MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
17.09.2020 Ne 2119
Kuis

IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BiamnosigHo o ctaTtTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (Tepepeectpariii) JikapcbKuX 3aco0iB,
3aTBep/pKeHoro 1octaHoBoro Kabinety MinicTpiB Ykpaiau Bif 26 TpaBHs 2005 poKy
Ne 376 «IIpo 3arBepmxeHHs IlopsigKy [epkaBHOI peecTpalii (mepepeecTpariii)
mikapcbKmx — 3acobiB i po3mipiB  300py 3a iX Jep)KaBHY  peecTpariiio
(riepepeecTpailito)», ab3alfy ABaALATL CbOMOTO MiANMYHKTY 12 myHKTY 4 IlonoxeHHs
rnpo MIiHICTePCTBO OXOpPOHM 340pPOB’S  YKpaiHW, 3aTBepKeHOro I[OCTaHOBOK)
Kabinety MinictpiB Ykpainu Bimg 25 Gepe3ns 2015 poky Ne 267 (B pegmakiii
nocraHoBu Kabinety MiHicTpiB Ykpainu Biz 24 ciuns 2020 poky Ne 90), Ha mizacTaBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuMX  mpemapartiB), 1[0 T[OJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
[ep>kaBHMM TANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LeHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpariii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DPeECTPY JTiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
riepestikoM (JoAaTok 1).

2. TlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoM (JOoAaToK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. BigMOBUTH Yy Jiep’KaBHiM peecTpallii/riepepeecTpallii Ta BHECeHHi 3MiH [0
peecTpaljiiHiX MaTepiamiB Ta [lep)kKaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKMUX 3aco0iB 3ri/IHO 3 TIepeslikoM (0/1aToK 4).

5. KoHTpo/ib 3a BHUKOHAaHHSIM LbOTO HakKa3ly TOKJaCTM Ha 3acTyIlHUKa

MiHicTpa OXOpPOHU 370pOB’Sl YKpalHM 3 TWTaHb €BPOMENCHKOI iHTerpariil
IBaienka [.A.

MiHicTp Makcum CTEITAHOB



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX NMPENAPATIB), AKI BHOCATBLCA A0
AEP>XABHOI'O PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopartok 1
[0 Haka3y MiHicTepcTBa OXOpPOHMU

300pOB’A YKpaiHu
17.09.2020 Ne 2119

y 6nicTepi; no 1 abo no
3 6nicTepun B KAPTOHHIl
KopooLi

Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainm 29 ciuna 2007

Ne Hassa ®dopma sunycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
1. AVrNIMET TabneTku, BKpUTI AT YkpaiHa OmaH OmaH PeecTpauis Ha 5 pokis - He UA/18309/01/01
NNiBKOBOI 060/I0HKOIO, "dapmak” dapmacboTuKan MepioAnYHICTb NOAAHHS PErynsapHO nionsieae
no 50 mr/1000 wmr, in MpopakTc Komnari OHOBJIIOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
bulk no 20 kry nnc Mopsaky 34iiicHeHHs dhapMakoHarisay,
nonieTneHoBOMy 3aTBepAXeHOro Hakaszom MiHicTepcTea
naketi, BKnageHomy y OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
NOTPIliHWIA NamiHOBaHWi 2006 poky Ne 898, 3apeecTpoBaHoro B
naker, Lo MiCTUTb MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
nakeTuK 3 cunikarenem; poky 3a Ne 73/13340 (y pefakuii Hakasy
BKNaAEHUI y MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
nnacTvKoBuii 6apabaH 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riAHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHS PerynspHuX 3BiTiB 3
6e3neku.
2. AVrNIMET TabneTku, BKpUTI AT YkpaiHa AT "dapmak" YkpaiHa PeecTpaujis Ha 5 pokis 3a He UA/18310/01/01
NAiBKOBOK 000I0HKOI, "®apmak” (nepBuHHE Ta MepioanyHICTb NOAAHHSA PerynspHo peyenmom niosisicae
no 50 mr/1000 wmr; no 7 BTOPVHHE NakKyBaHHS, OHOBJ/IOBAHOIO 3BITY 3 6€3neku, BigNoBIAHO A0
TabneToK, BKpUTUX MapKyBaHHSs, BUMYCK Mopsaky 34iicHeHHs dhapmakoHarisay,
NAiBKOBOK 0O0IOHKOI Y cepii 3 npoAykuji in 3aTBEpXEHOro Hakas3om MiHicTepcTBa
6nictepi, no 4 6nictepu bulk chipmu- OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
y naui i3 KapToHy BUPO6HMKa OMaH 2006 poky Ne 898, 3apeecTpoBaHoro B
dapmacboTrKas MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
MpogakTc KomnaHi poky 3a Ne 73/13340 (y pefakuii Hakazy
NNC, Omak) MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku
3. ANNEPCET TabneTku, BKpUTI MIKPO IHAisa MIKPO JIABC IHAin PeecTpadist Ha 5 pokis 6e3 nionseae UA/18311/01/01
NNiBKOBOIO 060/I0HKOIO, NABC NIMITEL MepiognyHICTb NOAAHHS PEryNsApHO peuyenma
no 5 mr; no 10 Tabnetok NIMITEL, OHOBJIHOBAHOrO 3BITY 3 6e3neku, BigNoBiAHO A0




a60 5 KOHTYpHYX
YapyHKOBUX YNakoBOK
(nigooHiB) B nayui i3
KapToHY

BUPOGHWK, AKUiA
Bignosigae 3a
KOHTPOSb
cepii/BunpobyBaHHs:
AT "T'piHgekc", NaTsis;

BUPOGHWK, AKUiA
BiANoBigaE 3a BUMyCK

2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PeryssipHUX 3BITIB 3
6e3neku.
4, ANbBEHAA3 | Tabnetku no 400 mr; no TOB YkpaiHa TOB "®APMEKC Ykpaina PeecTtpauisa Ha 5 pokis 3a He UA/18312/01/01
on- 1 Tabnetui B 6nicTepi; "®APMEKC reyn" MepioAnYHICTb NOAAHHS PErynsapHO peuenmom nionseae
DAPMEKC no 1 a6o 3 6nictepn B reyn" OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKu, BiANOBIAHO A0
nauuj Mopsaaky 34jiicHeHHs dhapMakoHarisay,
3aTBEpAXEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiognYHOCTI NOAAHHSA PErysIipHUX 3BITIB 3
6e3nekn
5. BEPPYKYTA PO3YMH HaLKipHWIA, 5 [epmachapm | HimeuunHa Mibe Mm6X HimeuyunHa PeecTtpauist Ha 5 pokis 3a He UA/18313/01/01
H® mr/r, 100 mr/r; no 13 mn Al ApuHalimiTTens MepioAnYHICTb NOAAHHS PEryNAPHO peuenmom nionseae
y thnakoHi 3 OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
nonieTuIeHOBO Mopsigky 34iicHeHHs hapmakoHarnasgy,
KPYLLIKOK HEeJOCTYMHO 3aTBepAXEHOro Hakaszom MiHicTepcTea
ONA BigKpUTTSA AiTbMMK, OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
L0 3arBUHYYETLCA Ta 2006 poky Ne 898, 3apeecTpoBaHoOro B
NpueSHaHUM [0 Hel MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
wnatenem; no 1 poky 3a Ne 73/13340 (y pefakuii Hakasy
dnakoHy y nauui MiHicTepcTBa OXOpPOHM 3[40P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riiHO 3i CTPOKaMK, 3a3HaYeHMUN y
NnepioguYHOCTI MOAAHHS PEryNIiPHUX 3BITIB 3
6e3nekw.
6. AEKCMEAET | koHueHTpart gns AT Natsis BCi cTagii CnosayunHa PeecTpaduis Ha 5 pokis 3a He UA/18314/01/01
OoMIAVNH PO34uHy ANs iHQy3il, "Kanuekc" BVMPOGHMYOTO / MepiognyHICTb NOAAHHSA PErynsipHo peyenmom niosisi2ae
KANUEKC 100 mKr/Mn, no 2 Mn B npouecy, KpiM BUNYCKy Nartsis OHOBJIHOBAHOTO 3BITY 3 6€3neku, BigNoBiAHO A0
amnyni, no 5 amnyn y cepii: Mopsiaky 3AiicHeHHs hapmakoHarnaay,
KOHTYPHIli YapyHKOBIl XBM ®apwma c.p.o., 3aTBEPXEHOro Hakas3om MiHicTepcTBa
ynakoBui (nigaoHi); no 1 CnoBayyvHa; OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs




Ne

Hassa

Popma BUMYCKY

3asBHUK

KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
cepii:
AT "Kanuekc", JlatBis
7. AIMETPIO TabneTkun, BKpUTI AT "Apamep, Monbwa BMPO6HMLTBO "in bulk", | HimeuunHa/ peecTpauist Ha 5 pokis 3a He UA/18266/01/01
N/1iBKOBOK 060/10HKOI0, dapma” nakyBaHHs Ta Monblya MepiognyHICTb NOAAHHS PerynsipHo peyernmom nionszae
no 2 mr, no 14 Tabnetok KOHTPO/b cepil: OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
B 6nicTepi, no 2 Xaynt ®apma Mopsaky 34jiiicHeHHs dhapmakoHarisay,
6nicTepy B KapTOHHIA MioHcTep MTM6X, 3aTBepKeHoro HakasomM MiHictepcTea
Kopoobui HimeyunHa,; OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
BUPOGHUK, 2006 poky Ne 898, 3apeecTpoBaHoro B
BignoBiganbHWiA 3a MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
BMNYCK cepil: poky 3a Ne 73/13340 (y pefakuii Hakazy
AT "Apaveq ®apma’, MiHicTepcTBa OXOPOHW 340POB'S YKpaiHu Big,
Monbwa 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riiHO 3i CTpOKamu, 3a3HavYeHMK Yy
nepiogMYHOCTI MoAaHHSA perynspHuX 3BiTiB 3
6e3neku.
8. AIOPEH PO34MH ANa iH'ekuiid, 20 My6niyne YkpaiHa My6niyHe akuioHepHe YkpaiHa PeecTpadis Ha 5 pokis 3a He UA/18315/01/01
Mr/4 mn; no 4 mn B akuioHepHe TOBapuCTBO “"HaykoBo- MepioAnYHICTb MOAAHHST PErYNIAPHO peuyenmom niossiecae
amnynax; no 5 amnyny TOBapUCTBO BUPOGHNUNIA LIEHTP OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
KaceTi; no 1 kaceTi B "HaykoBo- "BopLuariBcbkuii Mopsaky 34iicHeHHs hapmakoHarnaay,
nauuj BUPOGHWYUNIA XiMiKo- 3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
LeHTp hapmaLeBTUYHNIA OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
"BopLuariscb 3asof” 2006 poky Ne 898, 3apeecTpoBaHoro B
KW XiMiKo- MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
thapmaueBT poky 3a Ne 73/13340 (y pefakuii Hakazy
NYHWiA MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big,
3asofa” 26 BepecHsl 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTi NoAaHHSA PerynsipHuX 3siTiB 3
6e3neku.
9. AlYTOP® Tabnetku no 10 mr, no TOB HB® YkpaiHa TOB HB® Ykpaina peecTpaduis Ha 5 poki 3a He UA/17871/02/02
10 Tabnetok y 6nictepi, "MIKPOXIM" "MIKPOXIM" MepiognyHICTb NOAAHHSA perynsipHo peyenmom nionsizae
no 3 6nictepu a6o no 9 OHOBJ/IOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
6nicTepis y nayui 3 Mopsaky 34icHEHHST dhapMakoHarisay,
KapTOHY 3aTBEpPAKEHOro Haka3omM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3Ha4YeHMn y
nepioguyYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.
10. AIYTOP® Tabnetku no 5 wr, no 10 TOB HB® YkpaiHa TOB HB® YkpaiHa peecTpauisi Ha 5 poki 3a He UA/17871/02/01
Tabnetok y 6nictepi, no "MIKPOXIM" "MIKPOXIM" MepioAnYHICTb NOAAHHS PErynsapHO peuenmom nionseae

3 6nicTepun y navui 3
KapTOHY

OHOBJIHOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0

Mopsigky 34iicHeHHs chapmakoHarasgy,




Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMYHOCTI NOAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
11. EHAOMETPI Tabnetku no 2 mr; no 14 HAAPI B.B. HigepnaHaun HAAPI ®APMA IHais PeecTtpauis Ha 5 pokis 3a He UA/18316/01/01
OH Tabnetok B 6aicTepi; no MPAMBAT NIMITEL, MepiognyHICTb NOAAHHS PEryNsapHO peyenmom nionseae
2 6nicTepy B KAPTOHHIi OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
KopoobLi Mopsaaky 34iiCHEHHST dhapMakoHarisay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsapHUX 3BITIB 3
6e3neku.
12. SOMIMITPUNT | KpucTanivyHuii NopoLIoK leTepo IHais leTepo Apars Nlimiteq, IHais PeecTtpauisa Ha 5 pokis - He UA/18317/01/01
AH (cybeTaHuis) y [Opar3 (tOHIT-IX) nionsizae
noABIMHNX Nimiteq
nonieTNeHoBUxX
naketax gns
thapmaueBTUYHOIo
3aCTOCyBaHHSA
13. IDEM MOPOLLIOK 4151 PO3UUHY AHaHTa Benuka Bpykc Nabopatopic IHAiA PeecTpadis Ha 5 pokis 3a He UA/18318/01/01
Ans iH'ekuii no 1000 wmr, Megikeap BputaHis Nimiten MepiognyHICTb NOAAHHS PErynsipHo peyenmom niosisieae
no 1 dpnakoHy 3 nra. OHOBJIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
MOPOLLKOM Y KOpobLi Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBepAXEHOro Haka3om MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
14. KOLOEIHY KpucTanivyHmii NopoLIoK ToBapucTBO YkpaiHa AJNTKANIBEP C.ALY. IcnaHis PeecTtpauis Ha 5 pokis - He UA/18319/01/01
POCDAT abo kpuctaun 3 nionsieae
FEMICIAPAT (cybeTaHuis) y 06MEXEHO




Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
noaBIHNX BignoBigasb
nonieTuneHoBmx HiCTIO
naketax gns "XapkiBCcbke
dhapmaLeBTUYHOrO hapmaueBT
3aCTOCyBaHHSA nyHe
nignpvemMcTs
0 "340poB'A
Hapoay"
15. NINCTEP® Tabnetku no 200 mr, no AT YkpaiHa AT "dapmak” Ykpaina PeecTtpauist Ha 5 pokis 3a He UA/18320/01/01
10 TabneTok y 6nicTepi, "®apmak” MepioAnYHICTb NOAAHHS PEryNsapHO peyenmom niossieae
no 2 6nictepun B naui OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iiicHeHHs dhapmakoHarisay,
3aTBepAXeHOro Hakazom MiHictepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTbL:
3rifiHO 3i CTpOKamK, 3a3HavYeHMK Yy
nepiogMYHOCTI MoAaHHSA perynspHuX 3BiTiB 3
6e3neku.
16. NINCTEP® Tabnetku no 400 mr, no AT YkpaiHa AT "dapmak” YkpaiHa PeecTtpauis Ha 5 pokis 3a He UA/18320/01/02
10 Tabnetok y 6nictepi, "dapmak” MepioAnYHICTb MOAAHHST PErYNIAPHO peyenmom nionsieae
no 2 6nictepu B navyj OHOBJ/IOBAHOIO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBepXeHOro Haka3om MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'SA YKpaiHu Big,
26 BepecHsl 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTi NoAaHHSA perynsipHuX 3siTiB 3
6e3neku.
17. NINCTEP® Tabnetku no 800 mr, no AT YkpaiHa AT "dapmak" Ykpaina PeecTtpauis Ha 5 pokis 3a He UA/18320/01/03
10 Tabnetok y 6nictepi, "®apmak" MepioAnyHICTb NOAAHHSA PerynsipHo peyenmom nionsizae

no 2 6nictepy B navyj

OHOBJ/IOBAHOTO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3Ha4yeHMn y




Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

nepiogMYHOCTI MOAaHHSA PerynspHuX 3BiTiB 3
6e3neku.

18.

HEWPOTICTI
H

Tabnetku no 8 mr, no 10
TabneTok B 6nicTepi; no
3 6icTepun B KAPTOHHiIl

Kopoo6Li

Mera
NavidpcaiieH
ci3
(ABcTpanis)
nri Nt

AscTpanis

KataneHT xepmaHi
LLlopHaopd Mm6X

HimeyunHa

PeecTtpauist Ha 5 pokis
MepiognyHICTb NOAAHHSA PEryNsipHO

OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0

Mopsaky 34jiiicHeHHs dhapmakoHarisay,
3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riiHO 3i CTPOKaMK, 3a3HaYeHVMUN Y
nepiogMYHOCTI MoAaHHSA perynspHuX 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsizae

UA/18321/01/01

19.

HEWPOTICTI
H

TabneTkn no 16 mr, no
10 Tabnetok B 6icTepi;
no 3 6nictepu B
KapTOHHiiA KOpo6Ll

Mera
NaiidpcaineH
ci3
(AscTpanis)
Mri NTtg

AscTpanis

KaTtaneHT hxepmaHi
LWopHaopt M6X

HimeuunHa

PeecTtpauis Ha 5 pokis
MepiognyHICTb NOAAHHSA PerynspHo

OHOBJIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0

Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBepXeHOro Haka3om MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big,
26 BepecHsl 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYeHMmn y
nepiogMyYHOCTi NoAaHHSA PerynsipHuX 3siTiB 3
6esneku.

3a
peyenmom

He
niossiecae

UA/18321/01/02

20.

HEWPOTICTI
H

Tabnetkn no 24 mr, no
10 Tabnetok B 6nicTepi;
no 3 6nictepu B
KapTOHHI KopooLi

Mera
NaiicpcaiteH
ci3
(ABcTpanis)
nTi Nt

ABcTpanis

KataneHT [DxepmaHi
LWopHaopd M6X

HimeyunHa

PeecTtpauis Ha 5 pokis
MepiognyHICTb NOAAHHSA perynsipHo

OHOBJ/IOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0

Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpPAKEHOro Haka3omM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3Ha4YeHMn y
nepioguyYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.

3a
peyenmom

He
nionseae

UA/18321/01/03

21.

PO3ACTUH®

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOIO,
no 5 mr, no 10 TabneTok
y 6nicTepi; no 3

MIKPO
NABC
NIMITEL,

IHais

MIKPO JIABC
NIMITEL

IHais

PeecTpauis Ha 5 pokis
MepioANYHICTb NOAAHHSA PerynsipHo

OHOBJIHOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0

Mopsigky 34iicHeHHs chapmakoHarasgy,

3a
peyenmom

He
nionsieae

UA/18322/01/01




Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
6nicTepy B KOpoo6Li 3 3aTBEpXEHOro Hakas3om MiHicTepcTBa
KapTOHY OXOPOHW 3[,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMYHOCTI NOAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
22. PO3ACTUH® | TabneTku, BKpUTI MIKPO IHais MIKPO JIABC IHais PeecTtpauis Ha 5 pokis 3a He UA/18322/01/02
NNiBKOBOIO 060/I0HKOIO, NABC NIMITEL MepiognyHICTb NOAAHHS PEryNsapHO peyenmom nionseae
no 10 wr, no 10 NIMITEL, OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Tabnetok y 6nictepi; no Mopsaaky 34iiCHEHHST dhapMakoHarisay,
3 6nictepun B kOpobL,i 3 3aTBEpPKEHOro Hakasom MiHicTepcTea
KapTOHY OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsapHUX 3BITIB 3
6e3neku.
23. PO3ACTUH® | TabneTku, BKPUTI MIKPO IHais MIKPO J1ABC IHais PeecTtpauisa Ha 5 pokis 3a He UA/18322/01/03
NNiBKOBOIO 060/TI0HKOIO, NABC NIMITEL MepioAnyHICTb NOAAHHS PErynsapHO peyenmom nionseae
no 20 wr, no 10 NIMITEL OHOBJ1HOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0
TabneTok y 6nictepi; no Mopsaky 34iicHeHHs dhapMakoHarisay,
3 6nicTepun B kOpoOL,i 3 3aTBEPKEHOro Hakasom MiHicTepcTea
KapToOHY OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PErysIipHUX 3BITIB 3
6e3neku.
24. PO3ACTUH® | TabneTku, BKPUTI MIKPO IHAis MIKPO JIABC IHAis PeecTpauis Ha 5 pokis 3a He UA/18322/01/04
NNiBKOBOI 060/I0HKOIO, NABC NIMITEL MepioAnYHICTb NOAAHHS PErynsapHO peuenmom nionsieae
no 40 wr, no 10 NIMITEL, OHOBJ1HOBAHOrO 3BiTy 3 6€3neku, BiANOBIAHO A0

TabneTok y 6nictepi; no
3 6nictepu B kOpobLi 3
KapTOHY

Mopsaky 34jiicHeHHs dhapMakoHarisay,
3aTBepAXeHOro Hakaszom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHiCTepcTBa OXOPOHM 340P0B'A YKpaiHu Big
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
25. PO3YBACTA | TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® Ykpaina PeecTtpauis Ha 5 pokis 3a He UA/18323/01/01
TUH- NNiBKOBOIO 060/I0HKOIO, "MIKPOXIM" "MIKPOXIM" MepioAnyHICTb NOAAHHS PEryNSApHO peyenmom nionsieae
MIKPOXIM no 10 mr; no 10 OHOBJ/IOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Tabnetok y 6nictepi; no Mopsaaky 34iiCHEHHST dhapMakoHarisay,
3 a6o no 9 bnictepis y 3aTBEpPXEHOro Haka3om MiHicTepcTea
nauuj 3 kKapToHy abo no OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
30 Tabnetok y 6aHLi; no 2006 poky Ne 898, 3apeecTpoBaHoOro B
1 6aHui y nayui 3 MiHicTepcTBi tocTuii YKpainu 29 ciuna 2007
KapToHY poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsapHUX 3BITIB 3
6e3neku.
26. PO3YBACTA | TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® Ykpaina PeecTtpauisa Ha 5 pokis 3a He UA/18323/01/02
TUH- NNiBKOBOIO 060/I0HKOIO, "MIKPOXIM" "MIKPOXIM" MepioAnYHICTb NOAAHHS PErynsapHO peyenmom nionseae
MIKPOXIM no 20 wr; no 10 OHOBJIHOBAHOrO 3BiTy 3 6€3MeKu, BiANOBIAHO A0
TabneTok y 6nictepi; no Mopsaky 34iicHeHHs dhapMakoHarisay,
3 abo no 9 6nictepis y 3aTBEPKEHOro Hakasom MiHicTepcTea
nadui 3 KapToHy abo no OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
30 TabneTtok y 6aHLi; no 2006 poky Ne 898, 3apeecTpoBaHoro B
1 6aHui y nayui 3 MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
KapTOHY poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PErysIipHUX 3BITIB 3
6e3neku.
27. PO3YBACTA | TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa PeecTpauis Ha 5 pokis 3a He UA/18323/01/03
TUH- NNiBKOBOI 060/I0HKOIO, "MIKPOXIM" "MIKPOXIM" MepioAnYHICTb NOAAHHS PEryNAPHO peuenmom nionsieae
MIKPOXIM no 40 wr; no 10 OHOBJIHOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
TabneTok y 6nictepi; no Mopsaky 34iicHeHHs dhapMakoHarisay,
3 6nictepun y nayui 3 3aTBepKeHOro Haka3omMm MiHictepcTBa
KapToHy a6o no 30 OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
Tabnetok y 6aHui; no 1 2006 poky Ne 898, 3apeecTpoBaHoro B
6aHLi y nayui 3 KapToHy MiHicTepcTBi tocTuLil Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHS PerynsipHuX 3BiTiB 3
6e3neku.
28. POKCEPA® TabneTkn, BKpUTI KPKA, a.g., | CnoseHis BMPOGHMLTBO "in bulk", CnoseHis PeecTpaujisa Ha 5 pokis 3a He UA/18324/01/01
nnac NNiBKOBO 060/I0HKOI0, HoBo MecTo NepBUHHE Ta [MepioAMYHICTb NOAAHHS PErYNIAPHO peyenmom niossieae
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

no 5 mr/10 mr; no 10
Tabnetok y 6nictepi; no
3 abo no 9 bnictepis y
KapTOHHI KOpooLi

BTOPWHHE MakKyBaHHS,
KOHTPO/b Ta BUNYyCK
cepii:

KPKA, g.4., Hoeo
mMecTo, CnoBeHis;
KOHTpPOb cepii
(chiznyHi Ta XimiuHi
METOAW KOHTPOSIO:
KPKA, a.4., HoBo
MecTo, CrnoBeHis;
HN30X (HauioHanbHi
na6oparopis 3a
34paB’e, OKOJIE iH
XpaHo), CnoseHis;
Kemilicbki iIHCTUTYT,
LieHTp 3a
Banigaviicke
TEXHONOTIE iH
aHaniTiko (LIBTA),
CnoBeHis;
Nab6eHa 4.0.0.,
CnoBeHist

OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3nekn

29.

POKCEPA®
nnoc

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOIO,
no 10 mr/10 mr; no 10
Tabnetok y 6nictepi; no
3 a6o no 9 bnictepis y
KapTOHHIA KOpoo6Li

KPKA, a.4.,
HoBso mecTo

CnoseHis

BUPO6HMUTBO "in bulk”,
nepBUHHE Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/b Ta BUNYCK
cepii:

KPKA, g.4., Hoeo
mecTo, CnoBeHis;
KOHTpONb cepii
(hiznuHi Ta XiMiuHi
METOAW KOHTPOSIO:
KPKA, a.4., HoBo
MecTo, CnoBeHis;
HN30X (HauioHanbHi
na6oparopis 3a
34paB’e, OKOME iH
XpaHo), CnoseHis;
Kemilicbki iIHCTUTYT,
LieHTp 3a
Banigaviicke
TEXHONOTIE iH
aHanitiko (LIBTA),
CnoBeHis;
Nab6eHa 4.0.0.,
CnoseHis

CnoBeHis

PeecTtpauis Ha 5 pokis
MepioanyHICTb NOAAHHSA PerynspHo
OHOBJ/IOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakLii Hakazy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaveHMmn y
nepioguYHOCTI NOAAHHSA PerynsapHUX 3BITIB 3
6e3nekn

3a
peyenmom

He
nionseae

UA/18324/01/02

30.

POKCEPA®
nnac

TabneTkn, BKPUTI
NNiBKOBO 060/1I0HKOH0,

KPKA, a.4.,
HoBo mecTto

CnoseHis

BMPOGHMLTBO "in bulk",
nepBuHHE Ta

CnoBeHisa

PeecTtpauis Ha 5 pokis
MepiognyHICTb NOAAHHSA PerynsipHo

3a
peyenmom

He
niossicae

UA/18324/01/03
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

no 15 mr/10 mr; no 10
Tabnetok y 6nictepi; no
3 abo no 9 bnictepis y
KapTOHHI KOpooLi

BTOPWHHE MakKyBaHHS,
KOHTPO/b Ta BUNYyCK
cepii:

KPKA, g.4., Hoeo
mMecTo, CnoBeHis;
KOHTpPOb cepii
(chiznyHi Ta XimiuHi
METOAW KOHTPOSIO:
KPKA, a.4., HoBo
MecTo, CrnoBeHis;
HN30X (HauioHanbHi
na6oparopis 3a
34paB’e, OKOJIE iH
XpaHo), CnoseHis;
Kemilicbki iIHCTUTYT,
LieHTp 3a
Banigaviicke
TEXHONOTIE iH
aHaniTiko (LIBTA),
CnoBeHis;
Nab6eHa 4.0.0.,
CnoBeHist

OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3nekn

31.

POKCEPA®
nnoc

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOIO,
no 20 mr/10 mr; no 10
Tabnetok y 6nictepi; no
3 a6o no 9 bnictepis y
KapTOHHIA KOpoo6Li

KPKA, a.4.,
HoBso mecTo

CnoseHis

BUPO6HMUTBO "in bulk”,
nepBUHHE Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/b Ta BUNYCK
cepii:

KPKA, g.4., Hoeo
mecTo, CnoBeHis;
KOHTpONb cepii
(hiznuHi Ta XiMiuHi
METOAW KOHTPOSIO:
KPKA, a.4., HoBo
MecTo, CnoBeHis;
HN30X (HauioHanbHi
na6oparopis 3a
34paB’e, OKOME iH
XpaHo), CnoseHis;
Kemilicbki iIHCTUTYT,
LieHTp 3a
Banigaviicke
TEXHONOTIE iH
aHanitiko (LIBTA),
CnoBeHis;
Nab6eHa 4.0.0.,
CnoseHis

CnoBeHis

PeecTtpauis Ha 5 pokis
MepioanyHICTb NOAAHHSA PerynspHo
OHOBJ/IOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakLii Hakazy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaveHMmn y
nepioguYHOCTI NOAAHHSA PerynsapHUX 3BITIB 3
6e3nekn

3a
peyenmom

He
nionseae

UA/18324/01/04

32.

POKCEPA®
nnac

TabneTkn, BKPUTI
NNiBKOBO 060/1I0HKOH0,

KPKA, a.4.,
HoBo mecTto

CnoseHis

BMPOGHMLTBO "in bulk",
nepBuHHE Ta

CnoBeHisa

PeecTtpauis Ha 5 pokis
MepiognyHICTb NOAAHHSA PerynsipHo

3a
peyenmom

He
niossicae

UA/18324/01/05
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
no 40 mr/10 mr; no 10 BTOPUHHE NaKyBaHHS, OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Tabnetok y 6nictepi; no KOHTPO/Ib Ta BUMYCK Mopsaaky 34iCHEeHHSsT dhapMakoHarisay,
3 abo no 9 bnictepis y cepii: 3aTBEPKEHOr0 Hakasom MiHicTepcTea
KapTOHHI KOpooLi KPKA, o.g., HoBo OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
mMecTo, CnoBeHis; 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTpPOb cepii MinicTepcTBi tocTuLii YKpainm 29 ciuna 2007
(chiznyHi Ta XimiuHi poky 3a Ne 73/13340 (y pefakuii Hakasy
METOAMN KOHTPOSIO: MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
KPKA, a.4., HoBo 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
mecTo, CnoBeHis; 3rifHO 3i CTpOKamu, 3a3HavYeHMn y
HN30X (HauioHanbHi nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
na6oparopis 3a 6e3neku
34paB’e, OKOJIE iH
XpaHo), CnoseHis;
Kemilicbki iIHCTUTYT,
LieHTp 3a
Banigaviicke
TEXHONOTIE iH
aHaniTiko (LIBTA),
CnoseHis;
Nab6eHa 4.0.0.,
CnoseHis
33. CYCNPIH® PO34YMH A1 OPaUILHOTO TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa PeecTpadist Ha 5 pokis 3a He UA/18325/01/01
3acTocyBaHHs, 4 Mr/5 "KYCYM MepioAnyHICTb MOAAHHS PErynsapHO peyenmom nionseae
M/, no 50 My dhNakoHi, DPAPM" OHOBJ/IOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
no 1 pnakoHy B Mopsaaky 34iiCHEHHST dhapMakoHarisay,
KapTOHHI ynakosLii 3aTBEpPXEHOro Haka3om MiHicTepcTea
pasom 3 MipHUM OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
CTakaH4MKoMm 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakLii Hakazy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsapHUX 3BITIB 3
6e3neku.
34. TEPMIOON Kancynm m'ski no 200 wmr; AT YkpaiHa AT "KMUIBCbKUIA Ykpaina PeecTtpauis Ha 5 pokis 6e3 nionseae UA/18326/01/01
no 10 kancyn y 6nictepi, "KNIBCbKN BITAMIHHWIA MepiognyHICTb NOAAHHA perynsipHo peyenma
no 1 6nictepy y nauui " 3ABO" OHOBJIHOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0
BITAMIHHU Mopsaky 34iicHeHHs dhapMakoHarisay,
" 3ABOA" 3aTBEpKEHOro Haka3oM MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3Ha4yeHMn y
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
nepiogMYHOCTI MOAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
35. TEPMIAON Kancynm m'aki no 400 wmr; AT YkpaiHa AT "KUIBCbKUI YkpaiHa PeecTpauis Ha 5 pokis 6e3 nionsizae UA/18326/01/02
no 10 kancyn y 6nictepi, "KUIBCbKW BITAMIHHA MepioAnYHICTb NOAAHHS PEryNApHO peyenma
no 1 6nictepy y nauui " 3ABO4" OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
BITAMIHHWN Mopsaky 34jiiicHeHHs dhapmakoHarisay,
" 3ABOA" 3aTBepKeHoro HakasomM MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riiHO 3i CTpOKamu, 3a3HavYeHMK Yy
nepiogMYHOCTI MoAaHHSA perynspHuX 3BiTiB 3
6e3neku.
36. TIAPA COJIO | TabneTtku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa PeecTpadis Ha 5 pokis 3a He UA/18327/01/02
NNiBKOBOIO 060/I0HKOIO, "®bapmaueBT "®apmaueBTNYHa MepioAnYHICTb MOAAHHST PErYNIAPHO peuyenmom niossiecae
no 160 mr no 14 nyHa dhipma hipma "OapHuus” OHOBJIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
TabneToK Y KOHTYPHIi "OapHuus” Mopsaky 34iicHeHHs hapmakoHarnaay,
YapyHKOBIli ynakoBL,i; No 3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
2 abo no 6 KOHTYpHUX OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
YapyHKOBMX YNaKoOBOK B 2006 poky Ne 898, 3apeecTpoBaHoro B
nauuj MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big,
26 BepecHsl 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTi NoAaHHSA PerynsipHuX 3siTiB 3
6e3neku.
37. TIAPA CO/IO | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina PeecTtpauis Ha 5 pokis 3a He UA/18327/01/01
NNiBKOBOIO 060/I0HKOI0, "GapmauesT "GapmaueBTnyHa MepioAnYHICTb NOAAHHS PErynsapHO peyenmom nionseae
no 80 wmr, no 14 nyHa chipma thipma "AapHuusa” OHOBJ/IOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Tab1eToK Y KOHTYPHIi "OapHuus” Mopsaky 34icHEHHST dhapMakoHarisay,
YapyHKOBIli ynakoBLii; no 3aTBEpPAKEHOro Haka3omM MiHicTepcTBa
2 KOHTYpPHI YapyHKOBI OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
yNakoBKM B nauLii 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3Ha4YeHMn y
nepioguyYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.
38. ®YNBECTPA | po3uuH Ans iH'ekuiin, 250 EBEP ABcTpis Brpo6HMLTBO HimeuunHa PeecTpauis Ha 5 pokis 3a He UA/18329/01/01
HT EBEP Mr/5 M, no5mny BaniHmkekT NiKapcbKoro 3acoby, MepioAnYHICTb NOAAHHS PErynsapHO peuenmom nionseae
DPAPMA nonepegHL0 6X BiANOBIAaIbHNI 3a OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0

HanoBHEHOMY LUMpUL,

KOHTPO/Ib cepii Ta

Mopsigky 34iicHeHHs chapmakoHarasgy,
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Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0YeHHs1
no 1 a6o 2 nonepegHLO BUMYCK cepii: 3aTBepAXEHOro Hakasom MiHicTepcTea
HanoBHEHMWX Wnpuum 3 1 EBEP ®apma €Ha OXOPOHW 3[,0POB’A YKpaiHu Bif, 27 rpyaHs
abo 2 6e3neyHMmn 'M6X, HimeuunHa,; 2006 poky Ne 898, 3apeecTpoBaHoro B
rosikaMu y KapTOHHIl AnbTepHaTVBHa MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
KopobLi abo nakeTHa LOiNbHULUSA BTOPUHHOTO poky 3a Ne 73/13340 (y pefakuii Hakazy
ynakoBka: no 5 mny nakyBaHHs: MiHicTepcTBa OXOPOHW 340POB'S YKpaiHu Big,
nonepegHL0 EBEP ®apma €EHa 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
HanoBHEHOMY LLNPUL, 'm6X, HimeyunHa 3riHO 3i CTPOKaMu, 3a3HaYeHUMn y
no 2 nonepeaHL0 nepiogMYHOCTI NOAaHHSA PerynspHuX 3BiTiB 3
HamnoBHEHWX LUMPULK 3 2 6e3neku.
6e3nevyHVMK ronkamu y
KapTOHHI kopoobLi, No 3
KapTOHHUX KOPOGKU,
3anakoBaHi y npo3opii
nniBLj
I'eHepasibHUU AUPEKTOP
JupekTopary ¢apManeBTHUHOr0 3a0e3neueHHs 0.0. Komapiaa




NMEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONOTTYHUX MNPEMAPATIB), AKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

17.09.2020 Ne 2119

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1. L-NIBNHY KpucTanivyHmi CninbHe YkpaiHa "EBOHIK PEKCIM ®paHuisa MepepeecTpauis Ha HEOOMEXEeHWUI TEPMIH - He UA/15282/01/01
FIAPOXNOPUA, | nopotuok (cybcTaHLuis) YKpaiHCbKO- C.AC." niosnsieae
y NONieTUIEHOBNX icnaHcbke
Milkax gns nignpvemMcTB
hapmaLeBTUYHOTO 0 "Cnepko
3aCTOCYBaHHA Ykpaina"
2. AAPUBNACTWU | niodpinizar ans Mdpaiizep CLA AxTasic ITanisa ITanisa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/4762/01/01
H PO34unHY ANs iHAY3il IHK. C.n.A. MepiognyHICTb NOAAHHA perynspHo peuyenmom nionsieae
LWBUAKOPO3Y | no 10 wr, 1 donakoH 3 OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BigNoBIgHO A0
VHHWUWA niogpinizatom y Mopsaaky 3ailicHeHHs chapmakoHarnagy,
KomnnekTi 3 1 3aTBEPAXEHOro Haka3oM MiHicTepcTea
amMny’siol Po34YMHHUKA OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
no 5 mn (Boga ans 2006 poky Ne 898, 3apee cTpoBaHOIO B
iH €KUA) y KapPTOHHIN MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa 2007
Kopoo6Li 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
6e3nekun
3. AAPUBNACTWU | niodinisat ans Mdpaiizep CLIA AxTasic ITanis ITanisa MepepeecTpauis Ha HEOBGMEXEHWNI TEPMIH. 3a He UA/4762/01/02
H PO34mnHY ANs iHAY3il IHK. C.n.A. MepiognyHICTb NOJAHHA PerynsapHo peyenmom niosnsieae
LWBUAKOPO3Y | no 50 wr, 1 donakoH 3 OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
MHHWIA niocpinizatom y Mopsiaky 34iicHeHHs hapmakoHarnsagy,
KapTOHHI Kopo6Lyi 3aTBepxeHoro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apee cTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTPOKaMW, 3a3Ha4YEHNMU Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku
4, A3ANIH Tabnetkv no 100 wmr; AT YkpaiHa AT "KUIBCbKWW YkpaiHa MepepeecTpaLlisi Ha HEOBMEXEHWI TEPMIH 3a He UA/4763/01/01
no 10 TabneTok y "KUIBCbKN BITAMIHHU/ OHOBEHO iH(hopMaLito B IHCTPYKLUIT A5 peyenmom nidnsieae
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

6nicTepi; no 5
6nicTepiB y nauui

n
BITAMIHHM
" 3ABOA"

3ABOL"

MeAMYHOro 3acTOCYBaHHSA NMiKapCbKoro 3acoby
y po3ginax "OcobnnBoCTi 3aCTOCyBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopmawii Loao 6e3nekn Ailo4oi pEHOBYHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BifNOBIAHO A0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPMXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciunsa 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
6e3nekn

A3AMNIH

TabneTkn no 25 mr; no
10 Tabnetok y
6nictepi; no 5
6nicTepiB y nauui

AT
"KUIBCbKW
"
BITAMIHHM
1 3ABOA"

Ykpaina

AT “KI/ITBCbKI{II/I
BITAMIHHUN
3ABOL"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeZIMYHOro 3aCTOCYBaHHA NiKapCbKOro 3acoby
y po3ginax "OcobnnBOCTi 3aCTOCyBaHHA",
"Mo6iuHi peakuii" BiAMNOBIAHO 4O OHOBMEHOI
iHcbopMmaLii woao 6e3nekn 4ityoi PpevyoBUHN.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOTO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii YkpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMu, 3a3Ha4eHNMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku

3a
peyerimom

He
nionsiecae

UA/4763/01/02

A3NTPOKC®
500

TabneTkn, BKpUTI
nniBKOBOO
060s10HKot0, No 500
mr, Ne 3: no 3
Tabnetku y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyi

TOB
"CaHocpi-
ABeHTIC
YkpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neku, BigNoBigHO A0
Mopsagaky 3ailicHeHHs chapmakoHarnagy,
3aTBEpAXEeHOro HakasoMm MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKamu, 3a3HaYeHnMmn y

3a
peyenmom

He
nionsiea

UA/4822/01/02
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LIBMAKICTb peakLii Npy KepyBaHHI
aBTOTPaHCMOPTOM abo iHWMMK MexaHismamu',
"Mepepo3yBaHHsa", "TMo6IYHI peakuji”
BiJNOBIAHO [0 MaTepianiB peecTpauiiHoro
[0CbE, a TakoX pefaryBaHHsi TEKCTY y po3gini
"GapmakoTepanesTuyHa rpyna. Kog ATX"
3riHO 3 Knacudiikatopom BOO3.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainn 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiognyHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6e3nekn
7. AMBPOKCO/Y | kpucTaniyHuii ToBapncTBO Ykpaina BeH MeTpoxem i IHais MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/15253/01/01
FIAPOXNMOPUA | nmopollok (cybcTaHuis) 3 dapwma (IHgin) niosnsieae
y NoABiliHMX 06MEXEHOI MeT. N14.
nonieTuneHoBmx Bignosigaib
naketax gns HicTIo
hapmaLeBTUYHOIO "[ocnigHnii
3acTOCyBaHHs 3aB0f,
"rHyact
8. APNA3NH® Kancynum no 200 mr, no TOB YkpaiHa TOB "BANAPTIH YkpaiHa MepepeecTpalist Ha HeoOBMeXeHN TepMIH 6e3 nionsizae UA/11171/01/01
10 kancyn y 6nicTepi; "BANTAPTIH DAPMA" MepioAnyHICTb NOAAHHS PEryNsipHO peuyenma
3 6nicTepun B ynakoBLji PAPMA" OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO [0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepioguyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku
9. BAKTPOBAH™ | ma3b 2 %; no 15r ma3i | [nakcoCmit Benuka nakco Benvka MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/4019/01/01
B Ty6i; no 1 Ty6i B KnsiiH BpuTtaHis OnepeiiwHc FOK BputaHis OHOoB/EHO iHGhopMaLito 3 6e3nekun B IHCTPYKUiT |  peyenmom nionszae
KapTOHHI Kopo6Li Ekcnopt Niviten [ONs MeAMYHOro 3acTOCyBaHHS NiKapCbKoro
Nimiten 3acoby y po3ginu "3gaTHicTb BNAMBaTU Ha
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
10. BANEPIAHU nopoLuok (cybcTaHuis) AT YkpaiHa EMO ICTITYTO ITanisa MepepeecTpauis Ha HeOOMEXEHUIA TEPMIH - He UA/4590/01/01
0,8% CYXUI y nakeTax noagiiHmx "KUIBCbKW PAPMOKIMIKO nionsieae
BOAHO- nonieTuNeHoBNxX Ans " ®ITOTEPAMIKO
CNUPTOBUI thapmavneBTUYHOro BITAMIHHW C.p.n.
EKCTPAKT 3aCTOCYBaHHA " 3ABOA"
11. BISAH TabneTtky no 2 mr, nNo Baliep Al | HimeyunHa Baliep Baiimap HimeuunHa MepepeecTpavis Ha HEOOMEXEHWNIN TEPMIH 3a He UA/11260/01/01
14 Tabnetok y v6X i Ko. KI MepiognyHICTb NOJAHHA PerynsapHo peyenmom niosnsieae
6nictepi, no 2 OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
6nicTepy B KapPTOHHIi Mopsagaky 3aiicHeHHs chapmakoHarnagy,
nauuj 3aTBepxeHoro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTPOKaMW, 3a3Ha4YEHNMU Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku
12. AOKCA303H KPUCTaNIYHWIA ToBapuncTBo Ykpaina Aypobingo ®apma IHAis MepepeecTpaLlisi Ha HEOBMEXEHWI TEPMIH - He UA/15176/01/01
Y ME3UNAT NopoLLOK (CybCTaHLis) 3 Nimiteq nionsieae
y NoABIAHUX 06MexeHo
nonieTuneHoBmx Bignosigaib
naketax gns HicTIO
hapmaueBTUYHOTO "[ocnigHnii
3aCTOCyBaHHSA 3aB0/,
"rHyact
13. EKCUCTEH- Tabnetku no 15 mr; no CaHoBenb | TypeyunHa CaHosenb Insy TypeuunHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/9604/01/02
CAHOBE/Ib 10 TabneTok y Insy CaHai CaHai Be MepiognyHICTb NOAAHHSA PErynsipHo peyenmom nionsieae
6nicTepi; no 1 a6o 3 BE Tupxapet A.LL. OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3neku, BiANoBIAHO A0
6nicTepy y KapTOHHiIl Tumxapet Mopsagaky 3ailicHeHHs chapmakoHarnagy,
KopoobLi A.LL 3aTBEpAXEHOro Haka3oMm MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpaiHu 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 NOJaHHA perynsipHUX 3BiTiB 3
6e3neku
14. EN®YHAT PO34UH ANS iH EKLA, YOPNA Mpysis K.O. Pomdhapm PymyHis MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/14711/01/01
50 mr/mn, no 2 mn B MEOVUWH KomnaHi C.P.J1. MepiognyHICTb NOAAHHA PerynspHo peuyenmom nionsieae
amnyni; no 5 amnyn B nTa OHOB/IOBAHOrO 3BiTY 3 6e3neku, BifnNoOBIAHO A0

KOHTYPHIli YapyHKOBIi
ynakosLi; no 2
KOHTYPHi YapyHKOBI
YNaKOBKM B KAPTOHHIM

Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KopooLi MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMW, 3a3Ha4YEHNMN Y
nepioguYHOCTI MoJaHHSA perynsipHuX 3BiTiB 3
6e3neku
15. KO-PEHITEK® Tabnetku no 20 Mepk Wapn i |LWBeliyapis BUPOBHUK Benvka MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/4279/01/01
mr/12,5 mr, no 14 Joym IAEA Hepo3gacoBaHol BpuTaHis/ OHoOBNEHO iH(hopMaLito B IHCTPYKLIT 415 peyenmom nionseae
TabneTok y 6nictepi; mM6X NPOAYKLT, Higepnangn | MeAMyHOro 3acTocyBaHHS Nikapcbkoro 3acoby
no 2 6nictepu B TEeCTyBaHHS: y po3ginax "OcobnnBOCTi 3aCTOCyBaHHA",
KapTOHHI Kopo6Lyi Mepk Wapn i "Mo6iuHi peakuii” BiANOBIAHO A0 iHhopmav,i
Joywm Nimites, CTOCOBHO 6e3neku, sika 3a3HayeHa B
Benvka BputaHis; mMarepianax peecTpauiiiHoro AoCbE.
MepBuHHA Ta MepiognyHiCTb NOAAHHA perynspHo
BTOPVHHA OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BifNOBIAHO [0
ynakoBka, Mopsiaky 34ificHeHHs hapmakoHarnagy,
KOHTPO/Ib SIKOCTI, 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
[03BiN Ha BUMYCK OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
cepil: 2006 poky Ne 898, 3apeecTpoBaHoOro B
Mepk Wapn i MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
[oym B.B., poky 3a Ne 73/13340 (y pefaxuii Hakasy
HigepnaHan MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku
16. NA®EPOBIOH cnpeii HasasbHUIA No TOB "3 YkpaiHa TOB "3 YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 6e3 nionsizae UA/13779/03/01
100000 MO/mn no 5 "BIO®APMA" OHoBEeHO iHdhopMaLiito B IHCTPYKLT ANs peyenma

M1y dh/1aKOHi,
3aKynopeHomy
MiKpOA03aTOpPOM-
posnunioBayem; no 1
hnakoHy y nauui 3
KapTOHY

"BIO®APMA

MeAMYHOro 3acTOCYBaHHS NiKapCbKoro 3acoby
B po3ginax "®apmakoTepanesTuyHa rpyna”
(peparyBaHHs TekcTy 6e3 3miHu kogy ATX),

"dapMakosioriyHi BMacTUBOCTI" (pegaryBaHHs
TekcTy), "lMNpoTunokasaHHs", "B3aemogis 3

HLIMMK NiKapcbKMMK 3acobamMu Ta iHLWi BUAn
B3aemMogiii", "Cnocib 3acTocyBaHHs Ta go3un"
(peparyBaHHs TekcTy), "Oitn" (peparyBaHHs
TekcTy), "Mepeno3yBaHHs", "Mo6iuHI peakuii”
BiAMNOBIAHO A0 MaTepiasiB peecTpauiiHoro
[0CLE. 3aTBepaKeHHs1 KOPOTKOT
XapakTepucTukn nikapcbKoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO [0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi locTuuii Ykpainm 29 ciuns 2007
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocBi0O4YeHHs

poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
6e3neku

17.

NA®EPOBIOH

Kpanni HasasibHi No
100000 MO/mn; no 5
My doNakoHi,
3aKyrnopeHomy
MiKpOZA03aTOPOM-
KpanesibHuueto; no 1
hnakoHy y nauui 3
KapTOHY

TOB "3
"BIO®PAPMA

YKpaiHa

TOB "®3
"BIO®APMA"

Ykpaina

MepepeecTpalist Ha HeOBMEXEHN TEPMIH.
OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT A1
MeAUYHOro 3acToCyBaHHSA NikapCbKoro 3acoby
B po3ginax "®apmakoTepanesTuyHa rpyna”
(peparyBaHHA TekcTy 6e3 3MiHu kogy ATX),
"apmakonoriyHi BnacTmBocTi" (pefaryBaHHs
TekcTy), "lNpoTunokasaHHs", "B3aemogis 3
iHLWMMK NikapcbKrMK 3acobamu Ta iHLWi BUAK
B3aemMogiii", "Cnocib 3actocyBaHHs Ta fo3un"
(peparyBaHHsA TekcTy), "Oitn" (peparyBaHHsA
TekcTy), "Mepeno3yBaHHs", "Mo6iuHI peakuii”
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE.
3arBepaKeHHs KOPOTKOI XapakTepuCTUKN
nikapcbKoro 3acoby.
MepiognyHIiCTL NOAAHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3iHO 3i CTPOKamu, 3a3HaYeHNMmN y
nepioguYHOCTI MoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

6e3
peyenma

niosnsiecae

UA/13779/02/01

18.

MALOMNAP®

Tabnetku, 200 mr/50
mr no 100 TabneTok y
nasawui; no 1 nnsawui 'y
KapTOHHi KopobLyi

®.XothpmaH
H-N1a Poww
nrta

LBeliuapis

Brpo6HMLTBO
Hepo3g)acoBaHo|
npoayKuir,
nepBuHHe
nakyBaHHs,
BTOPUHHE
naxkyBaHHs,
BUMNPOBOBYBaHHSA
KOHTPOJIH0 AKOCTI:
[enbtapm
MinaHo, C.P.J1.,
ITanis
MepBuHHE
nakyBaHHs,

ITania/
LLBeliyapis

MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH.
OHOB/IEHO iHGhopMmaLito y po3ginax
"®apmakonoriyHi BnactnsocTi”, "Baaemogis 3
HLIMMK NiKapcbKMMK 3acobamMu Ta iHLWi BUAn
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHA rpyas 0" (pefakuiiiHi yTOUHEeHHS),
"3p4aTHICTb BNMBATU Ha LWBMAKICTb peakuil
npy KepyBaHHi aBTOTPAHCNOPTOM a60 iHWMMU
MexaHismamu', "MepeposysaHHsa", "MobiyHi
peakuii” iIHCTPYKLii A1 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby BifnoBigHO
[0 6e3nekun 3acTocyBaHHsA fjil040l PeYOBUHM.
MepiognYHICTb NOAAHHSA PerynsipHo

3a
peyenmom

He
nionsieae

UA/11355/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BTOPUHHE OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
nakyBaHHs1, Mopsiaky 34ificHeHHs hapmakoHarnagy,
BUNPOGYBaHHS 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
KOHTPOJO SKOCTI, OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
BUNYCK cepil: 2006 poky Ne 898, 3apeecTpoBaHoOro B
®.XothpmaHH-/15 MinicTepcTBi tocTuii Ykpainun 29 ciuna 2007
Pow /g, poky 3a Ne 73/13340 (y pefakuii Hakasy
LLiBeiiuapis MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
Bunyck cepii: 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
®.XohbpmaHH-/15 3riAHO 3i CTpOKaMu, 3a3HaYEHNMUN Y
Pow ta, nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
LLIBeliLapis 6e3neku.
19. HA®A3ONMIHY nopoLuok (cybcTaHLuis) AT Ykpaina JNIOBA daiiHxemi ABCTpis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/4132/01/01
HITPAT y nakeTax noagiiHunx "dapmak” 6X nionsieae
nonieTuNeHoBnx ans
dhapmavLeBTN4HOTO
3aCTOCyBaHHSA
20. HOBOKAIH- PO34MH NS iH'eKuUin, 5 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpavisi Ha HEOOMEXEHWNIN TEPMIH 3a He UA/3972/01/01
OAPHULA Mr/mn, no 2 ma abo no | "dapmauesT "apmaueBTUYHa BHeceHO oHOBNEHY iHopMaLito B IHCTPYKLiO peyenmom niosnsieae
5 mn B amnyni; no 5 nyHa thipma dipma "AapHuua” ANA MeiYHOro 3acTOCyBaHHS NiKapCbKOro
amnysn y KOHTYpHIl "NapHuus"” 3acoby Ao posginie "®apmakoTepaneBTUyHa
YapyHKOBIli ynakoBLj, rpyna" (yTOYHEHHs hopMyH0BaHHS),
N0 2 KOHTYpHI "B3aemogisa 3 iHWKMU NikapcbkuMmn 3acobamm
YapyHKOBI YNaKoOBKM B Ta iHWi B1nav B3aemogiin”, "Ocob6amBocCTi
nauuj 3acTocyBaHHs", "INo6i4Hi peakuii” BiaNoBigHO
[10 OHOB/EHOI iHdhopMaLii 3 6e3nekun Ajtoyol
PEYOBUHM JTiIKAPCLKOTO 3aco0y.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340pOB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepioANYHOCTI NOAAHHS PerysisipHUX 3BiTiB 3
6e3neku
21. HOBOKAIH- PO34MH ANA iH'EKLNA, MpAT YkpaiHa MpAT YkpaiHa MepepeecTpalist Ha HeOBMeEXeHN TEPMIH 3a He UA/3972/01/02
AAPHNUA 20 mr/mn, no 2 mn B "®apmaueBT "®apmaueBTUYHa BHeceHo oHOBMEHY iHGhopMaL,io B IHCTpyKLito peyenmom nionsizae
amnyni; no 5 amnyny M4yHa chipma thipma "OapHuus” 0151 MeNYHOro 3acTocyBaHHA NikapcbKoro
KOHTYPHIli YapyHKOBIA "AapHuus" 3acoby A0 posginis "dapmakoTepaneBTuyHa

ynakosLi, no 2
KOHTYPHI YapyHKOBI
ynakoBKu B navLi

rpyna" (yTOUHEHHs1 (hopMy ItOBaHHS),
"B3aemogis 3 iHWMMK Nikapcbkumun 3acob6ammn
Ta iHWi BUAM B3aemogiin”, "OcobnmBocTi
3acTocyBaHHs", "lNo6iYHi peakuii” BignoBigHO
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocBi0O4YeHHs

[0 OHOBJIEHOT iHGhopMaLii 3 6e3neku gjtoyol
PEYOBUHY JTiIKAPCLKOro 3acoby.
MepiognyHiCTb NOAAHHA PerynsipHoO
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO J0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuii Ykpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku

22,

HONINPEN®
2,0 Mr/o,625
Mmr

Tabnetku, no 30
Tabnetok y 6nictepi;
no 1 6nictepy,
3anasiHoMy pa3om 3
afcopbeHToM y nakeT
3 a/1IloMiHiEBOT chonbru,
B KOpOOGLi 3 KAPTOHY

ne
NABOPATY
AP CEPB’E

®paHuin

Brpo6HMUTBO,
KOHTPO/b SKOCTI,
nakyBaHHs Ta
BUNYCK Cepil:
Na6opaTopii
Ceps’e IHgacTpi,
PpaHuis;
Bupo6bHuyTBO,
KOHTPO/Ib SIKOCTI,
nakyBaHHs Ta
BMNYCK cepil:

Ceps’e (IpnaHgis)

IHgacTpic /114,
IpnaHgis

®paHuia/
Ipnangis

MepepeecTpalist Ha HeoBMeXeHN TepMiH
OHOB/IEHO iHhopMaLlito 3 6e3nekn B iIHCTPYKLIT
[ONs MeAMYHOro 3acToCyBaHHS NiKapCbKoro
3acoby y po3ginax "®apmakonorivHi
BNacTUBOCTI" (YTOUHEHHS iHchopmaLi),
"MpoTunokasaHHsa", "B3aemogis 3 iHWnmu
nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpyaar” (yTouHeHHs iHdhopmadii),
"3[4aTHICTb BNAMBATU Ha LWBUAKICTb peakuil
npu KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLLINMK
MexaHisMamu” (yTOUHeHHs iHchopmadii),
"Cnoci6 3acTocyBaHHA Ta A031" (YTOYHEHHS
iHchbopmawii), " "[iTn" (yTouHeHHs iHdbopmadiii),
" MNepepno3syBaHHA", "M06IYHI peakuii”
BiZANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE.

MepiognyHIiCTL NOAAHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsagaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTPOKaMu, 3a3HaYeHNMmN y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku

3a
peyenmom

He
nionsieae

UA/0930/01/01

23.

PAMIHEPON®

TabneTku, BKpUTI
N1iBKOBOIO

BIOCAMHC
nTa.

Cnony4yeHe
KoponiscTB

AKTABIC NTA.

ManbTa

MepepeecTpalis Ha 5 pokis
OHOBEHO iH(hopMaLito B IHCTPYKLUIT A5

3a
peyenmom

He
nionsieae

UA/14506/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocBi0O4YeHHs

060/10HKOI0, M0 1 Mr,
no 10 Tabnetok y
6nictepi; no 3
6nicTepy y KapTOHHIl
nauuj

o}
Benukobput
aHil i
MiBHiuHOT
Ipnangii

MeAMYHOro 3acTOCYBaHHSA NMiKapCbKoro 3acoby
y posginax
"®apmakonoriyHi BactusocTi" (iHchopmavis
wopao 6e3nekn), "MokasaHHA" (YTOUHEHHS
iHhopMmawii), "B3aemogist 3 iHwmmun
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiin", "OcobmMBOCTi 3acToCyBaHHs",
"3acTocyBaHHA y nepio BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNMBaTu Ha
LIBMAKICTb peakwii mpy KepyBaHHI
aBTOTPaHCNOPTOM ab0 iHLWMMK MexaHiamamu',
"Cnocib 3acTocyBaHHA Ta fo3un" (iHhopmavis
wono 6e3nekn), "Mepepo3syBaHHsA", "Mo6IYHI
peakuii" BignosigHO A0 iHGopMaLii LWoao
MeJMNYHOro 3aCTOoCyBaHHsA pethepeHTHOro
nikapcbkoro 3acoby (Requip, film-coated
tablets, 1 mg, 2 mg, He 3apeecTpoBaHuii B
YKpaiHi).

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPMAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YEHNMN Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

24,

PANMIHEPON®

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0, M0 2 MF,
no 10 Tabnetok y
6nictepi; no 3
6nicTepy y KapTOHHIl
nauuj

BIOCAMHC
nTa.

Cnony4yeHe
KoponiscTB
o]
Benvkobput
aHii i
MiBHiYHOT
Ipnanaii

AKTABIC NTA.

ManbTa

MepepeecTpauin Ha 5 pokis
OHoBEHO iHdhopMaLiito B IHCTPYKLi ANs
MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro 3acoby
y po3sginax
"®apmakonoriyHi BractusocTi" (iHchopmavis
wopo 6e3neku), "MokazaHHA" (YTOUHEHHS
iHhopMmawii), "B3aemogist 3 iHwmmun
nikapcbkMmM 3acobamu Ta iHLWi B1uam
B3aemogiit", "OcobmMBOCTi 3acToCyBaHHsA",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNMBaTh Ha
LIBUAKICTb peakLii npn kepyBaHHi
aBTOTPaHCNOPTOM ab60 IHLWMMK MexaHiamamu',
"Cnocib 3acTocyBaHHA Ta fo3un" (iHhopmavis
wono 6e3nekn), "MepeposyBaHHA", "TMobIYHi
peakuii" BignosigHO A0 iHGopMaLii LWoao
MeMYHOro 3acToCyBaHHsA pehepeHTHOro

3a
peyenmom

He
nionseae

UA/14506/01/02




Ne

Hassa

25

n/n

NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o

25.

PEBIT

nikapcbkoro 3acoby (Requip, film-coated
tablets, 1 mg, 2 mg, He 3apeecTpoBaHuii B
YKpaiHi).

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

nocBi0O4YeHHs

npaxe, no 80 a6o no
100 gpaxe y
KOHTeliHepi; no 80 abo
no 100 gpaxe y
KOHTeliHepi; no 1
KOHTelHepy B nauui 3
KapTOHY

AT
"BITAMIHWN"

YKpaiHa

AT "BITAMIHN"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHoBeHO iHdhopMaLiito B IHCTPYKLi Ans
MeAMYHOro 3acTOCyBaHHSA MiKapCbKoro 3acoby
B po3ginax "MpotunokasaHHsa", "B3aemopis 3
HLIMMKW NiKapcbKMMK 3aco6amMu Ta iHLWi BUAn
B3aemogiit", "OcobmMBOCTi 3acToCyBaHHsA",
"3acTocyBaHHA y nepio BariTHOCTi abo
roflyBaHHs rpyaar” (yTouHeHHs iHcbopmaw,ii),
"Mepepo3yBaHHS" Ta KOpOTKiil xapakTepucTuLi
nikapcbKoro 3acoby B po3ginax
"MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogijit", "Ocob/nBi 3aCTEPEXEHHS Ta
3ano6ixHi 3axo4un Npu 3acTocyBaHHi",
"3acTocyBaHHA nif Yac BariTHOCTi Ta
rofyBaHHs rpyaar” (yTouHeHHs iHgopmadii),
"Mepeno3yBaHHa" BiAMNOBIAHO A0 OHOBEHOI
iHhopMauii Wwoao 6e3nekn 3acTocyBaHHS
LitoUNX PEYOBUH.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii YkpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMu, 3a3Ha4eHNMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3

6e3nekun

6e3
peuyenma

nionsieae

UA/4068/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
26. CANO®PANDbK rpaHyn Op. ®anbk | HimewyunHa Bupo6Huk HimeuunHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/3745/01/02
racTpopPe3nCTEHTHI, dapma BiANoOBigaIbHUIA 3a OHOBNEHO iHhopMaL,ito B IHCTPYKLUIT An1A peuyenmom nionsieae
NPOSIOHrOBaHOI Ajii No 6X BMNYCK Cepiit MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
1000 wr; no 1860 mr KIHL,EBOTrO B po3ginax "®apmakoTepaneBTnyHa rpyna”
rpaHyn y nakeTtukax NpoAyKTy Ta (peparyBaHHs TeKCTy 6€3 3MiHn Kogy),
"I'pany-CTtukc"; no 50 a/ibTepHaTBHe "dapmMakosiorivyHi BnactTueocTi" (pegaryBaHHs
nakeTvkiB y kopobui 3 BTOPUHHE TEKCTy Ta YTOYHeHHS iHchopmalii),
KapTOHY nakyBaHHs: "Oco611MBOCTi 3acTocyBaHHA", "Cnoci6
Ap. ®anck Papma 3acToCyBaHHA Ta [03n" (pegaryBaHHs TEKCTY
v6X, HimeuunHa; Ta yTOYHeHHS iHdhopmalii), "MobiuHi peakuii™
Bupo6HuK, BiANOBIAHO [0 MaTepianiB peecTpauiiHoro
BiANOBIAaIbHNI 3a [OCbE.
BVMPOGHMLTBO MepiognyHicTb NOAaHHA perynsipHo
[030BaHol hopmu, OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
nepBuUHHE, Mopsiaky 34ifcHeHHs hapmakoHarnsagy,
BTOPVHHE 3aTBEPAXEHOro Hakasom MiHicTepcTea
nakyBaHHs Ta OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
KOHTPO/Ib SIKOCTI: 2006 poky Ne 898, 3apeecTpoBaHOro B
NozaH ®apma MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
'mM6X (HoeH6ypr poky 3a Ne 73/13340 (y pefaxuii Hakasy
cawr), HimeuuunHa,; MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
dapbin Papma 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
'M6X, HimeuuunHa; 3riHO 3i CTpOKamu, 3a3HaYeHUMN y
Brpo6HuK, nepioguyYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
BignoBiganbHWi 3a 6esneku.
nepBuHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SKOCTI:
NosaH dapma
Mv6X (Ewbax
caiT), HimeuumHa
27. CANO®PAINDbK rpaHyun [p. ®anbk | HimewunHa Bupo6HuK HimeuunHa MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH. 3a He UA/3745/01/01
racTpope3nCTEHTHI, dapma BiANOBIgabHUI 3a OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415 peyenmom niosnsieae
NPOSIOHroBaHOI Aii No 6X BUWMYCK Cepiii MeANYHOro 3acToCyBaHHA NikapCbKoro 3acoby

500 wmr; no 930 mr
rpaHyn y naketukax
«[paHy-CT1umKe»; no 50
nakeTukiB y Kopobui 3
KapToHY

KIHL,EBOro
NpoAyKTy Ta
anbTepHaTuBHe
BTOPWHHE
naxkyBaHHs:
Op. ®anbk apma
'M6X, HimeuunHa;

B po3ginax "®apmakoTepanesTnyHa rpyna”
(peparyBaHHs TekcTy 6e3 3MiHM Kogy),
"apmakoorivyHi BnactusocTi" (pefaryBaHHs
TEKCTy Ta YTOUYHeHHs iHchopmawii),
"Oco6nrBOCTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta [03n" (pefaryBaHHs TEKCTY
Ta yTOYHeHHs iHdhopmalii), "MobiuHi peakwii™

Brpo6HWK, BiANOBIAHO [0 MaTepianiB peecTpauiiHoro
BiANOBigaIbHUIA 32 [LOCbE.

