuii Hakasy | peyenmo
MO3 Ykpainu Big 23.07.2015 p Ne 460), ska M

KapToHy

CTOCYETbCS BUMOT KOHTpOsto A®I M'aTu onii 3a
noKasHUKoM «XpomaTorpadiuHunii npodinb» B
po3gini 3.2.S.4.1. Cneuudpikauis (BXigHWi
KOHTPO/b). 3a3HayeHe BUNpaB/IeHHs BiAnoBigae
MaTepianam peectpauiiiHoro gocee:B 2018 poui
Hakaszom MO3 Ne 5320 3aTBepaKeHo BunpasneHHs
TEeXHIYHOI NOMW/IKKN B cybCcTaHLii M'aTu onis, piavHa
(cybcTaHuin) y 6apabaHax 3 OLMHKOBAHOI CTasli abo
B LMCTEepHaXxX 3 HePXaBiloyoi cTani 41s BUpobHuLTBa
HecTepwIbHUX Nikapcbknx hopM, B Sikiii B po3gini
3.2.5.4.1. Cneumdpikauisi 3a NOKa3HNKOM
«XpomaTtorpadiuHuii npodoinb», Ta'y po3gini
«Cknag» 6yno 3aTBepaXeHO BMICT «LMHEON:
JINMOHEH»: «MeHLe 1» 3aMicTb «He GinbLue 1». MMig
yac rnpoueaypu BHECEHHS 3MiH Ha JlikapCbkuii 3aci6
Kopsanion®, kpanni opasibHi, no 25 a6o no 50 mny
dhnakoHi 3 TPO6KOtO-KpanenbHULEeto; no 1 hnakoHy B
nauuj 3 KapToHy; Kpanni opasbHi, in bulk: no 300 n,
a6o 350 n, a6o 500 n 'y KoHTelHepax B 2018 poui
6yn0 AONYyLLEHO TEXHIYHY MOMW/IKY B PO34ini
3.2.5.4.1. Cneundpikauis (BXigHWIA KOHTPOSb), LLO
CTOCyBa/laCb OHOBJ/IEHHS BUMOT KOHTPO0 A®DI
M'aTn onis. BpaxoBytoun 3aTBEPAKEHHS TEXHIYHOI
nomMWsIKM B cybcTaHuii M'aTu onis Ta BUMoru
MoHorpadiss E® «Mint oil», B sikiii 3a3Ha4YeHO BUMOTY
3a nokasHmkom Chromatographic profile (the ratio of
cineole content to limonene content is less than 1), a
Takox po3gin 3.2.S.4.2. AHaniTU4HI METOANKN
(BXigHW KOHTPO/b), B IKOMY 3a3Ha4eHO BMMOTU
«MeHLLe 1», 3a3HaveHi BUNpaB/eHHs
pPeKOMeHA0BaHO [10 3aTBEPAKEHHS.
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

201.

KOPBA/TION®

Kpanni opasbHi, in
bulk: no 300 n, a6o
350 n, abo 500 ny
KOHTelHepax

AT "®dapmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
TexHiyHa nomuka (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). BunpaBneHHs TexHiYHOT
NOMW/IKK, 3rigHo nn.4 n.2.4. po3ainy VI Hakasy MO3
YkpaiHu Bif 26.08.2005p. Ne 426 (y pepakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460), ska
CTOCYETbCS BUMOT KOHTpOsto A®I M'aTu onii 3a
noKasHUKoM «XpomaTorpadiuHunii npodinb» B
po3gini 3.2.S.4.1. Cneuudpikauis (BXigHWi
KOHTPO/b). 3a3HayeHe BUNpaB/IeHHs BiAnoBigae
MaTepianam peectpauiiiHoro gocee:B 2018 poui
Hakaszom MO3 Ne 5320 3aTBepaKeHo BunpasneHHs
TEeXHIYHOI NOMW/IKKN B cybCcTaHLii M'aTu onis, piavHa
(cybcTaHuin) y 6apabaHax 3 OLMHKOBAHOI CTasli abo
B LMCTEepHaXxX 3 HePXaBiloyoi cTani 41s BUpobHuLTBa
HecTepwIbHUX Nikapcbknx hopM, B Sikiii B po3gini
3.2.5.4.1. Cneumdpikauisi 3a NOKa3HNKOM
«XpomaTtorpadiuHuii npodoinb», Ta'y po3gini
«Cknag» 6yno 3aTBepaXeHO BMICT «LMHEON:
JINMOHEH»: «MeHLe 1» 3aMicTb «He GinbLue 1». MMig
yac rnpoueaypu BHECEHHS 3MiH Ha JlikapCbkuii 3aci6
Kopsanion®, kpanni opasibHi, no 25 a6o no 50 mny
dhnakoHi 3 TPO6KOtO-KpanenbHULEeto; no 1 hnakoHy B
nauuj 3 KapToHy; Kpanni opasbHi, in bulk: no 300 n,
a6o 350 n, a6o 500 n 'y KoHTelHepax B 2018 poui
6yn0 AONYyLLEHO TEXHIYHY MOMW/IKY B PO34ini
3.2.5.4.1. Cneundpikauis (BXigHWIA KOHTPOSb), LLO
CTOCyBa/laCb OHOBJ/IEHHS BUMOT KOHTPO0 A®DI
M'aTn onis. BpaxoBytoun 3aTBEPAKEHHS TEXHIYHOI
nomMWsIKM B cybcTaHuii M'aTu onis Ta BUMoru
MoHorpadiss E® «Mint oil», B sikiii 3a3Ha4YeHO BUMOTY
3a nokasHmkom Chromatographic profile (the ratio of
cineole content to limonene content is less than 1), a
Takox po3gin 3.2.S.4.2. AHaniTU4HI METOANKN
(BXigHW KOHTPO/b), B IKOMY 3a3Ha4eHO BMMOTU
«MeHLLe 1», 3a3HaveHi BUNpaB/eHHs
pPeKOMeHA0BaHO [10 3aTBEPAKEHHS.

UA/7843/01/01

202.

KOCIPE/b 10
MI/ 10 Ml

TabneTkn, BKPUTI
niBKOBOK
060/10HKO10, No 10
mr/10 mr no 30 a6o
100 TabneTok y
KOHTelHepi gns
Tabnetok; no 1
KOHTeliHepy ans

ne
NABOPATYA
P CEPB'E€

PpaHuin

BMPOGHMLTBO,
aHanis,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
BUNYCK cepil:
Na6opaTtopii
CepsB'e

PpaHuia/
Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
y BUPOGHMLTBI. 3MiHM y NpoLieci BUPOGHMLTBA
roTOBOrO /liKapCbKOro 3acoby, Bko4atoum
NPOMDXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NP
BMPOOHWLTBI FOTOBOrO JiKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoLeci BUpO6HMLTBA) -
BBefeHHs1 HOBi TEXHOOrIYHI NapameTpu
BMPOBHMYOro Npouecy A7 BUTOTOBAeHHA 13y

3a
peyerimo
M

UA/16109/01/02
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
TabneTok B KOPOOLL IHpacTpi, 3B'AA3KY 3i 3MiHAMV Ha BUPOBHWYIN NiHiT gns
3 KapTOHY dpaHuis; 3aTBEpPAKEHOro po3mipy cepii 583 000 gnis
nepBuHHe Ta 4YOTUPLOX OAUHULE A03yBaHb (ObnagHaHHA Mae
BTOPVIHHE HOBWI po3Mip i NOTPeBYE iHLIOro Yacy Ta LWBUAKICTI
nakyBaHHs, nepemillyBaHHs. MponoHyTLCA HOBI NapameTpun
BUMYyCK cepii: BMPOGHNYOro NpoLecy nig Yac BUrOTOB/IEHHS
Ceps'e rpaHynATty 6iconponony cpymaparty, a came Ha etani
(Ipnangis) 3MilLyBaHHS, AoAaBaHHA 3Ma3yumx PeYoBUH Ta
IHpacTpic N4, NpociloBaHHSA, Ta Nif Yac BUTOTOB/IEHHS CyMiLLi
IpnaHgis nepuHAONPUAY apriHiHy. a came Ha etani

3MilLyBaHHS Ta fofaBaHHA 3Ma3yunx PeYOBYH).
3MiHu | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbknii
3aci6. KOHTPO/1b rOTOBOrO NiKapcbKoro 3acooy.
3MiHa y meTogax BMNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (HesHayHa 3MiHa y
3aTBEPKEHMX MeTofax BUNPO6YyBaHHS) - 3MiHN y
3aTBEPMAKEHUX MeToAax BUNPoOYyBaHHSA PigUHHOO
xpomatorpadieto (BEPX a6o YBEPX), a came
30i/bLLEHHS KiNbKICTI TABETOK, NPUAHATUX AN
NPUroTyBaHHA AOCNIAKYBAHOr0 PO3YMHY Ta
[ofaBaHHA KpUTepIiB TeCTY Ha NPUAATHICTb W00
noAiny nikis nepuHgonpuy ta 6iconponony. 3minu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbknii 3aci6.
CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikalii Ta/abo AoNyCTUMUX MEX
NepPBUHHOT YNakoBKN FOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHW) - 3MiHM f0 cneuudiKaLii KPULLKK
roToBOro NikapcbKoro 3acoby A5 BUNpPo6yBaHHs
«Flow Reducer dimensions» . 3miHu | Tuny - 3miHu 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAAX
BUNPOBYBaHHSA) - 3MiHU AOBXMHU XBUNi 3 215 HM 0
273 HM A5 Ki/IbKICHOTO BU3HAYEHHS [OMILLIOK
6iconponony 3a gonomoroo BEPX gns
3a6e3neyeHHs KiflbKiICHOro BU3HaYeHss BCiX
noTeHLiiHMX NPOAYKTIB po3nagy biconponony.
PepakuiiHi npaBku Ta yTOYHEHHS B MeETOAaX
KOHTPOJIO SIKOCTI BignoBigHO A0 BuMor EP. 3miHn |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHoCTI/lIE-
cepTudikaT BigNoBigHOCTI EBpoNeichKiii
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignosigHOCTi abo
BWJTyYEHHs1 cepTudikaTa BignosigHOCTI
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTHCS Y BUPO6HUUTBI ADI; ans
[0NOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)Xe 3aTBepXeHOro BUPOOHMKa-
OHoBneHuit ceptudpikat ans A®| Giconponony Big
yXe 3aTBepkeHoro BmpobHuka,(MOEHS Catalana
S.L. MOEHS lberica S.L.). 3atBepgxeHo: R1-CEP
2009-044-Re 00. 3anponoHosaHo: R1-CEP 2009-
044-Rev 01. 3miHu | Tvny - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNeichbkili
thapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignosigHOCTi abo
BUJ/TyYEHHS cepTudikaTa BignosigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
HOBOr0 BMPOGHUKA (3amiHa a0 [ONOBHEHHS) -
HoBwii cepTudikat ans BUXiAHOI peyoBUHM L-
apriHiHy, L0 BUKOPUCTOBYETHLCS B NPOLLECI
BMPOOHULTBA Ai0HOT peHOBUHW NepuHAoNpUNY Big
HOBOr0 BUPOGHMKA Bif, HOBOro BUPOOHWKa
SHANGHAI KYOWA AMINOACID CO., Ltd,
3arsepmkeHo: AJINOMOTO CO/. Inc. No. R1-CEP
1998-104 Rev 04. KYOWA HAKKO BIO CO., Ltd.
No. R1- CEP 1998-109 Rev 05. 3anponoHoBaHo:
AJINOMOTO CO/. Inc. No. R1-CEP 1998-104 Rev
04. KYOWA HAKKO BIO CO., Ltd. No. R1- CEP
1998-109 Rev 05. SHANGHAI KYOWA AMINOACID
CO., Ltd. No. R1- CEP 2010-045 Rev 00.

203.

KOCIPE/b 10
MI/ 5 MIr

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKO10, No 10
mr/5 mr no 30 a6o
100 TabneTok y
KOHTelHepi gns
Tabnetok; no 1
KOHTelWiHepy Ans
TabneTok B KOPOOLL
3 KapTOHY

ne
NABOPATYA
P CEPB'E€

PpaHuin

BMPOGHMLTBO,
aHanis,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
BUNYCK cepil:
Na6opaTtopii
Ceps'e
IHpacTpi,
®paHLis;
nepBUHHE Ta

®paHuia/
Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkunii 3acib.
3MiHM Y BUPOOHULTBI. 3MiHU Y NpoLeci BUpO6HMLTBA
roTOBOro MiKapCbKOro 3acoby, BKYaun
MPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NpY
BUPOBHMLTBI rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6GHMLTBA) -
BBefeHHA HOBI TEXHOONYHI NapameTpu
BMPOBHMYOro NpoLecy AN BUrOTOBNEHHS /13y
3B'A3KY 3i 3MiHAMV Ha BUPOBHWUYIN niHiT gns
3aTBEpAKEHOro po3mipy cepii 583 000 ans

3a
peyerimo
M

UA/16110/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
BTOPWHHE 4YOTUPLOX OAUHULE A03yBaHb (O6nagHaHHA Mae
nakyBaHHs, HOBWI PO3Mip i NOTPe6yeE iHLWOro Yyacy Ta WBKUAKICTI
BUMYyCK cepii: nepemilyBaHHs. MPONoHYIOTLCS HOBI NapameTpu
CepB'e BMPOGHMYOro NpoLecy Mig, Y4ac BUrOTOB/IEHHS
(IpnaHgis) rpaHynsATy 6iconponony cymapary, a came Ha eTani
InaacTpic N14, 3MillyBaHHS, AoAaBaHHA 3Ma3yroumX PeYoBUH Ta
IpnaHgis NPOCitoBaHHs, Ta nifg Y4ac BUrOTOB/IEHHS CyMiLLli

nepuHAONPUAY apriHiHy. a came Ha eTtani
3MillyBaHHSA Ta fofAaBaHHA 3Ma3yHoumX PeYOBUH).
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpOs1b rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHA roTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPLKEHNX MeToAax BUNPoByBaHHS) - 3MiHW y
3aTBEPMKEHVX MeToAax BUNPOOYBaHHS PiANHHO
xpomartorpadieto (BEPX a6o YBEPX), a came
36iNbLUEHHS KiNbKICTI TABNETOK, MPUAHATUX ANA
NPUroTyBaHHA AOCAILKYBaHOTO PO3UNHY, Ta
[ofaBaHHA KpUTepIiB TECTY Ha NPUAATHICTb W00
noAiny nikis nepuHgonpway Ta 6iconposony. 3minm |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(iHWi 3miHW) - 3MiHK A0 cneumdikalii KpULLKK
roTOBOrO /IiKapCbKOro 3acoby Ans BUNpPobyBaHHS
«Flow Reducer dimensions». 3miHu | Tuny - 3miHu 3
siKocCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbkoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHSA roTOBOrO /iKapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAAX
BMNPOBYBaHHSA) - 3MiHW AOBXUHW XBUAI 3 215 HM J0
273 HM ANs KiNbKiCHOro BU3HAUYEHHS AOMILLIOK
6iconponony 3a gonomoroo BEPX ans
3ab6e3neyeHHs KiNbKiCHOro BU3Ha4YeHss BCIX
noTeHLiliHMX NPOAYKTIB po3naagy biconponony.
PepakuiiiHi npaBk1 Ta yTOYHEHHS B METOAAX
KOHTPO/IO AKOCTi BiANOBIAHO A0 BuMor EP. 3miHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignosigHOCTi abo
BUJ/TyYEHHs cepTudikaTa BignoBigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/MpomMiKHOTro NPOAYKTY, Lo
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuqikaTt Bif yxe 3aTBepaKeHoro BUpobHuka -
OHoBneHuin ceptudiikat gna A®| iconponony Big
yXe 3aTBepmkeHoro Bnpo6Huka,(MOEHS Catalana
S.L. MOEHS Iberica S.L.). 3atBepgxeHo: R1-CEP
2009-044-Rev.00. 3anponoHosaHo: R1-CEP 2009-
044-Rev 01. 3miHu | TMNy - 3MiHW 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONeNnchbkili
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ansa A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBWHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkilt hapmakonei) - HoBuii cepTudikar Big,
HOBOrO BMPOGHMKA (3aMiHa ab0 AOMNOBHEHHS) -
HoBwii cepTudikat 4ns BUXiAHOT peyoBUHM L-
apriHiHy, L0 BUKOPUCTOBYETbLCS B NPOLECI
BMPOGHMLITBA Ait0H0T PEYOBVHW NEPUHAONPUIY Bif,
HOBOro BMPOGHUKA Bif, HOBOrO BUPOOHMKA
SHANGHAI KYOWA AMINOACID CO., Ltd,
3arsepmkeHo: AJINOMOTO CO/. Inc. No. R1-CEP
1998-104 Rev 04. KYOWA HAKKO BIO CO., Ltd.
No. R1- CEP 1998-109 Rev 05. 3anponoHoBaHo:
AJINOMOTO CO/. Inc. No. R1-CEP 1998-104 Rev
04. KYOWA HAKKO BIO CO., Ltd. No. R1- CEP
1998-109 Rev 05. SHANGHAI KYOWA AMINOACID
CO,, Ltd. No. R1- CEP 2010-045 Rev 00

204.

KOCIPE/b 5
Mr/ 10 Mr

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI, N0 5
Mr/10 mr no 30 a6o
100 Tabnetok y
KOHTeliHepi ans
Tabnetok; no 1
KOHTEelHepy ans
TabneTok B KOPOOL
3 KapTOHY

ne
NNABOPATYA
P CEPB'E

PpaHuis

BMPOGHMLTBO,
aHanis,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
BWMNYCK Cepil:
Na6opaTopii
Ceps'e
IHpacTpi,
®paHuis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,

PpaHuia/
Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKui

3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby,
BK/IOYA0UM MPOMIXHUI NPOAYKT, WO
3aCTOCOBYETHCSA NMPW BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HauyHa 3MiHa y npoveci
BMPO6HMLTBA) - BBEAEHHSA HOBI TEXHOMONIYHI
napameTpu BUPOGHMYOro npoLiecy Ans
BUIOTOBNEHHA 13 y 3B'A3Ky 3i 3MiHaMK Ha
BMPOGHWUIl NiHiT ANs 3aTBEPAXKEHOro po3mipy cepil

583 000 A15 YOTMPLOX OAMHMULL A03YBaHb

3a
peyenmo
M

UA/16111/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
BUNYCK cepil: (O6nagHaHHA Ma€e HOBMIA po3mip i NOTpebye iHLWOoro
Ceps'e yacy Ta WBUAKICTI nepemillyBaHHs. MNponoHyTbCS
(Ipnangis) HOBi MapameTpu BUPOBHNYOro npoLiecy mnif yac
IHpacTpic NTa, BUrOTOB/IEHHS TPaHyNATy Giconponony ymapary, a
IpnaHgjs came Ha eTani 3MillyBaHHS, JOAABaHHSA 3Mas3yrHUnX

peyoBMH Ta NPOCitOBaHHA, Ta Mij, Yac BUrOTOB/IEHHS
CyMiLLi NepuHAONPWAY apriHiHy, a came Ha eTani
3MilLyBaHHS Ta fofaBaHHA 3Ma3yunx PeYOBYH).
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkuii
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y meTogax BMNpPOGyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHMX MeTofax BUNPO6YyBaHHS) - 3MiHN y
3aTBEPMKEHUX MeToAax BUNPoOyBaHHS PigUHHO
xpomatorpadieto (BEPX a6o YBEPX), a came
30i/bLLUEHHS KiNbKICTI TABNETOK, MPUAHATUX AN
NPUroTyBaHHA AOCAIAKYBAHOIO PO34mnHy, Ta
[ofaBaHHA KpUTepIiB TECTY Ha NPUAATHICTb W00
noAiny nikis nepuHgonpuay ta 6iconponony. 3minu |
UMy - 3MiHM 3 AKOCTI. FOTOBWIA Nikapcbknii 3acib.
CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuugikalii Ta/abo AoNyCTUMUX MEX
NMepPBUHHOT YNakoBKM FOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHW) - 3MiHKM f0 cneuudiKaLii KPULLKK
roToBOro NikapcbKoro 3acoby Ans BUNpPo6yBaHHs
«Flow Reducer dimensions». 3miHu | Tuny - 3miHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMAXEHNX METOAAX
BUNPOBYBaHHSA) - 3MiHU AOBXMHU XBUNi 3 215 HM 0
273 HM A5 Ki/TbKICHOTO BU3HAYEHHS [OMILLIOK
6iconponony 3a gonomoroo BEPX gns
3a6e3neyeHHs KiflbKiICHOro BU3Ha4YeHss BCiX
noTeHLiiHMX NPOAYKTIB po3nagy biconponony.
PepakuiiHi npaBku Ta yTOYHEHHS B MeETOAaX
KOHTPOJIO SIKOCTI BignoBigHO A0 BuMor EP. 3miHn |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lE-
cepTudikaT BigNoBigHOCTI EBpoNenchKiii
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikarta BignosigHOCTi abo
BU/yYEHHS cepTudpikaTa BiANoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHMUTBI API; ans
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

[0NOMDKHOT pevoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
OHoBneHuit ceptudpikat gns A®| Giconponony Big
yXe 3aTBepkeHoro BmpobHuka,(MOEHS Catalana
S.L. MOEHS lberica S.L.). 3atBepgxeHo: R1-CEP
2009-044-Rev.00.
3anponoHoBaHo: R1-CEP 2009-044-Rev 01. 3MmiHu |
Tuny - 3MiHK 3 akocTi. CepTudiikat 3miHm | Tuny -
3MiHu 3 siKocTi. CepTudikaT BignosigHocCTI/lE-
cepTugikaT BiANOBIAHOCTI EBpONENChbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ansa A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBWHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkilt hapmakonei) - HoBuii cepTudikar Big,
HOBOrO BMPOGHMKA (3aMiHa ab0 AOMNOBHEHHS) -
HoBwii cepTudikat 4ns BUXiAHOT peyoBUHM L-
apriHiHy, L0 BUKOPUCTOBYETbLCS B NPOLECI
BMPOGHMLITBA Ait0H0T PEYOBVHW NEPUHAONPUIY Bif,
HoBoro BupobHuka SHANGHAI KYOWA
AMINOACID CO., Ltd, 3atBepgxeHo: AJINOMOTO
COl. Inc. No. R1-CEP 1998-104 Rev 04. KYOWA
HAKKO BIO CO., Ltd. No. R1- CEP 1998-109 Rev
05. 3anponoHoBaHo: AJINOMOTO CO/. Inc. No. R1-
CEP 1998-104 Rev 04. KYOWA HAKKO BIO CO.,
Ltd. No. R1- CEP 1998-109 Rev 05. SHANGHAI
KYOWA AMINOACID CO., Ltd. No. R1- CEP 2010-
045 Rev 00

205.

KOCIPE/b 5
Mr/ 5 MI

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI, N0 5
mr/5 mr no 30 abo
100 Tabnetok y
KOHTeliHepi ans
Tabnetok; no 1
KOHTEelHepy ans
TabneTok B KOPOOL
3 KapTOHY

ne
NNABOPATYA
P CEPB'E

PpaHuis

BMPOGHMLTBO,
aHanis,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
BWMNYCK Cepil:
Na6opaTopii
Ceps'e
IHpacTpi,
®paHuis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,

PpaHuia/
Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
Yy BUPOGHMLTBI. 3MiHM Y npoueci BUpobHULTBa
roTOBOro MiKapCbKOro 3acoby, BKYaun
MPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NpY
BUPOBHMLTBI rOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPOGHMLTBA) -
BBefeHHA HOBI TEXHO/ONYHI NapameTpu
BMPOBHMYOro NpoLecy AN BUrOTOBNEHHA /13y
3B'A3KY 3i 3MiHAMW Ha BUPOBHWUYIN niHiT gns
3aTBepKeHoro po3mipy cepii 583 000 gns
4YOTMPbOX OAMHULE A03yBaHb (O6nafHaHHA Mae
HOBWI PO3Mip i NOTPe6YE iHLWOro Yacy Ta WBKUAKICTI
nepemillysaHHs. [PONOHYIOTLCA HOBI NapameTpu

3a
peyenmo
M

UA/16109/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
BUMyCK cepii: BMPOGHNYOro NpoLecy Mig Y4ac BUrOTOB/EHHS
Ceps'e rpaHynsATy 6iconponony cymapary, a came Ha etani
(Ipnangis) 3MillyBaHHS, AoAaBaHHS 3Ma3yumx PeYoBUH Ta
IHpacTpic NTa, NPOCiloBaHHs, Ta nifg Yac BUrOTOB/IEHHS CyMiLLli
IpnaHgjs nepuHAONPWIY apriHiHy. a came Ha etani

3MillyBaHHSA Ta fofAaBaHHA 3Ma3yHunX PeYOBUH).
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpOos1b rOTOBOrO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPLKEHNX MeToAax BUNPoByBaHHS) - 3MiHW y
3aTBEPMKEHVX MeToAax BUNPOOYBaHHS PiANHHO
xpomartorpadieto (BEPX a6o YBEPX), a came
36iNbLUEHHS KiNbKICTI TABNETOK, MPUAHATUX ANA
NPUroTyBaHHS AOCAIAKYBAHOTO PO3YMHY Ta
[ofaBaHHA KpUTepIiB TECTY Ha NPUAATHICTb W00
noAiny nikis nepuHgonpway Ta 6iconposony. 3minm |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(iHWi 3MiHW) - 3MiHK A0 cneumdikaLii KpULLKK
roTOBOrO /1iKapCbKOro 3acoby Ans BUNpPoOyBaHHS
«Flow Reducer dimensions» . 3miHu | Tuny - 3miHun 3
siKocCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbkoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHSA roTOBOrO /iKapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAAX
BMNPOBYBaHHSA) - 3MiHW AOBXUHW XBUAI 3 215 HM J0
273 HM ANs KiNbKiCHOro BU3HAUYEHHS AOMILLIOK
6iconponony 3a gonomoroo BEPX ans
3ab6e3neyeHHs KiNbKiCHOro BU3Ha4YeHss BCIX
noTeHLiliHMX NPOAYKTIB po3naay biconponony.
PepakuiiiHi npaBk1 Ta yTOYHEHHS B METOAAX
KOHTPO/IO AKOCTi BiANOBIAHO A0 BuMor EP. 3miHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignosigHOCTi abo
BUJ/TyYEHHs cepTudikaTa BignoBigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€ponelicbkili dhapmakonei) - OHoB/IeHWI
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

cepTudikaT Bif yxe 3aTBepAKeHOro BUpobHUKa-
OHoBneHwnit ceptudiikat gna A®| iconponony Big
yXe 3aTBepmkeHoro Bnpo6Huka,(MOEHS Catalana
S.L. MOEHS Iberica S.L.). 3atBepgxeHo: R1-CEP
2009-044-Re 00. 3anponoHosaHo: R1-CEP 2009-
044-Rev 01. 3miHu | TMny - 3MiHW 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI ab6o
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBWHM (cepTudiikaTt BiAMOBIAHOCTI
€Bponeiicbkilt hapmakonei) - HoBuii cepTudikat Big,
HOBOrO BMPOGHMKA (3aMiHa ab0 AONOBHEHHS) -
HoBwii cepTudikat ons BUXiAHOT peyoBUHM L-
apriHiHy, L0 BUKOPUCTOBYETbLCSA B NPOLECI
BMPOGHMLITBA Ait040T PEYOBVHN NEPUHAONPUIY Bif,
HOBOrO BMPOGHUKA Bif, HOBOr0 BUPOOHMKA
SHANGHAI KYOWA AMINOACID CO., Ltd,
3arsepmkeHo: AJINOMOTO CO/. Inc. No. R1-CEP
1998-104 Rev 04. KYOWA HAKKO BIO CO., Ltd.
No. R1- CEP 1998-109 Rev 05. 3anponoHoBaHo:
AJINOMOTO COl/. Inc. No. R1-CEP 1998-104 Rev
04. KYOWA HAKKO BIO CO., Ltd. No. R1- CEP
1998-109 Rev 05. SHANGHAI KYOWA AMINOACID
CO,, Ltd. No. R1- CEP 2010-045 Rev 00.

206.

KOTENNIK®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, M0 20
Mr; no 21 TabneTui 'y
6nictepi; no 3
6nictepn y
KapTOHHI Kopo6Lyi

TOB «Pouw
YKpaiHa»

YKpaiHa

Brpo6HMUTBO
Hepo3gacoBa
HOT NpoAyKu;i,
BMNPOGYBaHHSA
KOHTPO/0
AKOCTI Npu
BUMYCKY
(mikpo6ionoriy
Ha yncToTa):
®.XohhMaHH-
Na Pow Nita,
LLiBeiuapis;
Brpo6HMUTBO
Hepo3gacoBa
HOT NpoAyKu;i,
BMNPOGYBaHHS

LLBenuapis/
Himeuunna/
ITanis/
LLiBeiiuapis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy MicLs NPOBaKEHHS
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIYAKUMN AiNbHULL BUNYCKY
cepii abo MicLie NpoBefeHHS KOHTPOJTHO AKOCTI.
(misnbHICTb, 3a AKy BignoBigae BMpobHUK/imnopTep,
BK/IOYAK0UM BUMYCK cepiid). B pamkax pauioHanizawji
odpicHux nnowy, Roche, nponoHyeTbca 3MiHa agpecu
odpicy, siKa 3gilicHioe Bunyck M13. JaHa 3miHa
BiOYyBaETLCA B paMKax OfHIEl CUCTEMU KOHTPOSIIO
AIKOCTI | CTOCYETLCA BUK/TOYHO OYHKLT BUMYCK cepii,
i He Ma€e BNMBY Ha BUPOBGHWUMIA NpoLec npenapary.
He Mae BNuBY Ha AKiCTb, 6e3neky Ta eDeKTUBHICTb
npenaparty. Micue Bupo6HuuTBa 13 He 3MiHMIoCh.
[Aitoya pegakuisn: Bunyck cepii: ®.XoddpmaHH-/15

3a
peyenmo
M

He
nionsieae

UA/15199/01/01




198

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
KOHTPOO Pow /1T BiagykTwtpacce 33, 4051 Basens,
AKOCTI NpK LLisefuapis. MNponoHoBaHa peakuis: Bunyck cepii:
cTabinbHoCTi ®.XohcpmanH-/15 Poww /it MpeH3axepwTpacce 124,
Ta BUMYyCKYy 4058 Basens, LLBelilapisi. 3MiHN BHECEHO B
(okpim IHCTPYKL,it0 4719 MEAWNYHOIO 3aCTOCYBaHHSA
MiKpob6iosoriyH nikapcbKoro 3acoby y po3gin «Micue3HaxoKeHHs
ol YncToTH): BMPOOHMKa Ta afpeca MicLis NPOBaPKEHHN 1ioro
Ekcenna [OISNbHOCTI» 3 BiANOBIAHNUMMW 3MiHAMM Y TEKCTI
'M6X eHp Ko. MapKyBaHHS1 yMakoBKM NiKapCbKoro 3acoby.
Kr, BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
HimeuumnHa; 3aTBEPLKEHHS
BunpobyBaHH
1 KOHTPOSIO
AKOCTI NpK
BUMYCKY:
®.XodhhmaHH-
Na Pow NTg,
LLiBeiuapis;
Bunpo6ysaHH
A1 KOHTPOSTO
AKOCTI Npu
cTabifibHoCTI
Ta BUNyCKy

(mikpob6ionoriy
Ha uncToTa):
Nab6op IC CE
eHg Ko. K,
HimeuyunHa
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/0
AKOCTi Npu
CTabifNbHOCTI:
Henbdhapm
MinaHo,
C.P.N., Itanis
Bunyck cepii:
®.XodhhmaHH-
Na Pow NlTg,
LBeiiuapis
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
207. | KPAMMAJIKA | TabneTku, BKpUTI Mictpan AHrnia PAPMATEH Ipeuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/18941/01/01
NNiBKOBOIO Kenitan IHTEPHELLH | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
060/10HKOI0, N0 250 MeHepKMeHT 1 CA, lpeuis hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuu,j M
mr, no 10 TabneTok Nimitepn (anbTepHaTVB NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
y 6nictepi; no 3 Ha nepBuHHA IHCTPYKLU|i 415 MEAMYHOr0 3aCTOCYBaHHS
6nictepn y ynakoBKa, reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
KapTOHHIM nauui BTOPVHHA 3aco6iB Nic/is BHECEHHSA TiET camoi 3MiHN Ha
ynakoBKay); pedyepeHTHUIA npenapart (3mMiHa He noTpebye
dapmareH HafaHHA XOAHVX HOBKX AOAATKOBUX AaHWX). SMiHN
CA, Ipeuis BHECEHO [0 IHCTPYKLUIT 418 MeANYHOro
(BUPOGHMLTBO 3aCcTOCyBaHHS MikapCbKOro 3acoby y po3ainu:
roToBOI "Cnoci6 3acTtocyBaHHs Ta go3un", "MobivHi peakuii”
nikapcbkoi BiANoBIAHO A0 iHdopMaLil Loao MeLNYHOro
dhopmum, 3acTOCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
nepBuHHA Ta (KEMMPA, TabneTtkn, BKpUTI 06010HKOHO)
BTOPVHHA BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
ynakoBka, 3aTBEPKEHHS.
KOHTPO/b
cepii, BUNycK
cepii)
208. | KPAMMNAJIKA | TabneTku, BKpUTI Mictpan AHINIA PAPMATEH Ipeuis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/18941/01/02
NNiBKOBOIO Kenitan IHTEPHELLH | TMNy - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta peuenmo nionsieae
o060510HKot0, no 500 MeHemKMeHT N1 CA, Ipeuis hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuui M
Mr, no 10 TabneTok Nimitep (anbTepHaTVB nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
y 6nictepi; no 3 Ha nepBMHHa IHCTPYKLii ANA MeAMYHOro 3acToCyBaHHsA
6nictepn y yrnakoBkKa, reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
KapTOHHIN nayui BTOPVHHA 3ac006iB Nicnsi BHECEHHS TiEl caMoi 3MiHW Ha
ynakoBKay); pethepeHTHW1 npenapat (3MiHa He noTpebye
PapmaTeH HaZiaHHs XOAHWX HOBUX [OAATKOBUX AaHWX). 3MiHN
CA, Ipeuis BHECEHO [0 IHCTPYKLUIT 4719 MeANYHOro
(BUPOBHMLTBO 3aCTOCYyBaHHS NikapCcbKoro 3acoby y po3ainu:
roTOBOI "Cnoci6 3acTtocyBaHHs Ta go3un", "MobivHi peakuii"
niKkapcbKoil BiAgnoBigHO A0 iHdhopMaLii Woao MeguyHoro
dhopmu, 3acToCyBaHHA pe)epeHTHOro NikapcbKoro 3acoby
nepBuHHa Ta (KEMMPA, TabneTtkn, BKpUTI 060/10HKOHO)
BTOPVHHA BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
ynakoBka, 3aTBEPMKEHHS.
KOHTPO/b

cepii, BUNycK
cepii)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
209. | KPYWUNHU Kopa no 100 r a6o MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/6049/01/01
KOPA 751y naykax 3 "NikTpasn" "NikTpasn" | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma

BHYTPILLHIM
nakeTom; no 2,5 r Ne
20y hinbTp-nakeTax
y naykax abo y
naykax 3 BHYTpILUHIM
nakeTom

hapmakoHarnsgy (iHwi 3miHn). OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKy Nikapcbkoro 3acoby 3
BHECEHHAM iHhopmaL,ii LWOoA0 3a3HaYEHHS OAUHULIb
BMMIpIOBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH
NpOTArom 6 MicsiLiB nicns 3aTBepKEHHS
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

210.

KCE®OKAM®

NMOpOLLOK ANA
PO3UUHY NS iH'EKLA
no 8 mr; 5 chnakoHis
3 MOPOLLKOM Y
KapTOHHI Kopo6Lyi

AciHo ®apma
Al

LLiseiiuapi
A,

Baccepbyprep
ApuHavimitten
bBepK MM6X,
HimeuyunHa
(BPO6GHMLTBO
Hepo3sdacoBa
HOI NpoayKuil,
nepBuHHE
nakyBaHHs);
Takepa
ABcTpisi TM6X,
ABcTpist
(BTOpPUHHE
nakyBaHHS Ta
BUMYCK Cepiid)

Himeuunna/
AscTpis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib.
CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
6y/[b-AKOT YaCTUHW MaTepiasny NepBMHHOT YNakoBKM,
LLIO HE KOHTAKTY€E 3 FOTOBMM JiKapCbKMM 3aCO60M
(Hanpviknag, KoMip KPULLEYOK 3 KOHTPOSIEM NEPLLIOro
BIAKPUTTSA, KOMIP KOAOBUX Kifelb Ha amnynax,
KOHTeliHepa 415 ronok (PisHi BuAW niacTMmacu)
(3miHa, fKa He BNAMBAaE Ha KOPOTKY XapakTepucTuky
nikapcbKoro 3acoby) BunpassieHHs NOMUIIKK LLOA0
BMCOTU (B MM) MJIOMOW Ha KPECNEHHI Y po3gini
"3.2.P.7. Cuctema KoHTeliHep/3aKynopoBabHuWi
3aci6”. Y 3aTBepakeHoMy B aHuii yac KpecsieHHi
Burnagy 36oky B posgini "3.2.P.7. Cuctema
KOHTeliHep/3aKyrnoptoBaibHWii 3aci6” BkazaHa
BucoTa 7,4+0,25. OfHak (hakTuyHa BUCOTa 3aBXan
6yna 7,5+0,25. ¥ 3B'A3Ky 3 LM NPOMOHYETLCA
BMMNPaBUTU NOMUJIKY Yy BUCOTI (B MM) Ha KPEC/IEHI.
TakoX BHOCATLCA peflakLiiiHi 3MiHK, a came
nepesBefeHHs TeKCTy B po3aini "3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6” B HOBWI
chopmaT 3 AesKUMU pefakuUiiHuMn 3MiHaMu.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHNIA 3aci6. 3miHa 6yab-
AKOT YaCTVHWN MaTepiany NepBUHHOI YNakoBKW, L0 He
KOHTaKTy€e 3 rOTOBVM /1iKapCbKVIM 3aC060M
(Hanpuknag Konip KpULLEYOK 3 KOHTPOSIEM NEPLUOro
BiKPUTTSA, KONIp KOAOBUX Kineup Ha aMmnynax,
KOHTeliHepa 4151 ronok (pi3Hi BuAM niacTMacu)
(3MiHa, sika He BNMBa€E Ha KOPOTKY XapaKTepuUCTUKy
nikapcbKoro 3acoby) BunyyeHHs: MasTtoHKa HMKHBLOT
CTOPOHM MIOM6U. Ha HWXHIn CTOPOHI NoM6u
noctavanbHvika 6inblue He 6yae HaHOCUTK
iHcbopmawvito Mpo hopMyBanbHW iIHCTPYMEHT
("Werkzeug bzw. Formnest-Nr.") Ta Tuny martepiany
("Materialkennzeichnung"). Ockinbku U5 iHhopmauis
He € pefnieBaHTHO 3 PEryIATOPHOI TOYKM 30pY. Y
3B'A3KY 3 UM BUOANSAETHCA KPECIEHHA HUXHBLOT
CTOPOHM Naom6u 3 po3giny "3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6”.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

3a
peyenmo
i

UA/2593/02/01

211.

KCO®/TY3A®

TabneTku, BKpUTI

TOB «Pouu

YKpaiHa

BUNYyCK cepii

LLBenuapis/

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis:

3a

UA/18056/01/02
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby ynakoska) nocBi04€eHHs
NiBKOBOIO Ykpaina» roToBOro CLUA/ yTOUHeHMne HanncaHHa yHKLi ogHOro 3 peyenmo
o060n0oHkoto, no 40 nikapcbkoro AnoHis BMPOGHUKIB B Hakasi MO3 YkpaiHu Ne 498 Big M
mr, no 1 a6o no 2 3acoby: 16.03.2023 B npoveci BHECEHHSA 3MiH (3MiHu |
Tabnetku y 6nictepi, ®.XodhhmaHH- TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
no 1 6nictepy y Na Pow N1, Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
KapTOHHIN nauui LLiBeiuapis; BMPOGHMWKa/imnopTepa roToBoro fikapcbKoro 3acoby,
nepBuHHE Ta BK/IIOYAOUM AiNbHULI BUNYCKY cepii abo Micue
BTOPVHHE NPOBELEHHS KOHTPOJIIO AKOCTI. (A4iANbHICTb, 3a AKy
nakyBaHHs, BiANOBIAa€e BUPOGHMK/IMNOpTEp, He BKIOYaloum
BK/IOYa0UN BUMYCK cepiii) 3MiHa Ha3BM BUPOGHUKa
BMNPOGYBaHHSA BiANOBIAA/IbHOrO 3a NEPBUHHE Ta BTOPUHHE
KOHTPO/0 nakyBaHHS, BK/TIOHA0UN BUNPOOYBAHHS KOHTPO/IIO
SAKOCTi B SAKOCTi B npoLieci BUPO6HMLTBA. 6e3 3MiHV agpecun
npoueci MiCLA NPOBaKEHHS Ais/IbHOCTI. [litoya pefakuis:
BMPOGHMLTBA: LLlapn KopnopeliwH, CLUA lMponoHoBaHa pegakuis:
Wapn LWapn MekempxuHr Cepsices, /I/1C, CLUA. BeeaeHHs
MeKkemKnHr 3MiH NPOTAroM 6-TK MICALIB NiCNA 3aTBEPMXKEHHS).
Cepgices, Pepakuisi B Hakasi - BUMycK cepii roToBoro
NNC, CWA; NiKapcbKoro 3acoby:
BMPOGHMLTBO ®.Xothbdpmarn-/15 Pow /iTa, LBeliuapis; nepBrHHe
nikapcbKoro Ta BTOPVMHHE NakyBaHHS, BK/HOYaouM BUNPOOYBaHHS
3acoby, KOHTPOJIO SIKOCTI B Npoveci BupobHuyTea: Wapn
BK/THOHAOUMN MexkemxuHr Cepseices, /I/1C, CLUA; BUPOGHNLTBO
KOHTPO/b B NikapCbKoro 3acoby, BK/IKOHYAI0UN KOHTPO/b B
npoueci npoteci BUPOGHULITBA, BUNPOBYBaHHA KOHTPO/IO
BMPOGHMLTBA, AKOCTi Npu BUNYCKy Ta cTabinbHocTi: LLioHori ®apma
BMNPOGYBaHHSA Ko., Nitg. CeTcy MNnaHT, ANoHIA; BUNpobyBaHHs
KOHTPO/0 KOHTPOJIHO0 SIKOCTi NpY BUNYCKy Ta cTabinbHOCTI (3a
AKOCTI NpK BUK/TIOYEHHAM MIKPOB6IONIOriuHOT uncToTtu): @.
BMMYCKy Ta Xothcpman-Na Pow J1Ta, LWBeliyapis; BunpobyBaHHA
cTabinbHOCTI: KOHTPOJI0 SIKOCTi NpY BUNYCKY Ta cTabinbHOCTI
LLioHori (TinbKM mikpob6ionoriyHa uicTtoTa): ®.XohdmaHH-/15
dapwma Ko., Pow /Ta, LBeliuapis. BipHa peaakuis - BUNycK
Ntp. Cetcy cepil roToBOro NikapcbKoro 3acooy:
MnaHT, ®.XodhchmaHH-/a Pow 14, LUBeliyapis;
ANoHiIsA; nepBMHHE Ta BTOPUHHE NaKyBaHHA, BK/lOYaoumn
BUNPOGYBaHH BUNPOGYBaHHA KOHTPOJIIO AKOCTi B Npoueci
Al KOHTPOJIIO BUpoGHuyTBa: LLapn MekepxuHr Cep.ices, JI/1C,
AIKOCTi nNpu CLUA; BUpPOGHULTBO JliKapCbKOro 3acooy,
BUMNYCKy Ta BKJ/10HAIOYN KOHTPOJ1b B Npoueci BUPOGHMLTBA,
cTabinbHOCTI BUMPOGYBaHHA KOHTPOJIIO AKOCTi NPU BMNYCKY Ta
(3a cTabinbHocrTi: LWioHori ®apma Ko., fita. CeTtcy
BUK/TIOUEHHS MnaHT, ANOHIA; BUNPOGYBaHHA KOHTPOJIIO AKOCTI
i Npu BUNYCKY Ta CTaGi/IbHOCTi (32 BUK/IHOYEHHAM

MikpoGionori

MiKpOGiONOriYHOT YNCTOTH), MEPBUHHE Ta
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

YHOI
ymcToTn),
nepBuHHE Ta
BTOPUHHE
nakyBaHHsl,
BK/IIOHAOYU
KOHTpONb B
npoueci
BUPOGHULTBA
, BUNycK cepii
rotoBoro
nikapcbKoro
3aco6y: d.
XodhcbmaH-Ns
Pouw JITa,
LBeiiyapis;
BMNPOGYBaHHSA
KOHTPO/0
AKOCTi Npu
BUMYyCKy Ta
CTabiNbHOCTI
(TinbkM
MiKpO6ionoriuH
a yucrtoTa):
®.XodhhmaHH-
Na Pow NlTg,
LLiBeliyapis

BTOPUHHE NaKyBaHHA, BKKOYal04yn KOHTPOJIb B

npoueci BUpoGHULTBA, BUNYCK Cepii roToBOro

nikapcbkoro 3aco6y: ®. Xodycpman-N1s Pow Nltg,

LiBeiiLapisi; BUNPOGYyBaHHA KOHTPO/IIO AKOCTi
npu BUNYCKY Ta CTaGiNnbHOCTI (TiNbKn
MiKkpoGionoriyHa uncrtora): ®.XodchmaHH-/1s
Pouw NTa, WBeliyapis.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
212. | KYPOCYP®® | cycneHsia ons K'e3i ABCTpIs BUPOGHMLTBO ITania/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/10170/01/01
eHpoTpaxeasibHoOro dapmac'toTike in bulk, ABCTpist Il TNy - 3miHM Woao 6e3nekn/edekTUBHOCTI Ta peyernmo
BBefeHHs, 80 mr/mn; n3 rv6XxX nakyBaHHs, thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo M
nol5mny BUNYCK cepil: 3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
dhnakoHi; no 1 K'esi nocBigYeHHs, BkNovatoum MnaH ynpasniHHA
chnakoHy B dapmaueyTui pvi3vkamMm (3acTocyBaHHS 3MiH(M), ski(a)
KapTOHHI KopooLyi C.n.A., ltanis; BUMaratoTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
BWMNYCK Cepil: [0[AaTKOBUM JaHUMK, WO MatoTb HagasaTucs
K'esi KOMNETEHTHUM OpraHoM, OCKi/TbKV BUMaraeTbCs
dapmac'ioTike CYTTEBA OLiHKA KOMNETEHTHUM OpraHom).
n3 rvéx, 3a8BHUKOM HafaHO OHOB/IEHWI NNaH ynpas/liHHA
ABCTpIS; pu3nkamu Bepcis 4.0. 3MiHW BHECEHO [0 YacTuH: |
BTOPVIHHE «3arasbHa iHpopmauis», I «Cneyudikauis 3
nakyBaHHs: 6e3nekn», Il «MnaH 3 hapmakoHarnagy», IV
r.J1. dapma «Mnaxu Wwoao nicnspeecTpavyinHux AocnigpkeHb
m6X, e)eKTUBHOCTI», V «3axoau 3 MiHiMi3aLii pu3nkie»,
ABCTpiIst; VI «Pe3tome nnaHy ynpasniHHA pu3nkamu», VI
BMPOOHNLTBO «Jlopgatkn» y 3B’A3Ky 3 BUAAIEHHSAM BaXK/IMBUX
in bulk, iAEHTNCDIKOBAHNX PUBMKIB, BXK/IMBUX NOTEHLIAHNX
nakyBaHHs, pY3KKiB, @ TaKOX BUAANIEHHS BiACYTHBOI iHchopmaLii.
KOHTpO/b Ta CtpykTypy MNYPa 6yno oHOBNEHO BiANOBIAHO [0
BUNYCK cepil: pekomeHaauili Guideline on good pharmacovigilance
K'esi practices (GVP) Module V — Risk management
dapmaueyTui systems (Rev 2)
C.n.A., ltania
213. | NAHUEPON® | kancynu no 30 wmr; MNAT YKpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu 3a He UA/7875/01/01
no 10 kancyny "KuiBmegnpen "Kuismegnpen | TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmo niossieae
6nictepi; no 1 apart" apar” thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui M

6nictepy y nauui

nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUiT 415 MeAUYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk pesynbTart
OLLiHKV 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkeHns (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLiT 4151 MegnyHoro
3aCTOCYBaHHSA NMikapcbKoro 3acoby Ao po3zinis
"Ocob6nmBoCTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
oo iHchopmalii 3 6e3nekn Aikyoi pevyoBUHU.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
214. | NA®EPOBIO | nioginisat ans TOB "$3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13720/01/01
H® po3unHy ans iH'ekuin | "BIOPAPMA" "BIOPAPMA" | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo
1 000 000 MO; no 5 3MiHM Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUPo6HULTBA M
h1akoHiB roTOBOro NikapcbKoro 3acoby, BKIYaun
nioghinizata y MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCSA NpU
6nicTepi; no 2 BVMPOGHMLTBI TOTOBOTO NiKapCbKOro 3acoby
6nictepn y nauui 3 (He3HauyHa 3MiHa y npoLeci BUPO6HULITBA) 3MiHa
KapTOHY Ha3Bu onepawdii 2.2 3 "Ctepunisytoya dinbTpawis,
po3nvB Ta repmeTu3auisa” Ha "Ctepunisytoya
inbTpaLis, po3Nune Ta BCTaBka NPO6KK", a Takox
[04aBaHHS Y BUPOOHMYMIA NpoLec OKpemoi
TexHonorivyHoi onepavii Onepaduis 5.1 OTpuMaHHs
Ta NiAroToBKa NakyBaslbHUX Martepianis
215. | NTAPEPOBIO niocpinisat ans TOB "$3 YKpaiHa TOB "3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx martepianis: 3MiHu 3a - UA/13720/01/02
H® po3uunHy ans iH'ekuin | "BIOPAPMA" "BIOGAPMA" | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib. peyenmo
3 000 000 MO; no 5 3MiHM Y BUPOOHULTBI. 3MiHU Y NpoLeci BUpO6HMLTBA M
h1aKoHiB roTOBOro MiKapCbKOro 3acoby, BKYaun
niocpinizatay NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCSA NpU
6nictepi; no 2 BUPOGHMLTBI rOTOBOrO NiKapCbKOro 3acoby
6nicTepu y nauui 3 (He3HayHa 3miHa y npoueci BUpobHuLTBa) 3miHa
KapToHY Ha3BuW onepadu,jii 2.2 3 "CTepunidytoya dinbTpauis,
po3nuB Ta repMeTu3auis” Ha "Ctepunisyoua
inbTpavis, po3NnB Ta BCTaBka NPOGKM", a TakoX
[0AaBaHHA y BUPOGHWUMI NpoLLec OKpemoi
TexHonoriyHoi onepadii Onepauis 5.1 OTprMaHHsA
Ta NigroToBka NakyBaslbHUX MaTepianis
216. | NA®EPOBIO | nioginisar ans TOB "$3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13720/01/04
H® po3unHy Ans iH'ekuii | "BIO®APMA" "BIO®APMA" | TNy - 3MiHK 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. peyenmo
6 000 000 MO; no 5 3MiHV Yy BUPOOHMLUTBI. 3MiHM Y NpoLieci BUPOGHMLITBA M

(h1akoHiB
niocpinizatatano 5
amnys po3vnHHMKa
no 2 mn (Boga ons
iH'eKLiA) y BnicTepi;
no 1 6nictepy y
nauui 3 KapToHy

rOTOBOrO JliKapcbKoro 3acoby, BK/Yaumn
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BUPOBHMLTBI TOTOBOTO /liKapCbKOro 3acoby
(He3HavHa 3MiHa y npoueci BUpobHuLTBa) 3MiHa
Ha3su onepaudiii 2.2 3 "Ctepunisytoya dinbTpawis,
po3/1B Ta repmeTusauis” Ha "Ctepuisytoua
hinbTpavis, po3nuBe Ta BCTaBka NPo6KM", a Takox
[0AaBaHHA Yy BUPOGHWUNIA NpoLLec OKpemoi
TexHosoriYHoi onepadii Onepauisi 5.1 OTpMMaHHs
Ta NigroToBKa NakyBasjibHUX MaTepianis
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npoaykty); AIT

Hoso Hopgaick,
[aHia

(mapkyBaHHs

Ta ynakoBKa

TN MiCALiB NicNs 3aTBEPAKEHHS.