BVMPOGHMLTBO MepiognyHiCTb NOAAHHA perynspHo
[030BaHoi hopmu, OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
nepBuHHE, Mopsiaky 34ificHeHHs hapmakoHarnagy,
BTOPUHHE 3aTBEpPKEHOro Hakasom MiHicTepcTBa
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nakyBaHHs Ta OXOPOHU 340POB’A YKpaiHu Big 27 rpygHs
KOHTPO/Ib SIKOCTI: 2006 poky Ne 898, 3apeecTpoBaHoOro B
Jlozan ®apma MiHicTepcTBi tocTuii Ykpainun 29 ciuna 2007
m6X (HoeHbypr poky 3a Ne 73/13340 (y pefakuii Hakasy
caiit), HimeuuuHa, MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
dapbin Papma 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
v6X, HimeuunHa; 3riHO 3i CTpOKaMu, 3a3HaYEHNMUN Y
Bupo6HuK, nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
BiANOBIAaIbHNI 3a 6esneku.
nepBuHHE,
BTOPVHHE
nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
NosaH dapma
Mv6X (Ewbax
caiiT), HimeyunHa
28. CEAA®ITOH® Tabnetku; no 12 MPAT Ykpaina BiANOBigaIbHUIA 32 YkpaiHa MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH 6e3 nionsieae UA/4826/01/01
TabneTtok y 6nictepi; "®ITOPAPM BMPOGHMLTBO, OHoBeHo iHdhopmaLito B IHCTpYKLii Ans peyenma
no 2 a6o 4, a6o 8 " nepBUHHE/BTOPUH MeAMYHOro 3acTOCyBaHHSA MiKapCbKoro 3acoby
6nicTepiB y nauui He nakyBaHHS, y po3gini "Mo6iyvHi peakuii " BignosigHO [0
KOHTPO/b SKOCTI OHOB/IEHOT iHdhopMaLii Wwoao 6esneku
Ta BUMYCK cepii: 3aCTOCYBaHHSA Ajilo4nX PEYOBVH.
MPAT MepiognyHiCTb NOAAHHA PerynsipHo
"®ITOPAPM", OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BigNoOBIAHO A0
YkpaiHa,; Mopsagaky 34ilicHeHHs chapmakoHarnagy,
BiANOBigaIbHUIA 3a 3aTBEpXeHoro Hakasom MiHicTepcTBa
BUPOGHMLTBO, OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
nepByYHHE/BTOPUH 2006 poky Ne 898, 3apeecTpoBaHOro B
He nakyBaHHS, MiHicTepcTBi tocTuuiil Ykpainum 29 ciunsa 2007
KOHTPO/Ib SIKOCTI: poky 3a Ne 73/13340 (y pefakuii Hakasy
MAT "Bitaminn®, MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
YKpaiHa 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6e3nekn
29. COJIIAH® 200 Tabnetkn no 200 wmr, TOB Ykpaina LENTb®APM dpaHuis MepepeecTpalisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/4292/01/03
Mmr Ne 30 (10x3): no 10 "CaHodi- ODKOH OHOB/EeHo iHhopMaLito 3 6e3nekun B IHCTPYKLT peyenmom niosnsieae
Tabnetok y 6nictepi; ABEHTIC 015 MeANYHOro 3acToCyBaHHA NikapcbKoro
no 3 6nictepu B YkpaiHa" 3acoby y posginax "®apmMakosiorivHi

KapTOHHI Kopo6Lyi

BNacTUBOCTI" (YTOYHEHHS iHhopmaLi),
"MpoTunokasaHHa", "B3aemogis 3 iHWMMu
niKapcbknMy 3acobamu Ta iHLi BUAK
B3aemogiin", "OcobMBOCTi 3acToCyBaHHSA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar” (yTouHeHHs iHdopmauii),
"3paTHICTb BNIMBATU Ha LWBUAKICTb peakLil
npun KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLLNMU
MexaHisMamu" (yTOYHeHHs iHhopmauii),
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep

peecmpayjiliHo2o

nocBi0O4YeHHs

"Cnocib 3acTocyBaHHS Ta f03U" (YTOUHEHHS
iHchopmauii), " "MepenosysaHHsa", "T0GIYHI
peakuii" BiANOBIAHO A0 MaTepianis
peecTpauiiHoro J0CbeE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BifNOBIAHO A0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPMXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6e3nekn

30.

CYNbLE®

NMOPOLLOK A/151 PO34NHY
ons iH'ekuimno 1 r/lr,
1 a6o 10, abo 50, abo
100 donakoHis 3
NOpOLLKOM B
KapTOHHI KopooLyi

Mepokemi
nTa

Kinp

Megokemi NTA
(3aBog C)

Kinp

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeZIMYHOro 3aCTOCYBaHHA NiKapCbKOro 3acoby
y po3ginax "OcobnnBOCTi 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHA Ta gosun”, "Aitn"
(peparyBaHHs iHGopMaLiT), "MobiuHi peakuii”
BiANOBIAHO A0 iHhopmaL,ii pedhepeHTHOro
nikapcbkoro 3acoby CY/IbMEPA30H®.
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BifNoOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6e3nekn

3a
peyerimom

He
nionsiecae

UA/11158/01/01

31.

YPOCENT

cynosuTopiino 0,2,
no 5 cynosutopiis y
6nictepi, no 2
6nicTepy y nauui 3
KapToHY

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Nekxim -

Xapkis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim - Xapki"

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
MepiognyHicTb NoaaHHA perynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHiCTEepCTBa OXOpPOHM 340POB'A YKpaiHu Bif

3a
peyenmom

He
nionsieae

UA/3854/01/01
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Ne

Hassa

®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku
32. YPOCENT cynosuTopii no 0,2 r, MpuBaTHe Ykpaina MpusatHe YkpaiHa MepepeecTpallist Ha HEOOMEXEHNI TEPMIH. - He UA/13908/01/01
in bulk: no 5 akuioHepHe akuioHepHe MepiognyHICTb NOAAHHSA PErynsipHO nidnseae
CynosuTopiiB y TOBapWCTBO TOBapUCTBO OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BifNOBIAHO [0
6nictepi, no 200 "Jekxim - "Jlekxim - Xapkis" Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
6nicTepiB y ALWMKY 3 Xapkis" 3aTBEPIXEHOro Haka3om MiHicTepcTea
ropoKapToHy OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii YkpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku
33. YPCOCAH® kancynu no 250 mr, no | MPO.MEA.L, Yecbka BCi cTagii Yecbka MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/3636/01/01
10 kancyn y 6nicTepi; C MNpara a.c. |Pecny6nika BUPOGHMLTBA, Pecny6nika/ MepiognyHiCTb NOAAHHA perynspHo peyenmom nionsieae
no 1 a6o 5, a6o 10 KOHTPO/b SKOCTI HimeuunHa OHOBJIHOBAHOrO 3BIiTY 3 6e3neku, BigNoBigHO A0
6nicTepiB y KApTOHHIl Ta BUNYyCK cepil: Mopsagaky 3ailicHeHHs chapmakoHarnagy,
KopoobLi MPO.MEA.LC 3aTBEpXEeHOro Hakasom MiHicTepcTBa
Mpara a.c., OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
Yecbka 2006 poky Ne 898, 3apeecTpoBaHoOro B
Pecny6nika; MiHicTepcTsi tocTuLii YKpaiHu 29 ciuna 2007
BUPOOHMLUTBO poky 3a Ne 73/13340 (y pefakuii Hakasy
NPOMDXHOro MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
NPOAyKTY, 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
KOHTPO/Tb SKOCTI: 3riiHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
XeHHir nepiogNYHOCTI NOAAHHA perynsipHUX 3BiTiB 3
ApuHaimiTTeNb 6e3nekn
MmoX i Ko.Kr,
HimeuunHa,;
nepBUHHE i
BTOPVHHE
nakyBaHHs:
CBYC ®apma a.c.,
Yecbka
Pecny6nika;
nepBUHHE i
BTOPVHHE
nakyBaHHs:
KOO®PAPMA
C.p.o., Yecbka
Pecny6nika
34. ®JTYKOHA3O0/1- | kancynu no 150 mr, no MAT Ykpaina MAT YkpaiHa MepepeecTpalist Ha HeOBMEXEHN TEPMIH Ne 1 — 6es Ne 1-— UA/14791/01/02
KP 1 kancyni y 6nictepi; "Ximchapmsa "XimdhapmsaBog MepioAMYHICTb NOAAHHS PErynsipHO peuyenma; nionsi2ae;
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 1, aéo 2, a6o 4 BOA, "YepBoHa 3ipka" OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0 Ne 2, Ne 4 - Ne 2, Ne 4
6nictepy y nauui 3 "UepBoHa Mopsagaky 3ailicHeHHs chapmakoHarnagy, 3a - He
KapTOHY 3ipka" 3aTBEpPAKEHOro Haka3om MiHicTepcTBa peyenmom nionseae
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuii Ykpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku
35. ®JTYKOHA3O0/1- | kancynu no 100 mr, no NAT Ykpaina MAT YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWIA TEPMIH 3a He UA/14791/01/01
KP 7 abo 10 kancyny "Ximchapm3sa "Ximchapm3sasoz MepiognyHiCTb NOAAHHA PerynsipHo peyenmom nionsieae
6nicTepi; no 1 BOA, "YepBoHa 3ipka" OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
6nicTepy y navuyi 3 "UepBoHa Mopsaaky 3ailicHeHHs chapmakoHarnagy,
KapTOHY 3ipka" 3aTBEPKEHOr0 HakasoM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiil Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6e3nekn
36. ®TYKOHA3O0/- | kancynm no 50 mr, no NAT Ykpaina MAT YkpaiHa MepepeecTpavisi Ha HEOOMEXEHWNIN TEPMIH 3a He UA/14791/01/03
KP 7 abo 10 kancyny "Ximchapmsa "Ximdhapmsasoz MepiognyHICTb NOJAHHA PerynspHo peyenmom niosnsieae
6nictepi; no 1 BOJ, "UepBoHa 3ipka" OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
6nictepy y nauui 3 "UepBoHa Mopsiaky 34ificHeHHs hapmakoHarnsgy,
KapTOHY 3ipka" 3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340pOB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepioANYHOCTI NOAAHHS PerysisipHUX 3BiTiB 3
6e3neku
37. XOHAPOITUH nopoLuLoK (cybcTaHLis) MPAT YkpaiHa Bioibepika C.A.Y. Icnanis MepepeecTpaLlisi Ha HEOBMEXEHWI TEPMIH - He UA/15094/01/01
CYNb®AT y noAgiiHux naketax 3 | "®ITOGAPM nionsizae
HATPIIO nonietTuneHy ans "
dhapmaLleBTUYHOro
BUKOPUCTaHHS
38. LE®OTAKCUM | nopoLloK ans po3ynHy My6niyHe Ykpaina My6niuHe YkpaiHa MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/4252/01/01
-BX®3 ons iH'ekuin no 500 akuioHepHe akuioHepHe OHOB/EHO iHGhopMmaLito y po3ginax peyenmom nionseae
Mr; cpriakoH Nel (6e3 TOBapUCTBO TOBapuUCTBO "dapMakonoriyHi BMacTMBOCTI" (YTOYHEHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nauku): no 55 "HaykoBo- "HaykoBo- iHchopmawii), "MokasaHHA"(YyTOUHEHHS
(h/1aKOHIB 3 MOPOLLKOM | BUPOGHUYNMIA BMPOGHUNYNIA iHhopMmawii), "B3aemogis 3 iHwmmun
y KOpoo6L,i; dhnakoH LEHTP LeHTp niKkapcbknMuy 3acobamu Ta iHLWi BUAK
Nel (y nauuyj): no 1 "Bopuiariscb "BopLuariBCcbkuii B3aemogiin", "OcobmMBOCTi 3acToCyBaHHs",
(h1aKoHY 3 MOPOLLUKOM Knin Ximiko- XiMiKo- "3acTocyBaHHA y nepio BariTHOCTi abo
y nauui; conakoH Nel thapmauesT hapmaLeBTUYHNI rogyBaHHs rpyaar” (yTouHeHHs iHchopmadii),
(y nauyi): no 1 NYHWI 3aBog" "Cnoci6 3acTocyBaHHS Ta 403" (yTOYHEHHS
(h1aKoHY 3 MOPOLLUKOM 3aBog" iHbopmawii), "Mepeno3syBaHHs", "MoGIYHI
Yy KOMNIeKTi 3 peakuii”, "HecyMicHicTb" IHCTpYKLji Ans
PO34MHHKKOM ( BOAA MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby
ONs iH'eKUiA) no 5 Mn B BiANOBIAHO 40 OHOBEHOT iHChopMaLi Woao
amnyni B navui 3 6e3nekn 3acTocyBaHHS [il040i PEYOBUHM.
KapTOHHOIO MepiognyHICTb NOAAHHSA PerynsipHo
neperopoakoto OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii 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:
3riHO 3i CTPOKaMW, 3a3Ha4YEHNMN Y
nepioguyYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku
39. LE®POTAKCUM | nopoLloK N5 po3ynHy My6niyHe Ykpaina My6niuHe YkpaiHa MepepeecTpavis Ha HEOOMEXEHWNIN TEPMIH 3a He UA/4252/01/02
-BX®3 Ons iH'ekuii no 1000 akuioHepHe akuioHepHe OHOB/IEHO iHGhopmaLito y po3ainax peyenmom niosnsieae
mr; cpnakoH Nel (6e3 TOBapUCTBO TOBapucTBo "®apMakonorivyHi BnactTnsocTi" (yTOYHEHHS
nauykm): no 55 "HaykoBo- "HaykoBo- iHchopmawii), "MokasaHHA"(YTOUHEHHS
(h1aKoHIB 3 MOPOLLKOM | BUPOBHWUYWMIA BMPOGHWYNIA iHbopMmawii), "B3aemogis 3 iHwm1mu
y KOpo6Li; hiakoH LeHTp LeHTp niKkapcbkvMuy 3acob6amu Ta iHLi BUAK
Nel (y nauuj): no 1 "Bopuiariscb "BopLuariBCcbkuii B3aemogiin", "OcobmMBOCTi 3acTOCyBaHHSA",
(h1aKOHY 3 MOPOLLUKOM KWin Ximiko- XiMiKo- "3acTocyBaHHs y nepiog BariTHoCTi abo
y nauui; dpnakoH Nel hapmauesT hapmaLeBTUYHNIA roflyBaHHs rpyaaro” (yTouHeHHs iHcbopmadi),
(y nauyi): no 1 NYHWI 3asopg” "Cnoci6 3acTocyBaHHS Ta 403" (YyTOYHEHHS
(h1aKOHY 3 MOPOLLUKOM 3aBog" iHchopmawii), "MepenosysaHHs", “NoGIYHI

Yy KOMM/IEeKTi 3
PO34YMHHMKOM ( BOAA
ONs iH'ekUid) no 5 mn B
amnyni B nauui 3
KapTOHHOIO
neperopogKoto

peakuii”, "HecyMmicHicTb" IHCTPYKUiT ANs
MeANYHOro 3acToCyBaHHSA NMiKapCbKoro 3acoby
BiANOBIAHO 4O OHOBNEHOT iHChOpMaLi LWoa0
6e3nekn 3acTocyBaHHs [il040i PEYOBUHMW.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpainu 29 ciunsa 2007
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky

(nikapcbka gpopma,

ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
6e3neku

40.

LMNPO®IIOKC
ALUVH

PO34nH ANst iHGy3il,
200 mr/100 mn, no 100
M/ B KOHTelHepi; no 1
KOHTEliHepy B
noNiBiHINX1OPUAHIN
nniBLi B kKOpoobLi

AHaHTa
Megikeap
nra.

Benvka
BpuTtaHis

€ponalic
Xentkeap lBT.
nro.

IHais

MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH
OHoBeHO iHdhopMaLiito B IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro 3acoby
y po3ginax "B3aemogis 3 iHWUMW NikapCbKMMn
3acobamu Ta iHWi BUAY B3aemogiii",
"Oco6nmBocCTi 3acTocyBaHHA", "IM06IYHI
peakuii" BignoBiAHO 4O OHOBNEHOT iHChopMaLyi
o4O 6e3nekn Ailo4oi peyoBUHU.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
Mopsagaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku

3a
peyenmom

He
nionseae

UA/10746/01/01

41.

LMCTOPAN

rpaHynu gns
Opa/IbHOTO PO3UKHY
3,0r/80r,no8r
rpaHy1boBaHOro
NOPOLLKY Y NakeTi; No
1 nakeTy y Kopob6Lii 3
KapTOHY

ToBapucTtso
3
obmexeHolo
BiANOBiAa/Ib
HiCTIO
"®apmavesT
N4yHa
KOMNaHis
"3popos A"

YkpaiHa

ToBapucTtso 3
06MexeHo
BiANOBIAA/TIBHICTIO
"®apmaueBTnyHa
KOMnaHis
"3p0pos "

YKpaiHa

MepepeecTpavisi Ha HEOOMEXEHWNIN TEPMIH
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeANYHOro 3acToCyBaHHA NikapcbKoro 3acoby
y po3ginax: "®apmMakosioriyHi B1acTuBocCTi",
"Moka3saHHA"(YyToOUYHEeHHS iHdhopMai),
"B3aemogis 3 iHWKMU nikapcbkuMmn 3acobamm
Ta iHWi B1nav B3aemogiin”, "Ocob6amBocCTi
3acToCcyBaHHA", "3acTocyBaHHA y nepios,
BariTHOCTi abo rofyBaHHsA rpyaar”, "3aaTHicTb
BM/IMBATY Ha WUBUAKICTb peakLjii Npu KepyBaHHI
aBTOTPaHCMOpPTOM abo iHWMMK MexaHismamun®,
"Cnocib 3acTocyBaHHA Ta fo3un",
"Mepeno3yBaHHs", "Mo6iuHI peakuji”
BigNoBigHO A0 iHdhopMaLii LWoao MeauyHOro
3aCTOCyBaHHSA pepepeHTHOro NikapcbKoro
3aco6y (MOHYPAJI, rpaHynv g5l OpasibHOro
PO34nHY).

MepiofnyHICTb NOAAHHS PerynsipHo
OHOBJ1HOBAHOrO 3BiTY 3 6e3Neku, BignoBigHO A0

3a
peyenmom

He
nionsieae

UA/14705/01/01
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Ne

o Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6e3nekun

I'eHepa/IbHUU AUPEKTOP

JupekTopary papmManeBTHUHOr0 3a0e3neueHHs

0.0. Komapiga




AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

17.09.2020 Ne 2119

NMEPENIK

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIOTNYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, AKI BHOCATLCSA 40 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
1. ArNyYNPOCT Kpani O4Hi, pO34nH CKAH BIOTEK IHAais AnkoH MNapeHTepanc IHgjisa BHECEHHS 3MiH [0 peecTpaLiiiHMX MmaTepiastis: 3MiHu | Tumny - 3a UA/15895/01/01
0,004 % no 2,5 mn nTa (IHpis) NimiTeq, AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCcbKoro 3acoby. 3miHa peyenmom
PO34MHY Y h/1aKoHi; no TOProBOi Ha3BM MiKapCbKOro 3acoby 3aTBEpAKEHO:
1 conakoHy y TPABOIPOCT; 3anponoHoBaHo: ATYMNPOCT. 3minn | Tuny -
KapTOHHI ynakoBLi 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHK) - BHECEHHS 3MiH A0 p. «MapkyBaHHs» MKA /13, a came
3artBepmkeHo: MapkyBaHHsA. [JlogaeTbcs. 3anponoHOBaHO:
MapkyBaHHS. 3rifHo i3 3aTBepI)KEHUM TEKCTOM MapKyBaHHS.
OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW /ikapCbKoro 3acoby 3
BHECEHHSM iHchopMaLii LWoA0 3a3HAaYEHHS OAUHULIb BUMIpIOBAHHS
y cuctemi Sl.
2. AJEHOPM Kancyv 3 AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 3a UA/6709/01/01
MOANIKOBAHUM "KNIBCbKW BITAMIHHW woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
BMBINIbHEHHAM, TBEPAi BITAMIHHW 3ABOA" OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
no 0,4 mr; no 10 3ABO" BHECEHHAM iHchopmalii LWoA0 3a3HaYEHHS OAUHULIb BUMIPIOBAHHS
Kancyn y 6nictepi; no y cucteMi Sl. BHeceHHs 3MiH o0 po3giny “MapkysaHHA" MKA N13:
3 6nictepn y nauui 3anponoHoBaHo: MapkyBaHHA 3rigHO 3aTBEPAXXEHOMY TEKCTY
MapKyBaHHS. BBeeHHS 3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS
3. AEBIT® Kancynu m'ski; no 10 AT YkpaiHa AT "KUIBCbKUNIA YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHuW | TUMY - 3MiHK 6es UA/7362/01/01
Kancyn y énictepax; "KNIBCbKM BITAMIHHWA oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenma
no 10 kancyny BITAMIHHW/ 3ABOA" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
6nictepi, no 1, abo no 3ABO4" 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPIKEHOMY TEKCTY
3, abo no 5 6riictepis MapKyBaHHsi. OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBKW
y nauuj; no 20 kancyn niKapcbKoro 3acoby 3 BHECEHHSIM iHchopMalLlii LLoA0 3a3HaUYeHHS!
y 6nicTepi, no 1, a6o OAVHWLb BUMIpIOBaHHSA Y cuctemi Sl. BBeeHHA 3MiH NpoTAarom 6-
no 2, abo no 3 TV MiCALIB NiCNA 3aTBEPAKEHHSI
6nicTepy y nauui; no
50 kancyn y 6nictepi,
no 1 6nictepy y navui
4. A3ANIH Tabnetky no 100 wmr; AT YkpaiHa AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH 0 peecTpaLiitHMx MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/4763/01/01
no 10 TabneTok y "KMIBCbKW BITAMIHHWIA oo 6e3nekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenmom
6nicTepi; no 5 BITAMIHHWIA 3ABOJA" BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N3:
6nicTepiB y naui 3ABO" 3anponoHoBaHo: MapKyBaHHSA 3rigHO 3aTBEPIKEHOMY TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
NiKapCbKOro 3acoby 3 BHECEHHAM iHhopMauil WoA0 3a3HaYEHHS
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060/10HKOI0, N0 5 M,
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nicTepy B KAPTOHHIl
nauuj

3MiHW [0 y3araslbHEHKX AaHWX NPo cucTemMy hapMakoHarisaLy
(BBEAEHHS Y3araslbHEHUX JaHUX MPO cuctemy chapmakoHarnagy,
3MiHa YNOBHOBaX€EHOI 0cO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
chapmakoHarnsay; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa
0151 30JNCHEHHSA hapmakoHarnsay B YkpaiHi, Ko BoHa BiAMiHHA

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
OVHULb BUMIPIOBaHHA y cucTemi Sl. BBefieHHA 3MiH MpoTarom 6-x
MicsILiB Micns 3aTBepKEHHS
5. A3ANIH Tabnetku no 25 wmr; no AT Ykpaina AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 3a UA/4763/01/02
10 Tabnetok y "KNIBCbKW BITAMIHHW woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenmom
6nictepi; no 5 BITAMIHHW 3ABO4" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
6nicTepiB y nauui 3ABO" 3anponoHoBaHo: MapkyBaHHS 3rigHO 3aTBEPAXXEHOMY TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNnakoBKu
NiKapcbKoro 3aco6y 3 BHECEHHAM iHhopMaLil WoA0 3a3HaYEHHS
OAVHVLb BUMIPIOBaHHSA Y cucTemi Sl. BBeeHHs 3MiH NpOTArom 6-x
MicsLiB MiCNs 3aTBEPAKEHHS
6. AKTPANIA® PO34MH ANA H'EKLNA, A/T Hoso [JaHis BUPOGHMK [Janis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 3a UA/12611/01/01
HM NEH®IN® | 100 MO/mMnno 3 mny Hopgaick Hepo3dacoBaHoOro dpaHuisn/ 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta hapMakoHarisgy. 3MiHn y peyenmom
KapTpuaxi; no 5 NpoayKTY, Bpasunis KOPOTKili XapakTepucTuL,i NikapCbKOro 3acoby, TEKCTi MapKyBaHHS
KaTpUaKIB y KapTOHHIlA HanoBHEHHS B Ta IHCTPYKUiT AN MEeANYHOro 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMMU
Kopoo6Ui MeHhin®, nepBuHHa OaHUMM 3 SKOCTi, AOKNIHIYHUMMN, KAIHIYHUMW JaHMKX Ta aHMK 3
ynaKkoBKa, KOHTPO/b chapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTPYKLIT 415 MeaM4YHOro
AKOCTi Ta 3acToCyBaHHSA NikapcbKoro 3acoby Ao po3zainy "OcobnmeocTi
BignoBigasibHWi 3a 3acTocyBaHHs". BBeAeHHS 3MiH NpOTArom 6-Tu MicALiB nicas
BUMYCK Cepili 3aTBEPAKEHHS
KIHLLEBOrO NPOAYKTY:
A/T Hoeo Hopgick,
[aHisi; BUpo6HUK
NPOAYKLIT 3 NOBHUM
umkiom: HoBso
Hopgaick
MpogatokcboH CAC,
dpaHuisi; BUPOGHMK
0119 MapKyBaHHS Ta
ynakosku MNeHpin®,
BTOPVHHOTO
nakyBaHHs: A/T
HoBo Hopgick,
[laHis; BUPOGHWMK
Hepo3dacoBaHOT
nNpoAyKLuii, NnepBnHHa
Ta BTOPUHHA
ynakoska: Hoso
Hopgaick MNpoaykao
dapmaceyTika go
Bpasinb N1ga.,
Bpasunis
7. ANEPrO3AH | Tabnetku, BKpUTI AT Bonrapis AT "Codpapma" Bonrapis BHECEHHS 3MiH 40 peecTpaliiHuxX MmaTepiasiiB: 3MiHK | TURy - 3MiHK 6e3 UA/17179/01/01
® NNiBKOBOIO "Codpapma” oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenma
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

Bifl yNOBHOBaXeHOI 0cobu, BifnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bkaoyatouy KOHTakTHI faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAANLHOI 3a 34ilicHEHHSA (hapmakoHarnagy. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI 0CO6U
3a8BHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS hapmakoHarnsgy B
YkpaiHi. 3MiHa MicuA 3AiACHEHHS1 OCHOBHOI AisifIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHs macTep-arina
cuctemun dpapmakoHarnsgy

ANEPIOMAK
Cc

Kpanni HasasbHi,
po3unH no 15 mny
(P1aKOHI 3 KPULLIKOO-
KpanenbHULEHo 3i
CK/ISIHOIO NiNeTKOto; No
1 donakoHy y kopobui 3
KapTOHY

ToBapucTso 3
06MexeHo
BignosiganbHi
CTIo
"papmauesTu
YHa KOMMaHis
"3popos'a”

YKpaiHa

ToBapucTBo 3
obMexeHot
BifNOBiAA/IbHICTIO
"®apmaueBTuyHa
KomnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
aAMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(Bkntovaroun AinbHUL ans Ad®l, NpomiXXHOTO NpoaykTy abo
roTOBOro NikapcbKoro 3acoby, AiNbHULi A8 NPOBEAEHHS

nakyBaHHs, BUPOOHMKa, BigMNoBifasIbHOrO 3a BUMYCK cepili, MicLe
npoBefeHHA KOHTPOIo cepii) abo nocTavasibHMKa BUXIGHOMO
martepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLO 3a3HAaYeHO
y [OCbE) - BUMyYeHHs1 BUPo6HUuka APl deHninedpuHy rigpoxnopug,
— Kamud Drugs Pvt., Ltd., India; 3miHu | TUNy - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat BignosigHocCTi
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUIYyYEHHS
cepTtudpikaTa BignoBiAHOCTI E€Bponelickbkiinn hapmakonei: ana Adl;
ONs BUXiAHOro MaTepiasy/peareHTy/MpoMiXHOIO NPoAykKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 JONOMDKHOT peY0BUHM
(cepTudpikaT BignoBigHOCTI €Bponeiickkili hapmakonei) - Hoswii
cepTudikaT Bif, BXe 3aTBepAKEHOro BUPO6HMKA - MOAaHHS HOBOrO
cepTudikaTa BignoBigHOCTI EBponelickbkiin dhapmakonei Ne RO-
CEP 2018-053-Rev 00 ans gitouoi pevoBuHu Phenylephrine
hydrochloride Big, BXe 3aTBepa)XeHOro BUpo6HMKa, K HacifoK
3MiHa Ha3Bu Ta agpecy BUpobHuka APl Ta 3miHM B cneuudikauii
Ta MeTofax KOHTPosIo APl 3a NOKa3HUKOM «3asInLLIKOBA KiSlbKICTb
OpraHiYHMX PO34MHHMKIB» Y BignosigHOCTI o CEP

6e3
peyenma

UA/11696/02/01

ANEPIOMAK
Cc

cnpeii HasaslbHUIA,
po3unH no 15 mny
(p1aKoHi 3 HacagKo-
po3nuBaYeM i
3aXMCHUM KOBMa4KoM
y Kopob6uj; no 15 mny
6as1oHi 3 HacagKo-
po3nuaoBadeM i
3aXMCHUM KOBMa4KoM
y KopooLi

ToBapucTso 3
06MexeHo
BiANoBiga/IbHI
CTH
"®papmaveBTu
YHa KoMMaHisi
"3popos'a”

YkpaiHa,
YkpaiHa

ToBapucTBo 3
06MeXeHo0
BIAMNOBIQA/TbHICTIO
"®apmaueBTuyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny -
afMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(Bknovaroum ginbHuui ans A®I, npomMixXHOro NpoaykTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHUL ANA NPOBeAeHHS

nakyBaHHs, BUPOGHUKA, BiAMOBIAANLHOIO 3a BUNYCK Cepiid, MicLe
npoBeAEeHHS KOHTPOIO cepil) abo NnocTavyasibHUKA BUXigHOMO
maTepiany, peareHTy abo AONOMIKHOT Pe4OBUHY (SKLLO 3a3Ha4YeHO
y [OCbE) - BUMyYEHHs BUPOOHUKa APl deHinedpuHy rigpoxnopug,
— Kamud Drugs Pvt., Ltd., India; 3miHn | Tuny - 3MiHK 3 AKOCTI.
CepTtuddikat signosigHocTi/lE-cepTudpikar BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs HOBOro abo
OHOBJIEHOIO cepTudikaTa BignoBigHOCTI ab0 BUTYHYEHHS
cepTuduikaTa BignoBigHOCTI €EBponeichkiin dhapmakonei: ans Adl,

6e3
peyenma

UA/11696/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
ONs BUXIAHOrO MaTepiasty/peareHTy/MpoMiXXHOIO NPOAyKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; Ana ONOMDKHOT peYOBUHU
(ceptuddikaT BigNoBigHOCTI €Bponeiichbkili hapmakonei) - Hoswii
cepTudikaT Bif, BXe 3aTBepAKEHOro BUPOGHMKA - MOAaHHS HOBOTO
cepTudcpikaTa BignoBiaHOCTI E€Bponelickbkiit dpapmakonei Ne RO-
CEP 2018-053-Rev 00 ans gitouoi peyosmHu Phenylephrine
hydrochloride Big, Bxe 3aTBep)XeHOro BUpo6HKKa, SK HaC/iAoK
3MiHa Ha3Bu Ta agpecu BUpo6HMka AP| Ta 3MiHK B cneuudikauii
Ta MeTogax KoHTposto APl 3a NOKa3HMKOM «3a/INLLKOBA KiNlbKIiCTb
OpraHiYHUX PO34MHHUKIB» Y BignosigHocTi o CEP
10. ANITEP Tabnetky no 4 mr, no TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUNY - 3MiHK 3a UA/17735/01/01
10 TabneTok y "MIKPOXIM" "MIKPOXIM", woao 6e3nekn/ehekTnBHOCTI Ta chapmakoHarnsgy. 3MiHn y peyenmom
6nicTepi, no 3 YkpaiHa (BMpo6HMya KOPOTKIll XapaKTepuCTu1Li NikapCbKoro 3acoby, TEKCTI MapKyBaHHS
6nictepy y nauui 3 ninbHUUA (BCi cTagji Ta iIHCTPYKUiT 415 MeANYHOro 3acTOCyBaHHS
KapTOHY BMPOGHNYOrO reHepuyHUX/ribpuaHMx/6ionoaibHKX Nikapcbkux 3aco6is nicns
npouecy); BHECEHHS Ti€l caMoi 3MiHM Ha pedbepeHTHMIA Nnpenapar (3MiHa He
ropuanyHa agpeca noTpebye HafiaHHA XOAHNX HOBUX AOAATKOBUX JaHUX) - 3MiHW
Ta naboparopis BHECEHI A0 iIHCTPYKLi AN15 MeAUYHOro 3aCTOCYBaHHS NiKapCbKoro
i3nKo-XimMmiyHOro 3acoby y po3ginum "MpoTunokasaHHs", "B3aemogis 3 iHWmMu
aHanisy Ta nikapcbknMKn 3acobamu Ta iHWi BUAK B3aemogiii”, "Oco61mMBOCTi
KOHTPOSHO 3acTocyBaHHA", "lMo6ivHI peakuii” 3rigHO 3 iIHhopMaLi€eto Woa0
BUMPOGHMLITBA) MeAMYHOro 3acToCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(KoBepcmn® Tabnetkn 4 Mr B YKpaiHi 3apeecTpoBaHuii sik
MPECTAPIYM® 4 mr, TabneTkn no 4 mr)
11. ANITEP Tabnetku no 8 mr, no TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/17735/01/02
10 Tabnetok y "MIKPOXIM" "MIKPOXIM", wono 6e3nekn/epekTnBHOCTI Ta hapmakoHarnagy. 3MiHn y peyenmom
6nictepi, no 3 YkpaiHa (BnpobHuua KOPOTKi XapaKTepucTuLi NiKapCbKoro 3acoby, TEKCTi MapKyBaHHS
6nicTepu y nauui 3 ninbHUUA (BCi cTagji Ta iIHCTPYKUiT 4151 MeANYHOro 3acTocyBaHHS
KapTOHY BMPOGHNYOrO reHepuyHUX/ribpuaHMX/6ionoaibHNX Nikapcbkux 3acobis nicns
npouecy); BHECEHHS Ti€l caMoi 3MiHM Ha peddepeHTHUIA npenapar (3miHa He
ropuanyHa agpeca noTpebye HafaHHA XOAHNX HOBUX AOAATKOBUX JaHWX) - 3MiHN
Ta nabopartopis BHECEeHI [0 iHCTPYKLT 418 MeANYHOro 3acTOCyBaHHS NikapCbKoro
i3nKo-XimMmiyHOro 3acoby y po3ginm "MpoTunokasaHHsa", "B3aemogis 3 iHWMmn
aHanisy Ta nikapcbkMun 3acobamu Ta iHWi B1uAn B3aemogiii”, "Oco61mMBOoCTi
KOHTPO/IO 3actocyBaHHs", "Mob6iuHi peakuii” 3rigHoO 3 iHhopMmaLjelo Woao
BMPOGHULTBA) MeAMYHOro 3acToCyBaHHA pedhepeHTHOro NikapCbKoro 3acoby
(KoBepcmn® Tabnetkn 8 Mr B YkpaiHi 3apeecTpoBaHuii ik
MPECTAPIYM® 8 mr, TabneTkun no 8 mr)
12. ANIMATE/NIb® | cycneHsis opasibHa, TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peecTpaliiiHuxX MaTepiasiiB: 3MiHK | TURYy - 3MiHK 6e3 UA/0879/01/01
A no 170 mn y dpNakoHi; YkpaiHa" TposiH AT oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peuenma

no 1 conakoHy y
KapTOHHIN nayui
pasom 3 [03yBasIbHOK
JIOXKOH0; No 10 My

BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA N3:
3anponoHoBaHo: MapkyBaHHs. 3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapkyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA yNnakoBKu
NiKapCbKOro 3acoby 3 BHECEHHSAM iHchopMauii LWoA0 3a3HAYEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

nakeTuky; no 10 a6o OAMHULIb BUMIPIOBaHHSA y cucTemi Sl. BBeieHHA 3MiH NpoTArom 6-
20 nakeTukiB y TV MiCALIB Nicna 3aTBepIKEHHS
KapTOHHI nayui

13. ANOMYPUHO | tabnetku no 100 wmr; AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 3a UA/12636/01/01

Nn-KB no 10 TabneTtok y "KNIBCbKW BITAMIHHW woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenmom

6nictepi; no 5 BITAMIHHW 3ABO4" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
6nicTepiB y nauuj 3 3ABO" 3anponoHoBaHo: MapkyBaHHS 3rifHO 3aTBEPA)KEHOMY TEKCTY
KapTOHY MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMaLil WoA0 3a3HaYEHHS
OAVHWLb BMMIpOBaHHS Y cuctemi Sl. BBegeHHA 3MiH npoTsarom 6-
TV MiCALB Nic/A 3aTBEPIKEHHS

14. ANOMYPUHO | tabnetku no 300 wmr; AT YkpaiHa AT "KUIBCbKUNIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 3a UA/12636/01/02
N-KB no 10 TabneTok y "KNIBCbKM BITAMIHHWA oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenmom
6nicTepi; no 3 BITAMIHHW/ 3ABO4" BHECEHHS 3MiH [0 po3ainy “MapkyBaHHA" MKA N13:
6nicTepu y nauui 3 3ABO4" 3anponoHoBaHo: MapkyBaHHA 3rifHO 3aTBEPA)KEHOMY TEKCTY
KapTOHY MapKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu

niKapcbkoro 3acoby 3 BHECEHHSIM iHchopMalLlii LLoA0 3a3HauYeHHs
OAVHULb BUMIpIOBaHHSA Y cuctemi Sl. BBeeHHA 3MiH NpoTAarom 6-
TV MiCALIB NiCNA 3aTBEPAKEHHSI

15. ANbAA30N TabneTku, BKPUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMx MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/9351/01/01
NNiBKOBOIO "KNIBCbKM BITAMIHHW wopao 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
o6onoHkoto, no 400 BITAMIHHWIA 3ABO4" BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N3:
Mr; no 3 TabneTkn y 3ABO" 3anponoHoBaHo: MapKyBaHHSA 3rigHO 3aTBEPIKEHOMY TEKCTY
6nicTepi; no 1 MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
6nicTepy y navu,i niKkapcbkoro 3acoby 3 BHECEHHSAM iHchopMaLii LLOoA0 3a3HauYeHHs

OAVHWLb BUMIpIOBaHHA Y cucteMi Sl. BBeeHHs 3MiH NpoTArom 6-
TN MicsiLiB nicns 3aTBeppKeHHs

16. AMIHA3VH PO34YMH ANS iH'EKUN, ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/3562/01/01
25 mr/mn; no 2 Mmn B 06MeXeHO 06MeXeHo wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
amnyni, no 10 amnyny | BignoBsigasbHi BiANOBIAANbHICTIO BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" B 3aTBepmxeHnx MKA
Kopoo6Lji; no 2 Mn B CTIo "XapkiBCcbke N3. 3anponoHoBaHo: MapKyBaHHS. BignoBigHO A0 3aTBEpKEHOr0
amnyni, no 5 amnyn B "XapkiBcbke chapmaLeBTnyHe TEKCTY MapKyBaHHS. 3MiHW BHECEHi B TEKCT MapKyBaHHS ynakoBKu
6nicTepi; no 2 hapmaueBTUy nignpMeEMCTBO NiKapCcbKoro 3acoby LWoA0 3a3HaYeHHS MDKHapO4HMX NO3HAYEHb
6nicTepu y kopobu; He "3p0poB'a Hapoay", OAMHULbL BYMIipIOBaHHS. BBeAEHHS 3MiH NpOTArom 6-Tu Micauis
no 2 mn B amnyni; no nigNPUEMCTBO YkpaiHa (Bci cTagii nicns 3aTBepKEHHS
10 amnyn y 6nictepi; "3p0pos's BMPOOGHMLITBA,
no 1 6nictepy y Hapoay" KOHTPO/Ib SKOCTI,

KopooLi BUNYyCK cepii);
ToBapucTBo 3
0bMexeHoto
BIANOBIA&/IbHICTIO
"®apmaLeBTnyHa
KOMnaHis

"340poB'a”, YkpaiHa
(Bci cTagji
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BMPOGHMLITBA,
KOHTPO/1b AAKOCTI)
17. AMI®EHA IC TabneTkn, BKPUTI ToBapucTso 3 YKpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHM | TUNY - 3MiHK 6e3 UA/16620/01/01
niBKOBOKO [,00aTKOBOKO [,0[aTKOBOKO woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peuyenma
060/10HKO0, N0 250 Mr | BignoBigaNbHi BIANOBIA&/IbHICTIO 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM likapCbKOro 3acoby
no 10 TabneTtok y cTIo "IHTEPXIM" LLIOAO0 3a3HaYEHHS MDKHAPOAHUX NO3HAYeHb OAVHULb
6nicTepi, no 2 "IHTEPXIM" BUMIpIOBaHHA. BHeceHHA 3MiH 40 po3giny “MapkyBaHHA" y
6nictepu y nauui 3aTBepaxeHnx MK /13. 3anponoHosaHo: PO34l/1
“MAPKYBAHHSA" 3rigHo 3aTBEpA)KEHOro TEKCTY MapKyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MICALIB NiC/1A 3aTBePAXKEHHS
18. AMI®EHA IC TabneTku, BKPUTI ToBapucTso 3 YKpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 6e3 UA/16620/01/02
NNiBKOBOIO [0[4aTKOBOK [04aTKOBOKO oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenma
o6onoHkoto, no 500 BignoBigasbHi BiANOBIf&/IbHICTIO 3MiHV BHECEHI B TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
mr; no 10 TabneTok y CTIO "IHTEPXIM" LLIOA0 3a3HAYEHHA MDKHAPOAHUX NO3HAYEHb OAVHULb
6nictepi, no 2 "IHTEPXIM" BMMIpIOBaHHs. BHeCeHHs 3MiH 40 po3giny “MapkyBaHHA" y
6nicTepy y nauui 3aTBepaxeHnx MKA J13. 3anponoHosaHo: PO31/1
“MAPKYBAHHSA" 3rifHo 3aTBEPA)KEHOrO TEKCTY MapKyBaHHS.
BBegeHHS! 3MiH NPOTAroM 6-Tu MiICALIB NiC/1A 3aTBEPAKEHHS
19. AMILUUTPOH NOpPOLUOK ANA ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMx MaTepiasiiB: 3MiHK | TUMY - 3MiHK 6e3 UA/13911/01/01
® OPa/IbHOIO PO34MHY NO [0[aTKOBOKO [04aTKOBOK oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenma
23 rycawe; no23ry BiANOBIAA/TbHI BiANOBIAANBHICTIO BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N3:
cauwe; rno 10 cawe B CTIO "IHTEPXIM" 3anponoHosaHo: PO34INT «MAPKYBAHHSA» BignosigHo ao
nauj 3 KapToHy "IHTEPXIM" 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ NikapCbKOro 3acoby LL0A0 3a3HauYeHHS
MDKHapPOAHUX NO3HA4YeHb OAUHULL BUMIpIOBaHHSA. BBeAEeHHS 3MiH
npoTArom 6-T1 MicALIB NicNa 3aTBEPAKEHHS
20. AMNOAUNIH- | Tabnetkn no 5 mr; no AT YkpaiHa NOBHUIA LMK YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/7831/01/01
KB 10 TabneTok y "KNIBCbKNM BMpo6HUUTBa: AT wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
6nicTepi; no 3 BITAMIHHWIA "KNIBCbKUI BHECEHHS 3MiH 0 po3giny “MapkyBaHHs" MKA N3:
6nictepy y navui 3ABO4" BITAMIHHWIA 3anponoHoBaHo: MapkyBaHHS 3rigHO 3aTBEPIXEHOMY TEKCTY
3ABO/M", YkpaiHa, MapkyBaHHA. OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKN
BMPOBHMLITBO, nNiKapcbKoro 3acoby 3 BHECEHHAM iHthopMaLii LLOAO 3a3HAYEHHS
MepBUHHE i O4VHWLb BMMIpOBaHHSA Y cuctemi Sl. BBegeHHsA 3MiH mpoTsarom 6-
BTOPUHHE TV MiCALIB Nicna 3aTBepIKEHHS
nakyBaHHs,
KOHTPO/b Cepiit:
MpAT "TexHonor",
Ykpaina
21. AMNOAUNIH- | TabneTtkn no 10 mr; no AT YkpaiHa NOBHUIA LMK YkpaiHa BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/7831/01/02
KB 10 TabneTok y "KNIBCbKNM BMpo6HUUTBa: AT woao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
6nicTepi; no 3 BITAMIHHWIA "KNIBCbKUI BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs" MKA N3:
6nicTepy y nauui 3ABO4" BITAMIHHW 3anponoHoBaHo: MapkyBaHHA 3rigHO 3aTBEPIKEHOMY TEKCTY
3ABO/M", YkpaiHa, MapkyBaHHA. OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKN
BMPOGHMLITBO, niKapcbKoro 3acoby 3 BHECEHHAM iHchopMaLii LLOAO 3a3HaYeHHs
NnepBuHHE i OAVHWLb BUMIpIOBaHHA Y cucteMi Sl. BBeieHHs1 3MiH nNpoTArom 6-

BTOPUHHE

TV MiCALIB Nicasa 3aTBepAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
nakyBaHHS,
KOHTPO/b cepiii:
MpAT "TexHonor",
YkpaiHa
22. AMMNOPUN® Tabnetku no 1,25 mr KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [0 peECTpaLiiiHMXx MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/4903/01/01
Ne 10 (10x1), Ne 14 HoBso mecTo mecTo, CroBeHist oo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyernmom
(7x2), Ne 28 (7x4), Ne (BignoBiganbHuii 3a OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKU JlikapcbKoro 3acoby 3
30 (10x3), Ne 56 (7x8), BMPOBHULTBO "in BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEHHS OAWHULb BUMIPHOBaHHS
Ne 60 (10x6), Ne 84 bulk", nepsmHHe Ta y cucTemi Sl. BHeceHHs 3MiH fo po3giny “MapkyBaHHsa" MKA 13:
(7x12), Ne 90 (10x9), BTOPUHHE 3anponoHosaHo: MAPKVPOBKA. B cooTBeTCTBUM C
Ne 98 (7x14) y nakyBaHHs, YTBEPXAEHHbIM TEKCTOM MapK1pPOBKWU. BBeAEeHHS 3MiH NpOTSArom 6-
6nicTepax KOHTPOb cepii Ta TN MicsLiB Nicns 3aTBepiKeHHS
BMNYCK Cepil;
BiANoBiganbHU 3a
BMPOGHMLTBO "in
bulk", nepeuHHe Ta
BTOPVHHE
nakyBaHHs)
23. AMNOPUN® Tabnetku no 2,5 mr Ne KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/4903/01/02
10 (10x1), Ne 14 (7x2), HoBo mecTo mecTo, CnoBeHis oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenmom
Ne 28 (7x4), Ne 30 (BignoBigansHuii 3a OHOBJIEHHS] TEKCTY MapKyBaHHS1 yNakoBKM JTiKapCbKOro 3acoby 3
(10x3), Ne 56 (7x8), Ne BMPOGHMLTBO "in BHECEHHSM iHdhopMaLii LLoA0 3a3HaYeHHS OAVHULb BUMIPHOBaHHSA
60 (10x6), Ne 84 bulk", nepsuHHe Ta y cuctemi Sl. BHeceHHs 3MiH Ao po3giny “MapkysaHHsA" MKA 13:
(7x12), Ne 90 (10x9), BTOPUHHE 3anponoHoBaHo: MAPKVMPOBKA. B cooTBeTCTBUM C
Ne 98 (7x14) y nakyBaHHs, YTBEPXAEHHbIM TEKCTOM MapK1pPOBKWU. BBeleHHS 3MiH NpOTSArom 6-
6nicTepax KOHTPOb cepii Ta TM MicsLiB nicns 3aTBepipkKeHHs
BMNYCK Cepil;
BiANoBigabHUIA 3a
BMPOGHMLITBO "in
bulk", nepuHHe Ta
BTOPVHHE
nakyBaHHs)
24, AMMNOPUN® Tabnetkn no 5 mr Ne KPKA, a.4., CnoBeHis KPKA, a.4a., Hoso CnoBeHisi BHECEHHS 3MiH 0 peecTpaliinHux MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/4903/01/03
10 (10x1), Ne 14 (7x2), HoBo mecTo mMecTo, C/ioBeHist wopao 6e3snekun/edpekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) - peyenmom
Ne 28 (7x4), Ne 30 (BignoBiganbHWii 3a OHOBJ/IEHHSI TEKCTY MapKyBaHHS! YNakoBKW Nikapcbkoro 3acoby 3
(10x3), Ne 56 (7x8), Ne BMPOGHMLTBO "in BHECEHHSM iHchopMaLii LWoA0 3a3HaYEHHS OAUHULIb BUMIpIOBAHHS
60 (10x6), Ne 84 bulk", nepsuHHe Ta y cucteMi Sl. BHeceHHs 3MiH o po3gainy “MapkysaHHA" MKA N13:
(7x12), Ne 90 (10x9), BTOPUHHE 3anponoHosaHo: MAPKVPOBKA. B cooTBeTCTBUM C
Ne 98 (7x14) y nakyBaHHs, YTBEPXAEHHbIM TEKCTOM MapKMpOBKW. BBeeHHS 3MiH NpoTsArom 6-
6nicTepax KOHTpO/b cepii Ta TW MiCALIB Nicna 3aTBepIKEHHS
BUMYCK Cepii;
BignoBigasibHWi 3a
BMPOBHULTBO "in
bulk", nepsuHHe Ta
BTOPVIHHE
nakyBaHHs)
25. AMMNPUN® Tabnetkn no 10 mr Ne KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 0 peecTpaLinHux MmaTepiasis: 3MiHM | TURYy - 3MiHW 3a UA/4903/01/04
10 (10x1), Ne 14 (7x2), HoBo MecTo MecTo, C/ioBeHist oo 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsay (iHwi 3miHu) - peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Ne 28 (7x4), Ne 30 (BignoBiganbHuii 3a OHOBJ/IEHHSI TEKCTY MapKyBaHHS! YNakoBKU Jlikapcbkoro 3acoby 3
(10x3), Ne 56 (7x8), Ne BMPOBHULTBO "in BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEHHS OAMHULb BUMIPHOBaHHS
60 (10x6), Ne 84 bulk", nepsmHHe Ta y cuctemi Sl. BHeceHHs 3MiH fo po3giny “MapkysaHHsa" MKA 13:
(7x12), Ne90 (10x9), BTOpPUHHE 3anponoHosaHo: MAPK/POBKA. B cootBeTcTBUU C
Ne 98 (7x14) y nakyBaHHs, YTBEPXAEHHbIM TEKCTOM MapK1pOBKWU. BBeeHHS 3MiH NPOTArom 6-
6nicTepax KOHTPOb cepii Ta TN MicALiB NicNs 3aTBepiKeHHS
BUMYCK Cepii;
BiANoOBigaIbHUIA 3a
BMPOGHMLTBO "in
bulk", nepBmHHe Ta
BTOPVHHE
nakyBaHHs)
26. AMOPUN® Tabnetkn no 5 mr/25 KPKA, a.4a., CnoseHis KPKA, a.4a., Hoso CnoBseHis BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/4903/02/01
HD mr, no 10 TabneTok y HoBo mecTo MecTo woao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
6nictepi, no 3 abo no OHOBJIEHHS TEKCTY MapKyBaHHS1 yNakoBKM JTiKapCbKOro 3acoby 3
6, abo no 9 6nicTepis BHECEHHSAM iHdhopMaLii WoA0 3a3Ha4YeHHS OAVHULb BUMIPHOBaHHSA
y Kopo6Li; no 7 y cuctemi Sl. 3amiHa po3giny “I'paciyHe 0hoOpMAEHHS YNakoBKM®
TabneTtok y 6nictepi, Ha po3gain “MapkyBaHHsa" y MKA J13: 3anponoHoBaHo:
no 2 a6o no 4, abo no MAPKVPOBKA. B cooTBeTCTBUM C YTBEPXAEHHBIM TEKCTOM
8, abo no 12, a6o no MapK1poBKU. BBeAEHHS 3MiH NPOTArom 6-Tu MicsiLiB nicns
14 6nicTepiB y kopobui 3aTBepKEHHS
27. AMNOPUN® Tabnetku no 2,5 KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 0 peecTpaLliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/4903/02/02
HL mr/12,5 wmr, no 10 HoBso mecTo MecTo woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHu) - peyenmom
TabneTok y 6nictepi, OHOBJIEHHSI TEKCTY MapKyBaHHS1 yNakoBKM JTiKapCbKOro 3acoby 3
no 3 a6o no 6, abo no BHECEHHSAM iH(hopMaLii LLOAO 3a3HaYeHHS OAMHULb BUMIpIOBaHHS
9 6nicTepis y KOpoo6Li; y cuctemi Sl. 3amina po3giny “I'padiyHe odhopmaIEHHSA ynakoBku®
no 7 Tabnetok y Ha po3gin “MapkyBaHHs" y MKA J13: 3anponoHoBaHo:
6nicTepi, no 2 abo no MAPKVPOBKA. B cOOTBETCTBUU C YTBEPXKAEHHBLIM TEKCTOM
4, abo no 8, abo no MapKMpoBKW. BBefeHHs 3MiH NPOTArom 6-T MicAUiB nicns
12, abo no 14 3aTBEpPKEHHSA
6nicTepiB y Kopobui
28. AHANbIIH PO34MH ANA H'EKLNA, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHM | TUMY - 3MiHK 3a UA/8802/01/01
500 mr/mn no 1 mn 06MexeHot 0bMexeHot oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
a6o no 2 mn B amnyni; BignoBigasbHi BiANOBiAa/IbHICTIO 3aMiHa posginy “I'padiyHe ohopMNEHHS YNakoBKN” Ha
no 10 amnyn y CTIo "®apmMaLeBTnyHa “MapkyBaHHs" B 3atBepmKkeHnx MKA J13; 3anponoHoBaHo:
KOpOO6Li 3 KapTOHY; Mo "XapkiBcbke KomnaHis "3gopos'a” MapkyBaHHs. BignosigHo [0 3aTBEpPAXEHOr0 TEKCTY MapKyBaHHS.
2 mn B amnyni; no 5 thapmaueBTny , YKpaiHa (Bci cTagji OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
amnyn y énictepi; no 2 He BMPOOHMLITBA, BHECEHHSAM iHchopMaLii LWOoA0 3a3HAYEHHA OAUHULIb BUMIPIOBAHHS
6nicTepu y kopobui 3 nignpyeMcTBo KOHTPO/b SKOCTI); y cucTemi Sl. BBeieHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
KapTOHY; N0 2 MN B "340poB'a ToBapucTBO 3 3aTBEPAXKEHHA
amnyni; no 10 amnyn y Hapogay" 06MmeXeHo
6nicTepi; no 1 BiANOBIAA/IbHICTIO
6nicTepy y KopobLi 3 "XapkiBCcbke
KapTOHY thapmaueBTUyHe

niagnpYeEMCTBO
"340p0oB'A Hapoay",
YkpaiHa (Bci cTagii

BMPOGHULTBA,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KOHTPO/b AKOCTI,
BMNYyCK cepii)
29. APTIXON TabneTku, BKpUTI AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 6e3 UA/5383/01/01
NNiBKOBOIO "KNIBCbKW BITAMIHHW woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peuyenma
060/10HKO0, No 200 BITAMIHHW 3ABOA" OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW JIiKapCbKOro 3acoby 3
mr, no 10 TabneTok y 3ABO" BHECEHHSAM iHthopma,ii LWoA0 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS
6nicTepi; no 3 y cucteMi Sl. BHeceHHs 3MiH o0 po3giny “MapkysaHHA” MKA N13:
6nictepy y nayui 3anponoHoBaHo: MapkyBaHHA 3rigHO 3aTBEPAXKEHOMY TEKCTY
MapKyBaHHS. BBeAEeHHS 3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS
30. APTIXON TabneTku, BKpUTI AT YkpaiHa AT "KUIBCbKUNIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 6es UA/5383/01/02
NNiBKOBOI 060/M0HKOW | "KUIBCBKWN BITAMIHHWA oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenma
no 400 wmr, no 10 BITAMIHHW/ 3ABOA" OHOBJIEHHSI TEKCTY MapKyBaHHS1 YNakoBKU JlikapcbKoro 3acoby 3
Tabnetok y 6nictepi; 3ABOJA" BHECEHHSAM iHchopmaL,ii LWOA0 3a3HAYEHHA OAUHULIb BUMIPHOBAHHS
no 4 6nictepun y navui y cuctemi Sl. BHeceHHs1 3MiH o po3giny “MapkyBaHHsA" MKA N13:
3anponoHoBaHo: MapkyBaHHA 3rifHO 3aTBEPMKEHOMY TEKCTY
MapKyBaHHS. BBeJeHHS 3MiH NPOTArom 6-Tu micauis nicns
3aTBEPAKEHHSA
31. APYTUMO/I® | kpanni 04Hi, po34uH, 5 TOB "bayLu YkpaiHa [Op. F'epxapg MaHH, HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3MiHu | Tuny - 3MiHN 3a UA/4073/01/02
Mmr/Ma; no 5 mny Xenc" Xewm-thapm. Padpuk PpaHLin 3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW Y BUPOBHULTBI. 3MiHK peyernmom
n1acTUKOBOMY Mm6X, HimewunHa BUNpobyBaHb abo AONYCTUMUNX MEX, BCTAHOB/IEHUX Y
hNakoHi-kanesbHUL| (BUpOGHMLTBO cneuudikauisix, nig yac BUPOGHNLTBA FOTOBOrO /1iKapCbKOro
Bottelpack, sikuii 6as1ky, nepBuHHe 3ac06y (BUyYEHHA HECYTTEBOTO BUMPOGYBaHHS B NPOLLECI
3aKpunBaETLCA nakyBaHHs, BMPOGHMLITBA) - BUTy4YEHHS NokasHuka "KonbopoBicTb" i3
KPULLIKOIO, LLLO BTOPUHHE cneuudikayii Ta BUNpobyBaHb nif Yac BupobHuuTea 13
HarBMHYyeTLCH, 3 nakyBaHHs, (nigpo3ginm 3.2.P.3.3. Onnc BUPOGHMYOro NpoLecy Ta KOHTPOO
npo6iliHnkom; mo 1 aHaniTN4Hi npouecy, 3.2.P.3.4. KOHTPO/Ib KPUTUYHWX CTaZil i MPOMIXHOT
hakoHy-kpanenbHUL BMNPOGYBaHHS, NpoAyKLUiT)
B KapTOHHiii Kopobuyj; BUNYCK cepil);
no 5 mn y cdnakoHi, 3 NabopaTtopis
KpanesbHuLelo Ta LLloBeH, ®paHLis
rBUHTOBOIO KPULLIKOIO; (BUPOGHMLTBO
no 1 conakoHy B 6asiky, nepBuUHHe
KapTOHHI Kopo6Lyi nakyBaHHs1,
aHaniTUYHi
BMNPOGYBaHHS)
32. APYTUMO/I® | kpanni O4Hi, pO34uH, TOB "bayLu YkpaiHa [Op. F'epxapg MaHH, HiMeuunHa/ | BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | Tuny - 3MiHN 3a UA/4073/01/01
2,5 mr/mn; no5mny Xenc" Xewm-thapm. dabdpuk PpaHuin 3 AKOCTi. F0TOBWMIA Nikapcbkuii 3aci6. 3MiHN y BUPOBGHULTBI. 3MiHK peyenmom

nnacTnkoBomy

m6X, HimeuunHa

BVII'IpOﬁyBaHb abo A0oNnyCTUMUX MeX, BCTaHOB/TIEHUX Y

hNakoHi-kanebHULi (BUpOGHMLTBO crneundikalisx, nig yac BUPO6HULTBA FOTOBOTO J1iKapPCLKOr0
Bottelpack, skuii 6asky, nepBuHHe 3ac06y (BUyYEHHA HECYTTEBOTO BUMPOGYBAaHHS B NMPOLLECI
3aKpunBaETbLCA nakyBaHHs, BMPOGHMLITBA) - BUTyYEHHS nokasHuka "KonbopoBicTb" i3
KPULLIKOIO, LLLO BTOPUHHE crneundikauii Ta Bunpo6ysaHb nif Yac BupobHuuTea /13
HarBMHYyeTLCH, 3 nakyBaHHs, (nigpo3ginn 3.2.P.3.3. Onnc BUPOGHMYOro NpoLecy Ta KOHTPOO
npo6iliHnkom; o 1 aHaniTN4Hi npouecy, 3.2.P.3.4. KOHTPO/Ib KPUTUYHUX CTaZil i MPOMIXHOT
h1aKoHy-KpanenbHUL BMNPO6YBaHHS, npoAayKuin)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
B KapTOHHI1 kopobuy; BMNYCK cepii);
no 5 mn y cpnakoHi, 3 Nab6opaTtopis
KpanesibHuLEelo Ta LLloBeH, ®paHuis
rBUHTOBOIO KPULLIKOIO; (BMPOGHMLTBO
no 1 dpnakoHy B 6anky, nepsuHHe
KapTOHHI KOpoOL; nakyBaHHs,
aHasliTUYHI
BMNPO6YBaHHSA)
33. ACIPIKC cnpeii HasanbHWi TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHW | TURY - 3MiHK 3a UA/14621/01/01
[o030BaHuii, 15,75 "MIKPOXIM" "MIKPOXIM" Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
Mr/go3a; no 4 mn (40 3MiHU [0 y3ara/lbHEHVX AaHnX NPo cuctemy hapMmakoHarisay
003) y chnakoHi; no 1 (BBEAEHHSA Y3arasibHEHUX JaHUX MPO cuctemy chapmakoHarnsgy,
hNakoHy y nauui 3 3MiHa YNOBHOB&XEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
KapTOHY chapmakoHarnsay; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
Ons 3jicHeHHs hapMakoHarnsay B YkpaiHi, SKLW0 BOHA BigMIHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyarouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg.
[itoua pepakuis: Ctewenko Onbra CepriisHa. MNponoHoBaHa
pepakuisi: XXyp6a Jlinia BonogumupiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHaring,
34. ATPOMNIHY Kpanni ouHi, 10 mr/mn, ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/5461/01/01
CYNb®AT no 5 mn a6o no 10 mn obmexeHo BMPOOHULITBA, oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenmom
y thnakoHi; no 1 BiANoBiga/IbHI KOHTPO/Tb SIKOCTI, OHOBJIEHHS] TEKCTY MapKyBaHHs1 yNakoBKM JTiKapCbKOro 3acoby 3
(h1aKoHY B KOMIM/IEKTI CTIo BMNYCK cepil: BHECEHHSM iHdhopMaLii LLoA0 3a3Ha4YeHHSA OAVHULb BUMIPHOBaHHSA
3 KPULLIKOtO- "LocnigHnii ToBapucTBo 3 y cucTteMi Sl. BHeceHHs 3MiH A0 p. «MapKyBaHHS»:
KpanenbHuLero B 3aBof, obmexeHot 3anponoHoBaHo: MapKyBaHHs. BignosifgHO 40 3aTBEpAXEHOro
nauuj "rHuIC BiANOBIA&/IbHICTIO TeKCTy MapkyBaHHs TepMiH BBeZleHHS 3MiH NpoTArom 6 Micsiuis
"[locnifHwii 3aBof, nicns 3aTBepmkeHHs
"THUNC", YkpaiHa;
BCi cTagii
BMPOOHULITBA,
KOHTPO/Ib AKOCTI,
BMNYCK cepil:
ToBapucTBO 3
obmexeHot
BiANOBIA&/IbHICTIO
"®APMEKC rpyn"
35. A®PNETUH Kancynm m'siki no 125 AT YkpaiHa AT "K/NIBCbKUW YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHuxX MmaTepiasiiB: 3MiHK | TURy - 3MiHK 6e3 UA/17176/01/01
mr; no 10 kancyn y "KNIBCbKM BITAMIHHW oo 6esnekun/edpekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) - peuenma
6nicTepi, no 2 BITAMIHHWIA 3ABOL" BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA N3:
6nicTepu y nauuj; no 3ABO4" 3anponoHoBaHo: MapkyBaHHS 3rigHO 3aTBEPIXEHOMY TEKCTY

20 kancyn y 6nictepi,
no 1 6nictepi y nauuj

MapKyBaHHs1. OHOBJIEHHSI TEKCTY MapKyBaHHS yNakoBK/
NiKapcbKoro 3acoby 3 BHECEHHAM iHthopMaLii LLOA0 3a3HaYEHHS
OfMHMLb BUMIpIOBaHHS Y cucTemi SI. BBegeHHsA 3MiH NpoTsrom 6-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
TV MicALiB Nic/1s 3aTBepPAKEHHSI
36. BArHA naroHu no 50 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3MiHKW | TRy - 3MiHK 6e3 UA/2118/01/01
3BUYAMHOI | naukax 3 BHyTpILLHIM PapmaneBTny PapmaueBTUYHa 3 AKOCTi. FO0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOro peyenma
O NMNAroOHN nakeTom Ha chabpuka habpvka "Biona" nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpo6yBaHHSA rOTOBOrO
"Biona" niKapcbKoro 3acoby (411 NpuBeAEeHHS Y BIANOBIAHICTL 3 APY a6o
€Bponelicbkol hapMakoneeto Ta BUy4YeHHS MOCUIaHHS Ha
3acTapinuii BHYTPILWHI MeTog, BUNPOGyBaHHS i oro Homep) -
BHECEHHS 3MiH 0 MeToZiB KOHTPO/1t0 AKOCTI NiKapCbKoro 3acoby
3a nokasHmkamm «MikpobGiosioriyHa uncToTa», «KinbkicHe
BU3HAYEHHA», «YNCNOBI MOKa3HUKM», a caMme 3aMiHa nocunaHb 3
AdY 1.0 Ha «gjtouy pegakuito» APY; 3miHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKW ikapCbKoro 3acoby 3
BHECEHHSM iHdhopMaLii LLO0A0 3a3HAYEHHS OAMHULb BUMIPHOBaHHS
y cuctemi Sl. 3miHa go posginy MKA N3 (po3gin «padiyHe
0(hOPMNIEHHS YNAKOBKM» 3aMiHEHO PO3iNIoM «MapKyBaHHs»
(3rigHo 3aTBEPAKEHOrO TEKCTY MapKyBaHHs)). BBeAeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCAA 3aTBEPMKEHHS; 3MiHN | TURY - 3MiHN
3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTPobL roTOBOro
nikapcbKoro 3acoby. 3miHa y MeTofax BUnpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHM y MeToAax BUNpo6yBaHb
(BKntOYaKOUM 3aMiHy ab0 [AOMOBHEHHS)) - BHECEHHS 3MiH 10
MeToziB KOHTPO/I0 SAKOCTI NikapcbKoro 3acoby 3a n. «Unucnosi
MOKa3HWKM», a came BUTyYeHHs nocunaHb Ha thapmakoneto (4P
CPCP Xl BugaHHs); [ogaetbcs fok1agHa MeToamKa BU3HaYEHHs
CTyneHs NoApibHeHHs YacToK npenapary
37. BEK/A30H- aepo30sb Ans TeBa I13painb HopToH Ipnangis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 3a UA/5384/01/01
EKO iHransuii, 100 $apmaueBTika (Batepdhopna) Lono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
MKr/go3y no 200 gos y N lHaacTpi3 Nimiteq T/A 3amiHa po3giny «paciyHe ohopMIEHHS YNakoBKM» Ha PO3Ain
6GaIoOHYMKY 3 nra. AVBEKC «MapkyBaHHs» B MKA /13: 3anponoHoBaHo: MAPKYBAHHA
iHranauinHum dapmacbloTUKan3 3rigHO 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS.
NPUCTPOEM Y KOPOOLi Ipnangia T/A Tesa OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW flikapCbKkoro 3acoby 3
dapmacbloTUKa3 BHECEHHSAM iH(hopMaLii LWOAO 3a3HaYEHHS OAMHULLb BUMIPIOBaHHS
IpnaHgis y cuctemi Sl Ta yHigikauis BUKNageHHs TEKCTY (Hanpuknag,
posginis "Cepis:", "flo:", "P.IM. Ne"). BBefjeHHs1 3MiH NpOTArom 6-Tu
MiCsILiB MiCNsi 3aTBEPAYKEHHS
38. BEK/A30H- aeposo0/ib Ansa TeBa 13painb HopToH Ipnangis BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3MiHU | TUMY - 3MiHK 3a UA/5384/01/02
EKO iHransauin, 250 dapmaueBTika (Batepdropa) oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
MKr/go3y no 200 o3y n lHpacTpi3 Nimiten T/A 3amiHa po3gainy «pagiyHe 0hopM/IEHHS YNakoBKU» Ha pPO34in
6a/10HuVKY 3 nra. AMBEKC «MapkyBaHHs» B MKA /13: 3anponoHosaHo: MAPKYBAHHA
iHranaAuinHum dapmacbloTUKan3 3rifiHO 3aTBEPL)KEHOTO TEKCTY MapKyBaHHS.
NPUCTPOEM Y KOPOOLLi Ipnangia T/A TeBa OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKKW JliKapCbKOro 3acoby 3
PapmacboThKan3 BHECEHHSAM iHchopmaLii LWOoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS

Ipnangisi, lpnaHgis

y cuctemi Sl Ta yHidpikawisi BUKNaAeHHst TEKCTY (Hanpuknag
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
po3gainis "Cepis:", "o:", "P.IN. No"). BBeieHHS 3MiH NPOTArom 6-Tu
MicsILiB nicns 3aTBepoKEHHS
39. BETAOEPM® | masb, no 15 ry Ty6i; TOB "bayw Ykpaina $apm3asog Enbha MonbLia BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/3511/02/01
no 1 Ty6i B KApTOHHiIl Xenc" AT. wopao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
KOpOoo6Li BHECEHHS 3MiH J0 po3ainy “MapkyBaHHs" MKA N13™:
3anponoHoBaHo: MapKyBaHHS. BignosigHO 40 3aTBEpAXEHOro
TEKCTY MapKyBaHHsi. OHOB/NIEHHS TEKCTY MapKyBaHHS YNakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM iHchopMaLii LLOAO 3a3HauYeHHs
OAMHWLb BUMIPIOBAHHSA Y cucTemMi Sl. BBejeHHHS 3MiH NpoTArom 6-
TV MiCALIB Nicna 3aTBepAKEHHS
40. BETAK/IAB® | nopowlok gs KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHisi/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 3a UA/16184/01/01
Op&a/TbHOT CyCneHsil, HoBo mecTo mecTo, C/ioBeHis IHais Lono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
400 mr/57 mr/5 mn no (BTOPUHHE BHECEHHS 3MiH [0 po3Ainy “MapkyBaHHS":
30 mn abo 60 mn, abo nakyBaHHs); KPKA, 3anponoHoBaHo: MapknpoBKa. B COOTBETCTBUN C YTBEPXKAEHHbLIM
70 mn, a6o 100 mn 4.4., Hoso mecrTo, TEKCTOM MapKupoBkM OHOBMEHHA TEKCTY MapKyBaHHA yNakoBKW
NOPOLLKY ANs CroBeHis (BTOpUHHE NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMaLii LLOAO 3a3HaYEHHS
OpPa/TbHOT CyCneHsii y naxkyBaHHs, OAVHVLB BUMIpIOBaHHA y cucteMi Sl. BBeAeHHS1 3MiH NpoTArom 6-
thnakoHi; no 1 KOHTPO/b Ta BUMYCK TW MiCALIB NicNa 3aTBEPIKEHHS
h/1aKoHY 3 KPULLIKOHO i3 cepii); KPKA, g.4.,
3aXMCTOM MepLUoro HoBo mecTo,
BigKpUTTA Ta CnoBeHisa (KOHTPOb
[,03YH4YMM LINPULOM Y cepii); Mikpo Jlaéc
KapPTOHHI KOpooL;i Nimitea, IHgjs
(BMpPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVIHHE
nakyBaHHS)
41. BICOMNPO/IO Tabnetkv no 5 mr, no TOB "TeBa YkpaiHa Mepkne Mv6X, HimeuunHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3MiHU | TUMY - 3MiHK 3a UA/1728/01/01
N-TEBA 10 Tabnetok y Ykpaina" Himeuunna oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
6nicTepi; no 3 abo 5 (BUpOGHMLTBO BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
6nicTepiB B KOPOOL Hepo3dhacoBaHOro 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPKEHOr0 TEKCTY
NpPoAYyKTY, A03BiN Ha MapkKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA yNakoBKu
BMNYCK cepil; NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLil WoA0 3a3HaYeHHS
nepBrHHa Ta OAMHNLb BUMIpIOBaHHA y cuctemi Sl Ta yHicikauis BUknageHHs
BTOPUHHA YNaKoBkKa, TekcTy (Hanpuknag, posginis "Cepis:”, "fo:", "P.IM. No"). BBegeHHs
KOHTO/Ib cepil) 3MiH NPOTArom 6-Tu MiCALIB MicNa 3aTBepIKEHHS
42, BICOMPO/IO Tabnetku no 10 mr, no TOB "TeBa YkpaiHa Mepkne M'vM6X, HimeuunHa BHECEHHS 3MiH 0 peecTpaLinHux MmaTepiasis: 3MiHM | TURYy - 3MiHW 3a UA/1728/01/02
N-TEBA 10 TabneTok y YkpaiHa" Himeuunna oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
6nictepi; no 3 abo 5 (BUpOGHMLTBO BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
6nicTepiB B KOpooOLi Hepo3dhacoBaHOro 3anponoHoBaHo: MapkyBaHHS 3rigHO 3aTBEPAKEHOr0 TEKCTY
NpoAYyKTY, A03BiN Ha MapkKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA ynakoBKu
BMNYCK cepil; NiKapcbKoro 3aco6y 3 BHECEHHAM iHhopmaLil WoA0 3a3HaYEHHS

nepBuHHA Ta

O4MHNLb BMMIpOBaHHSA y cuctemi Sl Ta yHicikauis BuknafeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BTOPWHHA YNaKoBkKa, TekcTy (Hanpuknag, posginis "Cepis:”, "4o:", "P.IN. No"). BBeaeHHS
KOHTO/1b cepil) 3MiH NPOTArom 6-Tu MiCALIB NicNa 3aTBEPIKEHHS
43. BPOMKPUNT | Tabnetkn no 2,5 mr; AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 3a UA/1211/01/01
NH-KB no 10 TabneTtok y "KNIBCbKW BITAMIHHW woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenmom
6nictepi; no 3 BITAMIHHW 3ABO4" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
6nicTepy y nauui 3ABO" 3anponoHoBaHo: MapkyBaHHS 3rifHO 3aTBEPA)KEHOMY TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMaLil WoA0 3a3HaYEHHS
OAVHWLb BMMIpOBaHHS Y cuctemi Sl. BBegeHHA 3MiH npoTsarom 6-
TV MiCALB Nic/A 3aTBEPIKEHHS
44, BPOHXONIT cupon, no 125ry AT Bonrapis AT "Codthapma”, Bonrapis BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 6es UA/10064/01/01
NH p1aKoHI CKNSTHOMY "Codpapma" Bornrapis oo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
abo 3 (BMPOBHMLTBO 3MiHU [0 y3araslbHEHVX AaHnX NPo cuctemy hapmakoHarisgy
nonieTuneHTepedTan Hepo3dgracoBaHo! (BBEAEHHSA y3ara/ibHEHNX AaHNX NpPo cucTemy hapmakoHarniagy,
aTy; no 1 dhiakoHy 3 npoAyKuUii, NnepBnHHA 3MiHa YNMOBHOBaXXEHOT 0CO6MU, BifgNOBifaIbHOI 3a 34iiCHEHHS
MipPH/M CTakaH4MKoM Y Ta BTOPUHHA chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
KapTOHHI navui ynakoBka; [03Bin Ha Ans 3piicHEHHA dhapmakoHarnsgy B YkpaiHi, KW BOHA BigMiHHA
BMNYCK cepil) BiJ, yNOBHOBaXXEHOI 0CO6MU, BigNOBIfaNIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Iovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-haiina cuctemn hapMmakoHarnagy) - 3mMiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKa,
BiANOBIAANbLHOI 3a 34ilicCHEHHA (hapmakoHarnagy. 3MiHa
KOHTaKTHUX [aHNX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI 0CO6U
3as1BHVKA, BigNoBiAa/IbHOI 3a 34jCHEHHS hapMmakoHarnsgy B
YkpaiHi. 3MiHa MicuA 34iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLe3HaxokeHHa MacTep-taiina
cuctemun dpapmakoHarnsgy
45, BYNIBAKAIH PO34MH NS iH'eKUiiA, 5 TOB YkpaiHa MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH 10 peeCTpaLjiiiHNX MaTepiasniB: TEXHIYHA NOMUKa 3a UA/17997/01/01
CMIHAN Mr/mMn no 4 Mn B "APTEPIYM (3rigHo Haka3ly MO3 Big 23.07.2015 Ne 460) - BUnpaBneHHs peyenmom
amnyni, mo 5 amnyn y nTta" TEeXHIYHUX MOMWIIOK, 3rigHO N.2.4. po3giny VI Hakazy MO3 YkpaiHu
KOHTYpHIli YapyHKOBI Bif, 26.08.2005p. Ne 426 (y pepakuii Hakazy MO3 YkpaiHu Big,
ynakosui, no 1 23.07.2015 p Ne 460) - BUNpaB/eHHS TEXHIYHUX NOMUSIOK B
KOHTYPHIli YapyHKOBI MeTopgax koHTposto skocTi (MKSA), gonyweHnx npy nepeHeceHHi
ynakoBsLi B nayui iHchopMalii 3 opuriHanbHNX MaTepianis peecTpaviiiHoro AOoCkE,
npu nposegeHHi npoueaypun peectpauii /13 (Hakas MO3 Ykpainu
Big 25.03.2020 Ne707 PN UA/17997/01/01), a came, B
crneundikavii Ha TepMiH NPUAATHOCTI AOMYLLEHO NOMWUSIKY B
3a3HayeHHi Ha3Bu po3ainy «bakTepiasibHi eHAOTOKCUHU» Ta
NponyLLEeHO KpUTEpIi MPUIAHATHOCTI. 3a3HaueHi BUnpaB/eHHs
BiANOBiAATL MaTepianaMm peecTpauiiiHoro AOoCkeE, Sk
npeacTaBfeHi B apXiBHUX MaTepianax
46. BYCTPUKC™ | cycneHsia ans iH'exkuiii | FnakcoCmiTKn Benuka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 40 peecTpaliiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/15071/01/01
nonio no 1 posi (0,5 AlH EkcnopT BpuTaHis Bionoaxikans C.A. 3 sIKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOib TOTOBOrO peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KOMBIHOBA | mn/gosy) no 1 gosiy Nimiteq nikapcbKkoro 3acoby. 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOrO
HA nonepegHL0 nikapcbkoro 3acoby (iHwi 3MiHM Yy MeTogax BUNpobyBaHb
BAKUMHA HanoBHEHOMY LUNPULY; (BKtOYAOUM 3aMiHy ab0 AONOBHEHHS)) - 3aMiHa cepii eTanoHHOT
Ansa no 1 nonepefHsLO BakuuHu bycTtpukc (dTpa RV), Wwo BUKOPUCTOBYETLCS Npn
MPO®INTAKT HanoBHEHOMY LLNpULY BMKOHaHHI TeCTy Ha crneundiyHy akTuBHICTb (Potency test)
KN y KOMMNAEeKTi 3 ABOMa aHTureHis kawntoka (Pa) ans Final bulk, rotoBoro npogykTy npuv
DUNOTEPII, rosikamun B BMMYCKy Ta BUNPOBYyBaHHI CTabifIbHOCTi FOTOBOrO NPOAYKTY;
NPABLA, n1acTUKoOBOMY 3anpornoHoBaHo: cepia AC37B282C.
KALUTHOKY KOHTeliHepi; no 1
(ALENIONAP | KoHTeliHepy y
HUA KapPTOHHill KOPOGLYi
KOMMOHEHT
)TA
noniomMien
TY
(IHAKTBOB
AHA)
(AACOPBOB
AHA, 3I
3MEHLLEHU
M BMICTOM
AHTUIEHIB)
47. BA3OCTEHO | KoHueHTpaT ans AT "KeBenbT" EcToHis AT "KeBenbT" EcToHis BHECEHHS 3MiH [0 peECTpaLiiiHMXx MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/14734/01/01
H NpUroTyBaHHsA oo 6e3snekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyernmom
PO34unHy ANs iHdy3ilA, 3MiHM [0 y3arasibHeHVX JaHuxX Npo cuctemy dhapmakoHarisagy
20 mkr/mn no 1 mn B (BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
amnyni; no 5, 10 a6o 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
20 amnyn B KapTOHHIl hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy 3asiBHUKa
ynakosLi 3i [ANA 3iicHeHHsT hapMakoHarsay B YkpaiHi, KLU0 BOHa BigMiHHA
cneujasibHUM Bifi yNOBHOBaXeHOI 0cobWu, BiAMNoBIgasIbHOI 3a 34iiCHEHHS
TpUmMayem Ans amnysn thapmakoHarnagy (BK/Ioyakum KOHTaKkTHi AaHi) Ta/abo 3MiHu y
PO3MilLEeHHI MacTep-ghaiina cucteMmn papmakoHarnsgy) -
BBE/JEHHSI KOHTaKTHOI 0CO6M YNMOBHOBAXKEHOI 0CO6M 3asiBHYKA,
BiNoBiga/IbHOT 3a papmakoHarnsag B YkpaiHi. NponoHoBaHa
pepakuis: Arapkosa CaiTnaHa PogioHiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0COOM 3asBHUKA,
BignoBigasIbHOT 3a papmakoHarnsag B Ykpaii
48. BAJNICAPTAH | nopoLuok (cy6cTaHLis) BE3 XopsarTis Anebmik IHAisa BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK - UA/16103/01/01
Y NOABIAHNX dapmaxem dapmacbioTikans 3 skocTi. CepTudikat BignosigHocTI/lE-cepTudpikat BignoBigHOCTI
nonieTuneHoBmx 4.0.0. Nimiten €Bponelicbkiin hapmakonei/moHorpadii. MoaaHHA HoBoOro abo
naketax gns OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUNYYEHHS
hapmaLueBTUUYHOTO cepTugikaTa BignoBigHOCTI €EBponeiichkin hapmakonei: gns Adl;
3acToCyBaHHs 0151 BUXIQHOTO MaTepiasy/peareHTy/NpoMiKHOro NpoayKTy, Lo

BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4519 AONOMDKHOT peYoBUHU
(cepTudpikat BigNOBIAHOCTI €BpoNeiichKilt hapmakonerl) -
OHOBNEeHWIA cepTUIKaT Bif, Y)Ke 3aTBepAKeHOro BUPObHHMKa -
nofaHHs oHoBneHoro Ceptudikary BignoBiAHOCTI E€Bponecbkiii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
thapmakonei R1-CEP 2010-065-Rev 05 (nonepegHs Bepcis R1-
CEP 2010-065-Rev 01) Bif BXe 3aTBEPKEHOTO BUPOOGHMKA
Alembic Pharmaceuticals Limited, IHgis ana A®| BasicapTaHy Ta,
SIK HAcNifoK, BHECeHHs 3MiH Ao cneundikauii Ta MKA 13
49, BAJICAPTAH | TabneTku, BKpUTI TOB "TeBa YkpaiHa AxTasic NTA, Manbta/ BHECEHHS 3MiH [0 peECTpaLiiiHMXx MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/8900/01/01
H-TEBA NNiBKOBOIO YkpaiHa" ManbTa; Bonrapis oo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyernmom
060/10HKOI0, No 320 BankaHtapma OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKW NikapCbKoro 3acoby 3
mr/12,5 wr; no 10 [ynHuus AT, BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEHHS OAWHULb BUMIPHOBaHHS
TabneTok y 6nictepi; Bonrapis y cuctemi Sl Ta yHicbikalis BuknageHHs TekcTy (Hanpuknag,
no 3 abo 9 6nictepiB y iHhopmauii "Cepis:”, "fo:", "P.M. Ne"). BHeceHHs1 3MiH A0 po3gainy
KapTOHHI Kopo6Lyi “MapkyBaHHs” MKA 13: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPXEHOr0 TEKCTY MapKyBaHHs. BBefeHHs 3MiH npoTsrom 6-
TV MiCALB Nic/A 3aTBEPIKEHHS
50. BANICAPTAH | TabneTku, BKpUTI CaHpos3 CnoseHis Nex CnoseHis/ BHECEHHS 3MiH O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 3a UA/15620/01/01
CAHAO03® NNiBKOBOIO dapmacbloTika dapmaueBTNYHA ITania/ 3 AkocTi. A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauii peyenmom
KOMMO3WUTY | o6onoHkoto, no 80 n3 a.n. KoMnaHisa g.4., PymyHis Ta/abo [onyCTUMUX MEX, BU3HAUYEHKX Y cneuundikauisx Ha Adl,
M mr/12,5 mr no 14 CroseHia (BUNycK ab0 BUXigHUIA/NPOMIKHWIA NpoAyKT/peareHT, Wwo
TabneTok y 6nictepi; cepiil, TeCTyBaHHs); BMKOPUCTOBYIOTLCS Y Npoueci BUpobHuuUTBa APl (3BY)XEHHS
no 1 a6o 2 6nictepn y Hosaprtic ®apma O0NyCTUMUX MeX, BU3HAYeHMX Y cneumadikauii) - 3MiHn go
KapTOHHI Kopobuyj C.n.A., Itanis cneuudikaLii BUXiAHOro Matepiasty NneHTaHose XN0pug, - 3BY>KEHHS
(BMPOGHMLTBO "in O0NyCTUMMX MEX 3a NOKasHUKOM «Jomiwkun. Bytupmnxnopna» (3
bulk", nakyBaHHs); He 6inbLue 0,5 % fo He 6inbwe 0,15 %). PepakuiiHi 3mMiHKM
C.K. CaHpgos C.P.J1., p.3.2.5.2.3; 3MiHun | TMNYy - 3MiHK 3 AkocTi. APl BUpobHULTBO.
PymyHis (Bunyck 3MiHa BMpO6HMKa BMXiZHOrO/MPOMIKHOrO MpoAyKTy/peareHTy, LWo
cepii, TeCTyBaHHs) BVKOPVCTOBYOTLCA Y BUPO6HUYOMY npoLeci A®l, abo 3miHa
BMPOOHUKa (BK/IKOYaOUK, fe HeobXigHo, MicLie NpoBefeHHs
KOHTPO/O sIKOCTi) AdI (3a BigCyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepAXeHOMY A0ChE)(3MiHU f0
3axopis, NOB'A3aHUX 3 KOHTpoNneM Ad|, abo foAaBaHHA fiTbHNL,
e NPOBOAMTLCA KOHTPO/Ib/BMNPOBYBaHHSA cepii) - 4oAaBaHHS
OiNbHUL KOHTPONIO Ta TecTyBaHHA A®I - Solvias AG, LLseliLapis.
A TaKox, 3MiHa MicLisi po3TallyBaHHS BUPOOHUYOI AiNbHUL
KoHTposto Solvias AG (Klybeckstrasse 191, 4056-Basel) Ha
Solvias AG (Romerpark 2, 4303-Kaiseraugst)
51. BAJICAPTAH | Tabnetku, BKpUTi CaHpo3 CnoseHis Nex CnoseHis/ BHECEHHS 3MiH [JO peecTpaLiiiHix matepianis: 3miHu | TUMY - 3MiHK 3a UA/15620/01/02
CAHAO3® nniBKOBOO dapmachbloTika dapmavesTUyHa ITanis/ 3 akocTi. A®I. KoHTponb A®l. 3miHa y napameTpax cneumdikadliii peyernmom
KOMMO3WUTY | o6onoHkoto, no 160 n3 a.a. KomnaHia g.4., PymyHis Ta/abo fonycTUMMMNX MeX, BUSHAYEHNX Y cneumndikauiax Ha A,
M mr/25 mr; no 14 CroBeHis (BMNycK a60 BMXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo

Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu y
KapTOHHI KOpo6Lyi

cepiid, TecTyBaHHs);
HosapTic ®apma
C.n.A,, ITanis
(BUPOBHMLTBO "in
bulk", nakyBaHHs);
C.K. CaHgos C.P.J1.,

BUKOPVCTOBYIOTbCS Y Npoueci BUpobHuLTBa ADI (3BY)KEHHSA
[ONYyCTUMMX MEX, BU3HaUYeHuX y cneuudikadir) - 3miHn o
cneuudikaLii BUXiZHOro Mmatepiasty neHTaHose X/0pug, - 3BY>KEHHS
[OMYyCTUMMX MEX 3a NOKa3HUKOM «JoMilku. ByTupunxnopug» (3
He 6inbLue 0,5 % a0 He Ginble 0,15 %). PepakuiliHi 3MiHK
p.3.2.5.2.3; 3MiHu | TMny - 3MiHK 3 sikocTi. APl BupobHMUTBO.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
PymyHis (Bunyck 3MiHa BUpOGHVKa BUXIAHOTO/MPOMIXHOIO NpoAyKTy/peareHTy, Lo
cepil, TeCTyBaHHs) BMKOPUCTOBYHOTbCA Y BUPO6HMYOMY npoueci A®l, abo 3miHa
BMPOOHUKa (BK/IKOYAOUM, fe HeobXigHO, MicLie NPOBeAEHHS
KOHTposto sikocTi) APl (3a BigcyTHOCTI cepTudpikaTa BifnoBigHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepAXeHOMY [0CLE)(3MiHU O
3axopis, NOB'A3aHUX 3 KOHTponeM Ad|, abo fgoAasaHHSA AibHNL,
e NPOBOAUTLCA KOHTPOJIb/BUNPOOYBaHHS cepii) - foAaBaHHSA
OiNbHULI KOHTPONO Ta TecTyBaHHA A®I - Solvias AG, LLseliLapis.
A TaKox, 3MiHa MicLs po3TallyBaHHS BUPOOHUYOI AiNbHUL
KoHTposto Solvias AG (Klybeckstrasse 191, 4056-Basel) Ha
Solvias AG (Romerpark 2, 4303-Kaiseraugst)
52. BAJICAPTAH | Tabnetku, BKpUTI Canpo3 CnoseHis Nex CnoseHia/ BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHU | TUMY - 3MiHK 3a UA/15619/01/01
CAHAO3® nNiBKOBOO dapmacbloTika dapmavesTUyHa ITanis/ 3 aKocTi. A®l. BUpo6bHMLTBO. 3MiHa BUPOGHUKa peyenmom
KOMMO3WUTY | o6onoHkoto, no 160 n3 a.4. KomnaHis g.4., PymyHis BVXifHOro/MpoMKHOro NpoAyKTy/peareHTy, L0 BUKOPUCTOBYHOTLCSA
M mr/12,5 mr no 14 CnoseHis (Bunyck y BUpo6Hnyomy npoueci A®l, abo 3miHa BUpOGHMKaA (BKIOUaUH,
Tabnetok y 6nictepi; cepiid, TecTyBaHHs); e HeobXiAHO, Micue NPoBeEeHHS KOHTPOO AKOCTi) APl (3a
no 1 a6o 2 6nictepu y HosapTic ®apma BifICYTHOCTI cepTudpikaTta BignoBigHOCTI €Bponenchbkili
KapTOHHI Kopo6Lyi C.n.A, Itania thapmMakonei y 3aTBeppykeHOMY A0CbE)(3MIHN [0 3aX04iB,
(BUPOGHMLTBO "in noB'sA3aHnX 3 KOHTponem A®l, abo AofaBaHHA AiNbHULI, Ae
bulk", nakyBaHHs); NPOBOAMTLCS KOHTPOb/BUNPOGYBaHHSA cepii - AoAaBaHHS AiNbHULI
C.K. CaHpgos C.P.J1., KOHTpO/t0 Ta TecTyBaHHA A®I - Solvias AG, LUBeiiuapis. A Takox,
PymyHis (Bunyck 3MiHa MicLa po3TallyBaHHSA BUPOOHMYOT Ai/IbHUL| KOHTPOSIO
cepii, TeCTyBaHHS) Solvias AG (Klybeckstrasse 191, 4056-Basel) Ha Solvias AG
(Romerpark 2, 4303-Kaiseraugst); 3miHu | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[OMNYyCTUMMX MEX, BU3HaUeHuX y cneyudikalisx Ha Ad®l, abo
BVXiAHWA/NPOMDKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTHCA Y
npoueci BupobHuLTBa AP| (3BY)XXEHHS AONYCTUMUX MEX,
BM3HAYeHNX y cneuudikadii) - 3MiH1 fo cneyudikadii BUXigHoro
maTepiasly neHTaHoNe X/0puf - 3BYXXEHHA [ONyCTUMUX MEX 3a
nokasHukoM «Jlomilukn. bBytupunxnopug» (3 He 6inbwe 0,5 % o
He 6inbLue 0,15 %). PegakuiiiHi 3miHu p.3.2.S.2.3.
53. BAJNICAPTAH | TabneTku, BKpUTI TOB "TeBa YkpaiHa AxTasic NTA, Manbta/ BHECEHHS 3MiH 0 peecTpaLliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/5463/01/01
-TEBA NNiBKOBOIO YkpaiHa" ManbTa; Bonrapis wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHu) - peyenmom
060/10HKO10, M0 40 Mmr, BankaHdapma- BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
no 10 TabneTtok y AynHunua AT, 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTtBepaXeHoro TekcTy
6nicTepi, no 3 abo 9 Bonrapis MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
6nicTepiB Y KAPTOHHIN NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMauil WoA0 3a3HAaYEHHS
Kopoo6Li OAMHULb BUMIPIOBAHHSA Y cucTeMi Sl Ta yHidikaLisa BUKNageHHs
TekcTy (Hanpuknag, posginis "Cepis:", "fo:", "P.M. No"). BBefeHHsA
3MiH NPOTSArom 6-Tu MicsILiB Mic/1s 3aTBEPAKEHHSI
54. BAJICAPTAH | TabneTku, BKpUTI TOB "TeBa YkpaiHa AxTasic NTA, Manbta/ BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/5463/01/02
-TEBA NNiBKOBOIO YkpaiHa" ManbTa; Bonrapis wopao 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHWwi 3miHn) - peyenmom
060/10HKOH0, M0 80 Mmr, BankaHdapma- BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs" MKA N13:




50

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
no 10 TabneTtok y AynHuua AT, 3anponoHoBaHo: MAPKYBAHHSA 3rifHO 3aTBEpA)KEHOrO TEKCTY
6nictepi, no 3 a6o 9 Bonrapis MapKyBaHHsS. OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW
6nicTepiB y KAPTOHHIN NiKapcbKoro 3acoby 3 BHECEHHAM iHthopMaLii LLOAO 3a3HaYeHHS
KOpoo6Li OAMHULb BUMIpIOBaHHSA y cuctemi Sl Ta yHidikauis BUknageHHs
TekcTy (Hanpuknag po3sginis "Cepisi:", "fo:", "P.M. Ne"). BBefeHHsA
3MiH NpOTArom 6-T1 MiCALIB NicAa 3aTBEPAKEHHS
55. BAJNICAPTAH | TabneTku, BKpUTI TOB "TeBa YkpaiHa AxTasic NTA, ManbTta/ BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/5463/01/03
-TEBA NNiBKOBOIO YkpaiHa" ManbTa; Bonrapis wopao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
0600HKot0, No 160 BankaHdapma- BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N3:
Mr, no 10 TabneTok y AynHuua AT, 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTtBepaXeHoro TekcTy
6nictepi, no 3 a6o 9 Bonrapis MapKyBaHHS. OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKW
6nicTepiB y KAPTOHHIN niKapcbKoro 3acoby 3 BHECEHHAM iHchopMaLii LLOAO 3a3HaYEeHHS
Kopoo6Li OAMHULb BUMIPIOBAHHSA Y cucTeMi Sl Ta yHidikaLisa BUKIageHHs
TekcTy (Hanpuknag posginis "Cepis:", "fo:", "P.M. Ne"). BBefeHHs
3MiH NpOTArom 6-T1 MicALiB Nicns 3aTBEPAXKEHHS
56. BANICAPTAH | TabneTku, BKpUTI TOB "TeBa YkpaiHa AxTasic NTA, Manbta/ BHECEHHS 3MiH 0 peecTpaviiiHMXx MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/5463/01/04
-TEBA NNiBKOBOIO Ykpaina" ManbTa; Bonrapis wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHn) - peyenmom
060/10HKO0, No 320 BankaHdapma- BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
Mr, no 10 TabneTok y AynHunua AT, 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTtBepaXeHoro TekcTy
6nicTepi, no 3 abo 9 Bonrapis MapKyBaHHsA. OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
6nicTepiB Yy KAPTOHHIN NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMauil WoA0 3a3HAYEHHS
Kopoo6Li OAMHULb BUMIPIOBAHHSA Y cucTeMi Sl Ta yHidikaLisa BUKNageHHs
TekcTy (Hanpuknag, posginis "Cepis:", "fo:", "P.M. No"). BBefeHHsA
3MiH NPOTSArom 6-Tu MicSILiB Mic/1s 3aTBEPAKEHHSI
57. BAHATEKC TabneTku, BKPUTI $apmaueBTny | Monblya dapmaLleBTUYHNIA MonbLa BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/12634/01/01
NNiBKOBOIO HWi 3aBOf, 3aBof 3 skocTi. CepTudikat BignosigHocTI/lE-cepTudpikar BignoBigHOCTI peyenmom
o6onoHkoto, 80 mr, No "MONMTb®APM "MONMb®APMA" €Bponelicbkin hapmakonei/moHorpadii. NMogaHHA HoBOro abo
14 TabneTok y A" C.A. C.A. OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI ab60 BUTYyYEHHS

6nictepi, no 2
6nicTepy B KapTOHHIi
KopooLi

cepTudikaTa BignosigHocTi €Bponeiickkiii hapmakonei: ans Adl;
ON15 BUXIAHOrO MaTepiasty/peareHTy/MpOMiXXHOIO NPOAyKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT peYOBUHU
(cepTudbikaT BignoBsigHOCTI €Bponelickkilii hapmakonei) - Houi
cepTudikaT Bifg HOBOro BUPOGHYMKa (3aMiHa abo [ONOBHEHHS) -
nopaHHsa Hooro CepTudikaTta BifgnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2010-100 -Rev 02 gns fjto4oi peqyoBuHm
Valsartan Big HoBoro BupobHuka Ipca Laboratories Limited, IHais
(3aTtBepaxeHo: Zhejiang Huahai Pharmaceutical Co., Ltd, Kutai;
Mylan Laboratories Limited, IHais); 3anponoHoBaHo: (Zhejiang
Huahai Pharmaceutical Co., Ltd, Kutaii; Mylan Laboratories
Limited, IHgis; Ipca Laboratories Limited, IHAis). BBegeHHS 3MiH
NpOTArom 6-T1 MiCALIB MiCAA 3aTBEPMKEHHS; 3MiHW | TURY - 3MiHN
3 akocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiANoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTucpikaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTtuddikaTa BiANOBIAHOCTI EBponelichbkin hapmakonei: ana Adl;
015 BUXIAHOTO MaTepiasy/peareHTy/NpoMiKHOro NpoAayKTy, Lo
BMKOPUCTOBYIOTbCSA Y BUPOOHULTBI ADI; 415 AONOMDKHOT peYOBUHU
(cepTudpikat BigNoBiAHOCTI €Bponeichkil hapmakoner) -
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

OHoB/eHWIA cepTUdikaT Bif Y)Xe 3aTBepAXEeHOro BUPOOHUKA -
noAaHHsA OHOBMIEHOTO cepTuchikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei Ne R1-CEP 2010-100 -Rev 03 gns gjto4oi peqyoBuHm
Valsartan Bupo6Huka Ipca Laboratories Limited, IHgis. BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS; 3MiHM | TUny -
3MiHu 3 sKocTi. A®I. KoHTposb A®I. 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOrO MaTepiany/npomMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BKtoYatouM 3amiHy abo fonoBHeHHS) A®| abo
BUXIAHOrO/NPOMIXHOTO NPOAYKTY) - 3aMiHa MeTOAY KOHTPOSIO
pomiwok N-nitrosamine B cneundikauii KoHTposnio APl BancapTany
BMpo6HMLTBa Ipca Laboratories Limited, IHgis, 3 EDQM meToa Ha
BHYTpILLHIn meTog Polpharma S/6-0546.

BBefeHHs 3MiH NPpOTArom 6-T1 MiCALIB NiCNA 3aTBEPMAXKEHHS; 3MiHN
| TMny - 3MiHK 3 AkocTi. A®I. KoHTponb AdI. 3miHa y napameTpax
cneyudikaLini Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
crneundikayisx Ha A®l, abo BUXIgHNIA/NPOMIKXHNIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci BUPOGHMLTBA
AdI (zopaBaHHA abo 3aMiHa (3a BUHATKOM aKTMBHOIT PEYOBUHU
6i0N0rivYHOro abo iMyHO/I0MYHOTO NOXOKEHHS) NapaMmeTpa
cneumdikauii 3 BignoBiAHMM METOAOM BUMPOOYBaHHS 3a
pesynbTatamv focnifxeHb 3 6e3nekn abo AKoCTi) - LONOBHEHHSA
cneuudikauii A®l BancapTaHy Big BupobHuka Ipca Laboratories
Limited, Ingjs, koHTponem gomiwkn N-nitrosodiethylamine (NDEA)
3 BignoBigHMM MeToA0M BUNpobyBaHHa (EDQM). BBeeHHS 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHN | TURY - 3MiHN
3 aKocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax crneuudikaiii
Ta/abo [onycTUMUX MeX, BU3HaUYeHNX y cneundikauiax Ha AdI,
a60 BMXigHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS y Npoueci BUpobHuuTea Ad®| (fogaBaHHs abo
3aMiHa (3a BUHATKOM aKTUBHOI pevyoBUHY 6ionoriyHoro abo
iMyHOMOrYHOro NOXOMKEHHS) NapameTpa cneundikauii 3
BiZJNOBIAHUM METOAO0M BUNPOOYBaHHSA 3a pesynbTaraMmu
pocnimpkeHb 3 6e3neky abo AKOCTI) - AONOBHEHHS cnevmdikauii
A®| BancapTaHy Big BUpobHuka Ipca Laboratories Limited, IHgis,
KoHTponem gomiwku N-nitrosodimethylamine (NDMA) 3
BiANoBiAHUM MeToA0M BUNpobyBaHHA (EDQM). BBeeHHA 3MiH
npoTArom 6-T1 MicALiB NicNa 3aTBEPMKEHHS

58.

BAHATEKC

TabneTku, BKpUTI
nniBKOBOO
060/10HKO0, 160 ™,
no 14 rabneTtok y
6nictepi, no 2
6nicTepy B KapTOHHIi
Kopoo6Li

dPapmaueBTuy
HWi 3aBOf,
"MONb®APM
A" C.A.

Monbia

dapmaLleBTUYHNI
3aBO/,
"MONIbOAPMA"
C.A.

MonbLa

BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK
3 AkocTi. CepTudikat BignosigHocTi/lE-cepTudpikat BignosigHOCTI
€Bponelicbkin dhapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUTYyYEHHS
cepTtudpikaTa BignoBiaHOCTI E€Bponelickbkiinn hapmakonei: ana Adl;
ONs BUXiAHOrO MaTepiasy/peareHTy/MPOMiXKHOIO NPoAykKTy, L0
BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT peYOBUHU
(cepTudpikaT BignoBigHOCTI €Bponeiickkili hapmakonei) - Hoswii
cepTugikaT Bif HOBOrO BUPOHHMKA (3aMiHa ab0 AONOBHEHHS) -

3a
peyenmom

UA/12634/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

nopaHHs Hosoro CepTudikara BignoBigHOCTI EBponechbkili
hapmakonei Ne R1-CEP 2010-100 -Rev 02 ans fito4oi pe4oBuHn
Valsartan Big HoBOro Bupo6Huka Ipca Laboratories Limited, IHais
(3aTtBepaxeHo: Zhejiang Huahai Pharmaceutical Co., Ltd, Kutai;
Mylan Laboratories Limited, IHais); 3anponoHoBaHo: (Zhejiang
Huahai Pharmaceutical Co., Ltd, Kutaii; Mylan Laboratories
Limited, Ingis; Ipca Laboratories Limited, IHajis). BBegeHHSA 3MiH
NPOTArom 6-Tu MIiCAILIB MiCNs 3aTBEPMKEHHS; 3MiHW | TUNY - 3MiHW
3 aKocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiAnoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTugikaTa BignoBigHOCTI ab60 BUTYYEHHS
cepTtudikaTa BiANOBIAHOCTI €Bponelichbkin hapmakonei: ana Adl;
ONa BUXIAHOrO MaTepiasty/peareHTy/MpOMiXXHOIO NPOAyKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; A51s AONOMDKHOT peYOBUHU
(cepTuchikaT BigNoBigHOCTI €Bponeiickki hapmakonel) -
OHoB/EeHWIA cepTUdikaT Bif y)Xe 3aTBepIXEeHOro BUPOOHUKA -
noAaHHsA OHOBMIEHOTO cepTucpikaTa BignoBigHOCTI EBponelickkiii
chapmakonei Ne R1-CEP 2010-100 -Rev 03 gns gjto4oi peqyoBuHm
Valsartan Bupo6Huka Ipca Laboratories Limited, IHgis. BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS; 3MiHM | Tuny -
3MiHu 3 sKocTi. A®Il. KoHTposb A®I. 3miHa y meTogax
BunNpobyBaHHA A®| abo BMXigHOTO MaTepiany/npomMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BKtoYatouM 3amiHy abo JonoBHeHHS) AD| abo
BUXIAHOrO/NPOMIXXHOTO NPOAYKTY) - 3aMiHa MeTOAY KOHTPOSIO
pomiwok N-nitrosamine B cneundikauii KoHTposnto A®| BancaptaHy
BMpo6HMLTBA Ipca Laboratories Limited, IHgis, 3 EDQM meToa Ha
BHYTpILLHIn meTog Polpharma S/6-0546.

BBefeHHs 3MiH NpOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS; 3MiHN
| TMny - 3MiHK 3 AkocTi. A®I. KoHTponb AdI. 3miHa y napameTtpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y
cneundikayisx Ha A®l, abo BUXigHNA/NPOMIXHNIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci BUPOGHMLTBA
AdI (opaBaHHA abo 3aMiHa (3a BUHATKOM aKTMBHOIT PEYOBUHU
6i0N10riYHOro abo iMyHO/I0TYHOTO NOXOAKEHHS) NapaMeTpa
cneumdikauii 3 BignoBiAHMM METOAOM BUMPOOYBaHHS 3a
pesynbTatamv focnifxeHb 3 6e3nekn abo AKoCTi) - LONOBHEHHSA
cneuudikauii A®l BancapTaHy Big BUpobHuka Ipca Laboratories
Limited, IHgis, koHTponem gomiwkn N-nitrosodiethylamine (NDEA)
3 BigNoBigHMM MeToA0oM BUNpobyBaHHa (EDQM). BBeeHHS 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHN | TURY - 3MiHN
3 aKocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax crneuudikaiii
Ta/abo [onycTUMUX MeX, BU3HAUYEeHNX y cneundikauiax Ha AdI,
a60 BMXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS y Npoueci BUpobHuuTea Ad®| (nogaBaHHsA abo
3aMiHa (3a BUHATKOM aKTUBHOI pevyoBuHY 6ionoriyHoro abo
iMyHOMOrYHOro NOXOMKEHHS) NapameTpa cneundikauii 3
BifJNOBIAHUM METOAOM BUNPO6YBaHHSA 3a pesynbTaramu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
JocnipxeHb 3 6e3nekn abo AKOCTI) - JONOBHEHHS crieumdikawii
A®| BancapTaHy Bif BUpobHUKa Ipca Laboratories Limited, IHAis,
KoHTponem gomiwku N-nitrosodimethylamine (NDMA) 3
BiANOBIAHUM MeToA0M BMNpobyBaHHsA (EDQM). BBegeHHS 3MiH
NpOTSArom 6-Tv MicsILiB Micns 3aTBepPAKEHHS
59. BAHATEKC TabneTku, BKpUTI ®apmauesTny | lMonbla dapmaLleBTUYHNI MonbLa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | TUny - 3MiHK 3a UA/12839/01/01
KOMBI niBKOBOHO HWIA 3aBOA, 3aBoj, 3 AkocTi. CepTuddikar signosigHocTi/lE-cepTudpikar BignosigHOCTI peyenmom
060/10HKO10, 160 "MONb®APM "MONb®APMA" €Bponeiicbkiit hapmakonei/MmoHorpadii. MogaHHsA HoBoro abo
mr/12,5 wmr; no 14 A" C.A. C.A. OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS

TabneTok y 6nictepi;
no 2 6nictepn y
KapTOHHI Kopo6Lyi

cepTudikaTa BiANoBiAHOCTI E€Bponelichbkiin dhapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiasy/peareHTy/NpoMiKHOro NPoAyKTY, Lo
BMKOPUCTOBYIOTbCSA Y BUPOOHULTBI ADI; ANns AONOMDKHOT peY0BUHU
(cepTuddikaT BignoBigHOCTI €Bponeiickkili hapmakonei) - Hoswii
cepTugikart Bi HOBOro BUPOGHMKA (3aMiHa ab0 AONOBHEHHS) -
nogaHHsa Hosoro CepTudikara BifgnoBigHOCTI €EBponenchbkili
hapmakonei Ne R1-CEP 2010-100 -Rev 02 gnsa fito4oi peqoBuHn
Valsartan Big HoBOro Bupo6Huka Ipca Laboratories Limited, IHais
(3aTBepakeHo: Zhejiang Huahai Pharmaceutical Co., Ltd, Knutaii;
Mylan Laboratories Limited, IHais); 3anponoHoBaHo: (Zhejiang
Huahai Pharmaceutical Co., Ltd, Kutaii; Mylan Laboratories
Limited, IHgjs; Ipca Laboratories Limited IHais). BBegeHHs 3miH
NPOTArom 6-Tu MIiCALIB MiCNA 3aTBEPIKEHHS; 3MiHW | TUNY - 3MiHW
3 akocTi. A®Il. KoHTposib A®I. 3MiHa y napameTpax crneuumdikadiii
Ta/abo fonycTMMMUX MeX, BU3HAYEHNX Yy cneumdikauisx Ha Adl,
a60 BMXigHWIA/NPOMDKHUIA NpoAYyKT/peareHT, LWwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuuTea APl (nogasaHHA abo
3amiHa (3a BUHATKOM aKTMBHOI pe4yoBuHM BionoriyHoro abo
iMyHONOrYHOro NOXoMKeHHs) napameTpa cneuudikauii 3
BiZJNOBIAHUM METOAO0M BUNPOGYBaHHS 3a pe3y/bTaraMu
pocnigpkeHb 3 6e3nekn abo AKOCTi) - AONOBHEHHA crevmdikaLii
A®I BancapTaHy Big Bupo6Huka Ipca Laboratories Limited, IHgis,
KOHTponem gomiwkn N-nitrosodiethylamine (NDEA) 3 BignoBigHuUm
MeToAoM BUnpobysaHHs (EDQM). BBeAeHHSA 3MiH NpoTArom 6-Tu
MiCAILiB MicNs 3aTBEPIKEHHS; 3MiHW | TUNy - 3MiHM 3 SIKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat BignosigHocCTi
€Bponelicbkiin dhapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUTYYEHHS
cepTtudikaTa BignoBiAHOCTI €Bponelickbkiin hapmakonei: ana Adl;
ONs BUXiAHOroO MaTepiasy/peareHTy/MpOMiXKHOIO NPoAykKTy, L0
BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; 4515 JONOMDKHOT peYOBUHU
(cepTudhikaT BignoBigHOCTI €Bponelickkiii thapmakonel) -
OHoBeHWit cepTuddikat Bif, y)xe 3aTBEPAKEHOTO BUPOOHMKA -
noAaHHA OHOBNIEHOTro cepTudpikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei Ne R1-CEP 2010-100 -Rev 03 g5 Aitoyoi pe4oBuHn
Valsartan Bupo6Huka Ipca Laboratories Limited, IHgis. BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPIXKEHHS; 3MiHW | TUny -
3MiHuM 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO MaTepiany/npomiKHOro
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC
BUpo6HMUTBa API (iHLWI 3MiHM Y MeToAax BUNPobyBaHHS
(BKntovatoum 3amiHy abo fonoBHeHHs) APl abo
BMXigHOro/MpoMiKHOro NpoAyKTy) - 3aMiHa MeToAy KOHTPO/IH0
nomiwok N-nitrosamine B cnevmdikadii KoHTpono APl BancapTaHy
BMpo6HMUTBa Ipca Laboratories Limited, IHgis, 3 EDQM meToa Ha
BHYTpIiLWHIn meTog Polpharma S/6-0546. BBefieHHS1 3MiH NPOTArom
6-TN MiCALIB NicNA 3aTBEPMAKEHHS; 3MiHM | TUNY - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkin hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTugikaTa BignoBigHOCTI ab60 BUTYYEHHS
cepTtudikaTa BiANOBIAHOCTI €Bponelichbkin hapmakonei: ana Adl;
ONa BUXIAHOrO MaTepiasty/peareHTy/MpOMiXXHOIO NPOAyKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; A51s AONOMDKHOT peYOBUHU
(cepTuchikaT BigNoBigHOCTI €Bponeiickki hapmakonel) -
OHoB/EeHWIA cepTUdikaT Bif y)Xe 3aTBepIXEeHOro BUPOOHUKA -
noAaHHsA OHOBMIEHOTO cepTucpikaTa BignoBigHOCTI EBponelickkiii
thapmakonei Ne R1-CEP 2004-058 -Rev 02 (3atBepmxeHo: R1-
CEP 2004-058 -Rev 01) ans gitoyoi pevosuHn Hydrochlorothiazide
Bif, 3aTBEepAKeHoro BupobHnka PHARMACEUTICAL WORKS
POLPHARMA S.A., Monblwa. BeeaeHHS 3MiH NpoTArom 6-tu
MiCALIB MicNs 3aTBEPAYKEHHS; 3MiHW | TUMy - 3MiHK 3 sikocTi. AdI.
KoHTposnb A®I. 3miHa y napameTpax creumdikauiii Ta/abo
[ONYyCTUMMX MEX, BU3HaUeHuX y cneyudikadisx Ha Ad®l, abo
BVXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTHCS Y
npoueci BupobHuuTBa APl (fonaBaHHA abo 3amiHa (3a BUHATKOM
aKTVMBHOT pevyoBMHK 6i0/10rYHOro abo iMyHOOTYHOTO
NOXOPKEHHS) NapameTpa cneuudikauii 3 BigNoBiAHM METOAOM
BUNPOBYBaHHSA 3a pe3yfnbTatamu JocifxeHb 3 6e3nekn abo
AKOCTI) - AONOBHEHHSA cneumndikauii APl BanicapTaHy Bif
BMpO6HUKa Ipca Laboratories Limited, IHAiS, KOHTpOEM AOMILLKN
N-nitrosodimethylamine (NDMA) 3 BiANoBiAHUM METOA0M
BunpobysaHHA (EDQM). BBeAeHHs 3MiH MPOTAroM 6-Tu MicsiLiB
nicns 3aTBepKeHHs

60.

BITAMINIZ,
AN JTEN

KOHLeHTpaT Ans
PO34unHy ANns iHdys3il;
no 10 mn y cksHin
amnyni; no 10 amnyn y
KapTOHHI Kopo6Lyi

dpeseHiyc
Kabi

[Loliunang,
6X

Himeyunna

®pe3seHiyc Kabi Ab.

LBeuis

BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiB: 3MiHU | TUMY - 3MiHK
oo 6e3nekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH 10 po3ainy «MapkyBaHHs» MKA N13.
3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3aTBEpAXEeHOro TekcTy
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
niKapcbKoro 3acoby 3 BHECEHHSAM iHchopMalLii LLoA0 3a3HaYeHHS
OOMHULB BUMIpIOBaHHA y cuctemi Sl

3a
peyenmom

UA/16591/01/01

61.

BITA-
MENATOHIH
®

Tabnetkv no 3 mr; no
10 Tabnetok y
6nictepi; no 3
6nictepu B nauui

AT
"KNIBCbKI
BITAMIHHN

3ABOJ"

YKpaiHa

AT "KWTBCBKIAI
BITAMIHHWA
3ABOA"

YKpaiHa

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK
Lono 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHS TEKCTY MapKyBaHHS yrakoBKM NikapCbKoro 3acoby 3

BHECEHHSM iHGhopMaLii LLoA0 3a3HAaYEeHHS OAMHMLb BUMIPIOBaHHS
y cucteMi Sl. BHeceHHs 3MiH 0 po3ainy “MapkysaHHA” MKA N13:

3anponoHoBaHo: MapkyBaHHA 3rijHO 3aTBEPAXKEHOMY TEKCTY

3a
peyenmom

UA/7898/01/01




55

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
MapKyBaHHS. BBeeHHS 3MiH NpPOTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
62. BITAMIH C TabneTkn XyBasibHi 3 AT Ykpaina AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 6e3 UA/5623/01/01
500 anesibCHOBUM "KNIBCbKW BITAMIHHW woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peuyenma
cmakom no 500 mr, no BITAMIHHW 3ABOA" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
10 TabneToKk y 3ABO[" 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPAKEHOMY TEKCTY
6nicTepi; no 3 MapKyBaHHsA. OHOB/IEHHSI TEKCTY MapKyBaHHA YNakoBKW
6nictepu B nauuj; no NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMaLil WoA0 3a3HaYEHHS
30 Tabnetok y OAVHWLb BMMIpOBaHHS Y cuctemi Sl. BBegeHHA 3MiH npoTsarom 6-
KOHTeliHepi (6aHouLi); TV MiCALB Nic/A 3aTBEPIKEHHS
no 1 KoHTeiHepy
(6aHouu) y nauui; no
10 Tabnetok y
6nictepax; no 30
TabneTok y
KOHTelHepax
(6aHoukax)
63. BITAMIH C TabNeTKn XyBaslbHi 3 AT YkpaiHa AT "KMIBCbKI YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 6e3 UA/5624/01/01
500 JIMMOHHVM CMakoM Mo "KNIBCbKW BITAMIHHW wono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peuenma
500 wmr, no 10 BITAMIHHWIA 3ABO" BHECEHHS 3MiH [0 po3giny “MapkyBaHHs" MKA N3:
TabneTok y 6nictepi; 3ABOL" 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPAKEHOMY TEKCTY
no 3 6nicTepu B nauj; MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHA yNnakoBKu
no 30 TabneTok y NiKapcbKOro 3acoby 3 BHECEHHAM iHhopMaLii LLOA0 3a3HAYEHHS
KOHTeliHepi (6aHouL,); OAVHWLB BUMIpIOBaHHA y cucteMi Sl. BBeAeHHS 3MiH NpoTsarom 6-
no 1 KoHTelHepy TW MiCALIB Nic/a 3aTBEPIKEHHS
(6aHouL) y nayu; no
10 TabneTok y
6nictepax; no 30
TabneTok y
KOHTeliHepax
(6aHou4Kax)
64. BITAMIH C TabneTkn xysasibHi 3 AT YkpaiHa AT "KUIBCbKUNIA YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHM | TUMY - 3MiHK 6es UA/1861/01/01
500 NepcrKoBMM CMakom "KNIBCbKW BITAMIHHWIA oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenma
no 500 wmr; no 10 BITAMIHHW 3ABOA" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
Tabnetok y 6nictepi; 3ABOJA" 3anponoHoBaHo: MapkyBaHHs 3rifHO 3aTBEPIXXEHOMY TEKCTY
no 3 6nictepu B nauj; MapkKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
no 30 TabneTok y NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLil WoA0 3a3HaYeHHS
KOHTelHepi (6aHouL); OAVHWLb BUMIpIOBaHHA Y cuctemi Sl. BBegeHHA 3MiH NpoTarom 6-
no 1 koHTelHepy TV MicAILiB Nicns 3aTBepKeHHS
(6aHouuj) y nauui; no
10 TabneTok y
6nictepax; no 30
TabneTok y
KOHTelHepax
(6aHou4Kax)
65. FACTPANDb CycCrneH3sis opasibHa no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasiB: 3MiHu | TUny - 6e3 UA/17032/01/01
M ATHA 90 mn a6o no 180 mn 06MEXEHO 06MeXeHo afMiHiCTpaTMBHI 3MiHX. 3MiHa HaiMeHyBaHHA Ta/abo agpecun peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
CYCNEHS3IA y donakoHi; no 1 BignoBiga/IbHi BiANOBiAA/IbHICTIO MiCLil MPOBaKEHHS AiS/IbHOCTI BUPOOHUKa (BK/THOYatoum, 3a
thnakoHy y Kopobui 3 CTIo "®apmMaLeBThYHa Heo6XifHOCTI, Micue NPoBeLeHHS KOHTPOJIIO SAKOCTI), ab0 BnacHuKa
KapToHy; no 10 mny "PapmaueBTn KoMnaHis "3gopos'a” mMacTep-thaiina Ha A®l, abo noctadasibHmka Adl/BuxigHoro
cawe; no 20 cawey YHa KoMnaHis maTepiasty/peareHTy/MpOMIDKHOIO NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
KOpOOLLi 3 KAPTOHY "3p0poB'a” BMPOGHULTBI A®I (SIKLLO 3a3HAYEHO Y AOCHE Ha JliKapCbKuii 3aci6)
3a BiACYTHOCTI cepTuchikata BignoBiAHOCTI €BPONENChKii
chapmakonei y 3aTBepAXeHOMY [1OCbE, ab0 BNPOGHMKA HOBOT
[0NOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y AOCLE) - 3MiHa Ha3Bu
BMPO6HUKa AP| HaTpito anbriHaty, 6e3 3MiHW Micus BUPOOHULITBA.
3anponoHoBaHo: Dupont Nutrition Norge AS, Norway
66. FACTPANDb TabneTky XyBasibHi, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | TUny - 6e3 UA/17407/01/01
M ATHI no 10 TabneTok y 06MeXeHOo 06MeXeHo aAMiHiCTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyernma
TABNNETKU 6nicTepi, no 1 abo 2 BignosiganbHi BifNOBiAA/IbHICTIO MiCLil NPOBaKEHHSA AiS/IbHOCTI BUPO6HUKa (BK/THOYatoum, 3a
6nictepu y Kopobui 3 CTIo "®apmaveBTnyHa Heo6XifHOCTI, Micue NPoBeLEeHHS KOHTPOJIIO SAKOCTI), abo BnacHuKa
KapTOHY "®apmaueBTun KoMnaHis "3gopos'a” MacTep-thaiina Ha A®l, abo noctadasibHmka Ad®l/BuxigHoro
YHa KOMMaHis marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
"3popoB'a” BMPOGHMLTBI A®I (SIKLLO 3a3HAYEHO Y AOChE Ha JliKapCbKuii 3aci6)
3a BiACYTHOCTI cepTuchikata BignoBiAHOCTI €BpONenchKii
hapmakonei y 3aTBepAXeHOMY [10CbE, ab0 BUPOGHMKA HOBOT
[0NOMDKHOT PeUYOBMHU (SIKLLLO 3a3HAYEHO Y AOCLE) - 3MiHA Ha3Bu
BMPO6HUKa AP| HaTpito anbriHaTty, 6e3 3MiHV MicLus BUPO6HULITBA.
3anponoHoBaHo: Dupont Nutrition Norge AS, Norway
67. FNHO®/IOP TabneTky BariHasbHi, MegiHoBa Al | LLBeliuapis MepiHoBa Al LlBeliuapisa/ | BHeCEHHS 3MiH [0 peecTpauiiiHUX maTepianis: 3MiHW | TUNY - 3MiHK 6es UA/1851/01/01
no 2 Tabnetkny LLiBeliyapis HimeuunHa wozo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenma
6nictepi; no 1 (KOHTpO/b AKOCTI Ta OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKW NikapCbKoro 3acoby 3
6nicTepy B KapTOHHii BUMNYCK cepii); XaynT BHECEHHSAM iHchopMaL,ii LWOA0 3a3HAYEHHS OAUHULIb BUMIPHOBAHHS
Kopo6bui; no 6 dapma Amaper y cuctemi Sl. BHeceHHs 3MiH 40 po3ainy «MapkyBaHHs» MKA /13:
TabneTok y 6nictepi; vM6X, HimeuunHa 3anponoHoBaHo: MapkyBaHHS. 3rifHO 3aTBEPAXEHOro TEKCTY
no 1 a6o 2 6nictepu B (BpO6HMLTBO, MapKyBaHHS. TepMiH BBE,EHHSA 3MiH - MPOTAroM 6 Micauis nicns
KapPTOHHI KOpooL;j nepBrHHE Ta 3aTBEPAKEHHS
BTOPVHHE
nakyBaHHs)
68. rMEHCNPEN cnpeii HasasTbHUMA, 'neHmapk IHgjsa neHmapk IHAjisA BHECEHHS 3MiH 0 peecTpaliinHux MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/14550/01/01
AKTNB [1030BaHWii, cycnexsis PapmacboTUK dapmacbioTikans wopao 6e3snekun/edpekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) - peyenmom
no 75 a6o 150 go3y ans Jita,. nra. BHECEHHS 3MiH [0 p. "MapkysaHHa" MKA N3:
donakoHi; no 1 3anponoHoBaHo: CornacHo yTBEPXAEHHOMY TEKCTY MapK1pPOBKK.
dhnakoHy 3 f0O3yUnM OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby 3
HacocoMm- BHECEHHSAM iHchopMaLii LWOoA0 3a3HAYEHHA OAUHULIb BUMIPIOBAHHS
po3nunoBayem, y cucTemi Sl. BBeieHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
3aKPUTUM KOBMAYKOM, 3aTBEPAKEHHS
Y KapTOHHiii Kopo6Lyi
69. FPUMNMNOCTA cupon, 50 mr/15 mn no CTALA HimeuyunHa CTALA HimeuunHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHM | TUNY - 3MiHK 6e3 UA/14946/01/01
A® FrEPBAN 100 mn y nnswyi Ne 1 ApuHaiimitTen ApuHaiimitTens Al oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenma
B KOMNJIEKTi 3 MipHOIO b Al OHOBJIEHHA TEKCTY MapKyBaHHS yrMakoBKM NikapCbKoro 3acoby 3

JN0XKOH

BHECEHHSAM iHthopmau,ii LWoA0 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS
y cucTeMi Sl. BHeceHHs 3MiH A0 po3ainy «MapkyBaHHa» MKA N13:
3anponoHoBaHo: 3rigHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
TepMmiH BBEA|IEHHS 3MiH NPOTAroM 6 MicsiLiB nicns 3aTBepAKeHHS
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Ne
n/n
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NiKapcbKo20
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ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

70.

AANIFPA

TabneTku, BKpUTI
nniBKOBOO
060/10HKO10, Nno 30 wmr,
no 3 Tabnetkn y
6nictepi, no 1 a6o 2
6nicTepy B KapTOHHI
ynakoBLi

HOBE/ INAY
CAHAI BE
TIIKAPET
A.LL.

TypeuunHa

HOBEN INAY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiB: 3MiHa 3asBHUKA
(BnacHvika peecTpauiiiHoro noceigyeHHs). 3miHu | Tuny - 3miHn
Loao 6esnekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHNX NPo cuctemy hapmMmakoHarisaLy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3AjicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BifMNOBIgasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Io4akum KOHTakTHi AaHi) Ta/abo 3MiHu y
pO3MilLieHHI MacTep-thaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag. Aitoua pegakuyisa: Dr. Rasit Sidan. MponoHoBaHa
pepakuis: R. Ayse Cetin. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHO!
ocobu, BiAnoBigasIbHOI 3a hapmakoHariag.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0COOM 3aABHMKA,
BignoBigasibHOI 3a hapmakoHarnsag B Ykpaidi. [itoya pefakuis:
Mykolenko Olexandr Pavlovich. MponoHoBaHa pepakuis:
Stefanska Olga. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa Micus 3iliCHEHHSI OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs! MacTep-
dhaiina.

3a
peyenmom

UA/17210/01/01

71.

AANIFPA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, M0 60 Mr,
no 3 Tabnetkny
6nicTepi, no 1 abo 2
6nicTepy B KapTOHHIlA
ynakoBLi

HOBE/ INAY
CAHAI BE
TIIXKAPET
A.LL.

TypeyunHa

HOBEN INAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiB: 3MiHa 3asBHUKA
(BnacHviKa peecTpauiiHoro noceig4eHHs). 3miHn | Tuny - 3miHn
oo 6esneku/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX NMpPo cucTemy dpapmakoHarnsagy
(BBElEHHSA y3arasibHEHUX JaHuX MPo cuctTemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[AnA 3AjicHeHHs hapMakoHarisay B YKpaiHi, KLU0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0co6u, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroum KOHTakTHI AaHi) Ta/abo 3MiHM y
pO3MilLieHHi MacTep-chaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnag. ditova pegakuist: Dr. Rasit Sidan. MponoHoBaHa
pepakuis: R. Ayse Cetin. 3mMiHa KOHTaKTHUX AaHWUX YNOBHOBAXEHO|
ocobw, BignoBiganbHOT 3a hapmakoHarnsg.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0COOM 3asiBHYKA,
BignoBigasIbHOT 3a papmakoHarnsag B Ykpaidi. [itoya pefakuis:
Mykolenko Olexandr Pavlovich. NMponoHoBaHa pegakuis:
Stefanska Olga. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa Micusa 34iliCHEHHS] OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs MacTep-
dhaiina.

3a
peuernmom

UA/17210/01/02

72.