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
217. | NA®EPOBIO | nioginisat ans TOB "$3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13720/01/06
H® po3unHy ans iH'ekuin | "BIOPAPMA" "BIOPAPMA" | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo
18 000 000 MO; no 3MiHM Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUPo6HULTBA M
1 donakoHy roTOBOro NikapcbKoro 3acoby, BKIYaun
nioghinizata tano 1 MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCSA NpU
amnyni po3yYnHHMKa BVMPOGHMLTBI TOTOBOTO NiKapCbKOro 3acoby
no 2 mn (Boga ons (He3HauyHa 3MiHa y npoLeci BUPO6HULITBA) 3MiHa
iH'exuill) y 6nicTepi; Ha3Bu onepawdii 2.2 3 "Ctepunisytoya dinbTpawis,
no 1 6nictepy y po3nvB Ta repmeTu3auisa” Ha "Ctepunisytoya
nauui 3 KapToHy inbTpaLis, po3Nune Ta BCTaBka NPO6KK", a Takox
[0faBaHHs y BUPOBHNYMIA NpoL,ec oKpemoi
TexHonorivyHoi onepavii Onepaduis 5.1 OTpuMaHHs
Ta NiAroToBKa NakyBaslbHUX Martepianis
218. | NEBEMIP® PO3YMH NS iH'EKLNA, A/T HoBo [aHis A/T HoBso [Janis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a He UA/4858/01/01
®JIEKCNEH® | 100 OA/mn; no 3 mMn Hopgaick Hopgaick, Bpasunis/®p 3MiHM Il Tuny - 3MiHK Woao 6e3neku/echeKkTUBHOCTI peyenmo niossieae
y KapTpuaxi; no 1 [aHia aHuis Ta chapmakoHarnsgy. 3mMiHu y KopoTkili M
KapTpuaxy B (BMPOGHYMK XapakTepucTumLi NikapCcbkoro 3acoby, TEeKCTi
6araTof030Bil NS 36MpaHHs, MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
0[lHOpa3o0Biii MapKyBaHHs1 3aCTOCyBaHHS Yy 3B'AA3KY i3 HOBUMM AaHUMK 3 SIKOCTI,
Lwnpuu-pyyui; no 1 Ta ynakoska OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta AaHMK 3
abo 5 wnpuu-pyyok ®nekcleH®, thapmakoHarnagy. 3miH1 BHeCeHo [0 IHCTpyKuii ans
Y KapTOHHI kopobLj BTOPVIHHE Me[UYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
nakyBaHHs); po3ginis "®apmakonoriyHi BnactueocTi",
A/T Hoso "3acTocyBaHHs y Nepiof BariTHOCTi abo roflyBaHHs
Hopaick, rpyaar” BiAnoBiAHO A0 diHa/IbHUX pe3ynbTaTiB
NaHis nicnsapeecTpauiiHoro JOCAiAKEHHS OLiHKN
(BMPOGHMK [10BrOCTPOKOBOI 6e3nekn 3aCToCyBaHHS iHCY iHY
Hepo3gacoBa BariTHuvMn NN304-4016. BeeeHHS 3MiH NpoTarom 6
Horo MicAUIB nMicnsa 3aTBepmkeHHs. 3MiHu || Tuny - 3MiHn
NpOAYyKTY, Loao 6e3nekn/edyeKTMBHOCTI Ta dpapmakoHarnsgy.
HanoBHEHHS B 3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
MNeHdin®, 3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT Ans
nepBuHHA MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
yrnakoBkKa, LaHUMW 3 SKOCTI, AOKNIHIYHUMU, KAIHIYHUMY AaHUMK
KOHTPO/1b Ta AaHuMK 3 chapmakoHarnsgy. 3mMiHW BHeCEHO A0
AKOCTI Ta IHCTPYKUii 418 MEANYHOro 3acTOCYBaHHSA
BiANOBIA&/IbHN niKapcbKoro 3acoby A0 po3ainis "OcobnmnBocTi
11 32 BMNyCK 3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta 4o3un",
cepiii "Mo6iuHi peakwii" BigNOBigHO A0 MaTepianis
KiHL,eBOro peecTpaLiiHoro gocke. BBefieHHSA 3MiH NpoTArom 6-
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n/n

Hassa
NiKapcbKo20

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

3acooby

®nekcleH®,
BTOPUHHE
nakyBaHHs);
Hoso Hopgaick
Mpoaykao
dapmaceyTika
0o bpasinb
nrpa.,
Bpasunis
(BUPOBHWK
Hepo3sgacoBa
HOT NpoAyKu;i,
HanoBHEHHS B
MeHin®,
nepBuHHA
ynakoBka Ta
36UpaHHs,
MapKyBaHHsI
Ta ynakoBka
dnekcleH®,
BTOPUHHE
nakyBaHHs);
Hoso Hopgaick
MpoatoKCLOH
CAC, ®paHuis
(BMPOGHYMK
npoaykuii 3a
NOBHUM
LMKIOM)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
219. | NIEBOMAK TabneTku, BKPUTI Makneopc IHais Makneoac IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/8637/01/02
NNiBKOBOIO PapmMacboTUK PapmacboThK 3MiHu |l Tuny - 3miHn 3 sikocTi. APl BUpoBHULTBO. peyernmo
060/10HKO0, No 500 anc Nimiteq auic Nimitepq, 3MiHa BUpPOGHYKa BMXiAHOTO/MPOMIXHOro M
Mr, Mo 5 TabneTok y NPOAYKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
6nicTepi, no 1 abo BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHMKA
no 2 6nictepv B (BKtOYaroun, fe HeobxigHO, MicLe NPoBeAEeHHS
KapTOHHI ynakoBL; KOHTpO/t0 sIKOCTi) ADI (3a BiACYTHOCTI cepTudikaTa
no 5 tabnetok y BiANOBIAHOCTI €Bponeiicbkili hapmakonei y
6nicTepi, no 4 3aTBEpAXEHOMY J0ChE)(BBEAEHHS HOBOIO
6nictepu, 3'egHaHNX BMPOGHUMKa A®| 3 HaaHHAM MacTep-gaiina Ha AdI)
MiX c060t0; no 5 - BBEEHHA [04aTKOBOro BUpobHuka Ad|
6nicTepis, 3'€4HaHNX nesodpriokcauuHy remirigpaty - Zhejiang East-Asia
MiX c06010 B Pharmaceutical Co., Ltd., China. Ak Hacnigok
ynakosui; no 10 BHECEHHS 3MiH B cnevuumdikaLito Ta MeToam BXigHOro
TabneTok y bnictepi; KOHTPO/II0 3a NOKa3HUKOM "3asIMLLKOBI KifIbKOCTI
no 10 6nicTepis B OpraHiYHnX PO34MHHMKIB"(3aNPONOHOBAHO:
KaTOHHIli ynakoBLyi MeTaHony - He Ginble 0,3 %, eTaHony - He GinbLue
0,5 %, xnopocpopmy - He GinbLue 0,006 % ans
anbTepHaTUBHOIO BUPo6HMKa APl neBodokcaumnHy
remirigpaty - Zhejiang East-Asia Pharmaceutical
Co., Ltd., China
220. | NEBOUWNH-H PO34nH ANs iHQy3il, TOB YkpaiHa Hepo3gacoBa Mpeuisi/ BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu 3a - UA/12842/01/01
500 mr/100 mn; no "OAPMACEN" HWUIA NPOAYKT, YkpaiHa | TMNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo
100 mn a6o no 150 nepBuHHa thapmakoHarnsgy. BeegeHHs abo 3miHu o M
MA y chnakori; no 1 ynakoBka, y3arasibHeHNX AaHux Npo cuctemy hapmakoHarnagy
dhnakoHy B nauuj 3 BTOPVHHA (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
KapToHy; no 100 mn ynakoBka, thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
a6o 150 mny KOHTPO/b: BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
dhnakoHi; no 10 BIOCEP C.A. KOHTaKTHOI 0Co6M 3 thapmakoHarnsaay 3asiBHuka ans
thr1akoHiB y KOpoo6Li NMAPEHTEPA 3piicHeHHs hapMakoHarsay B YkpaiHi, K0 BOHA
N COoNMowHC BiAMiHHA Bif YNOBHOBaXKeHOI 0cobu, BignoBiga bHOT
IHOACTPI, 3a 3gilicHeHHs hapmakoHaragy (Bkvarun
peuis; KOHTaKTHI AaHi) Ta/abo 3MiH1 Yy po3MilLleHHi MacTep-
KOHTPO/b, (paiina cuctemu hapmakoHarnsgy) 3miHa
BWMNYCK Cepil: YNOBHOB&XEHOI 0C06YM 3asBHMKa, BiANOBifa/IbHOT 3a
TOB hapmakoHarnsag.
"®APMACEN" [itoua pegakuis: CynpyH Egyapg Bonogummnposuy.
, YKpaiHa MponoHoBaHa pepakuis: Boray TeTaHa

OnekcaHgpiBHa. 3MiHa KOHTaKTHUX SaHUX
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
hapmakoHarnsg. 3MiHa Homepa mMacTtep-cthainna
cucTeMu dhapmakoHarnsgy
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
221. | NIBEN® kancynu no 200 mr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/10583/01/01
no 10 kancyny "BANAPTIH "AcTpadhapm”, | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
6nicTepi; no 5 abo PAPMA" YkpaiHa thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
10 6nicTtepiB y (BMPOGHULTBO, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapTOHHI nayui nepBuHHE Ta IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
BTOPUHHE perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nakyBaHHs, nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KOHTPO/Tb 3acToCcyBaHHSA NikapCcbKoro 3acoby B
akocrTi); TOB nicnspeecTpauiiinii nepiog, abo sk pesynbTar
"BANNAPTIH OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
PAPMA", [0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Ykpaina Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
(Bunyck cepii) opraHom).
3MiHU BHECEHO [0 IHCTPYKUiT AN MEeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Mo6ivHI peakui™ BigNOBIAHO 1O OHOB/EHO!
iHchbopmaw,ii 3 6e3nekun Ajtoyoi pevyoBnHN pubasipnHy
3rigHo 3 pekomeHgauisvm PRAC. TepmiH BBeAEHHS
3MiH - NPOTArom 6 MicsiLiB NicNs 3aTBEPAKEHHS.
222. | NIJOKAIH PO3UmnH NS iH'eKLii 3AT YropuwHa 3AT YropuHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/0655/01/01
2%;no2mMnB $apmaueBTNy dPapmaneBTUY | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmo
amnyni; no 5 amnyn HWi1 3aBOf, HWli 3aBOf, 3MiHM Y BUPOOHULITBI. 3MiHa iMnopTepa/3amiHu, Lo M
y 6nicTepi; no 2 abo ErC ErC CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI

no 20 6nictepiB y
KapTOHHI ynakoBLi

roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA [inbHUL, Ha SIKild 3AiACHI0ETLCA
KOHTPONb/BMNPOGYBaHHSA cepii)
3MiHM BHOCATBLCA [0 MaTepiasiiB peecTpaviiiHoro
[0CbE Y 3B'AA3KY i3 OAABaHHSAM aflbTepHATUBHOT
OiNbHWL ANA 34iACHEHHS KOHTPOHO
MiKpOGi0N0riYHOI YNCTOTMK.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
223. | NIMEHOA cynosuTopii TOB "YOPNA YkpaiHa yopna TypeyunHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/14636/01/01
BariHasbHi, no 7 MEANLNH" MEOMUMH | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
CynosuTopiiB y ITAY CAH. BE thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
6nictepi; no 1 TIOXK. A.LL. NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
6nictepy y IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
KOMnNAekTi 3 7 perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
Hanasb4YHUKamu nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
0 HOpPa30BOro 3acToCcyBaHHSA NikapCcbKoro 3acoby B
BMKOPVCTaHHS abo nicnspeecTpauiiinii nepiog, abo sk pesynbTar
no 2 6nictepn y OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
KomnekTi 3 14 [0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
HanasibYHKamm Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
0/JHOPa30BOro opraHom).
BUKOPUCTAHHA Y 3MiHV BHECEHI [0 iHCTPYKLii A1 MeguyHoro
KapTOHHI Kopo6Li 3acToCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"MpoTunokasaHHA", "OcobaMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakuii" BiANOBIAHO [0 OHOBMEHOI
iHchopmawii 3 6e3nekn gitoyoi peyoBuHU. BBeAeHHSA
3MiH NPOTAroM 6-TM MicALIB Nicaa 3aTBePAKEHHSA
224. | NIMEHAA-N cynosuTopii TOB «YOPNA YkpaiHa YOPNA TypeuunHa BHECEHHS 3MiH 40 peecTpavliinHmx MaTepiasis: 3MiHN 3a He UA/15946/01/01
BariHasbHi, no 7 MEAVLH» MEAVUNH | TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmo niossieae
cynosuTopiiB y INAY CAH. BE thapmakoHarnagy. 3MiHa y KOpOoTKiil xapakTepucTuui M
6nicTepi; no 1 TIOXK. A.LL. nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta

6nictepy y
KOMMNNEKTi 3 7
HanasibYH1Kamm
0[1HOPa30BOro
BUKOPWUCTaHHS y
KapTOHHI Kopo6Lyi

IHCTPYKUIT 415 MeAUYHOro 3acToCcyBaHHA Ha nigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk pesynbTart
OLLiHKV 3BITY 3 AOCAifKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
OpraHom)o
3MiHV BHeCeHi [0 iHCTPYKLii AN1A MeguyHoro
3acTocyBaHHA NiKapcbKoro 3acoby y po3aiu
"MpoTunokasaHHs", "OcobMBOCTI 3acTOCyBaHHS",
"Mo6iyHi peakuii" BiAMNOBIAHO 4O OHOBMEHOI
iHbopMmawii 3 6e3neku Aitoyoi pevyoBuHU. BBeeHHS
3MiH NpOTArom 6-TW MicALiB Nicns 3aTBepAKEeHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
225, | MNIHKOMIUWMH | po34uH aNns iH'ekuiid, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/7975/01/01
-340POB'A 300 mr/mn, no 1 mn 06MEXEHO0 06MeXeHo | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
abono 2 mn B BiANoBiAa/bHI BignoBigasibHi BignosigHocTi/l E-cepTudikar BignosigHoCTI M
amnyni; no 10 CTIO CTH0 €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
amnyn y KapTOHHIM "GapmaueBTun "PapmaueBTu HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
Kopob6ui; no 1 mn YHa KOMMaHis YyHa KoMnaHis abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
a6o no 2 mn B "3popos'a” "3popos'a” €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
amnyni; no 5 amnyn marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
y 6nicTepi; no 2 BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
6nictepu B [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
KapTOHHI kopobuy; €sponelicbkin dhapmakonei) - OHOBEHWIA
no 1 mn a6o no 2 mn cepTudikaT Bif, y)xe 3aTBepIXeHOro BUPOOHUKa -
B amnyni; no 10 noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
amnyn y 6nictepi; no €poneiicbkin hapmakonei Ne R1-CEP 2008-225-
1 6nicTepy B Rev 02 (3aTBeppxeHo: R1-CEP 2008-225-Rev 01)
KapTOHHI KopooLyi ansa A®I niHKOMILMHY rigpoxnopuay Bif Bxe
3aTBepAxeHoro Bupo6Hrka TOPFOND
PHARMACEUTICAL CO., LTD., China.
226. | NIHKOMIUUH | kpuctaniyHwmii ToBapucTso 3 YkpaiHa TOM®OHA Kutaii BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu - - UA/15682/01/01
Yy NOPOLLOK obmexeHoro ®APMACBIOT | Tuny - 3miHK 3 AkocTi. CepTudikat
FIAPOXMOPU | (cy6ecTaHuis) y BignoBiganbHi IKANT KO., BignosigHOCTI/lE-cepTudpikar BignosigHOCTI
Jil noAgiliHmMx cTHO nTa. €Bponelicbkiit hapmakonei/moHorpadii. MogaHHsA
nonieTuneHoBmx "®bapmavesTu HOBOro abo OHOB/IEHOTO cepTudlikata BifgnoBigHOCTI
naketax gns YyHa KOMMaHis abo BUNy4YeHHs cepTudikaTta BignoBigHOCTI
thapmaLeBTUUYHOTO "3popos'a” €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
3aCcTOCyBaHHA marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0

BVKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[0NOMDKHOT pevoBrHK (cepTudpikat BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPobHUKa -
noJiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€poneiicbkilt hapmakonei Ne R1-CEP 2008-225-
Rev 02 (3atBepmkeHo: R1-CEP 2008-225-Rev 01).
AK Hacnifok, 3MiHa agpecy BUpo6HMLTBa (CTano: Ne
66 Li3sHble Poyg Xait-Tek IHgacTpian
[JesenonmveHT [icTpikT Kntaii-463 000 YxymaasHsb,
XeHaHb MpoBiHc, Kutaii/ No. 66 Jianshe Road High-
Tech Industrial Development District China-463 000
Zhumadian, Henan Province, China); npuBegeHHs
HOPMYBaHHSA Ta METOAUKN 3a NOKa3HUKOM
“3a/IULLKOBI KifIbKOCTi OpraHiyH1X pO3UNHHUKIB" [0
sumor CEP
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
227. | NIHO3U4 PO34uH ANs iHgysil, yYOopPna TypeyuunH Medap lnau TypeyunHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/14840/01/01
2 mr/mn, no 300 mn MEAVLUNH a CaH. A.LL. | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
y donakoHi; no 1 INAY CAH. BE hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuu,j M
h1akoHy B TIOK. A.LL. NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

KapTOHHI Kopo6Lyi

IHCTPYKLU|i 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedyepeHTHUIA npenapart (3mMiHa He noTpebye
HafaHHA XOAHVX HOBKX AOAATKOBUX AaHWX). SMiHN
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwyji
BiANoBIAHO A0 iHdopMaLil Loao MeLNYHOro
3acTOCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
(BMBOKC po3zunH ans iHdysiit). BBegeHHs 3MiH
NPOTArom 6-Tv MicALIB NicAa 3aTBEpPKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
228. | NONEAIYM® Kancysnuv Teepai no 2 CaHpo3 CnoseHis BUPOGHMLTBO HiMeuunHa/ | BHeECEHHSI 3MiH 40 peecTpaLiiHux MaTepianis: 3MiHU 6e3 - UA/9738/01/01
Mr; 1Mo 6 Kkancyny dapmacbioTika in bulk, PymyHis | Tuny - 3miHK 3 AkocTi. CepTudikat peyenma
6nicTepi; no 1 n3 a.a. nakyBaHHs, BignosigHocTi/l E-cepTudikar BignosigHoCTI
6nictepy B BUNYCK cepil: €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
KapTOHHI kopobuy; Cantotac HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
no 10 kancyn y dapma 'v6X, abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
6nictepi; no 1 HimeuuunHa; €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
6nictepy B nakyBaHHs, marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
KapTOHHI Kopo6Lyi BWMNYCK Cepil: BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
Nexk C.A., [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
Monbua; €sponelicbkin dhapmakonei) - OHOBEHWIA
BMPOGHMLTBO cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
3a MOBHUM noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
uuknom: C.K. €poneiicbkili hapmakonei Ne R1-CEP 2004-132 -
CaHpos Rev 04 (3aTBeppxeHo: R1-CEP 2004-132 - Rev 03)
c.p.n, ans A®l nonepamigy rigpoxiopuay Bif, Bxe
PymyHis 3arBepmxeHoro BupobHnka OLON S.P.A., Italy.

3miHu | TUny - 3MiHK 3 aKkocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab0o BuUy4YeHHs cepTuddikarta BignoBiAHOCTI
€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuqikaTt Bif yxe 3aTBepKeHoro BUpobHuka -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2004-132 -
Rev 05 ans A®l nonepamigy rigpoxiopuay Bif, Bxe
3aTBepxeHoro Bupo6Huka OLON S.P.A., Italy.
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o
nocsio4eHHs

229.

NONEPAMIJ,

TabneTkv no 2 Mr no
10 TabneTok y
6nicTepi; no 2
6nictepu B nauLi

MAT
"Kuismegnpen
apar”

YKpaiHa

MAT
"Kuismegnpen
apar”,
YKpaiHa;
TOB
"MAPI®APM",
CnoBeHis

YkpaiHa/
CnoBeHis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain “Mo6idHi
peaxuii” BignoBigHO 40 OHOB/EHOT iHhopmaLi LWwoao
6e3nekn 3acTocyBaHHS Ail040i PEYOBUHM 3rigHO 3
pekomeHgauieto PRAC. BBefeHHS 3MiH NpoTarom 6
MiCsILiB MicNs 3aTBEPAKEHHS.

6e3
peuyenma

nionsieae

UA/7581/01/01

230.

NOPATEK®

cnpeit HasaslbHWIA,

no3soBaHuii 0,05 %;
no 10 r y donakoHi 3
po3nunoBayem; no
1 donakoHy y nauuii

TOB
"BAJTAPTIH
DAPMA"

YkpaiHa

TOB
"Mikpochapm"

Ykpaina

BHECEHHS 3MiH 40 peecTpavliinHmx MaTepiasis: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
Onuc Ta cknag, (iHwi 3MiHu)

BHOCUTbCS NMepepaxyHoK [O0NOMKHOI peYoBUHY
BeH3asikoHito xiopuay Ha 100 % peyoBuHy, 3
BiANoBiAHMMY 3MiHamu B po3ain «Cknag» MKA N3

6e3
peyenma

UA/17398/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
231. | NOPTEH3A® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/14993/01/02
NNiBKOBOIO Hoso mecTo HoBso mecTo, HimeuunHa | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
o060n0oHkoto no 50 CnoBeHis thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
mr/5 mr; no 10 (BignoBiganbH NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
TabneTok y 6nictepi; 1t 3a IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
no 3, no 6 abo no 9 BMPOGHMLTBO perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
6nictepiB y “in bulk”, nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KapTOHHI Kopo6Lyi nepBuHHE Ta 3aCTOCyBaHHS Nikapcbkoro 3acoby B
BTOpPUHHE nicnspeecTpauiiinii nepiog, abo sk pesynbTar
nakyBaHHs, OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO

KOHTPO/b Ta
BUMYCK cepii);
KPKA, o.4.,
HoBso mecTo,
CnoBeHis
(BignoBiganbH
1t 3a
KOHTpPO/Tb
cepii); Nabop
NC CE&Ko.KT,
HimeuyunHa
(KOHTpOSb
MiKpO6ionoriuH
Ol YyicToTn
cepii (y
BUNaAKy
KOHTPO/0
cepii TAL
Papma
M6X)); TAL
$apma N'vbX,
HimeyunHa
(BignoBigansH
nii 3a
KOHTPO/1b
cepii); TAL,
dapma N'vbX,
HimeyunHa
(BignoBigansH
nii 3a
nepBuHHE Ta
BTOpPUHHE
nakyBaHHS,
BWMNYCK cepi)

[0 nnany negiatpuuHnx gocnimxkers (PIP) (iHwi
3MiHM) - 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3giny "3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” BignoBigHO 4O OHOBEHOT
iHbopmaii 3 6e3neku Aityoi pevyoBUHU
amnogunivy. BeegeHHs 3MiH NpOTArom 6-Tu micsuis
nicns 3aTBepmKeHHs.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHeCeHo
[0 HCTPyKUIiT AN MeAWNYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao posainy "MNepenosyBaHHs"
BiANOBIAHO [0 OHOBMEHOI iIHhopMaL,i 3 6e3nekn
[ilo40oi peyoBVHY amioauniHy. BeefeHHs 3MiH
NPOTAroMm 6-TM MICALIB NicNa 3aTBepPMKEHHS. 3MiHU
Il Tvny - 3miHn Wwoao 6e3nekun/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLiT A/19 MeAMYHOr0o 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMMW JaHMMK 3 SIKOCTi, AOK/TIHIYHUMM, KiHIYHUMM
JaHuMu Ta gaHumu 3 hapmakoHarnagy. 3miHu
BHECEHO 0 IHCTPYKUIiT A8 MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogia 3 iHWMMK NiKapcbkumn 3acobamm Ta
iHWi BMAW B3aemogijin", "OcobnmnsocTi
3actocyBaHHs", "INo6ivHi peakuii” Wwoao iHhopmaw,i
CYNyTHbOrO 3aCTOCYBaHHS Nikapcbknx 3acobi., Lo
MOXYTb MiABWLLUTY PIBEHb Kaslito B KPOBI Ta
NOBiAOM/IEHHS MPO MiJ03PIOBaHi NOBIYHI peakw;i.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
232. | NOPTEH3A® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/14994/01/01
NNiBKOBOIO Hoso mecTo HoBso mecTo, HimeuunHa | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
o060n0oHkoto no 50 CnoBeHis thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
Mr/10 mr; no 10 (BignoBiganbH NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
TabneTok y 6nictepi; 1t 3a IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
no 3, no 6 abo no 9 BMPOGHMLTBO perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
6nictepiB y “in bulk”, nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KapTOHHI Kopo6Lyi nepBuHHE Ta 3aCTOCyBaHHS Nikapcbkoro 3acoby B
BTOpPUHHE nicnspeecTpauiiinii nepiog, abo sk pesynbTar
nakyBaHHs, OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO

KOHTPO/b Ta
BUMYCK cepii);
KPKA, o.4.,
HoBso mecTo,
CnoBeHis
(BignoBiganbH
1t 3a
KOHTpPO/Tb
cepii); Nabop
NC CE&Ko.KT,
HimeuyunHa
(KOHTpOSb
MiKpO6ionoriuH
Ol YyicToTn
cepii (y
BUNaAKy
KOHTPO/0
cepii TAL
Papma
M6X)); TAL
$apma N'vbX,
HimeyunHa
(BignoBigansH
nii 3a
KOHTPO/1b
cepii); TAL,
dapma N'vbX,
HimeyunHa
(BignoBigansH
nii 3a
nepBuHHE Ta
BTOpPUHHE
nakyBaHHS,
BWMNYCK cepi)

[0 nnany negiatpuuHnx gocnimxkers (PIP) (iHwi
3MiHM) - 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3giny "3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” BignoBigHO 4O OHOBEHOT
iHbopmaii 3 6e3neku Aityoi pevyoBUHU
amnogunivy. BeegeHHs 3MiH NpOTArom 6-Tu micsuis
nicns 3aTBepmKeHHs.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHeCeHo
[0 HCTPyKUIiT AN MeAWNYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao posainy "MNepenosyBaHHs"
BiANOBIAHO [0 OHOBMEHOI iIHhopMaL,i 3 6e3nekn
[ilo40oi peyoBVHY amioauniHy. BeefeHHs 3MiH
NPOTAroMm 6-TM MICALIB NicNa 3aTBepPMKEHHS. 3MiHU
Il Tvny - 3miHn Wwoao 6e3nekun/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLiT A/19 MeAMYHOr0o 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMMW JaHMMK 3 SIKOCTi, AOK/TIHIYHUMM, KiHIYHUMM
JaHuMu Ta gaHumu 3 hapmakoHarnagy. 3miHu
BHECEHO 0 IHCTPYKUIiT A8 MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogia 3 iHWMMK NiKapcbkumn 3acobamm Ta
iHWi BMAW B3aemogijin", "OcobnmnsocTi
3actocyBaHHs", "INo6ivHi peakuii” Wwoao iHhopmaw,i
CYNyTHbOrO 3aCTOCYBaHHS Nikapcbknx 3acobi., Lo
MOXYTb MiABWLLUTY PIBEHb Kaslito B KPOBI Ta
NOBiAOM/IEHHS MPO MiJ03PIOBaHi NOBIYHI peakw;i.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
233. | JIOPTEH3A® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/14995/01/01
NNiBKOBOIO Hoso mecTo HoBso mecTo, HimeuunHa | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
o060n0oHkoto no 100 CnoBeHis thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
mr/5 mr; no 10 (BignoBiganbH NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
TabneTok y 6nictepi; 1t 3a IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
no 3, no 6 abo no 9 BMPOGHMLTBO perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
6nictepiB y “in bulk”, nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KapTOHHI Kopo6Lyi nepBuHHE Ta 3aCTOCyBaHHS Nikapcbkoro 3acoby B
BTOpPUHHE nicnspeecTpauiiinii nepiog, abo sk pesynbTar
nakyBaHHs, OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO

KOHTPO/b Ta
BUMYCK cepii);
KPKA, o.4.,
HoBso mecTo,
CnoBeHis
(BignoBiganbH
1t 3a
KOHTpPO/Tb
cepii); Nabop
NC CE&Ko.KT,
HimeuyunHa
(KOHTpOSb
MiKpO6ionoriuH
Ol YyicToTn
cepii (y
BUNaAKy
KOHTPO/0
cepii TAL
Papma
M6X)); TAL
$apma N'vbX,
HimeyunHa
(BignoBigansH
nii 3a
KOHTPO/1b
cepii); TAL,
dapma N'vbX,
HimeyunHa
(BignoBigansH
nii 3a
nepBuHHE Ta
BTOpPUHHE
nakyBaHHS,
BWMNYCK cepi)

[0 nnany negiatpuuHnx gocnimxkers (PIP) (iHwi
3MiHM) - 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3giny "3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” BignoBigHO 4O OHOBEHOT
iHbopmaii 3 6e3neku Aityoi pevyoBUHU
amnogunivy. BeegeHHs 3MiH NpOTArom 6-Tu micsuis
nicns 3aTBepmKeHHs.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHeCeHo
[0 HCTPyKUIiT AN MeAWNYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao posainy "MNepenosyBaHHs"
BiANOBIAHO [0 OHOBMEHOI iIHhopMaL,i 3 6e3nekn
[ilo40oi peyoBVHY amioauniHy. BeefeHHs 3MiH
NPOTAroMm 6-TM MICALIB NicNa 3aTBepPMKEHHS. 3MiHU
Il Tvny - 3miHn Wwoao 6e3nekun/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLiT A/19 MeAMYHOr0o 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMMW JaHMMK 3 SIKOCTi, AOK/TIHIYHUMM, KiHIYHUMM
JaHuMu Ta gaHumu 3 hapmakoHarnagy. 3miHu
BHECEHO 0 IHCTPYKUIiT A8 MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogia 3 iHWMMK NiKapcbkumn 3acobamm Ta
iHWi BMAW B3aemogijin", "OcobnmnsocTi
3actocyBaHHs", "INo6ivHi peakuii” Wwoao iHhopmaw,i
CYNyTHbOrO 3aCTOCYBaHHS Nikapcbknx 3acobi., Lo
MOXYTb MiABWLLUTY PIBEHb Kaslito B KPOBI Ta
NOBiAOM/IEHHS MPO MiJ03PIOBaHi NOBIYHI peakw;i.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
234. | NOPTEH3A® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/14993/01/01
NNiBKOBOIO Hoso mecTo HoBso mecTo, HimeuunHa | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
o060n0oHkoto no 100 CnoBeHis thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
Mr/10 mr; no 10 (BignoBiganbH NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
TabneTok y 6nictepi; 1t 3a IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
no 3, no 6 abo no 9 BMPOGHMLTBO perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
6nictepiB y “in bulk”, nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KapTOHHI Kopo6Lyi nepBuHHE Ta 3aCTOCyBaHHS Nikapcbkoro 3acoby B
BTOpPUHHE nicnspeecTpauiiinii nepiog, abo sk pesynbTar
nakyBaHHs, OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO

KOHTPO/b Ta
BUMYCK cepii);
KPKA, o.4.,
HoBso mecTo,
CnoBeHis
(BignoBiganbH
1t 3a
KOHTpPO/Tb
cepii); Nabop
NC CE&Ko.KT,
HimeuyunHa
(KOHTpOSb
MiKpO6ionoriuH
Ol YyicToTn
cepii (y
BUNaAKy
KOHTPO/0
cepii TAL
Papma
M6X)); TAL
$apma N'vbX,
HimeyunHa
(BignoBigansH
nii 3a
KOHTPO/1b
cepii); TAL,
dapma N'vbX,
HimeyunHa
(BignoBigansH
nii 3a
nepBuHHE Ta
BTOpPUHHE
nakyBaHHS,
BWMNYCK cepi)

[0 nnany negiatpuuHnx gocnimxkers (PIP) (iHwi
3MiHM) - 3MiHN BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3giny "3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” BignoBigHO 4O OHOBEHOT
iHbopmaii 3 6e3neku Aityoi pevyoBUHU
amnogunivy. BeegeHHs 3MiH NpOTArom 6-Tu micsuis
nicns 3aTBepmKeHHs.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHeCeHo
[0 HCTPyKUIiT AN MeAWNYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao posainy "MNepenosyBaHHs"
BiANOBIAHO [0 OHOBMEHOI iIHhopMaL,i 3 6e3nekn
[ilo40oi peyoBVHY amioauniHy. BeefeHHs 3MiH
NPOTAroMm 6-TM MICALIB NicNa 3aTBepPMKEHHS. 3MiHU
Il Tvny - 3miHn Wwoao 6e3nekun/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLiT A/19 MeAMYHOr0o 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMMW JaHMMK 3 SIKOCTi, AOK/TIHIYHUMM, KiHIYHUMM
JaHuMu Ta gaHumu 3 hapmakoHarnagy. 3miHu
BHECEHO 0 IHCTPYKUIiT A8 MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogia 3 iHWMMK NiKapcbkumn 3acobamm Ta
iHWi BMAW B3aemogijin", "OcobnmnsocTi
3actocyBaHHs", "INo6ivHi peakuii” Wwoao iHhopmaw,i
CYNyTHbOrO 3aCTOCYBaHHS Nikapcbknx 3acobi., Lo
MOXYTb MiABWLLUTY PIBEHb Kaslito B KPOBI Ta
NOBiAOM/IEHHS MPO MiJ03PIOBaHi NOBIYHI peakw;i.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
235. | NYUETAM® PO3YMH NS iH'EKLNA, 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/8165/02/01
200 mr/mn no 5 mn dapmaueBTNy PapmaneBTuy | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo
(1r)Bamnyni; no 5 HWi1 3aBOf, HWA 3aBOS, 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
amnyn y énictepi; no ErC EriC CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
2 6nictepu B roTOBOro Nikapcbkoro 3acoby (3amiHa abo
KapTOHHiI kopobuy; [ofaBaHHA OiNbHULI, Ha 5K 34iiCHI0ETBCSA
nols5mn(3r)B KOHTPONb/BUNPOBYBaHHSA cepii). 3MiHM BHOCATLCA Y
amnyni; no 4 3B'A3KY i3 f0AaBaHHAM a/IbTEPHATVUBHOI ibHUL
amnynu B 6nicTepi; 015 30iACHEeHHS MiKpO6i010riYHOro KOHTPOSIK0 A0
no 1 a6o no5 BXEe 3aTBepKeHOro BMpobHUKa BiANOBiAa/IbHOMO 3a
6nictepiB y KOHTPO/Tb SIKOCTI.
KapPTOHHI Kopobui
236. | MATHIKO NOpPOLLOK ANs TOB "McTok- YkpaiHa TOB "VcTok- YkpaiHa BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu 6e3 - UA/5775/01/01
CYNb®AT PO34mMHYy Ans Mntoc" Mntoc" | TMNy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs peyenma
OpaJ/1bHOT0 BVMPOGHMYOI AiNbHUL (BKIHOYAKUMN AiNbHUL ANS

3acToCcyBaHHA no 25
r, 1 KOHTeliHep abo
cauwle

A®I, NpoMiXHOro NpoAykTy abo rotToBoro
nNikapcbKoro 3acoby, AiNbHNL 4118 NpoBeeHHS
nakyBaHHs1, BUPOGHMKa, BifNOBIAa1IbHOMO 3a BUMYCK
cepiid, Micue NpoBeLEHHSI KOHTPOJTHO cepil) abo
nocTavasibHuMKa BUXigHOro martepiasny, peareHty abo
O0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y [,0CbE);
BunyueHHsi Bupo6Huka A®I BAT "XimiyHuii 3aBog, iM.
N. A. Kapnosa", Pociiicbka dPegepadiisi.
3annwaeTbCs a/ibTePHATVBHUIA BUPOGHMK ADI|
"Macco Organiques, s.r.0., Yecbka Pecny6bnika".




220

Ymosu

Pexknamys

Homep

n/n

Hassa
NiKapcbKo20

dopma sunycky
(nikapcbka hopma,

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

BionyckKy

3a

aHHs*

peecmpayjitiHo2o
nocsio4eHHs
UA/18865/01/01

237.

3acooby
MAPITA

YrnakoskKa)
TabneTtky no 2 mr,
no 28 TabneTtok y
6nicTepi; no 1
6nictepy y nauui

AT "®dapmak”

YKpaiHa

CiHgea
®apma, C.J1.

IcnaHis

BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN
| Tuny - 3miHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2016-155 -
Rev 00 gns gitoyoi pevosuHmn Dienogest Micronised
Bif, BXe 3aTBepxeHoro BupobHrnka NEWCHEM
S.p.A., ITania. 3miHu | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpoNeichbkili
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignosigHOCTi abo
BUJ/TyYEHHs cepTudikaTa BignoBigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuduikart Bif yXe 3aTBepKEHOro BUpobHMKa.
MopaHHA OHOBMEHOrO cepTudikaTta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne RO-CEP 2016-155 -
Rev 01 (3atBepmkeHo: RO-CEP 2016-155 - Rev 00)
Ans gitoyoi peyosmHu Dienogest Micronised Big, Bxe
3aTBepaxeHoro BupobHuka NEWCHEM S.p.A.,
ITanisa

peyenmo
i

6e3

UA/8823/01/02

238.

MEBIKAP IC

Tabnetkn no 0,5,
no 10 TabneTtok y
6nictepi; no 1 a6o 2
6nictepy y nauui 3
KapTOHY

ToBapucTBO 3
[04aTKOBO
BiANOBiAaNbHI
CTHO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BignoBigasbHi
cTio
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliinHMx MaTepiasis: 3MiHN
| TNy - 3MiHW 3 AkocTi. A®I. CTabinbHicTb. 3MiHa
nepiogy NoBTOPHMX BUNPOGYyBaHb/nepioay
36epiraHHa abo ymoB 36epiraHHs AdI (3a
BiJCYTHOCTI Y 3aTBEPIKEHOMY [0CbE cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/1HOYA€E Nepios, MOBTOPHOTO BUNPOOGYBaHHS)
(nepiof NoBTOpPHOroO BUNpobyBaHHA/Nepios
36epiraHHs) - 36inbLUeHHs abo BBeAEHHS nepiogy
NOBTOPHOro BUNpobyBaHHsA/nepiogy 36epiraHHA Ha

peyernma

OCHOBI pe3ynbTaTiB AOC/iMKEHb ¥ peaslbHOMY Yaci.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

36ibLUeHHA TepMiHy 36epiraHHs Ailo40T pevyoBMHA 3
3 pokiB Ha 4 pokun. 3MiHn | TUNY - 3MiHN 3 SKOCTI.
A®I. KoHTponb A®I (iHWwi 3MiHK). 3MiHa
nepioguYHICTI NpoBefeHHSA KOHTPo MBY 3 KoXHOT
cepii Ha KOXHy n'ATy cepito A®l, ane He pigwe
O[HOrO0 pa3sy Ha pik Ha MiAcTaBsi NPOBEAEHHS aHaTi3y
pU3MKIB.
3MiHn | TURYy - 3MiHn 3 akocTi. A®Il. BupobHuuTBO.
3MmiHu B npoueci BUpo6HMuTBa A®| (He3HayHa 3miHa
y npoveci Bupo6HuLTBa Adl).

CynyTHSA 3MiHa- 3MiHK 3 AKOCTi. A®Il. KoHTponb AdI
(iHwWi 3miHK). 3miHa y TexHonorii BupobHuyTBa Adl,
a came 3aMiHa NPOMVBHOIO PO34YMHHMKA aLEeTOH Ha
CNupT i30MponnIoBuiA. 3MiHa HOPMyBaHHS Ta
METOAVKMN BUKOHAHHS TeCTy "3asIMLLKOBI KiflbKOCTI
opraHiyHnx po3umHHUKIB" y MKA 13 A®I (BUyUYEeHHs
OpraHi4HOro po3yMHHUKA aLeTOoH) Ta YTOUYHEHHS
Ha3Bu TecTy. 3MiHM | Tuny - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO /iKapCbKOro
3aco06y (iHwWwi 3MiHK). CynyTHA 3MiHa - 3MiHW 3 AKOCTI.
[0TOBWIA NMikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHV BUNpo6yBaHb abo A0NYyCTUMUX MEX,
BCTaHOBMEHNX Y cneundikauisx, nig vyac
BMPOGHMLITBA rOTOBOTO /iKapCbKOro 3aco6y (iHLui
3MiHM). YTOUYHEHHS DOPMY/IHOBaHHSA TecTy
"OAHOPIAHICTb A030BaHVX oAnHMLUB" Yy MKA /13 Ta
cneuudikalisix i MeToauLj KOHTPOSO SKOCTI
NpPOMiXHOro nNpoaykTy "HeposdacosaHi TabneTkun"
(K cynyTHS 3MiHa) Y 3B'A3KY 3 NPUBEAEHHAM Y
BiANoBiAHICTb A0 A®Y. 3MiHu | TMNy - 3MiHKM 3 AKOCTI.
A®I|. CuctemMa KoHTeliHep/3akynoptoBasibHUIA 3aci6.
3MiHM NnapameTpiB cneungikaLiii Ta/abo
OONyCTUMUX MEX, 3a3HayYeHnX y cneundikauisx, ans
6e3nocepeHbOi ynakoBky APl (LONOBHEHHS
cneumdikavii HOBUM NOKa3HUKOM Ta BigMnoBigHUM
MeTOoA0M BUNPO6YBaHHS). [JONOBHEHHS
crneungikaLii Ta MeToAiB KOHTPOIO AKOCTI
nepBUHHOT ynakoBkn A®l-nakeTiB NonieTIeHOBUX-
nokasHukoMm "laeHTudpikauis” Ta BignoBigHNM
MeTOLO0M BUNPOBYBaHHA. 3MiHN | TUny - 3MiHK 3
AKOCTI. [OTOBWI Nikapcbkmit 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo AONYCTUMMX
MeX, BCTaHOBJIEHUX Y creundikalisx, nig vac
BMPOBGHULTBA FOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHW). BrnpaBnieHHs 3Ha4YeHHSs KiNbKOCTi Mpo6w, Lo
BifOVpaETbCA AN NPOBEAEHHS aHani3y NPOMIXXHOIo
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KapTOHY

BK/IlOYA€E Nepioj, MOBTOPHOTO BUMPOGYBaHHS)
(nepiof NOBTOPHOrO BUNPOGYBaHHsA/Nepios,
36epiraHHs) - 36iNbLUEHHA abo BBEAEHHS nepiogy
NMOBTOPHOro BMNpo6yBaHHsA/nepiody 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOC/IMKEHb Y peaslbHOMY Yaci.
36inbLUEeHHS TePMiHY 36epiraHHs Ailo4oi Pe4yoBUHM 3
3 pokiB Ha 4 pokn. 3MiHu | TUny - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®I (iHLWi 3MiHK). 3MiHa
nepioguyHicTi NpoBeAeHHS KOHTPO MBY 3 KOXHOI
cepii Ha KoXHy n'ATy cepito A®l, ane He pigwe
OHOro pasy Ha pik Ha nigcTasi NPoBeAeHHA aHanisy
pY3NKIB.
3MiHn | TUnYy - 3MiHM 3 skocTi. A®l. BUpobHMUTBO.
3MiHV B npoveci BupobHuytea APl (He3HavyHa 3MiHa
y npoveci Bupo6Huutea Adl).

CynyTHSA 3miHa- 3MiHK 3 akocTi. A®I. KoHTponb AdI
(iHWi 3miHM). 3MiHa y TexHonorii BUpo6HuLTBa AdI,
a came 3amiHa MPOMMBHOTO PO3UYMHHMKA aLEeTOH Ha
CnupT i30MponunoBuii. 3MiHa HOPMyBaHHS Ta
METOAMKM BUKOHAHHSA TeCTy "3a/IULLKOBI KifIbKOCTi
opraHiyHux po3umHHukis" y MKA N13 Ad| (BunyyeHHs
OpraHiyHOro PO34MHHKKA aLeToH) Ta YTOUHEHHS
HasBu TecTy. 3MiHuM | Tuny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOsib rOTOBOro Nikapcbkoro
3aco06y (iHwWi 3MiHK). CynyTHA 3MiHa - 3MiHW 3 SKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneundikauisix, nig vyac
BMPOBOHULTBA rOTOBOrO NiKapcbKoro 3acoby (iHLwi
3MiHW). YTOYHEHHST hOPMYHOBAHHSA TECTY
"OAHOPIZHICTb A030BaHKX oanHMLUG" y MKA /13 Ta
crneundikaLisax i MeToamui KOHTPOO AKOCTI
NPOMiXHOro nNpoaykTy "HeposdacosaHi TabneTkn"
(AK cynyTHS 3MiHa) y 3B'A3KY 3 MPUBEAEHHAM Y
BignoBigHicTb Ao APY. 3MiHu | Tuny - 3miHK 3
akocTi. A®l. Cuctema KoHTeliHep/3aKkynopoBasbHWiA
3aci6. 3miHM NnapameTpiB cneuwudikaui Ta/abo
LOMYCTUMMUX MEX, 3a3HayeHunx y cneyudikauisx, ans
6e3nocepenHboi ynakoBkn APl (4ONOBHEHHS
cneumdikauii HOBYM NOKa3HWKOM Ta BiANOBIAHUM

MEeTOo/10M BUNPO6YBaHHS). [JONOBHEHHS

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
239. | MEBIKAP IC Tabnetkn no 0,3, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa 3MiHK | TUNy - 3MiHK 3 fkocTi. APl. CTabiNbHICTb. 6e3 - UA/8823/01/01
no 10 TabneTtok y [,04,aTKOBOKO [,00aTKOBOKO 3MiHa nepiogy NOBTOPHMX BUNPOOGYBaHb/Nepiogy peyenma
6nicTepi; no 2 BiANOBIAA/bHI BiANOBIga/TbHI 36epiraHHsA abo ymoB 36epiraHHa A®I (3a
6nictepu y nauui 3 CTIO CTH0 BiCYTHOCTI Y 3aTBEpIKEHOMY [0ChE cepTudikaTa
"IHTEPXIM" "IHTEPXIM" BiANOBIAHOCTI E€Bponeiickkili hapmakonei, wwo
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
240. | MEAEKCON Kpanni ouHi, po3unH, | TOB «YOP/[ YkpaiHa yopna TypeyunHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/18505/01/01
1wmr/mn;no5mny MEANLH>» MEANLMH | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
dhrakoHi- ITAY CAH. BE hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuu,j M
KpanesnbHuuj; no 1 TIOXK. A.LL. NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
dhnakoHy B IHCTPYKLU|i 415 MEAMYHOr0 3aCTOCYBaHHS
KapTOHHI Kopo6Lyi reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedyepeHTHUIA npenapart (3mMiHa He noTpebye
Ha/laHHS XXOAHMX HOBMX AOAATKOBUX JaHWX) - 3MiHM
BHECEHO A0 [HCTPYKUii Ans MeguyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis:
"®apmakonoriyHi BractueocTi", "MpoTunokasaHHsa",
"B3aemogia 3 iHWMMK NiKapcbkumn 3acobamm Ta
iHWi BMAW B3aemogijin", "OcobnmnsocTi
3actocyBaHHs", "Mo6iyHi peakuii” BignoBigHoO A0
pedhepeHTHOrO JlikapcbKoro 3acoby Makcmaekc®.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHSA
241. | MEKCUKOP® | po3uuH st iH'ekuiid, TOB YkpaiHa MpAT "Nekxim- YkpaiHa BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/4971/01/01
50 mr/mn; o 2 mn B "30PABO" Xapkis" | Tuny - AAMiHICTpaTVBHI 3MiHU. BunyyeHHs peyenmo
amnyni; no 5 amnyn BVMPOGHMYOI AinbHUL (BKIHOYAKUMN AiNbHALI ANS M
B KOHTYpHili A®I, NpoMiXHOro NpoAykTy abo rotoBoro
YapyHKOBIli nNikapcbKoro 3acoby, AiNbHNLi 4118 NPoBeeHHS
ynakosLi; rno 2 nakyBaHHs, BUPOGHMKa, BiA4MNOBiAaSIbHOTO 3a BUMYCK
KOHTYPHi YapyHKOBI cepiid, Micue NPoBeLEHHSI KOHTPOJTHO cepil) abo
ynakoBKM B Naui 3 nocTavasibHuMKa BUXigHOro martepiasny, peareHty abo
KapTOHY [OMNOMDKHOI PeHOBMHM (SIKLLIO 3a3HAYEHO Y [OCHE) -
BW/TYYEHHS POCIICbKOro BUPOBHUKA fitouoil
peyoBUHM - TOBapUCTBA 3 0OMEXEHOLD
BignosiganbHicTio "BIOH", Pocilicbka ®epaepauis.
3annWaeTbCs a/ibTEPHATUBHUIA BUPOBHWK fitouoi
peyoBUHM - TOBAPUCTBO 3 0OMEXEHOLD
BignosiganbHicTio "PAPMXIM", YKpaiHa
242. | MEKCUNPUM | po3ynH ANns iH'ekuiid, AN "CTAOA- YkpaiHa K.T. PymyHis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHu 3a - UA/10375/02/01
® 50 mr/m, no 2 mn YKPAIHA" POM®APM | TMNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenmo
abono5wmnB KOMIAHI HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BnacHuka M
amnyni; no 5 amnyn C.P.N. peecTpaLiiHoro NocBigYeHHs1) 3MiHa agpecu

y 6nicTepi; no 1 abo
2 6nictepn y nauui 3
KapTOHY

3asiBHUKa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
243. | MENCI Tabnetky no 7,5 wr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/8397/01/01
no 10 TabneTtok y "AcTpadapm" "Actpacapm” | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo
6nicTepi; no 2 thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
6nictepu y Kopobui NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaar0” BignosigHo Ao pekomeHgauin PRAC.
244, | MENCI Tabnetku no 15 wr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/8397/01/02
no 10 Tabnetok y "AcTpadapm" "AcTpadapm” | TMNy - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peuenmo
6nicTepi; no 2 thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuLi M

6nicTepu y kopobu,i

NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUIT 415 MeQUYHOro 3acToCcyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAEeHUX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkernb (PIP) (3MiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECEHO [0 IHCTPYKUiT 418 MeguyHoro
3acTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"3acTocyBaHHsA y Nepiof BariTHOCTi abo roflyBaHHs
rpyaar” BignosiaHo Ao pekomeHgauin PRAC.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
245, | METUNYPAL, | cynosuTopii MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/6754/02/01
mn pekTanbHino 0,51 «MoHdapwm» «MoHapm» | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenma

no 5 cynosuTopiiB y
CTpuMi; N0 2 CTpUMM
y nayui 3 KapTOHY

HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpaLiiiHoro noceig4eHHst). 3miHa agpecu
3asBHUKa (BN1acHUKa peecTpaLiiiHoOro NOCBiAYEHHS).
TepmiH BBeAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHSA. 3MiHM | TUNY - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYAUMN AiNbHAL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOUAKOUM BUMYCK CEpilf).
3mina agpecy Bupo6Huka MN3 MAT "MoHdapm",
YkpaiHa, 6e3 3miHV micus BUpo6HuUTBa. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEpMKEHHSA. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0c06M, BigNoBiganLHOI 3a
34iiCHEHHS dhapMaKoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0CO6MU, BignoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioyYakyn
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
YMOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifaIbHOT 3a
papmakoHarnsg. Aitoua pegakuis: Cosrupa Cepriid
CeprilioBuy.lMNponoHoBaHa pegakuis: MNacTyleHko
IHHa BikTOpiBHA. 3MiHA KOHTAKTHUX AaHWX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
thapmakoHarnag,. 3miHa MicLie3HaxoMKeHHs macTep-
thaiina cuctemun chapmakoHarnsagy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
246. | METUNYPAL, | Tabnetkmno 0,5T; MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/6754/01/01
mn no 10 TabneTtok y "MoHdhapm" "MoHdapm" | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenma

cTpuni; no 1 ctpuny
B nanepoBoMy
KOHBepTi; o 10
TabneTok y cTpuni;
no 2 a6o no 10
CTpuniB y nayu,i 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 1, a6o no 2, abo
no 10 6nictepiB y
nautli 3 KapToHy; no
10 TabneTok y
cTpunax abo y
6nictepax

HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpauiiiHoro noceif4eHHs) - 3MiHa agpecu
3asBHUKa (BN1acHUKa peecTpaLiiiHoOro NOCBiAYEHHS).
TepmiH BBeAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS; 3MiHM | TUNYy - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYAUMN AiNbHAL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUMYCK CEpiid) -
3MiHa agpecu BupobHuka 13 MAT "MoHdapm”,
YkpaiHa, 6e3 3miHV micus BUpo6HuUTBa. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPMKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0c06M, BigNoBiganLHOI 3a
34iiCHEHHS dhapMaKoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0CO6MU, BignoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioyYakyn
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifaIbHOT 3a
papmakoHarnsg. Aitoua pegakuis: Cosrupa Cepriid
CepriiioBny. MponoHoBaHa pegakuis: MacTyLweHko
IHHa BikTOpiBHA. 3MiHA KOHTAKTHUX AaHWX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
3MiHa MicLe3HaxomkeHHs MacTep-haiina cucremm
chapmakoHarnsgy
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
247. | METUNPEL Tabnetky no 4 mr in OpioH PiHnaHais OpioH PiHnsaHgia/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN - - UA/13853/01/01
bulk: no 100 KopnopeiiLuH KopnopeiiH, YkpaiHa | TMny - 3miHK 3 sKocTi. CepTudikar
TabneTok y hnakoHi; diHNsAHAIA; BignosigHocTi/l E-cepTudikar BignosigHoCTI
no 24 a6o no 5000 AnbTepHaT1BH €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA

(h1aKoHIB B
KapTOHHI ynakoBLi

Ui BUPOGHMUK,
LLIO 34jiiCHI0E
BTOPWHHE
nakyBaHHs,
KOHTPO/b
AKOCTI | BUMYCK
cepii:
ToBapucTso 3
06MexeHot
BiANOBIAa/TbHI
cTio "KYCYM
OAPM",
YKpaina;
AnbTepHaTuBH
niAi BUPOGHMUK,
LLIO 37iCHI0E
nepBuHHE
nakyBaHHS:
OpioH
KopnopeiiwH,
diHnaHaia

HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€poneiicbkin hapmakonei Ne R1-CEP 2012-307-
Rev 01 (3aTBeppxeHo: R1-CEP 2012-307-Rev 00)
015 Ailo40T peYOBYHU METUNNPEAHI30M0HY Bif, BXe
3arBepaxeHoro BupobHuka Tianjin Tianyao
Pharmaceuticals Co., Ltd., Kutaii.
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BuNyyYeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBWHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif, y)xe 3aTBEPIAXEHOr0 BUPOOHUKA -
noAaHHA OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1996-018-
Rev 09 (3aTBeppxeHo: R1-CEP 1996-018-Rev 08)
ANs 4ilo4oi peyoBrHY METUNPEAHI30/10HY Bif BXe
3aTBepxeHoro Bupo6Hvka Sanofi Chimie, ®paHuis,
AKNIA 3MiHMB Ha3By Ha Euroapi France, ®paHuis.
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM Y npoueci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/IOYAI0UM MPOMIXHUI MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - HE3HAYHA 3MiHa y NpoLieci
BMpobHUUTBa /13, a came: BigNOBIgHO f0
3apEeeCcTPOBaHOro Ha faHnii MOMEHT npouecy
npeMmikc npocisatoTb Yepes CUTO nepes nepegadeto
B rpaHy/IaTop AN5 3MillyBaHHSA 3 NCEBA03PiMHKEHNM
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
248. | METUNPEL Tabnetky no 4 mr, OpioH ®iHnaHaia | BMpo6HUK, Wo PiHnsaHgia/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/0934/01/01
no 30 a6o 100 KopnopeiiLuH 3[icHI0E YkpaiHa | TMny - 3miHK 3 sKocTi. CepTudikar peyenmo
TabneTok y pnakoHi, BMPOGHMLTBO BignosigHocTi/l E-cepTudikar BignosigHoCTI M
no 1 dpnakoHy B 3a NMOBHUM €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
KapTOHHI KOpOGL; LMKIoM (g HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
nakyBaHHs No abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
30, Ne 100): €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
OpioH marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
KopnopeiiwH, BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
PiHNAHAIA; [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
AnbTepHaTuBH €sponelicbkin dhapmakonei) - OHOBEHWIA

Ui BUPOGHMUK,
LLl0 3AiiCHI0E
BTOPWHHE
nakyBaHHS,
KOHTPO/b
AKOCTI | BUNYyCK
cepii (ans
nakysaHHs Ne
100):
ToBapucTso 3
06MexeHot
BiANOBIga/IbHI
cTio "KYCYM
OAPM",
YKpaina;
AnbTepHaTuBH
nii BUPOGHMUK,
LLIO 37iCHI0E
nepBuHHe Ta
BTOPWHHE
nakyBaHHs
(ans
nakysaHHs Ne
30, Ne 100) Ta
BUMYCK cepil
(ans
nakysaHHsa Ne
30): OpioH
KopnopeiiLH,
PiHNAHAIA

cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€poneiicbkin hapmakonei Ne R1-CEP 2012-307-
Rev 01 (3aTBeppxeHo: R1-CEP 2012-307-Rev 00)
015 Ailo40T peYOBYHU METUNNPEAHI30M0HY Bif, BXe
3arBepaxeHoro BupobHuka Tianjin Tianyao
Pharmaceuticals Co., Ltd., Kutaii.
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BuNyyYeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBWHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif, y)xe 3aTBEPIAXEHOr0 BUPOOHUKA -
noAaHHA OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1996-018-
Rev 09 (3aTBeppxeHo: R1-CEP 1996-018-Rev 08)
ANs 4ilo4oi peyoBrHY METUNPEAHI30/10HY Bif BXe
3aTBepxeHoro Bupo6Hvka Sanofi Chimie, ®paHuis,
AKNIA 3MiHMB Ha3By Ha Euroapi France, ®paHuis.
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM Y npoueci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/IOYAI0UM MPOMIXHUI MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - HE3HAYHA 3MiHa y NpoLieci
BMpobHUUTBa /13, a came: BigNOBIgHO f0
3apEeeCcTPOBaHOro Ha faHnii MOMEHT npouecy
npeMmikc npocisatoTb Yepes CUTO nepes nepegadeto
B rpaHy/IaTop AN5 3MillyBaHHSA 3 NCEBA03PiMHKEHNM
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
249, | METUNPEL Tabnetky no 16 mr OpioH PiHnaHais OpioH PiHNAHAA BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/0934/01/02
no 30 TabneTok y KopnopeiiLuH KopnopeiiH, | TMny - 3miHK 3 sKocTi. CepTudikar peyenmo
dhnakoHi, no 1 diHNsAHAIA; BignosigHocTi/l E-cepTudikar BignosigHoCTI M
h1akoHy B AnbTepHaT1BH €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA

KapTOHHI Kopo6Lyi

Ui BUPOGHMUK,
LLIO 34jiiCHI0E
nepBuHHe,
BTOPWHHE
nakyBaHHSA Ta
BUNYCK cepil:
OpioH
KopnopeiiH,
diHnaHaia

HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€poneiicbkin hapmakonei Ne R1-CEP 2012-307-
Rev 01 (3aTBeppxeHo: R1-CEP 2012-307-Rev 00)
015 Ailo40T peYOBYHU METUNNPEAHI30M0HY Bif, BXe
3arBepaxeHoro BupobHuka Tianjin Tianyao
Pharmaceuticals Co., Ltd., Kutaii.
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BuNyyYeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBWHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuddikaT Bif, y)xe 3aTBEPIAXEHOr0 BUPOOHUKA -
noAaHHA OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1996-018-
Rev 09 (3aTBeppxeHo: R1-CEP 1996-018-Rev 08)
ANs 4ilo4oi peyoBrHY METUNPEAHI30/10HY Bif BXe
3aTBepxeHoro Bupo6Hvka Sanofi Chimie, ®paHuis,
AKNIA 3MiHMB Ha3By Ha Euroapi France, ®paHuis.
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM Y npoueci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/IOYAI0UM MPOMIXHUI MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - HE3HAYHA 3MiHa y NpoLieci
BMpobHUUTBa /13, a came: BigNOBIgHO f0
3apEeeCcTPOBaHOro Ha faHnii MOMEHT npouecy
npeMmikc npocisatoTb Yepes CUTO nepes nepegadeto
B rpaHy/IaTop AN5 3MillyBaHHSA 3 NCEBA03PiMHKEHNM
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6nicTepi; no 2 abo 5
6nicTepiB y nayui 3
KapTOHY

mMeTodax BunpobyBaHHs A®Il abo BUXigHOro
MaTtepiany/npomiKHOro NpoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(iHWi 3miHW) - 3MiHa y MeTogax BunpobyBaHHA Ad|
3a nokasHuKoM «MikpobionoriyHa yucTota», a came
BU/TYYEHO ONWC NPOBELEHHA METOAMKU, OCKINTbKN
MeTOAVKa KOHTPO/IIO 38 JaHNM MOKa3HNKOM
npoBOAMTLCA BiANOBIAHO A0 BUMOTr EP, gonoBHeHO
nocunaHHaM Ha JdY* (*- gitoye BuAaHHR); kpuTepii
NPUAHSATHOCTI 3aUIMLLIEHI 6€3 3MiH. 3MiHu | Tuny -
3MiHu 3 siKocTi. CepTudikaT BignosigHocCTI/lE-
cepTugikaT BiANOBIAHOCTI EBpONECchbKil
thapmakonei/moHorpadii. NogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBMHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBEpAXEHOr0 BUPOOHUKA -
noAaHHs OHOBIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2000-056 -
Rev 06 (R1-CEP 2000-056 - Rev 05) gns Adl
Metoprolol tartrate 3aTBepgxeHoro Bupo6Hrka SUN
PHARMACEUTICAL INDUSTRIES LIMITED, IHgjs.
Ak Hacnigok, Biabynnch 3MiHM y cneundikauii A®l, a
came [0MOBHEHO creumdikaLito HOBUM NMOKa3HUKOM
1,2-Enokci-3(4-(2-meTokci eTun)peHoKei)nponaH)
(not more than 3,75 ppm) BignoBigHO 40 BUMOT
oHoBsieHoro CEP; Buny4eHO nokasHuK «Baxki
MeTasIn», ockisibk CEP O0NOBHEHWIA OLiHKO
PV3UKIB LLIOAO eNleMEHTHUX AOMILLOK BifNOBIAHO A0
Bumor ICH Q3D Guideline for elemental impurity, Lo
npeacTasneHo B gogatky 3 Ao CEP. 3miHn | Tuny -
3miHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHUX y cneyudpikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BMKOPUCTOBYIOTbCS y Npoueci BupobHuytea Ad|
(BMNYyYEHHSI HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpviknag, BUyYeHHS 3acTapisioro NokasHuka)) -
BHECEHHS 3MiH fo Cneumdikayii APl Metoprolol
tartrate 3a NOKasHUKOM "PO3YMHHICTL"- MOKAa3HWK