DALEENTOH®

PO34MH ANA iH'eKL;l
a60 iHgy3in, 10 mr/mn

EBEP Heiipo
dapma 'mM6X

ABCTpis

EBEP Helipo
dapma 'M6X,

AscTpis/
HimeyumHa

BHECEHHS 3MiH O peecTpaLiiiHix MaTepianis: 3MiHuU | TUMY - 3MiHK
oo 6esnekn/edpekTMBHOCTI Ta dhapmakoHarnsay (iHWwi 3miHn) -

3a
peyenmom

UA/14381/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
no 5 mn (50 mr) B ABCTpIs OHOBJ/IEHHSI TEKCTY MapKyBaHHS! YNakoBKU Jlikapcbkoro 3acoby 3
amnyni; no 10 amnyn y (BignoBiganbHUiA 3a BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEHHS OAMHULb BUMIPHOBaHHS
KapTOHHI Kopo6Lyi BUNYCK cepil); y cuctemi Sl
3irdopig XamenbH
mM6X, HimeuunHa
(BignoBiganbHuii 3a
BMPOGHMLITBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/1b AKOCTI)
73. AE3NPETT TabneTku, BKpUTI AnBoreH Bonrapis BMPOGHMLTBO Icnanis BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15002/01/01
NAiBKOBOK 060/I0HKO0 dPapma roTOBOrO NPOAYKTY, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 0,075 mr no 28 TpeliguHr nakyBaHHs, MiCLisi NPOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa rotoBoro
TabneTok y 6nictepi; KOpon OTOB KOHTPO/Ib SIKOCTI, NikapcbKoro 3acoby, BKIUakouM AinbHULi BUNYCKY cepii abo Micue
no 1 a6o 3 6nictepu B BMNYCK cepil: NpoBeAeHHS KOHTPOJIK0 AKOCTI. (4isANbHICTb, 3a AKY Bignosigae
KapTOHHI Kopo6Lyi NabopaTtopioc JleoH BMPOGHMK/IMNOPTEpP, HE BK/IOYAKUM BUMYCK Cepili) - 3MiHa Ha3BwM
dapma, C.A,, BMPOGHWKA, BifMNOBifaIbHOrO 3a MIKPO6IOAOriuYHWI KOHTPOSb, 6e3
IcnaHis; 3MiHM Micus BUpO6HULITBA
Mikpo6ionoriyHuii
KOHTPO/b:
NTABOPATOPIO
EYABAPHE, C.A.,
IcnaHis;
anbTepHaTuBHa
ninsHka ans
BTOPUHHOTO
nakyBaHHS:
TOB "MaHaHTian
IHTerpa”, lcnanis
74. AEKAMEBIT® | Ttabnetku, BKpUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 0 peecTpaLliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/4850/01/01
NNiBKOBOIO "KNIBCbKM BITAMIHHW woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHu) - peyenma
060/10HKOI0, M0 10 BITAMIHHW 3ABOL4" OHOBJIEHHS! TEKCTY MapKyBaHHS1 yNakoBKM JTiKapCbKOro 3acoby 3
TabneTok y 6nictepi; 3ABO4" BHECEHHSAM iHdhopMaLii LLoA0 3a3HaYeHHS OAVHULb BUMIPHOBaHHSA
no 2 6nictepu y nauii y cucteMmi Sl. BHeceHHs 3MiH Ao po3giny “MapkysaHHsA" MKA /13:
3anponoHoBaHo: MapkyBaHHA 3rifHO 3aTBEPAKEHOMY TEKCTY
MapKyBaHHs. BBeieHHS1 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS
75. AEKBAOON Tabnetkn gns AT YkpaiHa AT "K/NIBCbKUW YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHuxX MaTepiasiiB: 3MiHK | TURYy - 3MiHK 6e3 UA/16837/01/01
PO3CMOKTYBaHHS 3 "KNIBCbKNM BITAMIHHW oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peuenma
NIMMOHHUM cMakoM; no | BITAMIHHUIA 3ABO4" OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
6 TabneTok y 6nictepi; 3ABOL" BHECEHHSM iHchopMaLii LWoA0 3a3HaYEHHS OAUHULIb BUMIpIOBAHHS

no 3 a6o 5 6nictepiB y
nauui 3 KapToHy

y cucteMi Sl. BHeceHHst 3MiH 0 po3gainy “MapkysaHHA" MKA N13:
3anponoHoBaHo: MapkyBaHHs 3rifHO 3aTBEPIXXEHOMY TEKCTY
MapKyBaHHs1. BBeieHHS 3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
76. AEKBAOON Tabnetkn gns AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH 40 peecTpaliiiHMx MaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/16838/01/01
PO3CMOKTYBaHHS 3 "KNIBCbKNM BITAMIHHW oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peuenma
Ma/IMHOBUM CMaKoM,; BITAMIHHW 3ABOL4" OHOBJIEHHS TEKCTY MapKyBaHHS1 yNakoBKM JTiKapCbKOro 3acoby 3
no 6 TabneTok y 3ABOL" BHECEHHSM iHchopMaLii LWoA0 3a3HAaYEHHS OAUHULIb BUMIpIOBAHHS
6nictepi; no 3 abo 5 y cucteMi Sl. BHeceHHst 3MiH 0 po3ainy “MapkysBaHHA" MKA N13:
6nicTepiB y navui 3 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPAKEHOMY TEKCTY
KapToHY MapKyBaHHs. BBeeHHS 3MiH NpPOTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
77. AEKBAAON Tabnetkvn gns AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHW | TURY - 3MiHK 6es UA/16839/01/01
PO3CMOKTYBaHHSA 3 "KNIBCbKW BITAMIHHW Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peuyenma
KOKOCOBWMM CMaKoM; BITAMIHHW 3ABOA" OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKM JIiKapCbKOro 3acoby 3
no 6 Tabnetok y 3ABO" BHECEHHAM iHchopmalii LWoA0 3a3HaYEHHS OAUHULIb BUMIPIOBAHHS
6nicTepi; no 3 abo 5 y cucteMi Sl. BHeceHHs 3MiH o0 po3giny “MapkysaHHA” MKA N13:
6nicTepiB y nayui 3 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPIKEHOMY TEKCTY
KapTOHY MapKyBaHHS. BBeAEeHHS 3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
78. AEKBAAON Tabnetku gns AT YkpaiHa AT "KUIBCbKUNIA YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 6es UA/14989/01/01
PO3CMOKTYBaHHS 3 "KNIBCbKM BITAMIHHWA oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenma
M'ATHUM CMaKoMm; rno 6 BITAMIHHW 3ABO/, OHOBJIEHHSI TEKCTY MapKyBaHHS1 YNakoBKU JlikapcbKoro 3acoby 3
Tabnetok y 6nictepi; 3ABOA" BHECEHHSAM iHchopmaL,ii LWOA0 3a3HAYEHHA OAUHULIb BUMIPHOBAHHS
no 3 a6o 5 6nictepiB y y cuctemi Sl. BHeceHHs1 3MiH o po3giny “MapkyBaHHsA" MKA /13:
nauui 3 kKapToHy 3anponoHoBaHo: MapkyBaHHA 3rigHO 3aTBEPAKEHOMY TEKCTY
MapKyBaHHS. BBeJeHHS 3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPAKEHHSA
79. AEKPU3 TabneTku, BKPUTI MPOPAPMA ManbTa Apamvep ®apma C.A. MonbLa BHECEHHS 3MiH 0 peeCcTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/13553/01/01
NNiBKOBOIO IHTepHeLwHN wopao 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHn) - peyenmom
0060/10HKOI0, N0 25 Mr, TpengnHr OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM NikapCbKoro 3acoby 3
no 10 TabneTtok y NimiTeq BHECEHHSM iHdhopMaLii LLoA0 3a3HaYEeHHS OAMHULb BUMIPIOBaHHS
6nicTepi; no 3 y cuctemi Sl. BHeceHHs 3miH fo p. MapkyBaHHa MKA N13 gns
6nicTepy B KapTOHHIi [03yBaHHsA 25 Mr: 3anponoHoBaHo: BignosigHO [0 3aTBEPAXEHOT0
nauuj TeKCTY MapKyBaHHS. TepMiH BBeAeHHS 3MiH - NPOTArom 6 Micsuis
nicns 3aTBepmKeHHs; 3MiHu | Tuny - 3MiHu Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKW NikapCbKoro 3acoby 3
BHECEHHSAM iHchopmaLii LWOoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS
y cucTemi Sl. BHeceHHs 3MiH o p. MapkyBaHHs MKA N13 ans
[o3yBaHHA 50 Mr: 3anponoHoBaHo: BignosigHO 00 3aTBEPAXXEHOro
TEKCTY MapKyBaHHs. TepMiH BBEAEHHS 3MiH - NPOTAroM 6 micauis
nicns 3aTBepaKeHHs
80. AEKPU3 TabneTku, BKPUTI MPO®PAPMA ManbTa Apamvep ®apma C.A. MonbLia BHECEHHS 3MiH j0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/13553/01/02
NNiBKOBOIO IHTepHeLwHN wopo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsagy (iHwi 3miHn) - peyenmom
060/10HKO0, N0 50 Mr TpengnHr OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM ikapCbKoro 3acoby 3
no 10 Tabnetok y NimiTeq BHECEHHSIM iHdhopMaLlii LLO0A0 3a3HAYEHHS OAMHULIb BUMIpHOBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
6nicTepi; no 3 y cucTemi Sl. BHeceHHs 3MiH o p. MapkyBaHHs MKA 113 ans
6nicTepy B KapTOHHIiA [03yBaHHA 25 Mr: 3anponoHoBaHo: BignosiaHO 00 3aTBEpAXKEHOro
naJui TEKCTY MapKyBaHHs. TepMiH BBEAEHHS 3MiH - TPOTAroM 6 micauis
nicns 3aTBepmKeHHst; 3MiHu | Tuny - 3MiHu Wozao
6e3nekun/edrekTBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW /likapcbkoro 3acoby 3
BHECEHHSM iHchopmaLii LWoA0 3a3HaYEHHS OAUHULIb BUMIpIOBAHHS
y cuctemi Sl. BHeceHHs 3MiH Ao p. MapkyBaHHs MKA 13 ans
[o3yBaHHs 50 Mr: 3anponoHoBaHo: BignosiaHO [0 3aTBEPAKEHOrO
TEKCTY MapKyBaHHs. TepMiH BBEA,EHHS 3MiH - MPOTArom 6 micauis
nicns 3aTBepaKeHHA
81. AEKCAMETA | Ttabnetku no 0,5 wr, ToBapucTso 3 YKpaiHa BCi cTagii YKpaina BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHM | TUNY - 3MiHK 3a UA/5274/01/01
30H no 10 TabneTtok y 06MexeHo BMPOGHMLITBA, woao 6e3nekn/edpekTNBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenmom
6nictepax; no 1 abo 5 BignoBigasIbHI KOHTPO/Ib SIKOCTI, 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM likapCbKOro 3acoby
6nicTepis y kopobu,i 3 CTHO BUMYCK Cepii: LLIOAO0 3a3HaYEHHS MDKHAPOAHUX NO3HAYeHb OAVHULb
KapTOHY "ocnigHnii ToBapucTBo 3 BMMIpIOBaHHA. BHeceHHA 3MiH [0 p. «MapKyBaHHA»
3aBof, 06MeXeHoto 3anponoHoBaHo: BianoBigHO [0 3aTBEPAKEHOIO TEKCTY
"rHuIC BiANOBIAANbHICTIO MapKyBaHHS. BBeAEeHHS 3MiH NPOTArom 6-Tu MicauiB nicns
"NocnigHnii 3aBog 3aTBEPAXKEHHA
THUNC", YkpaiHa;
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BUMYCK Cepii:
ToBapucTBoO 3
06MexeHo
BiANOBIAANbHICTIO
"GapmaueBTuyHa
KoMMaHis
"3p0pos'sa", YkpaiHa
82. OEKCAMETA | tabnetku no 40 mr; no KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 0 peecTpaLliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/16902/01/02
30H KPKA 10 TabneTok y HoBso mecTo mMecTo, CrnoBeHis woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHu) - peyenmom
6nictepi; no 1, 2 abo 3 (BMPOGHMLTBO "in OHOBJIEHHS! TEKCTY MapKyBaHHS1 yNakoBKM JTiKapCbKOro 3acoby 3
6nicTepy y KapTOHHil bulk", nepuHHe Ta BHECEHHSM iHdhopMaLii LLoA0 3a3HaYeHHS OAVHULb BUMIPIOBaHHS
Kopoo6Li BTOPUHHE y cucTemi Sl. BBefieHHs 3MiH NpoTArom 6-T1 MicauiB nicns
nakyBaHHS, 3aTBEPAKEHHSA
KOHTPO/b Ta BUMYCK
cepiin); KPKA, g.4.,
HoBo mecTo,
CnoBeHisa (KOHTPOb
cepiin); KPKA, g.4.,
HoBo mecTo,
CnoBeHisa (nepBrHHe
Ta BTOPUHHE
nakyBaHHs)
83. AEKCAMETA | Ttabnetku no 20 mr; no KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 0 peeCcTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/16902/01/01
30H KPKA 10 TabneToK y HoBso mecTo MecTo, CrioBeHist woao 6esnekn/edpekTMBHOCTI Ta dhapmakoHarnsay (iHwi 3miHu) - peyenmom
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

6nicTepi; no 1, 2 a6o 3
6nicTepy y KapTOHHiIl
KopoobUi

(BMPOGHMLTBO "in
bulk", nepsunHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii); KPKA, a.4.,
HoBo mecTo,
CnoBeHisa (KOHTPONb
cepiii); KPKA, a.4.,
HoBo mecTo,
CnoBeHisa (nepBrHHe
Ta BTOPUHHE
nakyBaHHs)

OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM ikapCbKoro 3acoby 3
BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEHHS OAMHULb BUMIPHOBaHHS
y cucTemi Sl. BBeieHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

84.

AEKCAMETA
30H KPKA

TabneTkv no 4 mr; no
10 TabneToK y
6nicTepi; no 1, 2 a6o 3
6nicTepy y KapTOHHiIl
KopoobUi

KPKA, a.4.,
HoBso mecTo

CnoseHis

KPKA, a.4a., Hoso
mecTo, CrnoBseHis
(BMpPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); KPKA, g.4.,
HoBo mecTo,
CnoBeHisa (KOHTPONb
cepii); KPKA, g.4.,
HoBo mecTo,
CnoBeHis (nepBrHHE
Ta BTOPVHHE
nakyBaHHS)

CnoseHis

BHECEHHS 3MiH [j0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK
oo 6e3snekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKW NikapCbKoro 3acoby 3

BHECEHHSM iHdhopMaLii LLOA0 3a3HAYEHHS OAWHULb BUMIPHOBaHHS

y cucTemi Sl. BBeieHHS 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/16902/01/03

85.

AEKCAMETA
30H KPKA

Tabnetkv no 8 mr; no
10 TabneTok y
6nicTepi; no 1, 2 a6o 3
6nicTepy y KapTOHHiIl
Kopoo6Ui

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., Hoso
mecTo, CroBeHis
(BMpPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTPONb
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHia (NepBuHHe
Ta BTOPVHHE
nakyBaHHS)

CnoseHis

BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK
oo 6e3snekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKW NikapCbKoro 3acoby 3

BHECEHHSAM iHthopmaL,ii LWoA0 3a3HAYEHHS OAUHULIb BUMIPHOBAHHS

y cuctemi Sl. BBeAeHHs1 3MiH NPOTAroM 6-Tu MicsuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/16902/01/04

86.

AEMOMNEHEM
®

NMOPOLLOK A/151 PO3UUHY
ons iH'ekuin no 1000
Mr no 1 donakoHy 3
NMOPOLLKOM Yy
KapPTOHHII ynakoBLi

Abpun
dopmynenwH3
M. 1114,

IHais

[JEMO C.A.
dapmacbloTikan
IHoacTpi

Ipevis

BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK
3 akocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiANoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTta BifnoBigHOCTI abo BUTYyYEHHS
cepTuduikaTa BignoBigHOCTIi EBponeiickkiin dhapmakonei: ans Adl,

3a
peuyernmom

UA/14759/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
ONs BUXIAHOrO MaTepiasty/peareHTy/MpoMiXXHOIO NPOAyKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; Ana ONOMDKHOT peYOBUHU
(ceptuddikaT BigNoBigHOCTI €Bponeiichbkili hapmakonei) - Hoswii
cepTudikaT Big HOBOro BUpPOGHYKa (3aMiHa abo [OMNOBHEHHS) -
nogaHHsa Hosoro CepTudikaTy BignoBiAHOCTI EBponeiichkiii
thapmakonei R1-CEP 2011-238-Rev 00 gns fjro4oi peyoBuHm
MeponeHeMy Tpurigpar Big HoBoro Brpo6Huka ACS DOBFAR
S.P.A, ltaly.
87. AEMOMEHEM | nopoLuok asis po3unHy Abpun IHAjisa OEMO C.A. Ipeuis BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHW | TURY - 3MiHK 3a UA/14759/01/02
® 0N iH'ekuii no 500 mr | ®opmyneiwH3 PapmacboTiKau 3 akocTi. CepTuddikar signosigHocTi/lE-cepTudpikar BignosigHOCTI peyenmom
no 1 dpnakoHy 3 MeT. N14,. IHoacTpi €Bponeiicbkiit hapmakonei/moHorpadii. MogaHHsA HoBoro abo
NOPOLLKOM Y OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI ab0 BUTYyYEHHS
KapTOHHI ynakoBLi cepTudikaTa BiANoBiAHOCTI EBponelichbkinn hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiasy/peareHTy/NpoMiKHOro NpoayKTy, Lo
BMKOPUCTOBYIOTbCSA Y BUPOOHULTBI ADI; 415 AONOMDKHOT peY0BUHU
(cepTuddikaT BignoBigHOCTI €Bponeiickkili hapmakonei) - Hoswii
cepTugikaTt Bi HOBOro BUPOGHMKA (3aMiHa ab0 AONOBHEHHS) -
nogaHHsa Hosoro CepTudikaTy BignoBiAHOCTI EBpoONENiCHKIi
thapmakonei R1-CEP 2011-238-Rev 00 ns Aito4oi peyoBUHU
MeponeHemy Tpurigpart Big HOBOro BupobHuka ACS DOBFAR
S.P.A., ltaly.
88. AE-HON® TabneTku, BKpUTI AcTtennac HigepnaHan Actennac ®apma HinepnaHgy | BHeCEHHS 3MiH 40 peecTpauiiiHux MaTepianiB: 3MiHW | TUMy - 3MiHK 6e3 UA/4355/01/01
NNiBKOBOIO Papma KOpon HOpon B.B. woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHu) - peyenma
060/10HKO0, N0 120 B.B. 3aMiHa po3giny « padiiyHe 0hopMIEHHS YNAaKOBKU» Ha pO34in
Mr, no 8 TabneTok y “MapkyBaHHA" y MKA /13: 3anponoHoBaHo: MapKyBaHHs.
6nicTepi; no 7 abo 14 MapKyBaHHs BifNOBIAHO [0 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
6nicTepiB Yy KAPTOHHIN OHOB/IEHHS TEKCTY MapKyBaHHS1 YNakoBKM JTiKapCbKOro 3acoby 3
Kopoo6Li BHECEHHSM iHdhopMaLii LLoA0 3a3HaYeHHSA OAVHULb BUMIPHOBaHHSA
y cucTemi Sl. BBefieHHs 3MiH NpoTArom 6-T1 MicaLiB nicns
3aTBEPAKEHHSA
89. AENAKIH® cupon, 57,64 mr/mn, TOB "CaHodhi- | YkpaiHa tOHiTep Niksig PpaHuis BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/3817/01/01
Ne 1: no 150 mny ABeHTIC MaHyhekuypiHr wopao 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHu) - peyenmom
dhnakoHi; no 1 Ykpaina" BHECEHHS 3MiH [0 po3ainy «MapkyBaHHsA» MKA N13.
(hN1akoHy 3 403YHUUM 3arsepaxeHo: MAPKYBAHHA goaaetbcs. 3anponoHoBaHo:
NPUCTPOEM 3 MapkyBaHHs. BignosigHo [0 3aTBEPIKEHOIO TEKCTY MapKyBaHHS.
Npo6Ko-a4anTopom OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby 3
B KapTOHHIi1 kopobui BHECEHHSM iHdhopMaLii LLoA0 3a3HaYEeHHS OAMHULb BUMIPIOBaHHS
y cucTemi Sl. BBefieHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPAKEHHS
90. AENPUBIT TabneTku, BKPUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH j0 peEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 6e3 UA/6967/01/01
NNiBKOBOIO "KNIBCbKM BITAMIHHWA wozao 6e3snekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenma
060n10HKot0, No 60 wmr, BITAMIHHWIA 3ABO4" OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKU Jlikapcbkoro 3acoby 3
no 10 Tabnetok y 3ABO4" BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBaHHS

6nictepi; no 3

y cucTemi Sl. BHeceHHs 3MiH Ao po3giny “MapkysaHHs" MKA /13:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
6nictepy B nauui 3anponoHoBaHo: MapkyBaHHA 3rifHO 3aTBEPAKEHOMY TEKCTY
MapKyBaHHs. BBeeHHs1 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS
91. MKA3 MNKOC | Tabnetkn, BKpUTI Baiiep Al HimeuyunHa Baiiep AT, HimeuyunHa BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/12143/01/01
060/710HKO0, Ne 28: no HimeuuunHa 3 IKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOIb AONOMIXHMX peyenmom
24 TabneTkn (nepBuHHa Ta peyoBuH. 3mMiHa NnapameTpiB cneuundikauiii Ta/abo 4onyCcTUMUX
POXEBOro KONbopy i BTOPWMHHA YNakoBKa, MeX A1 [OMOMDKHOI peqoBUHM (iHLWi 3MiHW) - OHOBJ/IEHHSA
no 4 TabneTku CBITN0- [,03BiN Ha BUNYCK cneumdikaLiin Ha fOMNOMIXKHI PEUOBUHM TUTaHY Ajiokeua, 3aisa
OpPaHXeBOro KonbLopy cepii); baiep OKCWJA YEPBOHUIA, 3as1i3a OKCUA, XKOBTUI - 3MiHA NOCUIAHHS 3
B 6GnicTepi; no 1 Baiimap Mm6X i Ko. AKOCTI, pef,aKTopChbki NpaBkn
6nicTepy B KAPTOHHIl KI', HimeuunHa
nauuj (BUPOGHMLTBO 3a
NOBHUM LMK/IOM)
92. DKAKABI Tabnetkv no 5 mr; no HosaprTic LBeliuapis HosaprTic ®apma LBeliLapis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 3a UA/13456/01/01
14 TabneToKk y dapma Al LTenH Al, 3MiHM WoA0 6e3nekn/edekTUBHOCTI Ta thapmakoHarnisgy. peyenmom
6nicTepi; no 4 LLiBeiiuapis BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta YMOB BuAAv
6nictepu y Kopobui 3 (BUpPOGHMLTBO, peecTpauiiHoro NOCBiAYEHHS!, BKIKOUakum MnaH ynpaeniHHSA
KapTOHY KOHTPO/Tb SIKOCTI, pu3nKamMm (3acTocyBaHHS 3MiH(1), siki(a) BMMararoTb(€)
nepBuHHe Ta noAasibLLIOro 06I'pyHTYBaHHS HOBUMU J0ATKOBUM AaHUMMK, LLO
BTOPUHHE MaloTb HaJaBaTUCA KOMNETEHTHUM OpPraHoM, OCKiNbKn
nakyBaHHS, BUMYyCK BUMAraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoM) - OHOBJIEHO
cepii); MnaH ynpasniHHA pusmkamu, Bepcia 11.1. 3MiHM BHECeHi 10
PapmaHanituka CA , yacTuH: «lnaH 3 dhapmakoHarnsagy», «Cneyudikadis 3 6e3nekun»
LLiBeliyapis Ta B3aEMOIMOB'A3aHNX YaCTVH BiAMNOBIAHO A0 pekomeHaauin PRAC
(KOHTPO/Ib SIKOCTI 3a
BUHATKOM
BU3HAYEHHSA
Mikpo6ionoriyHol
4YUCTOTW)
93. MKAKABI Tabnetku no 15 wmr; no HoBaprtic LLiBefiuapis HoBapTic ®apma LLiBeiiuapis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |l Tuny - 3a UA/13456/01/02
14 TabneTok y dapma Al LTeiH AT, 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy. peyenmom
6nicTepi; no 4 LBeliuapis BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BUAA
6nicTepu y kopobui 3 (BpOGHMLTBO, peecTpauiiHoro NOCBigYeHHs, BKIoYatoum MNnaH ynpasniHHA
KapToHY KOHTPO/1b SIKOCTI, pr3nKamm (3acTocyBaHHS 3MiH(1), siki(a) BUMaratoTb(€)
nepBuHHE Ta NoAasIbLIOro 06r'pyHTYBaHHSA HOBUMW [0AaTKOBUM AAaHUMMU, LLO
BTOPVIHHE MaloTb HaJaBaTUCA KOMMNETEHTHUM OpPraHoOM, OCKi/TbKM
nakyBaHHs1, BUMYyCK BUMaraeTbCs CyTTeBA OLjiHKa KOMNETEHTHUM OpraHoM) - OHOBJIEHO
cepii); MnaH ynpasniHHs pu3vkamu, Bepcis 11.1. 3MiH1 BHeCEeHI A0
dapmaHanituka CA , yacTvH: «lnaH 3 dhapmakoHarnagy», «Cneuudikadis 3 6e3nekun»
LLiBeiiuapis Ta B3aEMONNOB'sI3aHNX YaCTWH BiAMNOBIAHO A0 pekomeHAaauiin PRAC
(KOHTpO/b AKOCTI 3a
BUHATKOM
BU3HAYEHHS
MiKpo6iosnioriyHol
4NCTOTH)
94. M)XAKABI Tabnetky no 20 mr; no Hosapric LLiBeiiuapis HosapTic ®apma LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu |l Tuny - 3a UA/13456/01/03
14 TabneToKk y Papma Al LTenH Al, 3MiHK WoA0 6e3nekn/eddeKTMBHOCTI Ta thapmakoHarasgy. peyenmom




64

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
6nicTepi; no 4 LLiBeiiuapis BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BuAAv
6nictepu y Kopobui 3 (BUpPO6GHMLTBO, peecTpauiiHoro NoCBigYEHHSs1, BKIHOUYakum MnaH ynpaeniHHSA
KapTOHY KOHTPO/Ib SIKOCTI, pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BMMaratoTb(€)
nepBuHHe Ta noAasIbLLIOro 06I'pPyHTYBaHHS HOBUMU JO4ATKOBUM AaHUMMU, LLO
BTOPVHHE MaloTb HaJaBaTUCsA KOMNETEHTHUM OpraHoM, OCKiNTbKM
naxkyBaHHs, BUNYCK BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHVM OPraHoM) - OHOB/IEHO
cepii); MnaH ynpaeniHHS pu3nkamu, Bepcis 11.1. 3MiHM BHECeHi 0
dapmaHanituka CA , yacTuH: «lnaH 3 dhapmakoHarnsagy», «Cneuudikadis 3 6e3nekun»
LLiseiuapis Ta B3aEMONOB'A3aHNX YacTWH BiAMNOBIAHO A0 pekomeHAauiin PRAC
(KOHTpO/Ib AKOCTI 3a
BUHATKOM
BM3HAYEHHS
Mikpob6iosioriyHol
YNCTOTH)
95. ANTOKCUH PO3YMH ANS iH'EKLN, ToBapucTBo 3 Ykpaina TosapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHW | TURY - 3MiHK 3a UA/5751/02/01
0,25 mr/mn, no 1 mn B 06MexeHot 0bMexeHot woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
amnyni; no 10 amnyny | BignosigancHi BIANOBIA&/IbHICTIO BHECEHHS 3MiH A0 po3ainy «MapkyBaHHa» B MKA /13:
naui 3 kKapToHy; no 1 cTIo "ocnigHuin 3aBof 3anponoHoBaHo: MAPKYBAHHSA BignosigHo [0 3aTBEpAXEHOr0
M1 B amnyni; no 10 "MocnigHnii "THLIC", YkpaiHa TEKCTY MapKyBaHHS. Ta OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNaKoBKM
amnyn y 6nictepi; no 1 3aBo/ (KOHTPO/Ib SIKOCTI, NiKapcbKoro 3aco6y 3 BHECEHHAM iHhopMaLil WoA0 3a3HaYEHHS
6nicTepy B nauui 3 "rHuIC BUNYCK cepi); OAVHWLb BMMIpIOBaHHS Y cuctemi Sl. BBegeHHS 3MiH npoTarom 6-
KapToHy; Mo 1 mn B ToBapucTeo 3 TU MICALiB MICNS 3aTBEPAKEHHSN
amnyni; no 5 amnyny 06MeXeHo
6nicTepi; no 2 BiANOBIAANbHICTIO
6nicTepy B nayuj 3 "®apmMaLueBThYHa
KapTOHY KoMnaHis
"3p0pos'a”, YkpaiHa
(Bci cTagji
BMPOBGHULTBA,
KOHTPO/Ib SIKOCTI,
BUMYyCK cepil)
96. AIAKOPAVH TabneTtku TOB "CaHodi- YKpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/5731/01/03
® 120 NPOJIOHroBaHOi Ajii No ABEHTIC Pecny6nika oo 6e3snekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenmom
PETAP/ 120 mr Ne30 (10x3): YkpaiHa" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13.
no 10 Tabnetok y 3anponoHoBaHo: MAPKYBAHHSA. BignosigHO A0 3aTBEPKEHOrO
6nictepi; no 3 TEKCTY MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
6nicTepy y KapTOHHil niKapcbkoro 3acoby 3 BHECEHHSIM iHchopMalLlii LLoA0 3a3HaUYeHHS
Kopoo6Li OAVHWLb BMUMIpIOBaHHSA Y cuctemi Sl. BBeeHHA 3MiH NpoTArom 6-
TV MiCALIB NiCNA 3aTBEPAKEHHSI
97. AIAKOPAVH TabneTtku TOB "CaHodhi- | YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/5731/01/03
® 120 NPOSIOHroBaHol Ajii No ABeHTIC Pecny6nika 3 AKOCTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
PETAPL 120 mr Ne30 (10x3): Ykpaina" KOHTeliHep/3akynopoBa/ibHWi 3aci6. 3MiHa y meTogax

no 10 TabneTtok y
6nictepi; no 3
6nicTepy y KapTOHHIl
KopooLi

BMNPOBYBaHHS NEPBUHHOI YNaKOBKV rOTOBOTO NiKapCbKoro 3acoby
(He3HauHi 3MiHN Y 3aTBEPAKEHNX METOAAX BUNPOOYBaHb) -
BHECEHHS 3MiH 0 MaTepiasliB peecTpaLjiiiHoro Aocbe, a came
OHOBJIEHHSI ONUCY Ta BHECEHHS pefakLiiiHux npasok y p. 3.2.P.7.
CuctemMa KoHTeliHep/3akynoptoBasibHUiA 3aci6 Woa0 NpoBeAeHHst
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
aHaniTMYHUX NpoLleayp AN atoMiHiEBOT (hosbry, ska
BMKOPWCTOBYETHCA A1 NEPBUHHOT YNakoBKM rOTOBOrO /iKapCbKoro
3acoby (6nictepy). Cneuucpikadito 4na antoMiHieBoi ponbrn 6yno
nepeHymepoBaHo 3 PNO 10620 / 10-01 Ha PNO 10620 / 10-02
98. AIAKOPOVH Tabnetky no 60 mr, Ne | TOB "CaHodi- | YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peECTpaLiiiHMXx MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/5731/01/01
® 60 50 (10x5), no 10 ABeHTIiC Pecny6nika 3 AKocTi. FoToBWIA Nnikapcbkuii 3aci6. Cuctema peyenmom
TabneTok y 6nictepi; Ykpaina" KOHTeliHep/3akynopoBabHWii 3aci6. 3MiHa y meTodax
no 5 6nictepis y BUNPOBYBaHHS NEPBMHHOI YNaKoBKM rOTOBOrO NiKapCbKOro 3acoby
KapTOHHI Kopo6Lyi (He3HayHi 3MiHM y 3aTBEPKEHUX MeToAax BUNpPobyBaHb -
HeceHHs1 3MiH 0 MaTepianiB peecTpaLiiHoro Aocke, a came
OHOBJ/IEHHSI OMUCY Ta BHECEHHS pefakLiiiHux npasok y p. 3.2.P.7.
CuncTemMa KoHTelHep/3aKynoproBasibHUIA 3aci6 LWoA0 NPOBEeAEHHS
aHasliTMYHUX Npoueayp AN antoMiHIEBOT donibru, sKa
BWKOPWUCTOBYETLCA A1 NEPBUHHOT YNakoBKM rOTOBOrO /iKapCbKoro
3acoby (6nictepy). Cneuucpikadito 4na antoMiHieBoOi ponbrn 6yno
nepeHymeposaHo 3 PNO 10620 / 10-01 Ha PNO 10620 / 10-02
99. AIAKOPAVH TabneTku, BKpUTI TOB "CaHogi- | YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 3a UA/5731/01/02
® 90 PETAP/A, | 060/10HKO10, ABEHTIC Pecny6nika 3 AKOCTi. FOTOBWMIA NlikapCbkuii 3aci6. Cuctema peyenmom
NPOIOHroBaHol Ajii no Ykpaiva" KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa y MeToax
90 mr Ne 30 (10x3): no BUNPOBYBaHHS NEPBMHHOI YNaKOBKM rOTOBOrO NiKApCbKOro 3acoby
10 TabneTok y (He3HauHi 3MiHN y 3aTBEPAKEHNX MEeTOohax BUNPOOYBaHb) —
6nicTepi; no 3 BHECEHHS 3MiH 1O MaTepiasliB peecTpaLiiiHoOro Aocbe, a came
6nicTepy y KapTOHHiIl OHOBJIEHHS OMUCY Ta BHECEHHS pefakLiiHnx npasok y p. 3.2.P.7.
Kopoo6Ui Cuctema KOHTelHep/3aKynoproBasibHWiA 3aci6 LWoA40 NPoBeAEHHS
aHaNNiTMYHUX Npouesyp AN antioMiHIEBOT donbru, sKa
BVIKOPUCTOBYETLCSA /151 NEPBUHHOI YNaKOBKW rOTOBOTO J1iKapCbKOro
3acoby (6nictepy). Cneuucpikauito 4na antoMiHieBOi ponbrn 6yno
nepeHymeposaHo 3 PNO 10620 / 10-01 Ha PNO 10620 / 10-02
100. | AIATPU3OEB | nopoLuok (cybcTaHLis) AT "®apmak” YkpaiHa IOCTECA Icnanis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - - UA/4116/01/01
Oi KUCNOTN | y nakeTax NofBiiHMX IMADXKNH C.AY. AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
AUrIaPAT nonieTunNeHoBux A 3asBHUKa (BNacHyKa peecTpauiiiHoro nocBigyeHHst). 3miHa
thapmavLeBTUYHOro HaliMeHyBaHHs Ta afpecu 3asiBHUKA.
3aCTOCYyBaHHSA
101. | AIYPEMIA, Tabnetky no 250 wmr, AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH j0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/9150/01/01
no 10 TabneTtok y "KMIBCbKW BITAMIHHWIA oo 6e3snekn/epekTnBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHn) - peyenmom
6nicTepi; no 2 BITAMIHHWIA 3ABO[L" BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs" MKA N3:
6nictepy y nauui 3ABO" 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPIKEHOMY TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
nikapcbKoro 3acoby 3 BHECEHHSAM iHchopMaLii LLoA0 3a3HauYeHHS
OAVHWLB BUMIpIOBaHHA Y cucteMi Sl. BBeeHHS 3MiH NpoTArom 6-
TN MicsiLiB Nicns 3aTBeppKeHHS
102. | AIYTOP® PO34YMH NS iH'eKUiiA, 5 TOB HB® Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/17871/01/01
Mr/mn no 4 Mmn B "MIKPOXIM" akuioHepHe oo 6e3sneku/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peyenmom
amnynax, no 5 amnyn TOBapuCTBO 3MiHV A0 y3arasibHEHUX AaHuX NMpPo cucTemy dpapmakoHarnsgy

y KaceTi y nayui 3
KapTOHY

"Jlekxim- Xapkis",
YKpaiHa

(BBEAEHHSA y3arasibHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cO6MU, BiANOBIAA/IbHOI 3a 34iiCHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
(BignoBiganbHuii 3a hapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy 3asBHUKa
BMPOBHULTBO Ta [ANA 3AiicHeHHs1 hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
KOHTPONb/BMNPOGYB Bifl yNOBHOBaXeHOI 0cobWu, BiANOBIgasIbHOI 3a 34iiCHEHHS
aHH#A cepii, He thapmakoHarnagy (BK/Io4akum KOHTakTHi AaHi) Ta/abo 3MiHu y
BK/1HOHA0UN BUMYCK PO3MilLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy - 3mMiHa
cepii); TOB HB® YMNOBHOB&XeHOT 0CO6M 3a8BHUKA, BiAMNOBIfa/IbHOI 3a
"MIKPOXIM", thapmakoHarnsag.
YKpaiHa [Oitoua pepakuin: CteweHko Onbra CepriiBHa. MponoHoBaHa
(BignoBiganbHuii 3a pepakuis: XXypba Jlinia BonogumupiHa. 3MiHa KOHTAKTHUX JaHuX
BMPOGHMLITBO; YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
ropuanyHa agpeca chapmakoHarnsg,
Ta BignoBifasIbHWiA
3a
KOHTPONb/BUNPOGYB
aHHsA cepii,
BK/THOHAI0UMN BUMYCK
cepii)
103. | AOKCA303W | Tabnetkv no 2 Mr no AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHMx MmaTepiasis: 3MiHW | TURY - 3MiHK 3a UA/10676/01/01
H-KB 10 TabneTok y "KNIBCbKNW BITAMIHHW Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
6nictepi; no 3 BITAMIHHW 3ABO4" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
6nictepn B nauLi 3ABO[" 3anponoHOBaHO: MapKyBaHHS 3rifHO 3aTBEPLKEHOMY TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNnakoBKu
NiKapcbKoro 3aco6y 3 BHECEHHAM iHhopMaLil WoA0 3a3HaYEHHS
OAVHWLb BMMIpIOBaHHS Y cuctemi Sl. BBegeHHs 3MiH npoTarom 6-
TV MiCALB Nic/A 3aTBEPIKEHHS
104. | AOKCA303W | TabneTtku no 4 mr; no AT YkpaiHa AT "KUIBCbKUNIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3MiHuU | TUMY - 3MiHK 3a UA/10676/01/02
H-KB 10 TabneTok y "KNIBCbKM BITAMIHHWA oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenmom
6nicTepi; no 3 BITAMIHHW/ 3ABO4" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
6nictepu B nauLi 3ABO" 3anponoHoBaHO: MapkKyBaHHS 3rifHO 3aTBEPXKEHOMY TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKu
niKapcbkoro 3acoby 3 BHECEHHSIM iHchopMalLlii LLoA0 3a3HaYeHHS!
OAVHWLb BUMIpIOBaHHSA Y cuctemi Sl. BBeeHHA 3MiH NpoTAarom 6-
TV MiCALIB NiCNA 3aTBEPAKEHHSI
105. | AONOHIKA TabneTku, BKPUTI AciHo Al HimeuunHa AciHo ®apwma AT, LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiitHMx MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/15102/01/01
10 MI nNiBKOBOO LBeliuapis 3 aKocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiAnoBigHOCTI peyenmom
060/10HKOI0, (BpOGHMLTBO, €Bponelicbkinn dhapmakonei/moHorpadii. NMogaHHA HoBOro abo
NPOMOHroBaHol Aji no KOHTPO/b B NPOLECi OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI ab60 BUTYyYEHHS
10 mr no 10 Tabnetok BMPOOHMLITBA, cepTudikaTa BignosigHocTi €Bponeiickkiii hapmakonei: ans Adl;
y 6nicTtepi; no 3 abo KOHTPO/Ib FOTOBOrO ON15 BUXIAHOrO MaTepiasty/peareHTy/MpOMiXXHOIO NPOAyKTY, L0
10 6nicTepis B NpoayKTY, BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT peYOBUHU

KapTOHHI Kopobuj

nakyBaHHs Ta

BWMYCK cepii); ACiHO
®apma Al',
LBeliuapis
(makyBaHHs)

(cepTudhikaTt BignoBigHOCTI E€Bponelickkilt thapmakonei) -
OHoB/EeHWIA cepTUdikaT Bif Y)Xe 3aTBEpIXEHOro BUPOOHUKA -
nogaHHa oHossieHoro CEP Ne R1-CEP 2006-001-Rev 01 gna Adl
OKCUKOZOHY rifipoxsiopuay Bif, 3aTBEpPKEHOr0 BUPOOHMKA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Siegfried Ltd, Switzerland
106. | AONOHIKA TabneTku, BKPUTI AciHo Al HimeuunHa AciHo ®apwma AT, LLIBeiiuapis BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/15102/01/02
20 MI’ NNiBKOBOIO LLiBeliyapis 3 skocTi. CepTudikat BignosigHocTI/lE-cepTudcpikat BignoBigHOCTI peyernmom
060/10HKOI0, (BpOGHMLTBO, €Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBoro abo
NPONOHIroBaHol Aji No KOHTPO/b B NPOLECI OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUIYYEHHS
20 mr no 10 TabneTok BMPOGHMLITBA, cepTtudikaTa BiANoOBIAHOCTI EBponelichbkin hapmakonei: ana Adl;
y 6nicTtepi; no 3 abo KOHTPO/1b FOTOBOTO 0151 BUXIQHOTO MaTepiasty/peareHTy/NMpoMiKHOro NpoayKTy, Lo
10 6nicTepis B nNpoayKTY, BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI API; Ana 4ONOMDKHOT peyYOBUHU
KapTOHHI Kopo6Lyi nakyBaHHs Ta (cepTuchikaT BignoBigHOCTI €Bponeiickkii hapmakoner) -
BUNYyCK cepii); ACiHO OHoB/EeHWI cepTUdiKaT Bif y)Xe 3aTBepAXEeHOro BUPOOHUKa -
®apma Al', nogaHHa oHossieHoro CEP Ne R1-CEP 2006-001-Rev 01 gnia A®l
LLIBeliyapis OKCMKOAOHY TiApOX10pnay Bif 3aTBEPAKEHOTO BUPOGHMKA
(nakyBaHHs) Siegfried Ltd, Switzerland
107. | AONOHIKA TabneTku, BKpUTI AciHo Al HimeuunHa AciHo ®apma AT, LBeliLapis BHECEHHS 3MiH O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 3a UA/15102/01/03
40 MIr NNiBKOBOIO 0G/TOHKOLO, LLiBeliyapis 3 skocTi. CepTudikat BignosigHocTI/lE-cepTudcpikar BignoBigHOCTI peyenmom
NPOIOHroBaHol Ajii no (BpOGHMLTBO, €Bponelicbkii hapmakonei/moHorpadii. MogaHHA HoBoro abo
40 mr no 10 TabneTok KOHTPO/b B NMPOLECI OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 860 BUNYYEHHS
y 6nicTepi; no 3 abo BMPOGHULTBA, cepTugikaTa BignoBigHOCTI €Bponeiickkin hapmakonei: gns Adl;
10 6nicTepis B KOHTPO/1b FOTOBOrO 0151 BUXIQHOTO MaTepiasy/peareHTy/NpoMiKHOro NpoayKTy, Lo
KapTOHHI Kopobuyj NpoAyKTYy, BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4515 AONOMDKHOT peYoBUHU
nakyBaHHs Ta (cepTudpikat BigNOBIAHOCTI €BpoNeiickkKili hapmakoner) -
BUNycK cepii); ACiHO OHoB/eHWIA cepTUdikaT Bif yxe 3aTBepAXEHOro BUPOOHUKaA -
®apma Arl', nogaHHa oHossieHoro CEP Ne R1-CEP 2006-001-Rev 01 gna A®l
LLiBeliyapis OKCMKOAOHY TiApOX10pnay Bif 3aTBEPAKEHOTO BUPOGHMKA
(nakyBaHHs) Siegfried Ltd, Switzerland
108. | AO/TOHIKA TabneTku, BKpUTI AciHo Al HimeuunHa AciHo ®apma AT, LBeliuapis BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3MiHU | TUMY - 3MiHK 3a UA/15102/01/04
80 MI nAiBKOBOK 06/I0HKOM, LLiBeiiuapis 3 akocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiANoBigHOCTI peyenmom
NPOMOHroBaHol Aji no (BUpO6HMLTBO, €Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHA HoBoro abo
80 mr no 10 TabneTok KOHTPO/b B NPOLECI OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUNYYEHHS
y 6nicTtepi; no 3 abo BMPOGHMLITBA, cepTtudikaTa BiANOBIAHOCTI EBponelichbkin hapmakonei: ana Adl;
10 6nicTepis B KOHTPO/1b FOTOBOrO 015 BUXIQHOTO MaTepiasy/peareHTy/NpoMiKHOro NpoayKTy, Lo
KapTOHHi Kopobuj NpPOAYKTY, BMKOPUCTOBYIOTbCSA Y BUPOOHULTBI ADI; 4515 AONOMDKHOT peYOBUHU
nakyBaHHs Ta (cepTudhikaT BigNoBigHOCTI €BpoNeickki hapmakoner) -
BUNycK cepii); ACiHO OHOB/EHWIA cepTUdiKaT Bif Y)Xe 3aTBEpIXEHOro BUPOOHUKA -
®apma Arl', nogaHHa oHossieHoro CEP Ne R1-CEP 2006-001-Rev 01 gnia A®l
LLiBeiiuapis OKCWKOZOHY FiApox/i0puay Bif, 3aTBEpAKEHOr0 BUPOOHMKA
(nakyBaHHs) Siegfried Ltd, Switzerland
109. | AOPSITIM® OUYHi Kpan/ii, PO34uH in AT YkpaiHa PADAPM CA Ipeuis BHECEHHS 3MiH 0 peecTpalinHux MmaTepiasis: 3MiHW | TURYy - 3MiHW - UA/16270/01/01
bulk: no 100 a6o 200 "KUIBCbKW 3 akocTi. CepTudikaT BignosigHocTi/l E-cepTudiikaTt BignoBigHOCTI
(h/1aKOHIB Y KapTOHHii BITAMIHHW €Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHsA HoBOro abo
KOpoo6Li 3ABOJA" OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTYyYEHHS

cepTtudikaTa BiANoBiAHOCTI EBponelichbkinn hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiasty/peareHTy/NpoMiKHOro NpoAyKTy, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BMKOPUCTOBYIOTbCA Y BUPOOHNLTBI ADI; 415 JONOMDKHOT peY0BUHU
(cepTudpikaT BignoBigHOCTI EBponeiickkili hapmakonei) - Hoswii
cepTudikaT Bif, BXe 3aTBEpPAKEHOr0 BUPOOHMKA - MOAaHHS HOBOrO
cepTudpikaTa BignoBigHOCTI EBponelickbkiin dhapmakonei Ne RO-
CEP 2017-089-Rev 00 ans gitouoi pevoBuHy Dorzolamide
hydrochloride Process Il Big Bxe 3aTBepAXEeHOro BUPOGHMKa
Neuland Laboratories Limited (3anponoHoBaHo: CEP R1-CEP
2008-155-Rev 02; RO-CEP 2017-089-Rev 00)
110. | AOPSITIM® OUYHi Kpan/i, po3unH; AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHW | TURY - 3MiHK 3a UA/16271/01/01
no 5 Mn y dpriakoHi "KNIBCbKW BITAMIHHW 3 akocTi. CepTuddikar signosigHocTi/lE-cepTudpikar BignosigHOCTI peyenmom
nonieTuneHoBomy 3 BITAMIHHW 3ABO/" YkpaiHa, €Bponeiicbkiit hapmakonei/moHorpadii. MogaHHsA HoBoro abo
KpanesibHuLel Ta 3ABOL" (BUPOGHMLTBO 3 OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUTYUYEHHS
KOHTPO/IEM MepLIoro npogykuii in bulk cepTudikaTa BiANoBiAHOCTI EBponelichbkinn hapmakonei: ana Adl;
pPO3KpUTTS; No 1 "Padpapm C.A.", 0151 BUXIAHOTO MaTepiasy/peareHTy/NpoMiKHOro NpoayKTy, Lo
dhnakoHy y nauui 3 Ipeuis) BMKOPUCTOBYIOTbCSA Y BUPOOHULTBI ADI; 415 AONOMDKHOT peY0BUHU
KapToHY (cepTuddikaT BignoBigHOCTI €Bponeiickkili hapmakonei) - Hoswii
cepTugikaT Bif BXe 3aTBep)KEHOro BUPOOHMKA - NOAaHHA HOBOro
cepTudpikaTta BignoBigHOCTI €EBponeichkin hapmakonei Ne RO-
CEP 2017-089-Rev 00 ans gjtouoi pevyoBuHy Dorzolamide
hydrochloride Process Il Big Bxe 3aTBepAXeHOro BUPOGHMKa
Neuland Laboratories Limited (3anponoHosaHo: CEP R1-CEP
2008-155-Rev 02; RO-CEP 2017-089-Rev 00)
111. | AOPSITIM® OYHi Kpan/ii, PO34uH in AT YkpaiHa PA®APM C.A. Ipeuis BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHuW | TUMY - 3MiHK - UA/16270/01/01
bulk: no 100 a6o 200 "KNIBCbKM wozo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) -
(h/1aKOHIB y KapTOHHii BITAMIHHW/ OHOBJ/IEHHSA BXE 3aTBEPA)KEHOro TeKCTY MapKyBaHHSA A5 yNakoBKu
Kopoo6Li 3ABOA" in bulk: no 100 a6o 200 ¢hnakoHiB y KapTOHHI KOPOGLi (BHECEHHS
No3HavyeHb OAVHNLbL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NliTep
NaTUHCLKOro asipasiTy); BHECEHHS 3MiH [0 po3iny “MapkyBaHHS"
MKSA N13: 3anponoHoBaHo: MapkyBaHHS 3rilHO 3aTBEPAKEHOMY
TEKCTY MapKyBaHHsl. BBefeHHA 3MiH NpOoTArom 6-Tv MicsiLiB micns
3aTBEPAKEHHS
112. | AYAK renbno5r,nol5r, FnakcoCwmiTKn Benuka Cricben Ipnangis/ BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasliB: 3MiHU | TURY - 3MiHK 6e3 UA/8202/01/01
no25rabono50r AnH Exkcnopt BpuTaHis JNabopaTtopis Benuka oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenma
rento B Ty6i; no 1 Ty6i NimiTeq (IpnaHgis) Nta., BpuTaHis BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
B KapTOHHIi1 kopobu,i Ipnangis; nakco 3anponoHoBaHo: MAPKYBAHHSA 3rigHo i3 3aTBEpAXeHNM
OnepeliwHc FOK TekcToM MapKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHS ynakoBKu
NimiTen, Benvka NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLil WoA0 3a3HaYeHHS
BpuTtaHis OAMHMLb BUMIpOBaHHA Y cuctemi Sl. BBefeHHs 3MiH npoTsarom 6
MiCALIB MiC/1sA 3aTBEPKEHHS
113. | AYONPOCT Kpanni o4Hi, po3unH no | K.T. Pomdpapm | PymyHis K.T. Pomdrapm PymyHis BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/15824/01/01
2,5 Mn y dhnakoHi- Komnawi Komnani C.P.J1. oo 6e3snekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
KpanenbHu; no 1 C.P.N. 3MiHU [0 y3araslbHEHVX AaHNX NPo cuctemy hapmMmakoHarisaLy

hakoHy-kpanenbHUL
Y KapTOHHI kopobuj

(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsgy 3asBHUKa
[ANAa 3aiiCHEHHs1 hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Bifl yNOBHOBaXeHOI 0cobu, BifnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bkaoyatouy KOHTakTHI faHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aBHMKA,
BignoBigasibHOI 3a hapmakoHarnsag B Ykpaidi: [itoua pefakuis:
lwyk Hatanka MeTpisHa. MponoHoBaHa pefakuis: BonowwvHa
AHacTacis AHaToniiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6U
3asBHVKa, BigNOBiAabHOI 3a hapmakoHarnsag, B YkpaiHi
114. | EBPA® nnactump - TOB Ykpaina Brpo6HMUTBO HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasiB: 3MiHu | Tuny - 3a UA/2051/01/01
TpaHcaepmasibHa "[IXOHCOH | Hepo3dhacoBaHOro Benbris AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
TepanesTNyHa JXOoHCOH NPOAYKTY Ta 3asBHUKa (BNacHvKa peecTpauiiHoro NocBigYyeHHs) - 3MiHa agpecu
cuctema (TTC); no 1 Ykpaiva" nepBUHHAa ynakoBka: 3anBHMKa
nnacTvpy B nakeTi i3 NTC lomaHH
naMiHoBaHoro nanepy TepaneBTUYHI
i antomiHieBOT honbru; Cuctemu AT,
no 3 naketn B HimeyumnHa;
Npo30pOMY MakKeTUKy 3 BTopuHHa ynakoBka
noniMepHoi NNiBkK; No Ta BUNycK cepi:
1 a6o 3 npo3opux AHcceH
nakeTuku (3 abo 9 dapmauesTuka HB,
nnactupis) pasom 3i Benbris
cneuiasibHUMK
Haknenkamu Ha
KaneHgap ans
No3Ha4oK Npo
BVIKOPUCTaHHS
nnactupy (TTC) y
KapTOHHI ynakoBLi
115. | ESOMEP TabneTtkn MEPPEPI ITanis BANTGAPMA ITanis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 3a UA/16273/01/01
racTpope3snCTEHTHI Mo PAPMAYEYTI IHTEPHELWNHAN Lono 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
40 mr no 7 Tabnetok y Yl CPN C.M.A., Itanisa BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs” MKA 113"
6nicTepi; no 2 abo no (MpuroTyBaHHs 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TeKCTy
4 6nictepu y npoaykty in bulk); MapKyBaHHsS. OHOB/IEHHSI TEKCTY MapKyBaHHA YNakoBKW
KapTOHHi Kopobuyj Namn CaH NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMaLii LLOAO 3a3HAYEHHS
Mpocnepo C.n.A, OAVHWLB BUMIpIOBaHHA y cucteMi Sl. BBeAeHHSI 3MiH NpoTArom 6-
ITania (Bunyck cepii, TW MICALIB NicNA 3aTBEPIKEHHS
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS)
116. | EKOAAKC® Kpem 1% no 10ry TOB YkpaiHa "FOHiK IHAiA BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 6es UA/3961/01/01
Ty6i; mo 1 Ty6iy "[I>XOHCOH i dapmacbloTVKas Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
KapTOHHI Kopo6Lyi JKOHCOH Na6opaTtopiz" 3MiHM [0 y3aras/ibHeHVX JaHuxX Npo cucTeMy chapmakoHariagy
YkpaiHa" (BigaineHHs cipmun (BBEAEHHSA Y3araslbHEHUX JaHUX MPO cuctemy chapmakoHarnagy,

"Ix. B. Kemikans
eHf
PapmacbioTrKan3

3MiHa YNOBHOB&XEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnagy 3asiBHUKa
NS 3piicHEHHsA dyapmakoHarnsgy B YkpaiHi, Ko BoHA BiMiHHA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
nrp.") Bifl yNOBHOBaXeHOI 0cobu, BifnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bkaoyatouy KOHTakTHI faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsg.
[itoua pepaxuis: Mapis Cnit / Maria Spyt. lMponoHoBaHa pefakuis:
ApHayToBa KOnisi J/leoHigiBHa. 3MiHa KOHTaKTHMX AaHWNX
YNOBHOBaXEHOT 0CO6M, BigNOBIifaNbHOI 3a hapMakoHarnag,. 3miHa
MiCLS 34iICHEHHA OCHOBHOI AisANIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLie3HaxoMKEHHS1 MacTep-ghaiiia Ta iioro Homepa
117. | ENENICO NOPOLLIOK MNOAN3EP CLWA Mpotanikc N14., I3paine/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3miHu |l Tuny - 3a UA/14379/01/01
niocpinizoBaHuii ans ENY.CLII. I3painb (KOHTpONb Ipnangis/ 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta hapMakoHarisgy. 3MiHn y peyernmom
PO34mnHy ANs iHAY3ii KOPMOPEWLL SAAKOCTi NpY BUMYCKY CWA KOPOTKIll XapaKTepuCTu1Li NikapCbKoro 3acoby, TEKCTI MapKyBaHHS
no 200 OJ; 1 donakoH H Ta OOCAIMKEHHS Ta IHCTPYKUIT 415 MeANYHOro 3acTOCYBaHHS Y 3B'A3KY i3 HOBUMMU
3 NMOPOLLKOM Y cTabinbHoCTI); OaHVMU 3 SKOCTi, AOK/MIHIYHUMU, KAIHIYHUMY AaHUMKU Ta AaHUMK 3
KapTOHHI kopobui 3 Mdpaiizep IpnaHgis hapmakoHarnagy - 3MiHY BHeceHo A0 [HCTpyKUii ns MeguyHoro
MapKyBaHHSIM $apmacboTukans, 3acTOCyBaHHSA fikapcbkoro 3acoby Ao po3ainiy "MobiuHi peakwuii".
YKpaiHCLKOK MOBOIO; 1 IpnaHgis (KoHTpoNb BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MIiC/A 3aTBEPLKEHHS
dpnakoH 3 NOPOLUKOM Yy AKOCTI MPW BUNYCKY
KapTOHHI Kopo6Lyi Ta 0OCAIMKEHHS
CTabifIbHOCTI);
dapmauis i AngKOoH
KomnaHi N1NC, CLWA
(BMpPOGHMLTBO
(dhopmyna,
acenTunyHe
HamnoBHEHHS,
niodpinizavis),
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHs1, BUNYCK
cepii)
118. | EPFOLUETAN TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/17457/01/01
NNiBKOBOIO 060SIOHKOI "KNIBCbKM BITAMIHHW wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHn) - peyenma
no 5 wmrno 10 BITAMIHHW 3ABOL4" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
TabneTok y 6nictepi, 3ABO" 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPIKEHOMY TEKCTY
no 1 a6o 3 6nictepu y MapKyBaHHsA. OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
nauuj NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMauil WoA0 3a3HAaYEHHS
OAVHWLb BUMIpIOBaHHA Y cucteMi Sl. BBeeHHs1 3MiH nNpoTarom 6-
TH MicsLiB nicns 3aTBepipkKeHHs
119. | ECKO/NAH- TabneTku, BKpUTI CaHoBenb TypeuunHa CaHoBenb Insay TypeuunHa BHECEHHS 3MiH 40 peecTpaliiHuxX MmaTepiasiiB: 3MiHK | TURy - 3MiHK 3a UA/9680/01/01
CAHOBE/1b NNiBKOBOIO Insy CaHai Be CaHai Be Tugpxapet oo 6esnekun/edpekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) - peyenmom
06010HKO0, Mo 10 wMr, Tupxapet A.LL. 3MiHV BHECEHI B TEKCT MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby
no 10 Tabnetok y ALl 00 3a3HaYeHHA MKHAPOLHMX NO3HAYeHb OAVNHULb

6nicTepi; no 3
6nicTepy B KAPTOHHIl

BMMIpIOBaHHSA. BHeceHHs 3MiH o po3ainy “MapkyBaHHA” MKA 113:
3anponoHoBaHo: MapkyBaHHS. 3riIHO 3aTBEPL)KEHOrO TEKCTY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KOpoo6Li MapKyBaHHS. BBeeHHS 3MiH NpPOTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
120. | ECKOJ1AH- TabneTkn, BKPUTI CaHoBesib TypeyunHa CaHosenb lnay TypeyunHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHM | TUNY - 3MiHK 3a UA/9680/01/02
CAHOBE/1b NNiBKOBOIO Inay CaHai Be CaHai Be Tugpxapet woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenmom
060/10HKO0, MO 20 Mr, Tumpxapet ALl 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKV NiKapcbkoro 3acoby
no 10 TabneTtok y A.LL. LLIOAO0 3a3HAaYEHHS MDKHAPOAHUX NO3HAYeHb OAVHULb
6nicTepi; no 3 BMMIpIOBaHHA. BHeceHHA 3MiH o po3ainy “MapkyBaHHA" MKA /13:
6nicTepy B KAPTOHHIl 3anponoHoBaHo: MapkyBaHHs. 3riHO 3aTBEPLKEHOr0 TEKCTY
KOpOoo6Li MapKyBaHHS. BBeeHHS 3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS
121. | ECKOJ1AH- TabneTku, BKPUTI CaHoBesb TypeuyunHa CaHosensb lnay TypeyunHa BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/9680/01/03
CAHOBE/1b NNiBKOBOIO Insy CaHai Be CaHai Be Tugxapet oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenmom
060/10HKO0, N0 40 Mr Tumpxapet ALl 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKV Nikapcbkoro 3acoby
no 10 TabneTtok y A.LL. LLIOA0 3a3HAYEHHA MDKHAPOAHUX NO3HAYEHb OAVHULb
6nictepi; no 3 BMMIipIOBaHHSA. BHeceHHs 3MiH go po3gainy “MapkyBaHHsA" MKA N13:
6nicTepy B KapTOHHIl 3anponoHoBaHo: MapkyBaHHSA. 3riHO 3aTBEPL)KEHOr0 TEKCTY
Kopoo6Li MapKyBaHHS. BBeJeHHS 3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPAKEHHSA
122. | ECKY3AH® Kpanni opasbHi no 20 Ecnapma HimeuwunHa | dapma BepHirepoge HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiHMx MaTepiasiiB: 3MiHK | TUMY - 3MiHK 6e3 UA/0217/01/01
KPAMNMI M1y hakoHi 3 6X m6X wopao 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenma
KpanesibHuueto; no 1 3amiHa po3giny “ Ipadmyeckoe n306paxeHre ynakoBkn” Ha
th/1akoHy B KapTOHHilA “MapkyBaHHA" B 3aTBepaxeHnx MKA /13. 3anponoHoBaHo:
Kopoo6Li MapKyBaHHA 3rifiHO 3aTBEPA)KEHOrO TEKCTY MapKyBaHHS.
OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
BHECEHHSIM iHdhopMaLii LLoA0 3a3HAYEeHHS OAVHULb BUMIPIOBaHHS
y cucTemi Sl. BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
123. | ECNA- Tabnetky no 2,5 wr; Ecnapma HimeuunHa Ninpodapm M16X HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHK 3a UA/17004/01/01
TNBON® no 28 TabneTok y 6X wopo 6e3snekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn). peyenmom
6nicTepi; no 1 OHOB/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKW Jlikapcbkoro 3acoby 3
6nicTepy B KAPTOHHIl BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEHHS OAMHULb BUMIPHOBaHHS
Kopoo6Li y cuctemi Sl. BHeceHHs 3MiH fo po3giny “MapkysaHHsA" MKA 13:
3atBepmkeHo: MapkyBaHHSA. TeKCT MapKyBaHHS [0
peecTpaLiiiHoro nocBig4YeHHs. 3anponoHOBaHo: MapKyBaHHS.
3rigHo 3aTBEPAKEHOIO TEKCTY MapKyBaHHSA. BBeAeHHS 3MiH
NpoTArom 6-xX MicALIB MiCNA 3aTBEPMKEHHS. 3MiHuW | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HAa3BW NiKapCcbKoro 3acoby. 3miHa
Ha3su [13: 3aTtBepmxeHo: Ecna-tnéon. 3anponoHosaHo: Ecna-
TM60n®/ Espa-tibol®. BBeaeHHS 3MiH NpoTArom 6-x MicAuiB micns
3aTBEPAKEHHS.
124. | ECUATAM 10 | TabneTku, BKpUTI TOB "ACIHO Ykpaina TOB "®apma YkpaiHa/ BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3MiHun | Tuny - 3a UA/13228/01/01
NNiBKOBOIO YKPAIHA" CrapT",YkpaiHa IcnaHis 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi peyenmom

060/10HKO10, No 10 wmr,

(dbacyBaHHA Ta

3MiHU) - OHOB/IEHHSI TEKCTY MapKyBaHHS YNakKoBKY /liKapCbKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
no 10 TabneTtok y nakyBaHHs 3 hopmu 3ac06y 3 BHECEHHAM iHhopMaL,ii WoA0 3a3HaYeHHsS OAUHULb
6nictepi; no 3 abo no in bulk chipmun BUMIpOBaHHsA y cuctemi Sl. 3amiHa po3giny «IpadivHe
6 6nictepis y CiHTOH Xicnaris, 300paxXeHHs YNakoBOK» Ha po3fin «MapkyBaHHs». 3aTBepAKeHo:
KapTOHHI nayui C.J1., IcnaHis) Po3gin MpachiuHe 306paxeHHs ynakoBok I"padiiuHe 306paxkeHHs
yNakoBKM [0AaETbCsA. 3anponoHoBaHo: Po3ain MapkyBaHHs 3rifHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs 3MiH NpoTArom 6-x
MicALIB MiCNSA 3aTBEPAKEHHS.
125. | ECUATAM 20 | TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/13228/01/02
NNiBKOBOIO YKPAIHA" Crapt",YKpaiHa Icnanis 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy (iHwi peyernmom
060n0Hkot0, no 20 wr, (cbacyBaHHA Ta 3MiHWN) - OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKW J1iKapCbKOro
no 10 Tabnetok y nakyBaHHs 3 oopmMmn 3acoby 3 BHECEHHSIM iHGhopMaLLiT LWOoA0 3a3HAYEHHS O4NHULb
6nicTepi; no 3 abo no in bulk chipmu BMMIiptoBaHHSA y cuctemi Sl. 3amiHa po3giny «IpadiyHe
6 6nicTepiB y CiHTOH XicnaHis, 306paxXeHHs1 yNakoBOK» Ha po3gin «MapkyBaHHs». 3aTBepOKeHO:
KapTOHHIN nauui C.J1., IcnaHis) Po3gin MpadiuHe 306paxkeHHs ynakoBoK MpaduiyHe 306paxeHHs
ynakoBkM AoAaeTbes. 3anponoHoBaHo: Po3ain MapkyBaHHs 3rifgHo
3aTBEPPKEHOrO TEKCTY MapKyBaHHSA. BBeAeHHS 3MiH NpoTArom 6-x
MiCALIB MiCNA 3aTBEPAXKEHHS.
126. | ETAM3W/IAT- | Tabnetkn no 250 mr AT YkpaiHa AT "KMIBCbKI YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 3a UA/7572/01/01
KB no 10 TabneTtok y "KNIBCbKW BITAMIHHW wono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
6nictepi; no 5 BITAMIHHW 3ABOA" OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
6nicTepiB y navui 3ABOL" BHECEHHSIM iHGhopMaLii LLoA0 3a3HaYEeHHS OAMHMLb BUMIPIOBaHHS
y cucteMi Sl. BHeceHHs 3MiH 0 po3gainy “MapkysaHHA" MKA N13:
3anponoHosaHo: MapkyBaHHs 3rifHO 3aTBEPXXEHOMY TEKCTY
MapKyBaHHs. BBeAEHHS1 3MiH MPOTAroM 6-x MicsLiB micns
3aTBEPAKEHHS
127. | E®®ESEN renbno5r,15r,30r1 Fanpepma CA | Lseliuapis NIABOPATOPII PpaHLin BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3MiHU | TUMY - 3MiHK 3a UA/15311/01/01
rento y Ty6i; no 1 Ty6i FTANOEPMA woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsgy. 3miHa y peyenmom

B KapTOHHIi1 kopobuy;
nol5r,30rrenoy
KOHTelHepi; no 1
KOHTeliHepy B
KapTOHHi Kopobuj

KOPOTKIll XapakTepuCTu1Li NiKapCbKOro 3acoby, TEKCTI MapKyBaHHS
Ta IHCTPYKUiT AN MeAMYHOro 3acToCyBaHHA Ha NigcTasi perynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Mekn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviiiHunii nepiog, abo sik pesynbTar OLiHKY 3BiTY 3
[OCnigpKeHb, NPOBeAEHNX BIANOBIAHO A0 NiaHy negiaTpuyHnx
pocnigpxeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHWM OpPraHoM) - 3MiH/ BHECEHOB B iHCTPYKLitO ANns
MeZJMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby Ao po3ainy “Mo6iyHi
peaxuii” 3rigHO 3 OHOBIEHHAM PSUSA. BBeieHHS 3MiH NPOTAroM
3-x MicsLiB NicNsA 3aTBEPAYKEHHS; 3MiHM | TUMY - 3MiHM WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHa y KopoTkii
XapaKTepucTULli Nikapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAMUYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
OHOBJIHOBAHOTO 3BITY 3 6€3Mekn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpauiiHunii nepiog, abo sik pesynbTar OLiHKM 3BiTY 3
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

[OCnigpKeHb, NPOBeAeHNX BIANOBIAHO A0 NiaHy negiaTpuyHux
pocnimpkeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YMNOBHOB&XEHVNM OpraHom) - 3MiHW BHECEHO B IHCTPYKLitO ANns
MeJMYHOro 3aCTOCYBaHHA MikapCbKoro 3acoby [0 po3ainis
"MpoTunokasaHHA" Ta "3acTocyBaHHS y nepiof BariTHOCTi abo
roflyBaHHs rpyaar” 3rigHo 3 pekomeHgauismun PRAC. BeegeHHs
3MiH NPOTAroM 3-X MicALiB Nicns 3aTBeppKeHHs; 3MiHu |l Tuny -
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsgy. 3mMiHn y
KOPOTKIil XapakTepucTunLi NikapCbKoro 3acoby, TEKCTI MapKyBaHHS
Ta IHCTPYKLT 4719 MEANYHOr0 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMUN, KNIHIYHUMY JaHUMU Ta faHuMK 3
thapmakoHarnsgy - 3MiHM BHECEHO B IHCTPYKLiIO A48 MeANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3Ainis "3acTocyBaHHA Y
nepiopg, BariTHoCTi abo rogyBaHHs rpyaat” Ta "Mo6iuHi peakuii.
BBefeHHs 3MiH NpoTArom 3-x MIiCALIB MiCNsA 3aTBEPAKEHHS

128.

EXIHALIEI
HACTOWKA

HacTolika no 20 M,
a6o no 25 mn, abo no
50 mn y donakoHax; no
50 mMny donakoHi, no 1
hnakoHy B nauii

MpAT
PapmaueBTuy
Ha chabpuka
"Biona"

YKpaiHa

MpAT
PapmaLeBTnyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepianiB: yTOUHEHHSA
npoueaypu Ta ynakosku B Hakasi Ne 1040 Big Ne 1040 Big,
05.05.2020 - 3MiHn | TUNY - 3MiHK 3 AKOCTI. FOTOBWIA NiKAPCbKNI
3aci6. KoHTposib roTOBOro fikapcbkoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO SIiKApCbKOro 3acoby (415 NpUBELEHHS Y
BignoBigHicTb 3 1PY abo €Bponeicbkolo hapmakoneeto Ta
BU/TYYEHHS NOCUIAHHA Ha 3acTapinvii BHYTPILLHIA MeToq,
BMNPOGYBaHHS i 1Oro HoMep) - BHECEHHS 3MiH A0 MeTopis
KOHTPOJ1t0 SIKOCTI JTiKapCbKOro 3aco0y 3a MOKa3HMKOM
«Mikpob6ionoriyHa unctoTa», a came 3aMiHa nocunaHs 3 oY 1.4
Ha «gitouvy pegakuito» Y. 3MiHW | Tuny - 3MiHK 3 SKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapCbKoro 3acoby. 3miHa y
MeToJax BUMPOOYBaHHS FOTOBOTO JlikapCcbKoro 3acoby (iHLLi 3MiHW
y MeToax BunpobyBaHb (BKIOUYaoun 3aMiHy abo AOMNOBHEHHS)) -
BHECEHHS 3MiH 40 METOAVKM BUNPOGYBaHHA nokasHuka "KinbkicHe
BU3HAYEHHSA", a came NPUBELEHHS Y BIAMOBIAHICTb 40 BUMOT
MoHorpadii «ExiHauel nypnypoBoi HacToiikaN» APY. 3MmiHun | Tuny
- 3miHu Wwopao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW) - BHECeHHSA 3MiH 0 po3giny MKA /13, a came po3gin
«["padpiuHe ohopmneHHs» 3aMiHEHO po3ainioM «MapKyBaHHS»
(3rigHo 3aTBEPAYKEHOrO TEKCTY MapKyBaHHs). OHOBNEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS yNakoBOK /ikapCbKoro 3acoby
i3 3a3HAYEHHSIM MiXXHAPOLHMX NO3HAYEHb OANHULIb BUMIPIOBAHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS.
3MiHn | TURYy - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
roTOBOrO NliKapCbKOro 3acoby (3mMiHa Macu/06'eMy BMICTY
KOHTeliHepa 6araTtof030B0ro Nikapcbkoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHsA (abo 04HOA030BOrO,
4YacTKOBOrO BUKOPWUCTAHHS)) - BBEAEHHS J0AATKOBUX PO3MipiB
ynakoBku no 20 M1 Ta no 25 mn 'y dhnakoHax CKASAHUX, YKYNOPEHUX
npobkamu i Kpuwikamu, 6e3 3MiHM NEPBMHHOIO NaKyBasIbHOIO

bes
peuenma

UA/0363/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
marepiany Ta 3 BignoBigHUMM 3MiHaMu Ao Cneundikauii/MeTogis
KOHTPOJO SIKOCTI JliKapcbKoro 3acoby (n. O6’eM BMICTY ynakoBKu),
p. «YnakoBKa», p. «Cknag». 3arsepmxeHo: no 50 ma 'y driakoHn
CKsHI, YKynopeHi npobkamu i kpuiikamu abo y donakoHu
nonimMepHi y KoMnaekTi 3 kpuLikamu; no 50 mn y chnakoHi; no 1
hnakoHy B nayui. 3anponoHoBaHo: no 20 ma a6o no 25 mn,
a60 no 50 mn y dhnakoHU CK/siHI, YKynopeHi npo6kamu i
Kpuwikamu a6o no 50 mn y dpyiakoHU nNoniMepHi y KOMNJeKTi 3
Kpuwkamu; dnakoH no 50 ma; no 1 cpnakoHy B navui
129. | SUTUTA® Tabnetku no 250 wmr; TOB Ykpaina Brpo6HMUTBO Kanapa/ BHECEHHS 3MiH [0 peecTpaLiiiHMX MmaTepiasiB: 3MiHu | Tuny - 3a UA/14061/01/01
no 120 TabneTok y "[IXOHCOH | Hepo3dhacoBaHOro ITania AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
dhnakoHi; no 1 JXOoHCOH NpoAYyKTY, NepBUHHA 3asBHUKa (BNacHvKa peecTpauiiHoro NocBigYeHHs) - 3MiHa agpecu
h/1aKoHy B KapTOHHIiA Ykpaiva" ynakoBKa: 3anBHMKa
KopooLi MaTeoH IHK.,
KaHaga;
BTopvHHa ynakoBka,
BMNYCK cepil:
AHccen-Cinar
C.n.A,, Itanis
130. | S3O/IEHAPOB | KoHLUeHTpart f/s Mictpan AHrnis CiHTOH BB, HigepnaHay | BHeceHHS 3MiH [0 peecTpaLiiiHix MaTepianis: 3MiHK | TUMY - 3MiHKN 3a UA/16475/01/01
ICTA PO34MHY A5 IHQY3IN, Kenitan Higepnanan / IcnaHis wopo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. 3MiHm y peyenmom
4 mr/5mn,no5mny MeHeKMeHT (BignoBiganbHuii 3a KOPOTKIil XapaKTepuCTu1Li NiKapCbKoro 3acoby, TEKCTI MapKyBaHHS
thnakoHi; no 1 Nimiten BUNYycCK cepii); Ta IHCTPYKUiT 415 MeANYHOro 3acTOCyBaHHS
(p1aKoHY B KApPTOHHIN CiHTOH XicnaHisi, reHepuyHMX/ribpuaHNX/6ionoAibHMX NikapCbKMx 3acobiB Mmicas
Kopoo6Li C.J1.,, IcnaHis BHECEHHS TiEl caMoi 3MiHM Ha pedbepeHTHMIA Nnpenapar (3MiHa He
(BignoBiganbHuin 3a noTpebye HafaHHSA XXOAHNX HOBUX AOAATKOBUX AaHWX) - 3MiHW
BUNYyCK cepii); BHECEHi A0 iHCTPYKL,i A/19 MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
Cotema, Mapokko 3acoby y po3ginu "B3aemogis 3 iHWMMU JSlikapCbkumn 3acobamm Ta
(BpO6HMLTBO, iHWi BMAW B3aemopiii", "Oco6aMBOCTi 3aCTOCyBaHHA",
nakyBaHHs1) "3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHsA rpyaar”,
"Cnoci6 3acTtocyBaHHs Ta go3un”, "lMo6ivHi peakuii" BignoBigHO f0
iHchopmaLii pechepeHTHOro nikapcbkoro 3acoby 3SOMETA®.
BBegeHHS 3MiH NPOTSArom 6-Tu MICALIB NIiC/1A 3aTBEPAXKEHHS; 3MiHN
| TNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta hapMakoHarIsay.
3MiHa y KOpOTKili XapaKTepnCTuL NikapCcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLT A1 MeAnYHOro 3acToCyBaHHA Ha
nigcTasi perynsipHoO OHOB/IHOBAHOIO 3BIiTY 3 6e3neku NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3aCTOCYBaHHS JiKapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pe3ynbTar OUiHKK
3BiTY 3 OCNiMKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpnyHux gocnigpkeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM OPraHoM) - 3MiHW BHECeHI [10
IHCTPYKLUT 4719 MeANYHOro 3acTOCYBaHHA NikapCbKoro 3acoby y
po3ain "OcobnnBocCTi 3acTocyBaHHA" BifNOBIAHO A0 iHhopmaLlil
o0 6e3nekv AONOMIKHOI peyoBUHY. BBEEHHSA 3MiH NPOTAroM 6-
TW MiCALIB NicNa 3aTBEPIKEHHS
131. | 30MNIK/IOH- TabneTku, BKpUTI ToBapucTBo 3 YKpaiHa ToBapucTBo 3 YKpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHixX MaTepianis: 3MiHK | TUNY - 3MiHK 3a UA/12778/01/01
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Lnevuianbnpenapar
e M6X, HimeuumnHa;
Brpo6HWK, LWo
BignoBsigae 3a
BMPOGHMLTBO
nikapcbkoro 3acoby,
NepBUHHY Ta
BTOPUHHY YMakKoBKY,
KOHTPO/1b SIKOCTi Ta
BMNYCK cepil:
Mab’aHiubknii
hapmaLeBTUYHNI
3aBof NMOJIb®A AT,

MonbLla

hapmakoHarnsy; KOHTakTHOT 0cobu 3 hapmakoHarnagy 3asiBHUKa
OnA 3jicHeHHs hapMakoHarnsay B YkpaiHi, SKL0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatoum KOHTakTHI AaHi) Ta/abo 3MiHn y
po3milLeHHi macTep-ghaiina cuctemmn hapmakoHarnsagy). 3miHa
YMOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnsag. Aitoya pegakuis: Dr. Barbara Jogereit.
MponoHoBaHa pepgakuis: Agnieszka Stankiewicz. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBiganbHOI 3a chapmakoHarnsg. 3mMiHa KOHTakTHOI 0cobu
YMNOBHOB&XeHOT 0CO6M 3as1BHUKA, BiAMOBiAaUIbHOI 3a 34iiCHEHHS
thapmakoHarnagy B Ykpaini. ditoua pegakuin: Nelia Volvach
MponoHoBaHa pepfakuis: MNMpyaHikosa TeTsHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy B YkpaiHi. 3miHa
MicLs 34iACHEHHA OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy. 3miHa
MicLLe3HaxoMKeHHST MacTep-thaiina cuctemn chapmakoHarnsgy ta
oro Homepy. 3miHa 3asiBHUKa (BNacHMKa peecTpauiiHoro
noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460).

BBefeHHs1 3MiH NPoTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
3H obonoHkoto, no 7,5 mr 06MexeHoto 0bMexeHot oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
no 10 Tabnetok y BignoBigasbHi BIANOBIA&/IbHICTIO 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM JlikapCbKoro 3acoby
6nicTepi; no 1 abo no CTHO "XapkiBCbke LLIOAO 3a3HAYEHHS MDKHAPOAHUX NO3HAYEHb OAVHNULb
2, abo no 3 6nictepn y "XapkiBcbke thapmaueBTUyHe BMMIiptOBaHHSA. 3amiHa po3giny “I'paciyHe ohopMIEHHS ynakoBkn”
KOpOOLLi 3 KAPTOHY hapmaueBTny nigNpPUEMCTBO Ha “MapkyBaHHA" B 3aTBepaxeHnx MKA J13. 3anponoHoBaHo:
He "3p0poB'a Hapoay", MapkyBaHHs. BignosigHo [0 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS.
nignpyeMcTBo YkpaiHa (Bunyck BBefeHHs 3MiH NpOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS
"340poB's cepii); ToBapucteo 3
Hapoay" 06MexeHo
BiANOBiAA/IbHICTIO
"®apmaueBTUyHa
KOMMaHis
"3p0poB'a”, YkpaiHa
(Bci cTagji
BMPOOGHMLITBA,
KOHTPO/b SKOCTI);
ToBapucTBO 3
0bMexeHot
BiANOBiAA/IbHICTIO
"®APMEKC IrPYyM",
YkpaiHa (Bci cTagii
BMPOGHMLITBA,
KOHTPO/1b AKOCTI)
132. | IMATUHIB kancysim no 400 mr no AT "Apawves Monbwa Brpo6HWK, LWo HimeuunHa/ | BHeceHHs 3MiH A0 peecTpauiliHix matepianis: 3MiHu | TURy - 3MiHKn 3a UA/14753/01/01
MEAAK 10 kancyn y 6nicTepi, Papma” Bignosigae 3a MonbLia Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
no 3 6nictepun y navui BMNYCK cepil: 3MiHM [0 y3arasibHeHVX JaHnxX Npo cucTeMy hapmakoHarnagy
Mepak Mesenbwadt (BBEAEHHSA Y3araslbHEHUX JaHUX MPo cuctemy chapmakoHarnagy,
dorop KnNiHiwe 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
133. | IMATUHIB kancynv no 100 mr no AT "Apawvep, Monbwa Brpo6HWK, LWo HimeuunHa/ | BHeCeHHs 3MiH [0 peecTpauiliHix Martepianis: 3MiHu | TUMNy - 3MiHK 3a UA/14753/01/02
MEAAK 15 kancyn y 6nictepi, dPapma" Bignosigae 3a MonbLia oo 6esneku/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuyenmom
no 4 6nictepu y nauui BUMYCK Cepii: 3MiHV A0 y3araslbHEHUX AaHuX NpPo cuctemy dpapmakoHarnsagy
Megak Mesenbliadt (BBEAEHHSA y3arasIbHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
dotop KNiHiwe 3MiHa YNOBHOBaX€EHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
LLneuiansbnpenapar hapMakoHarnaay; KOHTakTHOI 0cobu 3 thapmakoHarisgy 3asiBHMKa
e M6X, HimeuyunHa; [ONs 3AjicHeHHs hapMakoHarisay B YKpaiHi, SKLW0 BOHa BigMiHHA
Bupo6HuK, Lo Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
Bignosigae 3a hapmakoHarnagy (BK/Iovakum KOHTaKkTHi AaHi) Ta/abo 3MiHu y
BVMPOGHMLTBO po3MilLieHHi MacTep-ghaiina cuctemun hapmakoHarnsagy). 3miHa
niKkapcbkoro 3acoby, YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
NepBUHHY Ta thapmakoHarnsag. fitoya pegakuisi: Dr. Barbara Jogereit.
BTOPUHHY YMaKoBKY, MponoHoBaHa pepakuis: Agnieszka Stankiewicz. 3miHa
KOHTPO/b SIKOCTi Ta KOHTaKTHUX AaHMX YNOBHOBaXEeHOi 0COOM 3asBHUKa,
BUMYCK Cepii: BiANOBIAaUIbHOI 3a hapmakoHarnag. 3MiHa KOHTakTHOT 0cobu
Mab6’AHiUbKWiA YMOBHOB&XeHOT 0c06M 3asBHMKA, BiAMoBigasIbHOI 3a 34iiCHEHHS
hapmaLeBTUYHNI thapmakoHarnagy B Ykpaini. itoda pepakuin: Nelia Volvach
3asog MOJIb®A AT, MponoHoBaHa pepgakuis: MpyaHikoa TeTAHa. 3MiHa KOHTaKTHUX
MonbLwa [JaHnX KOHTaKTHOI 0CO6Y YNOBHOBaXEHOI 0CO6U 3asBHIIKA,
BiANOBIAANLHOI 3a 34iicCHEHHSA (hapMakoHarnsgy B YkpaiHi. 3miHa
MicLs 34iICHEHHA OCHOBHOI Aisi/IbHOCTI 3 dapMakoHarnisgy. 3miHa
MicL,e3HaxoMKeHHs macTep-haiina cuctemm hapmakoHarnsgy Ta
oro Homepy. 3MmiHa 3asBHUKa (B/1aCcHMKa peecTpaviiiHoro
nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460).
BBegeHHs1 3MiH NPOTAroM 6-Tu MicALB Nic/ia 3aTBepAKEHHS
134. | IMYHIH NOPOLLIOK Ta BakcTtep Al ABCTpist Bakctep Al', ABCTpisi AscTpisi/ BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/17230/01/02
PO3UYNHHWIK AN (BMpPOGHMLTBO HimeuunHa oo 6e3snekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenmom
PO3UMHY A9 iH'eKLil Hepo3dhacoBaHoro OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKW NikapCbKoro 3acoby 3

abo iHdysild, no 1200
MO, 1 dpnakoH 3
nopotukom no 1200
MO y komnnekTi 3 1
p1akoHOM 3
PO34MHHKKOM (BOAA

ans iH'exuii 10 mn ) Ta

Habopom Ans
PO3YMHEHHA Ta
BBefieHHs (1 ronka
ONA nepeHeceHHs, 1
aepaujiiHa ronka, 1
ronka-ginbTp, 1
ofHopasosa rosika, 1
0fiHOpa30BWii LWNpuL,
(10 mn ), 1 cuctema
ans iHdysin) y
Kopoo6Li

NPOAYKTY, NEPBUHHE
Ta BTOpVHHE
nakyBaHHs N3,
BTOPVHHE
nakyBaHHs
PO3YMHHYIKA,
KOHTPO/b AKOCTI
'N3); bakctep Ar,
ABCTpIst (KOHTPO/Ib
akocTi [N3);
Bakctep Al', ABCTpist
(nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
Bunyck cepii M3,
nakyBaHHs Ta
BUNYCK cepii
PO3UYNHHUKAY);
3irdopig XamenobH

BHECEHHSM iHdhopMaLii LLOA0 3a3HAYEHHS OAMHULb BUMIPHOBaHHS
y cuctemi Sl. TepMiH BBEAEHHS 3MiH - NPOTArom 6 MicALiB nicns
3aTBEPIXEHHS; 3MiHM | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHn) - NpUBeAEHHsSI peecTpauiiHmnx
[OOKYMEHTIB (peecTpauiliHoro nocBigYeHHs, IHCTPYKLT Ta TEeKCTy
MapKyBaHHS) Y BifNOBIAHICTb 3 OHOB/IEHUM BUCHOBKOM LLOA0
NigTBEPAKEHHS BiANOBIAHOCTI YMOB BUPOBGHULITBA NTIKAPChKMX
3ac06iB BMMOram Has1eXHoi BUPOGHMNYOT NpaKkTUKN. 3MiHM BHECEHO
B iIHCTPYKL,iI0 4151 MeANYHOrO 3aCTOCYBaHHS LLOAO YTOYHEHHS
HanncaHHA MicLe3HaxomKeHHs BUPO6HMKa 3 BiANOBIAHUMN
3MiHam¥ Y TEKCTi MapKyBaHHS yNakoBKU MikapcbKoro 3acoby.
TepMiH BBEEHHS 3MiH: MPOTAroM 6 MicALiB NiCNA 3aTBEpKEHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Mm6X, HimewunHa
(BUpPO6GHMLTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI
PO34YMHHWMKA)
135. | IMYHIH NOpPOLLOK Ta BakcTtep Al ABCTpIS BakcTep All, ABCTpis ABcTpisi/ BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/17230/01/01
PO3YMHHVK AN (BUpOBHMLTBO HimeuunHa wopao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
PO3UUHY NS iH'EKLA Hepo3acoBaHoro OHOBJ/IEHHSI TEKCTY MapKyBaHHS! YNakoBKW /ikapcbkoro 3acoby 3
abo iHdysiiA, mo 600 NpoayKTy, NepBuHHE BHECEHHSAM iHdhopMaLii LWoA0 3a3Ha4YeHHSA OAVHULb BUMIPIOBaHHSA
MO, 1 chnakoH 3 Ta BTOPVHHE y cuctemi Sl. TepMiH BBEAEHHS 3MiH - NPOTAroM 6 Micauis nicas
nopotukom no 600 MO nakysaHHs N3, 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHN LWOA0 6e3nekn/edeKTUBHOCTI
Yy KOMNAeKTi 3 1 BTOPWUHHE Ta chapmakoHarnsgy (iHwi 3mMiHun) - NpuBeAeHHs peecTpauiiHnx
hnakoHOM 3 nakyBaHHs [OKYMEHTIB (peecTpauiliHoro nocBiAYeHHs, IHCTPYKLIiT Ta TEKCTY
PO34YMHHMKOM (BOAA PO3YMHHVKA, MapKyBaHHS) y BifNOBIAHICTb 3 OHOBMEHNM BYCHOBKOM LLOA0
ONs iH'eKUid 5 mn) Ta KOHTPO/Ib AKOCTI NiATBEPXEHHS BiANOBIAHOCTI YMOB BUPOOHULITBA NMiKAPCbKMX
Habopom ans 'N3); Bakctep Ar, 3aco06iB BMMOraMm HasieXHoi BUPOO6HMYOT NpaKTUKX. 3MiHN BHECEHO
PO3YMHEHHA Ta ABcTpis (KOHTPOsb B IHCTPYKLiO 415 MeAMYHOro 3acTOCYBaHHS LLOAO YTOUYHEHHS
BBeeHHs (1 ronka aKocTi [N3); HanmcaHHsa MicLie3Hax0opKeHHS BUPOOHUKa 3 BigNOBIAHNMYN
[ONS nepeHeceHHs, 1 Bakctep Al, ABcTpis 3MiHaMK y TEKCTi MapKyBaHHS YNakoBKM MikapcbKoro 3acoby.
aepaujiiHa ronka, 1 (nepBuHHe Ta TepMmiH BBE,EHHS 3MiH: MPOTSAroM 6 mMicsuiB nicns 3aTBepAkKeHHS
rofnika-ginbTp, 1 BTOPUHHE
ofiHopa3oBa roska, 1 nakyBaHHs1,
04HOpas30BuMiA WNpWL, KOHTPO/Ib SIKOCTI,
(5 mn), 1 cuctema gns Bunyck cepii N3,
iHdpys3iit) y kopobLi nakyBaHHs Ta
BUMNYCK cepil
PO3UYNHHUKAY);
3ircopig XamenbH
'm6X, HimeuunHa
(BpOGHMLTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI
PO3YMHHMKA)
136. | IMYHOM/IKOC | Ta6netku no 100 wmr; AT YkpaiHa AT "KMIBCbKI YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 6e3 UA/5398/01/01
no 10 TabneTtok y "KNIBCbKM BITAMIHHW Lono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peuenma
6nicTepi; no 2 BITAMIHHWIA 3ABO" BHECEHHS 3MiH [0 po3giny “MapkyBaHHs" MKA N3;
6nicTepn B nauui 3ABOL" 3anponoHoBaHO: MapKyBaHHS. 3rigHO 3aTBEPAKEHOMY TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHA yNnakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMaLii LLOAO 3a3HAYEHHS
OfIMHULIb BUMIPIOBaHHA y cuctemi Sl. BBeleHHS 3MiH NpOTArom 6-
TV MicsLiB NiCNsa 3aTBEPMKEHHS
137. | IHBEF'A® TabneTkn TOB YKpaiHa Bupo6bHMuTBO cuwA/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/7032/01/01
NPOJIOHrOBaHoI fii, "[I>XOHCOH i nikapcbkoro 3acoby: ITanis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
BKPWUTi 060/10HKOIO, NO JKOHCOH Anza KopnopeiiLH, 3asBHUKa (BNacHvKa peecTpauiiHoro noceigyeHHs). 3miHa agpecu
3 Mr; no 7 TabneTok y YkpaiHa" CLUA; 3asBHMKa.

6nictepi; no 4

AHccen-Cinar
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
6nicTepy B KapTOHHIA MaHyhekuypuHr
KopooLi NNC, CWA;
MepBuHHA i
BTOPVHHA YMaKoBKa,
BMNYCK cepil:
AHccen-Cinar
C.n.A., Itanis
138. | IHBEr'A® Tabnetku TOB YkpaiHa Brpo6HuuTBO CLUA/ BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a UA/7032/01/02
NPOJIOHrOBaHoI A, "[IXXOHCOH i nikapcbkoro 3acoby: ITanisa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
BKPUTi 060/I0HKOH0, NO JKOHCOH An3za KopnopeiiLH, 3asBHMKa (BNacHvKa peecTpauiiHoro noceig4yeHHs). 3miHa agpecu
6 Mr; no 7 TabneTok y Ykpaina" CLUA; 3aaBHMKA.
6nictepi; no 4 AHccen-Cinar
6nicTepy B KapTOHHIA MaHyhekuypuHr
KopooLi NNC, CWA,;
MepBuHHA i
BTOPVHHA YMakKoBKa,
BMNYCK cepil:
AHccen-Cinar
C.n.A., ltanisa
139. | IHBEF'A® TabneTtku TOB YKpaiHa Bupo6bHMuTBO cuwA/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/7032/01/03
NPOJIOHrOBaHOi A, "[DKOHCOH | NiKapcbKoro 3acooy: ITanis AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
BKPUTi 060/I0HKO, NO JDKOHCOH An3za KopnopeiiLuH, 3asBHUKa (BNacHyKa peecTpauiiHoro noceigyeHHs). 3miHa agpecu
9 ™mr; no 7 Tabnetok y YkpaiHa" CLA; 3asBHMKA.
6nictepi; no 4 AHccen-Cinar
6nicTepy B KapTOHHIiA MaHythekuypuHr
KopoobLi NNC, CWA;
MepBuHHA i
BTOPVHHA YNakoBKa,
BUMYCK Cepil:
AHccen-Cinar
C.n.A., Itanisa
140. | IHAAN® Tabnetkv no 1,25 mr MPO.MEA.LIC Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHM | TUMY - 3MiHK 3a UA/4237/02/02
no 10 TabneTtok y MNpara a.c. Pecny6nika Mpara a.c. Pecny6nika 3 akocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiANoBigHOCTI peyenmom

6nicTepi; no 3 abo 6
6nicTepIB Y KAPTOHHIi
Kopoo6Li

€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTta BifnoBigHOCTI abo BUTYyYEHHS
cepTtuddikaTa BiANOBIAHOCTI EBponelichbkin hapmakonei: ana Adl;
015 BUXIAHOTO MaTepiasy/peareHTy/NpoMiKHOro NpoayKTy, Lo
BMKOPUCTOBYIOTbCSA Y BUPOOHULTBI ADI; 415 AONOMDKHOT peYOBUHU
(cepTuddikaT BignoBigHOCTI €Bponeiickkilii hapmakonei) - Hoswii
cepTugikart Big HOBOro BUPOOHMKA (3aMiHa abo AONOBHEHHS) -
3amiHa CepTudpikaty BignoBigHOCTIi EBponeiickkiii hapmakoner i3
R1-CEP 2004-300-Rev 04 Big BupobHnka EDMOND PHARMA
SRL, ITania Ha CEP RO-CEP 2012-182-Rev 00 Big BUpo6HUKa
SUZHOU LIXIN PHARMACEUTICAL CO., LTD., Kutait gns
AitoY0T pevoBMHM iHAanamig,; 3anponoHosaHo: 1. QUIMICA
SINTETICA S.A., IcnaHia 2. SUZHOU LIXIN PHARMACEUTICAL
CO., LTD., Kutaii
3. PHARMAZELL GMBH, HimeyurHa; 3MiHu | Tuny - 3miHn 3
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n/n

NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

141.

akocTi. CepTudikaT BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. MogaHHsA HoBoOro abo
OHOBJ/IEHOTO cepTudlikarta BignoBigHOCTI abo BUTYUYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickbkiit hapmakonei: ana Adl;
015 BUXIAHOTO MaTepiasy/peareHTy/npoMixXHOro NpoaykKTy, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOI PEYOBUHN
(cepTudhikaT BignoBigHOCTI EBponelickkiii hapmakoner) -
OHOB/EHWI cepTudikar Bif, y>ke 3aTBEPAKEHOT0 BUPOGHUKA -
nogaHHa oHoeneHoro CepTudikaTy BignoBigHOCTI EBponelichKii
hapmakonei R1-CEP 2007-138-Rev 00 (nonepeaHs Bepcis RO-
CEP 2007-138-Rev 03) Bif BXe 3aTBEPKEHOI0 BUPOGHMKA
PHARMAZELL GMBH, HimeuunHa ana A®l inganamig,; 3minm |
Tnny - 3MiHK 3 akocTi. A®Il. CTabinbHicTb. 3miHa nepiogy
NOBTOPHMX BUNPOByBaHb/Nepiofy 36epiraHHa abo ymoB
36epiraHHa A®| (3a BifCYTHOCTI y 3aTBEP)KEHOMY [OCbE
cepTudikaTa BiANoOBiAHOCTI EBponeiickkili hapmakonei, Lo
BK/IHOYA€E Nepios, NOBTOPHOrO BUMNPOBYBaHHS) (Nepios, NOBTOPHOIO
BMNpo6yBaHHs/nepiog 36epiraHHs) - 36iNblUeHHA abo BBEAEHHSA
nepiofly NOBTOpPHOro B1NpobyBaHHsA/nepiogy 36epiraHHs Ha OCHOBI
pesynbTaTiB AOC/iAKEHb Y peaslbHOMY Yaci - 36i/bLUEHHS nepioay
NMOBTOPHMX BMNpOGyBaHb Ana APl iHganamigy Bif BUPOGHMKa
PHARMAZELL GMBH, HimeuyunHa: 3anpornoHoBaHo: 60 micsuis

nocsio4eHHs

IHAAN®

Tabnetky no 2,5 Mr no
10 TabneToKk y
6nicTepi; no 3 abo 6
6nicTepiB y KAPTOHHIl
KopoobUi

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK
3 akocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiANoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab60 BUIYYEHHS
cepTtudikaTa BiANoBiAHOCTI EBponelichbkin hapmakonei: ana Adl;
0151 BUXIQHOTO MaTepiasty/peareHTy/NMpoMiKHOro nNpoAayKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana 4ONOMDKHOT peyYOBUHU
(cepTuddikaT BignoBigHOCTI €Bponeiichbkili hapmakonei) - Hoswit
cepTudikaT Big HOBOro BUPOGHKKa (3aMiHa abo [ONOBHEHHS) -
3amiHa CepTudpikaTy BignosigHOCTI EBponeiickkiin thapmakoneri i3
R1-CEP 2004-300-Rev 04 Big BnpobHnka EDMOND PHARMA
SRL, ITanisa Ha CEP RO-CEP 2012-182-Rev 00 Big BUpo6H1Ka
SUZHOU LIXIN PHARMACEUTICAL CO., LTD., Kutait gns
Aito4oT pevoBuHN iHAanamig, 3anponoHosaHo: 1. QUIMICA
SINTETICA S.A., Icnania 2. SUZHOU LIXIN PHARMACEUTICAL
CO., LTD., Kutaii
3. PHARMAZELL GMBH, HimeuyurHa; 3MiHu | Tuny - 3miHn 3
aKocTi. CepTudpikar signosigHocTi/lE-cepTudpikar signosigHocTi
€Bponelicbkiin hapmakonei/MmoHorpadii. MogaHHsA HoBOro a6o
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI abo BUTYUYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickbkiit hapmakonei: ana Adl;
015 BUXIAHOTO MaTepiasy/peareHTy/npoMixXHOro NpoaykKTy, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOI pEYOBUHN

(cepTudpikaT BignoBigHOCTI EBponelickkiii hapmakoner) -

3a
peyenmom

OHOB/EHWI cepTudpikart Big, y>Ke 3aTBEPAKEHOIO BUPOBHMKA -

UA/4237/02/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
noaaHHs oHoBneHoro CepTtudikaTy BignoBigHOCTI EBponeiichKii
thapmakonei R1-CEP 2007-138-Rev 00 (nonepeaHs Bepcia RO-
CEP 2007-138-Rev 03) Bif BX€ 3aTBEPAXEHOTO BUPOOHUKA
PHARMAZELL GMBH, HimeuunHa gns A®l iHganamia; 3aminm |
My - 3MiHK 3 AKoCTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUMNPOBYyBaHb/nepiogy 36epiraHHa abo ymoB
36epiraHHa A®| (3a BifCYTHOCTI y 3aTBEpXEHOMY [OChE
cepTudikaTa BignoBigHOCTI EBponeiickkili hapmakonei, Lo
BK/IHOYA€E Nepios NOBTOPHOrO BUMNPOGYBaHHS) (Nepiog NOBTOPHOMO
BMNpoGyBaHHs/nepio 36epiraHHs) - 36iNbLIEHHS ab0 BBEAEHHS
nepiogy NOBTOPHOro BMNpobyBaHHsA/Nepiody 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOC/iAKEHb Y peaslbHOMY Yaci - 36i/IbLUEHHST Nepioay
NOBTOPHMX BMNpoGyBaHb Ana A®I iHganamigy Bif BUpOGHMKa
PHARMAZELL GMBH, HimeyunHa: 3anponoHoBaHo: 60 MicsLiB
142. | IHAAN® Kancysv no 2,5 mr no MPO.MEA.LIC Yecbka BMPOGHMLITBO 3a Yecbka BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHW | TURY - 3MiHK 3a UA/4237/01/01
10 kancyn y 6nicTepi; Mpara a.c. Pecny6nika NOBHVM LMK/IOM, Pecny6nika woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
no 3 6nictepu B BMNYCK cepil: BHECEHHS 3MiH A0 po3ainy MKA: MAPKYBAHHA
KapTOHHI KOpOOLj NMPO.MEA.LC MponoHoBaHa pepakuis MAPKYBAHHSA 3rigHo 3aTBEpAKeHOro
Mpara a.c., Yecbka TEKCTY MapKyBaHHs1. OHOB/NIEHHS TEKCTY MapKyBaHHS yNaKkoBKu
Pecny6nika NiKapcbKoro 3aco6y 3 BHECEHHAM iHhopMaLil WoA0 3a3HaYEHHS
MepBUHHE i OAVHULb BUMIpOBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH -
BTOPUHHE NPOTArom 6 MiCALiB Micna 3aTBepPKEHHS
nakysaHHs: CBYC
dPapma a.c., Yecbka
Pecny6nika;
nepBuHHE i
BTOPUHHE
nakyBaHHS:
KOO®APMA c.p.o.,
Yecbka Pecnybnika
143. | IHCTI rpaHynm no 5,6 r B XepbioH MakncTtaH XepbioH MakuctaH MakncTtaH BHECEHHS 3MiH 0 peecTpaLliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/9038/01/01
calle-nakeTi; no 5 aéo MakncTtaH MpaviseT flimiTes, Loao 6esnekn/edeKkTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
no 10 cawe-nakeTiB y MpaiiseT 3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy hapmMmakoHarisgy
KapTOHHI Kopo6Lyi NimiTeq (BBEAEHHSA y3ara/ibHEHVX JaHuX NPo cucTemy hapmakoHarniagy,

3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3AjicHeHHsT hapMakoHarnsay B YkpaiHi, KLU0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOI 0co6u, BiANOBifabHOI 3a 3AiiCHEHHS
hapmakoHarnsgy (Bkao4atoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
hapmakoHarnsg. Aitoya pegakuis: Myxammag Amip Ber.
MponoHoBaHa pepgakuis: [A-p Idhpax XacaH. 3MiHa KOHTaKTHUX
[aHvX YNOBHOB&aXeEHOI 0CO6M 3asBHKa, BifnoBifanbHOT 3a
chapmakoHarnsag. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
YNOBHOBaXEHOT 0c06M 3as1BHUKA, BiAnoBigabHOI 3a
hapmakoHarnsag B Ykpaiti
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
144. | IHTPANIMNIA emynbCis ANns iHdysii dpeseHiyc HimeuunHa ®peseHiyc Kabi ABCTpis BHECEHHS 3MiH 40 peecTpaliiiHMx MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/4307/01/01
20% 20 % no 100 mn a6o Kabi ABCTpisi TM6X , oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
500 mn y chnakoHax [Jonunang AscTpis (Bi3yasibHui OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW /likapcbkoro 3acoby 3
Ne 1 meX KOHTpO/b Ta BHECEHHSM iHchopMaLii LWoA0 3a3HAaYEHHS OAUHULIb BUMIpIOBAHHS
BTOPUHHE y cuctemi Sl
nakyBaHHS; NOBHUI
LMK BUPOBHULITBA)
145. | INAMIA TabneTku, BKPUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/4527/01/01
NNiBKOBOIO "KNIBCbKM BITAMIHHWA wozo 6e3snekn/edpekTMBHOCTI Ta chapmakoHarnsagy (iHwi 3miHn) - peyernmom
060n0HkKot0, No 2,5 Mr BITAMIHHW 3ABO4" OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKU JlikapcbKoro 3acoby 3
no 10 Tabnetok y 3ABO4" BHECEHHSM iHdhopMaLii LLOA0 3a3HAYEHHS OAMHULb BUMIpHOBaHHS
6nicTepi; no 3 y cucTemi Sl. BHeceHHs 3MiH fo po3giny “MapkyBaHHsa" MKA 13:
6nictepy B navu,i 3anponoHoBaHo: MapkyBaHHA 3riiHO 3aTBep)KEHOMY TEKCTY
MapKyBaHHs. BBeeHHS 3MiH NpoTAroM 6-x MicsLiB nicns
3aTBEPIKEHHS
146. | IPBETAH Tabnetku no 300 wmr; AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHMXx MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/6820/01/01
no 10 TabneTtok y "KMIBCbKW BITAMIHHWIA oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenmom
6nictepi; no 2 BITAMIHHW 3ABOL" BHECEHHS 3MiH 40 po34iny «MapkyBaHHsi» MKHA /13:
6nicTepy B navwi 3ABO" 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEHOMY TeKCTy
MapKyBaHHsA. OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMauil WoA0 3a3HAYEHHS
OAVHWLb BUMIpIOBaHHA Y cucteMi Sl. BBeeHHs1 3MiH nNpoTarom 6-
TH MicsLiB nicns 3aTBepipkKeHHs
147. | IPBETAH-H Tabnetkn, 150 mr/12,5 AT YkpaiHa AT "K/NIBCbKUW YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHMxX MaTepiasiiB: 3MiHK | TURy - 3MiHK 3a UA/13715/01/01
Mmr no 10 TabneTok y "KNIBCbKM BITAMIHHW oo 6esnekun/edpekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) - peyenmom
6nicTepi; no 3 BITAMIHHWIA 3ABOL" BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA N3:
6nicTepy B navy,j 3ABO4" 3anponoHoBaHo: MapkyBaHHS 3rigHO 3aTBEPXEHOMY TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA ynakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM iHthopMaLii LLOA0 3a3HaYeHHS
OfMHULIb BUMIPIOBaHHSA y cuctemi Sl. BBeieHHA 3MiH NpoTArom 6-
TW MiCALIB Nic/a 3aTBepIKEHHS
148. | IPBETAH-H Tabnetkn no 300 AT YkpaiHa AT "KMIBCBbKUI YkpaiHa BHECEHHS 3MiH 0 peecTpalinHux MmaTepiasis: 3MiHK | TURYy - 3MiHW 3a UA/13715/01/02
Mr/12.5 mr no 10 "KUIBCbKW BITAMIHHWIA woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
Tabnetok y 6nictepi; BITAMIHHW 3ABO4" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
no 3 6nictepun B naui 3ABOL" 3anponoHOBaHO: MapkKyBaHHs 3rigHO 3aTBEPLKEHOMY TEKCTY
MapkKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLil WoA0 3a3HAYEHHS
OAVHWLb BMMIpOBaHHA Y cuctemi Sl. BBegeHHS 3MiH npoTarom 6-
TV MicALiB nicns 3aTBepKeHHS
149. | nopg nnacTuHkn abo AT "dapmak” YkpaiHa CKM C.A. Yuni BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - - UA/15495/01/01

rpaHybOBaHi
Kpuctanu (cybcTaHuis)
y MilKax noAagiliHmx
nonieTuIeHoBNX Ans

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
HaliMeHyBaHHS Ta afpecy 3asiBHVKa; 3MiHW | Tuny - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta ddapmakoHarnsagy (iHwi 3miHu) -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
thapmaueBTUYHOro BHeceHHs 3MiH Ao po3giny MapkyBaHHs MKA Adl
3aCTOCyBaHHSA
150. | KANbUIN -A3 | TabneTtky XyBasibHi N0 Takepa ABCTpis Takepa AC Hopseris BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 6e3 UA/3541/01/01
HIKOMEZ 3 20 a6o no 50, a6o no ABcTpif F'M6X woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peuyenma
AMNENIbCUHO | 100 TabneToky BHECEHHS 3MiH 40 po3ainy “MapkyBaHHA" MKA /13"
BM pnakoHi; no 1 3anponoHoBaHo: TeKCT MapKyBaHHS (3rigHO 3aTBEPLKEHOTO
CMAKOM h/1aKoHy B KapTOHHIiA TeKCTy MapKyBaHHS). OHOBJ/IEHHA TEKCTY MapKyBaHHS YNaKkoBKu
KopooLi NiKapcbKoro 3aco6y 3 BHECEHHAM iHhopMaLil WoA0 3a3HaYEHHS
OAVHWLb BMMIpOBaHHS Y cuctemi Sl. BBegeHHA 3MiH npoTsarom 6-
TV MiCALB Nic/A 3aTBEPIKEHHS
151. | KAHAIA-B6 TabneTku BariHasIbHi FnexHmapk IHAjisA FneHmapk IHAisa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 6es UA/9968/01/01
no 100 mr no 6 dapmacboTuK dapmacbloTukans AZMiHICTpaTVBHI 3MiHW. BriydeHHs1 BUPOGHUYOT AiNbHALI peyenma
TabneTok y cTpuni; no ans Jirg,. nra. (BkNtOUaKUM AinbHUL ans AdDl, NPoMiXXHOTO NpoaykTy abo
1 cTtpuny pasom 3 roTOBOrO JliKapCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS
annikatopom y nakyBaHHs1, BUPOOHKKa, BignoBigaibHOrO 3a BUMYCK Cepiid, Micue
KapTOHHI ynakoBLi NpOBe/EHHSI KOHTPO/O cepii) abo nocTavasibHMKa BUXIGHOTO
marepiany, peareHTy abo JONOMIKHOT peHOBUHM (SKLLLO 3a3HAaYeHO
Y AOCbE). BunyyeHHs1 OfHi€i 3 BUPOOHMUMX AifIbHUL BUPOOHMKA
roToBOro nikapcbkoro 3acoby MeHmapk ®apmacbioTukans J1T4,.,
IHais (Ceno KiwaHnypa, bapgi-Hanarapx Poyg, Texcin baagi, p-H
ConahH, (X.MN.) 173 205, IHgis). BBegeHHs 3MiH NpoTsArom 6-tu
MicSLB MicNs 3aTBEPAKEHHS.
152. | KANEUWBEK | Tabnetku, BKpUTI Akkopa Benuka Brpo6HMLUTBO IHpis/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY - 3MiHK 3a UA/14799/01/01
C 150 nniBKOBOO Xenckea BpuTaHis roToBOro Benuka 3 AKocTi. FoTOBWIA Nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa peyenmom
060/10HKO10, N0 150 Mr NimiTeq niKkapcbkoro 3acooy, BpuTanis/ ab0 BBeAEHHA A0AATKOBOI [i/IbHULL BUPOGHMLTBA A/1S1 YACTUHM
no 10 TabneTok y nepBuHHE IcnaHisi/ ab0 BCbOro BUPOOGHMYOro NpoLecy rotoBOro MAikapCcbKoro 3acoby
6nicTepi; no 3, 6 abo nakyBaHHs1, ITanis (BinbHULA A8 BTOPMHHOIO NakyBaHHSA) - 3MiHa AiNbHUL ANns
12 6nicTtepiB y BTOPUHHE BTOPUHHOTO NakyBaHHsA. 3MiHK | Tuny - 3MiHW 3 AKOCTIi. FOTOBMIA
KapTOHHI Kopobuj nakyBaHHs, nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3aMiHa abo BBEEHHS
KOHTPO/Ib SKOCTI [04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTMHM abo BCbOro
cepii: BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby (AinbHuUUA
IHTac A5 NEPBUHHOIO NakKyBaHHS) - 3MiHa AiNbHULj 415 NEPBUHHOMO

dapmacbloTikans
Nimitep, HAis;
Brpo6HMLUTBO
roToBOro
niKkapcbkoro 3acoby,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/Ib SKOCTI
cepil
(anbTepHaTUBHWIA
BUPOGHUK):
IHTac
dapmacbioTikans
Niviten, HAjs;

nakyBaHHs1. 3MiHu | TUny - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKUiA
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepii Ta KOHTPO/IH0 SKOCTi FOTOBOr0
nikapcbKoro 3acoby (3amiHa abo AoAaBaHHA Ai/TbHUL, Ha SKi
3[iICHIETLCA KOHTPO/IL/BUNPOBYBaHHSA cepiil) — foAaHO
BUPOGHWKA, SKWIA 34iACHIOE KOHTPO/b AKOCTI cepii ALS
Laboratories (UK) Limited, Benvka Bputanis.3miHn | Tuny - 3miHu
3 AKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPO/IO
AKOCTI FOTOBOrO NiKaPCbKOro 3acoby (3amiHa abo foAaBaHHSA
[iNbHUL, Ha AKil 34iACHIOETLCS KOHTPONL/BUMNPOGYBaHHS cepii) —
[ofaHo BUPOBHYKa, SKuiA 3AiACHIOE KOHTPOSIb AKOCTI cepii ALS
Laboratories (UK) Limited, Benvka Bputanis.
3MmiHu | TUNYy - 3MiHK 3 SKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, LLI0 CTOCYHTLCA BUMYCKY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
MepBuHHE Ta

BTOPVHHE
naxkyBaHHs:
AKKopf Xesnckea
NimiTen, Benvka
BpuTaHis;
BTOPVIHHE
nakyBaHHs:
A4l Canni Yelin,
ITania CMNA, ITanis;
KOHTPO/b AKOCTI
cepii:
AcTpoH Pe3bopuy
NimiTen, Benvka
BpuTaHis;
KOHTPO/b AKOCTI
cepii:

AJIC NNabopatopic
(FOKen) NMimiTes,
Benvka BputaHis;
KOHTPO/Ib SKOCTI
cepii:
Nabopatopi
®yHpacio JAY,
IcnaHis;
BignosiganbHuii 3a
BUMYCK Cepii:
AKKopf Xesnckea
NimiTen, Benvka
BpuTtaHis

cepii Ta KOHTPOJIO SIKOCTi FOTOBOTO Jlikapcbkoro 3acoby (3amiHa
ab0 gofaBaHHA AiNbHUL, Ha K 34JiACHI0ETbCS
KOHTPO/b/BUNPOBYBaHHA cepil) - 40AaHO BUPOBHWKaA, KW
3[iiCHI0E KOHTPO/b AKOCTI cepii Laboratori Fundacio Dau, Icnanis.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHa po3mipy cepii (BKIuYatoumn gianasoH po3Mipy
cepii) roToBOro Nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - 3MiHa PO3Mipy cepii
(3aTtBepmxeHo: 120 000 Tabnetok; 840 000 TabneTok;
3anponoHoBaHo: 120 000 TabneTok; 840 000 Tabnetok; 500 000
Tabnetok; 2 000 000 Ta6netok). 3MiHu | TUMy - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTugikaTa BignoBigHOCTI ab60 BUTYYEHHS
cepTtudikaTa BiANOBIAHOCTI EBponelichbkin hapmakonei: ana Adl;
ONA BUXIAHOrO MaTepiasty/peareHTy/MpOMiXXHOIO NPOAyKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; A51a ONOMDKHOT peYOBUHU
(cepTuchikaT BignoBigHOCTI €Bponeiickki hapmakonel) -
OHOBReHWit cepTuddikaT Bif y)Xe 3aTBepAKeHOr0 BUPOOHUKA.
MopaHo oHoBNeHWIA cepTudpikat BignosigHocTi €E® No. RO-CEP
2013-309-Rev 03 Ha 3amiHy 3aTBEpAKEHOr0 cepTudikaTy (RO-
CEP 2013-309-Rev 02) gns gito4oi pevoBrHM KaneunTtabiHy Big,
3aTBepxeHoro Bupo6Huka Acebright (India) Pharma Private
limited, IHgis.
3MiHn | TUny - 3MiHm 3 akocTi. CepTudikaT BignosigHocTI/l E-
cepTudikaT BigNoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeichkiii
thapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHNLTBI ADI; 45151 JONOMDKHOT peY0BUHM
(cepTudhikaT BignoBigHOCTI EBponelickkiii thapmakonel) -
OHoBeHNA cepTUddikaT Bif Y)Xe 3aTBEPKEHOr0 BUPOOHNMKA.
noAaHo OHOB/EHUIA cepTudikat BignosigHocTi E® No. RO-CEP
2013-309-Rev 04 Ha 3aMiHy 3aTBepKeHoro ceptudikaty (RO-
CEP 2013-309-Rev 03) ans gito4oi pevoBrHY KaneunTtabiny Big,
3aTBepmxeHoro BupobHuka Acebright (India) Pharma Private
limited, IHAja (C 3a3HAaYEHHSIM BUPOGHMKA NPOMDKHOI NPOAYKLT:
Guangan Kingday Pharma & Chem Co., Ltd., P.R., China).
3MiHn | TUny - 3MiHm 3 akocTi. CepTudikaT BignosigHocTi/l E-
cepTudikaT BignoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
hapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHNLTBI ADI; 4515 AONOMDKHOT peY0oBUHU
(cepTudhikaT BignoBigHOCTI EBponelickkiii hapmakonel) -
OHoBREeHW cepTuddikaT Bif y)xe 3aTBepAXEHOr0 BUPOOHUKA.

[NogaHo oHoBNEHUI cepTudikaT BignoigHocTi E® No. RO-CEP
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
2014-332-Rev 01 Ha 3amiHy 3aTBEpmxeHoro ceptudikaty (RO-
CEP 2014-332-Rev 00) 4ns faito4oi peqyoBuHN kaneuntabiHy Bif
3aTBEpKEeHOro BMpo6Huka Shilpa Medicare Limited, IHgis.
153. | KAPBENIC Kpanni opasbHi, MPOPAPMA ManbTa [Op. M'yctaB KnsiiH HimeuyunHa BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/13314/01/01
po3unH no 30 M, no IHTEepHELUHN 'm6X & Ko. KI wopao 6esnekun/edpekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) - peuenma
50 mn, no 100 mny TpengnHr OHOBJIEHHS TEKCTY MapKyBaHHS1 yNakoBKM JTiKapCbKOro 3acoby 3
hN1aKoHi, Nimiteq BHECEHHSAM iHdhopMaLii WoA0 3a3Ha4YeHHS OAVHULb BUMIPHOBaHHSA
3aKynopeHomy y cuctemi Sl. BHeceHHst 3MiH 8o p. MapkyBaHHss MKA N13:
npo6Koto- 3anponoHoBaHo: BianoBiAHO 40 3aTBEPAKEHOIO TEKCTY
KpanesibHuUeto; no 1 MapKyBaHHs. TepMiH BBEEHHS 3MiH- NPOTArom 6 MicsuiB nicns
dhnakoHy B KapTOHHIl 3aTBEPAXKEHHS
nauui
154. | KAPAOMAH- TabneTkn, BKPUTI CaHoBesb TypeyunHa CaHoBensb Ins4 TypeyunHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 3a UA/14714/01/01
CAHOBE/1b NNiBKOBOIO Inay CaHai Be CaHai Be Tugpxapet Lono 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
06010HKO0, No 80 Mr; Tupxapet AL, BHECEHHS 3MiH [0 po3giny “MapkyBaHHs" MKA N3:
no 14 TabneTtok y A.LL. 3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEPAKEHOro TEKCTY
6nicTepi; no 2 abo 7 MapKyBaHHS. 3MiHW BHECEHi B TEKCT MapKyBaHHS yNakoBKM
6nicTepis y kopobu, 3 NiKapCbKoro 3acoby LWoA0 3a3HaYeHHA MDKHAPOAHMX NO3HAYEHb
KapTOHY OZIMHULIb BUMIPIOBAHHS
155. | KAPAOIMAH- TabneTku, BKPUTI CaHoBesnb TypeyunHa CaHoBenb 1ns4 TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiHMx MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/14714/01/02
CAHOBE/b NNiBKOBOIO Insy CaHai Be CaHai Be Tugpxapet wopao 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
o6onoHkoto, 160 wmr; Tugpxapet AL, BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N3:
no 14 tabneTtok y A.LL. 3anponoHoBaHo: MapkyBaHHS. 3riHO 3aTBEPAXEHOro TEKCTY
6nicTepi; no 2 abo 7 MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHS yNnakoBKu
6nicTepiB y kopobu, 3 nNiKapcbKoro 3acoby WoA0 3a3HaYeHHs MDKHAapOAHMX NO3HAYEHb
KapTOHY OVHWLb BUMIPIOBAHHS
156. | KAPAOIMAH- TabneTku, BKpUTI CaHoBenb TypeyunHa CaHoBenb Ins4 TypeyunHa BHECEHHS 3MiH 0 peecTpalinHux MmaTepiasis: 3MiHW | TURYy - 3MiHW 3a UA/14714/01/03
CAHOBE/b NniBKOBOO Insu CaHai Be CaHai Be Tumxapet oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
060/10HKO0, No 320 Tupxkapet A.LL. BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
mr; no 14 TabneTok y A.LL. 3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEPAKEHOrO TEKCTY
6nicTepi; no 2 MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHS yNakoBKu
6nictepu y Kopobui 3 NiKapcbKoro 3acoby LWoA0 3a3HaYeHHs MiXXHAPOAHMX NO3HAYEeHb
KapTOHY OAVHULIb BUMIpIOBAHHSA
157. | KETAHOB TabneTku, BKpUTI KK Tepanis AT | PymyHis KK Tepanis AT PymyHis BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/2596/01/01
060/10HKO10, M0 10 Mmr, wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
no 10 TabneTok y OHOBJIEHHS TEKCTY MapKyBaHHS1 YNakoBKM JTiKapCbKOro 3acoby 3
6nicTepi; no 1, 2, abo BHECEHHSAM iHdhopMaLii WoA0 3a3Ha4YeHHS OAVHULb BUMIPIOBaHHSA
10 6nicTepiB y y cuctemi Sl. BHeceHHS 3MiH [0 po3ainy «TekCT MapKyBaHHs»
KapPTOHHI ynakoBLii MK#A N3, a came 3aTBepAXeHOo «[JofaeTbCsa» Ta 3arnpornoHOBaHO
«3rifHO 3aTBEPAKEHOTO TEKCTY MapKyBaHHS».
TepMiH BBEAEHHS 3MiH: NPOTAroM 6-T1 MicsLB nicns
3aTBEPIKEHHS
158. | KETWIENT® TabneTkn, BKPUTI 3AT YropumHa 3AT YropumHa BHECEHHS 3MiH 10 peECTPaLiiHNX MaTepianiB: 3MiHM | TUNY - 3MiHK 3a UA/8157/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
nniBKOBOO dapmaueBTny dapmaleBTUYHNI oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
060/10HKO0, N0 25 Mr HWA 3aBOf, 3aBog ElC BHECEHHS 3MiH 0 p. MapkyBaHHA MKA N3:
no 30 a6o 60 Erc 3anponoHoBaHo: MapkmMpoBka. B cooTBeTCTBUY C YTBEPXAEHHLIM
TabneToK y d1akoHi; TEKCTOM MapKMpoBk1. BBefEeHHA [04ATKOBOrO TEKCTY MapKyBaHHS
no 1 dpnakoHy y ynakoBKW NikapcbKoro 3acoby i3 3a3HavyeHHAM MKHapOAHUX
KapTOHHI ynakoBL; no3HayYeHb OAMHWLbL BUMIpIOBaHHSA. BBeAeHHS 3MiH npoTsaroM 6-Tu
no 10 TabneTtok y MiCALIB MicNA 3aTBEPKEHHS
6nictepi, no 3 abo 6
6nicTepiB y KAPTOHHIN
ynakoBLj
159. | KETUWIENT® TabneTku, BKPUTI 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUNY - 3MiHK 3a UA/8157/01/02
NNiBKOBOIO PapmaueBTny dapmayeBTUYHWI oo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsagy (iHwi 3miHn) - peyernmom
060n0Hkot0, No 100 Mr HW1 3aBOS, 3aBog ErIC BHECeHHS 3MiH 0 p. MapkyBaHHA MKA N13:
no 30 a6o 60 ETIC 3anponoHoBaHo: MapkmpoBka. B cOOTBETCTBMM C YTBEPXAEHHBLIM
TabneTok y hnakoHi; TEKCTOM MapKMpoBKW. BBefeHHs [,04aTKOBOrO TEKCTY MapKyBaHHS
no 1 conakony y yNaKoBKM NiKapCbKOro 3acoby i3 3a3Ha4eHHsIM MiXHapPOLHUX
KapTOHHI ynakoBLy; no3HavyeHb OAVHWLb BUMIPIOBaHHS. BBeeHHSA 3MiH NpoTArom 6-Tu
no 10 TabneTtok y MiCALIB MiCNA 3aTBEPKEHHS
6nicTepi, no 3 abo 6
6nicTepiB y KAPTOHHiIl
ynakoBLi
160. | KETUWIENT® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 0 peecTpaLliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/8157/01/03
NNiBKOBOIO PapmaueBTuy dapmaLleBTNYHNIA woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHu) - peyenmom
060/10HKO10, M0 200 Mr HWIA 3aBOA, 3aBog ElC BHECEHHS 3MiH 40 p. MapkyBaHHA MKA N3:
no 30 a6o 60 ETIC 3anponoHoBaHo: MapkmpoBka. B COOTBETCTBUM C YTBEPXAEHHBLIM
TabneTok y hnakoHi; TEKCTOM MapKUpoBKW. BBefeHHs [,04aTKOBOTO TEKCTY MapKyBaHHS
no 1 dpyiakoHy y YNaKoBKM NiKapCbKOro 3acoby i3 3a3Ha4YeHHSAM MiXXHAPOAHMX
KapTOHHI ynakoBLy; no3HayeHb OAVHWLb BUMIPIOBaHHS. BBeeHHA 3MiH NpoTArom 6-Tu
no 10 TabneTtok y MiCALIB MiCNA 3aTBEPKEHHSA
6nictepi, no 3 abo 6
6nicTepiB y KAPTOHHIN
ynakoBLi
161. | KONAPEKC NOPOLLOK A5 nakcoCmiTKn Benuka CMmIiTKNsiiH Bivem Icnanis BHECEHHS 3MiH 0 peecTpaliinHux MaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/13674/01/01
MEHTON OPa/IbHOIO PO34MHY NO ARH BpuTaHis C.A. 3 AkocTi. CepTudpikat BignosigHocTi/I E-cepTudikar BignosigHocCTi peuenma
AKTVB 10 nakeTuKiB 3 KoHcblomep €Bponeiicbkiit hapmakonei/MmoHorpadii. MogaHHsA HoBoro abo
NOpPOLLKOM B Xenckep (FOK) OHOBJ/IEHOTO cepTudlikaTa BifnoBigHOCTI a60 BUTyYEHHS
KapTOHHI Kopo6Lyi TpengiHr cepTtudikaTa BignoBiaHOCTI €Bponelickbkiin hapmakonei: ana Adl;
Nimiteq ONa BUXIAHOro MaTepiasy/peareHTy/NpoMiKHOIo NPoAykKTy, L0
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; 4515 JONOMDKHOT peY0BUHN
(cepTudpikaT BignoBigHOCTI €Bponelickkiii hapmakonerl) -
OHoBNEHWIA cepTUdikaT Bif, yXe 3aTBep)KeHOro BUpo6HUKa -
[MoaaHHA OHOB/IEHOTO cepTUdikaTy BiANOBIAHOCTI EBPONENCHKOI
hapmakonei gna deHinedpuny rigpoxnopugy R1-CEP 2003-179-
Rev 03 (nonepeaHs Bepcia R1-CEP 2003-179-Rev 02) Big Bxe
3aTBepmkeHoro BupobHuka Malladi Drugs & Pharmaceuticals
Limited UNIT3
162. | KOMBINPUN- | Ttabnetku no 5 mr/10 AT YkpaiHa AT "KMIBCBKUI YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX MaTepiasis: 3MiHu | TURy - 3MiHK 3a UA/11887/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

KB

Mr, no 10 TabneTok y
6nictepi, no 3
6nicTepy B nayw,

"KUTBCBKIV
BITAMIHHU
3ABOS"

BITAMIHH1N
3ABO4"

Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miH) -
BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
3anponoHoBaHo: MapkyBaHHS 3rifHO 3aTBEPA)KEHOMY TEKCTY
MapkKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHA yNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii WoA0 3a3HAYEHHS
OAVHWLb BMMIpOBaHHA Y cuctemi Sl. BBegeHHS 3MiH npoTarom 6-
TV MicALiB Nic/1s 3aTBepAKEHHSI

peuyerimom

163.

KPYLUNHU
KOPA

kopa no 50 r a6o no
100 r y nauui 3
BHYTPILLHIM NakeTom;
no 1,5ry ginbtp-
naketi; no 20 ginbTp-
nakeTiB y navui

MpAT
PapmaneBTny
Ha chabpuka
"Biona"

YKpaiHa

MpAT

PapmaneBTUYHa
habpvka "Biona"

YKpaiHa

BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK
3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOro
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[0ONYyCTUMMX MEX FOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHu) -
BHECeHHs 3MiH 40 Cneuudikalii/MeToaiB KOHTPOO AKOCTI
nikapcbKoro 3acoby 3a NOKasHWKOM «Y1C0Bi NOKa3HUKU», a came
nNpuBeLEeHHN y BIAMNOBIAHICTb A0 BUMOT MOHorpadii Y
«KpyLwmHu kopa»N; 3MiHW | Tuny - 3mMiHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapcbKoro 3acoby. 3miHa y
MeToAax BUNpPoOyBaHHSA rOTOBOrO JliKapCbKOro 3aco6y (iHLWi 3mMiHM
y MeToAax BunpobyBaHb (BKIoUYakoun 3amiHy abo AOMNOBHEHHS)) -
BHECEHHS 3MiH 0 MeToziB KOHTPOJIO AKOCTI NiKapCbKoro 3acoby
3a M. «4NCNOBI NOKa3HWKN», @ came BUTyYEHHS NOCUIaHb Ha
thapmakoneto (4P CPCP Xl BugaHHs); A04AETLCA foKNagHa
MeTOAVKa BU3HAYEeHHS CTyneHs NoApibHeHHS YacTok npenaparty;
3MiHu | TUny - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
rOTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHs
roTOBOrO JlikapcbKoro 3acoby (4718 NpuBeAeHHs Y BiANOBIAHICTb 3
LdY abo €Bponelicbkolo dapMakoneerd Ta BUTYUYEHHS NOCUIaHHS
Ha 3acTapinuii BHYTPILLHIA MeToA BUNPObyBaHHS i ioro Homep) -
BHeCeHHS 3MiH o Cneuudikauii/MeToAiB KOHTPOSIHO AKOCTI
niKapcbKoro 3acoby 3a nokasHnkamu «MikpobionoriyHa ymcToTa,
«Yucnosi NokasHMku», a came 3amiHa nocuniaHb 3 4dY 1.0 Ha
«pitody pegakuito» APY; 3MmiHn | Trny - 3MiHK Woa0
6e3nekn/ecdheKTUBHOCTI Ta hapMakoHarnagy (iHLwi 3MiHK) - 3amiHa
rpachiyHoro ohopMIEHHS NEPBUNHHOI Ta BTOPMHHOI YNakoBOK Ha
TEeKCT MapKyBaHHS YNakoBOK 3 BiANOBIAHUMW 3MiHAMW [0 PO34iniB
MKSA N3 (po3gin «IpadivyHe ohopMIeHHs» 3amMiHEHO PO3[i/IoM
«MapKyBaHHs»( 3rifHO 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS)).
OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby i3
3a3HauYeHHAM MiXXHAPOAHMX NO3HAYEeHb OAMHULLL BUMIPIOBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS

6e3
peyenma

UA/2128/01/01

164.

KCAJIKOPI

kancynu no 200 mr; no
10 kancyn y 6nicTepi;
no 1 a6ono 6
6nicTepiB y KAPTOHHIN
KopobLi 3
MapKyBaHHAM
YKpPaiHCLKOH MOBOIO;
no 10 kancyn y
6nicTepi; no 1 abo no

Mdpaiizep Eitu.
Ci. ni.
KopnopewH

CWA

Mcpaiizep

MeHtohekuypuHr
[oiiuneng M6 X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHn
3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
TepMiHax npugaTHOCTI abo yMoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (3MiHa y 3aTBepKEHOMY NPOTOKO
CTabiNbHOCTi). OHOB/EHHS NPOTOKO/TY AOCIMKEHHS CTabiNIbHOCTI
NPOBOAMTLCA O4HOYACHO 3i 3MIHOK TePMiHY MPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby. BHeCeHHs 3MiHU He Ma€ HeraTyBHOrO BMN/IUBY
Ha SKiCTb, 6e3neky Ta e(PeKTUBHICTb NikapcbKoro 3acoby. 3MiHu |
TMNY - 3MiHK 3 AKOCTI. FOTOBWIA SlikapCbkunii 3aci6. CTabiNbHICTD.