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
250. | METOMNPO/O | Tabnetkn no 0,05r; AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/6755/01/01
Ny TAPTPAT | no 10 TabneTtok y | Tvny - 3miHK 3 AkocTi. API. KoHTponb AdI. 3miHa 'y peyenmo
M
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6nicTepi; no 2 abo 5
6nicTepiB y nayui 3
KapTOHY

mMeTodax BunpobyBaHHs A®Il abo BUXigHOro
MaTtepiany/npomiKHOro NpoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(iHWi 3miHW) - 3MiHa y MeTogax BunpobyBaHHA Ad|
3a nokasHuKoM «MikpobionoriyHa yucTota», a came
BU/TYYEHO ONWC NPOBELEHHA METOAMKU, OCKINTbKN
MeTOAVKa KOHTPO/IIO 38 JaHNM MOKa3HNKOM
npoBOAMTLCA BiANOBIAHO A0 BUMOTr EP, gonoBHeHO
nocunaHHaM Ha JdY* (*- gitoye BuAaHHR); kpuTepii
NPUAHSATHOCTI 3aUIMLLIEHI 6€3 3MiH. 3MiHu | Tuny -
3MiHu 3 siKocTi. CepTudikaT BignosigHocCTI/lE-
cepTugikaT BiANOBIAHOCTI EBpONECchbKil
thapmakonei/moHorpadii. NogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBMHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBEpAXEHOr0 BUPOOHUKA -
noAaHHs OHOBIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2000-056 -
Rev 06 (R1-CEP 2000-056 - Rev 05) gns Adl
Metoprolol tartrate 3aTBepgxeHoro Bupo6Hrka SUN
PHARMACEUTICAL INDUSTRIES LIMITED, IHgjs.
Ak Hacnigok, Biabynnch 3MiHM y cneundikauii A®l, a
came [0MOBHEHO creumdikaLito HOBUM NMOKa3HUKOM
1,2-Enokci-3(4-(2-meTokci eTun)peHoKei)nponaH)
(not more than 3,75 ppm) BignoBigHO 40 BUMOT
oHoBsieHoro CEP; Buny4eHO nokasHuK «Baxki
MeTasIn», ockisibk CEP O0NOBHEHWIA OLiHKO
PV3UKIB LLIOAO eNleMEHTHUX AOMILLOK BifNOBIAHO A0
Bumor ICH Q3D Guideline for elemental impurity, Lo
npeacTasneHo B gogatky 3 Ao CEP. 3miHn | Tuny -
3miHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHUX y cneyudpikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BMKOPUCTOBYIOTbCS y Npoueci BupobHuytea Ad|
(BMNYyYEHHSI HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpviknag, BUyYeHHS 3acTapisioro NokasHuka)) -
BHECEHHS 3MiH fo Cneumdikayii APl Metoprolol
tartrate 3a NOKasHUKOM "PO3YMHHICTL"- MOKAa3HWK

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
251. | METONPONO | Tabnetkmno 0,1 r; AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/6755/01/02
Ny TAPTPAT | no 10 TabneTtok y | Tvny - 3miHK 3 AkocTi. API. KoHTponb AdI. 3miHa 'y peyenmo
M
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
252. | METPOrIN renb ons siceH no 20 TOB YkpaiHa «HOHiK IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsi2ae UA/2871/01/01
AEHTA® ry Ty6i; no 1 ty6i y "[DKOHCOH i dapmacbloTHK | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenma
KapTOHHI Kopo6Lyi [xoHCOH an HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
YkpaiHa" Nab6opaTopis» peecTpauiiiHoro noceig4eHHs) 3miHa agpecu
(BipgaineHHs 3asBHVKa. TePMiH BBEEHHS 3MiH NPOTArom 6
dipmun «Ox. B. MiCALIB MiCNSA 3aTBEPKEHHS.
Kemikans eHp,
dapmacbloTHK
ans /ltg.»)
253. | METPOHIAA3 | cynosuTopii MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/1796/01/01
on BariHanbHi no 0,1, "MoHdpapm” "MoHdpapm” | TNy - 3MiHW Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmo
no 5 cynosutopiis y thapmakoHarnagy. BeegeHHs abo 3miHn fo M

CTpuni; N0 2 cTpUnM
y nauli 3 KapToHy

y3aranibHeHVX faHux Npo cuctemy papmakoHarnsgy
(BBEfEHHSA y3arasibHEHUX AaHMX MPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsgy 3asBHuKa gns
3[jiicCHEHHs1 hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tpaiina cuctemu thapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0C06YM 3asBHMKA, BiANOBifabHOT 3a
hapmakoHarnag,

[litoua pepakuisn: Cosrupa Cepriii CepriioBuy.
MponoHoBaHa pefakuis: MNacTyweHKo IHHa
BikTopiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0CO6U 3asBHMKA, BifNoBigasibHOI 3a
hapMakoHarnag. 3miHa MicLe3Haxo4KeHHs MmacTep-
thaiina cuctemmn chapmakoHarnsgy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AifNbHOCTI 3
hapmakoHarnagy.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
254, | MIKPOJIAKC PO3UYUH pPeKTasIbHUIA; MakHin AHrnia LENb®APM PpaHuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/15636/01/01
® no 5 M po3unHy Mpoaaktc OPJIEAH | Tvny - 3miHK 3 AkocTi. API. KoHTponb AdI. 3miHa 'y peyenma
pekTanbHoro B Ty6i 3 Nimiten napameTpax cneuudikauii Ta/abo JOMYyCTUMUX MEX,

yHiBEpCa/IbHUM
HaKOHEeYHWUKOM; Mo 4
abo no 12 T1y6 3
yHiBEpCa/IbHUMU
HaKOHeYHVKaMun B
KapTOHHiI kopobuy;
no 5 mMn po3ynHy
pekTanbHoro B Ty6i 3
YKOpPOUYEHNM
HaKOHEYHVKOM; no 4
abono 12 1y6 3
YKOpPOYEHNMU
HaKOHeYHVKamun B
KapTOHHI KOpo6Lyi

BM3HAYeHuX y cneyudikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BMKOPUCTOBYIOTbCS y Npoueci BupobHuytea Ad|
(BMNYyYEHHSI HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpuknag, BUTyYEHHs 3aCTapifioro nokasHmkay)).
3miHa y napameTtpax cneyudikauii A®I copbity, a
came BWyHYeHO NOKa3HVKM CBUHEeLb Ta Hikenb
BiANOBIAHO A0 NOTOYHOro BUAAHHA Ph.Eur.
MoHorpadist g5 copbity. 3miHu | Tuny - 3miHn 3
siKocCTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbkoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHSA roTOBOrO /iKapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAAX
BMNpoGyBaHHSA). He3HauHa 3miHa y 3aTBEpAKEHNX
MeToAax BUNpoGyBaHHA 3a NokasHUkoM «KinbkicHe
BM3HaYeHHs. CopbiT», a came BBEAEHHS
eheKTMBHOCTI CTaHAapTy B PO3paxyHoK / AofaBaHHS
TECTy Ha NPUAATHICTb CUCTEMMU.
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
abo BuNyyeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBMHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuduikar Bif y)Xe 3aTBepa)KEHOro BUPOOHMKa.
MopaHHsA OHOB/IEHOTO cepTudikaTy BifNOBIAHOCTI
copbiTy (o kpuctanisyetbcst) CEP (R1-CEP 2001-
114-Rev 03) (3aTBEpaxeHnit R1-CEP 2001-114-Rev
02), B 3B'AA3KY 3 NpUBEAEHHSAM A0 BiAMNOBIAHOCTI
Ph.Eur., cTpaTeris BNpoBaXeHHs A1 HacTaHoB
ICH Q3D w040 enemeHTapHUX AOMILLOK Ta
nepernsHyToi MoHorpadii pigkoro copbity
(kpucTanisauisi) 0436.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
255. | MIKPOJIAKC PO3UYUH pPeKTasIbHUIA; MakHin AHrnia LENb®APM PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/15636/01/01
® no 5 M po3unHy Mpoaaktc OPJIEAH | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
pekTanbHoro B Ty6i 3 Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu o

yHiBEpCa/IbHUM
HaKOHEeYHWUKOM; Mo 4
abo no 12 T1y6 3
yHiBEpCa/IbHUMU
HaKOHeYHVKaMun B
KapTOHHiI kopobuy;
no 5 mMn po3ynHy
pekTanbHoro B Ty6i 3
YKOpPOUYEHNM
HaKOHEYHVKOM; no 4
abono 12 1y6 3
YKOpPOYEHNMU
HaKOHeYHVKamun B
KapTOHHI KOpo6Lyi

y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.
[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHewwuka Lumxens / Agnieszka Szymchel. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAasIbHOI 3a hapmakoHarnag; 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3aMmiHn Ao
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarisgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
hapMakoHarnag B YKpaiHi.

[itoua pepakuin: ApHaytosa tOnisi JleoHigisHa /
Arnautova Yuliya Leonidivna. NponoHoBaHa
pepakuis: HaropHa KarepuHa IBaHiBHa / Nahorna
Kateryna Ivanivna. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
256. | MINAPOKAP PO3YMH NS iH'EKLNA, TOB YkpaiHa KOHTPO/b, YkpaiHa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/10376/01/01
A-H 100 mr/mnno5mne | "®PAPMACEN" BWMNYCK Cepil: HimeuunHa | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
amnyni; no 10 TOB thapmakoHarnsgy. BeegeHHs abo 3miHu o M
amnyn y navui 3 «®PAPMACEN y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
KapTOHY », YKpaiHa; (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
BTOPWHHA thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobu,
yrnakoBkKa, BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTPO/b: KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
XOJNOMAK 3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
PepnakyHrcte BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
XHiK TM6X, 3a 3gilicHeHHs hapmakoHaragy (Bkovarum
HimeuumnHa; KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
BUPOGHMLTBO (paiina cuctemu chapmakoHarnsgy) 3miHa
Hepo3sdacosa YNOBHOB&XEHOI 0CO6M 3asBHMKa, BiANOBifa/IbHOT 3a
HOT NpoAyKu;i, hapmakoHarnsg,.
nepBuHHa Ta [itova pegakuisn: CynpyH Egyapg Bonogummposuy.
BTOPUHHA MponoHoBaHa pepakuin: boray TeTaHa
ynakoBKa, OnekcaHgpiBHa. 3mMiHa HoMepa macTep-gaiina
KOHTPONb: cuctemmn chapmakoHarnsgy.
XONOMAK
depnakyHrcte
XHiK TM6X,
HimeyunHa
257. | MIOJTIOKAPA, PO34UH NS iH EKL, TOB Ykpaina MpAT "Nlekxim- YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/15151/01/01
100 mr/mnno5mns | "®APMACEN" Xapkis" | TMNy - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peuenmo
amnyni cksHii; no 5 thapmakoHarnsgy. BeegeHHs abo 3miHn Ao M

amnyn y 6nictepi; no
2 6nictepu B nayui 3
KapToHY

y3arasibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ans
3fiicHeHHs hapmMakoHarnsgy B YkpaiHi, AKL0 BOHA
BiAMiHHA Bif, YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnagy (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
(paiina cuctemu hapmakoHarnsgy) 3miHa
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/IbHOT 38
thapmakoHarnng,

[itova pegakuif: CynpyH Egyapg Bonogummnposuy.
MponoHoBaHa pepakuin: Boray TeTaHa
OnekcaHgpiBHa. 3MiHa HoMepa macTep-ghaiina
cucTteMmn chapmakoHarisgy.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
258. | MITPEH TabneTtky no 2 mr no 3AT NutoBcbka | JIABOPATOPI IcnaHis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/17523/01/01
28 TabneTok y "®apmnira” Pecny6nik (0] | TMRy - 3miHK 3 siKocTi. CepTudikaT peyenmo
6nicTepi; no 1 a EUEBAPHE, BignosigHocTi/l E-cepTudikar BignosigHoCTI M
6nictepy y C.A., IcnaHis €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
KapTOHHI KOpOGL; (KOHTpO/Ib HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
AKOCTI); abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
NABOPATOPI €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
OC NNIEOH MaTepiany/peareHTy/MpoMKHOIo NPOAYKTY, WO
PAPMA C.A,, BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
IcnaHis [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
(B1pO6HMLTBO, €sponelicbkin dhapmakonei) - OHOBEHWIA
KOHTpPO/Tb cepTudikaT Bif, y)xe 3aTBepIXeHOro BUPOOHUKa -
SAKOCTI, noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
nepBuHHE Ta €poneiicbkili hapmakonei Ne RO-CEP 2016-333 -
BTOpPUHHE Rev 01 (3atBeppxeHo: RO-CEP 2016-333 - Rev 00)
nakyBaHHs, ans A®| gieHorecTy Big, BXe 3aTBEPAXKEHOIO
BiANOBIA&IbHN BMpo6HMKa Industriale Chimica S.r.l., Italy. Ak
11 3a BUNyCK Hacnifok BBeAEHHS AOAATKOBOI BUPOGHMYOT
cepii); LinbHUUi CHEMO BIOSYNTHESIS s.r.l., Italy. 3miHn
MaHaHTianb | TMny - 3miHK 3 AkocTi. CepTudpikat
IHTerpa, BignosigHocTi/l E-cepTudikar BignosigHoCTI
C.J1.Y., Icnania €Bponelicbkiit hapmakonei/moHorpadii. MogaHHA
(BTOpUHHE HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
nakyBaHHs1) abo BuNy4YeHHs cepTudikarta BignoBigHOCTI

€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2016-333 -
Rev 00 ana A®I gieHorecTy Bif BXe 3aTBEPAXEHOr0
BUpo6HuKa Industriale Chimica S.r.l., Italy. Hk
Hacnifok BBeAEHHA Nepiogy NePEKOHTPO0 5 pokis.
3MiHn | TUnYy - 3MiHM 3 skocTi. A®l. BUpobHMUTBO.
3MiHa BUpPOBHUKA BUXiAHOTO/MPOMIXHOIO
NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTbLCA Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHMKa
(BKtOYaroum, ae Heo6XiAHO, Micue NPOBeAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPXEHOMY [0Cbe)(BBEAEHHSA HOBOT AiNbHULL,
[e 30iNCHIETLCA MIKPOHI3aL,isl) - BBEAEHHS
anbTepHaTMBHOI ginbHULi CHEMO BIOSYNTHESIS
s.r.l., Italy, o 3aiiicHI0E MiKpOHi3aLiito Aitoyoi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
259, | MOBIPUKA® Kancynu Teepgi no Mosi Xernc LLiseiiuapi ATnaHTIK MopTyranis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/19773/01/01
50 mr, no 7 kancyn B 6X A Papma - | TMNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyernmo nionsieae
6nicTepi; no 2 Mpopykoc HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa M
6nictepu B dapmacbioTika peecTpauiiiHoro noceif4eHHs) - 3MiHa agpecu
KapTOHHI Kopo6Lyi c, CA 3asBHUKa (BN1acHUKa peecTpaLiiiHoOro NOCBiAYEHHS).
TepmiH BBeAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
260. | MOBIPUKA® Kancynu Teepgi no Mosi Xenc LLiseiiuapi ATnaHTiK MopTyranis BHECEHHS 3MiH 40 peecTpaLliinHMx MaTepiasis: 3MiHN 3a He UA/19773/01/02
75 ™r, no 7 kancyn B rM6X A dapwma - | TMNy - AOMiHICTpaTUBHI 3MiHW. 3MiHa peyenmo niossieae
6nictepi; no 2 Mpoaykoc HalilMeHyBaHHs Ta/abo agpecu 3asiBHMKa (BnacHMKa M
6nictepu B dapmachbloTika peecTpaviiHoro noceig4yeHHs) - 3miHa agpecu
KapTOHHI Kopo6Lli c, C.A 3asBHUKa (B/1aCHUKa pPeECTPAL|iiHOTO NOCBIAYEHHS).
TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPKEHHS
261. | MOBIPUKA® Kancysnu Teepgi no Mosi Xernc LLiseiiuapi ATnaHTiK MopTyranis BHECEHHS 3MiH 40 peecTpaviiiHMx MaTepiasis: 3MiHN 3a He UA/19773/01/03
150 mr, no 7 kancyn M6X A Papwma - | TMNYy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenmo nionsi2ae
B 6nicTepi; no 2 Mpoaykoc HaliMeHyBaHHA Ta/abo agpecy 3asiBHUKA (BNacHUKa M
6nictepu B dapmacbioTika peecTpauiiiHoro noceig4eHHs) - 3miHa agpecu
KapTOHHi KopobLyi c, CA 3anBHMKa (BNacHUKa peecTpaLiiHoro nocBig4YeHHs).
TepMiH BBEAEHHS 3MiH NPOTArom 6 MicsuiB nicns
3aTBEPMAKEHHSA
262. | MOJNIECKIH® Kpem 0,1 % no15ry | AT "dapmak" YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx MmaTepianis: 3MiHK 3a - UA/7002/01/01
Ty6i; mo 1 Ty6iy | TMNy - 3miHK 3 sKocTi. CepTudikar peyenmo
nauui 3 KapToHy BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI M

€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab0o BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BUXigHOro
mMarepiany/peareHTy/npoMKHOro NPOAYKTY, L0
BMKOPWCTOBYOTLCS Y BUPOOHULTBI ADI; ans
[OMNOMDKHOI peyoBuHM (CepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPO6HUKa -
nofaHHA OHOB/IEHOTO cepTudikaty BiANOBIAHOCTI
€Bponevicbkin hapmakonei R1-CEP 2008-094-Rev
04 Bif 3aTBEPAXKEHOr0 BUPO6HUKA «AURISCO
PHARMACEUTICAL CO., LTD», KuTaii gitoyoi
peyoBMHM MOMeTa3oHy hypoar (3aTsepmxeHo: R1-
CEP 2008-094-Rev 03; 3anponoHosaHo: R1-CEP
2008-094-Rev 04).
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
263. | MOMIKCOH cnpeii HasaslbHUIA, AT "Apaves Monbwa dapwmea, PpaHuis/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/16749/01/01

cycnehsis, 50 Papma” dpaHuis; Monbwa | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
MKr/go3y, no 10 r (60 Brpo6HMK BignosigHocTi/l E-cepTudikar BignosigHoCTI M
no3), no 16 r (120 BiANOBIA&/IbHU €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
[03), no 18 r (140 1 3a BMNYCK HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
[0,03) cycneHsii y cepii, He abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
nonieTuneHoBoMy BK/IHOYAKUMN €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
h1akoHi 3 KOHTpONb: AT MaTepiany/peareHTy/MpoMKHOIo NPOAYKTY, WO
[,03yH04MM HAcoCOM "Afames BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
Ta Hasa/IbHUM dapma”, [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
annikatopom, rno 1 Monbwa €sponelicbkin dhapmakonei) - OHOBEHWIA
dhrakony y cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
KapTOHHI Kopo6Lyi noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI

€poneiicbkili hapmakonei Ne RO-CEP 2018-303 -

Rev 01 (3aTBeppxeHo: RO-CEP 2018-303 - Rev 00)

onsa A®l momeTasoHy doypoat MOHorigpar Bif, Bxe

3aTBepAxeHoro Bupo6Hnka AARTI INDUSTRIES
LIMITED, India
264. | MOHTENYKA | Tabnetku, BKpUTI TOB "TeBa YkpaiHa TOB TeBa MonbLia BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 3a - UA/12439/02/01
CT-TEBA nAiBKOBOO Ykpaina" OnepenwH3 | Tvny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y peyenmo

060/10HKO0, Mo 10 MNonaHg MeTodax BunpobyBaHHs A®Il abo BUXigHOro M

MF; N0 7 TabneTok y
6nicTepi, no 4
6nictepu B
KapTOHHI KopooLyi

MaTepiany/npomiKHOro NpoAayKTy/peareHTy, Lo
BVIKOPWCTOBYETbLCS Y NpoLieci BUPO6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTogax
BUNPOGYBaHHS) -

BHECEHHS He3HauYHVX 3MiH Y 3aTBEpAXeHiii MeToanLi
BM3HAYEHHA rpaHyIOMeTPUYHOTO Cknady Ha npunagi
Malvern Mastersize ons ajto4oi pe4yoBrHU
MOHTe/yKacTy HaTpito. Takox 6yn0 3MiHEHO Kof,
MeToZy BifNoBigHO YAHHOI CUCTEMM AOKYMeHTau;ji
Ha 3a3HauyeHuii y cneumdikauii nikapcbkoi
cybcTaHUuii. BunyyeHo BHYTPILLHIV Kog, po3ainy
3.2.5.4.2 (kog, QDS0057381) ansA napameTpis
«HacvnHa ryctuHa Ta ryctmHa npy yLisibHeHHi»
OCKi/TbKU (haKTUYHO PO3fiN He MICTUTb TEKCTY
MeToay A1 LibOro napameTpy Ta KOHTPO/IIOETLCA
MeToAMKaMun onnucaHummn B MoHorpadii €. 3miHu |
Tuny - 3MiHK 3 akocTi. CepTuddikaTt BignosigHocTI/lE-
cepTudikaT BigNoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignosigHOCTIi abo
BUJTyYEHHs cepTudikaTa BignosigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHMUTBI API; ans
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
[0NOMDKHOT pevoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkiin hapmakonei) - BunyyeHnHs

cepTudikaTiB (3a HaABHOCTI My/IbTUMNIETHOTO
cepTugpikata Ha martepian) BUlyYeHHs cepTudpikata
BiANOBIAHOCTI E€Bponeiickbkii thapmakonei Ne R1-
CEP 2011-131 - Rev 01 (process | — CYTAM) ans
A®I| MOHTENyKacTy HaTpito BUPOGHMKa Teva
Pharmaceutical Industries Ltd., Israel. 3miHn | Tuny -
3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignosigHOCTi abo
BUJ/TyYEHHs cepTudikaTa BignoBigHOCTI
€Bponeiicbkin thapmakonei: ana A®l; ans BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuqikaT Bif yxe 3aTBepaKeHoro BUpobHuka -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2014-115 -
Rev 01 (3atBepmkeHo: RO-CEP 2014-115 - Rev 02)
ans A®| MOHTeNyKacTy HaTpito Bif BXe
3aTBepaAxeHoro BupobHuka Zhejiang Tianyu
Pharmaceutical Co., Ltd., China. 3miHu | Tuny -
3miHn 3 sKocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BigNoBigHOCTI EBpoNenchKiii
hapmakonei/MoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignosigHOCTi abo
BU/yYEHHS cepTudpikaTta BiANoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€sponeiickkin hapmakonei Ne RO-CEP 2017-131 -
Rev 02 (3aTBeppxeHo: RO-CEP 2017-131 - Rev 01)
(process Il — CYTA) onsa A®| MOHTenykacTy HaTpito

Bifl BXXE 3aTBEPIXEHOro BUpobHuka Teva

Pharmaceutical Industries Ltd., Israel.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
265. | MOTUNITAC Karncysm M siki no MakHin AHrnia KataneHt HiMeuunHa/ | BHeECEHHSI 3MiH 40 peecTpaLiiHux MaTepianis: 3MiHU 6e3 - UA/16873/01/01
120 wr; no 10 Mpopaktc [xepmaHi dpaHuis | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
Kancyn y énicrepi; Nimiten LLopHaopd thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 2 abo no 4 M6X, y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
6nictepu B HimeuunHa (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
KapTOHHI ynakoBLi (nepBuHHe Ta hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BTOPVIHHE BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
nakyBaHHs); KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
KaraneHt 3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
dpaHce BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
BeHaiim CA, 3a 3gilicHeHHs hapmakoHaragy (Bkovarum
®paHuisa KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(BMPOGHMLTBO, (paiina cuctemu chapmakoHarnsgy) 3miHa
KOHTPO/1b YNOBHOB&XEHOI 0CO6M 3asBHMKa, BiANOBifa/IbHOT 3a
roToBOro thapmakoHarnsg,.
nNpoayKTY, [itoua pepakuis: ArHelwka Melivep-LaHH /

BWMYCK Cepil)

Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHeluka Wumxens / Agnieszka Szymchel.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarisgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
266. | MOTUNIYM® TabneTku, BKPUTI MakHin AHrnia IDKHTN PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/10190/01/01
NNiBKOBOIO Mpopaktc KoHcbomep | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
060s10HKOI0, No 10 Nimiten Xenc (PpaHc) thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr; no 10 TabneTok CAC y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy

y 6nicTepi; no 1 abo
3 6nictepu B
KapTOHHI ynakoBL;
no 30 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI ynakosLi

(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.
[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MponoHoBaHa pegakuis:
ArHewwuka Lumxens / Agnieszka Szymchel. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsg,
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI

Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0

y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy

(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;

KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarisgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
hapMakoHarnag B YKpaiHi.

[itoua pepakuin: ApHaytosa tOnisi JleoHigisHa /
Arnautova Yuliya Leonidivna. NponoHoBaHa
pepaxuis:

HaropHa KaTtepuHa IBaHiBHa / Nahorna Kateryna
Ivanivna. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0Co6u
3asBHMKa, BiANOBIAa/IbHOT 3a hapmakoHarnsz B
YKpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
267. | HASAJNIOHI® | cnpeii Ha3anbHWi TOB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/19084/01/01
Kiac 0,025% no 10 mny "BANAPTIH 06MeXeHo | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyenma
dhnakoHi; no 1 PAPMA" BiANOBIga/TbHI KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y
h1akoHy B nauLii CTH0 MeTofax BUNPO6YyBaHHSA roTOBOrO JliKapCbKOro
"Mikpochapm" 3acoby (He3HayHa 3MiHa y 3aTBEpAKEHNX METOAax
BMNPOGYBaHHS) HE3HAYHA 3MiHa B 3aTBEPAKEHOMY
MeTozi BunpobyBaHHs /13 3a NOKasHWKOM
«KinbkicHe BU3HaueHHs» (Y, 2.2.29), a came
3anpornoHoOBaHO BUKOPUCTaHHA allbTepHaTUBHOIO
C3 6eH3a/1KoHit0 xnopuay (BOAHWA PO3UKH i3
BMICTOM CyMM romosoris 65u3bko 20 mr/mn C3
Loy abo PC3). 3atBepaxennii C3 — Benzalkonium
Chloride RS, Bupo6Huutea LGC).
268. | HABEXANEP cnpeii HasaslbHUiA, Lvnna Nra,. IHAjsa Lvnna nra,. IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/16788/01/01
cycrneHsis 50 | TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmo
MKr/fo3y no 18 r thapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMiHiB M

(140 po3) cycneHsii
y thnakoHi 3
[03yBa/IbHUM
HacocoM-
posnunoBayem Ta
KoBnaykom, no 1
h1aKoHy y
KapTOHHI ynakoBLi

noAaHHsA perynsipHO OHOBJIIOBAHWX 3BITiB 3 6e3neku
nikapcbKunx 3aco6iB 3MiHa 4acToTh Ta TepPMiHy
NoAaHHA perysisipHo OHOBJIIOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby: [itova pegakuisn: Yactota
nogaHHa PO3B - 5 pokis; KiHueBa fgata ons
BK/IOYEHHA aaHnx no PO3b - 22.05.2022 p.; Jata
nofaHHa PO3B - 20.08.2022 p. MNponoHoBaHa
pegakuis: Yactota nogaHHsa PO3bB - 3 poku; KiHueBa
nara ans skaoyeHHa gaHnx no PO3b - 22.05.2023
p.; Aata nogaHHa PO3b - 20.08.2023 p.
PekomeHA0BaHO [0 3aTBEPKEHHS BiANOBIAHO [0
nepiognYHOCTI NOAaHHSA PerynsipHoO OHOB/IOBaHNX
3BITIB 3 6e3neKkn nikapcbkmx 3acobis y
€sponeiicbkoMy Cotosi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
269. | HAKNTO®EH PO3YMH NS iH'EKLNA, KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/3480/03/01
75 mr/3 mn no 3 mn Hoso mecTo HoBso mecTo, | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
B ammy”ni; no 5 CnoBeHis thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
amnyn y énictepi; no (BUPOBHMLTBO NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
1 6nicTepy B “in bulk”, IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
KapTOHHI Kopo6Lyi nepBUHHE Ta perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
BTOPVIHHE nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
nakyBaHHs1, 3acToCcyBaHHSA NikapCcbKoro 3acoby B
KOHTpO/b Ta nicnspeecTpauiiinii nepiog, abo sk pesynbTar
BUNYCK cepil; OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
KOHTPO/1b [0 nnaHy negiatpuynHux gocnigpkens (PIP) (iHwi
cepii) 3MiHM). 3MiHM BHECEHO A0 IHCTPYKLiT 4718 MEeANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3zinis
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaa” T1a
"Mo6iyHI peakuil Wwoa0 6e3nekn 3acTocyBaHHSA
L0401 pevoBVHN AuknodeHak BignoBsigHO Ao
pekomeHpauii PRAC.
BBefieHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEpMKEHHSA. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta thapmakoHarnsagy (iHui
3MiHKM). 3MiHWM BHECEHO A0 IHCTPYKLIT 4151 MeaNYHOro
3aCcTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuii” WoA0 3BiTyBaHHSA NPO NOGIYHI
peaxuii. BBeieHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
270. | HEMPOMIOWN Tabnetku no 20 wr, AT Narsis AT Nartsis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/2083/02/01
H® no 10 Tabnetok y "OnaitHdpapm" "OnaiiHcpapm” | TMNy - 3MiHN Woao 6e3nekn/ethekTUBHOCTI Ta peuenmo
6nicTepi, no 5 thapmakoHarnsgy. BeegeHHs abo 3miHu Ao M

6nicTepiB B nayuj 3
KapTOHY

y3araslbHeHVX faHux Npo cuctemMy papmakoHarnisgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asisHuka anas
3fiicHeHHs hapmMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnagy (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigabHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegaxuis:
Mpuickoka AHApIA. NMponoHoBaHa peaakuis:
CaBueHko AmMuTpo CeprilioBny. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0CO6U 3asBHMKa, BiANOBIAA/IbHOI
3a papmakoHarnsaa B YkpaiHi.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
271. | HEOMIOAHT kancynu no 100 mr, AT NartBis AT Nartsis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/6205/01/01
AH no 10 kancyny "OnaviHdhapm” "OnaiiHcpapm” | TMNYy - 3MiHK Woao 6e3nekn/ethekTMBHOCTI Ta peyernmo
6nicTepi, no 5 thapmakoHarnsgy. BeegeHHs abo 3miHu o M
6nictepiB y nayui y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy); 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg B Ykpaii.
Litoua pepakuis: Mpuckoka AHApIi. MponoHoBaHa
pepakuis: CasueHko AimmTpo CeprilioBuy. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
Bi4NoBigabHOI 3a dhapMakoHarnsa B YkpaiHi.
272. | HIKOMEKC PO34nH NS iH EKL, TOB YkpaiHa MpAT "/lekxim- Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/15072/01/01
50 mr/mn, no 2 mn B "®APMACEN" Xapkis" | TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmo
amnyni cknsHii; no 5 thapmakoHarnagy. BeegeHHs abo 3amiHn fo M
amnyn y 6nictepi; no y3aranbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
2 6nictepy B navui 3 (BBEAEHHSA y3araslbHEHNX AaHUX Npo cuctTemy
KapToHy; Mo 5 mn B thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOI 0cobu,
amnyni cksHii; no 5 BiANOBIA&UTbHOI 3a 34iiCHEHHSA hapMmakoHarnsaay;
amnyn y 6nictepi; no KOHTaKTHOI 0co6U 3 thapMakoHarnsgy 3asBHuKa gns
1 6nicTepy B nauui 3 3[iicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
KapTOHY BiAMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
YNOBHOBaXEHOI 0CO6YM 3asBHMKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.
[itoua pegakuin: CynpyH Egyapn Bonogumuposuy.
MponoHoBaHa pepakuin: boray TeTaHa
OnekcaHgpiBHa. 3mMiHa HoMepa macTep-gaiina
cucTeMu dpapmakoHarnsgy.
273. | HIKOPETTE® | rymKa yBasibHa MakHin Ab Lseuis MakHin Ab Lseuis BHECEHHS 3MiH 40 peecTpaviiiHMx MaTepiasiB: 3MiHN 6e3 - UA/10734/01/02
3MMOBA nikyBasibHa no 4 mr; | TMNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
M'ATA no 15 rymok hapmakoHarnsgy (iHwi 3miHn) - 3MiHM BHECEHO B

XYBa/IbHUX Y
6nicTepi; no 2
6nictepn B
KapPTOHHII ynakoBLii

TEKCT MapKyBaHHsi NEPBUHHOT YNaKOBKU NiKApCbKOro
3acoby, a came: y n. 8. «AATA 3AKIHYEHHA
TEPMIHY MPNOATHOCTI» Ta B n. 13. <HOMEP
CEPIi NIKAPCBKOIO 3ACOBY»
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
274. | HIKOPETTE® | rymKa XyBasibHa MakHin Ab LLseuis MakHin Ab LLseuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/10734/01/01
3MMOBA NiKyBasibHa no 2 mr; | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
M'ATA no 15 rymok thapmakoHarnagy (iHwi 3MiHN) - 3MiHWM BHECEHO B

XyBasIbHUX Y
6nicTepi; no 2
6nictepu B
KapTOHHII ynakoBLi

TEKCT MapKyBaHHsi NEPBUHHOT YNaKOBKU NiKapCbKOro
3acoby, a came: y n. 8. «[JATA 3AKIHUEHHSA
TEPMIHY MPUNJATHOCTI» Ta B n. 13. <HOMEP
CEPIi NIKAPCbKOIO 3ACOBY»
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
275. | HIKOPETTE® | rymKa XyBasibHa MakHin Ab LLseuis MakHin Ab LLseuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/10734/01/01
3MMOBA NiKyBasibHa no 2 mr; | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
M'ATA no 15 rymok thapmakoHarnsgy. BeegeHHs abo 3miHu o
XYB&UTbHUX Y y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
6nicTepi; no 2 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
6nictepu B hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
KapTOHHI ynakoBLi BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.
[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MponoHoBaHa pegakuis:
ArHewwuka Lumxens / Agnieszka Szymchel. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAasIbHOI 3a hapmakoHarnag. 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3aMmiHn Ao
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
276. | HIKOPETTE® | rymKa XyBasibHa MakHin Ab LLseuis MakHin Ab LLseuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/10734/01/02
3MMOBA nikyBasibHa no 4 wmr; | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
M'ATA no 15 rymok thapmakoHarnsgy. BeegeHHs abo 3miHu o
XYB&UTbHUX Y y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
6nicTepi; no 2 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
6nictepu B hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
KapTOHHI ynakoBLi BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.
[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MponoHoBaHa pegakuis:
ArHewwuka Lumxens / Agnieszka Szymchel. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAasIbHOI 3a hapmakoHarnag. 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3aMmiHn Ao
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
277. | HIKOPETTE® | rymKa yBasibHa MakHin Ab LLseuis MakHin Ab LLseuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/8921/01/02
31 CMAKOM nikyBanibHa no 4 mr | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
CBDKUX no 15 rymok thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO B
DPYKTIB XyBaUIbHUX Y TEeKCT MapKyBaHHSA NepPBUHHOT YNakKoBKM NiKapCbKoro
6nicTepi; no 2 3acoby y n. 8. «IATA 3AKIHYEHHA TEPMIHY
6nictepu B MNPUOATHOCTI» Ta n. 13. <cHOMEP CEPIi
KapTOHHII ynakoBLi JIIKAPCBHKOI'O 3ACOBY».
278. | HIKOPETTE® | rymKa yBasibHa MakHin AB LLiseuis MakHin Ab LLisewjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/8921/01/01
31 CMAKOM nikyBasibHa no 2 mr, | TNy - 3MiHW Woao 6e3nekn/etdeKTUBHOCTI Ta peyenma
CBDKUX no 15 rymok thapmakoHarnsgy (iHwi 3miHn) 3MiHWM BHECEHO B
PPYKTIB XyBaUTbHUX Y TEKCT MapKyBaHHS NEePBUHHOT YNakKOBKU NiKapCbKOro

6nicTepi; no 2
6nictepu B
KapTOHHI ynakoBLi

3acoby y n. 8. «AATA 3AKIHYEHHA TEPMIHY
MPUAATHOCTI» Ta n. 13. <HOMEP CEPIi
NNIKAPCbKOIO 3ACOBY».
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
279. | HIKOPETTE® | rymKa XyBasibHa MakHin Ab LLseuis MakHin Ab LLseuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/8921/01/01
31 CMAKOM NiKyBasibHa no 2 mr; | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
CBDKUX no 15 rymok thapmakoHarnsgy. BeegeHHs abo 3miHu o
DPYKTIB XyBaUIbHUX Y y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
6nicTepi; no 2 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
6nictepu B hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,

KapTOHHI ynakoBLi

BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT

3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHeluka Wumxens / Agnieszka Szymchel.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
280. | HIKOPETTE® | rymKa XyBasibHa MakHin Ab LLseuis MakHin Ab LLseuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/8921/01/02
31 CMAKOM nikyBasibHa no 4 wmr; | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
CBDKUX no 15 rymok thapmakoHarnsgy. BeegeHHs abo 3miHu o
DPYKTIB XyBaUIbHUX Y y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
6nicTepi; no 2 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
6nictepu B hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,

KapTOHHI ynakoBLi

BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT

3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHeluka Wumxens / Agnieszka Szymchel.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
281. | HIKOPETTE® | rymKa XyBasibHa MakHin Ab LLseuis MakHin Ab LLseuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/8878/01/01
31 CMAKOM nikyBasibHa no 4 mr, | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
CBDKOI no 15 rymok thapmakoHarnagy (iHwi 3MiHW)- 3MiHU BHECEHO B
M'ATN KYBaIbHUX Y TEeKCT MapKyBaHHSA NepPBUHHOT YNakKoBKM NiKapCbKoro
6nicTepi; no 2 3acoby, a came: y n. 8. «[JATA 3AKIHUEHHSA
6nictepu B TEPMIHY NMPUJATHOCTI» Ta B n. 13. «<HOMEP
KaPTOHHIi ynakoBLi CEPII IKAPCbKOIO 3ACOBY».
282. | HIKOPETTE® | rymka xyBa/bHa MakHin AB LLiseuis MakHin Ab LLisewjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/8878/01/02
31 CMAKOM nikyBasibHa no 2 mr, | TNy - 3MiHW Woao 6e3nekn/etdeKTUBHOCTI Ta peyenma
CBDKOI no 15 rymok thapmakoHarnsay (iHwi 3MiHn)- 3MiHU BHECEHO B
M'ATN XYBaUTbHUX Y TEKCT MapKyBaHHS NEPBUHHOT YNakoBKM NiKapCbKoro

6nicTepi; no 2
6nictepu B
KapTOHHI ynakoBLi

3acoby, a came: y n. 8. «AATA 3AKIHUEHHA
TEPMIHY MPNJOATHOCTI» Ta B n. 13. <HOMEP
CEPII IKAPCbKOIO 3ACOBY».
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
283. | HIKOPETTE® | rymKa yBasibHa MakHin Ab LLseuis MakHin Ab LLseuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/8878/01/02
31 CMAKOM NiKyBasibHa no 2 mr; | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
CBDKOI no 15 rymok thapmakoHarnsgy. BeegeHHs abo 3miHu o
M'ATN XyBaUIbHUX Y y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy

6nicTepi; no 2
6nictepu B
KapTOHHI ynakoBLi

(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHeluka Wumxens / Agnieszka Szymchel.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI

Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0

y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy

(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy

thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,

BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI

3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarisgy) 3miHa

KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a

thapmakoHarnsag B YkpaiHi. [itova pegakuis:

ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya

Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u

3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B

YKpaiHi.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
284. | HIKOPETTE® | rymKa yBasibHa MakHin Ab LLseuis MakHin Ab LLseuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/8878/01/01
31 CMAKOM nikyBasibHa no 4 wmr; | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
CBDKOI no 15 rymok thapmakoHarnsgy. BeegeHHs abo 3miHu o
M'ATN XyBaUIbHUX Y y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy

6nicTepi; no 2
6nictepu B
KapTOHHI ynakoBLi

(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHeluka Wumxens / Agnieszka Szymchel.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI

Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0

y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy

(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy

thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,

BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI

3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarisgy) 3miHa

KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a

thapmakoHarnsag B YkpaiHi. [itova pegakuis:

ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya

Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u

3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B

YKpaiHi.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
285. | HIKOPETTE® | nbOoAsHUKM MakHin Ab LLseuis MakHin Ab LLseuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/14535/01/02
KPV)XAHA npecoBaHi nNo 4 wr; | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
M'ATA no 20 NbOASHUKIB Yy thapmakoHarnsgy. BeegeHHs abo 3miHu o

thnin-ynaxosLi

y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
thapmakoHarnsag.
[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHeluka Wumxens / Agnieszka Szymchel.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
286. | HIKOPETTE® | nbOoAsHWKM MakHin Ab LLseuis MakHin Ab LLseuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/14535/01/01
KPV)XAHA npecoBaHi No 2 Mmr; | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
M'ATA no 20 NbOASHUKIB Yy thapmakoHarnsgy. BeegeHHs abo 3miHu o

thnin-ynaxosLi

y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
thapmakoHarnsag.
[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHeluka Wumxens / Agnieszka Szymchel.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
287. | HIKOTUHOB PO3YMH NS iH'EKLNA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/3224/01/01
A KNCNOTA- 10 mr/mn, no 1 mn B "GapmaueBTun "PapmaueBTu | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo
AAPHUNUA amnyni; no 5 amnyn YyHa hipma YyHa hipma hapmakoHarnsgy (iHwi 3MiHn). M
Y KOHTYpHili "fapHuus" "fapHuus" 3MiHV BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
YapyHKOBIl yMakoBKM MiKapCbKOro 3acoby, a came BU/Ty4eHO
ynakoBLj; no 2 TEKCT, BUK1aAeHNI POCICbKOI0 MOBOIO, Ta
KOHTYPHI YapyHKOBI nonoBHeHo n. 17 IHLWE iHdopMmadieto woao
YyNakoBKM B MauLi HaHeceHHs QR-kogy. BBefeHHs 3MiH npoTsrom 6-u
MicsiLiB nicns 3aTBepApKEHHs!
288. | HIKCAP® Tabnetky no 20 mr; MeHapiHi Iokcemby A. MeHapiHi ITania/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13866/01/01
no 10 TabneTok y IHTepHeLoHan pr MaHychakTypiH | HimeuunHa/ | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmo
6nicTepi; no 1 abo OnepeiioHc r JIoricTikc eHp, IcnaHis KoHTposib rotoBoro nikapcbkoro 3acoby. 3miHa M
no 2, aéo no 3 abo TNokcembypr Cepsicec napameTpiB cneuugikauii Ta/abo AONyCTUMUX MEX
no 5 6nictepis y C.A. C.p.N, Itanis rOTOBOrO /iKapCbKOro 3acoby (BUTyYEHHSI
KapTOHHI Kopo6Lyi (KOHTpOSIb HEe3Ha4YHOro nokasHuka (Hanpuknag 3actapisioro
cepiid); A. nokKasHuka, Takoro siKk 3anax Ta cmak, abo
MeHapiHi ineHTVdikaLis 6apBHUKIB UM CMakoBUX [06aBOK)) -
MaHydakTypiH BunyuyeHHs napameTpy “TBepgicTb: 58,8-107,8 H,
r JloricTikc eHp, Ph Eur 2.9.8" i3 cneundikavii TepMiHy npuaaTHOCTI
Cepsicec N3. Kpim TOro 3asiBHMK CKOPUCTaBCSA MOX/IUBICTIO
C.p.J1., ITania BHECTU HACTYMHI pefakuiiHi 3MiHK:
(BUPOBHMLTBO - Y3aroguTu po3gin 3.2.P.5.1 i3 3aTBepmpKeHnMu
"in bulk", posginamun 3.2.P.5.2 Ta 3.2.P.5.3, Bkasaswu UPLC,
nakyBaHHS, AK aNlbTePHATVBHWIA aHauTiTUYHWIA MeTog, AN1A
BUWMYCK Cepiit); iaeHTMiKaLii, oAHOPIAHOCTI OANHUL [,03YBaHHS,
MeHapiHi-®oH KifIlbKICHOro BMICTY Ta TECTY Ha AOMILLKK. - Buganutu
XeligeH Mv6X, abpesiatypy "KFM" (meTog Kapna ®iwepa) 3 onucy
HimeuunHa meToAy, L0 BUKOPUCTOBYETLCA A5 NEPEBIPKM
(BPOGHMLTBO BMICTY BOAW, iH(hOpMaLlis BBaXKAETbCA
"in bulk", Ha4/IMLLKOBOLO, OCKIi/IbKM BOHA BXe BKaszaHa B ONuci
nakyBaHHS, BiANOBIAHOrO MeToAy. BBeAeHHS 3MiH NpoTsArom 6-tu
KOHTPO/b Ta MicALiB MicnsA 3aTBepKEHHS. 3MiHu | Tuny - 3MiHu 3
BWMYCK Cepiit); sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
PAEC BUPOOHMUTBI. 3MiHM BUNpo6yBaHb abo A0MyCTUMUX
PAPMA, C.A,, MeX, BCTAHOB/IEHVX Y crneumdikayisx, nig vac
Icnanis BMPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby
(BUPOBHMLTBO (3BYXXEHHS ONYCTUMUX MEX). 3MiHa J0NyCTUMMX
"in bulk", MeX TBEPAOCTi, BCTAHOBMEHMX Y creymdikalisx, Lo
nakyBaHHs, 3acTocoBytoTbcs A.Menarini Manufacturing Logistics
KOHTPO/1b and Services S.r.l. Ta Menarini — Von Heyden GmbH
cepiin) nig, yac BUPOGHMLITBA FOTOBOrO JliKapCbKOro 3acoby 3
«= 6 kp» Ha «59-157 N (6 — 16 kp)». 3miHu | Trny -
3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo A0NYCTUMMX
MeX, BCTaHOB/IEHNX Y cneundpikalisx, nig yac
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

BMPOBOHULTBA FOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHW) - 3MiHa YacTOTV TBEPAOCTI SK BHYTPILLHLO
TexHiYHuiA KoHTporb (IPC) nig yac eTany CTUCHEHHS
3 «KOXHMX 30 XBUIMH» Ha «KOXHI 240 XBUANH» 13
Ha BMPO6HUYIN AinbHuui Menarini- Von Heyden
GmbH. 3miHun | TRy - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU
BMMPOGYyBaHb abo AOMYCTUMUX MEX, BCTAHOBEHNX
y cneuudikauisix, nig yac BUpoOHMLTBA rOTOBOrO
niKkapcbKoro 3acoby (iHLi 3MiHKW) - 3MiHa YacToTu
yacy AesiHTerpauii SK BHYTPILUHbO TEXHIYHWI
KoHTposib (IPC) nig yac etany CTUCHEHHS 3 «KOXHMX
120 XBUIMH» Ha «KOXHI 240 XBUAWH» J13 Ha
BMPOGHUUIN AinbHuUi Menarini - Von Heyden GmbH.
3MiHu | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbknii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPOGYBaHb
ab0o gonycTMMmUX MeX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpoOHMLTBA rOTOBOrO
nNiKkapcbkoro 3acoby (iHLwi 3MiHW) - 3MEHLLEHHS
KifibkocTi TabneTok 3 20 Ao 10, sKi BUKOPUCTOBYHOTb
nifg, Yac KoHTposio y npoueci BupobHuuTtsa (IPC) ans
nepesipkv NapameTpy "30BHilUHIl BUrNa4" Ha eTani
CTUCHEHHS J13 Ha BUPOGHWUIl AinbHULi Menarini-
Von Heyden GmbH. 3miHu | Tuny - 3miHK 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHu BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisix, nig vyac
BMPOBOHULTBA rOTOBOrO NiKapcbKoro 3acoby (iHLwi
3MiHM) - 3MEeHLLEeHHS KinbkocTi TabneTtok 3 20 go 10,
SIKi BUKOPUCTOBYIOTb Mif Yac KOHTPOSII0 Yy MpoLeci
Bupo6HUUTBa (IPC) ANna nepesipkn napameTpy
"CepefHs Bara" Ha eTani CTUCHEHHSI Ha BUPOOGHWUIN
AinbHuUi Menarini - Von Heyden GmbH.
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHW BUNpO6yBaHb
abo [oNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumaikauisx, nig yac BUPo6GHMLTBA rOTOBOr0O
nNikapcbkoro 3acoby (iHwi 3MiHW) - He3HauHi 3MiHK
aHaniTM4yHoro mMetoAy — AesiHTerpauii gns
BHYTPILUHBLO TexHiYHOro KoHTponto (IPC) nig yac
eTany CTUCHEHHS Ha BUPOOHWYIN AinbHuui Menarini -
Von Heyden GmbH. 3miHu | Tuny - 3miHK 3 AKOCTI.
[oTOBWIA NikapcbkMii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHM Y npoLeci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/IOYaK4M MPOMKHWIA MPOAYKT, WO
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - He3HauHi 3MiHu Ha eTani 1 —
Po3sciloBaHHs BCIET CUPOBMHU, KPIM MACTUIbHUX
matepianis (sieving of all raw materials except
lubricant) Ha BMpo6HWYiIn ginbHUUi Menarini- Von
Heyden GmbH. 3MmiHu | TUnYy - 3MiHX 3 AKOCTI.
[oTOBWIA Nikapcbknin 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHM y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco0y, BK/OYaUM NPOMKHWA NPOAYKT, L0
3aCTOCOBYETLCSA MNPV BUPOOHMULITBI TOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y NpoLeci
BMPO6GHMLTBA) - He3HauyHa 3miHa y npoueci
BMPO6HMLTBA /13 - 3MiHa 4acTOTK 3MillyBaHHS
cupoBuHu(eTan 2) 3 «30 min, 15 rpm» Ha «30 min, 6
rpm» Ha BUPOGHWUIlA AinbHKL Menarini - Von
Heyden GmbH. 3miHu | Tvny - 3MiHK 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHM y npoueci BUPOBHULITBA FOTOBOMO NiKapCbKOro
3aco6y, BKOYaUy NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOIO
niKkapcbKoro 3acoby (He3HauyHa 3MiHa y npoveci
BMPOGHMLTBA) - He3HayHa 3miHa y npoueci
BMPO6HMLTBA /13 - 3MiHa 4acTOTK 3MiLlyBaHHS Nig,
yac eTany 3matlysaHHs (etan 4) 3 «5 min, 15 rpm»
Ha «5 min, 6 rpm» Ha BUPOGHWUIN ginbHUL Menarini
- Von Heyden GmbH.
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHW Y npoLeci
BMPOGHMLTBA rOTOBOTO J1ikapCbKOro 3acoby,
BK/THOHAIOUM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHULITBI TOTOBOrO
nNikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPO6GHMLTBA) - He3HauyHa 3miHa y npoueci
BMPOGHMLUTBA /13 - 3MiHa Ha eTani nakyBaHHS
(chonbra xonogHoro popMyBaHHSA HOPMYETLCS
X0/1040M, & He BaKkyyMOM Y MalluuHi ans
PO3MILLEHHS O4HOPA30BMNX TabNeTOK) Ha BUPOOHWYIN
AinbHWUi Menarini - Von Heyden GmbH. 3miHn |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HULTBA
roTOBOrO /1iKapCbKOro 3acoby, BKIo4aoumn
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BVMPOGHMLTBI FOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUPOGHMLTBA) -
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

HesHauHa 3miHa y npoueci BUpo6HULTBa J13 - 3MiHU
Ha eTani nakyBaHHsA(koA, napTii Ta TepMiH
npuaaTHOCTi BUOGUTI, & He HaAPYKOBaHI MALLMHOK Ha
30BHILLHIli CTOPOHI Al - NNiBKM) HAa BUPOGHMUIl
AinbHUUi Menarini - Von Heyden GmbH. 3miHn |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
3MiHM Y BUPOOHULTBI. 3MiHU Y NpoLeci BUpo6HMLTBA
roTOBOro MiKapCbKOro 3acoby, BKYaUN
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BUPOBHMLTBI FOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpO6HMLTBA) -
HesHauHa 3miHa y npoueci BupobHuytea 13 -
[oAaBaHHA hasn nonepesHbLOro 3MiLlyBaHHA
MarHito cTeaparty Bpy4HY 3 KOMMOHEHTaMMN CyMiLlli
nepeg, eTanoM 3malllyBaHHs Ha BUPOGHWYIW AinbHUL
Menarini - Von Heyden GmbH.

* 3MiHu Il TUny - 3miHKn 3 AKocTi. APL. (iHLWi 3MiHW) -
OHOB/EHHA MacTep - (haiily aKkTMBHOI PeHOBUHM
(ASMF) Neuland Laboratories Limited,
3aTBEPAKEHOr0 BUPOOHMKa API 6inactuHy. 3miHu Il
TUny - 3MiHK 3 skocTi. ADI. (iHWi 3MiHN) - OHOBNEHHSA
MacTep - haiiny akTuBHOI peyoBuHM (ASMF) SAl
Life Sciences Limited, 3aTBepaXeHOro BUPOGHMKa
A®| 6inacTuHy.

289.

HIMENT AH

rpaHynm ans
OopasibHOT CycneHsil,
no 100 wmr; no 10, 20
a6o 30 cawe y
KOpOoO6Li 3 KAPTOHY

TOB
"ACTPA®APM

YKpaiHa

TOB
"ACTPA®APM

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiitHux maTepianis: 3MiHu
| TMny - 3MiHW Woao 6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOoTKilli XxapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeAMYHOro 3acTocyBaHHS Ha nmigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkerb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom)
3MiHM BHeCeHO [0 IHCTpyKLii 4158 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby A0 po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo roayBaHHsA
rpygAar” BignosigHo Ao pekomeHgauin PRAC.