3a
peyenmom

UA/14081/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
6 6nicTepiB y 3miHa y TepMmiHax npugaTtHocTi abo ymoBax 36epiraHHs roToBOro
KapTOHHiI kopobLj 3 niKapcbKoro 3acoby (36iNbLUeHHs TepMiHY NPUAATHOCTI FOTOBOro
MapKyBaHHAM nikapcbkoro 3acoby) - [1na Toproeoi ynakoBku (MiATBEPOKYETLCA
aHrnincbko abo [OaHVIMU peanbHOro vacy) - 36ifbLUEeHHS TEPMiHY NPUAATHOCTI
IHLLIOIO IHO3EMHOI rOTOBOIO JIiKAPCbKOro 3acoby Ha OCHOBI NO3UTUBHUX pe3y/bTaTiB
MOBOIO 3i CTUKEPOM [0BrOCTPOKOBMX AOCAIKEHb CTabiNbHOCTI y peasibHOMY Yaci:
YKPaiHCbKOK MOBOIO 3atBepakeHo: TepMiH NpuaaTHOCTI 3 poku. 3anponoHoBaHo:
TepMiH NpugatHocTi 4 poku
3MiHM BHECEHO B IHCTPYKLiIO A1 MEANYHOTO 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3ain "TepmiH npugatHocTi". BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPKEHHS.
165. | KCAJTIKOPI kancynm no 250 mr; no | MNdhaiizep Eiu. CLA Mdparizep HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/14081/01/02
10 kancyn y 6nicTepi; Ci. Ni. MeHtodek4ypuHr 3 aKocTi. FoToBwMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y peyenmom
no 1 a6o no 6 KopnopeiiLwH Loiunena MmeX TepMiHax npugaTHOCTi abo ymoBax 36epiraHHs rOTOBOro
6nicTepiB y KAPTOHHIN nikapcbKoro 3acoby (3MiHa y 3aTBep)KeHOMY NPOTOKOI
Kopoo6ui 3 cTabinbHOCTi). OHOB/IEHHSI MPOTOKOJTY AOCIMKEHHS CTabiNbHOCTI
MapKyBaHHAM NPOBOANTLCA OAHOYACHO 3i 3MIHOK TepPMiHY NPMAATHOCTI FOTOBOrO
YKPaiHCLKOK MOBOIO; nikapcbKoro 3aco6y. BHeCeHHs 3MiHU He Ma€e HeraTMBHOrO BM/IUBY
no 10 kancyn y Ha SKiCTb, 6e3neKy Ta e(PeKTMBHICTb NikapcbKoro 3acoby. 3MiHu |
6nictepi; no 1 abo no TMny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
6 6nicTepiB y 3MiHa y TepMiHax NpugaTHoOCTi abo ymoBax 36epiraHHsi roTOBOro
KapTOHHiI kopobui 3 nikapcbKoro 3acoby (36i/bLIeHHs TepMiHY NpuAAaTHOCTI FTOTOBOro
MapKyBaHHSIM nikapcbKoro 3acoby) - [1na Toproeoi ynakoBku (MiATBEPOXKYETLCA
aHrnincbko abo AaHVIMU peanbHOro vacy) - 36ibLLEHHA TePMiHY NPUAATHOCTI
IHLLIOIO iIHO3EMHOI0 rOTOBOrO J1iKapCbKOro 3acoby Ha OCHOBI MO3UTMBHUX pe3ynbTaTiB
MOBOHO 3i CTUKEPOM [LOBrOCTPOKOBUX AOCNIMKEHb CTabiNIbHOCTI y peanibHOMY Yaci:
YKPaiHCLKO0 MOBOH 3arBepmkeHo: TepMiH NpuaaTHoCTi 3 poku. 3anponoHOBAaHO:
TepMiH NpuaaTHocCTi 4 poku
3MiHM BHECEHO B iHCTPYKLiIO AN MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "TepmiH npugatHocTi". BBeAeHHA
3MiH MPOTAroM 6-TV MicALIB NICNSA 3aTBEPMKEHHS.
166. | NTAMOTPUH Tabnetky no 100 mr TOB "ACIHO YKpaiHa TOB "®apma Ctapt” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiiB: yTOUHEHHS B 3a UA/2112/01/02
100 no 10 TabneTok y YKPAIHA" Hakasi MO3 Ykpainu Ne 1789 Big 04.08.2020 peectpauiiHor peyenmom
6nicTepi; no 1, 3 abo 6 npoueaypu (4oAaBaHHS TEPMiHY BBEAEHHS 3MiH) - 3MiHW | Tuny -
6nicTepis y nauuj 3 3MiHu Woao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
KapTOHY 3MiHW) - OHOB/EHHS TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro
3aco0by 3 BHeCeHHsIM iHdhopmaLlii LLoA0 3a3HaYeHHS OANHULb
BUMIptOBaHHA y cuctemi Sl. BBeieHHA 3MiH NPOTArom 6-x
MicsiILiB Micnsi 3aTBEPAKEHHS.
167. | NAMOTPUH TabneTtky no 25 mr no TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHuX MaTepiasliB: yTOUHEHHS B 3a UA/2112/01/03
25 10 TabneTok y YKPATHA" Hakasi MO3 YkpaiHu Ne 1789 Big 04.08.2020 peecTpauiiiHol peyenmom
6nicTepi; no 1, 3 abo 6 npoueaypm (ZoAaBaHHsA TEPMiHY BBEAEHHS 3MiH) - 3MiHu | Tuny -
6nicTepiB y nauuj 3 3MiHY Woao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi
KapTOHY 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHSA YNakoBKU MiKapCbKOro
3ac06y 3 BHECEHHAM iHhopMmaL,ii WoA0 3a3HaYeHHs OAUHULb
BUMIpPIOBaHHSA y cuctemMi Sl. BBeAe€HHA 3MiH NPOTArom 6-x
MicsiLliB Nicns 3aTBepAKEHHS.
168. | NTAMOTPUH Tabnetky no 50 mr no TOB "ACIHO YKpaiHa TOB "®apma Ctapt” YKpaiHa BHECEHHS 3MiH 40 PeeCTpaLiiHNX MaTepiasiiB: YTOUHEHHS B 3a UA/2112/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
50 10 TabneTok y YKPAIHA" Hakasi MO3 YkpaiHu Ne 1789 Big 04.08.2020 peecTpauiiiHol peyenmom
6nictepi; no 1, 3 abo 6 npoueaypu (4oAaBaHHS TEPMiHY BBEAEHHS 3MiH) - 3MiHM | Tuny -
6nicTepis y nauuj 3 3MmiHu Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
KapTOHY 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro
3aco0by 3 BHECEHHSIM iH(hopMaLiT LWoA0 3a3HAYEHHS OAMHULb
BMMIptOBaHHA y cuctemi Sl. BBeieHHA 3MiH NPOTArom 6-x
MicsILiB Micnsi 3aTBePAKEHHS.
169. | MEAOLUMUMNPU | Tabnetku, BKPUTI Megokemi Kinp Mepgokemi NTA Kinp BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/6922/01/01
H NNiBKOBOIO nTa (3aBog AZ) wozo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y peyernmom
o6onoHkoto, no 500 KOPOTKIll XapaKTepuCTu1Li NikapCbKoro 3acoby, TEKCTI MapKyBaHHS
mr; no 10 TabneTok y Ta IHCTPYKLiT A8 MeANYHOro 3acTOCyBaHHSA Ha niacTasi perynspHo
6nictepi; no 1 OHOBJOBAHOrO 3BIiTY 3 6e3NeKkn Aikapcbkoro 3acoby, abo
6nicTepy B KapTOHHIi JocnimkeHb 3 6e3nekn 3aCToCyBaHHS Nikapcbkoro 3acoby B
KopooLi nicnsipeecTpauiiHuii nepiog, abo sik pe3ynbTaT OLiHKM 3BiTY 3
AOcnigpKeHb, NpoBeAeHVX BIANOBIAHO A0 NiaHy negiaTpuyHnx
pocnigpxeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHI [0 iHCTPYKUii ANns
MeANYHOro 3aCToCyBaHHSA NiKapcbKoro 3acoby y po3ain “MobivHi
peakujii" BiANOBIAHO 4O OHOBMEHOI iHGhopMaL,i 3 6e3nekun aitoyol
peyoBunHW. BBeAEHHS 3MiH NPOTAroM 3-X MicsiLiB micns
3aTBEPAKEHHS
170. | MEPOIMNEHEM | nopoLuoK A/1s PpO34nHY MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a UA/17669/01/02
Ans i1 ekuijii no 1000 akuioHepHe akuioHepHe AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peyenmom
mr; 1 a6o 10, a6o 50 TOBapucTBO TOBapuCTBO MicList MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa rotoBoro
(p1aKOHIB 3 NOPOLLKOM "Jlekxim- "JlekxiM-Xapkis" nikapcbKoro 3acoby, BKIKYAKUN AiNbHUL BUNYCKY cepii abo MicLe
Y KapTOHHIiA nayui Xapkis" YkpaiHa, 61115, NPOBefEHHS KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy Bignosifae
(BMPOGHMLTBO 3 BUPOGHMK/IMMOPTEP, HE BK/IOUAKYM BUMYCK Cepiit). 3MiHa
npogykuii in bulk HalilMeHyBaHHS BMPO6HUKa npoaykuii in bulk 3 Facta Farmaceutici
hipMmn-BUPOGHMKa S.p.A., ltaly Ha ACS DOBFAR S.p.A., Italy. BBefeHHs 3MiH
ENCiEc LJOB®AP NPOTArom 3-X MicALiB NiC/1A 3aTBEPAKEHHS.
Ec.Mi.Eii., ITanis)
171. | MEPONEHEM | nopowiok Ans po3unHy MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a UA/17669/01/01
ANs iH ekuin no 500 akuioHepHe akuioHepHe AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
mr; 1 a6o 10, a6o 50 TOBapucTBo TOBapuCTBO MicLs MpoBaMKEHHS AiANbHOCTI BUPOGHWKa/iMnopTepa rotoBoro
(h/1aKOHIB 3 MOPOLLKOM "Jlekxim- "lekxim-Xapkis" nNiKapcbKoro 3acoby, BKIHYAUN finbHNL BUNYCKY cepii abo Micue
Y KaPTOHHIl navui XapkiB" Ykpaina, 61115, NpPOBeAEHHS KOHTPO/IIO SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
(BUPOGHMLTBO 3 BMPOGHMK/IMNOpPTEpP, HE BK/IOYaKUM BUMYCK cepili). 3MiHa
npogykuii in bulk HaliMeHyBaHHs1 BUpo6HMKa npoaykuii in bulk 3 Facta Farmaceutici
hipMmn-BNPOGHYMKa S.p.A., ltaly Ha ACS DOBFAR S.p.A,, Italy. BBegeHHs 3MiH
EiCiEc JOBDAP NPOTArom 3-X MicALiB NiCNa 3aTBEPAXEHHS.
Ec.MNi.Eii., ITanisa)
172. | MEPOMNEHEM | nopoLliok Ans po34nHy MpuBaTHe YkpaiHa EiCiEc JOBPAP ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHMX MmaTepiastis: 3MiHu | Tumny - - UA/17670/01/01
Ans i1 ekuid no 500 akuioHepHe Ec.Mi.Ei. AnMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
mr; in bulk: no 190 TOBapUCTBO MiCList MPOBaKEHHS AiANbHOCTI BUPOGHYMKa/imnopTepa rotoBoro
chr1akoHiB y kKopobuyj; "Jlekxim- nikapcbKoro 3acoby, BKIHYAKUN AiNbHNL BUNYCKY cepii abo MicLe
Xapkis" NpoBeAEeHHS KOHTPOIO AKOCTI. (4isANbHICTb, 3a AKy Bignosigae

BMPOGHMK/IMNOPTEp, BKIKOYAOYM BUMYCK cepili). 3miHa
HaliMeHyBaHHs1 BUPOGHuKa /13, a came 3 Facta Farmaceutici
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

S.p.A., ltaly Ha ACS DOBFAR S.p.A,, Italy. BBegeHHs 3MiH
nNpoTsArom 3-X MicsLiB Nicasa 3aTBEPAXEHHS.

173.

MEPOMNEHEM

NMOPOLLIOK A/151 PO3UUHY
ONs iH ekuin no 1000
mr; in bulk: no 190
dhaKoHiB y KopoobLi

MpusatHe
akuioHepHe
TOBapUCTBO

"Jlekxim-
Xapkis"

Ykpaina

ENCiEc JOB®AP
Ec.Mi.Ei.

ITanis

BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLisi NPOBaMKEHHS AiANbHOCTI BUPOGHVKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOUakouM AinbHULI BUNYCKy cepii abo Micue
NpoBeeHHS KOHTPOJII0 AKOCTI. (4isANbHICTb, 3a AKY Bignosigae
BMPOGHUK/IMNOPTEp, BK/IOUAOUM BUMYCK cepiii). 3MiHa
HalilmeHyBaHHA BMpo6Huka 13, a came 3 Facta Farmaceutici
S.p.A,, ltaly Ha ACS DOBFAR S.p.A., Italy. BBeieHHA 3MiH
nNpoTsArom 3-X MicsLiB Nicasa 3aTBEPAKEHHS.

UA/17670/01/02

174.

METAKAPTU
H

PO34MH NS iH'ekuin, 1
r/5vn; no5mnB
amnyni; no 5 amnyn B
KOHTYPHIlA YapyHKOBIl
ynakosui; no 1 a6o 2
KOHTYPHI YapyHKOBI
YNaKoBKM B KAPTOHHIN
KOpoo6Li

YOPN],
MEAVLIVH
INIAY CAH. BE
TIDK. A.LL.

TypeuunHa

Medbap Inau CaH.
A.L., TypeuuunHa;
Pomdpapm lnau CaH.
Be Timk. N1a. Wri.,
TypeyunHa

TypeyunHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHn
3 AKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
ab0 BBeAEHHS A0AATKOBOI AiNbHULL BUPOOHWLTBA 4151 HACTUHM
ab0 BCbOro BUPOGHMYOro MpoL,ecy rotoBOro fikapCbKoro 3acoby
(minbHUUSA, Ha AKi NpoBOAATLCSA ByAb-sKi BUPOGHUUI CcTagjl, 3a
BUHSATKOM BUNYCKY Cepil, KOHTPO/IIO AKOCTi Ta BTOPUHHOIO
nakyBaHHs /11 CTepU/IbHUX NiKapCbKnx 3acobiB (BKOUaOUM
BMPOG/IEHI acenTUYHUM MEeTOA0M), KpiM NiKapCbKux 3acobis
6i010r4HOro/iMyHOMOMNYHOTO NOXOKEHHS). CynyTHSA 3MiHa- 3MiHK
3 AKOCTi. FOTOBWIA NiKapCbKuiA 3aci6. 3MiHN Y BUPOOHMLTBI. 3aMiHa
abo BBeAEHHS A0AATKOBOT AiNbHULI BUPOOHWLTBA 4151 YACTUHM
ab60 BCbOro BUPOGHUYOTro NpoLiecy roToBOro NikapCbKoro 3acoby
(4iNbHMUA 4N BTOPUHHOTO NaKyBaHHS) - BBEEHHA 40AaTKOBOI
BMPOGHUYOI AinbHULi Pomdpapm Inay CaH. Be. Tigk. ita. LWTi.,
TypeyuunHa.

BBefeHHS 3MiH NPOTArom 3-x MicsUIB Nic/1s 3aTBEPLKEHHS. 3MiHN
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, LLLO CTOCYHOTLCA BUMYCKY
cepii Ta KOHTPOJII0 SIKOCTi TOTOBOTO /iKkapCcbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOGHMKA, LLO BiANOBiga€E 3a BBE3EHHA Ta/abo
BUMYCK cepii) - Bkntoyatoun KOHTPONbL/BMNPOGYBaHHSA cepii.
[opaBaHHsa BMpo6HUKa - Pomcbapm Inay CaH. Be. Tigx. Jitg. WTi.,
TypeuuunHa, K HacnifoK ABi 40AATKOBI BTOPUHHI yNakoBku, Ae
3a3HayaTMMeTbCA aflbTepHaTUBHUIA BUPOGHUK rOTOBOrO
nNikapcbkoro 3acoby. BBegeHHs 3MiH NpoTArom 3-x MicsiuiB nicns
3aTBEPAKEHHS.

3a
peyenmom

UA/15530/01/01

175.

METUNPEQL

TabneTtky no 4 mr no
30 a6o 100 TabneTtok
y hnakoHi, no 1
(h1akoHy B KapTOHHIlA
Kopoo6Li

OpioH
KopnopeiiwH

PiHNAHAIA

OpioH KopriopeiiLuH,
DiHNAHAIA
AnbTepHaTUBHWIA
BMPOGHUK, LLIO
3[iiCHIOE BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI i
BWMYCK Cepii:
ToBapucTBO 3
obMexeHoto
BiANOBiAA/IbHICTIO

®iHnaHgia/
YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK
oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po3ainy «MapkyBaHHA» MKA 13» ansa tabneTok
4 mr Ne30, Ne100 y conakoHi; Tabnetku 16 mr Ne30 y donakoHi:
3anponoHoBaHo: COrnacHo yTBepXAEeHHOMY TEKCTY MapKUPOBKY.
OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBK/ NikapCbKoro 3acoby 3
BHECEHHSAM iHchopmaLii LWOoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS
y cucTemi Sl. BBeieHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

3a
peuyerimom

UA/0934/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
"KYCYM ®APM",
YKpaiHa
AnbTepHaTUBHUIA
BMPOGHWK, LLIO
3[j/iCHIOE NEPBUHHE
Ta BTOPVHHE
nakyBaHHs: OpioH
KopnopefiH,
PiHnaAHAIA
176. | METUNPEL Tabnetkv no 16 mr no OpioH PiHnaHais OpioH KopropeiiLuH, PiHNAHAA BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/0934/01/02
30 Tabnetok y KopnopeiiLwH PiHNaHgjs; wopao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
dhnakoHi, no 1 AnbTepHaTUBHUIA BHECEHHS 3MiH A0 po3giny «MapkyBaHHs» MKA 13» ans tabnetok
h/1aKoHy B KapTOHHIiA BMPOGHWK, LLIO 4 mr Ne30, Ne100 y conakoHi; Tabnetku 16 mr Ne30 y donakoHi:
KOpO6L 3[jiiCHIOE NEpBUHHE, 3anponoHoBaHo: CornacHo yTBEPXKAEHHOMY TEKCTY MapKvVpOBKM.
BTOPUHHE OHOB/EHHS TEKCTY MapKyBaHHS1 YNakoBKM JliKapCbKOro 3acoby 3
nakyBaHHs Ta BHECEHHSAM iH(hopMaLii LWOAO 3a3HaYeHHSA OAMHULb BUMIpIOBaHHS
BUNYCK cepil: y cuctemi Sl. BBeeHHs 3MiH NpoTAroM 6-T1 micsAuiB nicns
OpioH KopnopeliLuH, 3aTBEpPAXKEHHSA
diHnaHaia
177. | METUNPEL Tabnetkv no 4 mr in OpioH PiHnaHais OpioH KopropeiiLuH, PiHnangin/ BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK - UA/13853/01/01
bulk: no 100 TabneTtok KopnopeiiLuH PiHNAHAIA YkpaiHa oo 6esnekn/edpekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) -
y thnakoHi; no 24 a6o AnbTepHaTUBHUIA BHECEHHS 3MiH [0 po3ainy «MapkyBaHHa» MKA 13» gns TabneTtok
no 5000 ¢hnakoHis B BMPOGHUK, LLIO 4 mr Ne30, Ne100 y conakoHi; Tabnetku 16 mr Ne30 y donakoHi:
KapTOHHI ynakoBL,i 34iliCHI0OE BTOPVHHE 3anponoHosaHo: CornacHo yTBepxaeHHOMY TEKCTY MapKUpPOBKU.
nakyBaHHs, OHOB/IEHHA TEKCTY MapKyBaHHs YNakoBKW NikapCbKoro 3acoby 3
KOHTPO/b AKOCTI i BHECEHHSM iHdhopMaLii LLoA0 3a3HaYeHHS OAVHULb BUMIPIOBaHHS
BUMNYCK Cepil: y cucTemi Sl. BBefieHHs 3MiH NpoTArom 6-Tm MicaLiB nicns
ToBapucTeo 3 3aTBEPAKEHHSA
0bMeXxeHoto
BiANOBIA&NLHICTIO
"KYCYM ®APM",
YKpaiHa
AnbTepHaTUBHWIA
BUPOBHWK, L0
3[i/iCHIOE NepBUHHE
nakyBaHHs:
OpioH KopnopeliliH,
diHngHais
178. | MET®OPMIH- | TabneTku, BKpUTI TeBa 13painb BMPOBHMLTBO 3a I3paine/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12382/01/01
TEBA NNiBKOBOIO dapmaueBTika NOBHVM LMK/TOM: YroplmHa/ AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL peyenmom
060/10HKO10, N0 1000 n lHpacTpi3 TeBa Yecbka (BKNtOYAOUM AinbHULi ans APl NPOMKHOIO NPoAyKTY abo
mr no 10 TabneTok y nra. dapmaueBTikan Pecny6inka roTOBOro NikapCcbKoro 3acoby, AiNbHULi 415 NPOBEAEHHS
6nicTepi; no 3 IHgacTpi3 N14., nakyBaHHs, BUPOOHWKa, BifMNoBifaIbHOMO 3a BUMYCK cepili, Micue
6nicTepu y kopobui I3pains; npoBeAeHHS KOHTPOO cepil) abo noctavasibHUKa BUXiLHOro

nepBuHHA Ta
BTOPUHHA YNaKoBKa,
KOHTPO/Ib SIKOCTi Ta
[03Bi/T Ha BUMYCK

martepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLO 3a3HAYEHO
y [OCbE) - BUTYYeHHS1 BUPOOHMYOI AibHML, BiANOBIAA/IBLHOI 32
BUPOBHULTBO Hepo3dhacoBaHOi NPOAYKLIl, KOHTPO/Ib AKOCTI Ta
[103BiN1 Ha BMUNycK cepiil, TeBa PapmauesTikan IHaacTpi3 1T4.,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
cepiii: I3painb, po3tawoBaHoi 3a agpecoto By. Kipbat XaMaga 20, Xap
AT Xo3Bim NpoM. 30Ha, Epycanum, 13painb. BupobHuya ginbHuuS, Wwo
dapmaleBTUYHNN 3amwnnace: Tesa ®apmauesTikan IHgacTpi3 /1T4., 13painb,
3asof TEBA, BiiNOBiga/IbHa 38 BUPOOHMLTBO 3a NOBHWM LMK/IOM, pO3TalloBaHa
YroplmHa; 3a agpecoto Byn. Eni Xypsiy, 18, IHA4. 30Ha, Kdpap-Caba, 13painsb -
BVMPOGHMLTBO BMKOHYE Ti cami hyHKL,i L0 | BUTyYeHa. BBegeHHs 3MiH MpoTsarom
Hepo3acoBaHo| 6-TV MicALIB MiC/1A 3aTBEPKEHHS.
NpOoAYyKLUIi, KOHTPO/b
AKOCTI:
TeBa Yex IHpgacTpi3
C.p.o., Yecbka
Pecny6nika
179. | ME®EHAMIH | Ta6netku no 500 wmr, MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [j0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 6e3 UA/17139/01/01
OBA no 10 TabneTtok y "OITODAPM" oo 6e3snekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenma
KNCNOTA 6nicTepi, no 2 OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKU JlikapcbKoro 3acoby 3
6nictepu B nauLi BHECEHHSM iHdhopMaLii LLOA0 3a3HAYEHHS OAWHULb BUMIPHOBaHHS
y cucTemi Sl. BBeieHHS 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPAKEHHS
180. | MIHOKCHAN PO3YMH HaLUKipHWiA, 2 3AT "IHTeni Nutea IHpacTpian Icnanis BHECEHHS 3MiH [0 peecTpaujiiiHux maTtepianis: 3MiHW | TUNY - 3MiHK 6es UA/14771/01/02
NIHTEN %; no 60 mny 'eHepukc dapmaceyTika 3 AKOCTi. FOTOBWIA NiKapCbKuiA 3aci6. 3MiHN Y BUPOOHMLTBI. 3aMiHa peyenma
thnakoHi; no 1 Hopg" KaHTabpia, C.A. abo BBeAEHHA A0AATKOBOI [i/IbHULL BUPOGHMLTBA 4151 YACTUHM

h1akoHy y KOMNAEKTi
3 MipHMM HacocoMm y
KapTOHHI Kopo6Lyi

a60 BCbOro BUPOGHMYOro NpoLLecy roToBoro /ikapcbKoro 3acoby
(AiNbHULA oNs BTOPMHHOIO NakyBaHHS) - 3amiHa BUPOOHMYOT
AinbHULI 3aTBEpaXeHoro BupobHuka 13 IHgacTpian
dapmaceyTika KaHtabpia, C.A., Ha HOBY AiNbHULO 415
BTOPWMHHOrO NakyBaHHS. 3MiHW | TUny - 3MiHK 3 AKOCTI. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULL BUPOBGHMLTBA A1 YACTUHM abo BCbOro
BMPOBGHNYOTrO NPOLECy rOTOBOTO /iKaPCbKOro 3acoby (AinbHMUsA
[N NEPBMHHOIO NakyBaHHS) - 3aMiHa BUPOBGHMYOT AiNbHULL
3aTBepmxeHoro BupobHuka N3 IHgacTpian PapmaceyTika
KaHTabpia, C.A., Ha HOBY AiNIbHALIO A1 NEPBMHHOIO NaKyBaHHS.
3MmiHu | TUNy - 3MiHK 3 SIKOCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeEeHHA A0AATKOBOI AiNbHUL
BMPOBHMLTBA [/15 YACTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy
rOTOBOrO /1iKapCbKOro 3acoby (AibHULSA, Ha SKi NPOBOAATLCS
6y b-AKi BAPOGHWYI cTagii, 32 BUHATKOM BUMYCKY Cepili, KOHTPO/IIO
AKOCTI, NEPBUHHOIO Ta BTOPUHHOTO NaKyBaHHS, A/ HECTEPUTbHUX
niKapcbkUx 3aco6iB) - 3amiHa BUPOOHNYOT AiNbHUL 3aTBEPAKEHOTO
BMpo6Huka M3 IHgacTpian PapmaceyTika KaHTtabpia, C.A., Ha
HOBY Ai/TbHULIO Ha SIKi NPOBOAATLCA OyAb-sKi BUPOOHWYI cTagii,
3a BUHATKOM BUNYCKY Cepii, KOHTPOJIK0 AKOCTi, NEPBUHHOTO Ta
BTOPUHHOIO NaKyBaHHA, AN151 HECTEPUSIbHUX NIKAPCbKMX 3ac06iB
L0 po3TalloBaHa 3a agpecoto bappio Conia Ne30-/la KoHua —
Binnaeckyca, CaHTaHgep, KaHtabpis, 39690, IcnaHis
(3aTBEpAXEHO: KappeTepa ae KaszoHa-Afap3o, c/H, CaHTaHaep
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Ymosu

Homep

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

39011 (KanTabpis), Icnanis). 3miHu | TMny - 3MiHW 3 AKOCTI.

Bionycky

peecmpayitiHo2o
nocsio4eHHs1

[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPO/IO
AKOCTi FOTOBOr0 MiKapCbKoro 3acoby (3amiHa abo fJoAaBaHHSA
BMPOOHUKa, LLLO BiANOBIAAE 3a BBE3EHHS Ta/abo BUNYCK cepil) -

Bkntoyaroun KoHTponb/BunpobyBaHHA cepii. 3amiHa BUpo6HMUYOT
AinbHULI 3aTBepaXeHoro BupobHuka 13 IHgacTpian
dapmaceyTika KaHtabpia, C.A., W0 BignoBigae 3a BUNYycK cepil
(BK/TIOYAOYM KOHTPO/L/BUNPOBYBAHHSA Cepil) Ha HOBY AiNbHULIO
Bappio Conia Ne30-/1a KoHua — Binnaeckyca, CantaHaep,
KaHTabpis, 39690, IcnaHis (3atBepaxeHo: KappeTepa ae KasoHa-
Apapso, c/H, CantaHgep 39011 (KaHTabpis), lcnarist). 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMLTBI. 3MiHa po3Mmipy cepii (BKoYatuu gianasoH po3Mipy
cepii) roToBOro nikapcbkoro 3acoby (36inbLieHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MiPOM) - 36i/bLLUEHHS PO3MIpY
cepii 'N3. 3aTBepmaxeHo: 500 s 3anponoHoBaHo: 500 n, 1000 n

6e3

UA/14771/01/01

181.

MIHOKCAN
NIHTEN

PO3YMH HaLLKIpHWiA, 5
%; no 60 mny
thnakoHi; no 1
p1akoHy Yy KOMNAEKTI
3 MiPHUM HacocoMm y
KapTOHHIi Kopo6Lyi

3AT "“InTeni
eHepukc
Hopa"

NntBa

IHpacTpian
dapmaceyTika
KaHTtabpia, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3MiHn
3 AKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
a60 BBeieHHA 40AATKOBOI AiNbHULI BUPOBHULTBA A1 YACTUHU
ab0 BCbOro BUPOOHMYOro NpoLecy roToBOro AikapCbKoro 3acoby
(AiNbHULA A58 BTOPMHHOIO NakyBaHHS) - 3aMiHa BUPOGHMYOT
OiNbHULI 3aTBEpAXeHOro BMpo6HuKka M3 IHaacTpian
dapmaceyTika KaHtabpia, C.A., Ha HOBY AiNbHULO 415
BTOPUHHOIO NakyBaHHsA. 3MiHK | Tuny - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTMHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro MikapCbKoro 3acoby (AinbHuLUS
0151 NEPBMHHONO NakyBaHHS) - 3aMiHa BUPOGHWUYOI AiNbHUL
3aTBepmxeHoro BupobHuka M3 IHgacTpian ®apmaceyTika
KaHTtabpia, C.A., Ha HOBY AifIbHALO A/151 NEPBMHHOIO NaKyBaHHS.
3MmiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AibHUL
BMPOGHMLTBA [/15 YaCTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy
rOTOBOrO JikapCbKOro 3acoby (AibHULSA, Ha SKi NPOBOAATLCS
6yAb-sKi BAPO6HUYI CTaAji, 3a BUHATKOM BUNYCKY CEPIil, KOHTPO/IHO
AKOCTI, NEPBNHHOIO Ta BTOPUHHOTO NakKyBaHHS, AN HECTEPUTbHNX
nNiKapcbknx 3aco6iB) - 3amiHa BUPOOHUYOT AiNbHUL 3aTBEPAXEHOTO
BMpo6HuKa M3 IHgacTpian PapmaceyTika KaHTtabpia, C.A., Ha
HOBY [i/TbHULIO Ha sKili TPOBOAATLCA ByAb-AKi BUPOGHMYI cTag,i,
3a BUHATKOM BUMYCKY Cepii, KOHTPOJIK0 AKOCTi, NEPBUHHOTIO Ta
BTOPUHHOIO NakyBaHHS, A5 HECTEPUSIbHUX NiKApPCbKMX 3ac06iB
L0 po3TalloBaHa 3a agpecoro bappio Conia Ne30-/1a KoHua —
Binnaeckyca, CaHtaHgep, KaHtabpis, 39690, IcnaHis
(3aTBEpAXEHO: KappeTepa ae KasoHa-Agap3o, ¢/H, CaHTaHaep
39011 (KaHTabpist), IcnaHis). 3miHu | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa

iMnopTepa/3miHu, L0 CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IK

peyerima
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Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

AKOCTi FOTOBOr0 NiKapCbKoro 3acoby (3amiHa abo JoAaBaHHSA
BMPOOHUKa, LLLO BiANOBIAAE 3a BBE3EHHS Ta/abo BUMYCK cepil) -
Bkntoyaroun KoHTponb/BunpobyBaHHA cepii. 3amiHa BUpo6HUYOT
AinbHULI 3aTBepaXeHoro BupobHuka M3 IHgacTpian
dapmaceyTika KaHtabpia, C.A., W0 BigNoOBIga€E 3a BUMYCK cepil
(BK/TIOYAOYM KOHTPO/L/BUNPOBYBAHHSA Cepil) Ha HOBY AiNbHULIO
Bappio Cornia Ne30-/1a KoHua — Binnaeckyca, CantaHaep,
KaHTabpisn, 39690, IcnaHis (3atBepaxeHo: KappeTepa ae KasoHa-
Apapso, c/H, Cantangep 39011 (KaHTabpis), lcnarist). 3MiHn |
TUMy - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMLTBI. 3MiHa po3Mmipy cepii (BKoUatouum gianasoH po3Mipy
cepii) roToBOro nikapcbkoro 3acoby (36inbLieHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHMM PO3MiPOM) - 306i/bLLUEHHS PO3MIpY
cepii 'N3. 3arBepaxeHo: 500 s 3anponoHoBaHo: 500 n, 1000 n

182.

MITPA

PO3UnH ANS iH EKLA,
100 mr/mn, no 5 mn B
amnyni; no 5 amnyn 3
pPO34MHOM Yy bricTepi;
no 2 6nictepn y
KapTOHHIN nauyui

PYM
"Benmepnpen
apartu"

Pecny6nika
Binopycb

PYM
"Benmeanpenaparn”

Pecny6nika
Binopycb

BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHW | TURY - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX JaHWX MPo cuctemy chapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsy; KOHTakTHOT 0cobu 3 hapmakoHarnagy 3asiBHUKa
Ons 3jicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatoum KOHTakTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMnoBigaIbHOI 3a
hapmakoHarnsg.

[MponoHoBaHa pegakuis: MapyeHkoB MukuTa Bonognmmposuy.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0COOM 3aABHMKA,
BiANOBIAA/ILHOI 3a 34iliCHEHH:A dapmakoHarnsgy B YkpaiHi.
MponoHoBaHa pepakuis: BonownHa AHacTacis AHaTosiiBHa.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0Cco6m
3asBHIKA, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnagy B
YkpaiHi. 3MiHa HoMepa macTep-ghaiina cuctemn hapmakoHarnsgy
Ha npenapar

3a
peuernmom

UA/16318/01/01

183.

MIPOPTUK

TabneTku, BKpUTI
060/10HKOIO,
KMLLKOBOPO34MHHI, NO
180 wmr, no 10
TabneTok y 6nictepi;
no 12 6nictepis y
KOpOoO6L 3 KAPTOHY

HosaprTic
dapma Al

LBeliuapis

Hosaprtic ®apma
MpoaakwH M'eéX,
HimeuuunHa;
HosapTic ®apma
LTeiH AT,
LLiBeiiuapis

Himeuunna/
LLiBeliyapis

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny -
3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta thapmakoHarisgy.
BHeceHHs abo 3miHa(1) A0 3060B's13aHb Ta YMOB BuAAv
peecTpauiiHoro NocBifYeHHs, BKIOYaum MNnaH ynpasniHHA
pu3nKamMm (3acTocyBaHHS 3MiH(1), siki(a) BMMararoTb(€)
noAasibLLIOro 06I'pyHTYBaHHS HOBUMU A04ATKOBUM AaHUMMU, LLO
MaloTb HaJaBaTUCA KOMNETEHTHUM OpPraHoM, OCKiNbKN
BUMAraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoM) - OHOBJIEHO
MnaH ynpasniHHA pusmkamu, Bepcis 2.1 BignosigHo fo
pekomeHpauii PRAC. 3MiHu BHeceHi o YacTuH: «Cneuundikauis 3
6e3nekun», «laH 3 hapmakoHarnsagy», «3axoamn 3 MiHimizau,ii
pu3uKiB», «Pe3tome nnaHy ynpassiHHA pusmMkamu» Ta iH
BiiNOBiAHO 10 pekomeHaauii PRAC wwofo oHoBeHoi THdyopmadlii

3a
peyenmom

UA/8947/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
3 6e3neku Ailoyoi peyoBMHY
184. | MI®OPTUK TabneTku, BKPUTI Hosapric LLiBeiiuapis HosapTic ®apma Himeuunna/ BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu |l Tuny - 3a UA/8947/01/02
060/10HKOIO, Papma Al MpogakwH MéX, LLiseiiuapis 3MiHM Woao 6e3nekun/ethekTMBHOCTI Ta dhapmakoHarisgy. peyenmom
KMLLKOBOPO34MHHI, N0 HimeuuunHa; BHeceHHs abo 3miHa(1) A0 3060B'13aHb Ta yMOB BuAAv
360 mr no 10 Hosaprtic ®apma peecTpauiiHoro NoCBigYEHHSs!, BKIKOUakum MnaH ynpasniHHSA
TabneTok y 6nictepi; LTeiH AT, pv3nkamm (3acTocyBaHHS 3MiH(M), Ski(a) BUMaratoTb(€)
no 12 6nictepis y LLiBeiiuapis NoAa/IbLIOro 06r'pyHTYBaHHS HOBMMW [0AATKOBUM AAaHUMMU, LLO
KOpo6Lj 3 KapTOHY MaloTb HaaBaTUCA KOMNETEHTHUM OpraHoOM, OCKifTbKM
BMMAaraeTbCs CyTTeBA OLjiHKA KOMNETEHTHVM OPraHoM) - OHOB/IEHO
MnaH ynpasniHHA pusmkamu, Bepcis 2.1 BignosigHo fo
pekomeHpauii PRAC. 3MiHM BHeceHi Ao YacTuH: «Creundikauis 3
6e3nekn», «MnaH 3 hapmakoHarnsagy», «3axoau 3 MiHiMisauii
pu3uKiB», «Pe3tome nnaHy yrnpassiHHA pusnkamu» Ta iH
BiANOBIAHO A0 pekomeHAauiin PRAC wwoa0 oHoBMEHO! THdopmaLii
3 6e3neku gilyoi peyoBuHU
185. | MOTUNITAC Kancynu m siki no 120 MakHin AHrnia KataneHT [DxepmaHi HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3mMiHu | Tuny - 3MiHN 6e3 UA/16873/01/01
mr; no 10 kancyn y Mpoaaktc LopHAaopt Mv6X, PpaHLin Loao 6esnekn/edeKkTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
6nicTepi; no 2 abo no Nimiteq HimeuunHa 3MiHM [0 y3arasibHeHVX JaHnx Npo cuctemy dhapmakoHarisgy
4 6nictepu B (nepBuHHe Ta (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
KapTOHHI ynakoBL,i BTOPUHHE 3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
nakyBaHHS); chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
KataneHT ®paHce [ANs 3AjicHeHHs hapMakoHarsay B YkpaiHi, KLU0 BOHa BigMiHHA
BeHalim CA, Bif, yNOBHOBaXeHOI 0co6u, BiANOBifabHOI 3a 3AiiCHEHHS
dpaHuis hapmakoHarnsgy (Bkao4atoum KOHTaKTHI AaHi) Ta/abo 3MiHM y
(BpOGHMLTBO, pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTPO/1b FOTOBOrO YMNOBHOBaXeHOT 0CO6M 3as1BHUKA, BiANOBIifa/IbHOI 3a
NPOAYKTY, BUNYCK dhapmakoHarnsg,.
cepii’) Litova pegakuia: Mapis Cnit / Maria Spyt. [MponoHoBaHa pefakuis:
ArHewka Meiituep- JaHH / Agnieszka Majcher - Dann. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6M, BigNoBigaIbHOI 3a
thapmakoHarnag. 3miHa MicLs 3AiACHEHHS] OCHOBHOI AisSiNIbHOCTI 3
chapmakoHarnsgy. 3MiHa MicLe3HaxoMKeHHa MacTep-aiina
186. | MmOoTOMPUA TabneTku, BKpUTI AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux MaTepiasiiB: 3MiHK | TURYy - 3MiHK 3a UA/17445/01/01
NNiBKOBOIO "KNIBCbKM BITAMIHHW oo 6esnekun/edpekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) - peyenmom
060/10HKO0, N0 50 Mr BITAMIHHWIA 3ABOL" BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA N3:
no 10 TabneTtok y 3ABO4" 3anponoHoBaHo: MapkyBaHHS 3rigHO 3aTBEPKEHOMY TEKCTY
6nicTepi, no 1, 2 a6o 4 MapkyBaHHA. OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKM
6nicTepy y nauui NiKapcbKoro 3acoby 3 BHECEHHAM iHthopMaLii LLOA0 3a3HaYeHHS
OfMHULIb BUMIPIOBaHHSA y cuctemi Sl. BBeieHHA 3MiH NpoTArom 6-
TW MiCALIB Nic/a 3aTBepIKEHHS
187. | MOTOPUKC TabneTku, BKpUTI AT YkpaiHa AT "KMIBCBbKUI YkpaiHa BHECEHHS 3MiH 0 peecTpalinHux MmaTepiasis: 3MiHW | TURYy - 3MiHW 6es UA/3797/01/01
nniBKOBOO "KUIBCbKW BITAMIHHWIA oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenma
060/10HKO0, M0 10 Mmr; BITAMIHHW 3ABOA" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
no 10 TabneTok y 3ABOL" 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPAKEHOMY TEKCTY

6nicTepi, no 1 a6o 3
6nictepy y nayui

MapkKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii WoA0 3a3HaYeHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
OAMHULIb BUMIPIOBaHHSA y cucTemi Sl. BBeieHHA 3MiH NpoTArom 6-
TV MiCALIB Nicna 3aTBepIKEHHS
188. | HA®TUAEPWU | po3uunH HawwkipHuii 1% MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 6e3 UA/16382/01/01
n no 10 mn y donakoHi, "TexHonor" woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peuyenma
no 1 dpnakoHy y nauui 3MiHM BHECEHO Y TEKCTi MapKyBaHHS yNakoBKW MikapCbKoro 3acoby
3 KapToHYy (BHECEHO He3HauHi MpaBkuN Ta YTOYHEHHS)
189. | HEBIBO/MON Tabnetks no 5 mr no 7 CTALOA HimeuunHa CTALA HimeuunHa BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/14970/01/01
CTALA® Tabnetok y 6nictepi; ApuHaimiTTeNb ApuHaiimiTTens Al oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenmom
no 4 6nictepn 'y Al OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKM NikapCbKoro 3acoby 3
KapTOHHI Kopo6Lyi BHECEHHSM iHdhopMaLii LLoA0 3a3HaYeHHSA OAVHULb BUMIPHOBaHHSA
y cucTteMi Sl. BHeceHHs 3MiH A0 po3ainy «MapkysaHHa» MKA N13:
3anponoHoBaHo: 3rifiHO 3aTBEPPKEHOrO TEKCTY MapKyBaHHS.
TepmiH BBeAeHHS 3MiH NPOTSAromM 6 MicsAUiB nicns 3aTBEPAKEHHS
190. | HEMPOTPOM | po3uuH ans iH'ekuiii 5 PYM Pecny6nika PYM Pecny6nika | BHECEHHS 3MiH A0 peecTpauiiHuX MaTepiasiB: 3MiHu | TUny - 3MiHK 3a UA/11143/01/01
NH- %, N0 2 MmN B amny/ii; "Benmegnpen | Binopycb "Benmegnpenapatn" Binopycb oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
MEKCUBEN no 5 amnyn y énicrepi; apartu" OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapcbKoro 3acoby i3
no 2 6nictepu B Nayuj 3a3Ha4YeHHAM MDKHaPOAHUX NMO3HAYEeHb OAVHULIL BUMIPIOBAHHS.
3 KapToHY BHeceHHs 3MiH Jo po3giny “MapkupoBka” B 3aTBeppxeHnx MKHA
N3; 3anponoHoBaHo: Mapkmposka. CornacHo yTBepxaeHHoMy
TEKCTY MapK1poBKM
191. | HEOMIUWH aepo3osb Ans TapxomiHcbkn | [Monblua TapXOMiHCbKWiA Monbwa BHECEHHS 3MiH 40 peecTpaliiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/15600/01/01
3acToCyBaHHA Ha i hapmaLeBTUYHNI wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHWwi 3miHu) - peyenmom
LUKIpY, CyCneHsis, hapmaueBTUy 3asog, "Monbga" AT npuBEeEHHS TEKCTY MapKyBaHHS ynakosok J13 BignosigHo [0
11,72 wmr/r; no 16 r abo HWI 3aBOS, BMMOr Hakasy MO3 Ykpainu Big 23.07.2015 p. Ne 460; BHeceHHs
no 32 r cycneHsii B "Monbgpa" AT 3MiH 0 po3giny «MapkyBaHHs» MKA N13:
aepo30/1IbHOMY Gas1oHi 3anponoHOBaHO: MapKyBaHHS. 3rigHO 3aTBEPAKEHOTO TEKCTY
3 K1anaHom Ta MapKyBaHHs. BBeeHHS 3MiH NpPOTArom 6-Tu MicauiB nicns
PO3NNIBASILHO 3aTBEPKEHHS; 3MiHU | Tuny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
ro/I0BKOIO 3 Ta papmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS
noninponisieHoBUM yMakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHGhopMaL,i Wwoao
KoBnaykom; no 1 3a3HayeHHs 0AVHWLbL BUMIPIOBaHHSA y cucTeMmi Sl. BBegeHHs 3MiH
6as10Hy B KQpPTOHHIi NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS
KOpoo6Li
192. | HEOMNAKC® TabneTku, BKpUTI KPKA, a.4., CnoseHis BUPOGHUK, IHais/ BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/14939/01/02
NNiBKOBOIO HoBo mecTo BiANoBiganbHUi 3a CnoseHis/ wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
06010HKOt0, Mo 400 Mr BMPOGHMLTBO "in Xopsaris OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW /likapcbkoro 3acoby 3

no 10 TabneTtok y
6nictepi; no 1, 3 abo 6
6nicTepiB y KAPTOHHIN
Kopoo6Li

bulk", nepeuHHe Ta
BTOPUHHE
nakyBaHHs; IHTac
PapmacboTrKan3
NimiTen, IHAis
BUPOGHUK,
BignoBigasnbHWiA 3a
BTOPUHHE

BHECEHHSAM iHdhopMaLii WoA0 3a3Ha4YeHHS OAVHULb BUMIPIOBaHHSA
y cuctemi Sl. BHeceHHst 3MiH o0 po3gainy “MapkysBaHHA" MKA N13:
3anponoHosaHo: MAPKMPOBKA. B cooTBeTCcTBUM C
YTBEPXAEHHbIM TEKCTOM MapK1pPOBKWU. BBeeHHA 3MiH NpOTArom 6-
TV MiCALIB Nicna 3aTBepAKEHHS
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

nakyBaHHs; KPKA,
4.4., Hoso mecrTo,
CnoBeHisi;
BUPOGHUK,
BiANoOBigabHUIA 3a
KOHTPO/b Cepii,
Bunyck cepii: KPKA,
4.4., Hoso mecrTo,
CnoBeHisi;
BUPOGHUK,
BiANOBigabHUIA 3a
BMPOGHMLTBO "in
bulk", nepBmHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTpOnb cepil,
Bunyck cepii: KPKA-
®APMA p.0.0.,
XopBaris

193.

HEOINAKC®

TabneTku, BKPUTI
nniBKOBOO
060/10HKO0, N0 100 mr
no 10 TabneTok y
6nictepi; no 1, 6 abo
12 6nicTepiB y
KapTOHHI Kopo6Lyi

KPKA, a.4.,
HoBso mecTo

CnoseHis

BUPOBHUK,
BiANOBigaIbHUI 3a
BMPOGHMLTBO “in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs; IHTac
PapmacboTrKan3
Nimviten, IHaja
BMPOGHUK,
BiANoBiganbHUi 3a
BTOPUHHE
nakyBaHHs; KPKA,
4.4., Hoso mecrTo,
CnoBeHisi;
BUPOGHUK,
BiANoBiganbHUii 3a
KOHTPO/b Cepii,
Bunyck cepii: KPKA,
4.4., Hoso mecrTo,
CnoBeHisi;
BUPOGHUK,
BiANoBiganbHU 3a
BMPOGHMLTBO "in
bulk", nepuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPONb cepil,
Bunyck cepii: KPKA-
PAPMA p.0.0.,

IHais/
CnoseHis/
Xopsaris

BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK
oo 6e3snekn/epekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKW ikapCbKoro 3acoby 3

BHECEHHSIM iHdhopMaLii LLO0A0 3a3HAYEHHS OAVHULb BUMIpHOBaHHS
y cucTemi Sl. BHeceHHs 3MiH Ao po3giny “MapkyBaHHsA" MKA 13:

3anponoHosaHo: MAPKVPOBKA. B cooTBeTCTBUM C

YyTBEPXEHHbIM TEKCTOM MapKMpOBKW. BBefieHHs 3MiH NpoTSArom 6-

TN MicsLiB Nicns 3aTBepiKeHHs

3a
peyenmom

UA/14939/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
XopBaris
194. | HEOTAKCEN KOHUEeHTpaT ans M-IHBECT Kinp BeHyc Pemegic IHais BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/0926/01/01
PO34mnHy ANs iHdy3il, NIMITEL Niviten LoAo 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
6 mr/mn no 5 mn (30 3MiHM [0 y3aras/ibHeHUX JaHuxX Npo cuctemy dhapmakoHariagy
mr), abo no 16,67 mn (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
(100 mr), abo no 25 3MiHa YNOBHOB&XeHOi 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
Mn (150 mr), abo no hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnagy 3asiBHUKa
35 mn (210 wr), abo [ANA 3iicCHeHHsT hapMakoHarasay B YkpaiHi, KLU0 BOHa BigMiHHA
no 41,7 mn (250 mr) y Bifi yNOBHOBaXeHOI 0cobWu, BiAMNOBIgasIbHOI 3a 34iiCHEHHS
hnakoHi; no 1 thapmakoHarnagy (BK/Ioyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
h1aKkoHy B KapTOHHIlA PO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
KOpOoo6Li YNOBHOBaXEHOI 0c06y BiANOBIAa/IbHOI 3a hapmakoHarnsag;:
[itova pegakuisa: Pegopuyk HO. B. MNMponoHoBaHa pefakuis: ILyk
HaTanka MNeTpiBHa. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXXEHOI
ocobu, BignoBigasibHOI 3a hapmakoHarnsg,
195. | HEYPOBEKC- | Tabnetku, BKpUTI TOB "TeBa YkpaiHa BankaHapma- Bonrapis BHECEHHS 3MiH 0 peecTpaviiiHMXx MaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/7313/01/02
TEBA NNiBKOBOIO Ykpaina" AynHunua AT, wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHn) - peyenma
0060/10HKOI0; NO 60, Bonrapis; OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM NikapCbKoro 3acoby 3
a6o no 90, a6o no 150 BankaHapma- BHECEHHSAM iHdhopMaLii LWoA0 3a3HaYeHHS OAMHULb BUMIPHOBaHHSA
TabneTok y 6aHui; no Pasrpag AT, y cuctemi Sl Ta yHichikaLia BuknageHHa TekcTy (Hanpuknag,
1 6aHUi B KAPTOHHINA Bonrapis po3ginis "Cepisi:", "[0:", "P.IM. Ne"). BHECEHHS 3MiH [0 po3ainy
nauuj “MapkyBaHHa” MKA /13: 3anponoHoBaHo: MAPKYBAHHA
3rigHo 3aTBEPAKEHOrO TEKCTY MapKyBaHHSA. BBeieHHS 3MiH
NPOTSArom 6-Tv MiCAILiB MiCNsi 3aTBEPAYKEHHS
196. | HIBANIH Tabnetky no 5 mr, no AT Bonrapis AT "Codchapma” Bonrapis BHECEHHS 3MiH 0 peecTpaLiitHMx MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/3335/02/01
10 a6o 20 TabneTtok y "Cochapma" Loao 6e3snekn/edpekTBHOCTI Ta thapmakoHarnsgy. BeegeHHus abo |  peyenmom
6nicTepi, no 1 3MiHM A0 y3arasibHEHUX AaHuX NMpPo cuctemy dpapmakoHarnsagy
6nicTepy B KapTOHHii (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy chapMakoHarnsgy,
naJui 3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMNOBIAANLHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHuKa
[ANA 3jicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
Bif, yNOBHOBaXKeHOI 0co6M, BiANOBifaIbHOI 3a 3AiiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTaKkTHi AaHi) Ta/abo 3MiHu y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/bHOI 3a 34ilicCHEHHs hapmakoHarnagy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT 0CO6M YNOBHOBaXEHOI 0CO6U
3a8BHUKA, BiAMNOBiAa/IbHOI 3a 3AiiCHEHHA hapMakoHarnagy B
YkpaiHi. 3mMiHa MicuA 34iACHEHHST OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLie3HaxomKeHHss MacTep-chaiina
cuctemu chapmakoHarnsgy
197. | HIBANIH Tabnetku no 10 wmr, no AT Bonrapis AT "Codcpapma" Bonrapis BHECEHHS 3MiH 40 peecTpaliiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/3335/02/02
10 TabneTok y "Codpapma” oo 6esneku/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peyenmom

6nictepi, no 1 a6o 2

3MiHUM [10 y3araJlbHEHVX AaHMX NPo cucTeMy dpapMakoHarasay
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

6nicTepy B KapTOHHIA
nauuj

(BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[ONs 3AjicHeHHs hapMakoHarisay B YKpaiHi, AKLW0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEeHOi 0COOM 3asBHUKa,
BiANOBIAAbHOI 3a 34ilicCHEHHSA thapmakoHarnagy. 3miHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0CO6M YNOBHOBAaXEHOI 0CO6U
3asBHIKA, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsay B
YkpaiHi. 3MiHa MicuA 34iACHEHHS OCHOBHOI fisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss macTep-caiina
cuctemu dhapmakoHarnsgy

198.

HIBANIH

PO34mnH ANs iH'eKuiin, 1
Mmr/mi; no 1 mn B
amnyni; no 10 amnyn y
6nictepi; no 1
6nicTepy B KapTOHHiIl
nauuj

AT
"Codpapma”

Bonrapis

AT "Cogpapma”

Bonrapis

BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHW | TURY - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHNX NPo cuctemy hapMmakoHarisay
(BBEAEHHSA Y3araslbHEHUX JaHWX MPo cuctemy chapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
Ons 3jicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatoum KOHTakTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAANbHOI 3a 34ilicHEHHS (hapmakoHarnagy. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI 0CO6U
3a8BHKa, BiANOBIAANbLHOI 3a 34iiCHEHHS chapmakoHarnsgy B
YkpaiHi. 3MiHa MicuA 3AiACHEHHSI OCHOBHOI AisifIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLesHaxomkeHHs macTep-harina
cuctemun dpapmakoHarnsgy

3a
peuernmom

UA/3335/01/01

199.

HIBANIH

PO34MH ANA H'EKLiA,
2,5mr/mn; no 1 mn B
amnyni; no 10 amnyn y
6nictepi; no 1
6nicTepy B KapTOHHIl
nauuj

AT
"Codpapma”

Bonrapis

AT "Cogpapma”

Bonrapis

BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHuW | TUMY - 3MiHK
oo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHNX Npo cuctemy hapmakoHarisgy
(BBEAEHHSA Y3araslbHEHUX JaHUX NPO cucTemy hapmakoHarnagy,
3MiHa YNMOBHOBaXXEHOT 0CO6MU, BifgNOBifa/IbHOI 3a 34iAiCHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobu 3 hapmakoHarnsgy 3asBHUKa
Ans 3piicHeHHA dhapmakoHarnsgy B YkpaiHi, AKLWo BoHA BigMiHHA
BiJ, yNOBHOBaXXEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iACHEHHS
thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-haiina cuctemn hapMmakoHarnagy) - 3mMiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKa,
BiANOBIAANbLHOI 3a 34ilicHEHHA thapmakoHarnagy. 3MiHa
KOHTaKTHUX faHNX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI 0CO6U
3as1BHVKA, BigNoBiAa/IbHOI 3a 34jCHEHHS hapMmakoHarnsgy B
YKpaliHi. 3mMiHa Micusa 3AiliCHEHHS1 OCHOBHOI A1isi/IbHOCTI 3

3a
peyenmom

UA/3335/01/02
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Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

3acoby

thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-taiina
cucTemu hapmakoHarnamy

3a

UA/3335/01/03

200.

HIBANIH

PO34mnH ANs iH'eKUiin, 5
Mmr/mi; no 1 mn B
amnyni; no 10 amnyn y
6nictepi; no 1
6nicTepy B KapTOHHiIl
nauuj

AT
"Codpapma”

Bonrapis

AT "Cogpapma”

Bonrapis

BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHMX AaHNX NPo cuctemy hapMmakoHarisay
(BBEAEHHSA Y3araslbHEHUX JaHUX MPo cuctemy chapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
OnA 3jicHeHHs hapMakoHarnsay B YkpaiHi, AKLWO0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyarouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAANbLHOI 3a 34ilicCHEHHS thapmakoHarnagy. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI 0CO6U
3a8BHKa, BiANOBIAANbLHOI 3a 34iiCHEHHS chapmakoHarnsgy B
YkpaiHi. 3MiHa MicuA 34iACHEHHSI OCHOBHOI AisifIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHs macTep-charina
cuctemun dpapmakoHarnsgy

peuernmom

201.

HOBIPUH

Tabnetku no 500 wmr,
no 10 TabneTok y
6nicTepi; no 2 abo no
4 6nictepun B nauLli

AT
"KNIBCbKM
BITAMIHHN

3ABOJ"

YkpaiHa

AT "KUIBCbKWIA
BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHix MaTepianis: 3MiHW | TUMY - 3MiHK
oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) -
BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
3anponoHosaHo: MapkyBaHHs 3rifHO 3aTBEPXXEHOMY TEKCTY
MapKyBaHHA. OHOB/IEHHA TEKCTY MapKyBaHHA YMakoBKM
niKapcbkoro 3acoby 3 BHECEHHSIM iHchopMalLlii LLoA0 3a3HaUYeHHS!
OAVHULb BUMIpIOBaHHSA Y cuctemi Sl. BBeeHHA 3MiH NpoTAarom 6-
TV MiCALIB NiCNA 3aTBEPAKEHHSI

3a
peyenmom

UA/12436/01/01

202.

HOBOKAIH

PO34unH NS iHQy3il
0,5% no 200 mn a6o
no 400 Mn y naswkax

MpuBatHe
akujioHepHe
TOBapuUCTBO

"IHcpy3ia"

YKpaiHa

MNpusartHe
aKuioHepHe
TOBapuCTBO

"IHdpy3isn”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHMx MaTepiasiiB: 3MiHU | TUMY - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS yrnakoBKW /likapCbKoro 3acoby i3
3a3Ha4YeHHAM MDKHaPOAHUX MO3HAYeHb OAVHULIL BUMIPIOBAHHS.

BHeceHHSA 3MiH [0 po3giny «MapkyBaHHsA» MKA /13:
3anponoHoBaHo: MAPKYBAHHSA BignosigHo [0 3aTBEpAXEHOr0

TEKCTY MapKyBaHHs. BBeZleHHS 3MiH NpoTArom 6-Tu MicsLiB nicns

3aTBEPKEHHS

3a
peyenmom

UA/4883/01/01

203.

HOBOKAIH

PO34uH ANS iHQy3il
0,25% no 200 mn a6o
no 400 mMn y nasLwkax

MpuBartHe
akuioHepHe
TOBapUCTBO

"IHcpy3ia”

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"Indpy3ia”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaliiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK
wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) -
OHOBJ/IEHHSA TEKCTY MapKyBaHHS YNakoBK/ NiKapCbKoro 3acoby i3
3a3HayYeHHAM MiXXKHApPOAHWX NO3HAaYeHb OAMHULb BUMIPIOBaHHS.

BHeceHHs 3MiH [0 po3giny «MapkyBaHHs» MKA 13:
3anponoHosaHo: MAPKYBAHHSA BignosigHo [0 3aTBEpAXEHOr0

TEeKCTy MapKyBaHHs. BBefeHHs1 3MiH MpOTArom 6-Tv MicsALiB nicns

3aTBEPAKEHHS

3a
peyenmom

6e3

UA/4883/01/02

UA/12818/01/01

HO/NbIMIA3A®

TabneTkn

KPKA, a.4a.,

CnoBseHis

BVMPOGHMLTBO «in

CnoBeHis/

BHECEHHS 3MiH [10 peecTpaliiiHuxX maTepianis: 3MiHu | Tuny - 3MiHn

204.
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

KOHTPON

racTpopesnCTEeHTHI No
20 ™r, no 7 TabneTok
y 6nictepi, no 1 abo
no 2 6nictepu B
KapTOHHI Kopo6Lyi

HoBo mecTto

bulk», nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BMNYCK cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTpO/b cepii Ta
BUMYCK Cepii:
TAL ®apma 'M6X,
HimeyumnHa;
BVMPOGHMLTBO «in
bulk», nepBuHHe Ta
BTOPVHHE
naxkyBaHHs:
Naypyc Na6c MeT.
nrta., Hais;
KOHTpOb cepii:
KPKA, a.4., HoBo
MecTto, CroBeHis;
KOHTPO/b cepii:
Kemilicbki iIHCTUTYT,
LleHTp 3a
Banigauiicke
TEXHONOri€ iH
aHanitiko (UBTA),
CnoBeHisi;
KOHTpO/b cepii:
Na6eHa pg.0.0.,
CnoBeHis

HimeuunHa/
IHais

3 AKoCTi. F0TOBMIA Nnikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPO/I0
SIKOCTi rOTOBOrO MikapcbKoro 3acoby (3amiHa abo fogaBaHHSA

[iNbHULI, Ha 5K 3[iCHIOETLCS KOHTPOL/BUMNPOGYBaHHS cepii) -
[ofaBaHHA AinbHUL AN KOHTponto cepii [N13 NlabeHa A.0.0.,

CnoBeHis, po3TalloBaHiin 3a agpecoto: Tecnosa 30, 1000
NobnsHa, CnoseHis

peyernma

205.