3a
peyenmo
i

UA/16490/01/01




260

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
290. | HICTATUH- TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/7727/01/01
340POB'A 060/10HKOH0, MO 06MEXEHO0 BMPOGHMLTBA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyenmo nionsieae
500000 OA no 10 BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
Tabnetok y 6nictepi; CTIO SAKOCTI, BUNYCK CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
no 2 6nictepny "bapmaueBTu cepi: roTOBOro Nikapcbkoro 3acoby (3amiHa abo
KapTOHHI Kopo6Lyi YyHa KOMMaHis ToBapucTBoO 3 [oaaBaHHsA BUPOOHNKA, LLO BiAMoBifa€e 3a BBE3EHHS
"3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHSA cepii -
CTHo [0faBaHHA BUPOOHUYOI AiNbHUL, WO BiANOBIAAE 3a
"®GapmaueBTu Bunyck cepii TOB “@PAPMEKC N'PYT”, YkpaiHa
YyHa KoMmnaHis (YkpaiHa, 08301, Kuiscbka 061., M. Bopucninb, Byn.
"3nopos'a” LLleBueHka, 6ya. 100). 3mMiHM BHECEHI B PO34inuv
YKpaiHa; "BUPOB6HUK" Ta "MicLe3Haxo4KeHHS BUPOOHUKaA Ta
BCi cTagii afpeca MicLA NPoBaKEHHS Oro Ais/IbHOCTI" B
BUPOGHMLITBA, IHCTPYKLUiIO 4151 MeANYHOTO 3aCTOCYBaHHSA Yy 3B"A3KY
KOHTPONb 3 BBEIEHHAM [,04aTKOBOI BUPOOHMYOT AiNbHULL Ta 5K
AKOCTI, BUMYCK HacnifokK - BiANOBIAHI 3MiHN y TEKCTI MapKyBaHHS
cepii: yMakoBKM NikapcbKoro 3acoby. BBegeHHs 3MiH
ToBapucTBO 3 NPOTAroM 6-TW MicALIB NicNsa 3aTBEPMAKEHHS.
06MeXeHo0
BignoBigasibHi
cTio
"®APMEKC
reyn"

YKpaiHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
291. | HITPOINIUE NOPOLLOK TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN - - UA/9268/01/01
PUH (cybeTaHuin); y «MIKPOXIM» «MIKPOXIM>» | TMNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa
PO3BABJIEH | nonietuneHoBux HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
ni MiLLKax-BK1aguLax peecTpauiiHoro nocBigYeHHs1) 3MiHa agpecu Ta
ons HallMeHyBaHHS 3asiBHMKa (B/1AaCHUKA peecTpavyiiHoro
thapmavneBTUYHOro NoCBiAYEHHS).
BUKOPUCTAHHSA BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - AgMiHiCTpaTMBHI
3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS Ai/IbHOCTI BUPOBHMKA (BKIHOYaOUN,
3a HeObXiAHOCTI, MiCLie NPOBEAEHHSA KOHTPO/IHO
SKOCTi), abo BnacHvKa macTtep-ghaiina Ha A®l, abo
nocravanbHuka AdPl/BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYOTbCH Y BUPOO6HULTBI ADI (SKLLO
3a3HavYeHo y A0ChE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
[0Cbe, ab0 BMPOBHMKA HOBOT AOMOMDKHOI PEHOBUHMN
(AKLLLO 3a3HaYeHOo Y Aocbe). HeobxigHICTb 3MiHK
aapecy BUpPOGHMKa NikapCbKoro 3acoby y 3B'A3Ky 3
haKkTUUHOK 3MIHOIO FOPUANYHOT afpeck, a Takox
3MiHa HallMeHyBaHHS BUPOOHUKa, a came: 3rifHo
craryty TOB HB® «MIKPOXIM» ckopoyeHe
HalimeHyBaHHS ToBapucTBa. BBeAeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS
292. | HI®YPOKCA3 | Tabnetku, BKpUTI BAT "T'epeoH YropwuHa | TOB "T'eneoH Monbwa BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasiB: 3MiHN 3a He UA/9060/01/01
na PIXTEP 060/10HKOt0, No 100 PixTep" PixTep | TMNy - 3MiHN Woao 6e3nekn/ethekTUBHOCTI Ta peuenmo nionsieae
Mr; No 24 TabneTku Monba”, thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuLi M
y 6nicTepi; no 1 Monbwa nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
6nictepy B (KOHTpOSb IHCTPYKUIT 415 MeQUYHOro 3acToCcyBaHHA Ha nigcTasi
KapTOHHI Kopo6Lyi AKOCTI, A,03BIN perynsipHoO OHOB/IHOBAHOrO 3BiTYy 3 6e3neku
Ha BMUNycK nikapcbkoro 3acoby, abo AocnifkeHb 3 6e3nekn
cepi; 3acTocyBaHHSA NikapcbKoro 3acoby B
BupobHmuTBO nicnsipeecTpaviiiinii nepiog, abo sk pesynbtat
Hepo3gacoBa OL|iHKM 3BITY 3 AOC/iAKeHb, NpoBeAEeHUX BiAMNOBIAHO
HOro [0 nnaHy nepiatpuuHux gocnipkers (PIP) (iHLwi
NPOAYKTY, 3MiHM). 3MiHV BHECEeHI A0 IHCTpyKLii A1 MeguyHoro
nepBuHHA 3acToCcyBaHHS Nikapcbkoro 3acoby [0 po3ainis
ynakoBkKa, "®apmakonoriyHi BnactmeocTi”, "3actocyBaHHs y
BTOPVHHA nepiog, BariTHocTi abo rogyBaHHs rpyaat0"” Woao
ynakoBka) 6e3nekn 3acTocyBaHHs /liKapCbKoro 3acooy.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
293. | HI®PYPOKCAS | cycneHsia opajbHa, BAT "T'epeoH YropwuHa | epeoH Pixtep PymyHis/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/9060/02/01
na PIXTEP 220 mr/5 mn, no 90 PixTep" PymyHia A.T., Monbwa | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
My donakoHi; no 1 PymyHis thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
(h/1aKOHY 3 JIOXKKOHO- (BUPOBHMLTBO NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
[,03aTOPOM Y Hepo3sdacosa IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
KapTOHHI ynakoBLi HOro perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
nNpoayKTY, nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
nepBrHHA 3acToCcyBaHHSA NikapCcbKoro 3acoby B
ynakoBKa, nicnspeecTpauiiinii nepiog, abo sk pesynbTar
BTOPVHHA OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
yrnakoBkKa, [0 nnaHy negiatpuynHux gocnigpkens (PIP) (iHwi
KOHTpPO/Tb 3MiHM). 3MiHV BHECEeHI A0 IHCTpyKLUii AN MeauyHoro
AKocTi); TOB 3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3zinis
"l'epeoH "®apmakonoriyHi B1acTmsBocTi", "3acTocyBaHHs y
PixTep nepiog, BaritTHocTi abo rogyBaHHs rpyaato” Woao
MonbLya”, 6e3nekn 3acTocyBaHHS NikapCbKoro 3acoby.
Monbwa BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
(koHTpONb 3aTBEPAKEHHS.
SAKOCTI, [03BIN
Ha BMMNYCK
cepii)
294. | HOMIFPEH TabneTku, BKpUTI BocHanek g.4. BocHis i BocHanek a.4. BocHist i BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/2791/01/01
BOCHA/NEK® | nniBkoBotO lepuerosun lepuerosuH | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib. peyenmo
o60n0oHkoto no 10 Ha a KOHTposb roToBoro nikapcbkoro 3acoby. 3MiHa y M

Tabnetok y Ty6i, no
1 Ty6i B KAPTOHHiIl
Kopoo6Li

MeTofax BUNPOGYBaHHS FOTOBOIO JliKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepKeHVX MeTodax
BMNPOGYBaHHS) HE3HAYHI 3MiHW B METOA|
BUNpobyBaHHs /13 3a Noka3HWKoM «KinbkicHe
BM3HAUYEHHS MeK/TOKCaMiHy LuTpaTy Ta kaminodiHy
rippoxnopugy» (metog Il, BEPX), a came
[ONOBHEHHS po3ainy «MpuaaTHiCTb cucTemMm»
napameTpamu: hakTop CUMeTpIi Ta uncsio
TeopeTUYHMX Tapinok. Takox AofaHo iHhopmadiio,
LLIO Ha [0AATOK 10 BXe 3aTBepKEHOI
XpomaTtorpaciyHoi KOSIOHKM MOXHa
BMKOPUCTOBYBATWN aHas10rivHy. IHdhopMauis wono
eKBiBa/IEHTHOCTI KOMTOHKM Byae BUKNafeHa B
MeTofax KOHTPO/I0 3a nokasHnkamn «OfHOPIAHICTb
[030BaHuX oguHuLb» (MeTog I, BEPX) Ta
«PO34YMHEHHS», OCKINbKX BUNPOOYBaHHS
NPOBOAATLCA B O[JHAKOBMX YMOBAX.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
295. | HOP®JIOKCA | TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/3948/01/01
LINH- NNiBKOBOIO 06MEXEHO0 BMPOGHMLTBA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo nionsieae
340POB'A o6onoHkoto, no 400 BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
Mr no 10 Tabnetok y CTo AKOCTI, BUMYCK CTOCYTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
6nictepi; no 1 "bapmaueBTu cepi: roTOBOro Nikapcbkoro 3acoby (3amiHa abo
6nictepy y YHa KOMMaHis ToBapucTBoO 3 [oaaBaHHsA BUPOOHNKA, LLO BiAMoBifa€e 3a BBE3EHHS
KapTOHHI KopooLyi "3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHS cepii - AoAaBaHHSA
CTHo BMPOGHMYOI AiNTbHNL, LLO BiANOBiga€e 3a BUMYCK cepii
"®GapmaueBTu TOB “®APMEKC I'PYI", YkpaiHa (YkpaiHa, 08301,
YyHa KoMmnaHis Kuiscbka 061., M. Bopucnine, Byn. LLleBueHka, 6y,
"3nopos'a” 100). 3miHW BHeceHi B po3ainu "BupobHuk" Ta
YKpaiHa; "Micue3HaxoLkeHHs1 BUPO6HMKa Ta agpeca micus
BCi cTagii NPOBaKEHHS Or0 AiS/IbHOCTI" B IHCTPYKLit0 ANs
BUPOGHMLITBA, MeAMYHOro 3aCTOCYBaHHS y 3B"A3KY 3 BBEAEHHAM
KOHTPO/1b [,04aTKOBOI BUPOBHUYOT AiNbHULI Ta K HACILOK -
AKOCTI, BUMYCK BiANOBIAHI 3MiHW Yy TEKCTIi MapKyBaHHS yNaKkoBKu
cepii: nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-T1
ToBapucTBO 3 MiCsILiB MicNs 3aTBEPKEHHS.
06MeXeHo0
BignoBigasibHi
cTio
"®APMEKC
reyn"
YKpaiHa
296. | HYPO®EH® Kancynm m'ski no PekkiTT Benvka BignosiganbH Benvka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsizae UA/14179/01/01
EKCNPEC 400 mr no 10 kancyn BeHkizep BpuTaHis nii 3a BpuTania/ | TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
DOPTE y 6nictepi; no 1 a6o Xenckep nakyBaHHa Ta | HigepnaHgu | dhapmakoHarnsgy. 3MiHa y KOPOTKiil xapakTepucTuui
no 2 6nictepu B IHTepHeLHN BWMNYCK Cepil: nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
KapTOHHI Kopo6Lyi NimiTeq PekkiTT IHCTPYKUiT 415 MeAUYHOro 3acToCyBaHHA Ha nigcTasi
BeHkizep perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
Xenckep nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
IHTepHeLHN 3aCTOCYBaHHSA Nikapcbkoro 3acoby B
Nimiten, nicnsipeecTpauiinnii nepiog, abo sk pesynbTart
Benvka OLLiHKV 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
BputaHis; [0 nnaHy negiatpuyHnx gocnigpkers (PIP) (iHwi
BignosigansH 3MiHK) 3MiHW BHECEHO A0 IHCTPYKLiT 418 MeAnYHOro
nin 3a 3acTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
BMPOGHMLTBO "3acTocyBaHHs y Nepiof BariTHOCTi abo roflyBaHHs
in bulk: rpy4Ar0” BignoBiaHO A0 pekomeHgauin PRAC.
MateoH TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
Codhmxenc 3aTBEpPKEHHS.
B.B.,

Higepnavgm
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
297. | HYPO®EH® TabneTku, BKPUTI PekkiTT Benuka PekkiTT Benvka BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/6313/02/01
POPTE o060710HKOt0, Nno 400 BeHkizep Bputanis BeHkizep Bputanis | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
Mr; no 12 TabneTok Xenckep Xenckep thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
y 6nictepi; no 1 IHTEepHeLHN IHTEepHELUHN NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
6nictepy B Nimiten Nimiteq IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi

KapTOHHI Kopo6Lyi

perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynHux gocnigpkens (PIP) (iHwi
3MiHM) 3MiHN BHECEHO [0 IHCTPYKLii A1 MeAUYHOro
3aCcTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo roAyBaHHs
rpyAAa0” BignoBigHoO Jo pekomeHgauin PRAC.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicaLiB nicns
3aTBEPKEHHS.
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

298.

HYPO®EH®E
KCMNPEC
YNbTPAKANN

Kancysm m'ski no
200 wr; no 4 a6o 10
Kancyn y énictepi;
no 1 6nictepy B
KapTOHHI kopobuy;
no 8 kancyny
6nictepi, no 2
6nictepu B
KapTOHHI Kopo6Lyi

PekkiTT
BeHkizep
Xernckep

IHTEepHeLHN

Nimiten

Benvka
Bputanis

BiANOBIA&/IbHU
n3a
nepBuHHe,
BTOPWHHE
nakyBaHHS,
KOHTPO/b
AKOCTI
roTOBOroO
NpoAayKTy Ta
BUNYCK cepil:
PekkiTT
BeHkizep
Xenckep
IHTEepHeLWwHN
Nimiteq,
Benuka
BpuTaHis;
BiANOBiAA/IbHN
n3a
BMPOGHMLTBO
in bulk,
BK/THOHA0YM
npoBefeHHs
KOHTPO/0
SAKOCTI:
MateoH
Codpmxenc
B.B.,
Higepnangu;
BiANOBiAA/IbHN
n3a
BMPOGHMLTBO
in bulk,
nepBuHHe,
BTOPWHHE
nakyBaHHs,
KOHTPO/b
AKOCTI
roToBOro
NPOAYKTY:
PB Xenc
MaHydhekTypu
Hr (OC) NNC,
CnonyJeHi
wratu (CLUA)

Benuka
Bputanis/
HigepnaHvgu
/ Cnony4yeHi
wraTtm
(CWA)

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynHux gocnigpkens (PIP) (iHwi
3MiHM) 3MiHN BHECEHO [0 IHCTPYKLii A1 MeAUYHOro
3aCcTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo roAyBaHHs
rpyAAa0” BignoBigHoO Jo pekomeHgauin PRAC.
TepMiH BBeEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPLKEHHS

6e3
peuyenma

nionsieae

UA/13599/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
299. | HYTPUDNEK emynbCeisa ans B. BpayH HimeuunH B. BpayH HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/13297/01/01

c nmnig iHdy3ii; no 625 mn Menb3yHreH a Menb3yHreH TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyernmo

CNELJANBH (250 mn po3unHy Al Al, 23.07.2015 Ne 460). M

nm amiHokucnoTt + 125 Himeuunna BunpaBneHHA TEXHIYHOT NOMUWNKW, 3rigHO nn.4
M1 KMpOBOT (BMpOGHMLTBO, n.2.4. posginy VI Hakasy MO3 YkpaiHu Big
eMmynbCii + 250 mn NEpBIHHE Ta 26.08.2005p. Ne 426 (y pefakuii Hakasy MO3
PO3UMHY T/110KO3M) B BTOpUHHE Ykpainu Big 23.07.2015 p Ne 460), y TekcTi
MiLlKax naacTuKoBuxX I'Ia.KyBa.HHF-llZ MKS nou ne eHECEHHi iH(pO val ii 3
TpUKamepHux; no 1 BUNYCK cepii); P i~ P pmau
MILLIKy y 33X1CHOMY 6. BpayH peecTpaljiiiHoro focke (p.3.2.P.5.1) y
N1acTUKOBOMY Mesib3yHreH Cneumdikayii 3a posginom «CyGsngnmi
MiLLKY; MO 5 MiLLKiB y AT, YaCTUHKN TecCT Ha BU3HAYEeHHA YaCTUHOK
KapTOHHIM KOpPO6LYj; HimeuunHa BiANOBiIAHO A0 €Bponelicbkol Papmakonei ans
no 1250 mn (500 mn (koHTpONL B/B pO34MHiB BENNKOro 06’eMy (KoHTeliHepw
PoO34MHY cepif) >100 M/1)» HEBIPHO 3a3Ha4YeHO KpUTEpIl
amiHokncnor + 250 NPUIAHATHOCTI A/151 BUMYCKY Ta TEPMiHY
M/1 XXNPOBOI

emynbcii + 500 mn
PO3YMHY [/H0KO3W) B
MiLlLKaxX N1acTUKOBMX
TpukamepHux; no 1
MiLLKY Y 3aXMCHOMY
naacTUKOBOMY
MiLLKy; N0 5 MiLKiB y
KapTOHHI kopobuyj;
no 1875 mn (750 mn
PO3YMHY
amiHokucnot + 375
MJ1 XX1POBOT
emynbcii + 750 mn
PO3YMHY [/IH0KO3W) B
MiLlLKax N1acTUKOBMX
TpukamepHux; no 1
MiLLKY Y 3aXMCHOMY
n1acTUKOBOMY
MiLLKy; N0 5 MiLKiB y
KapTOHHI Kopo6Lii

NpUAATHOCTI, a came: 3a3HayeHo 210 Mkm <25
YyacTUHOK/MA 3amicTb 210 Mkm <12
YyacTMHOK/MN. 3a3HaveHe BUNpPaB/IEHHS
BinoBifae apxiBHMM MaTepianam
peecTpavuiiiHoro JoCbeE.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
300. | OKCANINNAT | KoHueHTpaT ans EBEBE ABCTpIs NOBHUIA LMK ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/6314/02/01
MH "EBEBE" po34nHy AN Papma BMPOGHMLTBA: HimeuunHa | Tvny - 3miHK 3 AkocTi. API. KoHTponb AdI. 3miHa 'y peyenmo
iHdpysii, 5 mr/mn; no lec.m.6.X. SAPEBA mMeTodax BunpobyBaHHs A®Il abo BUXigHOro M
10 mn (50 wr), abo Hdpr. KI YHTepax MaTtepiany/npomiKHOro NpoAayKTy/peareHTy, Lo
20 mn (100 wmr), abo 'M6X, ABCTpis BVIKOPVCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
30 mn (150 wmr), abo BWMNYCK cepil: (He3HauHi 3MiHM y 3aTBEpAXEHUX MeToAax
40 mn (200 mr) y EBEBE BUNPOBYBaHHS) -
donakoHi; no 1 Papma 3MiHM B 3aTBEpPXEHOMY MeTogi BunpobysaHHA Ad|
chnakoHy B lec.m.6.X. 3a nokasHukom «Content of Methanol» (GC).
KapTOHHI KopooLyi Hdpr. KT,
AscTpis
KOHTPO/b/BUN
pobyBaHHs
cepii:
Na6op /IC CE
& Ko. KT,
Himeuunna
KOHTPO/b/BUN
pobyBaHHs
cepii:
YmdpopaHa
Nabop dbop
AHaniTiK yHA,
AydTparcopc
wyHr Mr6X
&Ko.KTI,

HimeyunHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
301. | NTATAMAKC kancynu no 150 mr, HOBEN INAY TypeyuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/15695/01/02
no 14 kancyny MA3APJIAMA a CAHAI BE | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
6nicTepi, no 1 a6o 4 BE CAHAI TIOXAPET thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
6nictepn y NTA. WIPKETI A.LL. NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

KapTOHHI ynakosLi

IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Mo6iuHI peakuii" WoA0 AofaBaHHA NOBIYHOT peakuii
"cyiumpanbHi gymku/nosegiHka" BianosigHo 4o
iHchopmawii 3 6e3nekun gjtoyoi pedyoBuHU. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 Micauis nicns
3aTBEpMKEHHSA. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeanyHoro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nmicnspeecTpaviliHvii nepiog,
ab0 AK pe3ynbTar OLIHKM 3BITY 3 AOCNIMKEHD,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyuHnX
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETeHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO 0 IHCTPYKUIiT A8 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Mo6iuHI peakuii" WoA0 AofaBaHHA NOBIYHOT peakuii
"NapkiHCOHI3M" BigNoBigHO A0 iHhopMmaLii 3 6e3nekn
[ito4oi peyoBrHN. TepMiH BBEAEHHS 3MiH - NPOTATOM
6 MicALiB Nicna 3aTBEPXKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
302. | NTATAMAKC kancynu no 300 mr, HOBEN INAY TypeyuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/15695/01/03
no 14 kancyny MA3APJIAMA a CAHAI BE | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
6nicTepi, no 1 a6o 4 BE CAHAI TIOXAPET thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
6nictepn y NTA. WIPKETI A.LL. NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

KapTOHHI ynakosLi

IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Mo6iuHI peakuii" WoA0 AofaBaHHA NOBIYHOT peakuii
"cyiumpanbHi gymku/nosegiHka" BianosigHo 4o
iHchopmawii 3 6e3nekun gjtoyoi pedyoBuHU. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 Micauis nicns
3aTBEpMKEHHSA. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeanyHoro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nmicnspeecTpaviliHvii nepiog,
ab0 AK pe3ynbTar OLIHKM 3BITY 3 AOCNIMKEHD,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyuHnX
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETeHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO 0 IHCTPYKUIiT A8 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Mo6iuHI peakuii" WoA0 AofaBaHHA NOBIYHOT peakuii
"NapkiHCOHI3M" BigNoBigHO A0 iHhopMmaLii 3 6e3nekn
[ito4oi peyoBrHN. TepMiH BBEAEHHS 3MiH - NPOTATOM
6 MicALiB Nicna 3aTBEPXKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
303. | NTATAMAKC Kancysum no 75 wr, HOBEN INAY TypeyuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/15695/01/01
no 14 kancyny MA3APJIAMA a CAHAI BE | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
6nicTepi, no 1 a6o 4 BE CAHAI TIOXAPET thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
6nictepn y NTA. WIPKETI A.LL. NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

KapTOHHI ynakosLi

IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Mo6iuHI peakuii" WoA0 AofaBaHHA NOBIYHOT peakuii
"cyiumpanbHi gymku/nosegiHka" BianosigHo 4o
iHchopmawii 3 6e3nekun gjtoyoi pedyoBuHU. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 Micauis nicns
3aTBEpMKEHHSA. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeanyHoro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nmicnspeecTpaviliHvii nepiog,
ab0 AK pe3ynbTar OLIHKM 3BITY 3 AOCNIMKEHD,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyuHnX
pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETeHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO 0 IHCTPYKUIiT A8 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Mo6iuHI peakuii" WoA0 AofaBaHHA NOBIYHOT peakuii
"NapkiHCOHI3M" BigNoBigHO A0 iHhopMmaLii 3 6e3nekn
[ito4oi peyoBrHN. TepMiH BBEAEHHS 3MiH - NPOTATOM
6 MicALiB Nicna 3aTBEPXKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
304. | MAH3IrA/ PO34nH aNa iHdysili Okrachapma ABCTpist Okrachapma HimeuunHa/ | BHeceHHs 3MiH [0 peecTpauiiiHnx maTepianis: 3MiHN 3a - UA/17142/01/01
PANZYGA® no 100 mr/mn, no 10 PapmaueBTuK [eccay 'm6X, ABcTpisi/ | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMiA 3aci6. peyernmo
M1, 25 MJT PO3UnHY Y a HimeuyunHa PpaHLis KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y M
thnakoHi, no 1 MpopaykTioHcre (BUPOBHUK, MeTofax BUNPO6YyBaHHSA roTOBOrO JliKapCbKOro
dhnakoHy B c. M.6.X. BiANOBIA&bHN 3aco6y (He3HayHa 3MiHa y 3aTBEpKEeHNX MeTodax
KapTOHHiI kopobuy; 11 32 BTOPWHHE BMNPOGYBaHHS).
no 50 mn, 100 mn nakyBaHHs); BBeneHHs1 anbTepHaTMBHOI 6ydhepHoi cnctemu
PO3UMHY Y NASALLKAX, OkTadhapma Tris/HCI gnsa npoBefeHHs BUNpobyBaHHSA
no 1 nnswui B MpopayxuioHer Determination of the Anticomplementary Activity B
KapTOHHI KopooLyi ecennwadpTt KiHLLeBOMY NpOAYKTi. 3MiHW | TUny - 3MiHM 3 SIKOCTI.
[onunang A®I|. BupobHuuTBO. 3MiHM B NpoLIeCi BUPOOHMLITBA
M.6.X., A®| (He3HauHa 3MiHa y npoueci BupobHuutea Adl).
HimeyunHa BnpoBa/keHHs anbTepHaTMBHOMO hinbTpa Ans
(BUPOGHUK, nonepeAHbOi HaHOMiNbTPaLii MPOMIXXHOrO NPOAYKTY
BiANOBiAA/IbHN npu BUPOBGHMLTBI NiKApCbKOro 3acoby Ha AiNbHUL
n3a Octapharma NiHronbLueiim, ®paHuis (OSA).
BMNPOOYBaHHSA 3arBepmkeHo: Pall Pegasus filter.
asnoMiHit); 3anponoHoBaHo: Pall Pegasus filter or Ashi Kasei
Oktadapma Planova 75N filter.
PapmaLeBTuK BBefeHHs pefakuiHuxX npaBok 6e3 3miH y
a BMPOGHNYOMY NPOLIECI.
MpoaykTioHcre PepakuiiiHi 3miHn o meTogy npurotyBaHHs (MOP):
c. M.6.X, 1)Kopekuist po3mipy nyny nnasmu Ha AifbHULI
ABcTpist OkTadhapma, ABcTpisi: 3aTBepmxeHo: Big 2500 go
(BUPOBHUK, 3300 kr a6o Big 2900 go 3200 kr 3anponoHOBaHO:
BiANOBIA&bHN Big 2500 po 3200 kr.

1 3a nepBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b
SAKOCTI, BUNYCK
cepii);
OxTadapma,
PpaHuis
(BMPOGHUK,
BiANOBiAA/IbHN
n3a
BMPOGHMLTBO
in-bulk,
nepBuHHE
nakyBaHHS,
BWMYCK cepil)

2)MpyNnHEHHS BMKOpUCTaHHS po3mipy 1000 kr
Kpio6iAHOT Nna3mu An1s HeobOoB'A3KOBOro
BigokpemneHHs PPSB Ha Oktadapma, ABCTpis:
3aTBepaxeHo: po3mipu napTid 1000 kr i 2000 kr
Kpio6igHOT nna3mu cxBanieHo ans Okracapma,
ABCTpiA AN HEOO0B'A3KOBOTO BifOKPEMNEHHSA
PPSB.
3anponoHoBaHo: po3mip napTii 2000 kr kpiobigHOT
nnasmm
3)BuganeHHs naswok o6’emom 70 mn ta 100 mn Ha
NiHiT po3nuBy 4 BUPO6HMYOT AinbHUL OkTadapma,
ABTpIsi, OCKi/IbKN BOHYU GifibLLe HE
BUKOPVICTOBYIOTHCS.
4)ApanTauist KpUTepiiB NPUIAHATHOCTI BiANOBIAHO L0
Eur. Ph. Version 10.3, oHoBneHuit po3gin 5.1.12,
0N geniporeHisauii NepBUHHNX NaKyBaslbHNX
MaTepianis 3 =2 3 log10 Ha = 3,0 log10.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
305. | MAHKPEATU TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/7381/01/02
H-300POB'A | 060/10HKOI0, 06MEXEHO0 BMPOGHMLTBA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyenma
®OPTE 14000 | K/LUKOBOPO34YUHHI; BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo
no 10 Tabnetok y CTo AKOCTI, BUMYCK CTOCYTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
6nicTepi; no 1, abo "bapmaueBTu cepi: roTOBOro Nikapcbkoro 3acoby (3amiHa abo
no 2, abono 5 YHa KOMMaHis ToBapucTBO 3 fofaBaHHA BUPOOHYKa, LU0 BiANOBifaE 3a BBE3EHHSA
6nictepiB y "3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
KapTOHHI Kopo6Lyi BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHS cepii - AoAaBaHHSA
CTHo BMPOGHMYOI AiNTbHNL, LLO BiANOBiga€e 3a BUMYCK cepii
"®GapmaueBTu TOB “®APMEKC I'PYI", YkpaiHa (YkpaiHa, 08301,
YyHa KoMmnaHis Kuiscbka 061., M. Bopucnine, Byn. LLleBueHka, 6y,
"3popos's" 100).
YKkpaiHa; 3MiHV BHeceHi B po3aisin "BUpo6HUK" Ta
BCi cTagii "Micue3HaxomkeHHs BUPO6HMKa Ta afgpeca micus
BMPOGHMLTBA, NPOBaPKEHHS Or0 AiS/ILHOCTI" B IHCTPYKLito AN
KOHTPO/b MeAMYHOro 3acTOCYBaHHSA y 3B"A3KY 3 BBEAEHHAM
AKOCTI, BUMYCK [04aTKOBOT BUPOBGHMYOT AiNIbHUL Ta SK HACIA0K -
cepii: BiANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHS yNaKoBKu/
ToBapucTBO 3 nikapcbkoro 3acoby. BBefeHHSA 3MiH NpoTArom 6-tu
06MexeHo MiCALIB MICNSA 3aTBEPLKEHHS.
BignoBigasibHi
cTio
"®APMEKC
reyn"
YKpaiHa
306. | MANABEPWUH | po3uunH gns iH'eKujii, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/3112/01/01
-AAPHULA 20 mr/mnno 2 mn B "apmauesTu "apmaueBTu | TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmo
amnyni; no 5 amnyn YHa thipma YyHa hipma hapmakoHarnagy (iHwi 3miHn). o TekcTy M
Y KOHTYpHIlA "fapHuus” "fapHuus” MapKyBaHHS NikapcbKoro 3acoby BHOCATbLCSA
YapyHKOBIi He3HauHi 3MiHW, a came: MapKyBaHHS BUKNaAeHO

ynakosLi; no 2
KOHTYPHi YapyHKOBI
yNakoBKW B NauLl

NuLLe YyKpaiHCbKOK MOBO Ta y M. 17 JONOBHEHO
TEXHIYHO0 iHhopMaLjieto Woao HaHeceHHs QR-koay
Ha BTOPWHHY ynakoBKy. BBejeHHs 3MiH NPOTAroM 6-

TN MicALIB Nic/a 3aTBEPAKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
307. | MAPALIEETAM | cynosuTopii MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/5984/01/01
on pekTasnbHi no 0,08 r, "MoHdhapm" "MoHdapm" | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenma

no 5 cynosuTopiiB y
CTpuMi; N0 2 CTpUMM
B NayLi 3 KApTOHY

HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpauiiiHoro noceif4eHHs) - 3MiHa agpecu
3asBHUKa (BN1acHUKa peecTpaLiiiHoOro NOCBiAYEHHS).
TepMmiH BBELlEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPKEHHS; 3MiHM | TUNYy - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYAUMN AiNbHAL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUMYCK CEpiid) -
3mina agpecy Bupo6Huka MN3 MAT "MoHdapm",
YkpaiHa, 6e3 3miHV micus BUpo6HuUTBa. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPMKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0c06M, BigNoBiganLHOI 3a
34iiCHEHHS dhapMaKoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0CO6MU, BignoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioyYakyn
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifaIbHOT 3a
papmakoHarnsg. Aitoua pegakuis: Cosrupa Cepriid
CepriiioBny. MponoHoBaHa pegakuis: MacTyLweHko
IHHa BikTOpiBHA. 3MiHA KOHTAKTHUX AaHWX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
thapmakoHarnag,. 3miHa MicLie3HaxoMKeHHs macTep-
thaiina cuctemun chapmakoHarnsagy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
308. | MAPALIETAM | cynosuTopii MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/5984/01/02
on pekTanbHi no 0,17, "MoHdhapm" "MoHdapm" | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenma

no 5 cynosuTopiiB y
CTpuMi; N0 2 CTpUMM
B NayLi 3 KApTOHY

HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpauiiiHoro noceif4eHHs) - 3MiHa agpecu
3asBHUKa (BN1acHUKa peecTpaLiiiHoOro NOCBiAYEHHS).
TepMmiH BBELlEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPKEHHS; 3MiHM | TUNYy - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYAUMN AiNbHAL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUMYCK CEpiid) -
3mina agpecy Bupo6Huka MN3 MAT "MoHdapm",
YkpaiHa, 6e3 3miHV micus BUpo6HuUTBa. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPMKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0c06M, BigNoBiganLHOI 3a
34iiCHEHHS dhapMaKoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0CO6MU, BignoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioyYakyn
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifaIbHOT 3a
papmakoHarnsg. Aitoua pegakuis: Cosrupa Cepriid
CepriiioBny. MponoHoBaHa pegakuis: MacTyLweHko
IHHa BikTOpiBHA. 3MiHA KOHTAKTHUX AaHWX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
thapmakoHarnag,. 3miHa MicLie3HaxoMKeHHs macTep-
thaiina cuctemun chapmakoHarnsagy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
309. | MAPALIETAM | cynosuTopii MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/5984/01/03
on pekTanbHi no 0,33, "MoHdhapm" "MoHdapm" | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenma

no 5 cynosuTopiiB y
CTpuMi; N0 2 CTpUMM
B NayLi 3 KApTOHY

HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpauiiiHoro noceif4eHHs) - 3MiHa agpecu
3asBHUKa (BN1acHUKa peecTpaLiiiHoOro NOCBiAYEHHS).
TepMmiH BBELlEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPKEHHS; 3MiHM | TUNYy - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYAUMN AiNbHAL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUMYCK CEpiid) -
3mina agpecy Bupo6Huka MN3 MAT "MoHdapm",
YkpaiHa, 6e3 3miHV micus BUpo6HuUTBa. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPMKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0c06M, BigNoBiganLHOI 3a
34iiCHEHHS dhapMaKoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0CO6MU, BignoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioyYakyn
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifaIbHOT 3a
papmakoHarnsg. Aitoua pegakuis: Cosrupa Cepriid
CepriiioBny. MponoHoBaHa pegakuis: MacTyLweHko
IHHa BikTOpiBHA. 3MiHA KOHTAKTHUX AaHWX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
thapmakoHarnag,. 3miHa MicLie3HaxoMKeHHs macTep-
thaiina cuctemun chapmakoHarnsagy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
310. | MAPALIETAM | kancynu no 500 mr ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/11685/01/01
on no 10 kancyny obmexeHor BMPOGHMLTBA, | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenma
6nicTepi; no 1 abo 2 BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo
6nictepu y Kopobui 3 CTIO SAKOCTI, BUNYCK CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
KapTOHY "dapmauesTu cepii: roTOBOrO /likapcbkoro 3acoby (3amiHa abo
YHa KOMMaHis ToBapucTBO 3 fofaBaHHA BUPOOHYKa, LU0 BiANOBifaE 3a BBE3EHHSA
"3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHS cepii - AoAaBaHHSA
CTHo BMPOGHMYOI AiNTbHNL, LLO BiANOBiga€e 3a BUMYCK cepii
"®GapmaueBTu TOB “®APMEKC I'PYI", YkpaiHa (YkpaiHa, 08301,
YyHa KoMmnaHis Kuiscbka 061., M. Bopucnine, Byn. LLleBueHka, 6y,
"3nopos'a” 100).
YkpaiHa; 3MiHV BHeceHi B po3aisin "BUpo6HUK" Ta
BCi cTagii "Micue3HaxomkeHHs BUPO6HMKa Ta afgpeca micus
BMPOGHMLTBA, NPOBaPKEHHS Or0 AiS/ILHOCTI" B IHCTPYKLito AN
KOHTPO/b MeAMYHOro 3acTOCYBaHHS LWOAO A0AaBaHHA
AKOCTI, BUNYCK BMPOBHUYOT AiNbHULI Ta K HAC/igoK -
cepil: 3aTBEPAKEHHSA [0ATKOBOIO TEKCTY MapKyBaHHS
ToBapucTBO 3 ynakoBKM NikapCbKoro 3acoby. BeegeHHs 3MiH
06MexeHo NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMAKEHHS
BignoBigasibHi
cTio
"®APMEKC
reyn"

YKpaiHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
311. | MAPALIETAM | kpucTaniyHwmii AT "dapmak” YkpaiHa LLieHbuxoy Kutaii BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu - - UA/15280/01/01
on NOPOLLOK Li3ixeH | Tvny - 3miHK 3 AkocTi. API. KoHTponb AdI. 3miHa 'y
(cybcTaHuis) y dapmachbloTika mMeTodax BunpobyBaHHs A®Il abo BUXigHOro
noAgiliHmMx n Ko., N1a. MaTtepiany/npomiKHOro NpoAayKTy/peareHTy, Lo
nonieTuneHoBNX BVIKOPVCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
naketax abo (iHwWi 3miHM y MeTogax BUNpobyBaHHs (BK/IOYaUmn
[BOLLIAPOBUX 3amiHy abo fonoBHeHHs1) AD| a6o
HaCUMHMX MiLLKax BWXiAHOr0/MPOMIXXHOIO NPOAYKTY) BHECEHHS 3MiH B
ans MeTOAVKY BUMPOOYBaHHA 3a NMOKa3HUKOM
hapmaLeBTUUYHOTO «CynpoBigHi AOMILLKM» A58 NPUBEAEHHS 10
3aCTOCyBaHHA MOHorpagii «Paracetamol» €®, 10.7 3
BignoBigHMMM 3MiHaMu B MKA Ha A®l, a came:
- NPV ONWCi NPUrOTYBaHHS BUNPO6GOBYBAHOrO
PO34nHY AOAAHO KiNbKICTb MeTaHony P, B Askomy
PO3YMHAOTb HABaXKKY;
- 3MiHeHO Npo6oniAroToBKY PO34MHIB NOPIBHAHHSA (D)
Ta (c);
- A0faHO NPUroTYBaHHS PO34MHIB NOPiBHAHHA (d) Ta
(e)
- 3MiHEHO PO3MipKn KOMOHKN Ta HepPyXoMoi dhasu;
- 3MiHEHO nporpamy rpagieHTy;
- 3MiHEHO 06’€EM iHXEKLT;
- 3MiHEHO po3unHKU Ans igeHTudiKawii nikis Ta
pPO3paxyHKy BMICTY AOMILLOK
312. | NAPALIEETAM | cynosuTopii TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu 6e3 He UA/13185/01/01
on pekTasibHi no 80 mr; "®APMEKC "®APMEKC | TMny - 3MiHW Woao 6e3nekn/edeKkTUBHOCTI Ta peyenma nionsizae
no 5 cynosutopiis y reyn reyn thapmakoHarnagy. 3MiHa y KOpOoTKilli XxapakTepucTuui

CTpuni; No 2 cTpunm
B NayLi 3 KApTOHY

nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeAMYHOro 3acTocyBaHHS Ha nmigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkerb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom)
3MiHM BHeCeHO [0 IHCTpyKLii 4158 MeguyHoro
3acTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogia 3 iHWMMKM NiKkapCbkumn 3acobamm Ta
iHWi BMAW B3aemogijin", "Ocob6nnBoCTi 3aCTOCYBaHHSA"
BignosigHo oo pekomeHgauii PRAC EMA. TepMmiH
BBEJEHHS 3MiH NpOTAroM 6 micAuis nicns
3aTBEPKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
313. | MAPALIETAM | cynosuTopii TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 He UA/13185/01/02
on pekTanbHi no 150 "®APMEKC "®APMEKC | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma nionsi2ae
Mr; no 5 reyn" reyn" thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
CynosuTopiiB y NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
CTpuni; N0 2 CTpUnM IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
B NauLli 3 KAPTOHY perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogia 3 iHWKMMK NiKapcbkumn 3acobamm 1a
iHWi BMAW B3aemogijin", "Ocob6nnBoCTi 3aCTOCYBaHHSA"
BiAnoBigHO Ao pekomeHgauii PRAC EMA. TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPLKEHHS
314. | NEPUHAOMNP | TabneTkn no 2 KPKA, a.4a., CnoseHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/15257/01/01
mn mr/0,625 wr, no 10 HoBo mecTo HoBo mecTo, | TMNy - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta peuenmo nionsieae
2[IHAANAMIL, | TabneTok y 6nicTepi; CnoBeHis hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuui M
0,625 KPKA no 3 a6o 9 6nictepis (BMPOGHMLTBO nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
Y KapTOHHI kopobLyj; "in bulk", IHCTPYKLii ANA MeAMYHOro 3acToCyBaHHsA
no 15 tabneTtok y nepBuHHE Ta reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
6nicTepi; no 2 abo 6 BTOPVHHE 3ac006iB Nicnsi BHECEHHS TiEl caMoi 3MiHW Ha
6nictepiB y nakyBaHHs, pethepeHTHW1 npenapat (3MiHa He noTpebye

KapTOHHI Kopo6Lyi

KOHTPONb Ta
BUNYCK cepil);
KPKA, a.4.,
HoBo mecTo,
CroseHis
(KOHTpOSb
cepii)

HafaHHSA XXOAHWNX HOBUX AO0AATKOBUX AaHWX) - 3MiHN
BHECEHI [0 IHCTPYKLiT 415 MeANYHOro 3acToCyBaHHS
NiKapcbKoro 3acoby y po3ainm "dapmakooriyHi
BnacTmsocTi", "MpoTunokasaHHs", "Blaemogis 3
iHLWIMMKW NikapCbkMMU 3acobamMu Ta iHLWi BUan
B3aemogiit", "Ocob6/MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo roAyBaHHs
rpyaato”, "TobiyuHi peakwyji* 3rigHo 3 iHhopmaLieto
LLLOSI0 MEANYHOTO 3aCTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby (Honinpen® 2,0 mr/0,625 wir,
Tabnetku; Honinpen® ®opte 4,0 mr/1,25 wr,
Tabnetkn). BBeAEeHHsS 3MiH NpOTAroM 6-Tn micsUiB
nicns 3aTBepAkKeHHs
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KOpoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro




279

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

3acToCyBaHHA reHepu4Hnx/ribpugHmx/6ionoaibHnx
nikapcbknx 3acobiB Nic/1s BHECEHHS TiET camoi 3MiHM
Ha pedhepeHTHWT Mpenapar (3mMiHa He NoTpebye
HajaHHS XOAHMX HOBUX AOAATKOBMX JAHWX) - 3MiHM
BHECEHI A0 IHCTPYKLiT 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ainu "B3aemogis 3 iHwyMu
nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat” 3rigHo 3
iHChopMmaLieto Woa0 MeauyHOro 3acTocyBaHHs
pedyepeHTHOrOo flikapcbkoro 3acoby (Honinpen® 2,0
mr/0,625 mr, Tabnetkn; Honinpen® ®opte 4,0
Mr/1,25 mr, TabneTtkn).

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHA. 3MiHK | TUny - 3MiHW WoA0
6e3nekun/edhekTBHOCTI Ta thapMakoHariagy. 3miHa
Y KOPOTKili xapakTepucTumL,i /likapCcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3NeKn NikapcbKoro 3acooby,
abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaviliHuii nepion,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
NpoBefEeHNX BiAMOBIAHO A0 NAaHy negiaTpuyHmX
pocnipkeHb (PIP) (iHWi 3miHK). 3MiHN BHECeHi a0
IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainm "MobiuHi peakwyii*
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Ait040T peyoBVHN. BBeAeHHS 3MiH NpoTArom 6-Tu
MiCALIB MiCNsA 3aTBEPKEHHS
3MiHu | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepuCcTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAn4HOro
3acToCyBaHHA Ha nigcTasi perynsipHo

OHOB/THOBAHOrO 3BITY 3 6e3neku NikapcbKoro 3acooy,
abo pocnimkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviliHvin nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BiTY 3 JOCNiMKEHDb,
npoBeAeHnX BigNOBIAHO A0 MiaHy nejiatpudHmnx
pocnigkenb (PIP) (iHwi 3MiHW). 3MiHWM BHeCeHi [0
IHCTPYKUT 4719 MEANYHOr0o 3acTOCYBaHHSA
niKkapcbKoro 3acoby y po3ginu "B3aemogis 3 iHWnmu
nikapcbkMmn 3acobamu Ta iHLWi B1gn B3aemogii',
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwyji
BifNOBIAHO A0 OHOBAEHOT iHhopMaLii 3 6e3nekn
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
315. | NEPUHAONP | Tabnetkn no 4 KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/15257/01/02
mn mr/1,25 wr, no 10 HoBo mecTo HoBo mecTo, | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
4IHAAMAMIA | TabneTok y 6nicTepi; CnoBeHis hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuu,j M
1,25 KPKA no 3 a6o 9 6nictepis (BUPOBHMLTBO NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
Y KaPTOHHIli KOPOOLi; "in bulk", IHCTPYKLU|i 415 MEAMYHOr0 3aCTOCYBaHHS
no 15 tabneTtok y nepBUHHE Ta reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
6nictepi; no 2 abo 6 BTOPVIHHE 3aco6iB Nic/is BHECEHHSA TiET camoi 3MiHN Ha
6nictepiB y nakyBaHHs, pedhepeHTHM Npenapat (3MiHa He noTpebye

KapTOHHI Kopo6Lyi

KOHTPO/b Ta
BUNyCK cepil);
KPKA, a.4.,
HoBo mecTo,
CnoBeHis
(koHTpOb
cepii)

Ha/laHHS XXOAHMX HOBMX AOAATKOBUX JaHWX) - 3MiHM
BHECEHI [0 IHCTPYKLiT 415 MeANYHOro 3acToCyBaHHS
NiKapcbKoro 3acoby y po3ainm "dapmakosioriyHi
BnacTmsocTi", "MpoTunokasaHHs", "Blaemogis 3
iHLWMMK NiKapcbkMK 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobmBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHs y Nepios BariTHOCTi ab0 roflyBaHHs
rpyaar”, "Mo6iyHi peakyii” 3rigHo 3 iHhopmadieto
LLI0A0 MEANYHOrO 3aCTOCYBaHHA peddepeHTHOro
nikapcbkoro 3acoby (Honinpen® 2,0 mr/0,625 wmr,
Tabnetku; Honinpen® ®opte 4,0 mr/1,25 mr,
Tabnetkn). BBeAeHHS 3MiH NPOTAroM 6-TW MicsiLiB
nicnsa 3aTBepKeHHs
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKkTepucTumLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHS reHepuYHNX/ribpnaHmx/6ionogibHmx
NikapcbKyx 3acobiB Mic/1s BHECEHHS TiEi camoi 3MiHN
Ha pedhepeHTHK1 Npenapar (3mMiHa He NoTpebye
HaJaHH$ XXOAHWX HOBMX AOAATKOBMX JAHUX) - 3MiHM
BHECEHi [0 IHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby y po3ginu "B3aemogis 3 iHWnmu
nikapcbkMmn 3acobamu Ta iHLWi B1gn B3aemogii',
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog BariTHoOCTi abo rofyBaHHs rpyaao” 3rigHo 3
iH(hOopMaLi€eo WoA0 MegNYHOro 3aCToCyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Honinpen® 2,0
Mmr/0,625 mr, Tabnetkn; Honinpen® ®opte 4,0
Mmr/1,25 mr, TabneTkn).

BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB nmicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKiiA xapakTepucTuLi ikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MeANYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOB/1IOBAHOrO 3BiTY 3 6GE3NeKun NiKapCbKoro 3acoby,
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

abo pocnimkeHb 3 6e3neky 3acTocyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviliHvin nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BiTY 3 JOCNiMKEHDb,
npoBeAeHnX BigNOBIAHO A0 MiaHy nejiatpudHmnx
pocnigkenb (PIP) (iHwi 3MiHW). 3MiHWM BHeceHi [0
IHCTPYKUT 4719 MEANYHOr0o 3acTOCYBaHHSA
nNiKkapcbKoro 3acoby y po3aimn "MobiyuHi peakwuji”
BiANOBIAHO [0 OHOBMEHOI iIHGhopMaL,i 3 6e3nekn
Aito40i peyoBVHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicAILiB nicnsa 3aTBepKEHHs
3MiHn | TURY - 3MiHK Wopao 6esnekn/edheKTUBHOCTI
Ta chapmakoHarnsagy. 3miHa y KopoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 4719 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nmicnspeecTpaviliHvii nepiog,
ab0 AK pe3ynbTar OLIHKM 3BITY 3 AOCNIIKEHD,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyuHnX
pocnigpkeHb (PIP) (iHwi 3MiHW). 3MiHW BHeCeHi fo
IHCTPYKLU|T 4719 MEAUYHOrO 3aCTOCYBaHHSA
NiKapcbKoro 3acoby y po3gisn "B3aemogisi 3 iHWnMmn
nikapcbkMKM 3acobamu Ta iHWi BUan B3aemMogiii",
"Oco611BoCTi 3acTocyBaHHsA", "Mo6IuHI peakwii”
BiANOBIAHO [0 OHOBMEHOI iIHGhopMaL,i 3 6e3nekn
Aito40i peyoBVHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicAILiB nicnsa 3aTBepKEHHs

316.

NEPUHAONP
uns
NHOANAMIZ,
2,5 KPKA

Tabnetkv no 8
mr/2,5 mr; no 10
Tabnetok y 6nictepi;
no 3 a6o 9 6nictepis
Y KapTOHHiIli KOpoobLL;
no 15 tabnetok y
6nicTepi; no 2 abo 6
6nicTepiB y
KapTOHHI Kopo6Lli

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4.,
HoBo mecTo,
CnoseHis
(BMPOGHMLTBO
"in bulk",
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
KOHTpO/b Ta
BUMYCK cepii);
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis
(KOHTpOSIb

cepii)

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUT 4719 MEANYHOr0o 3acTOCYBaHHSA
reHepuUHMX/ribpuaHNX/6ionoAibHMX NiKapCbKUX
3ac06iB Nicnsi BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHW npenapat (3MiHa He noTpebye
HajaHHS XOAHWNX HOBUX AOAATKOBMX JAHWX) - 3MiHM
BHECEHI A0 iHCTPYKLiT 4719 MeANYHOro 3acTOoCyBaHHsA
nikapcbKoro 3acoby y po3ginu "®apmMakosorivHi
BnactmsocTi", "MpoTunokasaHHsa", "B3aemogis 3
HLWIMMKW NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
B3aemogiin", "Ocob6mMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHsA
rpyaare", "Mo6ivHi peakuii” 3rigHo 3 iHhopmaLieto

3a
peyerimo
M

He
nionsieae

UA/15257/01/03
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

LLIOSI0 MEANYHOIO 3aCTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby (Honinpen® 2,0 mr/0,625 wir,
Tabnetku; Honinpen® ®opte 4,0 mr/1,25 wr,
Tabnetkn). BBeAeHHs 3MiH NpoTAroM 6-Tn micsuiB
nicns saTBepkKeHHs
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3acToCyBaHHA reHepu4HNx/ribpuaHmx/6ionoaibHnx
nikapcbknx 3acobiB Nic/1s BHECEHHS TiET camoi 3MiHM
Ha pedhepeHTHWIT Mpenapar (3mMiHa He NoTpebye
HalaHHS XOAHNX HOBMX AOAATKOBUX JAHWX) - 3MiHM
BHECEHI A0 IHCTPYKLiT 4719 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainu "B3aemogis 3 iHwyMu
nikapcbkMKn 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat” 3rigHo 3
iH(hopMaLieto Woa0 MeguyHOro 3acTocyBaHHs
pedyepeHTHOro flikapcbkoro 3acoby (Honinpen® 2,0
mr/0,625 mr, Tabnetkn; Honinpen® ®opte 4,0
Mr/1,25 mr, TabneTtkn).

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHA. 3MiHK | TUny - 3MiHW WoA0
6e3nekun/edhekTBHOCTI Ta thapMakoHariagy. 3miHa
Y KOPOTKili xapakTepucTuL,i flikapCcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3NeKn NikapcbKoro 3acooby,
abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaviliHuii nepion,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
NpoBefEeHNX BiAMNOBIAHO A0 NAaHy negiaTpuyHmX
pocnipkeHb (PIP) (iHWi 3miHK). 3MiHN BHECeHi a0
IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainm "MobiyHi peakwyii*
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Ait040T peyoBVHN. BBeAeHHS 3MiH NpoTArom 6-Tu
MiCALIB MiCNsA 3aTBEPKEHHS
3MiHu | TUNY - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepuCcTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAn4HOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOB/1IOBAHOrO 3BiTY 3 6GE3NeKun NiKapCbKoro 3acoby,
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

abo pocnimkeHb 3 6e3neky 3acTocyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviliHvin nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BiTY 3 JOCNiMKEHDb,
npoBeAeHnX BigNOBIAHO A0 MiaHy nejiatpudHmnx
pocnigkenb (PIP) (iHwi 3MiHW). 3MiHWM BHeceHi [0
IHCTPYKUT 4719 MEANYHOr0o 3acTOCYBaHHSA
niKkapcbKoro 3acoby y po3ginu "B3aemogis 3 iHWnmu
nikapcbkMmn 3acobamu Ta iHLWi B1gn B3aemogii',
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyji
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Ait040T peyoBrHN. BBeAeHHS 3MiH NpoTArom 6-Tu
MiCALIB MiCNsA 3aTBEPKEHHS

317.

MIACKNEAVH
® 300

kancynu; no 15
Kancyny 6nictepi;
no 1 a6o no 2
6nictepy B KOPOOLL
3 KapTOHY

Nab6opatyap
EkcnaHcbeHC

dpaHuis

Nabopatyap
EkcnaHcbeHC

PdpaHuis

BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiB: 3MiHN
| Tvny - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
MeToAax BunpobyBaHHs A®Il abo BUXigHOro
mMaTepiany/npomiKHOro NpoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPO6HMLTBA ADI
(BMNyYeHHs mMeToAy BUNPOOYBaHHA ANs
Adl/peareHTy/NPOMIXHOr0o NPoAyKTY, AKLLO
anbTepHaTUBHWI MeTOZ, BXe 3aTBepKeHuR).
BunyuyeHHsi meToZy BUNpoOyBaHHS "3a/mLLoK npv
cnasiloBaHHI" ANs AilYoi pevyoBuHY oNii aBokago
HEOMWIOBAHMX CMONYK, OCKINbKW a/ibTEPHATUBHUIA
MeToZ "BMicT Muna” Bxe 3aTBepaXeHnid. 3miHu |
THny - 3MiHK 3 AKOCTi. A®l. KoHTponb A®I. 3miHa y
mMeTofdax BunpobysaHHs A®l abo BUXigHOrO
mMaTepiany/npomiKHOro nNpPoAayKTy/peareHTy, LWo
BMKOPUCTOBYETbLCA Y NpoLeci BUpobHuutea AdI
(BrnyyeHHst meToay BMNpoOyBaHHA Ans
Adl/peareHTy/MPOMIKHOro NpoAyKTy, AKLLO
aNbTepPHATUBHUI METO[, BXe 3aTBepKEHWA).
BunyueHHs meTogy BMNpoOyBaHHS "3asunLwok npu
cnaitoBaHHI" ons Ailoyoi peyoBuHU onii coi
HEOMWIOBaHNX CMOYK, OCKINIbKN a/ibTEPHATUBHWIA
MeTo4 "BMicT Muna" Bxe 3aTBepKeHuii

6e3
peuyenma

UA/13173/01/01
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

318.

MIKOBIT®

TabneTku, BKPUTI
060n10HKot N0 15
TabneTok y 6nictepi,
no 2 6nictepn y
KapTOHHI Kopo6Lyi

KPKA, a.4.,
Hoso mecTo

CnoBeHis

BiANOBIA&/IbHU
n3a
BMPOGHMLTBO
"in bulk”,
NepBUHHY
yMaKoBKy,
BTOPWHHY
yNaKoBKy:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHisi;
BiANOBiAA/IbHN
1 3a KOHTPO/Ib
cepii: KPKA,
A.a., Hoeso
mecTo,
CnoBeHisi;
BiANOBiAA/IbHN
1 3a KOHTPO/Ib
Ta BUMycK
cepii: KPKA,
A.n., Hoso
MecTo,
CnoBeHis;
BiANOBIA&/IbHU
1 32 KOHTPO/1b
cepii: KPKA,
A.n., Hoso
MecTo,
CroBeHis;
BiANOBiA&/IbHU
1 32 KOHTPO/1b
cepii: HN30X
(HauioHanbHi
naboparopis
3a 3gpas'e,
OKOME iH
XpaHo),
CnoBeHis

CnoseHis

BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN
| TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynHux gocnigpkens (PIP) (iHwi
3MiHM). 3MiHV BHECEeHI A0 IHCTpyKLUii AN MeauyHoro
3acTocyBaHHA A0 po3ainy "MobiyHi peakui’™ wono
6e3nekn 3acTocyBaHHs /liKkapCbKOro 3acoby.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB nmicns
3aTBEPAKEHHS

6e3
peuyenma

nionsieae

UA/8268/02/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
319. | NMNIKOBIT®®O | TabneTkun, BKPUTI KPKA, a.4., CnoseHia | BignosigasnbHU CnoseHis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/8268/02/02
PTE 06010HKO10; no 15 HoBo mecTo 3a | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peuyenma
TabneTok y bnictepi; BMPOGHMLTBO thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
no 2 6nictepn y "in bulk”, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapTOHHI Kopo6Lyi nepBUHHY IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
yMaKoBKy, perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
BTOPVHHY nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
YNaKoBKY: 3acToCcyBaHHSA NikapCcbKoro 3acoby B
KPKA, o.4., nicnspeecTpauiiinii nepiog, abo sk pesynbTar
HoBo mecTo, OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
CnoseHis; [0 nnaHy negiatpuynHux gocnigpkens (PIP) (iHwi
BiANOBiAA/IbHN 3MiHM). 3MiHV BHECEeHI A0 IHCTpyKLUii AN MeauyHoro
71 3a KOHTPONb 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
cepiit: KPKA, "Mo6iuHI peakuii” Woa0 6e3nekn 3acToCyBaHHS
A.4., Hoso nikapcbkoro 3acoby. BeBefeHHA 3MiH NpoTArom 6-tu
MecTo, MicAILiB nicnsa 3aTBepaKEHHs
CnoBeHisi;
BiANOBiAA/IbHN
1 3a KOHTPO/Ib
Ta BUMYCK
cepiii: KPKA,
A.n., Hoso
MecTo,
CnoBeHis
320. | MIPAHTEN CyCrneH3sis opasbHa, TOB "AKnM YkpaiHa TOB "AKN YkpaiHa BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/10686/01/01
250 wmr/5 mn, no 15 "®bapmauesTu "dbapmaueBTu | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BM peyenmo nionsizae
M1y doakoHi; no 1 YyHa habpuka" yHa habpuka” nikapcbkoro 3acoby. 3MiHa Ha3Bu /13 y 3B'A3Ky 3 M
hnakoHy 3 MapKETUHIOBOKO MOJIITUKO KOMNaHil. ditoya
[,03yH040H0 pepakuis: MPAHTEN-BILL®A. MNponoHoBaHa
CK/IAHOYKOK B nauuj pepakuisa: NIPAHTEN.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
321. | NIPNAOKCHU PO3YMH NS iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/5420/01/01
H-4APHULA 50 mr/mn, no 1 mn B "®bapmavesTu "dapmaLeBTu | TMny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
(BITAMIH B6- | amnyni, no 5 amnyn YHa thipma YyHa cthipma papMakoHarnsigy - 3MiHM BHECEHO B TEKCT M
AAPHULSA) Y KOHTYpHIiA "fapHuus" "fapHuus” MapKyBaHHS BTOPMHHOT YNakoBKM J1iKapCbKOro

YapyHKOBIl
ynakoBLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKM B NauLl

3acoby, a came BUTyYeHO TEKCT, BUKNAAeHWIA
POCICbKOIO MOBOO, Ta AONOBHEHO M. 17 IHLIE
iHbopmauieto Wwoao HaHeceHHss QR-koay. BBeeHHsA
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBepPAKEHHSA
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
322. | MIPOKCUKA Tabnetkn no 0,01 r; MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/2058/01/01
M no 10 TabneTtok y "Ximthapm3as "Ximchapm3as | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
6nictepax; no 10 op "YepBoHa op "YepsoHa thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
Tabnetok y 6nictepi; 3ipka" 3ipka” NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
no 1 a6o 2 6nictepu IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
B NauLli 3 KAPTOHY perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaato” Woao 6e3neky 3acTocyBaHHS MikapCbKOro
3aco6y. TepmiH BBEEHHS 3MiH - NPOTArom 3 MicsLiB
nicns 3aTBepAKEeHHs.
323. | NONIAEKCA cnpeii HasaslbHUiA, Na6opaTtopii PpaHuin CodpapTekc PpaHuin BHECEHHS 3MiH 40 peecTpavliinHmx MaTepiasis: 3MiHN 3a - UA/2831/01/01
3 po34uH, no 15 mny Bywapa | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmo
DEHITIEDPU hnakoHi 3 Pekopparti KOHTPO/b AONOMDKHMX peYOBUH. 3MiHA Y MeTohax M
HOM posnuaosayem; no BMNPOBYBaHHA AOMNOMDKHOI PEYOBUHY (HE3HAYHI
1 dhnakoHy B 3MiHW Y 3aTBEPAKEHNX MeToAax BUnpobyBaHb) -

KapTOHHI KopooLyi

He3HauHi 3MiHK B N.3.2.P.4.2. AHaniTU4Hi METOAMKN,
a came B MeToAuLi BUNPoByBaHHA AOMOMIKHLOT
PEYOoBMHW MITit0 X/10pnAY 3a MOKa3HUKOM «Assay

method for Lithium chloride» (TuTpysaHHs)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
324. | NPEBUMIC TabneTku, BKPUTI Mepk LWapn i LLiBeiiuapi | BMPOBHULTBO, Ipnangis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19168/01/01
nAiBKOBOO [oym |[OEA A aHaniTuyHe Benbris | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenmo nionsi2ae
o60onoHkoto, no 240 M6X TeCcTyBaHHs: HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS M
mr; 4 6nictepu no 7 MC[, LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
TabneToK B KOXHOMY IHTEepHeLWwHN NiKapcbKoro 3acoby, BKIOYaUY AiNIbHNLj BUNYCKY
(28 Tabnetok) B v6X / MCJ, cepii abo micue NpoBefeHHS KOHTPOJIO SKOCTI.
KapTOHHI KopooLyi IpnaHgis (OisnbHICTb, 3a Ky BiANOBiAaE BUPOOHMK/iMIopTep,
(Bennigavin), BK/IO4AI0UM BUMYCK cepili) 3MiHa HaliMeHyBaHHS
IpnaHgis; BMPOOHUKA BiAMNOBifaIbHOTO 3a BTOPVHHE
nepBuHHe Ta nakyBaHHs, aHa/liTU4He TeCTYyBaHHS, TECTyBaHHS
BTOPVIHHE CTabiNbHOCTI Ta A03BIN Ha BUNYCK Cepil 3 KOPEKLieto
nakyBaHHs, appecy, 6e3 3MiHN MicLA BUPOGHMLTBA.
[03BiN Ha 3aTtBepmxeHo: LWepiHr-Mnay a6o H.B., Benebris,
BWMNYCK Cepil: IHpgycTpienapk 30, XeiicT-on-aeH-bepr,2220, Benbris
OpraHoH / Schering-Plough Labo NV, Belgium, Industriepark
XelicT 6B, 30, Heist-op-den-Berg, 2220, Belgium.
Benebris

3anponoHoBaHo: OpraHoH XelicT 68, benbris,
IHpgycTpienapk 30, 2220 XeiicT-on-aeH-bepr, Benbris
/ Organon Heist bv, Belgium, Industriepark 30, 2220
Heist-op-den-Berg, Belgium. 3miHn BHeceHO B
IHCTPYKL,itO 415 MEANYHOrO 3aCTOCyBaHHS
nNiKapcbKoro 3acoby y po3aim «BupobHuk» Ta
«Micue3HaxomkeHHs BUPOGHMKa Ta afgpeca micus
NPOBaKEHHS NOro AisNbHOCTI» 3 BiANOBIAHUMY
3MiHaMK y TEKCTi MapKyBaHHA YNakoBKU MiKapcbKoro
3aco6y. BBegeHHsA 3MiH NpOTAroM 6-Tu micsAuiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - AgMiHiCTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu Micus
NPOBaPKEHHA AiSNIbHOCTI BUPOOHUKA (BKIKOYatOUM,
3a HeobXiAHOCTI, MicL,e NPOBEAEHHS KOHTPO/IHO
SIKOCTi), abo BNacHvka macTtep-gpaiina Ha A®Il, abo
noctavasibHuka A®l/BuxigHoro
Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCA Y BUPOOHMUTBI ADI (AKLLO
3a3HayYeHo y JOCbe Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOGHKKa HOBOT JOMOMKHOI PEYOBUHMN
(AKLLLO 3a3HAYEHO Y A0CHE) - 3MiHa HaliMeHyBaHHs
BMpO6HUKA BIAMNOBIAA/ILHOIO 3a TeCTyBaHHS
CTabiNIbHOCTI Ajl040i Pe4YOoBUHN — NETEPMOBIP 3
BHECEHHSIM 3MiH 40 MaTepianiB peecTpayjiiiHoro
hocbe, posginy 3.2.S.2.1. Bupo6bHuk(n).
3arBepmkeHo: Merck Sharp & Dohme Corp., USA.
3anponoHoBaHo: Merck Sharp & Dohme LLC,USA.
3MiHuM | TUNy - 3MiHK 3 AKOCTI. [OTOBWIA NiKapCcbKnii
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
325. | NPEQHI3ON PO3YMH NS iH'EKLNA, TOB "$3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/1889/01/01
OH 30 mr/mn, o 1 mn B "BIO®APMA" "BIOPAPMA" 3MiHn | TURY - 3MiHK 3 aKocTi. APl. KoHTponb AdI. peyenmo
3miHa y napameTpax cneuudikauii Ta/abo M

amnyni; no 5 amnyn
y 6nictepi; no 1
6nicTtepy B naui 3
KapTOHY

O0NyCTUMUX MEX, BU3HAUYEHNUX Y creundikaliax Ha
A®I, abo BUXIAHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS y Npoueci BupobHuytea Ad|
(4oNOBHEHHS cnevmdikalii HOBUM NOKA3HUKOM
AKOCTI Ta BifMNoBiAH/M METOLOM BUNPOOYBaHHS)
[onoBHeHHs creumndikayii ADl HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M BUNPOOYBaHHSA
«BakTepiasibHi eHA0TOKCUMHM», «MikpobiosioriyHa
yncToTa»; 3MiHu | Trny - 3miHu 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y MeToAax BUnpobyBaHHsA APl
ab60 BUXigHOro martepiasny/npoMixXHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHLWIi 3MiHM y MeTogax
BMNpoGYyBaHHA (BK/IHOYatoun 3amiHy abo
[0MNoBHEHHSA) A®| abo BUXiAHOro/NPOMIKHOTO
npoaykty) 3miHun y cneundikavii A®l (npegHI30noHy
HaTpito chocdhaTy), a came BBEAEHHS
CNeKTPOdPOTOMETPUYHNIA METOA, AN BUSHAYEHHS
KiNbKiCHOro BMIiCTYy Npe/Hi30/10Hy HaTpito ocdaty
(AdY 2.2.25), popatkosuin metog BEPX (4®Y
2.2.29) TakoX 3a3Ha4yeHo y cneumdikawii
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
326. | PABENPA30 | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/10505/01/01
N-300POB'A | nniBkoBOIO obmexeHor BMPOGHMLTBA, | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo nionsi2ae
060/10HKO10, BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
KMLUKOBOPO34MHHI NO CTo AKOCTI, BUMYCK CTOCYTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
10 mr no 10 "dapmauesTu cepii: roTOBOrO /likapcbkoro 3acoby (3amiHa abo
TabneTok y bnictepi; YyHa KOMMaHis ToBapucTBoO 3 [oaaBaHHsA BUPOOHNKA, LLO BiAMoBifa€e 3a BBE3EHHS
no 1 a6o 2 6nictepn "3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
B KOpOO6Li BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHS cepii - AoAaBaHHSA
CTHo BMPOGHMYOI AiNTbHNL, LLO BiANOBiga€e 3a BUMYCK cepii
"®GapmaueBTu TOB “®APMEKC I'PYI", YkpaiHa (YkpaiHa, 08301,
YyHa KoMmnaHis Kuiscbka 061., M. Bopucnine, Byn. LLleBueHka, 6y,
"3nopos'a” 100). 3miHW BHeceHi B po3ainu "BupobHuk" Ta
YKpaiHa,; "Micue3HaxoLkeHHs1 BUPO6HMKa Ta agpeca micus
BCi cTagii NPOBaKEHHS Or0 AiS/IbHOCTI" B IHCTPYKLit0 ANs
BUPOGHMLITBA, MeAMYHOro 3aCTOCYBaHHS y 3B"A3KY 3 BBEAEHHAM
KOHTPO/1b [,04aTKOBOI BUPOBHUYOT AiNbHULI Ta K HACILOK -
AKOCTI, BUMYCK BiANOBIAHI 3MiHW Yy TEKCTIi MapKyBaHHS yNaKkoBKu
cepii: nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-T1
ToBapucTBO 3 MiCsILiB MicNs 3aTBEPKEHHS.
06MeXeHo0
BignoBigasibHi
cTio
"®APMEKC
reyn"

YKpaiHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
327. | PABENPA30 | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/10505/01/02
N-300POB'A | nniBkoBOIO obmexeHor BMPOGHMLTBA, | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo nionsi2ae
060/10HKO10, BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
KMLUKOBOPO34MHHI NO CTo AKOCTI, BUMYCK CTOCYTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
20 mrno 10 "dapmauesTu cepii: roTOBOrO /likapcbkoro 3acoby (3amiHa abo
TabneTok y bnictepi; YyHa KOMMaHis ToBapucTBoO 3 [oaaBaHHsA BUPOOHNKA, LLO BiAMoBifa€e 3a BBE3EHHS
no 1 a6o 2 6nictepn "3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
B KOpOO6Li BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHS cepii - AoAaBaHHSA
CTHo BMPOGHMYOI AiNTbHNL, LLO BiANOBiga€e 3a BUMYCK cepii
"®GapmaueBTu TOB “®APMEKC I'PYI", YkpaiHa (YkpaiHa, 08301,
YyHa KoMmnaHis Kuiscbka 061., M. Bopucnine, Byn. LLleBueHka, 6y,
"3nopos'a” 100). 3miHW BHeceHi B po3ainu "BupobHuk" Ta
YKpaiHa; "Micue3HaxoLkeHHs1 BUPO6HMKa Ta agpeca micus
BCi cTagii NPOBaKEHHS Or0 AiS/IbHOCTI" B IHCTPYKLit0 ANs
BUPOGHMLITBA, MeAMYHOro 3aCTOCYBaHHS y 3B"A3KY 3 BBEAEHHAM
KOHTPO/1b [,04aTKOBOI BUPOBHUYOT AiNbHULI Ta K HACILOK -
AKOCTI, BUMYCK BiANOBIAHI 3MiHW Yy TEKCTIi MapKyBaHHS yNaKkoBKu
cepii: nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6-T1
ToBapucTBO 3 MiCsILiB MicNs 3aTBEPKEHHS.
06MeXeHo0
BignoBigasibHi
cTio
"®APMEKC
reyn"
YKpaiHa
328. | PAMIBEC® Tabnetkn no 5 mr/25 AT "®dapmak" YKpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX MaTepianis: 3MiHW 3a - UA/12569/01/02
KOM Mr, no 10 TabneTok | Tuny - 3miHn 3 AkocTi. CepTudpikat peyenmo
y 6nictepi; no 3 BignosiaHOCTI/IE-cepTucpikat BignosigHOCTI M

6nicTepy B navuj 3
KapTOHY

€sponelicbkin dhapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab0 BUNy4YeHHs cepTuddikarta BigNoBiAHOCTI
€Bponeiicbkin thapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/nMpoMiKHOIo NPOAyKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA
cepTuqikaT Bif ye 3aTBepaKeHOoro BUpobHuka -
noAaHHA OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2006-011 -
Rev 02 (3atBepmxeHo: R1-CEP 2006-011 - Rev 01)
ans A®I rigpoxnopoTiasuay Bif BXe 3aTBEPL)KEHOro
BMpo6bHuka Changzhou Pharmaceutical Factory,
KvTaii
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
329. | PAMIBEC® Tabnetku no 2,5 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/12569/01/01
KOM mr/12,5 wr, no 10 | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
TabneTok y bnictepi; BignosigHocTi/l E-cepTudikar BignosigHoCTI M
no 3 6nictepu B €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
nauuj 3 KapToHy HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2006-011 -
Rev 02 (3aTBeppxeHo: R1-CEP 2006-011 - Rev 01)
ansa A®l rigpoxnopoTiasuay Bif BXe 3aTBepAXXEeHOro
BMpo6HUka Changzhou Pharmaceutical Factory,
KuTaii
330. | PAMIBEC® Tabnetku, 5 mr/12,5 AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/15545/01/02
KOM mr no 10 TabneTok y | TMny - 3miHK 3 skocTi. CepTudpikat peyernmo
6nicTepi, no 3 BignosigHOCTI/lE-cepTudpikar BignosigHOCTI M

6nictepy y nauui

€Bponelicbkiit hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikata BifgnoBigHOCTI
abo BUNy4YeHHs cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[0NOMDKHOT pevoBrHK (cepTudpikat BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPO6HUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2006-011 -
Rev 02 (3atBepmkeHo: R1-CEP 2006-011 - Rev 01)
ans A®l rigpoxnopoTiasuay Bif BXe 3aTBEpAXEHOro
BMpo6HUka Changzhou Pharmaceutical Factory,
Kutaii.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
331. | PAMIBEC® Tabnetku, 10 mr/25 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/15545/01/01
KOM mr, no 10 TabneTok | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
y 6nictepi; mo 3 BignosigHocTi/l E-cepTudikar BignosigHoCTI M
6nictepy y nauui €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2006-011 -
Rev 02 (3aTBeppxeHo: R1-CEP 2006-011 - Rev 01)
ansa A®l rigpoxnopoTiasuay Bif BXe 3aTBepAXXEeHOro
BMpo6HUka Changzhou Pharmaceutical Factory,
Kutaii.
332. | PAMIBEC® Tabnetkn, 10 AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/15546/01/01
KOM mr/12,5 wmr; no 10 | TMny - 3miHK 3 skocTi. CepTudpikat peyernmo
TabneTtok y 6nictepi; BignosigHOCTI/lE-cepTudpikar BignosigHOCTI M

no 3 6nictepn y
navui

€Bponelicbkiit hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOTO cepTudlikata BifgnoBigHOCTI
abo BUNy4YeHHs cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BVKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[0NOMDKHOT pevoBrHK (cepTudpikat BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPO6HUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2006-011 -
Rev 02 (3atBepmkeHo: R1-CEP 2006-011 - Rev 01)
ans A®l rigpoxnopoTiasuay Bif BXe 3aTBEpAXEHOro
BMpo6HUka Changzhou Pharmaceutical Factory,
Kutaii.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
333. | PAHEKCA® Tabnetku MeHapiHi NMokcemby | MeHapiHi-®oH HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13676/01/01
1000 NPOJIOHrOBaHoI Aji IHTepHeLloHan pr XeligeH MM6X, | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
no 1000 wr, no 10 OnepeiiwoHc HimeuyunHa thapmakoHarnagy. 3MiHa 4YacToTv Ta/abo TepMiHiB M
Tabnetok y 6nictepi; Tokcembypr (BUPOBHMLTBO nofaHHs perynsipHo OHOBJOBaHWX 3BITIB 3 6e3neku
no 6 6nictepis y «in bulk», nikapcbkux 3acobiB - 3mMiHa y AaTax nogaHHs
KapTOHHiI kopobuy; nakyBaHHs, perynsipHoO OHOB/THOBaHMX 3BITIB 3 6e3MeKu
no 15 tabnetok y KOHTpO/b Ta nikapcbkux 3acobis. [itova pepakuin: KiHueBa gata
6nicTepi; no 4 BWMYCK Cepil) AN BKNOYEHHA faHux o PO3B - 26.01.2025 p.
6nictepn y [aTa nogaHHs - 25.04.2025 p.
KapTOHHI kopobuyj; MponoHoBaHa pepakuis: KiHuesa fata ans
no 20 TabneTok y BK/IHOYEHHA faHux go PO3b - 26.01.2024 p. Aata
6nicTepi; no 3 nopaHHs - 25.04.2024 p.
6nictepn y PekomeHaoBaHO 0 3aTBEpAXEHHSA BIAMNOBIAHO A0
KapTOHHI Kopo6Lyi nepiognyYHOCTi NoAaHHSA PerynsipHoO OHOB/IOBaHUX
3BITIB 3 6e3Mnekn Nikapcbknx 3acobiB y €C.
334. | PAHEKCA® Tabnetku MeHapiHi NMokcemby | MeHapiHi-®oH HimeuunHa BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu 3a - UA/13676/01/02
500 NPOJIOHrOBaHoI Aji IHTepHeLoHan pr XeligeH MM6X, | TMny - 3MiHK Woao 6e3nekn/eteKkTUBHOCTI Ta peyenmo
no 500 mr, no 10 OnepeiioHc HimeyunHa thapmakoHarnagy. 3MiHa YacToTu Ta/abo TepMmiHiB M
Tabnetok y 6nictepi; TNokcembypr (BUPOBHMLTBO nofaHHs perynsipHo OHOB/IOBaHMX 3BITIB 3 6e3neku
no 6 Gnictepis y C.A. «in bulk», nikapcbkux 3acobiB - 3mMiHa y AaTax nogaHHs
KapTOHHi KopobLyj; nakyBaHHS, perynsipHO OHOB/IIOBAHNX 3BITiB 3 6e3neku

no 15 tabnetok y
6nicTepi; no 4
6nictepn y
KapTOHHI kopobuyj;
no 20 TabneTok y
6nicTepi; no 3
6nictepn y
KapTOHHI Kopo6Lyi

KOHTpO/b Ta
BWMYCK Cepil)

nikapcbknx 3aco6is. [jtova pepakuin: KiHuesa gata
AN BKNOYeHHA faHux o PO3b - 26.01.2025 p.
[ata nogaHHs - 25.04.2025 p.
MponoHoBaHa pepakuis: KiHuesa fata ans
BKNIOYEHHA faHux fo PO3b - 26.01.2024 p. faTa
nofaHHs - 25.04.2024 p.
PekomeHA0BaHO [0 3aTBEPLKEHHS BifNOBIAHO [0
nepioguyYHOCTi NoAaHHSA perynsipHoO OHOB/IOBaHUX
3BITIB 3 6e3nekn Nnikapcbknx 3acobiB y €C.




294

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
335. | PAHITUAVH TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/3676/01/01
NNiBKOBOIO 06MEXEHO0 BMPOGHMLTBA, | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo nionsieae
060/10HKOI0, N0 150 BiANOBIAA/bHI KOHTpPO/Tb 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
mr; no 10 TabneTok CTo AKOCTI, BUMYCK CTOCYTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
y 6nictepi; no 1 abo "dapmauesTu cepii: roTOBOrO /likapcbkoro 3acoby (3amiHa abo
2 6nictepu B YyHa KOMMaHis ToBapucTBoO 3 [oaaBaHHsA BUPOOHNKA, LLO BiAMoBifa€e 3a BBE3EHHS
KapTOHHI kopobuyj; "3p0pos'a" 06MeXeHo Ta/abo Bunyck cepii) - He Bkovaroum
no 20 TabneTok y BiANOBIga/IbHI KOHTPONb/BMNPOGYBaHHS cepii - AoAaBaHHSA
6nicTepi; no 1 CTHo BMPOGHMYOI AiNTbHNL, LLO BiANOBiga€e 3a BUMYCK cepii
6nictepy B "bapmaueBTu TOB “®APMEKC I'PYI", YkpaiHa (YkpaiHa, 08301,
KapTOHHI KOpo6Lyi YyHa KoMmnaHis Kuiscbka 061., M. Bopucnine, Byn. LLleBueHka, 6y,
"3nopos'a” 100).
YkpaiHa; 3MiHV BHeceHi B po3aisin "BUpo6HUK" Ta
BCi cTagii "Micue3HaxomkeHHs BUPO6HMKa Ta afgpeca micus
BMPOGHMLTBA, NPOBaPKEHHS Or0 AiS/ILHOCTI" B IHCTPYKLito AN
KOHTPO/b MeAMYHOro 3acTOCYBaHHSA y 3B"A3KY 3 BBEAEHHAM
AKOCTI, BUMYCK [04aTKOBOT BUPOBGHMYOT AiNIbHUL Ta SK HACIA0K -
cepii: BiANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHS yNaKoBKu/
ToBapucTBO 3 nikapcbkoro 3acoby. BBefeHHSA 3MiH NpoTArom 6-tu
06MexeHo MiCALIB MiCNA 3aTBEPAKEHHS
BignoBigasibHi
cTio
"®APMEKC
reyn"

YKpaiHa
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BiANOBiAA/IbHN
11 3a BUNyCK
cepii:
«Xemothapm»
AL, Cepbisn

npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuLTBa APl (HE3HAUHI 3MIHK Y
3aTBEPMKEHUX MeToAax BUNPoOyBaHHSA) Y 3B'A3KY 3
oHoB/ieHHAM DMF Bif Bxe 3aTBEpAXeHOro
BMpPOGHUKa anknodeHaky gietunamiHy Amoli
Organics Private Limited, India Bepcii
AOPL/VAP/RDDA/AP-BP/04/2017-08 Ha Bepcito
AOPL/VAP/RDDA/AP-BP/06/2019-09 Big6ynuca
He3HauHi 3MiHM Yy meTogax BunpobysaHHa AdI, a
camve Related substances, Residual solvents. 3MiHu
| TMny - 3MmiHn 3 AkocTi. APL. KoHTposnb APL. 3miHa y
napameTpax crneundikauii Ta/abo AONYCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BMXiAHWIA/NPOMIDKHUIA NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCS y Npoueci BUpobHuytea Ad|
(iHLWi 3miHK) Y 3B'A3KY 3 OHOB/IEHHSAM DMF Ha Ad|
AviknodoeHaky gieTunamiH Bif, BXe 3aTBepAkeHoro
BMpo6HuKa, Amoli Organics Private Limited, India 3
Bepcii AOPL/VAP/RDDA/AP-BP/04/2017-08 Ha
Bepcito AOPL/VAP/RDDA/AP-BP/06/2019-09
BiAGYIMCA 3MiHM rpaHWLb napameTpis cneumdikawi
3a n. «Particle size». 3aTtBepaxeHo Particle size
100% particles passing through 40 mesh
3anponoHoBaHo Particle size Minimum 98%

particles passing through 40 mesh

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
336. | PANTEH renb1%no40ry "Xemodhapm" Cepbis Brpo6HuK Cepbisa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/1785/03/01
FENb Ty6i; no 1 Ty6i y AL roToBOro | Tvny - 3miHK 3 AkocTi. API. KoHTponb AdI. 3miHa 'y peyenma
KapTOHHI ynakoBLi nikapcbkoro napameTpax cneuudikauii Ta/abo JOMYyCTUMUX MEX,
3acoby, BM3HAYeHuX y cneyudikauisx Ha A®l, abo
nepBuHHE, BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Lo
BTOPUHHE BUKOPWCTOBYIOTbCSA y NpoLeci BUpobHuuTBa Ad|
nakyBaHHs, (BMNYyYEHHSI HE3HAYHOTO NOKa3HMKa SKOCTI
KOHTPO/Tb (Hanpuknag BUyYEeHHs 3acTapifioro nokasHuka)) Y
cepii: 3B'A3KY 3 OHOBJ/IeHHAM DMF Bxe 3arBepaXeHoro
"XemothapMm" BMpO6HUKa A®D| anknodeHaky aietunamiHy Amoli
AL, Bpwau, Organics Private Limited, India 3 Bepcii
BigAain AOPL/VAP/RDDA/AP-BP/04/2017-08 Ha Bepcito
BUpPOGHMYA AOPL/VAP/RDDA/AP-BP/06/2019-09 i3
AinbHUUA cneundikauii A®l BunyyaeTbcs nokasHuk Heavy
LWa6au, metals. 3miHu | Tuny - 3miHn 3 akocTi. A®I. KoHTporsb
Cepbis; A®I. 3miHa y meToaax BunpobysaHHsA APl abo
Bupo6HMK, BMXIAHOTO MaTepiany/MpomMiKHOro
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
337. | PANTEH TabneTku, BKPUTI "Xemodhapm" Pecny6nik "XemothapMm" Pecnybnika | BHeceHHsi 3MiH 40 peecTpaLiiiHux MaTepianis: 3MiHU 3a He UA/1785/01/01
PETAP/, NNiBKOBOIO AL a Cepbis AL Cepbisn | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
060/10HKO10, thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
NPOSIOHroBaHoI Al NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
no 100 wmr; no 10 IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
TabneTok y bnictepi; perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
no 2 6nictepu B nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KapTOHHI ynakosLi 3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiH1 BHECEHO A0 IHCTpyKLUii Ans
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3ainy "3actocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpyAat" BignoBigHO [0 OHOB/IEHOT
iHchopMmawii 3 6e3nekn 3acToCyBaHHS Aito4oi
PEYOBUHM NIKAPCLKOro 3acoby.
338. | PEBMA/TTUH | Tabnetkn no 15 wr, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/11608/03/02
no 10 TabneTtok y "®APMEKC "®APMEKC | TMNYy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nidnsieae
6nicTepi, no 1 abo 2 reyn reyn thapmakoHarnagy. 3MiHa y KOpOoTKilli XxapakTepucTuui M

6nictepu B nauLli

nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHunx gocnimkerb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom).
3MiHM BHeCeHO [0 IHCTpyKLii 4158 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby A0 po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHsA
rpy4Aar0” BignosigHo fo pekomeHgauii PRAC.
BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
339. | PEBMA/TTUH | Tabnetkn no 7,5 mr, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/11608/03/01
no 10 TabneTtok y "®APMEKC "®APMEKC | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
6nicTepi, no 2 reyn" reyn" thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M

6nictepu B nauLi

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpy4ar0” BignosigHo fo pekomeHgauii PRAC.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPMKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
340. | PENMI®® MPO | Kpem pekTasibHuiA, Baiiep LLiseiiuapi NEO dapma ITania BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/10318/01/01
nol5ra6ono30r KoHcblomep A MaHyhakTypiH | Tuny - 3miHK 3 AkocTi. CepTudikat peyenma
y Ty6i, no 1 Ty6i 3 Kep Al r Itani CPN BignosigHocTi/l E-cepTudikar BignosigHoCTI

annikatopom y
KapTOHHI nayui

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€sponevicbkinn hapmakonei ans A®| fligokainy
rigpoxnopug CEP R1-CEP 1996-020-Rev 08
(nonepegHs Bepcis CEP R1-CEP 1996-020-Rev 07)
BiJ BX€ 3aTBepmAXeHoro BupobHnka MOEHS
Catalana S.L., Spain. Ha3sy A®l JligokaiHy
rigpoxnopua agantoBaHo [0 Cy4acHOro HanucaHHs
y EP (nigokainy rigpoxnopugy MoHorigpar). 3miHu
BHeceHi y po3gin «Cknagy» (aitoudi peyoBuHM) B
IHCTPYKL,it0 415 MEeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ta sik HacnifgokK - BigNoBiAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKU NiKapCbKoro
3acoby. BBefieHHs 3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - AgMiHiCTpaTMBHI
3MiHW. 3miHa Ha3By AD| abo JONOMIKHOT pEUYOBUHMU.
YTOUYHEHHS Ha3BM Ajl040T PevyoBMHN ¢)TyOKOPTaIOHY
nisanat (MikpOHi30BaHWiA) y BigNOBIAHOCTI A0 BXe
3aTBEpXEHUX MaTepiasiiB peecTpaLiiiHOro AOChE.
3arBepakeHo th/TlyoKopTauIoHy niBanat
3anponoHoBaHo
blyoKOpTasI0HY NiBanar MikpOHi30BaHWA. 3MiHN
BHeceHi y po3ain «Cknag» (4itoyi pevoBuHM) B
IHCTPYKL,it0 4719 MEAWNYHOIO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ta siKk HacnigokK - BigNoBiAHI
3MiHW Y TEKCTi MapKyBaHHS ynakoBKM NiKapCbKoro
3acoby.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB nmicns
3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
341. | PEHTCANIH Tabnetky; no 10 TOB "Martepia YkpaiHa 3AT NutBa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/17860/01/01
TabneTok y 6nictepi; Meguka- CaHTOoHika | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
no 2 6nictepn y YkpaiHa" thapmakoHarnsgy. BeegeHHs abo 3miHu o
KapTOHHiiA Kopo6Lyi y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
MicLe3HaxXoKeHHS MacTep-haina cnuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsay.
342. | PEHOM/AH- TabneTkn MaHkaitHg, IHAjia MaHKaiHg IHAjia BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/19048/01/01
1000 NPONOHIroBaHoI Aji, dapma dapma | TMNy - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peuenmo nionsieae
no 1000 mr, no 10 Nimiteq Nimiteq hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuui M

TabneTtok y 6nictepi,
no 3 6nictepn y
KapTOHHI Kopo6Lyi

NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUi 418 MEAUYHOro 3acTOCYBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nicna BHECEHHSA TiEl camoil 3MiHN Ha
pethepeHTHW npenapat (3MiHa He noTpebye
HafaHHS XXOAHVX HOBMX AOAATKOBUX AaHWX) 3MiHN
BHECEHO [0 IHCTPYKLiT 415 MEeANYHOrO
3aCTOCYBaHHSA NMikapCcbKoro 3acoby y po3ainu:
"®apmakonoriynHi BnactneocTi”, "MokasaHHs",
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta go3n", "MepeposysaHHs", "MobiuHi
peaxkui™ BignosigHo A0 iHhopmal,ii Woao MmeanyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoty
(PAHEKCA® 1000, TabneTkn NposioHroBaHoi Aj).
BBefeHHSA 3MiHU NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
343. | PECTACIC® emy/bCist o4Ha, 0,5 AnnepraH, IHK. CLWA AnnepraH CWA BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/10983/01/01
mr/mn; no 0,4 mny Celinc 1NC | TMNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyernmo nionsieae
thnakoHi; no 30 HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS M
(h/1aKOHIB B ynakoBLj LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYAKYMN GiNTbHULL BUMYCKY
cepii abo micue NpoBefeHHS KOHTPOJIO SKOCTI.
(OisnbHICTb, 3a Ky BiANOBiAaE BUPOOHMK/iMIopTep,
BK/IOUAKOUM BUMYCK Cepiid) - 3MiHa agpecu micua
NPOBaKEHHS OiS/IbHOCTI BUPOOHUKA, Y 3B'A3KY
npuBeeHHAA0 afpecy nileHsii BupobHuka (FDA) Ta
BMCHOBKY LLOAO NiaTBEPMKEHH GMP. 3MiHN
BHECEHO B iHCTPYKL,it0 415 MEJMYHOIO 3aCTOCYyBaHHSA
nikapcbKoro 3acoby y po3gin «MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NPOBafXEHHS Moro
[ISNbHOCTI» 3 BiANOBIAHUMMW 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHSA
344. | PUKOHPE/[ TabneTku, BKpUTI [-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 3a He UA/16733/01/01
NNiBKOBOIO NabopaTtopic NabopaTopic | TMNYy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmo nidnsieae
o060n0Hkoto, no 50 nrp, nra, thapmakoHarnagy. 3MiHa y KOpOoTKilli XxapakTepucTuui M
mr, no 10 TabneTok Bupo6Hunya nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
y 6nictepi; no 1 abo AinbHuus- 1l IHCTPYKLiT 415 MeAMYHOro 3acTocyBaHHS Ha nigcTasi

3 6nictepn y
KapTOHHI KopooLyi

perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHunx gocnimkerb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom)
3MiHM BHeCeHO [0 IHCTpyKLii 4158 MeguyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6mBocTi 3acTocyBaHHsA", "Mo6IuHI peakwii”
BiANOBIAHO A0 pekomeHgauii PRAC EMA. TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
345. | PUKOHPE/[ TabneTku, BKPUTI O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/16733/01/02
NNiBKOBOIO NabopaTtopic Nab6opaTtopic | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
060/10HKOI0, No 200 Nt nra, thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
mr, no 10 TabneTok Bupo6Hunya NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
y 6nictepi; no 1 abo AinbHuus- 1l IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
3 6nictepn y perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
KapTOHHI KopooLyi nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco611BoCTi 3acTocyBaHHsA", "Mo6IuHI peakwii”
BiANOBIAHO A0 pekomeHgauii PRAC EMA. TepmiH
BBEAEHHSA 3MiH MPOTAroM 6 micauis nicns
3aTBEPMKEHHS.
346. | PUH3A® Tabnetku no 4 TOB YkpaiHa HOHiK IHAjs BHECEHHS 3MiH 40 peecTpavliinHmx MaTepiasis: 3MiHN 6e3 He UA/2078/01/01
TabneTtkn y 6nictepi; "[I>KOHCOH i PapmMacblTHK | TMNy - AOMiHICTpaTUBHI 3MiHW. 3MiHa peyenma niossieae
no 1 6nictepy B J[DKOHCOH an HalilMeHyBaHHs Ta/abo agpecu 3asiBHMKa (BNacHMKa Ne 4, Ne
KapTOHHIN YkpaiHa" JNabopaTtopi3 peecTpavuiiiHoro noceigyeHHs) - 3MiHa agpecu 10 - 6e3
Kopo6ouui; no 4 (BipoineHHn 3asBHVKa. TepMiH BBEEHHA 3MiH NPOTArom 6 peyenma;
Tabnetkn y 6nictepi; ipmun "Ox. B. MicALiB nicns 3aTBepAKEHHS Ne 100 -
no 1 6nictepy B Kemikans eHg 3a
KapTOHHIiA dapmacbloThK peyenmo
Kopo6ouui; no 25 ans ita.") M
KapTOHHUX

KOPOGOYOK y
KapTOHHI kopobuyj;
no 10 TabneTtok y
6nicTepi; no 1
6nictepy B
KapPTOHHI KOPO6oUL
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
347. | PIONAH CyCrneH3sis opasibHa, Takepa M'm6X HimeuunH Takepa M'm6X HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/11741/02/01
800 mr/10 mn no 10 a | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma

Mn B cae; no 10,
abo no 20, abo no
50 cawe B

KapTOHHI Kopo6Lyi

thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0CO6U 3asBHMKA, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegaxuis:
CamoHeHko MapuHa BonogumupisHa. MponoHoBaHa
pegpakuis: YperTiit Cepriii IBaHoBuUY / Sergii Uretii.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAabHOI 3a hapMakoHarnsz B
YkpaiHi. 3MiHa MicLie3HaxomKeHHs1 MacTep-haiina
cucTemMn chapmakoHarnagy.
3MiHa Micus 34iliCHEeHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
348. | PIONAH CyCrneH3sis opasibHa, Takepa M'm6X HimeuunH Takepa M'm6X HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/11741/02/02
1600 mr/10 mn no a | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma

10 mn B cawe; no
10, a6o no 20, abo
no 50 cawe B
KapTOHHI Kopo6Lyi

thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOT 0CO6U 3asBHMKA, BigNoBigabHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegaxuis:
CamoHeHko MapuHa BonogumupisHa. MponoHoBaHa
pegpakuis: YperTiit Cepriii IBaHoBuUY / Sergii Uretii.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAabHOI 3a hapMakoHarnsz B
YkpaiHi. 3MiHa MicLie3HaxomKeHHs1 MacTep-haiina
cucTemMn chapmakoHarnagy.
3MiHa Micus 34iliCHEeHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
349, | POAKKYTAH Kancynu no 20 wmr; TOB «Pow YkpaiHa Bupo6bHuuTBO HimeyuunHa/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/2865/01/01
® no 10 kancyny Ykpaina» Hepo3sdacosa LLiseiuapis | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenmo
6nicTepi, no 3 HOT MpoAyKu;i, HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS M
6nictepy B KOPOOLL nepBuHHE Ta LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
BTOPVIHHE NiKapcbKoro 3acoby, BKIOYaUY AiNIbHNLj BUNYCKY
nakyBaHHS, cepii abo micue NpoBefeHHS KOHTPOJIO SKOCTI.
BMNPOBYBaHHA (OisnbHICTb, 3a Ky BiANOBiAaE BUPOOHMK/iMIopTep,
KOHTPO/0 BK/IHOYA0UM BUMYCK Cepili) - B pamkax pauioHanisauii
SAKOCTI: odpicHux nnowy, Roche, nponoHyeTbcsa 3MiHa agpecu
KeTeneHt ocpicy, sika 3gilicHioe Bunyck M13. [JaHa 3miHa
[xepmai BiOYBaETbCA B paMKax OfHIEl CUCTEMMN KOHTPOSIO
E6epbax AKOCTi | CTOCYETbCA BUK/TIOYHO OYHKLT BUMYCK cepii,
vb6X, i He Mae BNMBY Ha BUPOGHMYMIA NpoLec npenapary.
HimeuunHa,; He mae BnavBY Ha SKiCTb, 6e3neky Ta etpeKkTUBHICTb
MNepBuHHE Ta npenaparty. Micue B1upo6HuLTBa /13 He 3MiHMIOCh.
BTOPVIHHE [Litoua pepakuin: Bunyck cepii: ®.XohdmaHH-/15
nakyBaHHs, Pow /1T BiagykTwrpacce 33, 4051 bazens,
BMNPOGYBaHHSA LLiBeiiuapis MNponoHoBaHa pedakuis: Bunyck cepii:
KOHTPO/0 ®.XohpmaHH-/1a Pow JiTg MpeHsaxeplutpacce 124,
AKOCTI, BUMYCK 4058 basenb, LLBeliyapis. 3MiHM BHECEHO B
cepii: IHCTPYKL,it0 A58 MEAWNYHOrO 3aCTOCYBaHHS
®.XohhmaHH- nikapcbKoro 3acoby y po3gin «MicLe3HaxomKeHHs
Na Pow Nta, BMPOGHMKa Ta agpeca MicLs NpoBaKEHHS oro
LLiBeiiuapis; [ISNbHOCTI» 3 BiANOBIAHUMMW 3MiHAMM Y TEKCTI
BunpobyBaHH MapKyBaHHS YNakoBKW NikapcbKoro 3acoby.
A1 KOHTPOJIO BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
AKOCTI: 3aTBePAKEHHS
®.XohhmaHH-
Iia Pow JlTg,
LLiBeiiuapis;
Bunyck
cepii:®.Xoth
MaHH-/1a Polwu
nra,

LLiseiiyapis
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
350. | POAKKYTAH Kancynu no 10 wmr; TOB «Pow YkpaiHa Bupo6bHuuTBO HimeyuunHa/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/2865/01/02
® no 10 kancyny Ykpaina» Hepo3sdhacosa LLiseiuapis | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenmo
6nicTepi, no 3 HOT MpoAyKu;i, HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS M
6nictepy B KOPOOLL nepBuHHE Ta LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
BTOPVIHHE NiKapcbKoro 3acoby, BKIOYaUY AiNIbHNLj BUNYCKY
nakyBaHHS, cepii abo micue NpoBefeHHS KOHTPOJIO SKOCTI.
BMNPOBYBaHHA (OisnbHICTb, 3a Ky BiANOBiAaE BUPOOHMK/iMIopTep,
KOHTPO/0 BK/IHOYA0UM BUMYCK Cepili) - B pamkax pauioHanisauii
SAKOCTI: odpicHux nnowy, Roche, nponoHyeTbcsa 3MiHa agpecu
KeTeneHt ocpicy, sika 3gilicHioe Bunyck M13. [JaHa 3miHa
[xepmai BiOYBaETbCA B paMKax OfHIEl CUCTEMMN KOHTPOSIO
E6epbax AKOCTi | CTOCYETbCA BUK/TIOYHO OYHKLT BUMYCK cepii,
vb6X, i He Mae BNMBY Ha BUPOGHMYMIA NpoLec npenapary.
HimeuunHa,; He mae BnavBY Ha SKiCTb, 6e3neky Ta etpeKkTUBHICTb
MNepBuHHE Ta npenaparty. Micue B1upo6HuLTBa /13 He 3MiHMIOCh.
BTOPVIHHE [Litoua pepakuin: Bunyck cepii: ®.XohdmaHH-/15
nakyBaHHs, Pow /1T BiagykTwrpacce 33, 4051 bazens,
BMNPOGYBaHHSA LLiBeiiuapis MNponoHoBaHa pedakuis: Bunyck cepii:
KOHTPO/0 ®.XohpmaHH-/1a Pow JiTg MpeHsaxeplutpacce 124,
AKOCTI, BUMYCK 4058 basenb, LLBeliyapis. 3MiHM BHECEHO B
cepii: IHCTPYKL,it0 A58 MEAWNYHOrO 3aCTOCYBaHHS
®.XohhmaHH- nikapcbKoro 3acoby y po3gin «MicLe3HaxomKeHHs
Na Pow Nta, BMPOGHMKa Ta agpeca MicLs NpoBaKEHHS oro
LLiBeiiuapis; [ISNbHOCTI» 3 BiANOBIAHUMMW 3MiHAMM Y TEKCTI
BunpobyBaHH MapKyBaHHS YNakoBKW NikapcbKoro 3acoby.
A1 KOHTPOJIIO BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
AKOCTI: 3aTBePAKEHHS
®.XohhmaHH-
Iia Pow JlTg,
LLiBeiiuapis;
Bunyck
cepii:®.Xot
MaHH-/1a Polwu
nra,
LLseiiyapis
351. | PO3ETVH TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka ENNEH Ipeuis BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/19802/01/01
NNiBKOBOIO Pecny6nik | PAPMACBIOT | TMNYy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo
o06osoHKot, 10 a IKAN KO., IHK thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHeCeHi B M

mr/10 mr, no 10

TabneTok y 6nictepi,
no 3 abo 6 6nictepis
B KapTOHHIi1 kopobui

TEKCT MapKyBaHHs1 Ha BTOPUHHY yNaKoBKy

NiKapcbKoro 3acoby LWoA0 HAHECEHHS WpndTy

Bpaiinsa. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepKeHHs
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
352. | PO3ETUH TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka ENNEH Ipeuis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/19802/01/02
NNiBKOBOIO Pecny6nik | PAPMACBIOT | TMNYy - 3MiHK Woao 6e3nekn/ethekTMBHOCTI Ta peyernmo
060s10HKot, 20 a IKAN KO., IHK hapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHI B M

Mr/10 mr; no 10

TabneTtok y 6nictepi,
no 3 abo 6 6nictepis
B KapTOHHI1 kopobui

TEKCT MapKyBaHHSI Ha BTOPUHHY YNakoBKy

NiKapcbKoro 3acoby LWoA0 HAHECEHHS WpndTy

Bpaiins. BBeAeHHS 3MiH NpOTArom 6-Tu Micauis
nicns 3aTBepAKEHHSI
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
353. | PO3YBACTA | TabneTku, BKpUTI TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/18623/01/01
TUH NNiBKOBOIO "APTEPIYM "KviBmegnpen | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
060s10HKOI0, No 10 nTa" apat” hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuu,j M

mr, no 10 TabneTok
y 6nicTepi, no 3
6nicTepy B navy,j

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|i 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedyepeHTHUIA npenapart (3mMiHa He noTpebye
Ha/laHHS XXOAHMX HOBMX AOAATKOBUX JaHWX) - 3MiHM
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"®apmakonorivHi BractmsocTi”, "lMokazaHHS",
"MpoTmnokasaHHA.", "B3aemogis 3 iHLIMMU
nikapcbkMKn 3acobamu Ta iHLWi BUgn B3aemogii',
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepio BariTHoOCTi abo roflyBaHHs rpyano”,
"34aTHICTb BNAMBATY Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTpaHCMopToM abo iHWnMK
MexaHismamu", "Cnoci6 3acTocyBaHHs Ta 4o3m",
"[iTn", "Mo6iuHi peakyii” 3rigHo 3 iHhopmaLjieto
LLIOS0 MEANYHOIO 3aCTOCYBaHHS pedepeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTku, BKpUTI
NAiBKOBOK 060/1I0HKO0). BBEAEHHSI 3MiH MPOTArOM 6-
TV MicAILiB Nicns 3aTBEpMKEHHS; 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKUIT 4151 MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo Sk pesynbtat
OLiHKY 3BITYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkerb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHMUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ginu: "B3aemogis 3 iHLIMMUW NiKapCbKUMmn
3acob6amu Ta iHWi Buay B3aemogiii”, "OcobmBocCTi
3acTocyBaHHs", "Mo6ivHi peakuii”" BignosigHO A0
OHOB/EHOT iH(hopMaLii 3 6e3nekn Ailo4oi peyoBUHU.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB nmicns
3aTBEPAKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
354, | PO3YBACTA | Tabnetku, BKpUTI TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/18623/01/02
TUH NNiBKOBOIO "APTEPIYM "KviBmegnpen | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
060/10HKOI0, N0 20 nTa" apat” hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuu,j M

mr, no 10 TabneTok
y 6nicTepi, no 3
6nicTepy B navy,j

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|i 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedyepeHTHUIA npenapart (3mMiHa He noTpebye
Ha/laHHS XXOAHMX HOBMX AOAATKOBUX JaHWX) - 3MiHM
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"®apmakonorivHi BractmsocTi”, "lMokazaHHS",
"MpoTmnokasaHHA.", "B3aemogis 3 iHLIMMU
nikapcbkMKn 3acobamu Ta iHLWi BUgn B3aemogii',
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepio BariTHoOCTi abo roflyBaHHs rpyano”,
"34aTHICTb BNAMBATY Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTpaHCMopToM abo iHWnMK
MexaHismamu", "Cnoci6 3acTocyBaHHs Ta 4o3m",
"[iTn", "Mo6iuHi peakyii” 3rigHo 3 iHhopmaLjieto
LLIOS0 MEANYHOIO 3aCTOCYBaHHS pedepeHTHOro
nikapcbkoro 3acoby (KPECTOP, TabneTku, BKpUTI
NAiBKOBOK 060/1I0HKO0). BBEAEHHSI 3MiH MPOTArOM 6-
TV MicAILiB Nicns 3aTBEpMKEHHS; 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKUIT 4151 MeAUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo Sk pesynbtat
OLiHKY 3BITYy 3 AOC/iMKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimxkerb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHMUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ginu: "B3aemogis 3 iHLIMMUW NiKapCbKUMmn
3acob6amu Ta iHWi Buay B3aemogiii”, "OcobmBocCTi
3acTocyBaHHs", "Mo6ivHi peakuii”" BignosigHO A0
OHOB/EHOT iH(hopMaLii 3 6e3nekn Ailo4oi peyoBUHU.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB nmicns
3aTBEPAKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
355. | PO3YBACTA | Tabnetku, BKpUTI TOB «TeBa YkpaiHa TeBa ®apma IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/19505/01/02
TUH-TEBA NNiBKOBOIO YKpaiHa» C.Yy. | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
060/10HKOI0, Mo 10 BignosigHocTi/l E-cepTudikar BignosigHoCTI M

mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI KopooLyi

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJaHHs OHOB/IEHOrO cepTudpikaty BignoBigHOCTI
€sponeicbkin hapmakonei R1-CEP 2015-090-Rev
01 Big BXe 3aTBEpKEHOro BUpo6HMka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED
(India) gjtouoi peyoBuHM po3yBacTaTUHy KasibLiito Ta
AK HACNiJOK f0faBaHHS HOBOTO BUPOGHMKa
Clininvent Reserch Private Limited npomixHoro
npoaykTy Z8 (3atBepgkeHo: R1-CEP 2015-090-Rev
00 Production of Rosuvastatin Calcium:
CENTRIENT PHARMACEUTICALS INDIA PRIVATE
LIMITED Bhai Mohan Singh Nagar District
Nawanshahr India-144 533 Toansa, Punjab;
Production of intermediate(s): DCM SHRIRAM
INDUSTRIES LIMITED Unit Daurala Organics
Sardhana Road, Meerut District India-250 221
Daurala, Uttar Pradesh; ANHUI QINGYUN
PHARMACEUTICALS & CHEMICAL CO., LTD 025,
South of Jinchuan Road Shuangfeng Industrial Park
China-231 131 Hefei, Anhui Province;
3anponoHosaHo: R1-CEP 2015-090-Rev 01
Production of Rosuvastatin Calcium: CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED
Bhai Mohan Singh Nagar District Nawanshahr India-
144 533 Toansa, Punjab; Production of
intermediate(s): DCM SHRIRAM INDUSTRIES
LIMITED Unit Daurala Organics Sardhana Road,
Meerut District India-250 221 Daurala, Uttar
Pradesh; ANHUI QINGYUN PHARMACEUTICALS &
CHEMICAL CO., LTD 025, South of Jinchuan Road
Shuangfeng Industrial Park China-231 131 Hefei,
Anhui Province; CLININVENT RESERCH PRIVATE
LIMITED Survey No. 173/1, 168, 173/1AA, 170/A
and 170AA Gummadidala Mandal, Sangareddy
District India-502 313 Anantharam Village,
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
356. | PO3YBACTA | TabneTku, BKpUTI TOB «TeBa YkpaiHa TeBa ®apma IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/19505/01/03
TUH-TEBA NNiBKOBOIO YKpaiHa» C.Yy. | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
060/10HKO0, Mo 20 BignosigHocTi/l E-cepTudikar BignosigHoCTI M

mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI KopooLyi

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJaHHs OHOB/IEHOrO cepTudpikaty BignoBigHOCTI
€sponeicbkin hapmakonei R1-CEP 2015-090-Rev
01 Big BXe 3aTBEpKEHOro BUpo6HMka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED
(India) gjtouoi peyoBuHM po3yBacTaTUHy KasibLiito Ta
AK HACNiJOK f0faBaHHS HOBOTO BUPOGHMKa
Clininvent Reserch Private Limited npomixHoro
npoaykTy Z8 (3atBepgkeHo: R1-CEP 2015-090-Rev
00 Production of Rosuvastatin Calcium:
CENTRIENT PHARMACEUTICALS INDIA PRIVATE
LIMITED Bhai Mohan Singh Nagar District
Nawanshahr India-144 533 Toansa, Punjab;
Production of intermediate(s): DCM SHRIRAM
INDUSTRIES LIMITED Unit Daurala Organics
Sardhana Road, Meerut District India-250 221
Daurala, Uttar Pradesh; ANHUI QINGYUN
PHARMACEUTICALS & CHEMICAL CO., LTD 025,
South of Jinchuan Road Shuangfeng Industrial Park
China-231 131 Hefei, Anhui Province;
3anponoHosaHo: R1-CEP 2015-090-Rev 01
Production of Rosuvastatin Calcium: CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED
Bhai Mohan Singh Nagar District Nawanshahr India-
144 533 Toansa, Punjab; Production of
intermediate(s): DCM SHRIRAM INDUSTRIES
LIMITED Unit Daurala Organics Sardhana Road,
Meerut District India-250 221 Daurala, Uttar
Pradesh; ANHUI QINGYUN PHARMACEUTICALS &
CHEMICAL CO., LTD 025, South of Jinchuan Road
Shuangfeng Industrial Park China-231 131 Hefei,
Anhui Province; CLININVENT RESERCH PRIVATE
LIMITED Survey No. 173/1, 168, 173/1AA, 170/A
and 170AA Gummadidala Mandal, Sangareddy
District India-502 313 Anantharam Village,
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
357. | PO3YBACTA | Tabnetku, BKpUTI TOB «TeBa YkpaiHa TeBa ®apma IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/19505/01/01
TUH-TEBA NNiBKOBOIO YKpaiHa» C.Yy. | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
060/10HKOI0, M0 5 Mr; BignosigHocTi/l E-cepTudikar BignosigHoCTI M

no 10 Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHI KopooLyi

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
noJaHHs OHOB/IEHOrO cepTudpikaty BignoBigHOCTI
€sponeicbkin hapmakonei R1-CEP 2015-090-Rev
01 Big BXe 3aTBEpKEHOro BUpo6HMka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED
(India) gjtouoi peyoBuHM po3yBacTaTUHy KasibLiito Ta
AK HACNiJOK f0faBaHHS HOBOTO BUPOGHMKa
Clininvent Reserch Private Limited npomixHoro
npoaykTy Z8 (3atBepgkeHo: R1-CEP 2015-090-Rev
00 Production of Rosuvastatin Calcium:
CENTRIENT PHARMACEUTICALS INDIA PRIVATE
LIMITED Bhai Mohan Singh Nagar District
Nawanshahr India-144 533 Toansa, Punjab;
Production of intermediate(s): DCM SHRIRAM
INDUSTRIES LIMITED Unit Daurala Organics
Sardhana Road, Meerut District India-250 221
Daurala, Uttar Pradesh; ANHUI QINGYUN
PHARMACEUTICALS & CHEMICAL CO., LTD 025,
South of Jinchuan Road Shuangfeng Industrial Park
China-231 131 Hefei, Anhui Province;
3anponoHosaHo: R1-CEP 2015-090-Rev 01
Production of Rosuvastatin Calcium: CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED
Bhai Mohan Singh Nagar District Nawanshahr India-
144 533 Toansa, Punjab; Production of
intermediate(s): DCM SHRIRAM INDUSTRIES
LIMITED Unit Daurala Organics Sardhana Road,
Meerut District India-250 221 Daurala, Uttar
Pradesh; ANHUI QINGYUN PHARMACEUTICALS &
CHEMICAL CO., LTD 025, South of Jinchuan Road
Shuangfeng Industrial Park China-231 131 Hefei,
Anhui Province; CLININVENT RESERCH PRIVATE
LIMITED Survey No. 173/1, 168, 173/1AA, 170/A
and 170AA Gummadidala Mandal, Sangareddy
District India-502 313 Anantharam Village,
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
358. | POTAPUKC™ | cycneHsis opa/ibHa nakcoCmitKn Benuka nakcoCwmiTKn Benbris BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13060/01/01
IROTARIX™ (1,5 mn/po3y); no 1 AainH Ekcnopt Bputanis ANH | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo
BAKUVHA abono5 Nimiten Bionomxikans KOHTposb roToBOro fikapcbkoro 3acoby (iHLwi 3MiHM) M
ana nonepegHL0 C.A. MepesatBepaxeHHs AH Ha MKA BignosigHo Ao
MPO®INTAKT 3anoBHEHNX BuMmor Haka3sy Ne 460 Big 23.07.2015. BHeceHHs
NKN opasibHUX pepakuiiHnx npaBok Ao TekcTy MKA.
POTABIPYCH | annikatopis a6o Ty6
Ol IHPEKLLIT B KQPTOHHiii KOpo6Lji
3 MapKyBaHHAM
YKpaiHCLKO
MOBOIO, abo B
KOpoO6Li 3i CTUKEPOM
YKPaIHCLKOK MOBOIO
359. | CAHOYP - NOPOLLIOK AN CeHc IHAjsa CeHc IHAjs BHECEHHS 3MiH 40 peecTpaLliinHMx MaTepiasis: 3MiHN 3a He UA/17158/01/02
1500 pOo34nHy ans NabopaTtopic Na6opaTtopic | TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmo niossieae
iH ekuili no 1500 wr, MeT. N14. MeT. N14. thapmakoHarnagy. 3MiHa y KOpOoTKiil xapakTepucTuui M
1 conakoH 3 nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
NOPOLLKOM Y IHCTPYKUIT 415 MeAUYHOro 3acToCcyBaHHA Ha nigcTasi