HONbMA3A®
KOHTPO/1

Tabnetkn
racTpope3nCTeHTHI No
20 Mr no 7 TabneTok y
6nicTepi; no 1 abo no
2 6nictepu B
KapTOHHI Kopo6Lyi

KPKA, 4.4.,
HoBo mecTto

CnoseHis

Kemilicbki iIHCTUTYT,
LleHTp 3a
Banigaviicke
TEXHO/OTIE iH
aHanitiko (UBTA),
CnoBeHis (KOHTPONb
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis
(BMPOGHMLTBO «in
bulk», nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
Bunyck cepii); KPKA,

CnoseHisi/
IHais/
HimeyunHa

BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK
3 AkocTi. CepTudikat BignosigHocTi/lE-cepTudpikat BignosigHOCTI
€Bponelicbkiin dhapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUTYYEHHS
cepTtudikaTa BignoBiAHOCTI €Bponelickbkiin hapmakonei: ana Adl;
ONs BUXiAHOroO MaTepiasy/peareHTy/MpOMiXKHOIO NPoAykKTy, L0
BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; 4515 JONOMDKHOT peYOBUHU
(cepTudhikaT BignoBigHOCTI €Bponelickkiii thapmakonel) -
OHoBeHWit cepTuddikat Bif, y)xe 3aTBEPAKEHOTO BUPOOHMKA -
noAaHHA OHOBNIEHOTro cepTudpikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei Ne RO-CEP 2013-227-Rev 02 (3aTBepmkeHo: RO-
CEP 2013-227-Rev 01) gns gitoyoi pevoBnHn Pantoprazole
sodium sesquihydrate Big, BXe 3aTBepAXeHoro BupobHuka KRKA
d.d. Novo Mesto, Slovenia, ik HacnigoK 3MiHa Ha3BU BUPOGHUYOI
AinbHuui A®I 3 Laurus Labs Private Limited Ha Laurus Labs

6e3
peyenma

UA/12818/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
A.4a., HoBo mecTo, Limited, 6e3 3MiHM MicLA BUPOGHMLTBA.
CnoBeHisa (KOHTPONb
cepii); Naypyc Jlabc
MeT. N14., IHAia
(BUPOBHMLTBO «in
bulk», nepBrHHe Ta
BTOPUHHE
nakyBaHHs); TAL,
dapma M'M6X,
HimeyunHa
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUMYCK cepii)
206. | HOOBYT® IC | Tabnetkn no 0,25r,no | ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/8831/01/01
10 TabneTok y [0[aTKOBOK [04aTKOBOK wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peuenma
6nicTepi; no 2 BiANOBIAA/bHI BiANOBIAANbHICTIO 3amiHa po3giny “ TPA®IYHE OPOPM/IEHHA YNAKOBKA” Ha “
6nicTepu y nauui 3 CTIo "IHTEPXIM" MAPKYBAHHA" B 3atBepmxeHux MKA J13; 3anponoHoBaHo:
KapTOHY "IHTEPXIM" PO341N1 “MAPKYBAHHSA" 3rigHO 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
niKapcbKoro 3acoby 3 BHECEHHSAM iHchopMalLii LLoA0 3a3HauYeHHs
OAVHWLB BUMIpIOBaHHA Y cucteMi Sl. BBeeHHS 3MiH NpoTarom 6-
TN MicsLiB Nicns 3aTBepAKeHHS
207. | HOOBYT® IC | Tabnetku no 0,1r, no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/8831/01/02
10 Tabnetok y [0[aTKOBOKO [04aTKOBOKO oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenma
6nictepi; no 2 BiANoBiga/IbHI BiAMOBIQ/TbHICTIO 3amiHa posginy “ FTPA®IYHE O®OPM/IEHHA YMAKOBKW” Ha “
6nicTepu y nauui 3 CTIO "IHTEPXIM" MAPKYBAHHA" B 3aTBepaxeHnx MKHA J13; 3anponoHoBaHo:
KapTOHY "IHTEPXIM" PO34IN1 “MAPKYBAHHSA” 3rigHo 3aTBEP)KEHOrO TEKCTY
MapKyBaHHA. OHOBJ/IEHHA TEKCTY MapKyBaHHA YrakoBKM
niKapcbkoro 3acoby 3 BHECEHHSIM iHchopMalLlii LLoA0 3a3HaYeHHS!
OAVHWLb BUMIpIOBaHHSA Y cuctemi Sl. BBeeHHA 3MiH NpoTAarom 6-
TV MiCALIB NiCNA 3aTBEPAKEHHSI
208. | HOOXONIH PO3YMH NS iH'EKLNA, TOB "®OPC- YkpaiHa K.T. POM®APM PymyHis BHECEHHS 3MiH 0 peecTpaLiitHMx MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/17878/01/01
250 mr/mn, no 4 mn B PAPMA KOMMMAHI C.P.J1. oo 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peyenmom
amnyni, no 3 a6o 5 ANCTPNBIO 3MiHM A0 y3arasibHEHUX AaHuX NMpo cuctemy papmakoHarnsagy
amnyn B 6nicTepi Ta LH" (BBEAEHHSA y3ara/ibHEHVX AaHuX NPo cucTemy hapmakoHarniagy,

KapTOHHI navui

3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMNOBIAANLHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHuKa
[ANA 3jicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
Bif, yNOBHOBaXKeHOI 0co6u, BiANOBifaIbHOI 3a 3AiiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTakTHi AaHi) Ta/abo 3MiHu y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOBAXXEHOT 0CO6U 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag.
[itova pegakuis: luyk Hatanka MNetpisHa. MponoHoBaHa pejakuis:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KpacHoLokoBa tOnis BikTopiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHarnag,. 3miHa MicLs 3[iNCHEHHS OCHOBHOI AiSNbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-caiina
cuctemu dhapmakoHarnsgy
209. | HOPMOMNPEC | TabneTtku no 10 AT Ykpaina AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 3a UA/3668/01/01
TabneTtok y 6nictepi, "KNIBCbKW BITAMIHHW woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
no 2 6nictepun y nauwi; BITAMIHHW 3ABO4" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
no 10 TabneTok y 3ABO[" 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPAKEHOMY TEKCTY
6nictepax MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHA yNnakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMaLil WoA0 3a3HAYEHHS
OAVHWLb BMMIpIOBaHHS Y cuctemi Sl. BBegeHHS 3MiH npoTarom 6-
TV MicALIB NiCNa 3aTBEPAKEHHS
210. | HYMETA emMynbCis ans iHdysiii; Bakctep C.A. Benbris AamiCepsice3 CA, Benebris BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 3a UA/17606/01/01
G19E no 1000 mn (50 % Benbris 3MiHK WoA0 6e3nekn/eddeKTBHOCTI Ta hapMakoHarisgy. 3MiHn y peyenmom
PO3YKMH roKo3n — 383 (BMPOGHMLTBO KOPOTKili XapaKTepnCTuLi NiKapCbKOro 3acoby, TEKCTi MapkyBaHHS
m; 5,9 % posunH NMPOMiXHOro Ta IHCTPYKUiT AN MEANYHOro 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMMU

amiHOKMCnoT 3
enekTponitamm — 392
mn; 12,5 % ninigHa
emysibCist — 225 mn) y
TprKaMepHomy
N1acTUKOBOMY NakeTi.
TpvikamepHuii
NnacTVKOBWIA nakeT
ynakoBaHWii y 3axXuCHyY
NNiBKOBY 060/TOHKY,
LLI0 MICTWUTb MOr/IMHAY
KWUCHIO Ta iHauKaTop
KVCHIO; MO 6 MakeTiB y
KapTOHHiI kopobui 3
MapKyBaHHAM
YKpaiHCbKOK Ta
aHrNincbLKo MoBaMu

npoAaykTy (Cymiw
aMiHOKMCOoT));
AMXMHOMOTO
OwmHixem CA,
Benbris (Bunyck
cepii npomiXHoro
npoAaykTy (Cymiwl
aMiHOKMCoT));
Bakctep C.A,,
Benebrisa
(BUNpobGyBaHHs
KOMMOHEHTIB
cknagy;
BMNPOOYBaHHSA
NMPOMiXHOro
npoAaykTy (Cymiw
aMiHOKMNCOT);
BMPOGHMLTBO
cuctemu
KOHTelHep/3akynop
toBa/IbHUIA 3aci6;
BMPOOHMLTBO
nikapcbkoro 3acoby,
HanoBHEHHS,
MOKPUTTS 3aXV1CHOI0
060/10HKOH
(overpouching);ctep
nnisauis Ta
ynaKkoBka;
BMNpPobyBaHHSA

OaHUMM 3 SKOCTi, AOKNIHIYHUMMN, KAIHIYHUMW JaHVMKX Ta JaHVMK 3
thapmakoHarnsgy - 3MiH1 BHECEHO A0 IHCTPYKUIT 4718 MeANYHOro
3acTocyBaHHA Nikapcbkoro 3acoby Ao posainis "OcobamBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta A4o3un”, "MobivHi peakuir”,
"HecyMicHicTb". BBeeHHS 3MiH NPOTArom 6-Tv MicALiB nicnis
3aTBEPAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
nikapcbkoro 3acoby;
BUNYyCK cepii);
Minakem Xaii
MoteHt C.A,,
Benebris
(BunpobyBaHHs
MPOMiXXHOrO
npoAaykTy (Cymiw
amiHOKMCNoT))
211. | HYPO®PEH® Kancynm m'ski no 400 PekkiTT Benvka MaTteoH Codhmxenc HinepnaHgy | BHeCEHHS 3MiH 40 peecTpauiiiHux MaTepianis: 3MiHW | TUMy - 3MiHK 6e3 UA/14179/01/01
EKCINPEC mr; no 10 kancyn y BeHkizep BpuTaHis B.B., HigepnaHaun / Benuka wopao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peuenma
POPTE 6nicTepi; no 1 abo 2 Xenckep (BignoBiganbHuii 3a BputaHis OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW fikapcbkoro 3acoby 3
6nicTepy B KapTOHHIA IHTEepHeLWHN BMPOGHULITBO in BHECEHHSAM iHdhopMaLii WoA0 3a3Ha4YeHHSA OAVHULb BUMIPIOBaHHSA
KopooLi Nimiten bulk); PekkiTT y cuctemi Sl. BBeieHHA 3MiH NpoTsArom 6 micsuis nicns
BeHkizep Xenckep 3aTBEPIKEHHS
IHTEepHeLLHN
NimiTen, Benvka
BpuTtaHis
(BignoBiganbHuii 3a
nakyBaHHs Ta
BUMYCK cepii)
212. | OKOMICTUH Kpanni o4Hi/ByLUHI/ANA MeraiHapm ABCTpIs AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/7537/01/01
® Hoca, po3unH 0,01 %; 6X 3 AKOCTi. FoTOBWIA Nnikapcbkuii 3aci6. Cuctema peyenmom
no 5 mna6o 10 My KOHTeliHep/3akynoptoBasibHWIA 3aci6 (iHLWi 3MiHK) - 3MiHa Y po34ini
hNakoHi nonimepHomy «¥YnakoBka» MKA /13 3ymMoBneHa BUyYEeHHAM BKIaAaHHA y nayky
3 KpanesibHuLeto; no 1 POCiiCbKOMOBHOT IHCTPYKLIiT; 3anponoOHOBaHO po3zain
p1akoHy B nauui 3 «YMAKOBKA» ... Mo 1 dpnakoHy BMeCTe C UHCTPYKUMen ans
KapTOHY MeAMLMHCKOro NPYMEHEHNsI NOMELLAIT B Nayky U3 KapToHa; 3MiHN
| Tuny - AAMIHICTpPaTVBHI 3MiHW. BUnyyYeHHA BUPOBHUYOT AiNbHUL
(Bknoyaroum ainbHuui ans A®I, NpomMixXHOro NpoaykTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHUL ANA NPOBEAeHHS
nakyBaHHs, BUPOGHUKA, BiAMNOBIAANBLHOIO 3a BUNYCK Cepiid, MicLe
npoBeAEeHHS KOHTPOIO cepil) abo NnocTavyasibHUKA BUXigHOMO
maTepiany, peareHTy abo AONOMIXHOT PeHOBUHY (SKLLO 3a3Ha4YeHO
Y 0OCbE). BunyueHHs 3aTBepaXeHoro BUpo6bHunka Adl
6eH3ungnuveTnn [3-(mipictoinamiHo)nponisjamoHito xnopuay
MoHorigpat OO0 «WHdamen», Poccuiickas ®eaepauus;
3anponoHosaHo: OO0 «[Mpon3BOACTBEHHOE 06bEeANHEHNE
«TeTepeB», YKpanHa
213. | OME3 IHCTA | nopowok ans O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/0235/03/01
opasibHOT CycneHsii no Na6opatopic Na6opaTopic AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
20wmr;no5.9r nth Nimiteq MiCLl MPOBaPKEHHSA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro

NOPOLLKY B calle; No
5, 10, 20, 30 cawe B
KapTOHHI KOpo6Lyi

nikapcbKoro 3acoby, BKIKUAKUM AiNbHULL BUNYCKY cepii abo MicLe
NPOBeeHHS KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMNIOpPTEP, BK/IOYAKOUM BUMYCK Cepili) - 3MiHa Ha3Bu Ta
anpecu Bmpo6Huka [-p Peapai'c labopartopic JlimiTes, IHais, 6e3
3MiHV Micus BUPOOHULTBA. BBEAEHHSA 3MiH NPOTArOM 6-Tn MicsuiB
nicns 3aTBepKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
214. | OMENPA30/ | kancynu 3 AHaHTa Benuka ApTypa IHgjisa BHECEHHS 3MiH 40 peecTpaliiiHMx MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/12374/01/01
AHAHTA MoaudpikoBaHUM Megikeap /ITa. | BpuTaHis dapmacbioTikans oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
BUBI/IbHEHHAM M0 20 MeT. N114. OHOBJIEHHS TEKCTY MapKyBaHHS1 yNakoBKM JTiKapCbKOro 3acoby 3
mr; no 10 kancyn y BHECEHHAM iH(hopMaLii LWOAO 3a3HaYeHHSA OAMHULb BUMIPIOBaHHS
6nictepi; no 10 y cuctemi Sl. BBeieHHS 3MiH NpoTArom 3-x Micsauis nicns
6nicTepiB y KAPTOHHIN 3aTBEPAKEHHSA
KOpoo6Li
215. | OHBPE3 NOpPOLLOK AN1A Hosapric LLiBeiiuapis Hosaprtic ®apma LliBeiiuapis/ | BHECEHHSI 3MiH 4O peecTpauiiiHUX MaTepianiB: 3MiHW | TUMY - 3MiHK 3a UA/11706/01/01
BPU3XAWNE iHransuii, Teepai dapmva Al LLTeitH AT, IcnaHis wopao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
P Kkancysim no 150 mkr; LLiseiiuapis BHECEHHS 3MiH 40 p. MapkyBaHHa MKA N13:
no 10 kancyn y (BMPOGHMLTBO 3a 3anponoHoBaHo: MapkyBaHHS (3riiHO 3aTBEPAXKEHOro TEKCTY
6nictepi; no 1 abo no NOBHUM LUK/I0M); MapKyBaHHS1) - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKu
3 6nictepn 31 HosaprTic niKapcbKoro 3acoby 3 BHECEHHAM iHchopMaLii LLOAO 3a3HaYEeHHS
iHransaTopom B PapmacbloTuka OAVHWLb BUMIpIOBaHHA Y cucteMi Sl. BBeieHHs1 3MiH nNpoTarom 6-
KapTOHHIi Kopo6Lyi C.A,, IcnaHis TV MiCALIB Nicna 3aTBepAKEHHS
(KOHTpOAb AKOCTI 3a
nokasHukammn"Onmc
BMiCTY",
"O60n0HKa";
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUNYyCK
cepii);
dapmaHanituka CA,
LLiseiiuapis
(KOHTpO/Ib AKOCTI (3a
BWHSATKOM TecTy
Mikpob6ionoriyHa
4yncToTa))
216. | OHBPE3 NOpPOLLOK ANA HosaprTic LBeliuapis HosaprTic ®apma LlBeliuapisa/ | BHeCEHHA 3MiH [0 peecTpauiiiHuX maTepianis: 3MiHW | TUNY - 3MiHK 3a UA/11706/01/02
BPU3XAWNE iHransuii, Teepai dapma Al LTenH Al, Icnanis oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenmom
P kancynu no 300 mkr; LLiBeiiuapis BHECEeHHS 3MiH 0 p. MapkyBaHHA MKA N3:

no 10 kancyny
6nicTepi; no 1 abo no
3 6nictepn 31
iHransATopom B
KapPTOHHI KOpooLi

(BMpPOGHMLTBO 3a
NOBHMM LUK/IOM);
Hosapric
PapmacbloTuka
C.A., IcnaHis
(KOHTPO/Ib SIKOCTI 3a
nokasHvkammn"onuc
BMiCTY",
"O60s10HKa";
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii);
dapmaHanituka CA,
LLiBeiiuapis
(KOHTpO/Ib SIKOCTI (3a

3anponoHoBaHo: MapkyBaHHs (3rifHO 3aTBEPAYKEHOIO TEKCTY
MapKyBaHHS1) - OHOBJIEHHS TEKCTY MapKyBaHHS yNakoBKu
niKapcbKoro 3acoby 3 BHECEHHSIM iHchopMalLlii LLoA0 3a3HaUYeHHS!
OAVHULb BUMIpIOBaHHSA Y cuctemi Sl. BBeeHHA 3MiH NpoTAarom 6-
TV MiCAILIB NicNa 3aTBEPAKEHHSI
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Ne

Hassa

Popma sUMyCKY

3asiBHUK

KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BUHATKOM TecTy
Mikpo6ionoriyHa
yucToTa))
217. | OHIMNI3A TabneTku, BKpUTI ACTPA3EHEK Benvka AcTpa3eHeka Ab, Lsewis/ BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/10715/01/01
NNiBKOBOIO A lOK Nliviten | BputaHis LLIBeLis (BMpOBHMK cuwA/ wopao 6esnekun/edpekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) - peyenmom
06010HKOt0, M0 2,5 ™r, BiANoOBigaIbHUI 3a Benvka BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" B 3aTBepxeHnx MKA
no 10 TabneTtok y KOTPO/Ib SIKOCTI); BpuTaHis N3. 3anponoHoBaHo: MapkyBaHHSA 3rigHO 3aTBEPKEHOr0 TEKCTY
6nicTepi; no 3 AcTpa3eHeka MapKyBaHHS1. 3aTBepKEHHSI a/lbTePHATUBHOIO TEKCTY
6nicTepy B KapTOHHIi PapmacboTUkanc MapKyBaHHS! yNakoBKU MiKapcbKoro 3acoby i3 3a3Ha4eHHAM
Kopoo6Li NN, CLWA (Brpo6GHMK MDKHapOAHMX NO3HAaYeHb OAMHULL BUMIpIOBaHHSA. BBeAeHHSA 3MiH
in bulk); NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS
AcTpa3eHeka HOK
Nimiteq, Benuka
BpuTaHis
(BMPOGHUK,
BignoBiganbHWiA 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUMYyCK
cepii)
218. | OHIMI3A TabneTkn, BKPUTI ACTPA3EHEK Benvka AcTpa3eHeka Ab, LLBeuis/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 3a UA/10715/01/02
NNiBKOBOIO A lOK Niviteq | BputaHia LLBeuist (BUpOGHYMK cuA/ Lono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
060/10HKO0, N0 5 Mr, BiNOBifabHWIA 32 Benuvka BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" B 3aTBepxeHnx MKA
no 10 Tabnetok y KOTPOJIb AKOCTI); BpuTaHis N3. 3anponoHoBaHo: MapkyBaHHA 3rigHO 3aTBEPAKEHOIO TEKCTY
6nictepi; no 3 AcTpa3eHeka MapKyBaHHS1. 3aTBep)KeHHSI a/lbTePHATUBHOTO TEKCTY
6nicTepy B KAPTOHHIl PapmacbloTukanc MapKyBaHHS YNakoBKU MiKapcbKoro 3acoby i3 3a3Ha4eHHAM
KopoobUi N, CLA (BUpOoGHMK MiKHapOAHMX MNO3HAYeHb OAVMHULL BUMIpOBaHHS. BBeAeHHS 3MiH
in bulk); NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPIKEHHS
AcTpa3eHeka OK
NimiTen, Benvka
BpuTaHis
(BUPOBHUK,
BignoBigasibHW 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUMYyCK
cepil)
219. | ONTUKC TabneTku, BKpUTI AT YkpaiHa AT "KUIBCbKINIA YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 6es UA/6929/01/01
NAiBKOBOO "KNIBCbKW BITAMIHHWIA oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenma
060/10HKO0, Mo 10 BITAMIHHW 3ABOA" OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKY JTiKapCbKOro 3acoby 3
Tabnetok y 6nictepi; 3ABOJA" BHECEHHSAM iHthopmaLii LWoA0 3a3HAYEHHA OAUHULIb BUMIPIOBAHHS
no 3 abo no 6 y cucTemi Sl. BHeceHHs 3MiH Ao po3giny “MapkyBaHHsA" MKA 13:
6nicTepisB y nauui 3anponoHoBaHo: MapkyBaHHA 3rigHO 3aTBEPMKEHOMY TEKCTY
MapKyBaHHS. BBeJeHHS 3MiH NpOTArom 6-x Micauis nicns
3aTBEPAKEHHSA
220. | OPANTEK cnpeii cy6niHrsansHuii | IHMYHOTEK, IcnaHis BMPOBHULTBO, IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/17857/01/01
(MOHOA/EP | 30000 TO; no 9 mny C.J. nepBuHHE 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta ddapmakoHarnsagy (iHLwi peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
FEH) dhnakoHi, no 2 nakyBaHHs, 3MiHW)
dhnakoHn 3 HacaaKo BTOPVHHE OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBK/ Nikapcbkoro 3acoby 3
3 NOBOPOTHUM nakyBaHHs, BHECEHHSAM iHthopmau,ii LWoA0 3a3HAYEHHS OAUHULIb BUMIPHOBAHHS
HOCWKOM, L0 KOHTPO/b AKOCTI, y cuctemi Sl. 3a3HaueHHsA NaTUHCLKOK MOBOH) Ail0UNX PEYOBUH
obnagHaHa 36epiraHHs, BUMNYCK anepreHis wepcTi koTa (Cat dander 100 %), wepcTi cobaku (Dog
BOYAOBaHUM cepii: dander 100 %). BignoBigHi 3miH1 BHOCATbLCA 40 po3giny Cknag
po3nunoBayem B IHMYHOTEK, C./. nikapcbKoro 3acoby peectpaviiiHoro nocsigyeHHs, MKA, IHCTpykujii
KopooLi 0N MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby, TekcTy
MapKyBaHHs. 3MiHu | Tuny - AgMiHICTPaTVBHI 3MiHW. 3MiHa Ha3BM
A®| abo fONOMIXHOT peqoBUNHU - 3MiHA Ha3BM Ajl0HMX PEUOBUH
6epesn noBUCNOi Ta aMbpOo3ii NOSIMHOANUCTOI NTAaTUHCLKOK MOBOHO.
3arBepmxeHo: Betula verrucosa, Ambrosia vulgaris.
3anponoHoBaHo: Betula pendula, Ambrosia artemisiifolia.
BignosigHi 3mMiHWM BHOCATbLCA [0 po3ainy Cknaz Nikapcbkoro
3acoby peecTpauiiiHoro nocsigyeHHs, MKA, IHCTpykuii ans
MeAMYHOro 3acTOCYBaHHA NiKapCbKoro 3acoby, TeKCTY
MapKyBaHHS.
221. | OPANTEK cnpeli cy6niHrsanbHuin | IHMYHOTEK, Icnanis BMPOBHMLITBO, Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/17858/01/01
(CyMmiLu 30000 TO; no 9 mny C.N. nepBuHHE 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi peyenmom
ANEPrEHIB) dhnakoHi; no 2 nakyBaHHs, 3MiHW)
dh1akoHn 3 Hacaako BTOPUHHE OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW /likapCbkoro 3acoby 3
3 MOBOPOTHUM nakyBaHHs, BHECEHHAM iH(hopMaLii LWOAO 3a3HaYeHHSA OAMHULb BUMIpIOBaHHS
HOCMKOM, LLIO KOHTPONb cepii, y cuctemi Sl. KopekTHe HanncaHHs Ailo4oi peYOBUHU NaTUHCHLKOK
obnagHaHa BMNYCK cepil, MOBOK asiepreHiB nNaicHABUX rpubis (byno - A. fumigates, ctano -
BOy0BaHUM 36epiraHHs: A. fumigatus), AsumeHto 3BuyaiiHoro (6yno - Hordeum vulgare,
posnuaBayvemM B IHMYHOTEK, C.J1. ctano - Hordeum vulgare). BignosigHi 3MiHM BHOCATbLCA A0
KopoobUi po3giny Cknag, Nnikapcbkoro 3acoby peecTpauiiniHoro noceigveHHs,
MKSA, [HCTpYKUii N8 MeAUYHOro 3aCTOCYBaHHSA NiKapCbKoro
3aco0by, TeKCTY MapKyBaHHs. 3MiHU | Tuny - AAMIHICTpaTUBHI
3MiHW. 3miHa Ha3Bun A®| abo AONOMIKHOT pevoBVHY 3MiHa Ha3BK
Ailounx pevoBuH 6epesu NoBucoi Ta ambposii NoIMHONNCTOl
NaTMHCBLKOK MOBOL. 3aTBepakeHo: Betula verrucosa, Ambrosia
vulgaris
3anponoHoBaHo: Betula pendula, Ambrosia artemisiifolia
BignosigHi 3mMiHWM BHOCATbLCA [0 po3ainy Cknaz nikapcbkoro
3acoby peecTpauiiiHoro nocsigyeHHs, MKA, IHCTpykuii ans
MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby, TEKCTY
MapKyBaHHS.
222. | OPYHIAN® kancysm no 100 mr; no TOB YkpaiHa AHccen-Cinar C.n.A. ITanis BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHM | Tuny - 3a UA/2415/02/01
4 kancynu B 6nicTepi; "[I>XOHCOH i AnMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
no 7 6nictepis y JXoHCOoH 3asBHUKa (BNacHNKa peecTpauiliHoro noceigueHHs). 3miHa agpecu
KapTOHHI KOpoo6Lj; No YkpaiHa" 3as1BHMKA.
5 kancyn y 6nictepi;
no 3 6nictepu B
KapPTOHHI Kopobui
223. | OCMAMOKC NOpPOLUOK ANA CaHpo3 CnoseHis CaHpo3 F'mM6X- ABCTpIs BHECEHHS 3MiH 0 peeCcTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/3975/05/01
opasibHOI cycneHsit dapmacbloTika TexOnc 3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTpOnb roToBoro peyenmom
(125 mr/5mMn)no5,1r n3 a.a. NiKapcbKoro 3acoby. 3miHa y MeToax BUNpo6yBaHHsSI rOTOBOIO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

nopoLuky ans 60 mn
a60 8,5 r nopoLuky
ansa 100 mn cycnexsii
y donakoHi, no 1
(hNakoHy pasom 3
LWINpYUOM Anst
[l03yBaHHA 3
afanTepom y
KapTOHHI Kopo6Lyi

nikapcbkoro 3acoby (iHWi 3MiHM y MeToAax BUNpPo6yBaHb
(BK/IKOYALOUM 3aMiHy a60 [JONOBHEHHS)) — 3MiHU aHaNiTUUYHOT
METOAVKYM 38 NOKAa3HNKOM «30BHILLHIA BUrNS4» (3 ONUCY METOAVKN
BMAA/IEHO HAA/IMLLKOBY iHGhopMaLio). MeToavka TecTy He
3MiHWUNacs; 3MiHu | Tuny - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KoHTposib roTOBOrO Nikapcbkoro 3acoby. 3mMiHa napaMeTpis
cneundikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3aco0by (40NOBHEHHS creyndikalii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA40M BUNPOOYBaHHSA) — JONOBHEHHSA
cneundikauii Ha BUMYCK Ta TEPMiH NPUAATHOCTI MOKa3HWKOM
«lpeHTudikalis amokeuuuniHy», K1 BUKOHYETLCA MeToaoM Y ®-
cnektpodoTomeTpieto (2.2.25. EP); 3miHM | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA NNikapcbknii 3aci6. KOHTPOb rOTOBOrO NikapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHsS rOTOBOMO NikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPLKEHMX MeTohax
BMNPOBYBaHHS) - 3MiHU aHaNiTUYHOI METOAMKM 3a MOKa3HMKOM
«pH», a came BUAANEHO ONUC METOAUKN, OCKI/TbKM TeCT
NPOBOAMTLCA BiANOBIAHO A0 BUMOT 3arasibHOI cTaTTi 2.2.3.
«lMoTeHuioMeTpuyHe BU3Ha4YeHHs pH» EP; 3miHn | Tuny - 3miHn 3
sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOTO JliKapCbKOro
3aco06y (iHWi 3MiHK Y MeToAax BUNPOOyBaHb (BK/IKOYAKOUN 3aMiHy
a60 [JONOBHEHHS)) — 3MiHWN aHaNITUYHOT METOAMKN 3a NMOKa3HUKOM
«OfHOPIgHICTE MacK» (3 ONMCy METOAMKN BUJAIEHO HAAIMLLKOBY
iHchopmavito. Onnc TecTy BUKNaLeHo HACTYMHUM YMHOM:
«paByMeTpUYEecKoe onpeseieHne Macchl HanoHEHNS»).
MeToavka TecTy He 3MiHuiacs; 3miHn | Tuny - 3MiHW 3 SIKOCTI.
[oTOBWIA NNikapcbknii 3aci6. KOHTPOb rOTOBOrO NikapCbKoro
3acoby. 3miHa y MeToax BUNpo6yBaHHsS roOTOBOMO NikapCbKoro
3aco06y (iHWi 3MiHK Y MeTodax BUNPOOyBaHb (BK/IHOYAKOUMN 3aMiHy
ab0 AONOBHEHHS)) — 3MiHU aHaNITUYHOT METOAMKM 3a MOKa3HVKOM
«CycneHayBaHHs» (BUYyYeHO AeTasIbHWIA ONnC METOAVKK).
MeToavka TecTy He 3MiHunacs; 3miHn | Tuny - 3MiHW 3 SIKOCTI.
['oTOBWIA Nikapcbknii 3aci6. KOHTPO/b rOTOBOrO NikapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHs rOTOBOMO NikapCbKoro
3aco06y (iHWi 3MiHK Y MeTodax BUNPOOyBaHb (BK/IHOYAKOUMN 3aMiHy
ab0 AONOBHEHHS)) — 3MiHM aHaNITUYHOT METOAMKM 3a MOKa3HVKOM
«PecycneHgyBaHHA» (BUYYEHO AeTaslbHWIA ONUC METOANKN).
MeToavka TecTy He 3MiHuacs; 3miHn | Tuny - 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPO/b rOTOBOrO NikapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHsS rOTOBOMO NikapCbKoro
3acoby (415 npvBeAeHHN Y BigNOBIAHICTb 3 MY abo
€BponeiicbKoto hapmakoneeto Ta BUTyYEeHHA NOCUIaHHA Ha
3acTapifiniA BHYTPILLHI MeToA, BUNPOGYBaHHS i 10ro Homep) —
BW/Ty4EHO ONMC MeToAy B 3a nokasHukom «BMmicT BOAW», OCKiSIbKM
MeToAMKa BignoBiAae BUMoram 3arasibHoi ctarTi 2.5.12.
«BusHauyeHHs BoAW HaniBmikpomeTogom» EP Ta 3anuwweHo
nocunaHHA Ha 3a3HaveHy 3arasibHy CTarTio; 3MiHu | Tuny - 3MiHn 3
SIKOCTIi. [O0TOBWMIA Nikapcbknii 3aci6. KOHTPO/1b TOTOBOTO J1iKapCbKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

3acoby. 3miHa y MeTogax BUnNpobyBaHHS rOTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHK y MeToAax BUNPo6yBaHb (BK/OHAKOUM 3aMiHy
a60 [OMNOBHEHHST)) — BU3HAYEHHS NOKa3HUKa «BmicT Bogn»
[OMOBHEHO a/IbTEPHATVBHUM METOAOM A [10 3aTBEPKEHOr0
MeToay B BiANOBIAHO [0 3arasibHOT cTaTTi 2.5.12. «Bu3HayeHHs
BOAM HaniBMikpomeTogoM» EP; 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPO/b rOTOBOrO NikapCbKoro
3acoby. 3miHa y MeToax BUNpo6yBaHHsS rOTOBOMO NikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAKEHMX MeTohax
BMNPOGYBaHHS) — 3MiHU aHaNiTUYHOI METOAMKMN 38 MOKa3HVMKOM
«lpeHTudikauis aMmoKCULUiIHY», Sika BUKOHYETLCA 3a AOMOMOrol
meTtoga TLWX (TLC) (npuroTyBaHHA CTaH4apTHOTO PO3UMHY,
[04aHO NOPIBHSAHHA XpoMaTorpam Ta BHECEHO pefaKuiiHi 3MiHu
BiANOBIAHO 4O HOBOT CUCTEMU AOKYMEHTAUT); 3MiHW | TUnYy - 3MiHK
3 AKOCTi. FO0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOro
nikapcbKkoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHSA roTOBOrO
niKapcbKoro 3acoby (4711 NpuBeAeHHs Y BIANOBIAHICTL 3 APY a6o
€Bponelicbkol hapMakoneeto Ta BUYyYeHHS MOCUIAHHS Ha
3acTapinnii BHYTPILWHI MeTog, BUNPoGyBaHHS i 1oro Homep) — 3
nokasHuka «MikpobionoriyHa YncToTa» BUYYEHO ONNC METOAVKM
Ta BHECEHO NOCUNAHHA Ha 3arasibHi CTatTi 3 Mikpobionorii 2.6.12.
Ta 2.6.13., ockinibkn BUNpObyBaHHSA BiANOBiAaI0TL BUMOram
3a3HayeHnx cTaTeit; 3MiHu | Tuny - 3miHKn 3 AkocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO /iKapCbKoro 3acoby. 3miHa y
MeToAax BUNPOOGYBaHHS rOTOBOrO JiKkapCbKOro 3acoby (Hes3HauyHa
3MiHa y 3aTBepMKEHNX MeToAax BUNpPobyBaHHS) — 3MiHU
aHaniTMYHOI METOAMKM 3a NOKa3HMKOM «CynyTHI OMILLKN» (MeTo4
HPLC) (3miHa 06’eMy cTaHAapTHOrO PO34nHy 6e3 3MiHK
KOHUEHTpaL,ii; 4o napameTpiB NpuaaTtHoOCTI XxpomaTtorpadivyHoi
cUCTeMM A0AaHO HACTYMHI KpUTepii: 61aHK-po3UnH, KoedilieHT
pO34iNeHHs, BiATBOPIOBAHICTb, YAC/I0 TEOPETUYHKX Tapinok,
KoeqiLiEHT CUMETPIi; AoA4aHO TUMOBI XpOMaTorpamu; pefakLiiHi
3MiHV BiANOBIAHO A0 HOBOI CMCTEMW AOKYMeHTaLiT); 3MiHu | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax BUnpobyBaHHS rOTOBOIO
nikapcbkoro 3acoby (iHLWi 3MiHM y MeToAax BUNpo6yBaHb
(BK/THOYatOUM 3aMiHy ab0 JONOBHEHHS)) — A0 NOKasHuKa «CymnyTHi
[OOMILLKM» 0AAHO a/lbTePHATUBHWI MeTog, ynbTpa-BEPX
(UHPLC); 3miHu | Tvny - 3miHW 3 AKOCTi. [0TOBWUIA NiKapCbkuii 3aci6.
KOHTpOsb roToBOrO NikapcbKoro 3acoby. 3miHa y metogax
BUNPOBYBaHHS rOTOBOrO NikapCbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MEeToAax BUNPOOYBaHHA) — 3MiHW aHasTiTUYHOT
MeTOAVKMN 3a NOKa3HUKOM «KinbKiCHe BU3HAYEHHS. AMOKCULIMAIHY
(meTog HPLC) (npo6oniarotoBka; 36iNbLUeHO Yac po3aifieHHs 3 8
XBWAWH (4115 BCiX PO34MHIB) A0 12 XBUAWH (4719 61aHK-pO3UnHY,
SST-po3unHy, cTaHAAPTHONO Po34KHy) Ta Ao 30 XBUAWH (Ans
BMNPOBYBAHOr0 PO34KHY) 3 METOK MPOMMUBAHHS, LL06 YHUKHYTK
BM/IMBY CYNYTHIX AOMILLIOK Ta AOMNOMDKHWUX PEYOBUHU; [0
napameTpiB NPUAATHOCTI XpomaTtorpadivyHoi cuctemMm goaaHo
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

HaCTyMHi KpUTepii: 6/1aHK-PO3YVH, YACIO TEOPETUYHUX TapisloK,
YTOYHEHO KoedilieHT cMMeTpil; 4oA4aHo TUNOBI XpoMaTorpamu;
pefakLiiHi 3MiHW BigNOBIAHO A0 HOBOI CUCTEMMW AOKYMeHTaUi);
3MiHM | TURy - 3MiHK 3 SKOCTI. [OTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHs
rOTOBOrO /iKapCbkoro 3acoby (iHLi 3MiHW y MeTogax BunpobyBaHb
(BKt0va0uM 3aMiHy abo JONOBHEHHS)) — A0 NokasHuka «KinbkicHe
BU3HAYEHHSA. AMOKCULWNIH» [OAaHO aNbTepPHATUBHUI MeTos,
ynbTpa-BEPX (UHPLC); 3miHu | Tuny - 3MiHM 3 SIKOCTi. [OTOBMI
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA roTOBOrO JIiKapCbKOro 3acoby (He3HayHa
3MiHa y 3aTBEpPAKEHNX METofax BUNPOOYBaHHS) — 3MiHU
aHasTITUYHOT METOANKM 3a NOKa3HUKOM «KiflbKiCHe BU3HAUYEHHS.
Harpito 6eH3oat» (MeTog HPLC) (npo6oniaroToBka; 36inbLUeHo
yac po3gineHHs 3 5 XBuanH (411 BCiX PO3UMHIB) A0 12 XBUIUH
(ans 6naHk-po3unHy, SST-pPo3UnHY, CTaHAAPTHOrO PO3YKHY) Ta A0
30 XBUAKH (AN19 BUNPOBYBAHOr0 PO34MHY) 3 METOK NMPOMMBAHHS,
06 YHUKHYTU BM/IMBY CYMYTHIX AOMILLOK Ta JOMNOMDKHUX
peyvoBMHM; A0 NapameTpiB NPUAATHOCTI XpomatorpadiuHoi
CUCTEMU [0AAHO HAaCTYMHI KpUTepii: 61aHK-po3ynH, koediLlieHT
CMMETPIT, YNCNO TEOPETUYHNX TapinokK;. 4OAaHO TUMOBI
XpomaTorpamu; peAakLiiHi 3MiHu BignoBigHO A0 HOBOT CUCTEMM
OOKyMeHTaUii); 3MiHW | Tuny - 3MiHK 3 AKOCTi. TOTOBWIA NlikapCbKuii
3aci6. KoHTposib roTOBOro Mikapcbkoro 3acoby. 3MiHa y metogax
BMNPO6YBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHK Y
MeTo[ax BUNpobysaHb (BKIOYauM 3aMiHy abo [ONOBHEHHS)) —
00 nokasHuka «KinbkicHe BU3Ha4YeHHsl. HaTpito 6eH30aT» fo4aHo
anbTepHaTuBHWI MeTog ynbTpa-BEPX (UHPLC)

224.

OCIMNAMOKC

NopoLLOK ANA
opasibHOT cycneHsit
(250 mr/5 mn): no 6,6 r
nopoLuKy ans 60 mn
a6o no 11 r nopoLuky
ans 100 mn cycnewsii
y donakoH; no 1
pN1aKkoHy pasom 3
LINPVLOM Ans
[l03yBaHHA 3
afantepom y
KapTOHHI Kopo6Lyi

CaHpos
dapmacbloTika
n3 a.a.

CnoseHis

CaHpo3 M'm6X-
TexOrnc

ABCTpist

BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK
3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOro
nikapcbkoro 3acoby. 3miHa y meToAax BUnpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHwi 3MiHW Yy MeTogax BUNpobyBaHb
(BrNtOYaOUM 3aMiHy abo [OMOBHEHHS)) — 3MiHV aHaUTITUYHOT
METOAMKM 38 NOKa3HWKOM «30BHILLHIA BUrIAA» (3 ONUCY METOAMKN
BMAANEHO HaAMLLKOBY iHGhopMaLio). MeToauka TecTy He
3MiHWNacs; 3MiHu | Tuny - 3MiHK 3 AKOCTI. FOTOBWIA NikapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneundgikauii Ta/abo AONYCTUMMX MEX FOTOBOrO iKapCbKoro
3ac00y (AONOBHEHHS cneundikalii HOBUM MOKa3HMKOM 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA) — JOMNOBHEHHS
cneumdgikauiii Ha BUNYCK Ta TEPMiH NPUAATHOCTI MOKa3HWKOM
«lgeHTudpikauis amokcuumniHy», SKMi BUKOHYETbCA MeToAoM Y®-
cnekTpogpoTomeTpieto (2.2.25. EP); 3MiHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NikapcbKoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOTO JliKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpMKEHNX MeTodax
BUNPO6YBAHHSA) - 3MiHW aHaNiTUYHOI METOAMKM 3@ NOKA3HUKOM

3a
peyenmom

UA/3975/05/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

«pH», a came BUAANEHO ONUC METOAUKN, OCKI/TbKM TeCcT
NPOBOAMTLCA BiANOBIAHO A0 BUMOT 3arasibHOI cTarTi 2.2.3.
«lMoTeHuUioMeTpuyHe BU3HaYeHHS pH» EP; 3MiHu | Tuny - 3miHn 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. KOHTPO/Ib rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpo6yBaHHsS rOTOBOMO NikapCbKoro
3aco06y (iHWi 3MiHK Y MeTodax BUNPOOyBaHb (BK/IKOYAKOUMN 3aMiHy
ab0 4ONOBHEHHS)) — 3MiHM aHaNITUYHOT METOAMKM 3a MOKa3HVKOM
«OfHOpPIgHICTL Mack» (3 onucy MeTOAMKM BUAANEHO HAA/INLLKOBY
iHchopmavito. Onnc TecTy BUKNaLEeHO HACTYNMHUM YAHOM:
«[paBMMeTpUYEcKoe onpesenieHne Macchl HanoSIHEHNSA»).
MeToavka TecTy He 3MiHunacs; 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oToBUIA Nikapcbkmii 3aci6. KOHTPO/Ib FOTOBOTO /iKaPCbKOro
3acoby. 3miHa y MeTogax BUnpobyBaHHS rOTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHK y MeToAax BUNPo6yBaHb (BK/OHAKOUM 3aMiHy
a60 [OMNOBHEHHS)) — 3MiHWN aHaTITUYHOT METOAMKN 3a MOKA3HUKOM
«CycneHfyBaHHA» (BUyYEHO JeTasIbHWA ONC METOAVIKN).
MeToavka TecTy He 3MiHunacs; 3MiHu | Tuny - 3MiHW 3 SKOCTI.
[oToBUIA Nikapcbkmii 3aci6. KOHTPO/Ib FOTOBOTO /iKaPCbKOro
3acoby. 3miHa y MeTogax BUnNpobyBaHHS rOTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHK y MeToAax BUNPo6yBaHb (BK/OHAKOUM 3aMiHy
a60 [OMNOBHEHHS)) — 3MiHWN aHaTIITUYHOT METOAMKN 3a MOKA3HUKOM
«PecycneHgyBaHHsA» (BU/Ty4YEHO AeTaslbHUii ONMC METOLUKMN).
MeToavka TecTy He 3MiHunacs; 3MiHu | Tuny - 3MiHW 3 SKOCTI.
[oToBUIA Nikapcbkmii 3aci6. KOHTPO/Ib FOTOBOIO /iKAPCbKOro
3acoby. 3miHa y MeTogax BUnpobyBaHHS rOTOBOrO NiKapCbKoro
3acoby (419 NpuBeAEeHHS Y BIANOBIAHICTL 3 APY abo
€Bponelicbko hapMakoneeto Ta BUYyYEeHHS MOCUIAHHS Ha
3acTapifiuii BHYTPILLHIA MeToA, BUNPo6byBaHHS i 10ro Homep) —
BUJTy4YEHO Onnc meToAy B 3a nokasHUKoM «BMIiCT BoAu», OCKINIbKM
MEeTOAMKa BignoBigae BUMoram 3arasibHoi ctarTi 2.5.12.
«Bun3HayeHHs BoamM HaniBMikpoMeTogom» EP Ta 3anvweHo
NOCWNAHHSA Ha 3a3HayeHy 3arasibHy CTaTTio; 3MiHW | Tuny - 3MiHK 3
SKOCTIi. [0TOBMIA Nikapcbknii 3aci6. KOHTPO/Ib TOTOBOTO /1iKapCbKOro
3acoby. 3miHa y MeTogax BUnpobyBaHHS rOTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHK y MeToAax BUNPo6yBaHb (BK/OHAKOUM 3aMiHy
a60 [OMNOBHEHHST)) — BU3HAYEHHS NOKasHuKa «BmicT Bogn»
[OMOBHEHO a/IbTEPHATVBHUM METOAOM A [10 3aTBEPKEHOT0
MeToay B BiANOBIAHO [0 3arasibHOT cTaTTi 2.5.12. «Bu3HayeHHs
BOAM HaniBMikpomeTogom» EP; 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPO/b rOTOBOrO NikapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHsS rOTOBOMO NikapCbKoro
3acoby (He3HayHa 3miHa Y 3aTBEPLKEHMNX MeTohax
BMNPOGYBaHHS) — 3MiHU aHaNiTUYHOI METOAMKM 3a MOKa3HVMKOM
«lpeHTudikauis aMmoKCULUiHY», Sika BUKOHYETLCA 3a AOMOMOrot
meTtoga TLWX (TLC) (npuroTyBaHHA CTaH4apTHOTO PO3UMHY,
[04aHO NOPIBHSAHHA XpoMaTorpam Ta BHECEHO pefaKuiiHi 3MiHM
BiANOBIAHO 4O HOBOT CUCTEMU AOKYMEHTAUT); 3MiHW | TUnYy - 3MiHK
3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOrO
niKapcbKoro 3acoby. 3miHa y MeTofax BUNpo6yBaHHsS rOTOBOIO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

nikapcbKoro 3acoby (415 NpMBeAEHHS Y BiANOBigHICTb 3 DY abo
€BponeiicbKkoto hapmakoneeto Ta BUTyYEHHS NOCUIaHHA Ha
3acTapinnin BHYTPILWHIA MeTog, BUNPOGYBaHHS i Moro Homep) — 3
nokasHuka «MikpobionoriyHa YncToTa» BUIYYEHO ONNC METOAVKM
Ta BHECEHO MOCUNaHHA Ha 3arasbHi cTaTTi 3 Mikpob6ionorii 2.6.12.
Ta 2.6.13., ockinbkn BUNPObYBaHHSA BifNOBIAAI0TL BUMOram
3a3HaveHnx cTaTeit; 3miHu | Tuny - 3miHK 3 sAkocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO fliKapCbKoro 3acoby. 3miHa y
MeTofax BUNPO6YBaHHS roTOBOrO JiKapCbKOro 3acoby (HesHauyHa
3MiHa y 3aTBEpMAKEHUX MEeToAax BUNPOOYBaHHS) — 3MiHU
aHasliTMYHOT METOAMKM 3a NOKa3HUKOM «CynyTHI AOMILLKU» (MeToA,
HPLC) (3miHa 06’eMy CTaHAaPTHOrO PO34MHY 6€3 3MiHK
KOHLeHTpaLlil; 40 napaMeTpiB NpuaaTHOCTI XxpomaTorpadiyHol
CUCTEMU [0AAHO HAaCTYMHI KpUTepii: 61aHK-po3ynH, koediLlieHT
pO34iNeHHs, BiATBOPIOBAHICTb, YNC/I0 TEOPETUYHMX Tapinok,
KoeqiLiEHT cUMeTPIi; JOAAaHO TUMOBI XpOMaTorpamu; pefakuiiHi
3MiHM BiANOBIAHO [0 HOBOI CUCTEMU JOKYMeHTaLii); 3MiHu | Tuny -
3MiHK 3 SKOCTi. FoToBUIA NiKapcbkuii 3acié. KOHTposb roToBoro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHSA roTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHM Yy MeTogax BUNpobyBaHb
(BKIIOYAOUM 3aMiHY 260 JONOBHEHHS)) — A0 NOKasHWKa «CynyTHI
OOMILLKV» 0OAAHO anbTepHaTUBHWI MeTog ynbTpa-BEPX
(UHPLC); 3minHm | TNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /liKapCbKOro 3acoby. 3MiHa y meTogax
BMNPOOYBaHHSA rOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3MmiHa y
3aTBEPKEHNX MeToax BUNPOBYBaHHS) — 3MiHU aHaNITUYHOT
METOAMKM 3a NOKa3HMKOM «KifbkiCHe BU3HAYEHHS. AMOKCULMIH»
(meTog HPLC) (mpo6onigrotoBka; 36inbIeHo Yac po3aisieHHs 3 8
XBUNUH (4151 BCIX PO3YMHIB) A0 12 XBUAWH (4718 61aHK-pO34YUHY,
SST-po34nHy, CTaHAAPTHOrO PO34KHy) Ta A0 30 XBUAWH (45
BMMPOOGYBAHOr0 PO34KHY) 3 METO MPOMUBAHHS, L6 YHUKHYTM
BMN/IMBY CYMYTHIX AOMILLOK Ta JOMOMiXXHUX PEYOBUHY; [0
napameTpiB NpUAaTHOCTI XpomaTorpadiuHoi cuctemm goaaHo
HaCTyMHi KpUTepii: 6/1aHK-PO3YVH, YACIO TEOPETUYHUX TapisloK,
YTOYHEHO KoedilieHT cMMeTpil; 4o4aHo TUNOBI XpoMaTorpamu;
pefakLiiiHi 3MiHW BigNOBIAHO A0 HOBOI CUCTEMMW AOKYMeHTaUi);
3MiHM | TUny - 3MiHK 3 SKOCTI. [OTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHs
rOTOBOrO /iKapCbkoro 3acoby (iHLi 3MiHW y MeTogax BunpobyBaHb
(BKt0Ya0uM 3aMiHy abo JONOBHEHHS)) — A0 MokasHuka «KinbkicHe
BU3HAYEHHSA. AMOKCULWNIH» [0AaHO aNbTepHaTUBHUI MeTos,
ynbTpa-BEPX (UHPLC); 3miHu | Tuny - 3MiHM 3 SIKOCTi. [OTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /liKapcbKoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHA roTOBOrO JIiKapCbKOro 3acoby (He3HavyHa
3MiHa y 3aTBEpPMKEHNX MeTofax BUNPOOYBaHHS) — 3MiHU
aHasTITUYHOT METOANKM 3a NOKa3HUKOM «KiflbKiCHe BU3HAUYEHHS.
Harpito 6eH30at» (MeTog HPLC) (npo6oniaroToBka; 36inbLUeHO
yac po3gineHHs 3 5 XBUanH (419 BCiX PO3UMHIB) A0 12 XBUIUH
(ans 6naHk-po3yrHy, SST-po3yMHY, CTaHAAPTHOrO PO3yKHy) Ta A0
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

30 XBUAH (A48 BUNPOBYBAHOr0O PO34KHY) 3 METOK NMPOMMBAHHS,
06 YHUKHYTW BM/IMBY CYNYTHIX AOMILLOK Ta JONOMIXHUX
peyoBunHW; A0 NapameTpiB NPUAATHOCTI XpomatorpadiuHoT
cucTemMy AofAaHO HaCTYMHI KpuTepil: 611aHK-po34UmnH, KoedilieHT
CUMETPIT, YNC/I0 TEOPETUYHMX Tapinok;. AOAAHO TUNOBI
XpomaTorpamu; pegakLiiHi 3MiHu BignoBigHO A0 HOBOT CUCTEMM
OOKyMeHTaUii); 3MiHW | Tuny - 3MiHW 3 AKOCTi. T0TOBWIA NiKapCbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby. 3mMiHa y MeTofax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BUMpoGyBaHb (BK/IKOYaluM 3amiHy abo AONOBHEHHS)) —
[0 nokasHuka «KinbkicHe Bu3HaveHHs. Hatpito 6eH3oar» fofaHo
anbTepHaTuBHWI MeTog ynbTpa-BEPX (UHPLC)

225.

OCMAMOKC

NOpOLLIOK A5
OpasbHOT cycneHsii
(500 mr/5 mn): no 12 ¢
nopoLuKy Ans 60 mn
a60 no 20 r NopoLLKy
ansa 100 mn cycneHsii
y thnakoHi; no 1
hnakoHy pasom 3
MipPHOIO JTOXKOK Y
KapTOHHI Kopo6Lyi

CaHpos
dapmacbloTika

n3 a.4a.

CnoseHis

CaHpo3 FmM6X-
TexOnc

ABCTpIA

BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK
3 IKoCTi. FoTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTodax BUNpo6yBaHHSA roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHM y MeToAax BUNpo6yBaHb
(BKIKOYAOUM 3aMiHy a60 [JONOBHEHHS)) — 3MiHU aHaNITUYHOT
METOAVKM 32 NOKa3HNKOM «30BHILLHIA BUrNS4» (3 oNUCy METOAVKN
BUAANEHO HAA/IMLLKOBY iHChopMaLito). MeToauka TecTy He
3MiHWnacs; 3MiHu | Tuny - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KoHTposib roTOBOrO Nikapcbkoro 3acoby. 3MiHa napaMeTpis
cneundikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3aco6by (A0NOBHEHHS creyndikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA40M BUNPOOYBaHHS) — AONOBHEHHSA
cneundikauii Ha BUNYCK Ta TEPMiH NPUAATHOCTI MOKa3HWUKOM
«lpeHTudikalis amokeuuuniHy», K1 BUKOHYETLCA METoAoM Y ®-
cnektpodoTomeTpieto (2.2.25. EP); 3miHM | Tuny - 3MiHM 3 AKOCTI.
"OTOBWIA NiKapCbKWii 3aci6. KOHTPO/Ib rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToax BUNpo6yBaHHsS rOTOBOMO NikapCbKoro
3aco6y (He3HayHa 3MiHa Y 3aTBEPAKEHMX MeTohax
BUMPOOYBaHHSA) - 3MiHW aHaNiTUYHOT METOAVKM 38 NOKa3HNKOM
«pH», a came BUAANEHO ONUC METOAUKN, OCKINTbKM TeCT
NPOBOAMTLCA Bi4NOBIAHO A0 BUMOT 3arasibHOI cTaTTi 2.2.3.
«[MoTeHuiomeTpuyHe BU3HaYeHHA pH» EP; 3MiHu | Tuny - 3miHn 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOTO JliKapCbKOro
3aco06y (iHWi 3MiHK Y MeToAax BUNPOOyBaHb (BK/IKOYAKUN 3aMiHy
a60 [ONOBHEHHS)) — 3MiHW aHaNITUYHOT METOAVKN 3a NMOKA3HUKOM
«OAHOPIgHICTE Macu» (3 oNMcy MeTOAMKN BUJANIEHO HaAIMLLKOBY
iHbopmaito. Onnc TecTy BUKIaAEHO HACTYNMHUM YMHOM:
«paByMeTpUYECcKoe onpesesieHne Macchl HanoHEHNS»).
MeToavka TecTy He 3MiHuaacs; 3miHu | Tuny - 3MiHW 3 SIKOCTI.
OTOBWI1 NiKapCbKWii 3aci6. KOHTPOIb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToax BUNpo6yBaHHsS rOTOBOMO NikapCbKoro
3aco06y (iHWi 3MiHK Y MeTodax BUNPOOyBaHb (BK/IHOYAKOUN 3aMiHy
ab0 OONOBHEHHS)) — 3MiHU aHaNITUYHOT METOAMKMN 38 MOKa3HMKOM
«CycneHayBaHHsA» (BUIYYEHO feTaslbHWIA ONUC METOAVKK).

3a
peyenmom

UA/3975/05/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

MeToauka TecTy He 3MiHWIacs; 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPo/Ib rOTOBOrO NikapcbKoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOTO JliKapCbKOro
3aco06y (iHWi 3MiHK Y MeToAax BUNPOOyBaHb (BK/IKOYAKOUN 3aMiHy
a60 [JONOBHEHHS)) — 3MiHWN aHaNITUYHOT METOAMKN 3a NMOKa3HUKOM
«PecycneHgyBaHHs» (BUTYYEHO AETasIbHUIA ONNC METOAWKM).
MeToauka TecTy He 3MiHWIacs; 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NikapcbKoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOTO JliKapCbKOro
3acoby (a8 NnpuBefeHHs y BignoBigHicTb 3 AdY abo
€BponeiicbKkoto hapmakoneeto Ta BUTyYEHHS NOCUIaHHA Ha
3acTapifiuii BHYTPILLHIA MeToA BUNPOo6yBaHHS i H0ro Homep) —
BWJTy4YEHO Onnc meToAy B 3a nokasHUKOM «BMICT BOAW», OCKINIbKM
MeToAMKa Bignosigae BUMoram 3arasibHol cTarTi 2.5.12.
«Bun3HauyeHHa Boam HaniBMikpomeTogom» EP Ta 3anuvweHo
NOCWNAHHSA Ha 3a3HayeHy 3arasibHy CTaTTio; 3MiHW | TUny - 3MiHKn 3
sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOTO JliKapCbKOro
3aco06y (iHWi 3MiHK Y MeToAax BUNPOOyBaHb (BK/IKOYAKOUN 3aMiHy
ab0 [ONOBHEHHS)) — BU3HAYEHHS NOKa3HuKa «BmicT Boau»
[OMNOBHEHO a/lbTEPHATMBHNM METOAOM A [0 3aTBEPL)KEHOrO
mMeToay B BignosigHo fo 3arasnbHoi cTatTi 2.5.12. «Bu3HayeHHs
BOAM HaniBMikpomeToaoM» EP; 3MiHu | TRy - 3MiHM 3 AKOCTI.
[oToBUIA Nikapcbkmii 3aci6. KOHTPO/Ib FOTOBOIO /iKAPCbKOro
3acoby. 3miHa y MeTogax BUnpobyBaHHS rOTOBOrO NiKapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpKEeHUX MeTofax
BMNPOGYBaHHS) — 3MiHU aHaNITUYHOI METOAMKM 38 MOKa3HMKOM
«laeHTudiKalis amoKcMLuIiHy», sika BUKOHYETbCS 3a A0MOMOro
Metoga TLWX (TLC) (npuroTyBaHHA CTaH4APTHOIO PO3UUHY,
[04aHO NOPIBHSAHHA XpomaTorpam Ta BHECEHO pefaKuiiHi 3MiHW
BiANOBIAHO [0 HOBOI CMCTEMW JOKYMeHTaL,iT); 3MiHW | Tuny - 3MiHK
3 IKOCTi. FoTOBWIA Nikapcbkuii 3aci6. KOHTPObL rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y metogax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (415 NpMBeAEHHS Y BigNOBigHICTb 3 DY abo
€BponeiicbKkoto hapmakoneeto Ta BUTyYEHHS NOCUIaHHA Ha
3acTapinnin BHYTPILWHIA MeTog, BUNPOGYBaHHS i Moro Homep) — 3
nokasHuka «MikpobionoriyHa YncToTa» BUIyYEHO ONNC METOAVKM
Ta BHECEHO MOCUNaHHA Ha 3arasbHi cTaTTi 3 Mikpobionorii 2.6.12.
Ta 2.6.13., ockinbkn BUNPObyBaHHSA BifNOBIAAI0TL BUMOram
3a3HavYeHnx cTaTeit; 3miHu | Tuny - 3miHu 3 AkocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO fliKapCbKoro 3acoby. 3miHa y
mMeTofax BUNPO6YBaHHS roTOBOrO JiKapCbKOro 3acoby (HesHauyHa
3MiHa y 3aTBEpMAKEHNX METoAax BUNPOOYBaHHS) — 3MiHU
aHasTliTMYHOT METOAMKM 3a NOKa3HUKOM «CynyTHI AOMILLKU» (MeToA,
HPLC) (3miHa 06’eMy CTaHAaPTHOrO PO34MHY 6€3 3MiHN
KOHLeHTpaLlil; 40 napaMeTpiB NpuaaTHOCTI xpomaTorpadiyHol
CUCTEMU [0AAHO HAaCTYMHI KpUTepii: 61aHK-po3UnH, koediLlieHT
po34iNeHHs, BiATBOPIOBAHICTb, YNC/I0 TEOPETUYHMX Tapinok,
KoeqiLiEHT cMMeTPIl; AoAAaHO TMNOBI XpOMaTorpamu; peaakuinHi
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n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

3MiHV BiANOBIAHO A0 HOBOI CMCTEMW AOKYMeHTaL,iT); 3MiHu | Tuny -
3MiHM 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbKoro 3acoby. 3MiHa y meTogax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHWi 3MiHM y MeToAax BUNpo6yBaHb
(BKKOHAOUM 3aMiHY a60 [OMNOBHEHHS)) — 10 NoKa3HuKa «CynyTHI
OOMILLKV» [O0AAHO aflbTEPHATUBHWI MeTog ynbTpa-BEPX
(UHPLC); 3minHu | TMny - 3MiHKW 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOr0 Nikapcbkoro 3acoby. 3miHa y metogax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMXEHUX MeToAax BUNpobyBaHHS) — 3MiHW aHasTiTUYHOT
MeTOAVKMN 3a NOKa3HUKOM «KinbKicHe BU3HAYEHHS. AMOKCULIMAIH»
(meTog HPLC) (npo6onigroToska; 36inbLIEHO Yac po3AieHHs 3 8
XBUAVH (4715 BCiX PO34MHIB) A0 12 XBUIWH (4718 61aHK-pO3UnHY,
SST-po34nHy, CTaHAAPTHOrO PO34KHy) Ta A0 30 XBUAWH (415
BMMNPOBYBAHOTO PO34KHY) 3 METOK MPOMUBAHHS, LLOG YHUKHYTU
BM/IMBY CYMYTHIX AOMILLOK Ta AOMOMXXHUX PEYOBUHW; [0
napameTpiB NpuAaTHOCTI XpomatorpadiyHoi cuctemm foaaHo
HacTyMHi KpUTepii: 6/1aHK-PO3UVH, YACIO TEOPETUYHUX TapisoK,
YTOYHEHO KoediLlieHT CUMeTPIl; 4oAaHO TUMNOBI XpoMaTorpamu;
pefaKuiiiHi 3MiHW BigNOBIAHO A0 HOBOI CUCTEMM AOKYMEHTaL);
3MiHKM | TUNY - 3MiHK 3 AKOCTI. FOTOBWIA NikapCbkuii 3aci6. KOHTposib
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax B1unpobyBaHHs
roTOBOro NikapcbKoro 3acoby (iHWi 3MiHM y MeToAax BUnpobyBaHb
(BKtOva0UM 3aMiHy abo JONOBHEHHS)) — A0 NokasHuKa «KinbkicHe
BU3HAYEHHSA. AMOKCULWNIH» [OAaHO aflbTEPHATUBHUI MeTof,
ynbTpa-BEPX (UHPLC); 3miHM | TUny - 3MiHM 3 SKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO /iKapCbKoro 3acoby. 3miHa y
MeToAax BUNPOOYBaHHS rOTOBOrO JliKapCbKOro 3acoby (Hes3HavyHa
3MiHa y 3aTBEepMKEHNX MeToAax BUNPobyBaHHSA) — 3MiHU
aHanNiTMYHOI METOANKM 3a NOKa3HNKOM «KiflbKiCHe BU3HAYEHHS.
Hatpito 6eH3oat» (Metog HPLC) (npo6oniarotoBka; 36iibLieHo
yac po3fineHHs 3 5 XBWIKH (415 BCiX PO34MHIB) A0 12 XBUANH
(ans 6naHK-po3umHy, SST-pO3uUMHy, CTaHAAPTHOIO PO34UHY) Ta A0
30 XBUAH (A48 BUNPOBYBAHOr0O PO34KHY) 3 METOK NMPOMMBAHHS,
06 YHUKHYTW BM/IMBY CYNYTHIX AOMILLOK Ta JONOMIXHUX
peyoBunHM; A0 NapameTpiB NPUAATHOCTI XpomatorpadiuHoT
cucTemu AofAaHO HaCTYMHI KpuTepil: 611aHK-po34ymnH, KoedilieHT
CUMETPIT, YNC/I0 TEOPETUYHMX Tapinok;. AOAAHO TUNOBI
XpomaTorpamu; pegakLiiHi 3MiHu BignoBigHO A0 HOBOT CUCTEMM
OOKyMeHTaUii); 3MiHW | Tuny - 3MiHM 3 AKOCTi. T0TOBWIA NlikapCbKuii
3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa y MeTofax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BUMpoGyBaHb (BK/IKOYalUM 3amiHy abo AONOBHEHHS)) —
[0 nokasHuka «KinbkicHe Bu3HaveHHs. Hatpito 6eH3oar» fofaHo
anbTepHaTuBHWI MeTog ynbTpa-BEPX (UHPLC)

226.

OTPUBIH

cnpeii HasasTbHUIA,
fo30BaHunii 0,1 %; no

FCK
KoHcbomep

LLiBefiuapis

"CK KoHcblomep
Xenckep C.A.

LLiBeiiuapis

BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK
3 sIKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPob TOTOBOrO

6e3
peyenma

UA/5206/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
10 mn y nonimepHomy Xenckep C.A. nikapcbKkoro 3acoby. 3miHa y meToAax BUnpobyBaHHSA roToBOro

hNakoHi 3
po3nusoBayvem; no 1
h/1aKoHy B KapTOHHIiA
KopooLi

NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpKEHNX MeTodax
BMNPOGYBaHHSA) - HE3HAYHI 3MiHW Y 3aTBEPMAXEHUX MeTogax
BUMPOOYBaHHA rOTOBOTO iKAPCHLKOro 3aco6y: - YTOUHEHHS Y

po3paxyHKoBUX hopmynax Ans KinbKicCHOro BU3Ha4YeHHS BMICTY

KCM0MEeTa30/iHy rigpoxnopua, 3a NokasHNKoMm «CrneundidHmni

npoaykT ferpagauii Ba 21389» Ta «byab — siki HecnevLudiyHi
nNpoAayKTW aerpagadii» (qoopmMysm 6ynun ckopuroBaHi Ans

BpaxyBaHHS TUTPY PO34MHY NOPIBHSAHHS, L0 NiABWLLYE TOUYHICTb

BMMIpIOBaHHS);
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbKuMii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax
36epiraHHsA rOTOBOrO /liKapCbKOro 3acoby (36i/bLUeHHS TEPMiIHY
NpUAATHOCTI FOTOBOrO NiKapcbKoro 3acoby) - lMicns nepLuoro
PO3KPUTTA (NiATBEPAKYETHCA AAHNMMN PEASIbHOIO Yacy) -
BBE/EHHS TEPMiHY MPUAATHOCTI NiCNS NepLIoro BiAKPUTTA Ta oro
36i/IbLUEHHS Ha NiACTaBi AOCNIAKEHHSA CTabiIbHOCTI;
3anponoHosaHo: Shelf life 36 months In-use shelf life 36 months;
3MiHM | TURy - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCbKOro 3acoby. 3miHa napameTpiB crnevumdikawii
Ta/abo [oNyCTMMUX MEX rOTOBOrO MiKapCbKOro 3acoby
(monoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM 3 BigNOBIAHUM
MEeTOZ0M BUNPOOYBaHHSA) - AONOBHEHHA cneuudikauii Ta
BiANOBIAHUM METOA0M BMNPOBYBaHHSA rOTOBOrO MiKapCbKOro
3aco0y nokasHUKoM «Po3gineHHs Kpanesb 3a po3Mipom» Ta
CYNyTHi KOPEKLiiHi 3MiHM y NpuMiTKax Ao crneumdikauii. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPMKEHHS;
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y

BUPOGHMLTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYIOTLCS BUMYCKY

cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO MikapCbKoro 3acoby (3amiHa

ab0 fofaBaHHA AiNbHULI, Ha SKil 34iACHIOETLCS

KOHTPONb/BUNPOBYBAHHSA cepil) - A0AaBaHHA AiNIbHULL KOHTPOSO

N3 nakco Bennkom C.A., IcnaHis (3a nokasHUkom «Po3aineHHs

Kpanesnb 3a po3mMipoM», ynakoBka) A0 MaTepiasniB peecTpauiiHoro
pocbe(p.3.2.P.3.1. BupobHuku); 3anponoHosaHo: 1. BupobHuUTBO,
KOHTPO/b AKOCTI, KpiM «Po3fineHHs kpanesb 3a pO3mMipom»,
ynakoBka 'CK KoHcbtomep Xenc C.A., LLBeiiuapis 2. KoHTposnb
AKOCTI — TiNbKK «Po3aineHHs Kpanesb 3a po3MipoM» nakco
Bennkom C.A., Icnarist; 3miHu | Tvny - 3miHu 3 KocTi. FoToBuiA
nikapcbkuii 3aci6. KOHTpob roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX FOTOBOrO
nNiKapcbKoro 3acoby (BUYYEHHSI HE3HAYHOIO MOKa3HMKa
(Hanpuknag 3acTapinioro nokasHuka, Takoro sik 3anax Ta cMak, abo
iAeHTHdiKalia 6apBHUKIB UM CMaKOBUX [06aBOK)) - BUNYYEHHS 3i
crneungikauii roToBOro nikapcbKoro 3acoby nokasHuka «3anax».
BBefeHHS 3MiH NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS; 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHW 3aci6. 3MiHa y NepPBUHHIN yNakoBLi
rOTOBOrO /iKapcbKoro 3acoby (SIKiCHWIA Ta KilbKicHWiIA cknan) - M'ski
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Ne
n/n

NiKapcbKo20

Hassa

3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

Ta HecTepubHI pigki nikapcbki dhopmu -
3MiHa matepiasiB NepBMHHOT YNakoBKW, B HACNIAOK 3aMiHN
[103YI04OT0 NPUCTPOIO (415 HOBOTO [03YHOHOro npucTpoto Freepod
MSZV pns cnpeto HasasibHOro, 4030BaHOr0); 3MiHN | TURY - 3MiHK
3 AKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa Y NepPBUHHIN yNakoBLi
roTOBOrO JlikapcbKoro 3acoby (Tun koHTeliHepa abo AoAaBaHHSA
HOBOrO KOHTelHepa) - BuiyyeHHs NepBUHHOT YNakoBKu, L0 He
NPU3BOANTL A0 NOBHOIO BU/TYYEHHS JiKapCbKOro 3acoby 3 NEBHO
cunoto Aii abo y neBHili nikapcbkili hopMi - BUAATEHHS J03YHOHOr0
npucTpoto cnpeto VP6 Ta BiANoBigHMX MaTepianis. BBegeHHS 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHN | TURY - 3MiHN
oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH 10 MapKyBaHHS, Y 3B’A3Ky 3i 3MiHO Tuny
[,03YH04O0ro NPUCTPOID h/1akoHy (3MiHa CTOCYETLCS CNoCco6y
3aCToCyBaHHA npenapary Ta Aeskux 3acTepexeHb npu
3aCTOCYBaHHI A1 NiAroTOBKM (h/iakoHy nepes, po3nuieHHsM).
3MiHN BHECEHO A0 IHCTPYKLiT 418 MeAMYHOro 3acToCyBaHHsA
nikapcbkoro 3acoby Ao po3ainis “flikapcbka hopma” (pegarosaHo
OMUC OCHOBHUX (Pi3VKO-XiMiYHMX BnacTuBocTeld), "Cnocio
3acToCyBaHHSA Ta 4o3un" (AofgaHa iHdopmauis Woao A03Y4oro
NpUCTPOID), Ta, K HACNIAOK, 3MiHN [0 TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby (f04aHO 3aCTepexeHHs LLoAo
[L,03YH04O0ro NPUCTPOLD). BBEAEHHS 3MiH NPOTSArom 6-Tv MicsiuiB
nicns 3aTBepmKeHHst; 3MiHu | Tuny - 3MiHu Wozao
6e3nekun/edekTUBHOCTI Ta thapmakoHarnagy (iHwWi 3MiHW) - 3MiHK Y
TEKCTi MapKyBaHHS YNakoBK/ (40AATKOBO 3a3HAYEHHS OAWNHULb
BMMiptoBaHHA Cl natuHuLelo Ta AesKnX KOPEKLRHUX 3MiH).
OHOB/EHHS 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHA yNnakoBKu
niKkapcbKkoro 3acoby. BeeAeHHsi 3MiH NpoTAromM 6-T1 micsuiB nicns
3aTBEPMKEHHS; 3MiHM || Tuny - 3MiHM 3 AKOCTI. [OTOBWIA NTikapcbKumii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa
dhopmy abo po3Mipy KOHTelHepa Ymn 3aKynoproBasIbHOr0 3acoby
(nepBMHHOI ynakoBku) (3MiHa hopMmn abo po3mipy OCHOBHOI
4acTUHW NaKyBasIbHOTO MaTepiasny, Lo MOXe MaTh 3Ha4YHuiA BNAuB
Ha [0CTaBKy, 3aCTOCyBaHHs, 6e3neky Ta cTabifbHICTb rOTOBOro
nikapcbKoro 3acoby) - 3MiHa [03y40ro NpucTpoto (3amiHa
NOMMOBOrO [103y0HOro nNpucTpoto crpeto VP6 Ha BinbLu
AockoHanuii Freepod MSZV Ta 3MmiHa po3mipy enemeHTiB
NepBUHHOT yNakoBk1. BBeAeHHS 3MiH NpoTarom 6-Tu micauis nicns
3aTBEPAKEHHS

227.