KapTOHHII ynakoBLi

perynsipHo OHOB/IIOBAHOIO 3BIiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6esneku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk pesynbTart
OLLiHKV 3BIiTY 3 AOCAifKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimkeHb (PIP) (3MiHy
Y3rOfPKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHV BHeCeHi [0 iHCTPYKLii 418 MeguyHoro
3acTocyBaHHA NiKapcbKoro 3acoby y po3aiu
"Ocob6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwi"
BiANOBIAHO [0 OHOBEHOI iHGhopMaL,i 3 6e3nekn
Litoyoi pevyoBuHY BBeAeHHS 3MiH NPOTArom 6-Tu
MiCSILiB 3 AATWN 3aTBEPKEHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
360. | CAH®YP - NOpPOLLOK ANA CeHc IHais CeHc IHais BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/17158/01/01
750 pPO34MHy AN NabopaTtopic Nab6opaTtopic | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
iH ekuiii no 750 mr, 1 Met. NTA. Met. NiTg. thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
hNakoH 3 MOPOLLUKOM NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
Y KapPTOHHIM IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
ynakosLi perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHW BHECEHI [10 IHCTPYKUiT AN
MeAUYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
po3ainu "OcobnmBocTi 3acTocyBaHHs", “INoGiYHI
peakui™ BignoBigHO A0 OHOB/EHOT iHhopmaLlii 3
6e3neku Ajtoyoi pevoBnHN. BBeAEHHS 3MiH NPOTArom
6-TW MicsUIB NicNs 3aTBEPAKEHHS
361. | CEHTOP® TabneTku, BKpUTI BAT "T'epneoH YropwmHa BAT "T'efeoH YropwumHa/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 3a - UA/7042/01/01
NNiBKOBOIO PixTep" PixTep", MonbLua/ | TMNY - 3MiHK 3 AKOCTI. FOTOBWIA NiKAPCLKWUIA 3aci6. peyernmo
060/10HKOI0, N0 50 YropwumHa 3MiHM Yy BUPO6GHMLTBI. 3amiHa abo BBeAEHHS M
mr no 10 TabneTok y TOB "T'egeoH [04aTKOBOT Ai/IbHULI BUPOBHULTBA [/15 YaCTUHU abo
6nicTepi; 1 abo 3 PixTtep BCbOr0 BYPOGHMYOrO MPOLECY roTOBOro MiKkapcbKoro
6nictepn y Monbwga", 3aco6y (iHLi 3MiHKn)
KapTOHHI ynakoBLi Monbwa 3a3HayeHHs ycix AinbHuUb BUpo6Hrka TOB
(KOHTpO/Ib «[epeoH Pixtep MonbLwa», MonbLua, 3a4iiHoro y
AKOCTI, 4,03BiN BMPOGHMUTBI /13 3 ONMCOM BUKOHYBaHUX (OYHKLil
Ha BUMYCK 6e3 3MiH y moayni 3 peecTpauiiiHoro foche.
cepi;
BMPOGHMLTBO
Hepo3gacoBa
HOro
NpPOAYKTY,
nepBuHHA
ynakoBka,
BTOPWHHA

ynakoBKa)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
362. | CEHTOP® TabneTku, BKPUTI BAT "T'epeoH YropwmHa BAT "T'efieoH YropwmHa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/7042/01/02
NNiBKOBOIO PixTep" PixTep", MonbLa/ | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo
060/10HKOI0, No 100 YropwuHa 3MiHM y BUPO6GHMUTBI. 3amiHa abo BBeAEHHS M
Mmr no 10 TabneTok y TOB "TeneoH [04aTKOBOT Ai/IbHULI BUPOBHULTBA [i/151 YaCTUHU abo
6nicTepi; 1 abo 3 Pixtep BCbOr0 BMPOGHMNYOTO MPOLECY rOTOBOrO NiKaPCbKOro
6nictepn y Monbwga", 3aco6y (iHLi 3MiHKn)
KapTOHHI ynakoBLi Monbwa 3a3HavyeHHs ycix AinbHuUb BUpo6HKKa TOB
(KOHTpOSIb «['epeoH Pixtep Monblwa», MonbLua, 3a4isHoro y
AKOCTI, [,03BIN BMPOGHMUTBI /13 3 ONMCOM BUKOHYBaHUX (OYHKLil
Ha BUMYyCK 6e3 3MiH y moayni 3 peecTpauiiHoro oCheE.
cepi;
BMPOGHMLTBO
Hepo3gacoBa
HOro
NpPOAYyKTY,
nepBuHHA
ynakoBka,
BTOPWHHA

ynaxkoBKa)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
363. | CENTOJIETE NboAsHUKKM, 3 Mr/l KPKA, a.4., CnoseHis BUPOGHMLTBO CnoseHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 nionsieae UA/16726/01/01
® TOTAN Mr; N0 8 NbOASAHVIKIB HoBo mecTo "in bulk", 3MiHuW Il Tvny - 3miHn Wwoo 6e3nekn/edeKTUBHOCTI peyenma
NNMOH TA y 6nicTepi, no 1, no nepBuHHA Ta Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
BY3VHA 2,no 3, no 4 a6o no BTOPVHHA XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
5 6nictepiB y ynakoBka, MapKyBaHHS Ta IHCTPYKUiT 4719 MeANYHOro
KapTOHHI Kopo6Lyi KOHTpPO/Tb 3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM JaHUMM 3 SKOCTI,
cepii): KPKA, LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3
A.4a., Hoso hapmakoHarnsgy - 3miHW BHECEHO B iHCTPYKLitO A5
mecTo, MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby Ao
CnoBeHis; po3zinis "®apmakonoriyHi BnactusocTi”, "Mo6iuHi
KOHTPO/1b peakuii”. BBeeHHs 3MiH NPOTArom 6-Tn MicAuiB
cepii: KPKA, nicns 3aTBepAKeHHS
A.n., Hoso
MecTo,
CnoseHis;
KOHTpO/b Ta
BUMNYCK Cepil:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHisi;
KOHTPO/b
cepii: H130X
(HauioHanbHi
naboparopis
3a 3gpas'e,
OKOJIE iH
XpaHo),
CrnoseHis
364. | CEPOKBE/Ib | Tabnetku, BKpUTI AcTpa3eHeka Benvka BUPOGHMK "in cuA/ BHECEHHS 3MiH 40 peecTpauiiiHNX MaTepianis: 3MiHW 3a - UA/2535/02/02
XR NNiBKOBOIO IOK Nimitep, BpuTaHis bulk™: Benvka | TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmo
060/10HKOI0, AcTpa3eHeka BpuTaHis hapmakoHarnagy (iHwi 3MiHK) - 3MiHM BHECEeHi B M
NPOJIOHrOBaHoI fii, PapmacboTHK TEKCT MapKyBaHHS ynakoBKM Nikapcbkoro 3acoby, a
no 200 wmr, no 10 asnc /M, came: BUJyYEHHS TEKCTY MapKyBaHHS 6e3
Tabnetok y 6nictepi; CLA,; BMpO6H 3aCTOCYBaHHA MbKHapOAHOI CUCTEMN OAUHULG S| Ta
no 6 Gnictepis y VK, BHECEHHS pefakLiiHUX NPaBoK y TEKCT MapKyBaHHS
KapTOHHI Kopo6Lyi BignoBigabHN i3 3aCTOCYBaHHAM MiXXHapPOAHOI CUCTEMU OAUHULb
n3a Sl. BBeieHHs 3MiH NpoTAroM 6 micAuis nicns
nakyBaHHs Ta 3aTBEPKEHHS
BUNYCK cepil:
AcTpa3eHeka
HOK NimiTes,
Benuka

BpuTaHis
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
365. | CEPOKBE/Ib | Tabnetku, BKpUTI AcTpa3eHeka Benuka BUPOGHMK "in cuwA/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/2535/02/03
XR NNiBKOBOIO HOK Nimitepq, BpuTaHis bulk™: Benuka | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo
060/10HKO10, AcTpa3eHeka BputaHis hapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHI B M
NPONOHroBaHoT Aii, dapmMacbloThK TEKCT MapKyBaHHS yNakoBKMW /likapCbKoro 3acoby, a
no 300 wmr, no 10 anc /1, came: BUyYeHHs TEKCTY MapKyBaHHs 6e3
TabneTok y bnictepi; CLUA; BMpo6H 3acTOCyBaHHA MXHapPOAHOI cuctemu oguHuupe Sl Ta
no 6 6nictepis y UK, BHECEHHS pefaKLiiHUX NPaBOK Y TEKCT MapKyBaHHSI
KapTOHHI Kopo6Lyi BiANOBIA&bHN i3 3aCTOCYBaHHAM MDKHAPOAHOI CUCTEMUN OAMHULb
n3a Sl. BBeAeHHS 3MiH NpoTAromM 6 MicAuiB micas
nakyBaHHA Ta 3aTBEPIKEHHS
BWMNYCK Cepil:
AcTpa3eHeka
IOK Nimitep,
Benuvka
BpuTaHis
366. | CEPOKBE/Ib | Tabnetku, BKpUTI AcTpa3eHeka Benuka BUPOGHMK "in cuwA/ BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/2535/02/04
XR NNiBKOBOIO HOK Nimitepq, BpuTaHis bulk™: Benuka | TMNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo
060/10HKOH0, AcTpa3eHeka BpuTaHis hapmakoHarnagy (iHwi 3MiHn) - 3MiHY BHeCeHi B M
NPONOHroBaHoT Aii, dapmacbloThkK TEKCT MapKyBaHHS yNakoBKMW /likapCbKoro 3acoby, a
no 400 wmr, no 10 anc /1, came: BUyYeHHs TEKCTY MapKyBaHHs 6e3
TabneTtok y 6nictepi; CLUA; BMpo6H 3aCTOCyBaHHA MKHapOAHOI cUcTeMn OguHULG S| Ta
no 6 6nictepis y UK, BHECEHHS pefaKLiiHUX NPaBOK Y TEKCT MapKyBaHHS
KapTOHHI Kopo6Lyi BiANOBiA&bHN i3 3aCTOCYBaHHAM MKHAPOAHOI CUCTEMUN OAVHULb
n3a Sl. BBeieHHs1 3MiH npoTAroM 6 micAuis nicns
nakyBaHHSA Ta 3aTBEPAKEHHS
BWMNYCK Cepil:
AcTpa3eHeka
IOK Nimitep,
Benuvka
BpuTtaHis
367. | CEPOKBE/Ib | Tabnetku, BKpUTI AcTpa3eHeka Benuka BUPOGHMK "in cuwA/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/2535/02/01
XR NNiBKOBOIO HOK NimiTepq, BpuTaHis bulk™: Benvka | TMNY - 3MiHNM WoA0 6e3nekn/edekTUBHOCTI Ta peyenmo
060/10HKOH0, AcTpa3eHeka BpuTaHis thapmakoHarnagy (iHwi 3MiHn) - 3MiHY BHeCeHi B M
NPOMIOHroBaHol A, PapmacboThK TEeKCT MapKyBaHHS YNakoBKM /likapCcbKoro 3acoby, a
no 50 wr, no 10 anc Jirt, came: BUy4YeHHs TEKCTY MapKyBaHHs1 6e3
TabneTok y 6nictepi; CLUA; BMpo6H 3aCTOCYBaHHA MbKHapOAHOI cUcTemMn oguHULG Sl Ta
no 6 6nictepis y VK, BHECEHHS pefaKLiiiHX NPaBoK Y TEKCT MapKyBaHHS
KapTOHHI KOpoOL;ji BiANOBIAA/IbHN i3 3aCTOCYBaHHSIM MiXXKHAPOAHOI CUCTEMU OAUHMLb
n3a Sl. BBeieHHs1 3MiH npoTAroM 6 micAuis nicns
nakyBaHHs Ta 3aTBEPLKEHHSA
BUNYCK cepil:
AcTpa3eHeka
HOK Nimites,
Benuka

BpuTtaHis
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky

(nikapcbka ¢hopma,

YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

368.

CUHTOMILUN
H

cynosuTopii

BariHasbHi no 0,25,

no 5 cynosutopiis y
CTpvni; No 2 cTpunm
B navui

NAT
"MoHdhapm"

YKpaiHa

NAT
"MoHdapm"

YKpaiHa

BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN
| TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpauiiiHoro noceif4eHHs) - 3MiHa agpecu
3asBHUKa (BN1acHUKa peecTpaLiiiHoOro NOCBiAYEHHS).
TepmiH BBeAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS; 3MiHM | TUNYy - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYAUMN AiNbHAL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUMYCK CEpiid) -
3mina agpecy Bupo6Huka MN3 MAT "MoHdapm",
YkpaiHa, 6e3 3miHV micus BUpo6HuUTBa. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPMKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0c06M, BigNoBiganLHOI 3a
34iiCHEHHS dhapMaKoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0CO6MU, BignoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioyYakyn
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifaIbHOT 3a
papmakoHarnsg. Aitoua pegakuis: Cosrupa Cepriid
CepriiioBny. MponoHoBaHa pegakuis: MacTyLweHko
IHHa BikTOpiBHA. 3MiHA KOHTAKTHUX AaHWX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
thapmakoHarnag,. 3miHa MicLie3HaxoMKeHHs macTep-
thaiina cuctemun chapmakoHarnsagy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay

3a
peyenmo
i

He
nionsieae

UA/0268/01/01

369.

CIHYMAKC

cnpeit HasaslbHWIA,
no3soBaHuii 0,05%;
no 10 r y donakoHi 3
po3nunoBayem; no
1 conakoHy y nauuii

TOB
"BAJTAPTIH
DAPMA"

YkpaiHa

TOB
"Mikpochapm"

Ykpaina

BHECEHHS 3MiH 40 peecTpavliinHMx MmaTepiasis: 3MiHN
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3acib.
Onuc Ta cknag, (iHwi 3MiHM) BHOCUTLCS NepepaxyHokK
[L,0MOMDKHOT PeYOBUHM BEH3a/TKOHIK0 Xopuay Ha
100 % peyoBUHY, 3 Bi4NOBIAHMU 3MiHAMU B PO3[iN
«Cknag» MKA N13

6e3
peyenma

UA/17382/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
370. | CKAIPI3I PO3YMH NS iH'eKLi E66BI LLiseiiuapi E66BI cuwA/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/17970/01/02
no 150 mr/1 mn; 1 Biochapmacbto A Biopicepu HimeuunHa | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
nonepegHL0 Tikan3 MM6X CeHrep IHK, BignosigHocTi/l E-cepTudikar BignosigHoCTI M
HanoBHEHU CWA €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
CKSAHWIA LINpULL, (TecTyBaHHs); HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
BMOHTOBaHUIA y E66Bi abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
aBTOIHXeKTOop; Mo BioTekHonoaxi €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
ofHoMy nTA, CWA marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
aBTOIHXeKTOpY Y (BMpPOGHMLTBO BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
KapTOHHI KopooLyi niKapcbKoro LonomikHoT peyosuHu (ME-cepTudpikat
3acoby, BiANOBIAHOCTI E€Bponeiichbkili hapmakonei ans
TecTyBaHHs, Adl/BnxigHoro matepiany/peareHTy/MPOMIXHOI0
nepBuHHE npoaykTy abo foNOMIKHOI peqoBuHK) - HoBuii
nakyBaHHs); cepTudoikat gns BUXigHOro
E66BI matepiany/peareHTy/npomMikHOro nNpoaykTy abo
Loiunenn [LOMOMDKHOT peYOBUHM Bif, HOBOTO a60 BXe
v6X i Ko. KT, 3aTBEpXEHOro BUpobHyKa; Hosuii cepTudikar
HimeyunHa BignosigHocTi EP, a came R1-CEP-2000-175-Rev-02
(BTOpPUHHE 01151 KOMNOHEHTY "Buyaunii nenToH" , SKnit
nakyBaHHs, BMKOPWCTOBYETLCA B MpoLeci hepmeHTauii
TecTyBaHHs, reHeTULMHY. 3MiHu | Tuny - 3MiHK 3 AKOCTI.

BUNyCK cepil);
Yapnb3 Pisep
Na6opaTopi3
[bxepmaHi
m6X,
HimeuunHa
(TecTyBaHHs)

CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
AonomixHoi pevosuHu (FE-cepTudikat
BiANOBIgHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiKHOro
npoAaykTy abo [ONOMiXHOI peqyoBuHK) - HoBuii
cepTuduikat gns BUXigHOro
marepiany/peareHTy/npomikHOro nNpoaykTy abo
[0MNOMIXHOT peYOBMHM Bif HOBOTO abo BXxe
3aTBEPAKEHOr0 BUPO6HUKa - HoBuii cepTudikat
BignosigHocTi EP, a came R1-CEP-2001-174-Rev-05
01151 KOMMOHEHTY "EKCTpaKT SN0BUYNHK", AKNi
BUKOPVCTOBYETLCA B NPOLECi OPOAiIHHA TeHeTULIMHY.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
371. | CKIHOPEH® ren 15%,no5r NEO dapma [aHis NEO dapma ITania BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/1074/01/01
a6o no 30 ry Ty6i; AIC MaHydakTypiH | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peuyenma
no 1 1y6i B r Itani CPN thapmakoHarnsgy. BeegeHHs abo 3miHu o

KapTOHHIN nauui

y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

Litova pepakuis: Berit Nautrup Andersen.
MponoHoBaHa pepgakuis: Kipa Xammepuoi / Kira
Hammershoi. 3MiHa KOHTAKTHUX JaHWNX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
dhapmakoHarnsag.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
372. | CONNAAEIH TabneTku, BKPUTI FCK LLiseiiuapi damap ITania ITania BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/9438/01/01
MIFPACTON NNiBKOBOIO KoHcbomep A C.n.A. | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
060/10HKOI0; No 10 Xenckep thapmakoHarnsgy. BeegeHHs abo 3miHu o
Tabnetok y 6nictepi; CAPN y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy

no 1 a6o 2 6nictepu
y KOopo6uj

(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

Litova pepakuis: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pegakuis: John Poustie. 3miHa
KOHTaKTHUX JaHWNX YOBHOBaXXEHOT 0COOM 3asBHMKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MmiHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg B Ykpaii.

[Oitova pepakuin: JlanunHcbka IHHa IropiBHa /
Lapchynska Inna Igorivna. MNponoHoBaHa peakuis:
Kunpunisa Nanuna MeopriisHa / Kyryliva Galyna
Georgiivna. 3mMiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
0Cco6U 3as1BHKKA, BignoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemu
hapmMakoHarniagy Ta moro Homepa. 3MiHa micus
3/1iiCHEHHS1 OCHOBHOI AiiNIbHOCTI 3 dhapMakoHarnsay
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
373. | COMABEPT niocpinizat ana Mdpaiizep Eitu. CLWA Bupo6bHnuTBO, Ipnangis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/17108/01/01
PO3UUHY NS iH'EKLA Ci. M. KOHTPO/1b 3MiHuW Il Tvny - 3miHn Wwoo 6e3nekn/edeKTUBHOCTI peyenmo nionsi2ae
no 10 wr; 10 KopnopeiiLuH AKOCTi Ta Ta chapmakoHarnsagy. 3mMiHu y KopoTkili M
hnakoHIB 3 BMNYyCK cepil XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
nioghinizatom y BOAN ANA MapKyBaHHS Ta IHCTPYKUiT 4719 MeANYHOro
NPOMIXKHIi iH eKUi y 3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM JaHUMM 3 SKOCTI,
KapTOHHI kopobuyj; nonepegHsL0 LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3
3 MPOMIXHI KAPTOHHI HanoBHEHUX thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUiT Ans
KOPOOGKM B KOMMEKTI Lnpuuax, MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby Ao
3 30 nonepegHbLO ofiHo4yacHe po3ainy "3acTtocyBaHHs y nepiof BariTHOCTi abo
HanoBHEHUMMU nakyBaHHA Ta rogyBaHHs rpyaa0” BignosigHO 40 maTepianis
wnpvyamm 3 MapKyBaHHs1 peecTpauiiHoro Aocbe. BBeEHHSA 3MiH NPOTArom 6-
PO34MHHMKOM (BOAA BOAM ONA TN MICALIB NiCNA 3aTBEPAXKEHHS.
Ans iH'ekuii) no 1 iH eKUii Ta
mn Ta 30 nikapcbkoro
6e3neyHrMmn 3acoby;
rosikaMu B KapTOHHIi BVMPOGHMLTBO

Kopoo6Li

nikapcbkoro
3acoby in bulk
Ta nepBuHHe
nakyBaHHS;
BMNYyCK cepil
nikapcbkoro
3acoby;
KOHTPO/b
AKOCTI
nikapcbkoro
3acoby, 3a
BUK/TIOYEHHAM
Tecty
"BioaHanis":
Mdpaiizep
MeHtodhekuyp
nHr benbris
HB, Benbris;
KoHTposb
AKOCTI
nikapcbkoro
3acoby:
Mdpaiizep
IpneHg
dapmaceyTuk
anc, lpnangis
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
374. | COMABEPT niocpinizat ana Mdpaiizep Eitu. CLWA Bupo6bHnuTBO, Ipnangis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/17108/01/02
PO3UUHY NS iH'EKLA Ci. M. KOHTPO/1b 3MiHuW Il Tvny - 3miHn Wwoo 6e3nekn/edeKTUBHOCTI peyenmo nionsi2ae
no 15 wr; 10 KopnopeiiLuH AKOCTi Ta Ta chapmakoHarnsagy. 3mMiHu y KopoTkili M
hnakoHIB 3 BMNYyCK cepil XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
nioghinizatom y BOAN ANA MapKyBaHHS Ta IHCTPYKUiT 4719 MeANYHOro
NPOMIXKHIi iH eKUi y 3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM JaHUMM 3 SKOCTI,
KapTOHHI kopobuyj; nonepegHsL0 LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3
3 MPOMIXHI KAPTOHHI HanoBHEHUX thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUiT Ans
KOPOOGKM B KOMMEKTI Lnpuuax, MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby Ao
3 30 nonepegHbLO ofiHo4yacHe po3ainy "3acTtocyBaHHs y nepiof BariTHOCTi abo
HanoBHEHUMMU nakyBaHHA Ta rogyBaHHs rpyaa0” BignosigHO 40 maTepianis
wnpvyamm 3 MapKyBaHHs1 peecTpauiiHoro Aocbe. BBeEHHSA 3MiH NPOTArom 6-
PO34MHHMKOM (BOAA BOAM ONA TN MICALIB NiCNA 3aTBEPAXKEHHS.
Ans iH'ekuii) no 1 iH eKUii Ta
mn Ta 30 nikapcbkoro
6e3neyHrMmn 3acoby;
rosikaMu B KapTOHHIi BVMPOGHMLTBO

Kopoo6Li

nikapcbkoro
3acoby in bulk
Ta nepBuHHe
nakyBaHHS;
BMNYyCK cepil
nikapcbkoro
3acoby;
KOHTPO/b
AKOCTI
nikapcbkoro
3acoby, 3a
BUK/TIOYEHHAM
Tecty
"BioaHanis":
Mdpaiizep
MeHtodhekuyp
nHr benbris
HB, Benbris;
KoHTposb
AKOCTI
nikapcbkoro
3acoby:
Mdpaiizep
IpneHg
dapmaceyTuk
anc, lpnangis
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
375. | COMABEPT niocpinizat ana Mdpaiizep Eitu. CLWA Bupo6bHnuTBO, Ipnangis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/17108/01/03
PO3UUHY NS iH'EKLA Ci. M. KOHTPO/1b 3MiHuW Il Tvny - 3miHn Wwoo 6e3nekn/edeKTUBHOCTI peyenmo nionsi2ae
no 20 wr; 10 KopnopeiiLuH AKOCTi Ta Ta chapmakoHarnsagy. 3mMiHu y KopoTkili M
hnakoHIB 3 BMNYyCK cepil XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
nioghinizatom y BOAN ANA MapKyBaHHS Ta IHCTPYKUiT 4719 MeANYHOro
NPOMIXKHIi iH eKUi y 3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM JaHUMM 3 SKOCTI,
KapTOHHI kopobuyj; nonepegHsL0 LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3
3 MPOMIXHI KAPTOHHI HanoBHEHUX thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUiT Ans
KOPOOGKM B KOMMEKTI Lnpuuax, MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby Ao
3 30 nonepegHbLO ofiHo4yacHe po3ainy "3acTtocyBaHHs y nepiof BariTHOCTi abo
HanoBHEHUMMU nakyBaHHA Ta rogyBaHHs rpyaa0” BignosigHO 40 maTepianis
wnpvyamm 3 MapKyBaHHs1 peecTpauiiHoro Aocbe. BBeEHHSA 3MiH NPOTArom 6-
PO34MHHMKOM (BOAA BOAM ONA TN MICALIB NiCNA 3aTBEPAXKEHHS.
Ans iH'ekuii) no 1 iH eKUii Ta
mn Ta 30 nikapcbkoro
6e3neyHrMmn 3acoby;
rosikaMu B KapTOHHIi BVMPOGHMLTBO

Kopoo6Li

nikapcbkoro
3acoby in bulk
Ta nepBuHHe
nakyBaHHS;
BMNYyCK cepil
nikapcbkoro
3acoby;
KOHTPO/b
AKOCTI
nikapcbkoro
3acoby, 3a
BUK/TIOYEHHAM
Tecty
"BioaHanis":
Mdpaiizep
MeHtodhekuyp
nHr benbris
HB, Benbris;
KoHTposb
AKOCTI
nikapcbkoro
3acoby:
Mdpaiizep
IpneHg
dapmaceyTuk
anc, lpnangis
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
376. | COMABEPT niocpinizat ana Mdpaiizep Eitu. CLWA Bupo6bHnuTBO, Ipnangis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/17108/01/04
PO3UUHY NS iH'EKLA Ci. M. KOHTPO/1b 3MiHuW Il Tvny - 3miHn Wwoo 6e3nekn/edeKTUBHOCTI peyenmo nionsi2ae
no 30 wmr; 10 KopnopeiiLuH AKOCTi Ta Ta chapmakoHarnsagy. 3mMiHu y KopoTkili M
hnakoHIB 3 BMNYyCK cepil XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
nioghinizatom y BOAN ANA MapKyBaHHS Ta IHCTPYKUiT 4719 MeANYHOro
NPOMIXKHIi iH eKUi y 3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM JaHUMM 3 SKOCTI,
KapTOHHI kopobuyj; nonepegHsL0 LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3
3 MPOMIXHI KAPTOHHI HanoBHEHUX thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUiT Ans
KOPOOGKM B KOMMEKTI Lnpuuax, MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby Ao
3 30 nonepegHbLO ofiHo4yacHe po3ainy "3acTtocyBaHHs y nepiof BariTHOCTi abo
HanoBHEHUMMU nakyBaHHA Ta rogyBaHHs rpyaa0” BignosigHO 40 maTepianis
wnpvyamm 3 MapKyBaHHs1 peecTpauiiHoro Aocbe. BBeEHHSA 3MiH NPOTArom 6-
PO34MHHMKOM (BOAA BOAM ONA TN MICALIB NiCNA 3aTBEPAXKEHHS.
Ans iH'ekuii) no 1 iH eKUii Ta
mn Ta 30 nikapcbkoro
6e3neyHrMmn 3acoby;
rosikaMu B KapTOHHIi BVMPOGHMLTBO

Kopoo6Li

nikapcbkoro
3acoby in bulk
Ta nepBuHHe
nakyBaHHS;
BMNYyCK cepil
nikapcbkoro
3acoby;
KOHTPO/b
AKOCTI
nikapcbkoro
3acoby, 3a
BUK/TIOYEHHAM
Tecty
"BioaHanis":
Mdpaiizep
MeHtodhekuyp
nHr benbris
HB, Benbris;
KoHTposb
AKOCTI
nikapcbkoro
3acoby:
Mdpaiizep
IpneHg
dapmaceyTuk
anc, lpnangis
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
377. | COPBIDEP TabneTku, BKPUTI 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/0498/01/01
AYPYNEC 060/10HKOIO, 3 dapmaueBTNy PapmaneBTuy | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmo
MoAunhikoBaHUM HWIA 3aBOf, HWIA 3aBOA, BignosigHocTi/l E-cepTudikar BignosigHoCTI M
BUBI/IbHEHHAM, 320 ErC EriC €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
mr/60 mr no 30 a6o HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
50 TabneTtok y abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
CKNSTHOMY (p1aKoHi; €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
no 1 conakoHy B marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
KapTOHHI ynakoBLi BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif, y)xe 3aTBepIXeHOro BUPOOHUKa -
nofaHHs oHossieHoro CepTudikaty BignosigHOCTI
€poneiicbkin hapmakonei Ne R1-CEP 2004-019-
Rev 05 (3atBepmkeHo: Ne R1-CEP 2004-019-Rev
04) ans Aitoyoi pevoBUHM ackopbiHOBOT KMCNOTH Bif,
BXe 3aTBepakeHoro BnpobHuka CSPC WEISHENG
PHARMACEUTICAL (SHIJIAZHUANG) CO., LTD.,
KuTali, Ta, ik Hacnigok, 3MiHM B MeToAuL
BMNPOGYBaHHSA 3a nokasHukom «Residual solvens»
(GC), Ed 2.2.28, a came JOMNOBHEHHS HOBUMM
yMOBaMU pexuvmy noginy noToky rasoBof
xpomatorpadii y gogatky CEP. Ta, sk Hacnigok,
BMPOGHWK 13 po3pobuB in-house meToanky
(H0002-014).
378. | CYHITUHIB Kancynu Teepgi no 3eHTiBa,K.C. Yecbka BMPOGHMUTBO | Kinp/ManbTa | BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3MiHU 3a He UA/18466/01/02
3EHTIBA 25 ™r, no 7 kancyny Pecny6nik "in bulk”, | TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkunii 3acib. peyenmo niossieae
6nictepi; no 4 a nepBuHHE Ta CurcTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3MmiHa M
6nicTepu y KPTOHHIl BTOPUHHE PO3Mipy ynakoBKM roTOBOrO NiKapCbKOro 3acoby
nauuj nakyBaHHs, (3MiHa KifIbKOCTi 0AVHWLE (Hanpuknag TabneTok,
TeCcTyBaHHS, amny TOLLO) B ynakoBLi:) - 3MiHa y Ajana3oHi
BWMNYCK Cepil: 3aTBEPMAKEHNX PO3MIPiB YNakoBKWU. 3MiHW Bynu
PEME/JIKA 3anpornoHoBaHi 3 MeTOK NPUBEAEHHS PO3iny
NTA, Kinp; "YnakoBka" ansa gosysaHHa 50 mry P ta MKA 13
BMPOGHMLTBO [0 BUMOr nakyBaHHs /13 Bupo6Huka MN13. Mpu Lbomy
"in bulk”, 3arasibHa KiflbKiCTb Karncy/ B ynakoBLji 3a/IMLLAETbCA
nepBuHHE Ta 6e3 3MiH. 3MiHW BHECEHI B IHCTPYKLil0 A5
BTOPVIHHE MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
nakyBaHHs, po3ain "YnakoBka'. BBeeHHs1 3MiH NPOTAroM 6-Tu
TeCcTyBaHHS, MicALiB nicns 3aTBepAKEHHS
BWMNYCK Cepil:
dapmakea
Mpewmiym /14,

MasnbTa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
379. | CYHITUHIB Kancynu Teepgi no 3eHTiBa,K.C. Yecbka BMPOGHMUTBO | Kinp/ManbTa | BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHU 3a He UA/18466/01/03
3EHTIBA 50 mr, no 4 kancynm Pecny6nik "in bulk", | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyernmo nionsieae
y 6nicTepi, no 7 a nepBUHHE Ta CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa M
6nictepiB y BTOPVIHHE pO3Mipy yNakoBK/ roTOBOrO NikapCbKoro 3acoby
KapTOHHIN navuj nakyBaHHs, (3miHa KinlbKOCTi oanHULL (Hanpukiag TabneTok,
TecTyBaHHs, amnyn TOLLO) B yNakoBLji:) - 3miHa y giana3oHi
BUNYCK cepil: 3aTBEPAKEHNX PO3MIPIB YNakoBKW. 3MiHW 6ynn
PEME/JIKA 3anponoHOBaHi 3 METOI NPUBEAEHHS PO34iay
NTA, Kinp; "YnakoBka" gna gosysaHHa 50 mry P ta MKA 13
BUPOGHMLTBO [0 BUMOT nakyBaHHs J13 Bupo6Huka 'N13. Mpu ubomy
"in bulk", 3arasibHa KiflbKiCTb Kancyn B ynakoBLi 3a/IMLAETbLCA
nepBuHHE Ta 6e3 3MiH. 3MiHM BHECEHI B IHCTPYKL|il0 ANs
BTOPUHHE MeZIM4YHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby y
nakyBaHHs, po3gin "Ynakoska'. BBefeHHs 3MiH NpoTsrom 6-Tu
TecTyBaHHs, MiCALIB MiCNsA 3aTBEPKEHHS
BUNYCK cepil:
Papmakea
Mpemiym /174,
MasibTa
380. | CYHITUHIB Kancynu Teepgi no 3eHTiBa,K.C. Yecbka BMPOGHMUTBO | Kinp/ManbTa | BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3MiHU 3a He UA/18466/01/01
3EHTIBA 12,5 wmr, no 7 kancyn Pecny6nik "in bulk”, | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmo niossieae
y 6nictepi; no 4 a nepBuHHE Ta CurcTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa M
6nicTepu y KPTOHHIl BTOPUHHE PO3Mipy ynakoBKM roTOBOrO NiKapCbKOro 3acoby
nauuj nakyBaHHs, (3MiHa KifIbKOCTi 0AVHWLE (Hanpuknag TabneTok,
TeCcTyBaHHS, amny TOLLO) B ynakoBLi:) - 3miHa y AjanasoHi
BWMNYCK Cepil: 3aTBEPMAKEHNX PO3MIPiB YNakoBKWN. 3MiHW Bynu
PEME/JIKA 3anpornoHoBaHi 3 MeTOK NPUBEAEHHS PO3iny
NTA, Kinp; "YnakoBka" ansa gosysaHHa 50 mry PN ta MKA 13
BMPOGHMLTBO [0 BUMOT nakyBaHHs /13 Bupo6Huka MN13. Mpu Lbomy
"in bulk”, 3arasibHa KiflbKiCTb Karncy/ B ynakoBLji 3a/IMLLAETbCA
nepBuHHE Ta 6e3 3MiH. 3MiHW BHECEHI B IHCTPYKLi0 A5
BTOPVIHHE MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y
nakyBaHHs, po3ain "YnakoBka'. BBeeHHs1 3MiH NPOTAroM 6-Tu
TeCcTyBaHHS, MicAILiB nicns 3aTBepAKEHHS
BWMNYCK Cepil:
dapmakea
Mpewmiym /14,

ManbTa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
381. | CYNPACTVH PO3YMH NS iH'EKLNA, 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/0322/01/01
® 20 mr/mn, no 1 mn B dapmaueBTNy PapmaneBTuy | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo
amnyni; no 5 amnyn HWi1 3aBOf, HWA 3aBOS, 3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo M
Y KapTOHHI kopobLi ErC EriC CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA OiNbHULI, Ha 5K 34iiCHI0ETBCSA
KOHTPONb/BUNPOBYBaHHS cepii)
3MiHN BHOCATLCSA Y 3B'A3KY i3 AOAABAHHAM
anbTepHaTUBHOI AiNbHULI AN 34iACHEHHS
MiKpPOGIO/I0r4YHOro KOHTPOSIKO [10 BXE
3aTBEPLKEHOr0 BUPOOHMKa BiAMNOBIAA/IbHOIO 3a
KOHTpOb AKOCTI. 3aTBepaxeHo: Site of batch control
(except microbiology testing): Egis Pharmaceuticals
PLC 1165, Budapest, Bokenyfoldi ut. 118-120,
Hungary 3anponoHoBaHo: Site of batch control
(including microbiology testing): Egis
Pharmaceuticals PLC 1165, Budapest, Bokenyfoldi
ut. 118-120, Hungary
382. | TAHI3 Tabnetku KPKA, a.4., CnoseHis nepBuHHE Ta CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 3a He UA/17109/01/01
EPAC® NPOJIOHroBaHoI Aji HoBo mecTo BTOPVHHE Icnanis/ | Tuny - AAMiHICTpaTVBHI 3MiHU. BunyyeHHs peyenmo nionsizae
no 0,4 mr no 10 nakyBaHHs, Yecbka BVMPOGHMYOI AinbHUL (BKIHOYAKUMN AiNbHALI ANS M
Tabnetok y 6nictepi; KOHTpOsb cepii | Pecny6nika/ A®I, NpoMiXHOro NpoAykTy abo rotoBoro
no 3 a6o 9 6nictepis (XimMiuHi/chiznu HimeuunHa nNikapcbKoro 3acoby, AiNbHNLi 4118 NPoBeeHHS

B KapTOHHIil kopobu

Hi Ta
Mikpob6ionoriyH
i
BMNPOGYBaHHSA
) Ta Bunyck
cepii:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHisi;
BMPOGHMLTBO
"in bulk”,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b cepii
(XimiuHi/cpi3ny
Hi Ta
MiKpO6ionoriuH
i
BMNPO6YBaHHA
).

CiHTOH IcnaHis

nakyBaHHs1, BUPOGHMKa, BifNOBIAaIbHOMO 3a BUMYCK
cepiid, Micue NPoBeLEHHSI KOHTPOJTHO cepil) abo
nocTavasibHuMKa BUXigHOro martepiasny, peareHty abo
[ONOMDKHOT PevyOBMHN (SIKLLLO 3a3HAYEHO Y [0CHE)
AZMiHICTpaTVBHA 3MiHa BUTYYEHHS] BUPOOHNYMX
ainsaHok MN3: PotteHgopd ®apma M6X (Am
dneireHganb 3, 59320 EHHirepnox, HimeyunHa), wo
BiNOBIAAE 3a NepBNHHE Ta BTOPUHHE MakKyBaHHS.
3a/MWaloTbCs aNbTEPHATMBHI BUPOOHMKN, LLO
BUKOHYIOTbCA Taki X qyHKUji: Synthon Hispania S.L.,
Spain; TAD Pharma GmbH, Germany; Krka, d.d.,
Slovenia. A Takox BuUny4eHHsi BupobHuka CiHToH BB
(MikpoBer 22, 6545 CM HiiimereH, HigepnaHnaw), wo
BiANOBIAaE 3a KOHTPO/b cepii (XiMiYHI/di3nYHI
BMNPOGYBaHHS). 3aNNWaoTbCa aflbTePHATUBHI
BMPOGHUKM, L0 BUKOHYKOTLCS TaKy X qoyHKUito: TAD
Pharma GmbH, Germany; Krka, d.d., Novo mesto,
Slovenia; Rottendorf Pharma GmbH, Germany
(Ostenfelder Strasse 51-61, 59320 Ennigerloh);
Quinta-Analytica s.r.0., Czech Republic. 3miHu |
TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BuK
NiKapcbKoro 3acoby - 3MiHM BHECEHI 00 Ha3BK
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
C.J1., IcnaHis; nikapcbKoro 3acoby. 3atBepapkeHo: TaHi3 Epac

KOHTPO/b cepii
(XimiuHi/chizny
Hi
BMNPOGYBaHHSA
):

KPKA, g.4.,
Hoso mecTo,
CnoseHis;
KOHTPO/Ib cepil
(XimMiuHi/chiznu
Hi
BMNPO6YBaHHsA
)
KBiHTa-
AHaniTika
C.p.o, Yecbka
Pecny6nika;
KOHTPO/Ib cepil
(mikpob6ionoriy
Hi
BMNPO6YBaHHA

Na6op /IC CE
& Ko. KT,
HimeuumnHa;
KOHTpO/b cepii
(mikpo6ionoriy
Hi
BMNPOGYBaHHSA

):
ITECT nntoc
C.p.0., Yecbka
Pecnyb6nika;
BMPOGHMLTBO
"in bulk",
KOHTPO/Ib cepil
(XimMiuHi/chiznu
Hi
BMNPO6YBaHHsA
):
PotTengopd
dapma N'vbX,
HimeuumnHa;
nepBUHHE Ta

(Tanyz Eras®) 3anponoHoBaHo: TaHi3 Epac®
(Tanyz Eras®) BBegeHHs 3MiH MPOTAroM 6-Tu
MicALiB nicna 3aTBepmKeHHs 3MiHKM | Tuny - 3MiHK
LoAo 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy
(iHwi 3minHK) (B. (x) 1A)

OHOB/EHHSI TEKCTY MapKyBaHHS yNakoBK/
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmalii Wwoao
3a3HayYeHHs OAVHMLL BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
BTOPUHHE
nakyBaHHs,
BWMNYCK Cepil:
TAL ®apma
m6X,
HimeyumnHa;
KOHTPO/Ib cepil
(XimMiuHi/chiznu
Hi
BMNPO6YBaHHsA
):
TAL ®apma
vmoéX,
HimeyunHa
383. | TAHTYM po3uuH BariHanbHuii | AsieHge Kimike ITanis AsieHge Kimike ITanis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/4012/02/01
PO3A® 0,1 % no 140 mny PiyHiTe PiyHiTe | TMNy - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peuyenma
donakoHi, AHXeniHi AHXeniHi thapmakoHarnsgy (iHwi 3MiHn) OHOBIEHHS TEKCTY
ocHalleHoOMy dpaHyecko ®paHyecko MapKyBaHHSA NepPBUHHOI YNaKOBKY JliKapCbKOro
KaHonero 3 AKP.AD. AK.P.A®. 3acoby, 30kpema fonoBHeHHA n.6 IHLWE
KpuLLIeYKo Ans C.n.A. C.n.A. iHhopmaLieto NPo HasBHICTb LUTPUX-KOAY

3aKpuTTA; No 5
hnakoHiB y
KapPTOHHI KopooUi

nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-Tu
MicALiB nicns 3aTBepAKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
384. | TEBAHTUH® | kancynu no 300 mr, BAT "T'epeoH YropwmHa BAT "T'efieoH YropwumHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/3421/01/02
no 10 kancyny PixTep" PixTep" | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
6nicTepi, no 5 abo hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuu,j M

10 6nicTtepiB y
KapTOHHI ynakosLi

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|i 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedyepeHTHUIA npenapart (3mMiHa He noTpebye
Ha/laHHS XXOAHMX HOBMX AOAATKOBUX JaHWX) - 3MiHM
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"B3aemogijs 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiin", "OcobnmnsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta Ao3n"
(yTouHeHHs iHchopmawii), "Mob6iyHi peakui™
BigNoBIAHO A0 iHdopMaLil Loa0 MeLNYHOro
3acTOCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(Neurontin 300 mg hard capsule). BBefieHHS1 3MiH
NPOTArom 6-Tv MiCAILiB Micns 3aTBepPKEHHS; 3MiHK |
TMny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynHux gocnimpkens (PIP) (iHwi
3MiHM) - 3MiHM BHECEHO [0 iHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ginu: "OcobnBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y Nepios BariTHOCTi ab0 roflyBaHHs
rpyaar”, "rMob6ivHi peakuii” BiaNoBiAHO 4O OHOBNEHOI
iHchopmawii 3 6e3neku giroyoi peyoBuHU. BBeaeHHA
3MiH MPOTAroM 6-TW MiCALiB NicNs 3aTBEPKEHHS;
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHeCeHo
[0 IHCTPYKUIT 415 MEeJNYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain "MobivHi peakuii” wono
B&X/IMBOCTI 3BiTYBaHHS NPO NOGIUHI peakw;i.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB nmicns
3aTBEPAKEHHS
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
385. | TEMOMELAK | kancynu no 5 mr, no Mepak HimeuunH Mepak HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13562/01/01

5 abo 20 kancyny lesenbwadt a lesenbladt | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo

donakoHi, no 1 chrop KniHiwe dotop KniHiwe KOHTposb roToBOro fikapcbkoro 3acoby (iHLwi 3MiHM) M

ch/1akoHy B naui LWneuiansnpe LWneuiansnpe - OHOBJIEHHS BXE 3aTBEPAKEHNX METOZAIB KOHTPO/O

napate M6X napare mM6X, SAKOCTI NikapcbKoro 3acoby, a came BUKNa[eHHS
Himeuunna TEKCTY [lep>XaBHOI MOBOIO 3riHO CYy4YaCHNX BUMOT.

(BUPOBHVIK, L0
Bignosigae 3a
BTOPWHHY
yNakoBKy,
KOHTPO/b/BUN
po6yBaHHs
cepii, [o3BiN
Ha BMNYyCK
cepii);
Hepdapma
C.p.1., ITanis
(BpPOGHMLTBO
Hepo3gacoBa
HOT NpoAyKu;i,
nepBuHHA
ynakoBka,
KOHTPO/b/BUN
po6yBaHHs
cepii); Xaynt
Papma
Amaper 'm6X,
HimeuyunHa
(BPO6GHMLTBO
Hepo3sdacoBa
HOI NpoayKuil,
nepBUHHA
ynakoBka,
KOHTPO/b/BUN
pobyBaHHs
cepii)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
386. | TEMOMELAK | kancynu no 20 wmr, Mepak HimeuunH Mepak HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13562/01/02

no 5 a6o 20 kancyn lesenbwadt a lesenbladt | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo

y donakoHi, no 1 chrop KniHiwe dotop KniHiwe KOHTposb roToBOro fikapcbkoro 3acoby (iHLwi 3MiHM) M

ch/1akoHy B naui LWneuiansnpe LWneuiansnpe - OHOBJIEHHS BXE 3aTBEPAKEHNX METOZAIB KOHTPO/O

napate M6X napare mM6X, SAKOCTI NikapcbKoro 3acoby, a came BUKNa[eHHS
Himeuunna TEKCTY [lep>XaBHOI MOBOIO 3riHO CYy4YaCHNX BUMOT.

(BUPOBHVIK, L0
Bignosigae 3a
BTOPWHHY
yNakoBKy,
KOHTPO/b/BUN
po6yBaHHs
cepii, [o3BiN
Ha BMNYyCK
cepii);
Hepdapma
C.p.1., ITanis
(BpPOGHMLTBO
Hepo3gacoBa
HOT NpoAyKu;i,
nepBuHHA
ynakoBka,
KOHTPO/b/BUN
po6yBaHHs
cepii); Xaynt
Papma
Amaper 'm6X,
HimeuyunHa
(BPO6GHMLTBO
Hepo3sdacoBa
HOI NpoayKuil,
nepBUHHA
ynakoBka,
KOHTPO/b/BUN
pobyBaHHs
cepii)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
387. | TEMOMELAK | kancynu no 100 mr, Mepak HimeuunH Mepak ITansa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13562/01/03

no 5 a6o 20 kancyn lesenbwadt a lesenbladt HimeuunHa | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo

y donakoHi, no 1 chrop KniHiwe dotop KniHiwe KOHTposb roToBOro fikapcbkoro 3acoby (iHLwi 3MiHM) M

ch/1akoHy B naui LWneuiansnpe LWneuiansnpe - OHOBJIEHHS BXE 3aTBEPAKEHNX METOZAIB KOHTPO/O

napate M6X napare mM6X, SAKOCTI NikapcbKoro 3acoby, a came BUKNa[eHHS
Himeuunna TEKCTY [lep>XaBHOI MOBOIO 3riHO CYy4YaCHNX BUMOT.

(BUPOBHVIK, L0
Bignosigae 3a
BTOPWHHY
yNakoBKy,
KOHTPO/b/BUN
po6yBaHHs
cepii, [o3BiN
Ha BMNYyCK
cepii);
Hepdapma
C.p.1., ITanis
(BpPOGHMLTBO
Hepo3gacoBa
HOT NpoAyKu;i,
nepBuHHA
ynakoBka,
KOHTPO/b/BUN
po6yBaHHs
cepii); Xaynt
Papma
Amaper 'm6X,
HimeuyunHa
(BPO6GHMLTBO
Hepo3sdacoBa
HOI NpoayKuil,
nepBUHHA
ynakoBka,
KOHTPO/b/BUN
pobyBaHHs
cepii)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
388. | TEMOMELAK | kancynu no 140 wmr, Mepak HimeuunH Mepak HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13562/01/04

no 5 kancyny lesenbwadt a lesenbladt | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo

donakoHi; no 1 chrop KniHiwe dotop KniHiwe KOHTposb roToBOro fikapcbkoro 3acoby (iHLwi 3MiHM) M

ch/1akoHy B naui LWneuiansnpe LWneuiansnpe - OHOBJIEHHS BXE 3aTBEPAKEHNX METOZAIB KOHTPO/O

napate M6X napare mM6X, SAKOCTI NikapcbKoro 3acoby, a came BUKNa[eHHS
Himeuunna TEKCTY [lep>XaBHOI MOBOIO 3riHO CYy4YaCHNX BUMOT.

(BUPOBHVIK, L0
Bignosigae 3a
BTOPWHHY
yNakoBKy,
KOHTPO/b/BUN
po6yBaHHs
cepii, [o3BiN
Ha BMNYyCK
cepii);
Hepdapma
C.p.1., ITanis
(BpPOGHMLTBO
Hepo3gacoBa
HOT NpoAyKu;i,
nepBuHHA
ynakoBka,
KOHTPO/b/BUN
po6yBaHHs
cepii); Xaynt
Papma
Amaper 'm6X,
HimeuyunHa
(BPO6GHMLTBO
Hepo3sdacoBa
HOI NpoayKuil,
nepBUHHA
ynakoBka,
KOHTPO/b/BUN
pobyBaHHs
cepii)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
389. | TEMOMELAK | kancynu no 180 mr, Mepak HimeuunH Mepak HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13562/01/05

no 5 kancyny lesenbwadt a lesenbladt | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo

donakoHi; no 1 chrop KniHiwe dotop KniHiwe KOHTposb roToBOro fikapcbkoro 3acoby (iHLwi 3MiHM) M

ch/1akoHy B naui LWneuiansnpe LWneuiansnpe - OHOBJIEHHS BXE 3aTBEPAKEHNX METOZAIB KOHTPO/O

napate M6X napare mM6X, SAKOCTI NikapcbKoro 3acoby, a came BUKNa[eHHS
Himeuunna TEKCTY [lep>XaBHOI MOBOIO 3riHO CYy4YaCHNX BUMOT.

(BUPOBHVIK, L0
Bignosigae 3a
BTOPWHHY
yNakoBKy,
KOHTPO/b/BUN
po6yBaHHs
cepii, [o3BiN
Ha BMNYyCK
cepii);
Hepdapma
C.p.1., ITanis
(BpPOGHMLTBO
Hepo3gacoBa
HOT NpoAyKu;i,
nepBuHHA
ynakoBka,
KOHTPO/b/BUN
po6yBaHHs
cepii); Xaynt
Papma
Amaper 'm6X,
HimeuyunHa
(BPO6GHMLTBO
Hepo3sdacoBa
HOI NpoayKuil,
nepBUHHA
ynakoBka,
KOHTPO/b/BUN
pobyBaHHs
cepii)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
390. | TEMOMELAK | kancynu no 250 mr, Mepak HimeuunH Mepak HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13562/01/06

no 5 kancyny lesenbwadt a lesenbladt | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo

donakoHi; no 1 chrop KniHiwe dotop KniHiwe KOHTposb roToBOro fikapcbkoro 3acoby (iHLwi 3MiHM) M

ch/1akoHy B naui LWneuiansnpe LWneuiansnpe - OHOBJIEHHS BXE 3aTBEPAKEHNX METOZAIB KOHTPO/O

napate M6X napare mM6X, SAKOCTI NikapcbKoro 3acoby, a came BUKNa[eHHS
Himeuunna TEKCTY [lep>XaBHOI MOBOIO 3riHO CYy4YaCHNX BUMOT.

(BUPOBHVIK, L0
Bignosigae 3a
BTOPWHHY
yNakoBKy,
KOHTPO/b/BUN
po6yBaHHs
cepii, [o3BiN
Ha BMNYyCK
cepii);
Hepdapma
C.p.1., ITanis
(BpPOGHMLTBO
Hepo3gacoBa
HOT NpoAyKu;i,
nepBuHHA
ynakoBka,
KOHTPO/b/BUN
po6yBaHHs
cepii); Xaynt
Papma
Amaper 'm6X,
HimeuyunHa
(BPO6GHMLTBO
Hepo3sdacoBa
HOI NpoayKuil,
nepBUHHA
ynakoBka,
KOHTPO/b/BUN
pobyBaHHs
cepii)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
391. | TEHOTEH Tabnetku; no 20 TOB "Martepia YkpaiHa 3AT NutBa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/4206/01/01
TabneTok y 6nictepi; Meguka- CaHTOoHika | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
no 1 a6o 2 6nictepu YkpaiHa" thapmakoHarnsgy. BeegeHHs abo 3miHu o

Y KapTOHHI kopobLi

y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
MicLe3HaxXoKeHHS MacTep-haina cnuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHarisay
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
392. | TETPAKCUM cycneHsia ons CaHodpi dpaHuis NOBHUIA LMK PpaHuis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13069/01/01
®ITETRAXIM iH'exuiii no 1 MacTep BMPOGHMLTBA, YropLmHa | Tvny - 3miHK 3 AkocTi. API. KoHTponb AdI. 3miHa 'y peyenmo
BAKLUVHA nonepegHL0 KOHTpPO/Tb napameTpax cneuudikauii Ta/abo JOMYyCTUMUX MEX, M
ansa 3arnoBHeHOMy SAKOCTI, BM3HAYeHuX y cneyudikauisx Ha A®l, abo
MPO®INTAKT wnpuyy no 0,5 mn BTOPUHHE BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
KN (1 po3a) 3 nakyBaHHs, BMKOPUCTOBYIOTbCS y Npoueci BupobHuytea Ad|
DUNOTEPII, NPUKPINIeHO BUNYCK cepil: (4oNOBHEHHS cnevmdikalii HOBUM NOKA3HUKOM
NMPABLA, ronkoto (abo 2-ma CaHodpi AKOCTI Ta BifMNoBiAH/M METOLOM BUNPOOYBaHHS)
KALLUTHOKY OKpPEMUMU ronikamu), MacTep, [opasaHHA fo cneumdikalii BUXigHOT peyoBrHM
(AUENONAP | wWo mictutb PpaHuis; «HaTpil0 NnakTaT» TecTiB «Assay» Ta «Bacterial
HWIA cycnexsito ans BTOPVHHE endotoxin», a TaKoX BUAANEHHSA TecTy «Barium».
KOMMOHEHT | iH'eKwLili, B KAPTOHHIl nakyBaHHs, TepMmiH BBeZleHHS 3MiH - YepBeHb 2024 poky; 3MiHu |
)TA Kopobui 3 BUNYCK cepil: MYy - 3MiHK 3 AKOCTi. A®l. KoHTposb AdI. 3miHa y
noniomMieni MapKyBaHHAM CaHodi- MeTogax BMnpobysaHHs APl abo BuxigHoro
TY yKpaiHcbkot abo ABeHTIC Marepiany/npoMiXXHOro NPoayKTy/peareHTy, Lo
ALNCOPBOBA | aHrniiicbkoto, abo MpaiiBiT Ko. BUKOPUCTOBYETbLCA Y NpoLeci BUpobHuutea Ad®|
HA, IHLUMMK iIHO3EMHMMMN nTa., (iHWi 3miHM) 3amiHa in-house cTaHgapTHOrO 3paska
IHAKTUBOBA | moBamu; no 1 Mnardpopma AndbTepiiHoro aHTUTOKCKHY (cepis S3190), wo
HA, PIOKA nonepegHL0 NoricTukn Ta 3aCTOCOBYETLCA A1 BU3HAYEHHA TUTPY METOLOM
3arnoBHeHOMy AncTpnbyuii y hnokynsauii y npoueci BUpobHULTBA, NPU BUMYCKY Ta
wnpuuy no 0,5 mn M. Byganewr, LOCnifpKeHHI cTabinbHOCTI Ajtoyoi pevoBuHmn Purified
(1 po3a) 3 YropwumHa Diphtheria Toxoid, Ha cTaHAapTHWIA 3pa3ok Big,

NPUKPINIEHO
rosnkoto (abo 2-ma
OKPEMUMM rofikamu),
L0 MICTUTb
cycneHsito ans
iH'eKUili B KQPTOHHI
KOpoo6Li, B SKil
MICTUTbCSA
cTaHgapTHo-
€KCMopTHa ynakoBka
Ta IHCTpyKUis Ans
MeAUYHOro
3aCTOCYyBaHHSA 3
MapKyBaHHAM
yKpaiHCbKo a60o
aHrnificekoro, abo
IHLVMMY iIHO3EMHVMM
MoBamu

30BHILLHbOrO NocTavasibHuka (cepis 14AD19004).
TepMmiH BBeAEHHS 3MiH - YepBeHb 2025 poky.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
393. | TUTODPACT- TabneTku, BKPUTI AHaHTa Benuka ApTypa IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsieae UA/2730/01/01
120 NNiBKOBOIO Megikeap /114. BpuTaHis dapmacbtoTika | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
060/10HKOI0, N0 120 n3 Met. Nit4,., thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
mr; no 10 TabneTok IHAis; NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
y 6nictepi; no 1 abo ®namiHro IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
3 6nictepn y nauyi dapmacbloTuK perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
anc 1a., nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
IHais 3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHM BHECEHO A0 IHCTPYKLIi AnA
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3gainis "B3aemMogis 3 iHLLMMK NiKapCbKUMKN
3aco6amu Ta iHWi BUAn B3aemogiii”, “Mo6iyHi
peakuii" BignoBigHO A0 OHOBEHOI iHthopmau,i 3
6e3neku gjtoyoi pevoBnHN chekcotheHaanHy
rigpoxnopugy 3rigHo 3 pekomeHgauismu PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 3 MicALiB nicns
3aTBEPMAKEHHSA
394. | TUTODPACT- TabneTku, BKpUTI AHaHTa Benuvka ApTypa IHais BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu 6e3 nionsieae UA/2730/01/02
180 NNiBKOBOIO Megikeap /114. BpuTaHis dapmacbtoTika | TMNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
o60onoHkoto, no 180 n3 nert. Nitg., thapmakoHarnagy. 3MiHa y KOpoTKiili xapakTepucTuui
mr; no 10 TabneTok IHAis; nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
y 6nicTtepi; no 1 abo ®namiHro IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
3 6nictepu y nauui dapmacbloThK perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
anc 4., nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
IHais 3acToCyBaHHS NikapCcbKoro 3acoby B

nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHunx gocnimkersb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom) 3MiHWU BHECEHO A0 IHCTPYKLIi Ans
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
po3ainis "B3aemogis 3 iHLUMW NikapCbKMMU
3aco6amu Ta iHWi Buan Baemogiii”, "Mo6iyHi
peakuii" BignoBigHO A0 OHOBEHOI iHchopMmaL,i 3
6e3neku gjtoyoi pevoBnHU chekcotheHaanHy
rigpoxnopugy 3rigHo 3 pekomeHaauismu PRAC.
TepmiH BBEAEHHSA 3MiH MPOTAroM 3 MicALiB nicns
3aTBEpPMAKEHHSA
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
395. | TUSEPUUNH® | Tabnetku, BKPUTI 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/0175/01/01
NNiBKOBOIO $PapmaueBTny PapmaueBTny | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
060/10HKo10, No 25 HWIA 3aBOf, HWIA 3aBOA, BignosigHocTi/l E-cepTudikar BignosigHoCTI M
Mmr no 50 TabneTok y ErC EriC €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
dhnakoHi; no 1 HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
chnakoHy B abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
KapTOHHI ynakoBLi €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€sponevicbkin hapmakonei ana Adl
nesomenpomasuHy maneaty CEP R1-CEP 2016-
215-Rev 00 (nonepepaHs Bepcis CEP RO-CEP 2016-
215-Rev 01) Bif BXe 3aTBEPIAXEHOr0 BUPOOHMKA
Egis Pharmaceuticals PLC, Hungary
396. | TUSNH® BIO cnpeii HasaslbHUiA, MakHin AHrnia damap Xenc IcnaHis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 6e3 - UA/14228/01/01
po3unH 0,1 %, no 10 Mpopaktc Keap | TMny - 3MiHW Woao 6e3nekn/etekTUBHOCTI Ta peyenma
MY doiakoHi 3 Nimitep Cepsicus hapmakoHarnsagy (iHwi 3miHn) 3MiHU BHECEHO B
[03aTopoM Ans Magapwuga, TEKCT MapKyBaHHS MEPBUHHOI YNakoBKW NiKapCbKOro
PO3MUIEHHS, WO C.AY. 3acoby y n. 3. <HOMEP CEPIi NIKAPCbLKOIO

MiCTUTb CPIBHY
cnipasb Ta
3aXVCHUM
KoBnaykom; rno 1

h1aKoHy y
KapTOHHI ynakoBLi

3ACOBY» Ta n. 4. «IATA 3AKIHYEHHA TEPMIHY
MPNOATHOCTI».
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
397. | TUSNH® BIO cnpeii HasaslbHUIA, MakHin AHrnia damap Xernc IcnaHis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/14228/01/01
po3unH 0,1 %; no 10 Mpoaaktc Keap | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
My do1akoHi 3 Nimiten Cepsicus thapmakoHarnsgy. BeegeHHs abo 3miHu o
[03aTopoM Ans Magapwua, y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
PO3NUMEHHS, WO C.AY. (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy

MiCTUTb CPiBHY
cnipasb Ta
3aXUCHUM
KoBMnaykom; rno 1

h1aKoHy y
KapTOHHI ynakosLi

hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.
[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHeluka Wumxens / Agnieszka Szymchel.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cobun
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
398. | TUSNH® Kpanni HasasibHi, MakHin AHrnia LENb®APM PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/4817/01/01
KCW1no po3umH 0,05 %; no Mpopaktc OPJIEAH | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
10 mn y cpnakoHi; no Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu o

1 donakoHy y
KapTOHHI ynakosLi

y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.
[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHewwuka Lumxens / Agnieszka Szymchel. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAasIbHOI 3a hapmakoHarnag. 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3aMmiHn Ao
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarisgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
399. | TUSUH® Kpanni HasasibHi, MakHin AHrnia LENb®APM PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/4817/01/02
KCW1no po3umH 0,1 %; no 10 Mpopaktc OPJIEAH | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
My donakoHi; no 1 Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu o

h1aKkoHy y
KapTOHHI ynakosLi

y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.
[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHewwuka Lumxens / Agnieszka Szymchel. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAasIbHOI 3a hapmakoHarnag. 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3aMmiHn Ao
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarisgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
400. | TUBNH® cnpeii HasaslbHUIA, MakHin AHrnia LENb®APM PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/8179/01/01
KCW1no po3umH 0,05 %; no Mpopaktc OPJIEAH | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
10 mn y cpnakoHi; no Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu o

1 donakoHy y
KapTOHHI ynakosLi

y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.
[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHewwuka Lumxens / Agnieszka Szymchel. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAasIbHOI 3a hapmakoHarnag. 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3aMmiHn Ao
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarisgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi.
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

401.

TUSUH®
KCUno

po3umH 0,1 %; no 10
My donakoHi; no 1

dhrakony y
KapTOHHI ynakoBLi

MakHin
Mpopaktc
Nimiteq

AHrnia

OENb®APM
OPJIEAH

PpaHuis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

[itoua pepakuis: ArHelwka Melivep-LaHH /
Agnieszka Majcher-Dann. MNponoHoBaHa pegakuis:
ArHewwuka Lumxens / Agnieszka Szymchel. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIAasIbHOI 3a hapmakoHarnag. 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3aMmiHn Ao
y3aranibHeHVX faHux Npo cuctemy papmakoHarisgy
(BBEAEHHSA y3arasIbHEHVX AaHUX Npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarisgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itova pegakuis:
ApHayToBsa HOnis JleoHigisHa / Arnautova Yuliya
Leonidivna. MponoHoBaHa pepakuis: HaropHa
KaTtepuHa IsaHiBHa / Nahorna Kateryna Ivanivna.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBiAa/LHOI 3a hapMakoHarnsag B
YKpaiHi.

6e3
peuyenma

UA/8179/01/02

402.

TUPOIEH®
0,9 MI

NOPOLLIOK AN
NpUroTyBaHHs
po3uunHy (0,9 mr/mn)
Ons iH'ekuivi no 1,1
Mr; 2 p1akoHU 3

[hxeHzainm
tOpon B.B.

HigepnaH
an

BMPOGHMLTBO
KiHLUEeBOro
npoaykTy
(fill/finish),
KOHTPO/Tb

IpnaHgis/
CLWA

BHECEHHS 3MiH 40 peecTpavliinHMx MaTepiasis: 3MiHN
| TMNy - AOMiHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
AISNbHOCTI BUPOOHMKa (BK/THOYatoun, 3a
HeobXifHOCTI, MicLle NPOBeiIeHHs1 KOHTPO/IIO SIKOCTI),

3a
peyerimo
M

He
nionsieae

UA/9743/01/01
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BMNPO6YyBaHHA CTabisIbHOCTi 300PMY1IbOBAHOI
Hepo3dacoBaHoi akTuBHOT cybcTaHuii (FBDS) Ta
N3, 6e3 3MiHN Micus BUPOOHMLTBA; BBEAEHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHK |
TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPoBaIXeHHs AisNIbHOCTI
BMPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IIOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeAEHHS KOHTPOJIHO AKOCTI. (4isANbHICTb, 3a AKY
BiANOBIAA€E BUPOGHMK/IMNOPTEP, He BKOYaoun
BWMYCK Cepiii) - BHECEHHS 3MiHU 0 PO34iny
3.2.P.3.1. BUpo6HuK(M), a came: 3MiHa Ha3BK
BMPOGHWYOI fibHNL, BIANOBIAA/ILHOI 3a
TecTyBaHHS cTepunbHocTi 13, 6e3 3MiHK MicuA

BMPOOHMLTBA. BHECEHHA HE3HAYHUX peaaKLiiHnX
npaBoK A0 MaTepiaiB peecTpayinHoro Aocke, a
came: B HasBi ginbHuui ansa M3, Genzyme Ireland
Ltd, Ireland, abpesiaTtypa Ltd. 3amiHeHO Ha Limited.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS; 3MiHM | Tuny - AgMiHiCTpaTMBHI

3MiHW. BunyyeHHs BUPOBHUYOT AiNbHALI

(Brnrovatoun ginbHnui ana A®l, npoMiXXHOro

npoaykTy abo roToBOro fnikapcbKoro 3acooy,
LinbHUL 4NS NPOBEAEHHS NakyBaHHS, BUPOOHMKa,
BiANoBiga/IbHOro 3a BMMNYCK Cepiit, Micue
NpoBefeHHS KOHTPOSIO cepii) abo nocTavanbHMKa
BUXiAHOrO MaTepiany, peareHTy abo AO0NOMIKHOI
PEYOBUHM (SIKLLLO 3a3HAYEHO Y [0CHE) - BUTyYEHHS

BMPO6HUYOI AinbHUUi Genzyme Limited, United

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
NOPOLLKOM Y cepil, abo BrlacHuka macTep-thaiina Ha A®l, abo
KapTOHHI Kopo6Lyi nepBuHHa Ta noctavasibHuka A®l/BuxigHoro
BTOpPUHHA Marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
yrnakoBkKa, 3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (AKLLO
[03BiN Ha 3a3HayYeHo y fOCbe Ha Nikapcbkuii 3acib) 3a
BWMNYCK cepil: BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
[xeHzalim €Bponeiicbkili hapmakonei y 3aTBepakeHoOMy
IpnaHg [ocbe, ab0 BUPOOHMKA HOBOT AOMNOMIKHOT PEYOBUHM
Nimiteq, (IKLLO 3a3HAaYEHO Y JOCbE) - BHECEHHS 3MiHM A0
IpnaHgis; Marepianis peecTpadiiiHoro gocke (po3ainis
BMPOGHMLTBO 3.2.5.2.1. Ta 3.2.P.3.1. Bupo6Huk(1)), a came 3miHa
Hepo3sdacoBa agpecy BUpo6HuYoi ainbHuLi Genzyme Corporation,
HOI NpoAayKLUii: United States, BignosigancHoi 3a BUPOGHULTBO,
[hxensaiim TecTyBaHHs 3¢hOpMy/IbOBaHOI Hepo3ghacoBaHoi
KopnopeiiH, aKTMBHOI cy6CTaHLil, 36epiraHHs KTITUHHKX GaHKIB,
CWA KOHTPO/b SIKOCTI B Npoueci BUpobHULTBA,
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

Kingdom, L0 Bignosigae 3a BTOPUHHY YNakoBKy,
[03BiN Ha Bunyck cepii MN3. 3aTBepakeHa
BMPOOHWYA finbHULSA, WO 3anuwmnnack — Genzyme
Ireland Limited, Ireland — BUkoHYe Ti cami GoyHKL,
LLLO BU/IyYeHa. 3MiHWM BHECEHO B iHCTPYKLitO A/15
MeAMYHOro 3acTOCYBaHHA y Po34inn «BUpobHUK» Ta
«MicuesHaxoxeHHs BUPOGHMKa Ta ajpeca Micus
NPOBaKEHHS NOro AisNbHOCTI» 3 BIANOBIAHUMY
3MiHaMK y TEKCTi MapKyBaHHSA YNakoBKU MiKapCbKoro
3aco06y (BW/IyYeHHs1 BUPOOHUYOT AiNbHNLL).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHSA

403.

TIAMEKC

PO3YUH NSt iH EKLA,
50 mr/mn no 2 mn B
amnyni; no 5 amnyn
y 6nictepi; no 2
6nicTepu B nauuj; no
5 mn B amnyni; no 5
amnyn y énictepi; no
1 6nicTepy B nauui

MpuBartHe
aKuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"lekxim-
Xapkis"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu
| Tuny - AAMiHICTpaTVBHI 3MiHW. BunyyeHHs
BVMPOGHMYOI AiNbHUL (BKIHOYAKUMN AiNbHUL ANS
A®I, NpoMiXHOro NpoAykTy abo rotToBoro
nNikapcbKoro 3acoby, AiNbHNL 4118 NpoBeeHHS
nakyBaHHs1, BUPOGHMKa, BifNOBIAa1IbHOMO 3a BUMYCK
cepiid, Micue NpoBeLEHHSI KOHTPOJTHO cepil) abo
nocTavasibHuMKa BUXigHOro martepiasny, peareHty abo
[ONOMDKHOT PevyOBMHN (SIKLLLO 3a3HAYEHO Y [0CHE)
AZMiHICTpaTMBHA 3MiHa BU/yYEHHS1 BUPOOHMKa

aitoyoi peyosrHy TOB "BioH", Pocilicbka ®epaepauis.

3a/mMwaeTbea albTepHaATUBHUI BUPOGHUK Aito4oT
peyoBMHM TOBaApPUCTBO 3 0OMEXEHOID
BignosigasbHicTio "PAPMXIM", YkpaiHa.

3a
peyenmo
i

UA/16935/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
404. | TIBAPTIH-H PO34uH ANs iHgysil, TOB YkpaiHa KOHTPO/b, Mpeuis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/19033/01/01
42 mr/mn no 100 mn "OAPMACEN" BUNYCK cepil: YKpaina | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo
y donakoHi, no 1 TOB thapmakoHarnsgy. BeegeHHs abo 3miHu o M
(hnakoHy B naui 3 “®APMACEN", y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
KapTOHY YKkpaiHa; (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
Hepo3sdacoBa hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
HWIA NPOAYKT, BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
nepBuUHHA KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
ynakoBKa, 3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BTOPVHHA BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
ynakoBkKa, 3a 3gilicHeHHs hapmakoHaragy (Bkovarum
KOHTPO/b: KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
BIOCEP C.A. (paiina cuctemu chapmakoHarnsgy) 3miHa
NMAPEHTEPA YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
N1 CONOWHC thapmakoHarnsag.
IHOACTPI, [itova pegakuisn: CynpyH Egyapg Bonogummposuy.
Ipeuis MponoHoBaHa pepakuis: Boray TeTaHa

OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHNX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
thapmakoHarnsg. 3miHa Homepa macTtep-chainna
cucteMu dpapmakoHarnsgy
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
405. | TOMOrMEKCO | po3uvH s iH'eKUilA, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/7853/01/02
ne 300 mr nogy/mn; no | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
20 mn B amnyrii, no thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M

5 amnyn y naudi; no
20 mn a6o 50 mn,
a6o 100 mn, abo
200 mn, a6o 500 mn
y donakoHi, no 1
dhrakoHy y nauui

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHW BHECEHI [10 IHCTPYKUiT AN
MeAUYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
po3ginu "OcobnnBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaao”, "MobiuHi peakuii" BignoBiAHO A0 OHOBEHOT
iHchopMmauii 3 6e3nekn Ajto4oi pevyoBUHM
BBefieHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy. 3miHm
Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeanyHoro
3acTocyBaHHS reHepuyYHUX/ribpruaHMX/6ionoai6HMX
nikapcbknx 3acobiB Nicn1s BHECEHHSA TiET caMol 3MiHU
Ha pechbepeHTHMI1 Npenapar (3MiHa He noTpebye
Ha/laHHS XXOAHMX HOBUX AOAATKOBUX JaHWX) - 3MiHM
BHECEHI [0 IHCTPYKLiT 415 MeANYHOro 3acToCyBaHHS
NiKapcbKoro 3acoby y po3gisn "B3aemogisi 3 iHWnMmn
nikapcbkMKn 3acobamu Ta iHWi B1an B3aemMogiii",
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaaH”,
"34aTHiCTb BNAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopTOM abo iHWKMKN
mexaHismamu", "[iTn" (yTouHeHHs iHdopmauii),
"Mo6iuHi peakwyji" 3rigHoO 3 iHhopMaLieto Woao
MeAMYHOr0o 3aCTOCYBaHHs1 peddepeHTHOro
nikapcbkoro 3acoby (OMHIMAK, po3unH ans
iH'eKUl). BBeAEHHS 3MiH NPOTAroM 6-T MicsALiB
nicnsa 3aTBepKeHHs
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
406. | TOMOrMEKCO | po3uvH s iH'eKUilA, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/7853/01/03
n®e 350 mr nogy/mn: no | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
20 mn B amnyrii, no thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M

5 amnyn y naudi; no
20 mn a6o 50 mn,
a6o 100 mn, abo
200 mn, a6o 500 mn
y donakoHi, no 1
dhrakoHy y nauui

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHW BHECEHI [10 IHCTPYKUiT AN
MeAUYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
po3ginu "OcobnnBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaao”, "MobiuHi peakuii" BignoBiAHO A0 OHOBEHOT
iHchopMmauii 3 6e3nekn Ajto4oi pevyoBUHM
BBefieHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy. 3miHm
Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeanyHoro
3acTocyBaHHS reHepuyYHUX/ribpruaHMX/6ionoai6HMX
nikapcbknx 3acobiB Nicn1s BHECEHHSA TiET caMol 3MiHU
Ha pechbepeHTHMI1 Npenapar (3MiHa He noTpebye
Ha/laHHS XXOAHMX HOBUX AOAATKOBUX JaHWX) - 3MiHM
BHECEHI [0 IHCTPYKLiT 415 MeANYHOro 3acToCyBaHHS
NiKapcbKoro 3acoby y po3gisn "B3aemogisi 3 iHWnMmn
nikapcbkMKn 3acobamu Ta iHWi B1an B3aemMogiii",
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaaH”,
"34aTHiCTb BNAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopTOM abo iHWKMKN
mexaHismamu", "[iTn" (yTouHeHHs iHdopmauii),
"Mo6iuHi peakwyji" 3rigHoO 3 iHhopMaLieto Woao
MeAMYHOr0o 3aCTOCYBaHHs1 peddepeHTHOro
nikapcbkoro 3acoby (OMHIMAK, po3unH ans
iH'eKUl). BBeAEHHS 3MiH NPOTAroM 6-T MicsALiB
nicnsa 3aTBepKeHHs
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
407. | TOMOrFEKCO | po3uvH s iH'eKUilA, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/7853/01/01
n®e 240 mr nogy/mn: no | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo nionsieae
20 mn B amnyrii, no thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M

5 amnyn y nauyj; no
20 mn abo 50 mn,
abo 100 mny
thnakoHi, no 1
dhnakoHy y nauui

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHW BHECEHI [10 IHCTPYKUiT AN
MeAUYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
po3ginu "OcobnnBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaao”, "MobiuHi peakuii" BignoBiAHO A0 OHOBEHOT
iHchopMmauii 3 6e3nekn Ajto4oi pevyoBUHM
BBefieHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy. 3miHm
Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeanyHoro
3acTocyBaHHS reHepuyYHUX/ribpruaHMX/6ionoai6HMX
nikapcbknx 3acobiB Nicn1s BHECEHHSA TiET caMol 3MiHU
Ha pechbepeHTHMI1 Npenapar (3MiHa He noTpebye
Ha/laHHS XXOAHMX HOBUX AOAATKOBUX JaHWX) - 3MiHM
BHECEHI [0 IHCTPYKLiT 415 MeANYHOro 3acToCyBaHHS
NiKapcbKoro 3acoby y po3gisn "B3aemogisi 3 iHWnMmn
nikapcbkMKn 3acobamu Ta iHWi B1an B3aemMogiii",
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaaH”,
"34aTHiCTb BNAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopTOM abo iHWKMKN
mexaHismamu", "[iTn" (yTouHeHHs iHdopmauii),
"Mo6iuHi peakwyji" 3rigHoO 3 iHhopMaLieto Woao
MeAMYHOr0o 3aCTOCYBaHHs1 peddepeHTHOro
nikapcbkoro 3acoby (OMHIMAK, po3unH ans
iH'eKUl). BBeAEHHS 3MiH NPOTAroM 6-T MicsALiB
nicnsa 3aTBepKeHHs
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
408. | TPAKOP® TabneTku, BKPUTI A660TT HimeuunH Bupo6bHuuTBO Ipnangis/ BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/7921/01/01
145 MI NNiBKOBOIO NabopaTtopis a in bulk: dpaHuis | TMny - 3miHK 3 AkocTi. CepTudpikat peyernmo
060/10HKO10, Mo 145 veX IpnaHpachbki BignosigHocTi/l E-cepTudikar BignosigHoCTI M
mr; no 10 TabneTok Nab6opatopii €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
y 6nicTtepi; no 2 abo ®ypHbE HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
3 6nictepn y Niviten, abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
KapTOHHI KopooLyi IpnaHgis; €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
nakyBaHHs, marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BUMYyCK Ta BUKOPWCTOBYIOTLCS Y BUPOOHNLUTBI ADI; ans
KOHTPO/1b [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
cepiii: Actpea €sponelicbkin dhapmakonei) - OHOBEHWIA
DOHTEH, cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.
PpaHuis MopaHHA oHoBneHoro CepTudikaty BignoBigHOCTI

€poneiicbkin hapmakonei Ne R1-CEP 2001-314-
Rev 02 (nonepegaHs Bepcia R1-CEP 2001-314-Rev
01) gna aitoyoi pevoBuHU heHodibpaTy Bif BXe
3aTBepmxeHoro BupobHuka SYNKEM SAS, France,
Ta, AK HacnifokK, 3MiHa Ha3By BUPOGHUKA 3
«SYNKEM SAS» Ha «Corden Pharma Chenove»,
6e3 3MiHN MicLA NPOBaMXEHHS BUPOOHNYOT
AisnbHOCTI. 3MiHK | TMNy - 3MiHKM 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBMHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiii hapmakonei) - BunyyeHHs
cepTudikaTis (3a HasABHOCTI My/IbTUMNETHOTO
cepTtudpikata Ha matepian).

BunyuyeHHs cepTudikaty BianoBiAHOCTI
€sponelicbkin hapmakonei CEP R1-CEP 1998-128-
Rev 06 ansa gitoyoi peyoBmHM theHodhibpaTt ans
BMpobHuka COPRIMA SA, Spain (Bupo6Huya
pinbHUUs MOEHS IBERICA SL), Bkatovaroum
BU/TyYEHHS paHile 3aTBepakeHoi ainbHuui MICRON
Technologies Ltd, England BignosiganbHol 3a
npouec MikpoHisaLii Ta aHaniTuyHe TeCTyBaHHS.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
409. | TPOKCEBA3 renb2%no40ry TOB «TeBa YkpaiHa BankaHdapma Bonrapis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 nionsi2ae UA/3368/01/01
NH® MeMOpPaHHiin YkpaiHa» -TposiH AT | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
anomiHiesili abo thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
MeMO6paHHil NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
namiHaTHii Ty6i, no IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
1 Ty6i B KAPTOHHiIlA perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
naJui; no 20 r abo nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
no100ry 3acToCcyBaHHSA NikapCcbKoro 3acoby B
MeMO6paHHil nicnspeecTpauiiinii nepiog, abo sk pesynbTar
namiHarTHiii Ty6i, no OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
1 Ty6i B KAPTOHHiIl [0 nnany negiatpuuHnx gocnimxkers (PIP) (iHwi
nauuj 3MiHM) 3MiHM BHECEHO A0 IHCTPYKLii ANns MeanyHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3zinis
"3acTocyBaHHS y nepiog BariTHOCTi abo roAyBaHHs
rpyaao”, "MobivHi peakuii” BignoBigHoO Ao
iHbopmawii 3 6e3neku Aitoyoi pevyoBuHU. BBeeHHSA
3MiH NpoTArom 3-X MiCALIB MiC/1a 3aTBEPAKEHHS
410. | TPYKCAN TabneTku, BKpUTI Nynp6ek [anis BMPOGHMLTBO [anis BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasiB: 3MiHN 3a - UA/2208/01/02
NNiBKOBOIO Ekcnopt A/C Hepo3gacoBa | TMny - 3miHn 3 AkocTi. APL. KoHTponb APl 3miHa y peuenmo
060n0Hkot0, no 50 Horo napameTpax cneuudikauii Ta/abo JONyCTUMUX MeX, M
Mr; no 50 TabneTok NpOAYyKTY, BM3HA4YeHNX y cneundikauisx Ha A®l, abo
y KOHTeliHepi; no 1 nepBuHHE Ta BMXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
KOHTeliHepy B BTOPVHHE BMKOPUCTOBYIOTbCS y Mpoueci BupobHuytea Ad|
Kopoo6Li nakyBaHHs, (4ONOBHEHHS cneumdikavii HOBUM NOKA3HUKOM
BUMNYCK Cepii: SIKOCTi Ta BiANOBIAHNM METOAOM BUNPOGYBAHHS) -
X. Nynabek BHeceHHs 3MiH g0 p.3.2.S.2.3 KoHTposnb Matepianis
AIC, [aHis; (Dry gaseous Hydrogen Chloride), a came - 3amiHa
BMNPO6YBaHHA NMOKa3HUKIB SIKOCTi: "XnopucTuii BogeHs", "Xnop
3a (CI2)" Ta "Boga" Ha nokasHuk «YuctoTta» (CoA) 3
NMOKa3HNKOM Mexeto = 99,8 %; 3miHu | Tuny - 3MiHn 3 AKocTi. ADI.
"Mikpo6ionoriy KoHTposb A®I. 3MiHa y napameTpax cnevuudikadiii
Ha yucrtoTa™ Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
EypodpiHc cneumdikauisix Ha Adl, a6o BMXigHWA/NPOMDKHWIA
Biochapma NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLLEC
Mpogakt BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO
TecTiHr NnokKasHWMKa SKOCTi (Hanpuknag BUIyYeHHs
JeHmapk A/C, 3acTapifioro NokasHuka)) - BHeCeHHs 3MiH f0
[aHia p.3.2.S.2.3 KoHTponb matepianis (Dry gaseous

Hydrogen Chloride), a came-BW/1yYEHHSI HE3HAYHOIO
noKasHUKa sIKoCTi: "XopucTuii BogeHs", "Xnop
(CI2)" Ta "Boga" Buny4eHo Ta 3amiHEHO Ha TecT

"UucToTa". BuganeHo 3actapini BunpobyBaHHs, a
TakoX BUyYeHO creundikaLii "iHwmnx matepianis”,
AKi He € KpUTUYHUMK ANs npouecy. Kpim Toro,
BHECEHHS pefakLiiHMX 3miH B 3.2.5.2.3 ans Tmx
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

3MiH, SIKi He KNnacuikylTbCa K MoandikaLii; 3mMiHu
| Tuny - AgMiHICTpaTVBHI 3MiHU. BunyyeHHs
BVMPOGHMYOT AinbHNL (BKIHOYAKOYM AiNbHALI ANS
A®I, NpoMiXHOro nNpoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHNL AN18 NPoBeeHHS
nakyBaHHs, BUPOGHWMKa, BiAMNOBifaSIbHOTO 3a BUMYCK
cepiid, MicLe NPoBeLEHHSI KOHTPOJIHO cepil) abo
nocTavasibHvKa BUXigHOro martepiany, peareHty abo
[OMOMIKHOT pEYOBMHY (SIKLLLO 3a3HAaYE€HO Y AOCHE) -
MocTavasibHKKIB BUXIGHOTO MaTepiany 2-
xnoptiokcaHToH, Blue Circle Organics Ta Nagase,
6yN0 BUyYEHO 3 KOMEPLIHNX NPUYNH. BUPO6HUK,
LLLO 3a/IMLLIMBCS BUKOHYE Ti X cami oyHKLIT Lo i
BUYYEHWUIA; 3MiHN | TUNY - AGMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUPOBHMKA (BKIHOYAOUN,
3a HeObXiAHOCTI, MiCcLie NPOBEAEHHSA KOHTPO/IHO
SKOCTi), abo BnacHvka macTtep-ghaiina Ha A®l, abo
nocravanbHuka AdPI/BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYOTbCH Y BUPOO6HULTBI ADI (SKLLO
3a3HavYeHo y A0ChbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara BifgnoBsigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
nocbke, abo BUPOOHMKA HOBOI LONOMIXHOI pe4OBUHU
(AKLWO 3a3HauYeHo Y f0CbE) - 3MiHA Ha3BM Ta agpecu
noctayasnibHuKa BUXiAHOT CUPOBUHN 2-
X/I0PTIOKCAHTOH, 6€3 3MiHM MicLs BUPOBHULITBA
3aTtBepmkeHo Suven Life Sciences Limited Serene
Chambers Road 7 500034 Hyderabad Andhra
Pradesh India 3anponoHoBaHo Suven
Pharmaceuticals Limited Dasaigudem, Suryapet-508
213, Suryapet Dist, Telangana, India; 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTposnb AdL. 3miHa y
napameTpax crneundikauii Ta/abo 4ONYCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BMXiAHWIA/NPOMIDKHUIA NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y Npoueci BUpobHuytea Ad|
(monoBHeHHSA cnevmdikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOAOM BUNPOGYBAHHS) -
BHeceHHs 3MiH g0 p.3.2.S.2.3 KoHTposnb matepianis
(3-Dimethylaminopropyl chloride HCI (65%)w/w), a
came- JONOBHEHHS crneyndikauii NoOka3sHUKOM
Yuctota (MX) (BnacHe BUpobHNLTBO abo Bif
noctavanbHuka) 3-Dimethylaminopropyl chloride 3
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

MeXelo He meHLe 99 % Ta A0NOBHEHHS
cneumdikauii nokassmkom Yucrota (MX) (BnacHoi
po3pobku abo Bif NocTayaibHKKa) Ha JOMILLKY Bic-
aoumeTtunamiHonponaH 3 oomexeHHsaM 0,5 %; 3MiHu |
Tmny - 3MiHK 3 aKocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHuUX y cneyudikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS y Npoueci BupobHuytea Ad|
(4oNOBHEHHS cnevmdikalii HOBUM NOKAa3HUKOM
AKOCTI Ta BifMNoBigHMM METOA0M BUNPOOYBaHHS) -
BHeceHHs 3miH 10 p.3.2.S.2.3 KoHTponb matepianis.
BuxigHuii maTepian: 2-xn10opTiokcaHToH: JoaaeTbes
aHanis KinbkicHe Bu3HaveHHs (BEPX) 3 mexeto 97 -
103%. ans BuxigHoro martepiany 3-
OunmeTtnnaminonponinxnopug HCI (65%) wiw:
LWinbHicTb / noka3Huk 3anomneHHs abo NIR
BK/IIOYEHO 5K iAeHTudikauiinHuii TecT. TecT ans
aHanisy KinbkicHe BU3Ha4YeHHs (TUTpyBaHHS abo
NIR) 3 mexeto 63 - 67% w/w, Leli TECT Takox
3abe3neuvye Nepe.ipKy igeHTUdikauii maTepiany;
3MiHu | TUny - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3mina y meTogax BunpobysaHHs A®l abo BuxigHoro
Marepiany/npoMiXXHOro NPoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCA Y NpoLeci BUpobHuutea Ad®|
(iHwWi 3MiHM y MeTogax BUNpobyBaHHA (BKIOYaUM
3amMiHy abo fonoBHeHHs) APl abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY) - BHECEHHA 3MiH
00 p.3.2.S.2.3 KoHTponb MaTepianis, a came- gns
BMXiAHOrO Martepiany 2-x/10pTiOKCAHTOH MeTOZ,
laeHTudikayii BEPX 3aMiHUTb NOTOYHUIA MeTOZ,
ineHTudikauii (temnepartypa nnasneHHs i TLWX) i
noTouHuiA metog TLUX ana Bu3HayeHHs AOMILLOK.
Mexi 4719 AOMILIOK 3a/IMLWAa0TLCS HE3MIHHUMU

411.

TPYKCAN

TabneTkn, BKPUTI
niBKOBOK
060/10HKO10, No 25
Mr; no 100 TabneTok
Y KOHTeliHepi; no 1
KOHTElHepy B
Kopoo6Li

Nynp6ek
Ekcnopt A/C

[aHis

BMPOGHMLTBO
Hepo3gacoBa
HOro
NpOAYyKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
BWMNYCK Cepiii:
X. NlyHp6ek
A/C, [aHisi;
BMNPOGYBaHHS

[NaHis

BHECEHHS 3MiH 40 peecTpaLliinHMx MaTepiasis: 3MiHN
| TMny - 3miHn 3 AkocTi. APL. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo 4oNycTUMUX MeX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Lo
BMKOPUCTOBYIOTLCS Y NpoLieci BUpobHuutea AdI
(monoBHeHHs cnevmdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BigMNoBigHMM METOA0M BUNPOOYBaHHS) -
BHeceHHs 3MiH 80 p.3.2.S.2.3 KoHTponb maTtepianis
(Dry gaseous Hydrogen Chloride), a came - 3amiHa
NoKa3HWKIB SIKOCTi: "X1opucTuii BogeHs", "Xnop

3a
peyerimo
M

UA/2208/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
3a (CI2)" Ta "Boga" Ha nokasHuk «Huctota» (CoA) 3
MOKa3HNKOM mMexeto = 99,8 %; 3miHu | Tuny - 3miHK 3 AkocTi. AdI.
"Mikpo6ionoriy KoHTponb A®l. 3miHa y napameTpax cneuudikauiii
Ha uncToTa": Ta/abo AoNyCTUMUX MEX, BUSHAUEHNX Y
EypocpiHc cneumdikauisx Ha AdPl, abo BMXigHWA/NPOMDKHWIA
Biodhapma NpoAyKT/peareHT, L0 BUKOPVCTOBYIOTLCS Y NMPOLLECI
Mpopakt BUpPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOTO
TecTiHr nokKasHuka SKoCTi (Hanpuknag, Buy4eHHs
[Jenmapk A/C, 3acTapinoro nokasHuka)) - BHeceHHs 3MiH o
[aHia p.3.2.S.2.3 KoHTponb Matepianis (Dry gaseous

Hydrogen Chloride), a came-BWIyYEHHSI HE3HAYHOTO
nokasHuKa sIKocTi: "Xnopuctuii BogeHb", "Xnop
(CI2)" Ta "Boga" Buny4eHo Ta 3amiHEHO Ha TecT

"UucToTa". BuganeHo 3actapini BunpobyBaHHs, a
TakoX BUy4YeHo cneuudikauii "iHwmnx maTepianis"”,
AKi He € KpUTUYHUMK AN npouecy. Kpim Toro,
BHECEHHS pefakLUiiiHux 3MiH B 3.2.S.2.3 ans Tix
3MiH, SIKi He knacudikyloTbecs K Mogudikauii; 3MiHN
| TMNy - AgMiHICTpPaTUBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI AinbHNL (BKIHOYAKOUN AiNbHUL 4NN
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nNiKapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOGHWMKa, BiANOBifa/IbHOTO 3a BUMYCK
cepiid, Mmicue NpoBefeHHs KOHTPO/IO cepil) abo
noctavasibHuKa BUXigHOro martepiasny, peareHty abo

[L,0MOMDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) -

MocTavasibHUKIB BMXigHOTO MaTepiany 2-
xnoptiokcaHToH, Blue Circle Organics Ta Nagase,
6yN0 BUYYEHO 3 KOMEPLIHNX NPUYNH. BUPO6HUK,

LLIO 3a/IMLLIMBCS BUKOHYE Ti X caMi qoyHKLi Wwo i
BUYYEHUIA; 3MiHU | TUNY - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKA (BK/TKOYatoun,
3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOJII0
SIKOCTi), abo Br1acHMKa mactep-thaina Ha A®l, abo
noctavasibHuka Adl/BruxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, LLO
3aCTOCOBYOTbCA Y BUPOO6HULTBI ADI (SKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepakeHoMy

[ocbe, abo BUPOOHMKA HOBOT AOMNOMIXXHOT PEHOBVHMN

(AKLLO 3a3HavYeHo y A0Cbe) - 3MiHa Ha3Bu Ta agpecu

nocTavyanbHviKa BUXigHOT CUPOBUHY 2-
X/IOPTIOKCAHTOH, 6€3 3MiHM MicLisi BUPOBGHULITBA
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs

3aTBepmkeHo Suven Life Sciences Limited Serene
Chambers Road 7 500034 Hyderabad Andhra
Pradesh India 3anponoHoBaHo Suven
Pharmaceuticals Limited Dasaigudem, Suryapet-508
213, Suryapet Dist, Telangana, India; 3miHu | Tuny -
3miHu 3 axkocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLieci BUpobHuuTea AdI
(monoBHeHHSA cnevmdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMnoBigHMM MEeTO40M BUNpPOOYyBaHHS) -
BHeceHHs 3MiH 80 p.3.2.S.2.3 KoHTponb maTtepianis
(3-Dimethylaminopropyl chloride HCI (65%)w/w), a
came- [JOMOBHeHHS cneuudikaLlii NOKasHUKOM
Unctota (MX) (BNnacHe BUpo6GHMLTBO abo Bif
noctavanbHuka) 3-Dimethylaminopropyl chloride 3
MeXer He meHwe 99 % Ta AONOBHEHHS
cneumagikauii nokasHrkom Yuctota (MX) (BnacHoi
po3pobku abo Bif NocTavasbHKKa) Ha JOMILLKY Bic-
avMeTunamMiHonponaH 3 obmexeHHsam 0,5 %; 3minHu |
Uy - 3MiHKU 3 AKOCTi. A®l. KoHTponb AdI. 3miHa y
napameTpax crneundikauii Ta/abo AONYCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BMXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCS y Npoueci BupobHuytea Ad|
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOAOM BUNPOGYBAHHS) -
BreceHHs 3miH 10 p.3.2.S.2.3 KoHTponb matepianis.
BuxigHuii maTepiasn: 2-xnopTiokcaHToH: JofaeTbes
aHani3 KinbkicHe Bu3HaueHHs (BEPX) 3 mexeto 97 -
103%. ans BuxigHoro marepiany 3-
OvnmetunamiHonponinxnopug HCI (65%) wiw:
LWinbHicTb / noka3Huk 3anomneHHs abo NIR
BK/IIOYEHO K iAeHTudikauinHuii TecT. TecT gns
aHanisy KinbkicHe BU3Ha4YeHHs (TUTpyBaHHS abo
NIR) 3 mexeto 63 - 67% w/w, Leli TECT Takox
3abesneyye nepesipky igeHTudikaLii maTepiany;
3MmiHu | TMRY - 3MiHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo BUXigHOro
marepiany/npoMiXHOro NPoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpOLieCi BUPOGHMLTBA ADI
(iHWi 3miHW y MeTofax BUNPO6YyBaHHA (BK/ItOYa0UM
3amiHy abo fonoBHeHHs) APl abo
BMXi4HOro/MpoMiXXHOro NpoAyKTy) - BHECEHHS 3MiH
00 p.3.2.5.2.3 KoHTposb Matepianis, a came- ans
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
412. | TYCABIT cupon no 125 r a6o dapmaueyTiw ABCTpIs dapmaLeyTiw ABCTpIs BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 - UA/7788/01/01
no 250 r y nnswuj e thabpik e thabpik 3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA NikapcbKui peyenma
CKNsHili abo MoHTaBIT MoHTaBIiT 3aci6. KOHTposib roTOBOrO NiKapCbKoro 3acoby.
nnacTrKoBiiA; no 1 v6X 6X 3MiHa y MeToZax BUNPO6yBaHHA rOTOBOrO

NAALWL 3 MiPHOO
yalleukoto, 3
KPULLIEYKOIO B
KapTOHHI Kopo6Lyi

niKapcbKoro 3acoby (HesHayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOGYBaHHSA) OHOBJIEHHS
3aTBEpPKEHOT MeTOAUKM BUNpobyBaHHA M3 3a
nokasHukom «BmicT: EkcTpakT yebpeuto (Timon);
EkcTpakT nogopoxHuka, (akteosng)» (Ph. Eur.
2.2.29); 3MiHu | Tuny - 3MiHK 3 skocTi. FoTOBWMI
nikapcbkuii 3aci6. KOHTpOsib roTOBOro Nikapcbkoro
3acoby. 3miHa y MeToAax BUNpPoGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHK) NpUBEAEHHS
BMNpo6yBaHHA /13 3a nokasHnkoM «BmicT» y
BiANOBIAHOCTI O OpUWriHaNbHKX MaTepianis
BMPOGHMKA, & caMe JONOBHEHHS TUMOBUMY
XpomaTorpamamu, akTyaslisoBaHo OnmMc MeToay
«BEPX-Bigoutkn»; 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOro
nNiKapcbKoro 3acoby. 3miHa y MeToaax
BMNPO6YBaHHSA rOTOBOTO NiKapCbKOro 3acoby (iHLWi
3MiHW) NPUBEAEHHSA TEKCTY Onuncy meToay
BMNpobyBaHHA 13 3a NOKa3HUKOM «30BHILLHIN
BUINA4» Y BiANOBIAHOCTI fO OPUTiHANBHMX
marepianis BUpo6HUKa. Kputepii npuiAHATHOCTI
3a/mwarTbes 6e3 3MiH; 3miHun | Tuny - 3miHn 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTofax
BMNPOBYBaHHA rOTOBOTO MiKAPCbKOro 3acoby (iHLi
3MiHM) NpUBEAEHHS TEKCTY MeToAy BUNpPoOyBaHHS
N3 3a nokasHukom «pH» (Ph.Eur. 2.2.3) y
BiANOBIAHOCTI [0 OpUriHaNbHYX MaTepianis
BMPOG6HUKa; 3MiHu | TUNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOTO /iKapCbKOro
3acoby. 3miHa y MeTogax BMnpobyBaHHS rOTOBOr0o
nikapcbKkoro 3acoby (iHLi 3MiHN) NPUBEAEHHS TEKCTY
onvcy mMeTtoay BunpobyBaHHsA /13 3a NOKa3HNKOM
«BigHocHa ryctuHa» (Ph.Eur. 2.2.5) y BignoBigHocTi
[0 OpUriHa/TbHUX MaTepiasiiB BUPO6HMKa; 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO /liKapCbKOro
3aco6y (iHLi 3MiHK) NPUBEAEHHS TEKCTY Onucy
meToay BunpobysaHHA /13 3a nokasHnkoM «BmicTt
eTaHony» (Ph.Eur. 2.9.10) y BignoBigHOCTI A0
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

opuriHa/IbHUX MaTepianiB BUPOGHMKa; 3MiHW | Tvny -
3MiHM 3 KoCTi. F0TOBWMIA Nikapcbknii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BUNPOBYBaHHS rOTOBOrO MiKapCbKoro 3acoby (iHLwi
3MiHV) NPUBEAEHHSA ONUCY METOZAY BUNPOGYBaHHSA
'N3 3a nokasHuKom «laeHTudikauis» (Ph. Eur.
2.2.29) y BIANOBIAHOCTI 40 OpuriHaNIbHUX MaTepianis
BMPO6HMKA; 3MiHK | TUNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHS roTOBOr0
Nikapcbkoro 3acoby (iHLi 3MiHW) NPUBEAEHHS TEKCTY
onuncy metoAy BunpobysaHHs 13 3a MOKa3HNKOM
«BMicT kOHCepBaHTy: HaTpito 6eH3o0aty» (Ph.Eur.
2.2.29) y BigNoBIAHOCTI A0 OpUriHaSIbHMX MaTepianis
BUPOGHMKA.

413.

YBICTE3NH

PO3YMH NS iH'eKLi
nol,7mny
KapTpuaxi; no 50
KapTpuaXiB y
MeTaseBiin 6aHLi

3M [JoliunaHp,
rM6X

HimeyunH
a

3M [oitunaHg,
6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/eteKkTUBHOCTI Ta
chapmakoHarnsgy. BeefeHHa abo 3miHn [o
y3arasibHeHuX fiaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka ans
3piicHeHHs hapMakoHarsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu, BignoBigabHOT
3a 34jicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(paiina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
BifNoBiAaIbHOI 3a hapmakoHarnsay B YKpaiHi.

3a
peyenmo
i

UA/10196/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
414. | YMKAIOP® cupon; no 100 mn [p. Binbmap HimeuunH Bupo6bHuuTBO HimeuunHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/6691/02/01
abo no 200 mn'y LLisabe Mv6X i a npoaykuii in | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenma
dhr1aKoHi 3 MipHUM Ko. KI bulk, HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
KoBMavkom; no 1 nepBuHHE Ta LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
dhnakoHy B BTOPVHHE NiKapcbKoro 3acoby, BKIOYaUY AiNIbHNLj BUNYCKY
KapTOHHI Kopo6Lyi nakyBaHHs, cepii abo micue NpoBefeHHS KOHTPOJIO SKOCTI.
KOHTPO/1b (OisnbHICTb, 3a Ky BiANOBiAaE BUPOOHMK/iMIopTep,
AKOCTI Ta He BK/Iouatoum BUMYCK cepili) - AgMiHicTpaTueBHa
BWMNYCK Cepiii: 3MiHa Ha3BU BUPOOHNKA, BiANOBIAaIbLHOIO 3a
[Op. Binbmap nepBMHHE Ta BTOPWHHE NakyBaHHSA. 3MiHa
LliBabe Mv6X i 06ymoB/ieHa opraHisauiiHuMm 3MiHaMu B rpyni
Ko. KT, KomnaHiii Ap. LBa6e. BupobHuya AinbHuus,
HimeuuunHa; ajpeca, Ta BCi BUpobHUYI onepadii 3anuwatTbes
MNepBuHHe Ta HE3MiHHUMW
BTOPUHHE
nakyBaHHS:
B. WniTyHep
ApuHaiimiTren
bhabpik
m6X,
HimeyunHa
415. | YNCAPUH TabneTky Wwunyyi no YIMNCA CAC dpaHuis YIMCA CAC DdpaHuis BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianis: 3MiHu 6e3 - UA/2308/01/01
YMCA 500 MI" | 500 mr no 4 | TNy - 3MiHW Woao 6e3nekn/etdeKTUBHOCTI Ta peyenma

TabneTtku B CTpUNI;
no 4 ctpunv B
KapTOHHI Kopo6Lyi

thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3aranibHeHVX faHux Npo cuctemy dpapmakoHarnsgy
(BBEEHHSA y3arasibHEHUX AaHMX MPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAaUTbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asBHuKa gns
3[iicCHEHHs1 hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyakum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
YNOBHOBaXEHOI 0CO6YM 3asBHMKA, BiANOBifabHOT 3a
3pjificHeHHst hapMakoHarnsgy: fitoya pepakuisi: Lilit
Khatchikian, MD, MS. MNponoHoBaHa pegakuis: El
Mahdi Benchekroun, MD. 3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
3[iICHEHHS hapMakoHarsay.
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep

peecmpayjitiHo2o

nocBi04€eHHs

416.

YMNCAPUH
YNCA3
BITAMIHOM
C

TabneTky Wwunydi; no
10 TabneTok y Ty6i;
no 1 a6o 2 Tyéuy
KapTOHHI KopooLii

YIMNCA CAC

dpaHuis

YICA CAC

PpaHuis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
3pjficHeHHs hapmakoHarnagy: fitoya pepakuis: Lilit
Khatchikian, MD, MS. NponoHoBaHa pefakuis: El
Mahdi Benchekroun, MD. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOI 0C06YM 3asBHMKA, BiANOBifa/IbHOT 3a
3[iiCHEHHS1 hapMakoHarisay.

6e3
peuyenma

UA/7598/01/01

417.

YCMNOKOu

Tabnetku, no 20
TabneTtok y 6nictepi;
no 1 6nicrepy y
KapTOHHI Kopo6Lyi

TOB "Martepia
Meguka-
YkpaiHa"

YkpaiHa

3AT
CaHTOHika

NntBa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu
| TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3aranbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BiANOBIA&UTbHOI 3a 34iiCHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsgy 3asBHuKa gns
3[jiicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
MicLie3Haxo4KeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI AiANbHOCTI 3
dhapmakoHarnsgy.

6e3
peyenma

UA/7857/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
418. | YOANA3A Tabnetku; no 20 TOB "Martepia YkpaiHa 3AT NutBa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu Ges - UA/18563/01/01
TabneTok y 6nictepi; Meguka- CaHTOoHika | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
no 1 a6o 2 6nictepu YkpaiHa" thapmakoHarnsgy. BeegeHHs abo 3miHu o
Y KapTOHHiii KOpo6Ll y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
MicLe3HaxXoKeHHS MacTep-haina cnuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsay.
419. | PAPNIHEKC cnpeii opomyko3Huii, | BocHanek a.4. BocHis i Bocranek a.4. BocHist i BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu bes - UA/17111/01/01
po34mH, no 30 MmNy lepuerosu lepuerosuH | TMny - 3miHn 3 AkocTi. CepTudpikat peyenma
dhnakoHi; no 1 Ha a BignosigHocTi/lE-cepTudikar BignosigHoOCTI

thnakoHy 3 Hacocom-
po3nunoBayem Ta
annikatopom B
KapTOHHI Kopo6Lyi

€Bponelicbkiil hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasu €C (3miHa y cnevumdikalisx,
nos'sA3aHa 3i 3miHamu B 1Y, abo €sponelicbkii
thapmakonei, abo iHLWii HalioHanbHIli hapmakonei
nepxasun €C) 3MiHM y MeTOANL BU3HAYEHHS 3a
nokasHukoM «CynpoBigHi JOMILLKW» AN Ailoyol
PEYOBWHWN X/TOPreKCUANHY ANTIIOKoHaTY
06YMOB/IEHO NPUBELEHHAM Y BIAMNOBIAHICTb A0
BMMOT MoHorpadii €.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
420. | PAPMAKCOH | po3unH a5 iH'exuii, TOB YkpaiHa KOHTPO/b, YkpaiHa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/13932/01/01
250 mr/mn no 2 mn "OAPMACEN" BUNYCK cepil: HimeuunHa | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmo
abono 4 mnB TOB thapmakoHarnsgy. BeegeHHs abo 3miHu o M
amnyni; no 5 amnyn «®PAPMACEN y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
B NayLi 3 KApTOHY », YKpaiHa; (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
BTOPUHHA thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobu,
yrnakoBkKa, BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTPO/b: KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
XOJNOMAK 3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
PepnakyHrcte BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
XHiK TM6X, 3a 3gilicHeHHs hapmakoHaragy (Bkovarum
HimeuumnHa; KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
BUPOGHMLTBO (paiina cuctemu chapmakoHarnsgy) 3miHa
Hepo3sdacosa YNOBHOB&XEHOI 0CO6M 3asBHMKa, BiANOBifa/IbHOT 3a
HOT NpoAyKu;i, hapmakoHarnsg,.
nepBuHHa Ta [itova pegakuisn: CynpyH Egyapg Bonogummposuy.
BTOPUHHA MponoHoBaHa pepakuin: boray TeTaHa
ynakoBKa, OnekcaHgpiBHa. 3mMiHa HoMepa macTep-gaiina
KOHTPO/b! cucTeMu hapmakoHarnagy.
XONOMAK
depnakyHrcte
XHiK TM6X,

HimeyunHa
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
421. | ®PEHICTUN Kpanni opanbHi, 1 FCK LLiseiiuapi rCK LLiBeiiuapis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/9377/01/01
mr/mn; no 20 mn y KoHcbomep A KoHcbomep | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
chnakoHi 3 Xenckep Xenckep thapmakoHarnsgy. BeegeHHs abo 3miHu o
KpanesnbHuueto; no 1 CAP/1 CAP/ y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
dhnakoHy B (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy

KapTOHHI Kopo6Lyi

hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

Litova pepakuis: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pegakuis: John Poustie. 3miHa
KOHTaKTHUX JaHWNX YOBHOBaXXEHOT 0COOM 3asBHMKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MmiHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg B Ykpaii.

[Oitova pepakuin: JlanunHcbka IHHa IropiBHa /
Lapchynska Inna Igorivna. MNponoHoBaHa peakuis:
Kunpunisa Nanuna MeopriisHa / Kyryliva Galyna
Georgiivna. 3mMiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
0Cco6U 3as1BHKKA, BignoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemu
hapmMakoHarniagy Ta moro Homepa. 3MiHa micus
3/1iiCHEHHS1 OCHOBHOI AiiNIbHOCTI 3 dhapMakoHarnsay
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
422. | ®PEHICTUN rens 0,1 %; no30r FCK LLiseiiuapi BUPOGHMLTBO LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/0894/01/01
rENb y Ty6i; no 1 Ty6iy KoHcbomep A 3a NOBHUM | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
KapTOHHI Kopo6Lyi Xenckep umknom: MCK thapmakoHarnsgy. BeegeHHs abo 3miHu o
CAP/1 KoHcbtomep y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
Xenckep (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
CAP/I hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,

BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT

3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

Litova pepakuis: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pegakuis: John Poustie. 3miHa
KOHTaKTHUX JaHWNX YOBHOBaXXEHOT 0COOM 3asBHMKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MmiHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg B Ykpaii.

[Oitova pepakuin: JlanunHcbka IHHa IropiBHa /
Lapchynska Inna Igorivna. MNponoHoBaHa peakuis:
Kunpunisa Nanuna MeopriisHa / Kyryliva Galyna
Georgiivna. 3mMiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
0Cco6U 3as1BHKKA, BignoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemu
hapmMakoHarniagy Ta moro Homepa. 3MiHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
423. | ®PEHICTUN eMy/bCisi HalKipHa FCK LLiseiiuapi rCK LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/13867/01/01
EMYNbCIA 0,1 %; no8 mny KoHcbomep A KoHcbomep | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
chnakoHi 3 Xenckep Xenckep thapmakoHarnsgy. BeegeHHs abo 3miHu o
KY/IbKOBUM CAP/1 CAP/ y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
annikatopom; rno 1 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
chnakoHy B hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,

KapTOHHI KopooLyi

BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT

3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
hapmakoHarnsg,.

Litova pepakuis: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pegakuis: John Poustie. 3miHa
KOHTaKTHUX JaHWNX YOBHOBaXXEHOT 0COOM 3asBHMKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. 3MmiHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaii.

[Oitova pepakuin: JlanunHcbka IHHa IropiBHa /
Lapchynska Inna Igorivna. MNponoHoBaHa peakuis:
Kunpunisa Nanuna MeopriisHa / Kyryliva Galyna
Georgiivna. 3mMiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
0Cco6U 3as1BHKKA, BignoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxXoMKeHHs MacTep-chaiina cuctemu
hapmMakoHarniagy Ta moro Homepa. 3MiHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
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n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky
(nikapcbka hopma,
YrnakoskKa)

3asasHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHsT*

Homep
peecmpayjitiHo2o
nocsio4eHHs

424,

®EPBEKC
ONS JITEN

NMOpOLLOK ANA
OpasIbHOr0 PO3UMHY
8 calle y KapTOHHii
KopoobLi

YIMNCA CAC

dpaHuis

YICA CAC

PpaHuis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu
| TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
3pjficHeHHs hapmakoHarnagy: fitoya pepakuis: Lilit
Khatchikian, MD, MS. NponoHoBaHa pefakuis: El
Mahdi Benchekroun, MD. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOI 0C06YM 3asBHMKA, BiANOBifa/IbHOT 3a
3[iICHEHHS1 hapMakoHarasay.

6e3
peuyenma

UA/7600/01/01

425.

®EPBEKC
ans
JlOPOCNNX

NMOpOLLOK ANs
OpasIbHOTO PO34MHY
8 calle y KapTOHHiii
Kopoo6Li

YMNCA CAC

PpaHuin

YMNCA CAC

PpaHuin

BHECEHHS 3MiH 40 peecTpavliinHmx MaTepiasis: 3MiHN
| TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3aranbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
(BBEEHHSA y3arasibHEHUX AaHMX NMPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsgy 3asBHuKa gns
3[iicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOBaXEHOI 0CO6YM 3asBHMKA, BiANOBifaIbHOT 3a
3pjficHeHHs1 hapmMakoHarnsgy: fitoya pepakuisi: Lilit
Khatchikian, MD, MS. MNponoHoBaHa pegakuis: El
Mahdi Benchekroun, MD.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOT 0cObun
3asBHVIKa, BifNoBiaNbHOI 3a 34jiACHEHHS
hapmakoHarnagy.

6e3
peyenma

UA/7741/01/01
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
426. | PEPBEKC NOpPOLLOK ANA YIMNCA CAC dpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/5441/01/01
ana OpasIbHOTO PO34YUHY | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
AOPOCNX no 8 cauwe 3 thapmakoHarnsgy. BeegeHHs abo 3miHu o
BE3 LLYKPY NOPOLLUKOM Yy y3ara/ibHeHVX AaHux npo cuctemy apmakoHarnsgy
KapTOHHI KOpOGL; (BBEAEHHSA y3araslbHEHNX AaHUX MPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifNOBiga/IbHOI 3a
3pjficHeHHs hapmakoHarnagy: fitoya pepakuis: Lilit
Khatchikian, MD, MS. NponoHoBaHa pefakuis: El
Mahdi Benchekroun, MD. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOI 0C06YM 3asBHMKA, BiANOBifa/IbHOT 3a
3[iICHEHHS1 hapMakoHarasay.
427. | PEPBEKC NOPOLLIOK AN YMNCA CAC PpaHuin YNCA CAC PpaHuin BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 - UA/3128/01/01
ana OP&/1bHOTO PO3YUHY | TNy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
AOoPOCNNX 8 calle y KapTOHHiii thapmakoHarnagy. BeegeHHs abo 3amiHn fo
3 Kopoo6Li y3aranbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
MATNHOBU (BBEAEHHSA y3araslbHEHNX AaHUX Npo cuctTemy
M CMAKOM hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,

BiANOBIA&UTbHOI 3a 34iiCHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsgy 3asBHuKa gns
3[iicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI

3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
YNOBHOBaXEHOI 0CO6YM 3asBHMKA, BiANOBifaIbHOT 3a
3pjficHeHHs1 hapmMakoHarnsgy: fitoya pepakuisi: Lilit

Khatchikian, MD, MS. MNponoHoBaHa pegakuis: El

Mahdi Benchekroun, MD. 3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/IbHOT 38

3[iICHEHHS hapMakoHarsay.
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1 Ty6i B KAPTOHHiIl
Kopoo6Li

dadpuk M6 X

€Bponelicbkiii hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHSA Y
BiANOBIAHICTL A0 MOHorpadii APY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOoT HalioHaIbHOT
thapmakonei gepxasu E€C (3miHa y cneuudikauisx,
nos'sA3aHa 3i 3miHamy B 1Y, abo €Bponeiicbkii
thapmakonei, abo iHLWili HalioHabHIli hapmakonei
Aepxasun €C) oHoBneHHs crneuudikadii APl Ta
MeToZiB KOHTposto AdD| ocdhiokcauyH 060x
BMpo6HMKiB Daiichi Ta Quimica Sintetica
06yMOB/IEHO NPUBEAEHHAM A0 BUMOI OHOB/IEHOT
MoHorpadii €Ed. 3miHu | TMNy - 3MiHW 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI E€BpONenchbkili
thapmakonei/moHorpadii. NogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudikaTta BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ans BuxigHoro
MaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMNOMDKHOT peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHOB/IEHWIA
cepTuduikar Bif y)Xe 3aTBepa)KEHOro BUPOOHMKa.
MopaaHHsA OHOBIEHOTO cepTudikaTa BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2000-134-
Rev 05 (3atBepmkeHo: R1-CEP 2000-134-Rev 04)
ons A®| ochrokcaluHy ANs BXe 3aTBEpPKEHOr0
BMpo6HUKa Quimica Sintetica S.A. 3miHn | Tuny -
3miHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBpoNeichKiii
hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignosigHOCTi abo
BW/yYEHHS cepTudpikaTa BiAnoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPObHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiickkin hapmakonei Ne R1-CEP 2000-134-
Rev 06 ansa A®| odpniokcauyHy Big, BXxe

3aTBEpPAKEHOro BMpo6HMKa Quimica Sintetica S.A.

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
428. | PIIOKCAN® Masb o4Ha 0,3 % no TOB «BAYLU YkpaiHa Op. F'epxapg HimeuunHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a - UA/8528/02/01
3rmasiy XEJIC» MaHH Xem.- | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmo
NaMiHOBaHiIl Ty6i; no thapm. BignosigHocTi/l E-cepTudikar BignosigHoCTI M




370

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
429, | onyimyuun PO3YMH NS iH'EKLNA, 3am60H ITania 3aM60H ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/8504/01/01
100 mr/mn no 3 mn B C.IM.A. C.IM.A. TexHiuHa nomuska (3rigHo Hakasy MO3 Big peyernmo
amnyni; no 5 amnyn 23.07.2015 Ne 460). TexHi4Hy NOMW/IKY BUNpaBieHO M
y NNacTUKoBOMY B IHCTPYKL,iT AN MeAMYHOro 3acToCyBaHHSA
niga0HI B KAPTOHHIN niKkapcbKoro 3acoby B TEKCTi 3arofI0BKy Ta B po3aini
naui "Oco6NMBOCTI 3aCTOCYBaHHSA", @ caMe BUMpPaB/ieEHO
rpamaTtuyHi NOMUIKN. 3aTBEPAXKEHO: «...
IHCTPYLIIA....Ha HaTPiA-KOHTPONbOBAHOI AJETi».
3anponoHoBaHo: «...IHCTPYKLIA...Ha HaTpili-
KOHTPO/bOBaHiIli AieTi». 3a3HaueHe BUNpPaB/IeHHS
BiANOBIAAaE apxiBHMM MaTepiasiam peecTpavyiiHoro
[0CbE.
430. | enyimyuun PO3YMH NSt iH'EKLNA, 3am60H ITania 3aM60H ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/8504/01/01
100 mr/mn no 3 mn B C.M.A. C.M.A. TexHiuHa nomuska (3rigHo Hakasy MO3 Big peyernmo
amnyni; no 5 amnyn 23.07.2015 Ne 460). Bunpas/ieHO TEXHIYHY MOMWUIIKY M

y N1acTUKoBOMY
nigAoHI B KAPTOHHIN
nayui

y TEKCTi MapKyBaHHSi BTOPUHHOT yNakoBKu
nikapcbkoro 3acoby: 3atBepmkeHo: 3. MEPEJIK
OONOMBPKHMX PEYHOBWH f0NOMIXHI peYOBUHiI:

HaTpito rigpokcna, auHaTpito egeTaT, Boga Ans
iH'exuili. 3anponoHosaHo: 3. MEPENIK
OOMOMDPKHNX PEHOBWH fonoMixHi peqoBUHM:
HaTpito rigpokcna, auHaTpito egeTaT, Boga Ans
iH’eKUili. 3a3HaveHe BUNpaBeHHs Bignosigae
MaTepianam peecTpauiiHoro Aoche.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
431. | PNIYMA3EHI PO34mnH aNs iHexuiii, | dapmacenekTt ABCTpIs KBizga ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/18091/01/01
n 0,1 mr/mn no 5 mn B IHTEepHeLwHN dapmagucTpu YropLmHa | Tuny - 3miHK 3 AkocTi. CepTudikat peyenmo
®APMACENE | amnyni, no 5 a6o 10 BeteniraHrs OblOLWH M6X , BignosigHocTi/l E-cepTudikar BignosigHoCTI M
KT amnyn y KapTOHHil v6X ABCTpis €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
Kopoo6Li (BTOPUHHE HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
nakyBaHHs); abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
Papma MNak €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
Xanrepi marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
louepriapTo BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
Kopnatont [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
denenocery €sponelicbkin dhapmakonei) - OHOBEHWIA
Tapwaluar cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa -
(Papma Mak noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
Xanrepi €poneiicbkili hapmakonei Ne R1-CEP 2003-237 -
KdpT.)/dapma Rev 03 Ta R1-CEP 2003-237 - Rev 06
Mak XaHrepi (3aTBEepmxeHo: R1-CEP 2003-237 - Rev 02) ans
nTa., A®I chnymaseHiny Bif BXe 3aTBEPAKEHOTO
YropwuHa BMpo6HMKa Wavelength Enterprises LTD, I3paine.
(BTOpPUHHE
nakyBaHHs);
Papmacenekt
IHTepHeLHN

BeTeniranrs
M6X, ABCTpis
(BUPOBHUK,
AKN
BignoBigae 3a
BUNyCK cepil);
LIEHEKCI,
®paHuisa
(Bunyck
npoaykuii in
bulk,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b
AKOCTI)
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
432. | ®NYPBINPO NOPOLLOK AT "dapmak” YkpaiHa Xaii-rpo IHais BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN - - UA/18987/01/01
®EH (cybeTaHuin) y Kemikan3 | TMny - 3miHK 3 AkocTi. CepTudpikat
MilLKax noABiHMX PapmTek BignosigHocTi/l E-cepTudikar BignosigHoCTI
nonieTuneHoBmX MpaiiBiT €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
onsa NimiTeq HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI
thapmavneBTUYHOro abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
3aCTOCyBaHHA €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro

marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€poneiicbkili hapmakonei Ne RO- CEP 2017-129-
Rev 04 (3atBepmkeHo: RO- CEP 2017-129-Rev 03)
ansa A®l dnypbinpodheH Bif BXe 3aTBepKEHOr0
BMpo6HMKa HY-GRO CHEMICALS PHARMTEK
PRIVATE LIMITED, IHgis
Ak Hacnigok, BiAbymca 3MiHM B cneumdikayii Ta
MeToAax KOHTPO/O 3a NoKasHUKaMmn: «3asInLLKOBI
KifIbKOCTi OpraHiYH1X po34nMHHKKIB» - (BrganswTtbes
opraHiyHi po3unHHuku: N,N — aumeTunadopmamis, Ta
MeTaHoA. 4151 KOHTPOO 3a/IMLLEHO PO3YNHHUK
6€eH30/1 3 HOPMYBaHHAM - He binbLue 2 ppm)
BignosiaHo oo sumor CEP; Cnevudikadito Ta
MeToaun KOHTposo AD| 3a nokasHKom «CynpoBsigHi
LOMILLKV» MPYBEAEHO Y BiAMNOBIAHICTL 40 BUMOT
MoHorpadii Flurbiprofen EP
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
433. | PNYUNHAP® | masb, no 15 ry Ty6i; TOB "BAYLU YkpaiHa $apmzasop, MonbLia BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/2879/01/01
N no 1 1y6i B XENC" Enbha A.T. | TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbknii 3acib. peyenmo
KapTOHHI Kopo6Lyi KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y M

MeToAax BUNPo6YBaHHSA rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHM y MeTodax BMNpo6yBaHb
(BK/TtOHatouM 3aMiHy abo AOMOBHEHHS)) - HE3HAYHA
3MiHa B MeTOZj BUNpo6yBaHHs /13 3a NOKa3HUKOM
«laeHTudbikauis dyoumHonony auetoHigy» (Ph.Eur.
2.2.27) - BUNy4YEHO YTOYHEHHS LLOA0 TeMnepaTypu
peakTuBy. B meTogi «KifbkicHe BU3HAYEHHS
nyounHONoHy aueToHigy» (Ph.Eur. 2.2.29) - 3miHa
ob6nafHaHHs, yMOB XxpomatorpadyBaHHs,
NPUroTyBaHHS PO34uMHIB, NapaMeTpiB NpuaaTHOCTI
XpomatorpacdiyHoi cuctemu, po3paxyHKoBoOT
hopmynu.
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpOs1b rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
BMNPOGYBaHb (BK/IHOYaOUM 3amiHy abo
[LOMOBHEHHS)) - HE3HAYHA 3MiHa B MeTOSi
BUNPO6YBaHHsA /13 3a Noka3HUKOM «laeHTudikaLis
HeoMiLmnHy cynbdaty» ( Ph.Eur. 2.2.27) Ta
«KinbKicHe BU3HAYEHHSI HEOMILHY Cy/ibdaTy»
(Ph.Eur.2.7.2). 3MiHu | TNy - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbknii 3acib6. KOHTPObL roTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax
BUNPOBYBaHHS rOTOBOrO MiKapCcbKoro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKIOHAKUM 3aMiHy
abo AONOBHEHHS)) -
3MiHM B MeTOax BUNpobyBaHHA /13 3a NOKa3HUKOM
«CynyTHI AOMILLKM NyOLMHOMOHY aLeToHigy»
(Ph.Eur.2.2.29) Ta «CynyTHi fOMILIK/ HEOMILMHY
cynbhaty» (Ph.Eur.2.2.29). 3miHn Il TNy - 3MiHu 3
AKOCTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX FTOTOBOrO
nikapcbKoro 3acoby (3miHa 3HaxoAWTbCSA No3a
3aTBEPMHKEHNMN JONYCTMUMUN MEXaMU
cneumdikaliii) - BHeCEHHs 3MiH B cneuumdikadito MN13
3a NOKa3HMKOM «CynyTHi AOMILLKM ¢h/1yOLIMHONOHY
aleToHigy», a came foAaBaHHa foMmiwok B Ta D.
Po3LwmpeHHs BuMor cneuudikauii 3a noKasHUKoOM
«Cyma JoOMiLLOK» Ha TepMiH npuaaTHoCTI
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
434, | POPATEK aepo30/1b Uwnnna NTg, IHais Lwvnna n1a. IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a - UA/16649/01/01
(cycnensis) gna (FOHiIT II) | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo
iHransauin, 12 thapmakoHarnagy. 3MiHa 4YacToTv Ta/abo TepMiHiB M
MKr/gosy, no 120 nofaHHs perynsipHo OHOBJOBaHWX 3BITIB 3 6e3neku
0,03 B @/11OMiHIEBOMY NiKapCbKMnx 3aco6iB - 3MiHa 4acToTh Ta TEPMiHY
KOHTeliHepi; no 1 NoAaHHsA perysiipHO OHOBJIHOBAHOTO 3BITY 3 Ge3Mneku
antomiHieBomy nikapcbKoro 3acoby: fitova pegakuin: Yactota
KOHTeliHepy 3 nogaHHa PO3B — 3 poku; KiHueBa gata gns
[03Y04nM BK/IOYEHHA AaHunx o PO3b — 31.05.2023 p;
KnanaHom, [Jarta nogaHHa — 29.08.2023 p. lNponoHoBaHa
NNacTUKOBUM pepakuis: Yactota nogaHHa PO3B — 5 pokis;
posnunoBayem Ta KiHueBa fata gns BKIoUeHHa fgaHnx go PO36 —
3aXUCHUM 31.05.2025 p.; Oarta nogaHHa — 29.08.2025 p.
KOBMa4yKkoM B PekomeHA0BaHO [0 3aTBEPLKEHHS Bi4NOBIAHO [0
KapTOHHI Kopo6Li nepioguYHOCTI MoAaHHS PerynsipHO OHOB/THOBaHWX
3BITiB 3 6e3MneKku Nikapcbkux 3acobiB y
€sponericbkomy Cotosi.
435, | PPI-AN Tabnetkv no 5 Mr no "KcaHTic Kinp CaHeka CnoBaubka BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 niossieae UA/16683/01/01
10 TabneTok y dapma dapmacbioTika | Pecny6nika YTOUYHEHHS1 YMOB BiZfycKy Ta pekiaMyBaHHs B peyenma
6nicTepi, no 1 abo Nimiten" n3 AT Hakasi MO3 YkpaiHu Ne 879 Big 11.05.2023 B

no 2, a6o no 3, abo
no 9 6nictepis y
KapTOHHI nayui

npoueci BHECEHHS 3MiH (3MiHM | TUNy - 3MiHu 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabiflbHICTb.
3MiHa y TepMiHax NpuAaTHOCTI abo ymoBax
36epiraHHs roTOBOro NiKapcbkoro 3acoby
(36iNbLLEHHA TEPMiIHY NPUAATHOCTI TOTOBOrO
NiKapcbKoro 3acoby) - [11s TOproeoi ynakoBKu
(niaTBEPOXKYETLCA AAHUMU PEasTbHOIO Yacy)
36i/1bLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOr0
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB [JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepoKeHo:
TepMiH NpuaaTHoOCTI: 4 poku. 3anponoHOBAHO:
TepMiH NpugartHocTi: 5 pokiB. BBeeHHA 3MiH
NPOTAroM 6-TW MICALB NICNA 3aTBEPLKEHHS).
Pepaxuisi B Hakasi - 3a peLenToM; He nig/israe.
BipHa pefakuisi - 6e3 peuenTta; nignsrae.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
436. | PYPACON obnonickyBau, AT NartBis AT Nartsis BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 - UA/1627/01/01
nopotuok 0,1 "OnaviHdhapm” "OnaiiHcpapm” | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peuyenma
r/naketTuk, mo 1 r thapmakoHarnsgy. BeegeHHs abo 3miHu o
npenapary y y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
nakeTuky, no 5 abo (BBEAEHHSA y3araslbHEHNX AaHUX MPO cucTemy
15 nakeTukiB y nauuyj hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
3 KapToHYy BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsaay 3asiBHuka ans
3pjiicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHA Bif, YyNOBHOBaXKeHOI 0cobu, BignosigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaii.
Litoua pepakuis: Mpuckoka AHApIi. MponoHoBaHa
pepakuis: CasueHko imuTtpo CepriioBuy.3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIA&/ILHOT 32 hapmakoHarnsag B YkpaiHi
437. | PYPOCEMIA PO34mnH ANS iH'EKLN, ToBapucTBoO 3 YkpaiHa KOHTPO/b YkpaiHa BHECEHHS 3MiH 40 peecTpavliinHmx MaTepiasis: 3MiHN 3a He UA/5153/01/01
10 mr/mnno 2 mn B 06MexeHo SAKOCTI, BUNYCK | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmo niossieae
amnyni, no 10 BiANOBiAabHI cepi: CT1abinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo M
amnyn B nayyi; no 2 cTHo ToBapucTBo 3 ymoBax 36epiraHHsi rOTOBOrO JlikapCbKOro 3acoby
M1 B amnyni, no 10 "apmauesTu 0bMexeHo (36inbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
amnyn y 6nictepi, N0 | 4Ha KOMNaHis BignoBigasbHi nNiKapcbKoro 3acoby) - [1ns Toprosoi ynakoBku
1 6nicTepy B nauui; "3popos'a" CTHO (NiaTBEPOKYETHCA AAHUMW PEAsTbHOTO Yacy)
no 2 mn B amny/i, "[ocnigHwi 36i/bLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
no 5 amnyny 3aBog " NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
6nicTepi, no 2 rHynact pe3ynbTaTiB AOBrOCTPOKOBUX AOCMIMKEHD
6nicTepy B navwj YkpaiHa; CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBep/KeHO:
BCi cTagii TepMiH NpUAATHOCTI: 2 POKK
BMPOOHMLTBA, 3anponoHoBaHo: TepmiH NpuaaTHOCTI: 3 pokn
KOHTPO/1b BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
AIKOCTI, BUMYCK 3aTBEPMKEHHS.
cepii:
ToBapucTso 3
06MexeHo
BiANOBIga/TbHI
cTio
"®GapmaueBTu
YyHa KomnaHis
"3p0pos'a”

YKpaiHa
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MopaHHA OHOBMEHOrO cepTudikaTta BiANOBIAHOCTI
€Bponelicbkin hapmakonei ana A®l cheHinedpuHy
rigpoxnopuay R1-CEP 2003-179-Rev 04
(nonepegaHs Bepcis R1-CEP 2003-179-Rev 03) Big
BXe 3aTBepxeHoro BupobHuka Malladi Drugs &
Pharmaceuticals Limited Unit-3, India, y 38’3ky i3
3MIHOI Ha3BW paioHy B agpeci, a came Vellore
district 3miHeHO Ha Ranipet District, a Takox i3
BHECEHHSIM HE3HAYHUX PefakLiiiHUX NpaBoK B

agpeci BnacHuka CEP Ta BUpo6HUYOi AinbHuLi ADI.

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
438. | XE/NMNEKC® NOpPOLLOK ANA TOB "MoBi YkpaiHa BUPOGHMLTBO LLiBeiiLapis/ | BHECEHHS 3MiH 0 pEECTpaLiiHUX MaTepiasiB: 3MiHK 6e3 - UA/15354/01/01
AHTUKONA, Opa/1bHOro PO34NHY Xenc" 3a NOBHUM ITanis | TMny - 3miHK 3 AkocTi. CepTudpikat peyenma
HEO 3 IMMOHHUM LMKIOM: BignosigHocTi/l E-cepTudikar BignosigHoCTI
CMakoMm; no 4 r Annekc €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
NOPOLLIKY B catue; no dapma CA, HOBOro abo OHOB/IEHOTO cepTudlikarta BifgnoBigHOCTI
10 cawe B LLiBeiuapis; abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
KapTOHHI KopooLyi nepBuHHE Ta €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
BTOPUHHE MaTepiany/peareHTy/MpoMKHOIo NPOAYKTY, WO
nakyBaHHS: BUKOPWCTOBYIOTLCS Y BUPOOHNLUTBI ADI; ans
Namn CaH [ONOMDKHOT pevoBurHK (cepTudpikat BignoBigHOCTI
Mpocnepo €sponelicbkin dhapmakonei) - OHOBEHWIA
CIMA, Itanis cepTudikaT Bif y)xe 3aTBepAXeHOro BUPobHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkin dhapmakonei ana APl cheHinedpury
rigpoxnopugy R1-CEP 2003-179-Rev 04
(nonepegHs Bepcis R1-CEP 2003-179-Rev 03) Big,
BXeE 3aTBepxeHoro BupobHuka Malladi Drugs &
Pharmaceuticals Limited Unit-3, India, y 3B’3ky i3
3MiHOK Ha3BY paiioHy B agpeci, a came Vellore
district 3miHeHo Ha Ranipet District, a Takox i3
BHECEHHSIM HE3HAaYHUX PefakLiiHnX NpaBok B
aapeci BnacHnka CEP Ta BUpO6HMYOI AinbHULI API.
439. | XE/MNEKC® NOPOLLIOK AN TOB "Mosi YkpaiHa BMPOGHMLTBO LLiBeiiuapis/ | BHECEHHS 3MiH 40 peecTpauiiiHuX maTepiasiB: 3MiHN 6e3 - UA/15355/01/01
AHTUKONA, OP&/1bHOTO PO3YUHY Xenc" 3a MOBHUM ITanis | Tuny - 3miHn 3 AkocTi. CepTudpikat peyenma
HEO 3 MaJINHOBUM LMKNOM: BignosigHOCTI/IE-cepTucpikat BignosigHOCTI
CMaKkoMm no 4 r Annekc €sponelicbkin dhapmakonei/moHorpadii. NMogaHHA
NOPOLLIKY B calue; no dapma CA, HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
10 cawe B LLiBeiiuapis; ab0o Buy4YeHHs cepTuddikarta BignoBiAHOCTI
KapTOHHI Kopo6Lyi nepBuHHE Ta €Bponeiicbkin thapmakonei: ana A®l; ans BuxigHoro
BTOPVHHE mMaTtepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
nakyBaHHS: BUKOPWCTOBYIOTLCS Y BUPOOHULTBI ADI; Ans
Namn CaH [OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
Mpocnepo €Bponelicbkiin hapmakonei) - OHOBIEHWIA
CNA, Itanis cepTuduikart Bif yXe 3aTBepKEHOro BUpobHMKa.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
440. | UETNO® TabneTku, BKPUTI OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu - He UA/15639/01/01
nnc NNiBKOBOIO NAN®CAEHC Naidp | TMRNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. nionsieae
o6onoHkoto; in bulk: N3 (E® 3ET I) CaeHcuns CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
no 1000 TabneTok y Nimiten ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby
nonieTuIeHoBMX (36iNbLLEHHS TEPMiIHY NPUAATHOCTI TOTOBOrO
naketax nikapcbkoro 3acoby) - [ins TOprosoi ynakoBku
(niaTBEPOXKYETHCA AAHUMU PEAsIbHOIO Yacy)
36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
nNikapcbKoro 3acoby (3aTBepAXXeHO: 2 poku,
3anpornoHoBaHo: 3 poku). BBeAeHHS 3MiH NPOTSArom
6-TV MiCALIB MiCNSA 3aTBEPLKEHHS.
441. | UETNO® TabneTku, BKpUTI OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 6e3 niosisieae UA/15638/01/01
nntoc NNiBKOBOIO NIAN®CAEHC Navich | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkwnii 3aci6. peuyenma
060/10HKO10; No 10 N3 (ED 3ET 1) CaeHcms CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHoOCTi abo
TabneTok y 6nictepi; Nimiten ymoBax 36epiraHHsi rOTOBOrO JlikapcbKoro 3acoby
no 1 6nicrepy y (36iNbLLEHHA TEPMiIHY NPUAATHOCTI TOTOBOrO
KapTOHHI kopobuy; nikapcbKoro 3acoby) - 115 TOprosoi ynakosku
no 10 TabneTtok y (niaTBEPOXKYETLCA AAHUMU PEasTbHOIO Yacy)
6nictepi; no 2 36i/1bLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOr0
6nictepn y nNikapcbKoro 3acoby (3aTBepaXeHo: 2 poku,
KapTOHHI kopobuy; 3anpornoHoBaHo: 3 poku). BBeAeHHsS 3MiH NPOTAroM
no 10 Tabnetok y 6-TN MiCALB NiCNA 3aTBEPAKEHHS.
6nictepi; no 3
6nictepn y
KapTOHHII Kopo6Lii
442. | UE®ENIM NOPOLLOK A5 AAP ®APMA O6'egHaHi CeHc IHais BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: - - UA/18354/01/01
PO34UHY ANS iH'EKLIA ®3-/1/1C Apabcbki NabopaTtopic 3MiHY Il Tuny - 3MiHK 3 KOCTi. [OTOBWIA NlikapCbKuii
no 1000 wr, in bulk: Emipatu Met. 14, 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii

no 50 chiakoHiB y
KapTOHHI Kopo6Lli

(BK/tOHAOUM Ajana3oH po3Mipy cepil) roToBOro
nikapcbKoro 3acoby (3MiHa CTOCYETLCS BCiX iHLUNX
nNiKapcbKnx hopm CyKynHoro (KOMmnsaiekCHoro)
BMPOGHNYOrO Npouecy).
36inbLUeHHs po3mipy cepii, 3aTBepmxeHo: 10 kr
(5040 chnakoHiB) 3anponoHoBaHo: 70 kr (35282
onakoHa). BBegeHHs 3MiH NpOTArom 6-Tu MicsAuiB
nicnsi 3aTBepAkKeHHs
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
443. | UE®ENIM NOpPOLLOK ANA AAP ®APMA O6'efHaHi CeHc IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a - UA/18353/01/01
PO3UUHY NS iH'EKLA ®3-111C ApabCbki NabopaTtopic 3MiHW Il Tvny - 3MiHK 3 AKOCTIi. FOTOBUIA NiKapCbKUiA peyenmo
no 1000 wmr, no 1 Emipatu Met. NiTg. 3aci6. 3MiHM y BUpo6HULTBI. 3MiHa po3mipy cepii M
h1aKkoHy y (BKKOHAOUM Ajana3oH po3Mipy cepil) roToBoro
KapTOHHI ynakosLi NiKapcbKoro 3acoby (3mMiHa CTOCYETbCS BCIX iHLIMX
nikapcbkux chopm CyKynHoro (KOMMnieKCcHoro)
BMPOBGHUYOro npouecy).
36inbLIeHHs po3mipy cepii, 3atBepmkeHo: 10 kr
(5040 donaxoHiB) 3anponoHoBaHo: 70 kr (35282
hnakoHa). BBeeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepakeHHs
444, | UEOMA TabneTku, BKpUTI CaHpo3 CnoBeHia | CaHpo3 T'M6X- ABCTpIA BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a - UA/14864/01/02

NNiBKOBOIO dapmacbioTika Bupo6Hunya 3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peuenmo
060510HKOt0, No 200 n3 a.a. AinbHUUA 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y npoLeci M
Mr, no 10 TabneTok AHTUNIHEKUIA BMPOGHMLITBA rOTOBOTO JlikapCbKoro 3acoby,
y 6nictepi, no 1 abo Hi N3 Ta BK/IOYAOUM MPOMIXHUI NPOAYKT, L0
2 6nictepu y XimiyHi 3aCTOCOBYETLCA MPY BUPOOHULTBI TOTOBOrO
KapTOHHI Kopo6Lyi Onepauji nikapcbKoro 3acoby (He3HayHa 3MiHa y NpoLeci

KyHanb (AIXO
N3 KyHanb)

BMPOOHULITBA) - BHECEHHS 3MiH 40 BUPOGHMYOro
npouecy J13, 30kpema: oAaHo 3MillyBaHHSA Ha eTani
3 Ta eTani 9. 3millyBaHHA Ha eTani 3 gogaHo fo
BMPOBHMYOro NpoLecy Y 3B'A3KY i3 36i1bLUEHHSAM
po3mipy cepii s 3a6esneyeHHss O4HOPIAHOT CyMiLLli,
OCKi/IbkM cyMmiw A®| 6yae posgineHa Ha ABi
rpaHynsuiini nigeepii. Nicns nogpibHEHHs rpaHyn
6y/10 BK/IIOYEHO 3MilLlyBaHHSA Ha eTani 9, o6
3a6e3neynT O4HOPIAHE 3MillyBaHHS rpaHy/ ABOX
nigcepiii. HeaHauHi 3MiHM y BUPOGHNYOMY NpoLeci y
3B'AI3Ky 3 BNPOBa)XEHHAM HOBOrO eKBiBa/IEHTHOIO
06nagHaHHs Ha eTani 7. Cyuika, Ha eTani 8.
MpocitoBaHHsA, Ha eTani 16. MoKpUTTA 06010HKOH).
Pepaxkuiini npasku B p. 3.2.P.8.1. Migcymok Ta
BMCHOBOK LLOZ0 CTabifIbHOCTI: NpuBeAeHHs
NOKa3HWUKIB KOHTPO/10 NMPOTOKO/Y AOCAIAKEHHS
cTabinbHOCTI A0 3aTBepaKeHol cneundikavii 13;
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkuii
3aci6. 3MiHM y BUpO6HMLTBI. 3MiHa po3mipy cepii
(BK/IHOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPAKEHUM PO3MIPOM) -
36is1bLIEHHST po3Mipy cepii /13 - 580 000 oanHULL
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
445, | UE®TA3NON | nopolok ans TOB "lOpis- YkpaiHa TOB "HOpis- YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/18147/01/01
M HOPISA- PO34MHY A5 iH'EKLR dapm” dapm", YTOUYHEHHS peecTpaviiHoi npoueaypy B Hakasi MO3 | peyenmo nionsieae
DAPM no 1000 wmr; no 1 YkpaiHa Ykpainu Ne 498 Big 16.03.2023 - 3miHu | Tuny: 3miHn M
a60 no 10 chnakoHiB (nakyBaHHS i3 3 AKOCTi. FoTOBMIA Nnikapcbkuid 3aci6. KoHTpob
3 MOPOLLKOM Y hopmu in bulk rOTOBOrO /liKapCbKoro 3acoby (iHLWi 3MiHK) -
Kopoo6Li HCIC Xebeit BMK1aaneHHs TekcTy MKA ykpaiHCbKo MOBOIO.
XyaMiH 3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkmii
dapmachbloTika 3aci6. KOHTpOos1b rOTOBOrO NikapCbKoro 3acoby.
n KomnaHi 3MiHa napameTpiB cneundikauii Ta/abo
Nimiten, [0MYCTUMMUX MEX rOTOBOTO JTIKapCbKOro 3acoby
Kutai) (3BY)XEHHSI AONYCTUMUX MEX) - 3MiHA KpUTEpIiB

NPUAHATHOCTI 3a NOKa3HWKOM «Onuc», BiAMNOBIAHO
0o sumor USP. 3miHu BHeceHi B po3ain "/likapcbka
dpopma. OCHOBHI (Qi3MKO-XiMiYHi BlacT1BOCTI" B
IHCTPYKL,itO 415 MEANYHOrO 3aCTOCyBaHHSA
nikapcbKoro 3acoby. 3miHu | Trny: 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbknii 3acib6. KOHTPObL roTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikalii Ta/abo AONYCTUMUX MEX FTOTOBOrO
nikapcbKoro 3acoby (40NOBHEHHA cneuudikauii
HOBWM MOKa3HUKOM 3 BiNOBIAHUM METOA0M
BMNPOBYBaHHSA) - AoAaBaHHA [0 creundikavii M3
nokasHuka sKocTi «BigHoBneHuii po3unH: MNosHoTa
PO3YMHEHHS Ta NPO30pPICTb, BUAVMI YaCTKN», Y
BignosigHocTi Ao BuMor USP. 3MiHu | Tuny: 3miHun 3
AKOCTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHSA roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPMXEHUX MeTogax
BMNPOGYBaHHS) - HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
mMeToAax BUNPoGyBaHHA 3a NokasHnkamu «Onue»,
«BTpaTa B Maci npu BMCYyLLYBaHHI», «BMicT HaTpito
KapboHaTy», «KifbkiCHe BU3HAYEHHS»,
«OfHOPIAHICTb A030BaHMUX OAVHULbL». 3MiHM | THNYy:
3MiHM 3 KoCTi. F0TOBWMIA Nikapcbknii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX FTOTOBOrO
nNikapcbKoro 3acoby (iHLi 3MiHK) - MPYBEAEHHSA
BMMOr crneumdikauii 13 3a nokasHUKom «KinbkicHe
BM3HAYEHHSA» Yy BiANOBIAHICTb 40 BUMOI MOHOrpagii

USP Ha nikapcbkuii 3aci6.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
446. | ULE®YAAP NOpPOLLOK ANA AAP ®APMA O6'efHaHi 3elicc IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a He UA/17539/01/01
0.750r PO3UUHY NS iH'EKLA ®3-71/1C ApabCbki dapmac’ioTike | TMNy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmo nionsi2ae
no 750 mr, no 1 a6o Emipatu nc MNet. /114, thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
10 dhnakoHiB y NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapTOHHI Kopo6Lyi IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHI A0 IHCTPYKLii 415 MeauyHOro
3acToCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Oco611BoCTi 3acTocyBaHHsA", "Mo6IuHI peakwii”
BiANOBIAHO [0 OHOBMEHOI iIHGhopMaL,i 3 6e3nekn
L0401 PEYOBUHN.
447. | UE®YAAP NOpPOLLOK ANA AAP dapmva O6'efHaHi 3elicc IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu 3a He UA/17487/01/01
15T pO34nHy AN ®3-NN1C Apabcbki dapmac’ioTike | TMNYy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmo nidnsieae
iH ekuiii no 1500 wr; Emipatu nc ner. /ita. thapmakoHarnagy. 3MiHa y KOpOoTKilli XxapakTepucTuui M
no 1 a6o 10 nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
dhnakoHiB y IHCTPYKLiT 415 MeAMYHOro 3acTocyBaHHS Ha nigcTasi

KapTOHHI Kopo6Lyi

perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHunx gocnimkerb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHI A0 IHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHSA MiKapCbKoro 3acoby y po3ginm
"Oco6mBocTi 3acTocyBaHHsA", "Mo6IuHI peakwii”
BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Lir040i pevoBUHN.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
448. | LE®YPOKCWU | nopoLok ans AAP ®APMA O6'efHaHi 3elicc IHais BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/17488/01/01
M 15T pPO34MHy AN ®3-N1C Apabcbki dapmac’ioTike | TMNY - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyenmo nionsieae
iH ekuii no 1500 mr Emipatu nc MNet. /114, thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui M
1 a60 10 chnakoHiB y NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapTOHHI Kopo6Lyi IHCTPYKLT 415 MeANYHOro 3acTocyBaHHS Ha nigcTasi
perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCcyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuynnx gocnimkernb (PIP) (3mMiHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHU BHECEHI A0 IHCTPYKLii 415 MeauyHOro
3acToCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Oco611BoCTi 3acTocyBaHHsA", "Mo6IuHI peakwii”
BiANOBIAHO [0 OHOBMEHOI iIHGhopMaL,i 3 6e3nekn
L0401 PEYOBUHN.
449, | UE®YPOKCWU | nopoLwok ans AAP ®PAPMA O6'efHaHi 3elicc IHais BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: 3MiHN 3a He UA/17542/01/01
M 750 Ml pO34nHy AN ®3-NN1C Apabcbki dapmac’ioTike | TMNYy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmo nidnsieae
iH eKuii no 750 mr Emipatu nc ner. /ita. thapmakoHarnagy. 3MiHa y KOpOoTKilli XxapakTepucTuui M
no 1 a6o 10 nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
dhnakoHiB 3 IHCTPYKLiT 415 MeAMYHOro 3acTocyBaHHS Ha nigcTasi
MOPOLLKOM Y perynisipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn

KapTOHHI KopooLyi

nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHunx gocnimkerb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHNM
opraHom).
3MiHU BHECEHI A0 IHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHSA MiKapCbKoro 3acoby y po3ginm
"Oco6mBocTi 3acTocyBaHHsA", "Mo6IuHI peakwii”
BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
[it0401 pevyOoBUHN.
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Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n NiKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs* peecmpayjitiHo2o
3acooby YrnakoskKa) nocBi04€eHHs
450. | UUTPAMOH Tabnetku; no 6 abo MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 pEECTPaLiiiHMX MaTepiasiB: 3MiHN 6e3 nionsieae UA/7359/01/01
B 10 Tabnetok y «MoHdapwm» «MoHapm» | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenma

cTpunax; no 6 abo
10 TabneTok y
6nictepax; no 6
TabneTok y cTpuni;
no 2 a6o 10 ctpunis
y nayLi 3 KApTOHY;
no 10 TabneTtok y
cTpwvni; no 2 a6o 10
CTpuniB y nayu,i 3
KapToHyY; No 6
Tabnetok y 6nictepi;
no 2 a6o 10
6nicTepiB y nauuj 3
KapToHy; no 10
TabneTok y 6nictepi;
no 2 a6o 10
6nicTepiB y nayui 3
KapTOHY

HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpaLiiiHoro noceig4eHHst). 3miHa agpecu
3asBHUKa (BN1acHUKa peecTpaLiiiHoOro NOCBiAYEHHS).
TepmiH BBeAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHSA. 3MiHM | TUNY - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYAUMN AiNbHAL
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKUM BUMYCK CEpIlt).
3mina agpecy Bupo6Huka MN3 MAT "MoHdapm",
YkpaiHa, 6e3 3miHV micus BUpo6HuUTBa. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEpMKEHHSA. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0c06M, BigNoBiganLHOI 3a
34iiCHEHHS dhapMaKoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0CO6MU, BignoBiganbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioyYakyn
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy). 3miHa
YMOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifaIbHOT 3a
papmakoHarnsg. Aitoua pegakuis: Cosrupa Cepriid
CepriiioBny. MponoHoBaHa pegakuis: MacTyLweHko
IHHa BikTOpiBHA. 3MiHA KOHTAKTHUX AaHWX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBIAA/ILHOT 38
thapmakoHarnag,. 3miHa MicLie3HaxoMKeHHs macTep-
thaiina cuctemun chapmakoHarnsagy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHariaay

*y pa3i BHeCeHHs1 3MiH 00 iHCMPYKYii Npo Medu4yHe 3acmocyBsaHHs

HauanbHUK
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dapmareBTUYHOr0 ynpasB/IiHHSA Tapac JIACKOBCBKUM
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ITEPEJIIK

AopaTtok 4

[0 Hakasy MiHicTepcTBa OXOPOHMU
3popoB’s  YkpaiHu «[po  pepxaBHY
peecTpauiio (nepepeecTpaliiio)
NiKapCcbKnx 3aco6iB (MeanuHNX
iMyHoGionoriyHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiiHuX

marepianis»
Bizg 08 yepBHa 2023 poky Ne 1037

JIIKAPCBKHX 3ACORIB, AKNM BIJIMOBJIEHO B JJEP)KABHIVM PEECTPAIIIL, IEPEPEECTPAIIIL TA
BHECEHHI 3MIH /10 PEECTPAIIMHNX MATEPIAJIIB

Ne Ha3ssa Popma 3asaBHUK KpaiHa Bupo6HUK KpaiHa lMiocmasa lMpoyedypa
n/ | nikapcbko20 Burnycky
n 3aco6y
1. KIOBITI pO34unH gna Bakctep ABCTpist Bakcanta Benbris 3acigaH BigmoBuUTM y 3aTBepfkeHHi - BHECEHHAA 3MiH YTOYHEHHS HanucaHHs
iHdbysili 100 Al Benmkiym HA HTP BMPOOHUKIB B Hakasi Ne 773 Big 25.04.2023 BHeCEHHsA 3MiH - Yy 3B'A3Ky i3
mr/mMa no 10 mn MaHydheKTypiHr Ne 13 HaAXO[KEHHAM iHhopMaLii NPo HOBY KOHTakTHY OCOOY 3asiBHUKA, BifnoBifasibHy
(2 r/10 mn), no CA. Benbria Bif 3a 34jiicHeHHs dhapmakoHarnsgy B Ykpaii (nucT Big 3asBHuka Bakctep Arl,
25 wmn (2,5 1/25 ’ 06.04.20 | Asctpia Ne0371 /M[A Big 27.10.2022p.). 3miHM | Tuny - 3MiHM WoAo
mn), 50 mn (5 (BMpOGHMUTBO, 23 6e3nekn/echekTMBHOCTI Ta (hapmakoHarnsagy. BsegeHHs abo  3MiHM  fo
r/50 mn), 100 mn nepsuHHE Ta y3ara/lbHeHUX faHux Mpo cucTeMy chapmakoHarnsgy (BBEAEHHS ysaraslbHeHUX
(10 r/100 mn), BTOpUHHE JaHnX npo  cucTeMy hapMakoHarnsgy, 3miHa  yrnoBHOBaXeHoi  0cobw,
200 mn (20 nakyBaHHs, BiANOBIgaNbHOI  3a  34ilicHeHHA  dhapmakoHarnsigy; KOHTakTHOI  ocobu 3
/200 mn), 300 KOHTPOJb SKOCTI dhapmakoHarnsgy 3asBHVKa AN1A 34iCHEHHs dhapmakoHarnsgy B YKpaiHi, AKLWwo
mn (30 r/300 mn) N3, Bunyck BOHa BiAMiHHa Bif, YNOBHOBaXeHOI 0co6MW, BiANOBiJasIbHOI 3a 3AiiCHEHHA
y chnakoHi; no 1 cepii); BakcTep thapmakoHarnagy (BKNOYaUyM KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MILLEHHI
chrakoHy B AT, ABCTpis mactep-paiina cuctemm  hapmakoHarnsgy) (B..8. (@) IAHm);  3miHa
KopobLi 3 ’ yNOBHOB&XEHOT 0COo6M 3asBHUKA, BignoBigasbHOI 3a hapMakoHarnag. [Aioova
MapKyBaHHAM (KOHT_ponb penakuis: MoxaH Xenmep. lMponoHosaHa pegakuis: Cymit MyHmkan / Sumit
YKPaiHCHKOI0 sikocTi [13) Munjal. 3MiHa KOHTaKTHWX [JaH1X YNOBHOBAXEHO! 0COBW 3asBHUKA, BifNOBIAaNLHOT
MOBOIO 3a (hapmakoHarnsf. 3MmiHa KOHTaKTHOI 0cobu 3asiBHWKa, BiANOBiAa/IbHOI 3a
thapmakoHarnsg B YkpaiHi. [ioya pepgakuis: YepHseBa OneHa AHaToniiBHa.
MponoHoBaHa pepakuis: BeHrep /iiogmuna / Liudmyla Venher. 3miHa KOHTakTHUX
[aHnX KOHTaKTHOT 0cobY 3asBHUKA, BiANOBIAa/IbHOI 3a (hapMakoHarnsag B YKpaiHi.
3MiHa MicLe3HaxoMKeHH MacTep-haina cuctemn chapmakoHarnsgy Ta ioro
Homepa. 3MiHa Micus 37iCHEHHS OCHOBHOI [AiSNbHOCTI 3 hapmakoHarnsgy.
Pepakuis B Hakasi - bBbakcanta benmkiym MaHydekTypiHr CA, benbris
(BMPOGHMLTBO, NEPBUHHE Ta BTOPWMHHE NakyBaHHSA, KOHTPO/b SIKOCTI 13, BUMYyCK
cepii); Takega MaHydbekuypiHr Asctpist Al', ABCTpisi (koHTponb skocTi [/13). BipHa
pepakuis - bBakcanta Bengxiym MaHnydektypiHr CA, benbria (BUpo6HULTBO,
nepBuHHe Ta BTOPUHHE NaKyBaHHSA, KOHTponb sikocTi /13, Bunyck cepii);
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Ne Hassa dopma 3assBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lMpoyedypa
n/ | nikapcbko20 BUMYCKY
n 3acoby
BakcTtep Al, ABcTpisi (KOHTpob sAKocTi /13).
2. KOHTPONOK | Tabnetku Takefa HimeuunHa AggaHc ®apma M'm6X, . 3acigaH BiamMOBUTM y 3aTBEepA)KEHHi - BHECEHHS 3MiH Yy 3B'A3KY i3 HafgXO[KeHHAM
® racTpopesncTeH rM6X HimMeuunHa HimeuumHa HA HTP | iHcbopmauji Npo HOBY KOHTaKTHY O0COGY 3asiBHWKA, BiAnoOBiganbHy 3a
THi no 20 mr; no (HaHeceHHs NoKpUTTA Ne 18 3pilicHeHHA chapMakoHarnagy B YkpaiHi (nuct Big 3asaBHMKa Takepga MM6X,
14 TabneTok y Ha fapa TabneTok); Bif HimeuunHa Ne0231 /M/A} Big 16.08.2022p.)
6nicTepi; no 1 Takepa 'M6X, micue 18.05.20 | 3miHn | Tuny - 3miHM wWopo 6e3neku/edeKTUBHOCTI Ta dhapmakoHarnsgy.
6nictepy B BUPOGHMLTBA 23 BBeneHHss abo 3MiHWM [0 y3ara/ibHeHWX AaHuX Mpo cucTemy dapmakoHarnsay
KapTOHHIN OpaHieHbypr, (BBEAEHHA y3araJ/ibHEHUX faHuMX Mpo cuctemy apMakoHarnsgy, 3MiHa
Kopoo6Li HimeyunHa yMOBHOBaXeHOT 0cobu, BiAMNOBIAa/IbHOI 3a 3AjiCHEHHS  hapmakoHarnsgy;
(BMPOGHMLTBO 3a KOHTaKTHOI 0CO6U 3 hapMakoHarssay 3asBHUKa 415 34iCHEHHA hapMakoHarnsgy
MOBHWM LMK/I0M) B YKpaiHi, SKWO BOHa BigMiHHA Big YNOBHOBaXKeHO! 0cobw, BignoBifasbHOI 3a
3[jicCHeHHs1 hbapmakoHarnsgy (BKIYaluM KOHTaKTHI AaHi) Ta/abo 3MiHM y
PO3MiLLeHHI MacTep-haiina cuctemun hapMakoHarsisay). 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOI 0CO6M 3asiBHMKA, BiANOBiAaUIbHOI 3a hapMakoHarnisg. 3miHa
KOHTaKTHOI 0COGM 3asiBHMKA, BiANOBiJaNbHOI 3a lapmakoHarnsg B YkpaiHi.
[Oitova pepakuin: CamoHeHko MapuHa BonogumupiBHa. NponoHoBaHa pefakuis:
BeHrep NMogmnna AHaToniiBHa / Liudmyla Venher.
3MiHa KOHTaKTHWX [AaHWX KOHTaKTHOI 0C06M 3asaBHMKa, BIiAMNOBIAAILHOT 3a
thapmakoHarnsag B YKpaiHi.
3MiHa Micue3HaxoMKeHHss MacTep-halina cuctemy papMakoHarisgy Ta ioro
Homepa. 3MiHa MicLA 34iACHEHHA OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsgy.
3. KOHTPOJIOK | nopowlok gns Takena HimeyunHa Baccepbyprep ) 3acigaH BigmoBUTK y 3aTBEpMAKEHHI - BHECEHHs1 3MiH Yy 3B'A3KY i3 HaAXOMKEHHSM
® PO3UMHY /18 rM6X ApuHaiimiTrensee | HiMedunHa Ha HTP | iHcbopmauji Npo HOBY KOHTaKTHY O0COGY 3asiBHWKA, BiAnoBiganbHy 3a
iH'eKuili no 40 pk TM6X, ITanis Ne 18 3pilicHeHHs chapmakoHarnsagy B YKpaiHi (nucT Big 3asBHuKa Takepsa Mm6X,
Mmr, 1 dolakoH 3 HimeuunHa Big, HimeuunHa Ne0231 ma Big 16.08.2022p.).
NOPOLLKOM Y (BUpOGHMLTBO MopTyranis 18.05.20 | 3miHn | Tuny - 3miHM wogo 6e3nekn/eddekTMBHOCTI Ta hapmakoHarnsgy.
KapTOHHiiA Hepo3shacoBaHoi 23 BeefieHHs ab0 3MiHM [0 y3ara/lbHEHUX [AaHuWX Mpo cuctemy hapmakoHarnsgy
Kopobui 3 npoaykuii, (BBEAEHHA y3araJlbHEHUX AaHuxX Mpo cucTtemy apmakoHarnsgy, 3miHa
MapKyBaHHAM nepBuHHe YNOBHOB&)XXEHOI  0CO6MW, BIANOBIAANbHOI 3a  3AjiCHEHHs  dhapmakoHarnsay;
YKpaiHCbKOIO Ta nakyBaHHs); KOHTaKTHOI 0c0bM 3 chapMakoHarnagy 3asBHVKa ANA 34iIMCHEHHSA thapMakoHarnsay

aHrMicbKoto
MoBaMu

Na6op IC CE eHf
Ko. KI', HimeuunHa
(BUPOGHMK,
BignoBigasIbHWIA 3a
KOHTPO/b SIKOCTI);
MaTeoH ITania
C.N.A,, ITanisa
(BUpOGHMLTBO
Hepo3dg)acoBaHoi
npoaykuii,
nepBuHHE
nakyBaHHs);
Takepa MM6X,
HimeyunHa

B YKpaiHi, KO BOHA BigMiHHa Bif YMOBHOBaKEHOI 0CO6W, BigMoBiAa/IbHOI 3a
3[jiCHeHHs1 bapmakoHarnsagy (BKIUaluM KOHTaKTHI AaHi) Ta/abo 3MiHM y
po3MilleHHi macTep-chaiina cuctemu chapmakoHarnsgy); 3MiHa YNoBHOBaKeHO!
ocobun 3asBHMKA, BiANOBIAA/IbHOT 3a chapMakoHarnag,.
[itova pepakuisn: Simon Ashworth. NponoHoBaHa pegakuis: a-p Cymit MyHmpkan /
Sumit Munjal. 3MiHa KOHTaKTHWX [aHUX YMNOBHOBa&XEHOI 0CO6WM 3asBHUKA,
BiAMOBiAa/IbHOI 3a (hpapmakoHarnsg. 3MiHa KOHTAKTHOI  0Co6M  3asiBHMKA,
BignoBigasibHOI 3a (papmakoHarnsag B YkpaiHi. [itoya pepgaxuisi: CaMOHEHKO
MapuHa BonogumupisHa. [ponoHoBaHa  pefakuis:  BeHrep  Jliogmuna
AHatoniiBHa / Liudmyla Venher. 3miHa KOHTaKTHMX [AaHWX KOHTAKTHOI 0OCO6M
3asBHYKa, BignoBiAa/IbHOT 3a thapmakoHarnsag B YKpaiHi.
3MiHa MicLe3HaxoMKeHH MacTep-haiina cuctemn chapmakoHarnsgy Ta ioro
HoMepa. 3MiHa MicLA 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 chapmakoHarnsgy.
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a6o no 20, abo
no 50 cawe B

Ne Hassa dopma 3assBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lMpoyedypa

n/ | nikapcbko20 BUMYCKY

n 3acoby

(BUPOBHMLTBO 3a
MOBHVM LK/IOM);
Xikma
dapmacbloTika
(Moptyranis),
C.A., Moptyranis
(BUPOGHULTBO
Hepo3dg)acoBaHoi
npoayKuii,
nepBuHHe
nakyBaHHs)

4, KOHTPOJIOK | TabneTku Takega HimeyunHa ApsaHc ®apma ) 3acigaH BigmoBUTUN y 3aTBEpMKEHHI - BHECEHHSI 3MiH Y 3B'A3KY i3 HaAXOMKEHHSIM

® racTpopesncTeH rM6X rM6X, Himeuunna | HiMeddnHa Ha HTP | iHcbopmaLji Npo HOBY KOHTaKTHY O0COGY 3asiBHWKa, BiAnNoBiganbHy 3a
THi no 40 mr, no (HaHeceHHs Ne 18 3pificHeHHA chapmakoHarnagy B YkpaiHi (nuct Bif 3asaBHMKa Takepa TMGX,
14 Tabnetok y NoKpUTTA Ha agpa Bif, HimeuunHa Ne0231 /MA Big 16.08.2022p.). 3miHM | Tuny - 3MiHM WoOA0
6nictepi; no 1 Tabnetok); Takega 18.05.20 | 6e3neku/echekTuBHOCTI Ta apmakoHarnsgy. BsegeHHsa ab6o  3MmiHM g0
abo 2 6nictepu M6X, micue 23 y3arasibHeHUX AaHux npo cuctemy chapmakoHarnsgy (BBeAEHHS y3araslbHEHUX
B KapPTOHHIA BMPOGHMLTBA JaHux npo cuctemy papmakoHarnsgy, 3miHa  yNOBHOBaXEHOi  0cobw,
KopoobLi OpaHieHbypr, BiANOBiAaNbHOI 3@  3filicCHEHHA  (hapmakoHarnsdy; KOHTakTHOi  ocobu 3
HimeuunHa thapmakoHarnagy 3asiBHVUKa AN 34iNCHEHHS hapmakoHarnsgy B YKpaiHi, SKwo
(BMpPOGHMLTBO 3a BOHa BiAMIHHA Bif YMNOBHOB&XEHOI 0cO6M, BiANOBIAANbHOI 3a 3AiACHEHHS
NOBHUM LMK/IOM) hapmakoHarnsgy (Bk/YaluM KOHTaKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLEeHHI
mactep-paiina cuctemy papmakoHarnsgy). 3miHa  yNOBHOBaXeHOi 0cobu

3asBHMKa, BignoBiganbHoT 3a hapmakoHarnsg.
[itova pepgaxkuis: Simon Ashworth. MNponoHoBaHa pegaxuis: g-p Cymit MyHmkan /
Sumit Munjal. 3MiHa KOHTaKTHMX [aHUX YMNOBHOB&XEHOI 0CO6U 3asBHUKA,
BiANOBiAanbHOI  3a (hapmakoHarnsg. 3MiHa KOHTaKTHOI  0Co6M  3asBHWKA,
BignoBiganbHOI 3a (papmakoHarnsg B YkpaiHi. [iova pepakuis: CamMOHEHKO
MapuHa BonogumupisHa. [MponoHoBaHa — pefakuist:  Bewrep  Jlogmuna
AHatoniiBHa / Liudmyla Venher. 3MiHa KOHTaKTHWX AaHUX KOHTaKTHOI 0co6wu

3asBHYIKa, BignoBiAabHOT 3a thapmakoHarnsag B YKpaiHi.

3MiHa Micue3HaxoMKeHHss MacTep-halina cuctemy papMakoHarisgy Ta ioro

Homepa. 3MiHa MicLA 34iiCHEHHA OCHOBHOI AisfIbHOCTI 3 hapMakoHarnsgy.

5. PIONAH CycrneHsisi Takena HimeyunHa Takega M'm6X ) 3acigaH BigmoBUTKN y 3aTBepMAKEHHI - BHECEHHs1 3MiH Yy 3B'AI3KY i3 HaAXOMKEHHSM
opasbHa, 800 rM6X Himeuunta HAa HTP | iHcbopmauji Npo HOBY KOHTaKTHY O0COGY 3asiBHWKA, BiAnoBiganbHy 3a
mr/10 mn abo Ne 18 3pilicHeHHs chapmakoHarnsagy B YKpaiHi (nucT Big 3asBHuKa Takegsa Mm6X,
1600 mr/10 mn Big, HimeuunHa Ne0231 /MA, Big 16.08.2022p.). 3miHM | Tuny - 3MiHM WOZ0
no 10 mn B 18.05.20 | 6e3neku/echeKTUBHOCTI Ta hapmakoHarnisgy. BeegeHHss ab6o  3MiHM o
cauwe; no 10, 23 y3ara/ibHeHUX fAaHux npo cuctemy hapmakoHarnsgy (BBeAeHHS Y3araslbHEHUX

OaHux npo  cucTemy papMakoHarnisgy, 3MiHa
BiANOBiA@NbHOI 3@  3filicHEHHA  hapmakoHarnsgy;

YNOBHOBaXEHOI  0cobw,
KOHTaKTHOI  ocobu 3

KapTOHHiiA chapmakoHarnsgy 3asiBHVMKa ANA 34iiCHeHHs dhapmakoHarnsgy B YKpaiHi, AKwo
Kopobui 3 BOHa BiAMIHHA Big YMNOBHOBaXeHOI 0co6u, BigNOBIfa/IbHOI 3a 34INCHEHHS
MapKyBaHHsM papMakoHarnsay (BK/AYaluM KOHTAKTHI  faHi) Ta/abo 3MiHM Yy  pPO3MillleHHi
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Ne Hassa dopma 3assBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lMpoyedypa
n/ | nikapcbko20 BUMYCKY
n 3acoby

YKpaiHCLKO
MOBOIO

macTep-gpaiina cuctemum  papmakoHarnsgy).  3MiHa  KOHTaKTHUX — [AaHux
YNOBHOBaXXEHOI 0CO6M 3asiBHMKA, BiANOBiZaUIbHOI 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0Cc06Y 3asiBHUKA, BignoBiganbHOI 3a hapmakoHarnsag B YkpaiHi. Jitoua
pepakuis: CamoHeHKo MapuHa BonogumupisHa. MNponoHoBaHa pefakuis: BeHrep
Mogmuna AnatoniiBHa / Liudmyla Venher. 3miHa KOHTaKTHUX JaHUX KOHTaKTHOT
0ocobu 3asBHUKA, BiAMOBIfa/IbHOI 3a dlapmakoHarnsg B YkpaiHi. 3MiHa
MicLie3HaXOMKeHHA MacTep-chaiina cuctemu chapmakoHarnsgy Ta moro Homepa.
3MiHa Micus 3AiICHEHHA OCHOBHOI AifNIbHOCTI 3 hapmakoHarnsgy.

HayanbHUK

dapmaLeBTUYHOIO ynpaB/liHHA

Tapac IACKOBCbKUIA
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