ODNOKCALM

H

PO3uunH ANs iHQy3il
0,2% no 100 mn a6o
200 mn npenapary y
naawui; no 1 naswuiy
nayui

MpusatHe
akuioHepHe
TOBapUCTBO

"IHdpysia”

Ykpaina

MpusatHe
akuioHepHe
TOBapUCTBO

"Indpy3ia”

Ykpaina

BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK
woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM likapCbKOro 3acoby

LLIOAO0 3a3HAaYEHHS MDKHAPOAHUX NO3HAYEHb OAVHULb
BUMIpIOBaHHsA. BHeceHHA 3MiH [0 po3giny «MapkyBaHHs» MK
N13: 3anponoHoBaHo: MAPKYBAHHHA BignosigHo Ao

3a
peuernmom

UA/13268/01/01
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Ymosu

Homep

Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayitiHo2o
nocsio4eHHs1

3acoby

3aTBEPAKEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBEEHHS 3MiH:
NPOTArom 6 MicALiB Micna 3aTBepAKEHHs

3a

UA/8147/02/01

228.

OD/TIOKCUH®
200

TabneTkn, BKPUTI
060/10HKO10, M0 200 Mr
Ne 10 (10x1): no 10
TabneTok y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopo6Lyi

TOB "CaHodi-
ABEHTIC
Ykpaina"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK
3 AKocTi. FoToBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumnagikauin Ta/abo 4ONYyCTUMUX MEX NEPBUHHOI YNakoBKM
roTOBOrO /iKapCbKOro 3acoby (BMyYeHHS HE3HAYHOrO NoKasHMKa
(Hanpuknag, 3actapinoro NokasHyka)) - BHECEHHS 3MiH 40 p.
3.2.P.7. Cuctema KoHTeliHep /3aKynoproBasibHUiA 3acib, a came
OHOB/EHHSA cneunaikalii 4na MNBX d)onbrv; BUIyYeHHA po3mipy
wnpuHKn chonbru (Foil width); 3miHn | TRy - 3MiHK 3 SKOCTI.
[oTOBWMIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdgikauii Ta/abo AONYCTUMUX MEX NEPBUHHOI YNakKoBKU
roTOBOrO fliKapCbKOro 3acoby (BU/IyYEHHS] HE3HAYHOTO MOKa3HMKa
(Hanpuknag, 3acTapinoro nNokasHyka)) - BHECEHHs 3MiH 40 p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUiA 3acib, a came
OHOB/IEHHS cneundikauii 4N aTtoMiHIEBOT d)0NbIV; BUYYEHHS
po3Mipy wupuHu dponerun (Foil width); 3miHun | TUNy - 3miHK 3
siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHMI 3acib. 3MiHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX MEPBUHHOI YNaKoBKU
roTOBOro NikapcbKoro 3acoby (4ONOBHEHHS creuudikaLii HoBUM
MOKa3HMKOM 3 BiAMOBiAHM METOLOM BUNPOOYBaHHS) - BHECEHHS
3MiH g0 p. 3.2.P.7. Cuctema KoHTeliHep/3aKkynopioBasbHuii 3acio,
a came OHOBMEHHS cneuundikayii ana MNBX donbru; gogaBaHHS
HOBOTO MokasHvKa lgeHTudikauis (TecT A) — BidyanbHWil TecT
(3pa3ok NOpiBHAHHA Ma€ BiANOBIAATH 3pa3ky eTa/IOHHOro
martepiany)

peuernmom

3a

UA/7732/01/01

229.

OPOP®

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKot0, no 10
TabneTok y 6nictepi,
no 1 6nictepy B
KapTOHHI navui

OpraHocuH
Naiidp
CaeHcu3 IMBT.
nra.

IHais

EBepTogxeH Naidg
CaeHcu3 Jlimiteq

IHais

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK
3 KoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPObL roTOBOro
nikapcbKoro 3acoby. 3MiHa y meTofax BUNpobyBaHHSA roToBOro
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPKEHNX MeTodax
BMNPOoO6YBaHHS) - CynyTHs 3MiHa: - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOnb roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikayii Ta/abo JoNyCTUMMX MEX FOTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHK) - HE3HA4YHa 3MiHa Y
3aTBEPXEHNX METOAAX BUNPOOYBaHHS - 3MiHA
XpomarorpagivyHnx ymoB npoBeAeHHs TecTy "CynpoBigHi
[OOMILLKM" B METOAAX KOHTPOSIKO AKOCTI 4151 Ail04OT PeYOBUHU
OpHifa3on i BHECEHHA peAakLiiH1X NpaBoK AN Aito4oi peyoBUHN
OdpnokcaumH. Kputepii NPUHATHOCTI LWOAO BMICTY AOMILLOK
3a/MWaTbCs He 3MiHHMMK. PefakuiiiHi npaBky B cneuydikadii
LLIOA0 Ha3BM NoKasHWKa A5 NPUBEAEHHS Y BiANOBIAHICTb 3
Ha3BOI0 JaHOr0 NoKa3HVKa y MeTofax KOHTPO/I0 AKOCTI, a came:

NPONOHYETLCA 3MIHUTK Ha3BY Y cneundikauii 3 "CynyTHi AOMiLLKKN"

peyenmom
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

Ha "CynpoBigHi gomiwkun". PegakuiiiHi npaBku y MmeToaax
KOHTPOJIH0 SIKOCTI LLOA0 3MiHM Ha3BM NOKa3HUKa 3 «30BHiLLHiiA
BUINA4» Ha «Onuc» y 3B'A3KY 3 NPMBEAEHHAM ii BifNOBIAHO 40
Has3BW, BKasaHoi y cneuudikauii; 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NikapcbKoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOTO JliKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
BMNPOOGYBaHHS); CynyTHS 3MiHa - 3MiHM 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX rOTOBOro
nikapcbKoro 3aco6y (iHLWi 3MiHK) - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO /iKapCbKoro 3acoby. 3miHa y
MeToAax BUNPOOGYBaHHS rOTOBOrO JliKapCbKOro 3acoby (Hes3HauyHa
3MiHa y 3aTBEepIKEHNX MeToAax BUNPOOYBaHHS) - He3Ha4YHa 3MiHa
y 3aTBEPKEHNX MEeTOAAaxX BUNPOOYBaHHS - 3MiHa
XpomaTorpadivyHux yMOB NPOBeAEHHS aHaNiTU4HOrO MeToay
"KinibkicHe BU3Ha4YeHHA" aitoumx pevyoBuH OdinokcaumH Ta
OpHigason. KpuTepii NPUAHATHOCTI WOAO BMICTY KOXHOI 3 Ail0UnX
PEYOBMH 3a/INLLAIOTLCA HEe 3MIHHUMUW. K HACNIAO0K 3MiHa Y
MeToAax y MeTofax KOHTPOSI0 SAKOCTI NokKasHuKa "laeHTudikauisa'.
Pepakuiini npaBkun 405 nokasHuka "lgeHtudikanis” y cneumdikawii
N3; 3MiHm | TMNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapcbKnii 3aci6.
KOHTpOsb roTOBOrO Nikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHA rOTOBOrO /iKAPCLKOro 3acoby (iHLWi 3MiHK); CynyTHA
3MiHa - 3MiHY 3 sikoCTi. [0TOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCbKOro 3acoby. 3miHa napameTpiB cnewumdikauii
Ta/abo fonyCTMMMX MEX rOTOBOTO J1iKapCbKoro 3acoby (iHLLi 3MiHW)
- BHECEHHS pefakuiiiHuX NpaBoK y MeTofax KOHTPO/IO AKOCTi 3a
nokasHukoM "MikpobiosioriyHa unctoTa". Kputepii NpuiHATHOCTI
3a/IMWATLCA He 3MIHHUMK. FK HAcNifoK pefakuiiHi npasky y
crneundikauii /13 agns 4aHOro nokasHuka

230.

OPOP®

TabneTku, BKPUTI
nniBKOBOO
060/10HKO10, in bulk:
no 2500 TabneTok y
nakerti, no 1 nakety y
Kopoo6ui i3
rochpokapToHy

OpraHocuH
Naindy
CaeHcu3 IMBrT.
nra.

IHais

EBepTomKeH Naiich
CaeHcu3 flimiteq,

IHais

BHECEHHS 3MiH [0 peECTpaLiiiHMXx MaTepiasiiB: 3MiHU | TUMY - 3MiHK
3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOro
nikapcbkoro 3acoby. 3miHa y meToAax BUNpo6yBaHHSA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPKEHNX MeToAax
BMNPO6YBaHHSA) - CynyTHsA 3MiHa: - 3MiHK 3 AKOCTI. [0TOBWiA
nikapcbkuii 3aci6. KOHTpob roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AoNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHK) - HE3HaYHa 3MiHa Yy
3aTBEPMKEHNX METOAaX BUNPOOYBaHHSA - 3MiHa
XpomaTtorpagiyHux yMoB nNpoBefeHHs TecTy "CynpoBiaHi
[OOMILLKM" B METOAAX KOHTPOJIHO AKOCTI 415 AiH040i Pe4OBUHM
OpHifa30 i BHECEHHSA pefakLiliHiX NpaBoK A1 Ail040i pe4YoBUHM
OdbnokcaumH. KpuTepii NpUAHATHOCTI LWOAO BMICTY AOMILLIOK
3a/MLWaTbCs He 3MiHHMMKU. PegakuiiiHi npasky B cneuydikaii
LLIOA0 Ha3BW NOKa3HUKa 415 NPUBEAEHHS Y BiAMOBIAHICTb 3
Ha3BOI0 JaHOr0 NoKasHVKa y MeToAax KOHTPOsIo SKOCTi, a came:
MPONOHYETbCS 3MIHUTK Ha3BY Y cneundikauii 3 "CynyTHi goMiwkn"

UA/7733/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

Ha "CynpoBigHi gomiwkun". PegakuiiiHi npaBku y MmeToaax
KOHTPOJIH0 SIKOCTI LLOA0 3MiHM Ha3BM NOKa3HUKa 3 «30BHiLLHiiA
BUINA4» Ha «Onuc» y 3B'A3KY 3 NPMBEAEHHAM ii BifNOBIAHO 40
Has3BW, BKasaHoi y cneuudikauii; 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NikapcbKoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOTO JliKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
BMNPOOGYBaHHS); CynyTHS 3MiHa - 3MiHM 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX rOTOBOro
nikapcbKoro 3aco6y (iHLWi 3MiHK) - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO /iKapCbKoro 3acoby. 3miHa y
MeToAax BUNPOOGYBaHHS rOTOBOrO JliKapCbKOro 3acoby (Hes3HauyHa
3MiHa y 3aTBEepIKEHNX MeToAax BUNPOOYBaHHS) - He3Ha4YHa 3MiHa
y 3aTBEPKEHNX MEeTOAAaxX BUNPOOYBaHHS - 3MiHa
XpomaTorpadivyHux yMOB NPOBeAEHHS aHaNiTU4HOrO MeToay
"KinibkicHe BU3Ha4YeHHA" aitoumx pevyoBuH OdinokcaumH Ta
OpHigason. KpuTepii NPUAHATHOCTI WOAO BMICTY KOXHOI 3 Ail0UnX
PEYOBMH 3a/INLLAIOTLCA HEe 3MIHHUMUW. K HACNIAO0K 3MiHa Y
MeToAax y MeTofax KOHTPOSI0 SAKOCTI NokKasHuKa "laeHTudikauisa'.
Pepakuiini npaBkun 405 nokasHuka "lgeHtudikanis” y cneumdikawii
N3; 3MiHm | TMNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapcbKnii 3aci6.
KOHTpOsb roTOBOrO Nikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHA rOTOBOrO /iKAPCLKOro 3acoby (iHLWi 3MiHK); CynyTHA
3MiHa - 3MiHY 3 sikoCTi. [0TOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCbKOro 3acoby. 3miHa napameTpiB cnewumdikauii
Ta/abo fonyCTMMMX MEX rOTOBOTO J1iKapCbKoro 3acoby (iHLLi 3MiHW)
- BHECEHHS pefakuiiiHuX NpaBoK y MeTofax KOHTPO/IO AKOCTi 3a
nokasHukoM "MikpobiosioriyHa unctoTa". Kputepii NpuiHATHOCTI
3a/IMWATLCA He 3MIHHUMK. FK HAcNifoK pefakuiiHi npasky y
crneundikauii /13 agns 4aHOro nokasHuka
231. | NAHAALON TabneTku, BKpUTI nakcoCmiTKn Benuka nakcoCmiTKnaiH Ipnangis BHECEHHS 3MiH [0 peECTpaLiiiHMXx MaTepiasiiB: 3MiHU | TUMY - 3MiHK 6e3 UA/2691/01/01

EKCTPA 060/10HKOI0, M0 12 ANH BpuTaHis [anrapsaH Jlimiteq 3 AkocTi. CepTudikat BignosigHocTi/lE-cepTucpikat BignoBigHOCTI peyernma
TabneTok y 6nictepi; KoHcblomep €Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBoro abo
no 1 6nictepy B Xenckep (KOK) OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUIYYEHHS
KapTOHHI Kopo6Lyi TpengiHr cepTtudikaTa BiANoBiAHOCTI EBponelichbkin hapmakonei: ana Adl;
Nimiteq 0151 BUXIQHOTO MaTepiasty/peareHTy/NMpoMiKHOro nNpoAayKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana 4ONOMDKHOT peyYOBUHU
(cepTuchikaT BignoBigHOCTI €Bponeiickki hapmakoner) -
OHoB/EeHWI cepTUdiKaT Bif Y)Xe 3aTBepAXEeHOro BUPOOHUKA -
noAaHHs oHoBnieHoro CepTtudikaTy BignoBigHOCTI EBponeiickkiii
hapmakonei R1-CEP 1996-039-Rev 04 (nonepegHs Bepcis R1-
CEP 1996-039-Rev 03) Bif BXe 3aTBEpXEHOr0 BUPOOHUKA A71A
A®I napaueTamony y 3B’A3Ky i3 3MiHOK Ha3BW BUPOOGHMKA i3
Mallinckrodt Inc Ha SPECGX LLC; 3miHu | Tvny - 3MiHW 3 AKOCTI.
CepTudbikat signosigHocTi/l'E-cepTudpikar BignosigHocCTi
€Bponeiicbkiit hapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUIYYEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

cepTtudikaTa BiANoBiAHOCTI EBponelichbkinn hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiasty/peareHTy/NpoMiKHOro NpoAayKTy, Lo
BMKOPUCTOBYHOTbCSA Y BUPOOHNLTBI ADI; 415 AONOMDKHOT peYoBUHM
(cepTudhikaT BignoBigHOCTI EBponelickkii hapmakoner) -
OHOB/EHMIA cepTUdiKaT Bif Y)Xe 3aTBEpAXEHOr0 BUPOOHUKA -
noAaHHs oHosneHoro CepTtudikaTy BignoBigHOCTI €EBponeicbkii
thapmakonei R1-CEP 2002-214-Rev 02 (nonepegHs Bepcis R1-
CEP 2002-214-Rev 01) Bif BXe 3aTBEP)KEHOIO BUPO6HMKA AN
A®| napauetamorny y 3B’3Ky i3 3MiHOIO Ha3Bu Tpumaya CEP i3
Novacyl (Wuxi) Pharmaceutical Co.Ltd. Ha NOVACY; 3minu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHocTi/IE-cepTudikar
BiANOBIAHOCTI €Bponeiichbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; A51a ONOMDKHOT peYOBUHU
(cepTuchikaT BignoBigHOCTI €Bponeiickki hapmakonel) -
OHoB/EeHWI cepTUdikaT Bif Y)Xe 3aTBepAXEeHOro BUPOOHUKA -
nofaHHs oHoBrieHoro CepTudikaTy BignoBigHOCTI EBponeiichkkiii
hapmakonei R1-CEP 2002-214-Rev 03 (nonepegHs sepcis R1-
CEP 2002-214-Rev 02) Bif BXe 3aTBEpAXEHOro BUPOOHNKa
Novacyl (Wuxi) Pharmaceutical Co.Ltd. ana A®l napauetamony;
3MiHW | Tuny - 3MmiHK 3 skocTi. CepTudiikart BignosigHOCTI/ME-
cepTudikaT BigNoBigHOCTI €EBponeiickkiii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa Bi4NoBIAHOCTI a6o
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeicbkii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCSA Y BUPOOHNLTBI ADI; 415 AONOMDKHOT peYoBUHM
(cepTudhikaT BignoBigHOCTI €Bponelickki hapmakoner) -
OHOB/EHMIA cepTUdiKaT Bif Y)Xe 3aTBEpAXEHOr0 BUPOOHUKA -
nogaHHs oHosneHoro CepTtudikaTy BignoBigHOCTI €EBponeicbkii
thapmakonei R1-CEP 1998-047-Rev 05 (nonepeaHs Bepcis
thapmakonei R1-CEP 1998-047-Rev 04) Bif BXe 3aTBEpAXEHOro
BMpo6HMKa Granules India Limited ana A®I napauetamony; 3MiHN
| Tuny - 3miHn 3 akocTi. CepTudikar BignoigHocTiI/IE-cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHHs:A
HOBOro abo OHOBMIEHOrO cepTudpikaTa BigNoBiAHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; 415 JONOMDKHOT peY0BUHM
(cepTudhikaT BignoBigHOCTI EBponelickkiii thapmakonel) -
OHoBeHWit cepTuddikat Bif, y)xe 3aTBEPAKEHOTO BUPOBHMKA -
nogaHHs oHosneHoro CepTtudikaTy BignoBigHOCTI EBponeicbkiii
thapmakonei R1-CEP 1998-047-Rev 06 (nonepeaHs Bepcis
thapmakonei R1-CEP 1998-047-Rev 05) Big BXe 3aTBEpAXEHOro

BMpo6HuKa Granules India Limited ana A®I napauetamony
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
232. | NAHFACTPO | Tabnetkn CaHpo3 CnoBeHis Nexk CnoseHis/ BHECEHHS 3MiH 40 peecTpaliiiHMx MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/13512/01/01
® racTpopesncTeHTHi no | dapmacbioTika hapmaLeBTUyHA TypeuunHa/ | 3 AkocTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOGHULTBI. 3MiHK Y peuyenmom
20 ™r, no 7 Tabnetok n3 a.a. KoMnaHis g.4., PymyHis npoueci BUPOBHULITBA FOTOBOIO AiKapCbKOro 3acoby, BKYaum
y 6nicTtepi, no 2 a6bo 4 CnoBeHis MPOMiXHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPU BUPOOHULTBI
6nicTepy B KapTOHHIiA (BUPOGHMLTBO "in roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y npoueci
Kopobui; no 14 bulk", ynakoBka, BMPOBHMLTBA) - BHECEHHS 3MiH A0 po3ainy 3.2.P.3. Mpouec
TabneTok y 6nictepi, TecTyBaHHs, BUNYyCK BMPOGHMLITBA NiKApCbKOro 3acoby, 30kpema: NPOnoHYETLCA
no 1 a6o 2 6nictepu B cepil; ynakoBka, onTUMI3aLisi NpoLecy NOKPUTTS NIBKOK Ha BUPOGHMWUIN AiNbHULL
KapTOHHI Kopo6Lyi BUNYCK cepil); Lek Pharmaceuticals d.d., Slovenia (Ljubljana) gns ckopoueHHs
BMPOGHMLTBO "in TPWBaUIOCTI NpoLiecy. CKOpOYeHHs yacy byfe [0CArHyTo 3a
bulk", ynakoBka, paxyHOK BUKOPUCTaHHSA BiflbLU KOHLEHTPOBAHOI cycneHsii ans
TecTyBaHHs: CaHf03 NOKPUTTS: KiNTbKICTb PO3UMHHMKA (BOAM OuMLLiEHOT) byae
Inak CaHaii Be 3MEHLLEHO, TOZi SK Ki/TbKiCTb TBEpAOl PEYOBUHM B CyCneHsii ans
Tikapet A.C., NOKPUTTSA 3a/IMLIAETLCA HE3MIHHOK. BHECEeHHS He3HauYHnX
TypeyunHa, pefakuiiHnx npasBok
TecTyBaHHs: C.K.
CaHpos C.P.J1.,
PyMmyHis
233. | NAHFACTPO | Tabnetkn CaHpo3 CnoseHis Nex CnoseHis/ BHECEHHS 3MiH 0 peecTpavliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/13512/01/02
® racTpope3ncTeHTHi no | dapmacbioTika hapmaLeBTUYHA TypeuunHa/ | 3 AKocTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOGHULTBI. 3MiHK Y peyenmom
40 mr, no 7 Tabnetok n3 a.a. KoMnaHis g.4., PymyHis npoueci BUPOGHULITBA FOTOBOIO MiKapCbKOoro 3acoby, BKYaum
y 6nicTtepi, no 2 a6o 4 CnoseHisa NMPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCSA NPU BUPOOHULTBI
6nicTepy B KapTOHHIiA (BUPOGHMLTBO "in roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y npoueci
Kopobui; no 14 bulk", ynakoBka, BMPOBOHMLTBA) - BHECEHHS 3MiH A0 po3ainy 3.2.P.3. Mpouec
TabneTok y 6nictepi, TecTyBaHHS, BUNYCK BMPOGHMLITBA /iKapCbKOro 3acoby, 30kpema: NPonoHyETbCSA
no 1 a6o 2 6nictepu B cepil; ynakoBka, onTuUMi3aLisi NpoLecy NOKPUTTS NIBKOK Ha BUPOGHMUIN AiNbHULL
KapTOHHI Kopo6Lyi BUNYCK cepil); Lek Pharmaceuticals d.d., Slovenia (Ljubljana) gns ckopoueHHs
BMPOGHMLTBO "in TpuBasIOCTI NpoLiecy. CKOpOYeHHs yacy byfe [0CArHyTo 3a
bulk", ynakoBka, paxyHOK BUKOPUCTaHHSA BiNbLU KOHLEHTPOBAHOI cycneHsii ans
TecTyBaHHsA: CaHf03 NOKPUTTS: KiTbKICTb PO3UMHHMKA (BOAM OuKLLiEeHOT) byae
Inak CaHaii Be 3MEeHLUEHO, TOAj AK KifIbKICTb TBEPA0I PeYOBMHN B CyCNeHsii Ans
Tikapet A.C., NOKPUTTS 3a/IMLLIAETLCSA HE3MIHHOK. BHECEHHS He3HauYHUX
TypeyunHa, peaakuiiHnX npaBok
TecTyBaHHs: C.K.
Canpo3s C.P.J1.,
PyMyHis
234. | NAPANJEKCI | po3uvH Ans iH eKuiin 5 TOB YkpaiHa MpAT "lekxim - YkpaiHa BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/15763/01/01
H® mr/mn, no 1 mn "@apmaueBTun Xapkis" wopo 6e3snekv/edpekTMBHOCTI Ta hapmakoHarnsgy. 3MiHm y peyenmom
pPO34MHy B amnyni; no YHa KOMMaHis KOPOTKiil XxapaKTepucTuLi NikapCbKoro 3acoby, TEKCTi MapKyBaHHS
5 amnyn B 6nicTepi; no Ta iIHCTPYKUiT 4151 MeANYHOro 3acToCyBaHHS

2 6nictepy B nayui 3
KapTOHY

"CAJIIOTAPIC

reHepuyHUX/ribpuaHMX/6ionoaibHMX NikapCcbkux 3acobis nicns
BHECEHHS Ti€l caMoi 3MiHM Ha peddepeHTHUIA npenapar (3miHa He
notpebye HafaHHA XOAHNX HOBUX A0AATKOBUX JaHWX) - 3MiHN
BHECEeHI [0 iHCTPYKLT 418 MeANYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby y po3ginm "®apmMakosiorivHi BAacTMBOCTI",
"MpoTunnokasaHHa", "B3aemogis 3 iHWMMK nikapcbkumy 3acobamu
Ta iHWi BUAY B3aEMOZIN", "3acTocyBaHHS y nepiog, BariTHOCTi abo

roflyBaHHs rpyaar”, "34atHiCTb BN/IMBATU Ha LWBMAKICTE peakuii




122

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWINMMK MexaHi3mamm®,
"Cnoci6 3actocyBaHHsa Ta fo3u", "MNepenosyBaHHsa", "MoGiYHI
peakuii”, ogaHo po3gin "HecymicHicTb" 3rigHo 3 iHopMauieto
{00 MEANYHOrO 3aCTOCyBaHHA pethepeHTHOro NikapCbKoro
3ac06y (HEMPOMIAVH®, po3uuH Ans iH'exwiii Smr/mn, 15mr/mn )
235. | NAPANJIEKCI | po3uvH Ans iH ekuii TOB Ykpaina MpAT "/lekxim - Ykpaina BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 3a UA/15763/01/02
H® 15 mr/mn, no 1 mn "papmaueBTu Xapkis" woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy. 3MiHn y peyenmom
pO34KHy B amnyni; no YHa KOMMaHis KOPOTKIil XapakTepuCTu1Li NikapCbKoro 3acoby, TEKCTi MapKyBaHHSI
5 amnyn B 6nictepi; no | "CAJTIOTAPIC Ta iIHCTPYKLii 415 MeANYHOro 3acTOCyBaHHS
2 6nictepn B navui 3 " reHepuYHUX/ribpuaHMXx/6ionoaibHKX NnikapcbkUx 3acobiB nicns
KapTOHY BHECEHHS Ti€l caMoi 3MiHM Ha pedbepeHTHMIA Nnpenapar (3MiHa He
noTpebye HafaHHSA XXOAHNX HOBMX AOAATKOBUX AaHWX) - 3MiHW
BHECeHi [0 iIHCTPYKLi AN1A Me4UYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ginu "®apmakosorivyHi BNacTmBocTi",
"MpoTunoka3saHHs", "B3aemogis 3 iHWMMK nikapcbkumuy 3acobamu
Ta iHWi BUAKW B3aemMogiii", "3actocyBaHHs y nepiod BariTHocTi abo
rofyBaHHA rpyaar”, "34atHiCTb BNAMBATU Ha LWBUMAKICTL peakLii
npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWNMK MexaHismamm®,
"Cnoci6 3acTocyBaHHS Ta fo3un", "MNepeno3yBaHHA", "T06IYHI
peaxuii”, fogaHo po3ain "HecymicHicTb" 3rigHo 3 iHhopMaLieto
LLIOAO0 MEAMNYHOrO 3aCTOCyBaHHA peddepeHTHOro NikapCbKoro
3aco6y (HEMPOMIAVH®, po3unH 4ns iH'ekwiii Smr/mn, 15mr/mn )
236. | NACK NOpPOLLOK ANA AT Nartsis AT "OnaiiHchapm" Natsis BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHuW | TUMY - 3MiHK 3a UA/11571/01/01
HATPIEBA OPa/TbHOTO PO34KHy no | "OnaiHdapm” 3 AKoCTi. F0TOBWIA NiKapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y peyenmom
Cinb 552r;n0125r TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs roToBOro
npenapary y nakeTuky nikapcbKoro 3acoby (3MiHa B ymoBax 36epiraHHs roToBOro
3 famiHarty; no 25 a6o niKkapcbKkoro 3acoby abo nicnsi po34YNHEHHS/BIGHOBNEHHS) - 3MiHA
300 nakeTukis B B yMOBax 36epiraHHsi roToBOro nikapcbkoro 3acoby;
KapTOHHI Kopobuyj 3anpornoHoBaHo: 36epirati B OpuriHasibHIi ynakoBLi npu
Temnepatypi He Buuie 30 °C
237. | NENA®EH TabneTku, BKPUTI ditochapm Monbwa BiBenrys M'm6X HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepiasiiB: 3MiHK | TUMY - 3MiHK 6e3 UA/17679/01/01
060/10HKOt0, N0 20 Mr Knexka C.A. oo 6e3nekn/edpekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenma
no 15 tabneTtok y BHECEHHS 3MiH [0 po3ainy «MapkyBaHHsA» MKA /13:
6nicTepi; no 1 3anponoHoBaHo: Y BiANOBIAHOCTI 3 3aTBEPIKEHUM TEKCTOM
6nictepy, abo no 2 MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHs yNakoBKu
6nictepu, abo no 3 nikapcbKoro 3acoby W00 3a3HaYeHHS MDKHapOAHMX NO3HAYEHb
6nicTepy B KapTOHHIiA OOMHVLB BUMIpIOBaHHSA. BBeAEHHS 3MiH NPOTAroM 6-Tn micsLiB
Kopoo6Li nicns 3aTBepmkeHHs
238. | NEHTANMH Tabnetku no 10 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/8694/01/01
IC® Tabnetok y 6nictepi; [0aTKOBOK [04aTKOBOK wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHWwi 3miHu) - peyenmom
no 1 6nictepy B naui BiANOBIAA/bHI BiANOBIAANbHICTIO 3amiHa po3giny “I'pacdiyHe ochopMaEHHS ynakoBkn” Ha
3 KapToHy; no 10 CTIo "IHTEPXIM" “MapkyBaHHS" y 3aTBepmxeHnx MKHA 13. 3anponoHoBaHo:
TabneTtok y 6nictepax "IHTEPXIM" MapkyBaHHS. 3riJHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS.

3MiHV BHECEHi B TEKCT MapKyBaHHS YNakoBKW MiKapCbKOro 3acoby
00 3a3HaYeHHA MiKHApPOLHMX NO3HAaYeHb OANHULb
BMMIipIOBaHHs. BBeIeHHS 3MiH NPOTAroM 6-T1 MicsiliB micns
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
3aTBEPAKEHHS
239. | NEHTANIIH- Tabnetku, no 10 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/14757/01/01
340POB'A TabneTtok y 6nictepi; 1 06MexeHot 06MexeHo 3 akocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiAnoBigHOCTI peyenmom
abo 2 6nictepu B BignoBigasIbHi BiANOBIA&/IbHICTIO €Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBoro abo
KOpOoO6Li 3 KAPTOHY CTIo "®apmaLeBTnyHa OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUIYYEHHS
"papmauesTu KomnaHis "3gopos'a” cepTtudikaTa BiANoOBIAHOCTI EBponelichbkin hapmakonei: ana Adl;
YHa KOMMaHis , YKpaiHa 0151 BUXIQHOTO MaTepiasty/peareHTy/NMpoMiKHOro NpoayKTy, Lo
"3popoB'a” (cbacyBaHHs i3 "in BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI API; Ana 4ONOMDKHOT peyYOBUHU
bulk" npenapaty (cepTuddikaT BignoBigHOCTI €Bponeiichbkili hapmakonei) - Hoswit
hipMmn-BUPOGHMKa cepTudikaT Big HOBOro BUPOGHYKa (3aMiHa abo [OMNOBHEHHS) -
TOB "XapkiBcbke noAaHHs HOBOTO cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmaueBTUyHe dhapmakonei Ne R1-CEP 2003-059-Rev 04 ans gitouoi peyoBuHn
nigNpPUEMCTBO Propyphenazone Big HoBoro Bupo6Hrka SHANDONG XINHUA
"340poB'A Hapoay", PHARMACEUTICAL CO., LTD., Kutaii B JONOBHEHHS [10 BXe
YkpaiHa) 3aTBepmxeHoro BupobHuka A®Il Vani Pharma Labs Limited, IHgis,
AK Hacnigok Cneundikavis/metoan koHTposto A®l fonosBHeHa
KOHTPOMIEM 3@ NOKa3HWKOM «3aJ/TNLLKOBI KifIbKOCTi OpraHivyHnx
PO34nHHKKIB» A1 BUpo6HMKa SHANDONG XINHUA
PHARMACEUTICAL CO., LTD., Kutaii
240. | NEHTACEQL Tabnetku, in bulk no TOB YkpaiHa TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix MaTepianis: 3MiHW | TUMY - 3MiHK - UA/14529/01/01
1000 a6o no 5000 "XapkiBcbke papmaueBTNyHE oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) -
TabneTok y naketax dhapmaveBTUY niaNpreMcTBO 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKV Nikapcbkoro 3acoby
nonieTuneHoBmx He "3p0poB'a Hapoay" LLIOAO0 3a3HAYEHHA MDKHAPOAHUX NO3HAYEHb OAVHULb
niANpueEMCTBO BUMIptoBaHHSA. OHOBJIEHHS BXEe 3aTBEPAKEHOIO TEKCTY
"310poB'sa MapKyBaHHS Y nakeTax nosieTuIeHOBYX 3 BHECEHHSIM MO3HaYeHb
Hapogay" OAVHVLb BUMIPIOBaHHSA 3a cuctemoto Sl, 3rigHo BuMor Hakasy
MiHiCTepcTBa EKOHOMIYHOTO PO3BUTKY i TOPriB/i YkpaiHu Ne 914
Big 04.08.2015. MNponoHoBaHa peakuis MapkyBaHHs yNakoBku in
bulk. TekcT mapkyBaHHA AofaeTbes. BBefeHHA 3MiH NPOTArom 6-
TV MiCALIB Nic/1s 3aTBePAKEHHSI
241. | NEHTACEQL Tabnetku, no 10 TOB YkpaiHa TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/5787/01/01
TabneTok y 6nictepi, "XapkiBCcbke thapmaueBTuyHe oo 6e3nekn/edpekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenmom
no 1 6nictepy B thapmaueBTuy niagnpYeEMCTBO 3MiHV BHECEHI B TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
KOpOOLi 3 KAPTOHY He "340p0oB'a Hapoay" LLOA0 3a3HaYeHHS MDKHAPOAHWX NO3HAYeHb OAUHULb
nignpueMcTBo BMMIiptoBaHHSA. 3amiHa po3giny “I'paciyHe ohopMIeHHs ynakoBkn”
"3p0poB's Ha “MapkyBaHHs" B 3aTBepmkeHnx MKA N13. NMponoHosaHa
Hapogay" pepakuis: MapkyBaHHS BignosigHO 40 3aTBEPAXEHOrO TEKCTY
MapKyBaHHS. BBeJeHHS 3MiH NPOTArom 6-Tu micauis nicns
3aTBEPAXKEHHS
242. | NEHTACEL Tabnetku, no 10 TOB YkpaiHa TOB "Xapkicbke YkpaiHa BHECEHHS 3MiH j0 peEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/5787/01/01
TabneTok y 6nictepi, "XapkiBCcbke thapmaueBTyHe 3 aKocTi. CepTudpikaT BignosigHocTi/l E-cepTuddikat BiAnoBigHOCTI peyenmom
no 1 6nictepy B thapmaueBTUy niagnpveMCTBO €Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBOro abo
KOpOOLLi 3 KAPTOHY He "3p0poB's Hapoay" OHOBJIEHOrO cepTugikaTa BignoBigHOCTI ab60 BUTYYEHHS

nignpueMCcTBO

cepTtudpikaTa BiANOBIAHOCTI €Bponelichbkin dhapmakonei: ans Adl;
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

"3p0poB'a
Hapoay”

ONs BUXIAHOrO MaTepiasty/peareHTy/MpoMiXXHOIO NPOAyKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; Ana ONOMDKHOT peYOBUHU
(ceptuddikaT BigNoBigHOCTI €Bponeiichbkili hapmakonei) - Hoswii
cepTudikaT Big HOBOro BUpPOGHYKa (3aMiHa abo [OMNOBHEHHS) -
noAiaHHa HOBOTO cepTudikaTta BignoBigHOCTI EBponeichkili
dhapmakonei Ne R1-CEP 2003-059-Rev 04 ans fito4oi peyoBuHn
Propyphenazone Big HoBoro Bupo6Hnka SHANDONG XINHUA
PHARMACEUTICAL CO., LTD., Kutaii B JONOBHEHHS [10 BXe
3aTBepaKeHoro Bupo6Huka A®l Vani Pharma Labs Limited, IHgis,
AK Hacnigok Cneundikauis/meToamn koHTponto A®| fonoBHEHa
KOHTPOIEM 3@ NOKa3HUKOM «3a/TNLLKOBI KifIbKOCTi OpraHivyHnx
pPO3u4nHHKKIB» A1 BUpo6HMKa SHANDONG XINHUA
PHARMACEUTICAL CO., LTD., Kutaii

243.

NMEHTACEA

Tabnetku, in bulk no
1000 a6o no 5000
TabneTok y naketax
nonieTMneHoBmx

TOB
"XapkiBCcbke
hapmaueBTny
He
nignpueMcTBo
"3p0poB's
Hapoay"”

YKpaiHa

TOB "XapkiBcbke
thapmaueBTUyHe
nigNpPUEMCTBO
"340p0oB'a Hapoay"

YKpaiHa

BHECEHHS 3MiH [j0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK
3 akocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiAnoBigHOCTI
€Bponelicbkii hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUYYEHHS
cepTtudikaTa BiANoBiAHOCTI EBponelichbkin hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiasty/peareHTy/NpoMiKHOro nNpoayKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana 4ONOMDKHOT peyYOBUHU
(cepTuddikaT BignoBigHOCTI €Bponeiickbkili hapmakonei) - Hoswii
cepTudikaT Big HOBOro BUPOGHKKa (3aMiHa abo [ONOBHEHHS) -
noAaHHs HOBOTO cepTudikaTa BignoBigHOCTI EBponeichkiii
dhapmakonei Ne R1-CEP 2003-059-Rev 04 ans gitouoi peyoBuHn
Propyphenazone Big HoBoro Bupo6Hrka SHANDONG XINHUA
PHARMACEUTICAL CO., LTD., Kutaii B JONOBHEHHS [10 BXe
3aTBepAKeHoro Bupo6Huka A®| Vani Pharma Labs Limited, IHgis,
AK Hacnigok Cneundikavis/metoan koHTposto A®l fonosBHeHa
KOHTPOMIEM 3@ NOKa3HUKOM «3aJ/TNLLKOBI KifIbKOCTi OpraHivyHnx
PO34nHHKKIB» A1 BUpo6HMKa SHANDONG XINHUA
PHARMACEUTICAL CO., LTD., Kutaii

UA/14529/01/01

244,

MNEHTUNIH

PO34MH ANA H'EKLiA,
100 mr/5 mn no 5 mn
(100 wmr) B amnyni, no
5 amnyn y 6nictepi, no
1 6nictepy B
KapTOHHI Kopo6Lyi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoseHis

BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHuW | TUMY - 3MiHK
oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) -
3MiHV BHECEHI B TEKCT MapKyBaHHS yNakoBKM NiKapCcbKoro 3acoby

LL0A0 3a3HaYEeHHA MiXXHAPOLHMX NO3HAYEHb OANHULb
BMMIipIOBaHHS. BHECEHHS 3MiH A0 po3giny «MapkyBaHHs» MKHA
N3: 3anponoHoBaHo: MAPKYBAHHSA Y BignosigHocTi A0
3aTBEPAKEHOIO TEKCTY MapKyBaHHS TepMiH BBEAEHHS 3MiH
NpOTSrom 6 MicsiLiB MicNs 3aTBePAKEHHS

3a
peyenmom

UA/2694/02/01

245.

MMXXMA
KBITKA

KBiTkm no 75 ry
naykax 3 BHYTPILWHIM
naketom; no 1,5ry
inbTp-nakeTi: no 20
iNbTp-nNakeTis y

MpAT
"Niktpasun"

YKpaiHa

MpAT "NikTpasn"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepiasiiB: 3MiHK | TUMY - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) -
peecTpaLisi 40AATKOBOrO TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby i3 3a3Ha4eHHAM MiXXHApPOAHUX NO3HAYEHb
OAMHMLb BMMIpOBaHHS. 3aMiHa po3giny «lpadivyHe odhopmaeHHs

6e3
peuyenma

UA/7116/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

nauyi; no1,5ry
inbTp-nakeTi: no 20
inbTp-nakeTis y
navyj 3 BHyTpILWHIM
nakeTom

ynakoBKn» Ha po3gin «MapkyBaHHs» B MKSA /13: 3anponoHoBaHo:
MAPKYBAHHSA Y BiANoBiAHOCTI 3 3aTBEPKEHUM TEKCTOM
MapKyBaHHs

246.

MNIMA®YKOP
T®

Kpem no 15 r kpemy y
Ty6i; mo 1 Ty6iy
KapTOHHI Kopo6Lyi

JIEO dapma
AIC

[aHis

Temmnep Itania
C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpaLiinHux MaTepiasis: 3MiHW | TURY - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX JaHUX MPO cuctemy chapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsay; KOHTakTHOT 0cobu 3 hapmakoHarnsgy 3asiBHUKa
OnA 3jicHeHHs hapMakoHarnsay B YkpaiHi, SKL0 BOHA BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyarouy KOHTakTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMnoBigaIbHOI 3a
thapmakoHarnsag. fitoya pegaxuis: Janie Willadsen. MNponoHoBaHa
pegakuis: Berit Nautrup Andersen. 3MiHa KOHTAKTHUX AaHNX
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnag; 3miiu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3ara/ieHeHUX JaHux Npo cuctemy chapmaxkoHarnsgy
(BBEAEHHSA Y3araslbHEHUX JaHUX NPO cucTemy hapmaxkoHarnagy,
3MiHa YNOBHOB&XeEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3AiicHeHHsT hapMakoHarasay B YkpaiHi, KLU0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobWu, BiAMNOBIgasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aBHMKA,
BignoBigasIbHOT 3a papmakoHarnsag B Ykpaidi. [itoya pefakuis:
HaymoBa IpvHa OnekcaHgpisHa. MNponoHoBaHa pejakuis: BeHrep
Mogmuna AHaToniiBHa. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
0cobu ynoBHOBaXXeHOT 0co6yM 3a8BHMKA, BifNoBigabHOI 3a
dhapmakoHarnag B YkpaiHi

3a
peuernmom

UA/4476/02/01

247.

AIMA®YLNH
®

kpeM, 20 mr/rno 30 ry
Ty6i, no 1 Ty6i B
KapTOHHI Kopobuyj

JIEO dapma
AIC

[anis

Temmnep Itania
C.p.n.

ITanis

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK
Lono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 p. "MapkysaHHa" MKA N3:
3anpornoHoOBaHo: 3rifHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
BHECEHHSAM iHchopmaL,ii LWOA0 3a3HAYEHHA OAUHULIb BUMIPHOBAHHS
y cuctemi Sl. BBeAeHHs1 3MiH NPOTAroM 6-Tn MicsuiB nicns
3aTBEPAKEHHS

6e3
peyenma

UA/4370/02/01

248.

MIPOKCUKA
M CODAPMA

Kancynu Teepgi no 10
mr, no 10 kancyny
6nicTepi; no 2
6nicTepy B KAPTOHHIl
nauuj

AT
"Codcpapma”

Bonrapis

AT "Cogpapma”

Bonrapis

BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHUX NPo cuctemy hapMmakoHarisgy
(BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0CO6U, BignoBigabHOI 3a 34iiCHEHHS

3a
peuyernmom

UA/2936/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3AiicHeHHs1 hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BiANOBIgasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Io4akum KOHTakTHi AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAANLHOI 3a 34ilicHeHHA hapmakoHarnagy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT 0CO6M YNOBHOBaXEHOI 0CO6U
3a8BHWKa, BiANOBIAaNbHOI 3a 34iICHEHHS hapmakoHarnagy B
YkpaiHi. 3MiHa MicuA 34iACHEHHSI OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLie3HaxomKeHHs1 MacTep-haiina
cuctemn chapmakoHarnsgy

249.

MIPOKCUKA
M CO®APMA

Kancynu Teepgi no 20
mr, no 10 kancyn y
6nictepi; no 2
6nicTepy B KapTOHHIiA
nauuj

AT
"Cocpapma"

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK
oo 6esneku/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX NpPo cucTemy dpapmakoHarnsgy
(BBEfIEHHSA y3arasibHEHUX JaHuX MPo cucTemy hapmakoHarnagy,
3MiHa YNOBHOBaX€EHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[AnAa 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLL0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0co6u, BiAnNoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroum KOHTakTHI AaHi) Ta/abo 3MiHM y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX [aHuX YNOBHOBaXKEHOI 0CO6Y 3asBHMKa,
BiANOBIAAbHOI 3a 34ilicHeHHsA thapmakoHarnagy. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0CO6Y YNOBHOBAXEHOI 0CO6U
3asBHMKA, BiANOBIAANLHOI 3a 3iiCHEHHS chapmakoHarnagy B
YkpaiHi. 3MiHa MicuA 34iACHEHHS OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs1 MacTep-taiina
cuctemu chapmakoHarnsgy

3a
peyenmom

UA/2936/01/02

250.

NNABIKC®

TabneTkn, BKPUTI
06010HKO0, NO 75 Mr
Ne 28 (14x2): no 14
TabneTok y 6nictepi,
no 2 6nictepn y
KapTOHHi Kopobuyj

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YKpaiHa

CAHO®I BIHTPOI
IHOACTPIA

dpaHuis

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK
wono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW fikapcbKoro 3acoby 3

BHECEHHSIM iHGhopMaLii LWoA0 3a3HAaYeHHS OAMHMLb BUMIPIOBaHHS

y cucTtemi Sl. BHeceHHs 3MiH A0 po3ainy «MapkysaHHa» MKA N13.

3anponoHoBaHo: Po3ain «MapkyBaHHsA» BianosigHo Ao
3aTBEPPKEHOrO TEKCTY MapKyBaHHA. TepMiH BBELEHHS 3MiH
NPOTArom 6 MicALiB Micna 3aTBepKEHHs

3a
peyenmom

UA/9247/01/01

251.

MNNECTA30N

Tabnetky no 100 wmr,
no 10 TabneTok B
6nicTepi; no 3 abo 6
6nicTepiB y nauui

AT

"KNIBCbK

BITAMIHHN
3ABOJ"

YkpaiHa

AT "KUIBCbKWIA
BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK
oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
3anponoHoBaHo: MapkyBaHHs 3riHO 3aTBEPMXXEHOMY TEKCTY
MapkKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLil WoA0 3a3HaYeHHS
OAVHVLb BMMIpOBaHHS Y cuctemi Sl. BBeeHHsA 3MiH npoTsarom 6-

3a
peuyerimom

UA/13438/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
TV MiCALiB Nicns 3aTBepKeHHS
252. | NIECTA30N | Ttabnetku no 50 mr, no AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/13437/01/01
10 TabneTok B "KMIBCbKW BITAMIHHWIA oo 6e3snekn/epekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
6nicTepi; no 3 abo 6 BITAMIHHW 3ABO4" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA” MKA /13:
6nictepiB y nayui 3ABO4" 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPIKEHOMY TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
niKapcbKoro 3acoby 3 BHECEHHSAM iHchopMalLii LLoA0 3a3HauYeHHs
OAVHWLB BUMIpIOBaHHA y cucteMi Sl. BBeeHHS 3MiH NpoTarom 6-
TN MicsLiB Nicns 3aTBepiKeHHs
253. | NONIAEKCA Kpanni BYLUHi, PO34UH, Na6opatopii PpaHuis Na6opaTopii PpaHuin BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/2699/01/01
no 10,5 mn y donakoHi, Bywapa Bywapa Pekopgaari 3 aKocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiAnoBigHOCTI peyenmom
no 1 dpsiakoHy 3 Pekopgarti €Bponelicbkiii thapmakonei/moHorpadii. MogaHHs HOBOro abo
NiNeTKo B KAPTOHHIl OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUTYyYEHHS
Kopoo6Li cepTudpikaTa BignosigHoOCTi E€Bponeiickkivi hapmakonei: ans Adl;
0151 BUXIAHOTO MaTepiasty/peareHTy/MpoMiKHOro NpoAayKTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOT peYOBUHM
(cepTudhikaTt BignoBigHOCTI E€Bponelickkilt hapmakonei) -
OHoBeHWit cepTuddikar Bif, y)ke 3aTBEPAKEHOTO BUPOOHMKA -
MopaHHs oHoBneHoro CepTudikaty BifnoBiAHOCTI EBpoNeiiChkii
hapmakonei R1-CEP 2009-159 Rev 00, Bif BXe 3aTBEPXEHOIO
BMpo6bHMKa Hangzhou Zhongmei Huadong Pharmaceutical Co.,
Ltd., China gna A®I nonimikcuHy B cynbgarty. 3anponoHoBaHo:
R1-CEP 2009-159 Rev 00
254. | NONDKMHAK | emynbcia BariHasibHay | Jlaboparopis PpaHLin IHHOTepa LLy3i PpaHLis BHECEHHS 3MiH 40 peecTpaliiHMxX MaTepiasiiB: 3MiHK | TURy - 3MiHK 3a UA/7254/01/01
CBIPIro Kancynax; no 3 IHHOTEK 3 AkocTi. CepTudpikat BignosigHocTi/I E-cepTudikar BignosigHoCTi peyenmom
Karncynu B 6nictepi; no | IHTepHacbiioH €Bponeiicbkiit hapmakonei/MmoHorpadii. MogaHHsA HoBoro abo
2 6nictepn 'y anb OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUYyYEHHS

KapTOHHI Kopo6Lyi

cepTtudikaTa BignoBigHOCTI €Bponelickbkiin hapmakonei: ana Adl;
ONa BUXIAHOro MaTepiasy/peareHTy/NpoMiKHOIo NPoAykKTy, L0
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; 4515 JONOMDKHOT peY0BUHN
(cepTudpikaT BignoBigHOCTI EBponeiickkili hapmakonei) - Hoswii
cepTudikaT Bif HOBOrO BUPOOHMKA (3amiHa ab0 AONOBHEHHS)-
NnoAaHHA HOBOTO cepTudikaTta BignoBigHOCTI €EBponenchkii
thapmakonei Ne R1-CEP 1999-099-Rev 04 ans Aito4oi pevyoBuHU
Nystatin Big HoBOro Bupo6Hvka DSM SINOCHEM
PHARMACEUTICALS NETHERLANDS B.V. (Bupo6H/ya ginsHka:
CAPUA BIOSERVICES S.P.A, Italy); 3MiHu1 | TUny - 3MiHM 3 SIKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3aco06y (iHWi 3MiHN)- OHOBNEHHA po3ainy 3.2.P.5.5. [lomiluku;
3MiHM | TUny - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHs
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW y MeTogax BUNpobyBaHb
(BKKOYatoUmM 3aMiHy abo [ONOBHEHHS)) - 3MiHA B MeToax
KOHTpOI0 13 3a NokasHUKOM «laeHTudikaLis nonimekcmHy B
cynbgaTy, HEOMILVMHY CynbddaTy Ta HiICTaTUHy»; 3MiHW | Tuny -
3MiHK 3 sKoCTi. FoTOBMIA NiKapcbkuii 3aci6. KOHTposb roToBoro
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

nikapcbKkoro 3acoby. 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHM Yy MeTogax BUNpobyBaHb
(BKOYaKOUM 3aMiHy ab0o [OMNOBHEHHS)) - 3MiHA B MeTofax
KOHTpOLO /13 3a Noka3HMKOM «KinibKicHe BU3HAYeHHS NOMIMIKCUHY
B cynbgpat»; 3miHun | Tuny - 3MiHu 3 sikocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHOCTI EBpONENCHKIi
thapmakonei/MoHorpadii. NogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa Bi4NoOBIAHOCTI ab0 BUy4YeHHs cepTudiikara
BiANOBIAHOCTI €Bponeiickbkin hapmakonei: ana A®l; ans BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; An1a ONOMDKHOT peYOBUHU
(FE-cepTudikat BignosigHOCTI EBponelichbkin thapmakonei Ans
Adl/BnxigHoro matepiasy/peareHTy/NpOMIXXKHOTO NPoAyKTy abo
[OMOMDKXHOT peyoBUHY) - OHOBMEHWI cepTudikaT Bif, BXe
3aTBEPAKEHOrO BUPOBHKMKA - MOAAHHS OHOBAEHOro E-
cepTudpikaTa BignoBigHOCTI EBponelickbkin dhapmakonei Ne Ne R1-
CEP 2003-172-Rev 02 ansa gonomikHoi pedosuHu Gelatin Big Bxe
3aTBEpPAKEHOro BUpo6Hka GELITA GROUP; 3miHn | Tuny - 3MiHK
3 akocTi. CepTudikaT BignosigHocTi/l E-cepTudiikaTt BiAnoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHsA HoBoOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTtudikaTa BiANoOBiAHOCTI EBponelichbkinn hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiasty/peareHTy/NpoMiKHOro NpoAayKTy, Lo
BMKOPUCTOBYHOTbCSA Y BUPOOHNLTBI ADI; 415 AONOMDKHOT peYOBUHM
(cepTudhikaT BignoBigHOCTI €Bponelickkii hapmakoner) -
OHOB/EHWIA cepTUdIKaT Bif Y)Xe 3aTBEpAXEHOr0 BUPOOHUKA -
noAaHHA OHOBMIEHOTO cepTudikaTa BignoBigHOCTI €EBponeichKii
chapmakonei Ne Ne R1-CEP 1999-099-Rev 06 gns gitoyoi
peyoBuHM Nystatin BupobHuka CAPUA BIOSERVICES S.P.A,
Italy), Sk Hacnigok 3miHa Ha3su BrnacHuka CEP (3aTBepgykeHo:
DSM SINOCHEM PHARMACEUTICALS NETHERLANDS B.V.;
3anponoHoBaHo: CENTRIENT PHARMACEUTICALS
NETHERLANDS B.V.)

255.

MPErABAJIH
-3H

PO34uMH opasibHUiA, 20
mr/mn no 100 mn a6o
200 mn 'y chnakoHi; no
1 chnakoHy pasom 3
[103YI04MM NPUCTPOEM
Y KOpOO6Li 3 KApTOHY

ToBapucTso 3
o6MexeHo
BiANOBIAA/bHI
CTHO
"XapkiBcbke
thapmaueBTUY
He
nigNpPUEMCTBO
"3p0poB's
Hapoay”

YKpaiHa

ToBapucTBoO 3
06MeXeHo

BiANOBIAANbHICTIO

"XapkiBCbke

hapmaueBTUyHE

nignpMeEMCTBO

"3p0poB's Hapoay"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK
wopao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHn) -
3MiHM BHECEHI B TEKCT MapKyBaHHS1 YNakoBKM J1ikapCbKOro 3acoby

{00 3a3HaYEHHA MDKHapPOAHUX NO3HaYeHb OAVHULb
BMMIpIOBaHHs. BHeceHHs 3MiH A0 po3ainy “MapkyBaHHA" B
3arBepaxeHnx MKA J/13. 3anponoHoBaHo: MapKyBaHHS.
BignosigHo 4o 3aTBEepKEHOro TEKCTY MapKyBaHHA. BBefeHHA
3MiH NPOTArom 6-TW MiCALIB MiCNa 3aTBEPAKEHHS

3a
peyenmom

UA/16783/02/01

256.

MPErABAJIH
-3H

Kancynu Teepgi no 75
mr, no 10 kancyn
TBEepaAuX y 6nictepi; no
2, 3, 6 6nicTepiB y
KopoobUi

ToBapucTso 3
06MexeHot
BignoBigasIbHi
CTHO
"XapkiBcbke

YkpaiHa

ToBapucTBO 3
06MeXeHOo

BiANOBIA&/IbHICTIO

"XapkiBCcbke

hapmaueBTUyHE

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK
wozo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) -
3MiHV BHECEHI B TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby

LL0A0 3a3HaYEeHHA MiXXHAPOLHMX NO3HAYEHb OANHULb
BMMIipIOBaHHs. BHeceHHs1 3MiH 40 po3ainy “MapkyBaHHsA" B

3a
peyenmom

UA/16783/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
thapmaueBTUy niagnpYeEMCTBO 3aTBepmxeHnx MKA 13. 3anponoHoBaHo: MapKyBaHHS.
He "340poB'a Hapoay" BifnoBigHO [0 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS. BBeAeHHs
nignpueMcTBo 3MiH NPOTArom 6-T1 MIiCALB NiCNA 3aTBEPAXKEHHS
"3p0poB's
Hapoay”
257. | NPEFABANIH | kancynu TBepgi no ToBapucTBo 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiinHux MaTepiasis: 3MiHW | TURY - 3MiHK 3a UA/16783/01/02
-3H 150 wmr, no 10 kancyn 06MexeHot 06MexeHot Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenmom
TBEpAUX y 6AicTepi; no | BiANOBiAa/bHI BIANOBIA&/IbHICTIO 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM likapCbKOro 3acoby
2, 3, 6 bnictepiB y CTHO "XapkiBCbke LLIOAO0 3a3HAaYEHHS MDKHAPOAHUX NO3HAYEHb OAVHULb
Kopoo6Li "XapkiBcbke hapmaueBTuyHe BMMIpIOBaHHA. BHeceHHA 3MiH 10 po3ainy “MapkyBaHHA" B
thapmaueBTny nigNpPUEMCTBO 3areepaxeHnx MKA /13. 3anponoHosBaHo: MapKyBaHHS.
He "3p0poB's Hapoay" BignoBigHO 40 3aTBEPAYKEHOrO TEKCTY MapKyBaHHS. BBeAeHHA
nigNpUeEMCTBO 3MiH NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPIKEHHSA
"300poB'a
Hapoay"
258. | NPEHECA® Tabnetkv no 8 mr; no KPKA, a.4., CnoseHis KPKA, g.4,, Hoso CnoseHis BHECEHHS 3MiH 0 peecTpaviiiHMXx MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/5145/01/03
10 Tabnetok y HoBo mecTo mecTo, CnoBeHis oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenmom
6nictepi; no 3 abo 6, (koHTpPO/b cepii); BHECEHHS 3MiH 0 po3ainy "MapkyBaHHa" MKA N3:
abo no 9 6nictepiB y KPKA, a.4., Hoso 3anpornoHoBaHo: MAPKYBAHHSA Y BignoBigHOCTI 3 3aTBEpAXEHNM
KapTOHHI Kopobuyj mecTo, CnoBeHis TEKCTOM MapKyBaHHs. 3MiHN BHECEHI B TEKCT MapKyBaHHs
(BMPOGHMLTBO "in yNaKoBKM NiKapCbKOro 3acoby LL0A0 3a3HauYeHHs MDKHApPOAHMX
bulk", nepuHHe Ta Nno3Ha4YeHb OAMHULb BUMIPOBAHHSA. TepMiH BBEA,EHHS 3MiH -
BTOPUHHE npoTArom 6 micsuis nicns 3aTeepikeHHs
nakyBaHHs,
KOHTpO/b cepii Ta
BUMYCK cepii)
259. | NPUMOBICT PO3YMH NS iH'eKL Baiep Al HimeuunHa Baiep Al HimeuunHa BHECEHHS 3MiH 40 peecTpaliiiHuxX MaTepiasiiB: 3MiHK | TURYy - 3MiHK 3a UA/17931/01/01
0,25 mmosnb/Mn; no 10 oo 6esneku/edpekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) - peyenmom
My CKNSHOMY OHOBJ/IEHHSI TEKCTY MapKyBaHHS! YNakoBKW /ikapcbKkoro 3acoby 3
wnpuui, no 1 wnpuuy BHECEHHSM iHchopMaLii LWoA0 3a3HAYEHHS OAUHULIb BUMIpIOBAHHS
B NpO30piii y cuctemi Sl. BBeeHHs 3MiH NpoTAroM 6-Tm micsAuis nicns
nnacTuKoBili kopoobLy, 3aTBepKEHHS
3aKpuWTIil nanepom,
BKNafeHili y KapTOHHY
KOpOOKY
260. | MPOKTO3AH | ma3b pekTasibHa, no "Xemochapm" Cepbis "Xemodpapm" ALl Cepbis BHECEHHS 3MiH 40 peecTpaliiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/4645/01/01
®HEO 20 r masiy Ty6i; no 1 AL Bpwau, Bigain wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peuenma
Ty6i 3 annikaTopom y BMPOGHMYA OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW /likapcbkoro 3acoby 3
KapTOHHI Kopo6Lyi ninbHuusa LWabau, BHECEHHSM iHchopmaLii LWoA0 3a3HaYEHHS OAUHULIb BUMIpIOBAHHS
Cepbis y cucteMi Sl. BHeceHHs 3MiH 10 po3ainy «MapkyBaHHs» MKA 13
(BMpPOGHMLTBO 3anponoHoBaHo: Po3gin «MapkyBaHHs» 3rifHO 3aTBEPLKEHOMY
Hepo3dacoBaHo| TEeKCTy MapKyBaHHs. BBefeHHs1 3MiH MpOTArom 6-Tv MicsALiB nicns

npoAayKLUii, NnepBrHHa

Ta BTOPUHHA
yMakoBKa, KOHTPO/1b
cepii); "Xemodpapm"

Afl, Cepbis

(koHTpO/Ib Ccepii,

3aTBEPKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
[03BiN Ha BUNYCK
cepii)
261. | NPOMEAON PO3YMH ANS iH'EKLN, AT "Kanuekc" Natsis BCi cTagil CnoBayunHa | BHECEHHS 3MiH [0 peecTpauiliHix martepianis: 3MiHu | TUny - 3MiHK 3a UA/15324/01/01
KANUEKC 20 mr/Mnno 1 mns BMPOGHNYOTro / woao 6e3nekn/edpekTNBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn). peyenmom
amnyni; no 5 amnyn B npouecy, Kpim Nartsis BHeceHHs 3MiH f0 po3giny “MapkyBaHHa” MKA J13. 3aTBepaKeHo:
KOHTYPHIli YapyHKOBIi BUMYCKY Cepii: MapkumpoBka. B cooTBETCTBUY C YTBEPXAEHHLIM TEKCTOM
ynakosui (nigaoHi); no XBM dapwma c.p.o., MapK1MpOBKYW, KOTOPbIV NpunaraeTcs. 3anponoHOBaHo:
1, 2 a60 20 KOHTYpPHUX CnosayyuHa; Mapkuposka. CornacHo yTBepXAeHHOMY TEKCTY MapKUPOBKU.
YapyHKOBUX YMakoBOK BMPOGHUK, SKWiA OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW /likapCbkoro 3acoby 3
(nigooHiB) B nayui i3 Bignosigae 3a BHECEHHSAM iHdhopMaLii LWoA0 3a3Ha4YeHHSA OAVHULb BUMIPIOBaHHSA
KapTOHY KOHTPO/b y cuctemi Sl.
cepii/BnnpobyBaHHs: BBefeHHs 3MiH NpoTArom 6-T1 MicALIB MiCNA 3aTBEPAKEHHS.
AT "I'piHaekc”, 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Nartsig; Ta/abo agpecun micLa NPOBaMXEHHS AisNIbHOCTI
BUPOOHMK, SIKWIA BMpPO6HMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby, BKIYaun
Bignosigae 3a AinbHULU BUNYCKy cepii abo micLe NpoBeAEHHS KOHTPOSIKO AKOCTI.
BMNYCK cepil: (gisnbHICTb, 3a Ky BiANOBiAAE BUPOOHMK/IMNIOPTEP, BKIOYAIOUM
AT "Kanuekc", BUMYCK cepiii). 3MiHa agpecyu BupobHuka AT "Kanuekc", Nlatsis
Natsin (BMpPOGHYK, SIKUIA BiANOBIAAE 3a BUNYCK cepii), 6e3 3MiHW Micus
BUPOGHMLTBA.
262. | MPOHOCHWW | 36ip no 75 r y naykax 3 MpAT YkpaiHa MpAT "NliktpaBn" YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 6e3 UA/5880/01/01
3BIP Ne 1 BHYTPILLHIM NakeTom; "NikTpasun" Lono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peuenma
no 2,0 ry cinbTp- peecTpalis [,04aTKOBOrO TEKCTY MapKyBaHHS YNakoBKM
nakeTi, no 20 dinbTp- NiKapcbKoro 3acoby i3 3a3Ha4YeHHAM MiXKHAPOAHMX NO3HAYEHb
nakeTiB y nauuj abo y O VHWLb BUMIPIOBaHHSA. 3aMiHa po3giny “I'padiyHe ohopM/IeHHS
nayj 3 BHYTPILWHIM ynakoBkun” Ha po3gin “MapkysaHHsA" B MKA J13: 3anponoHoBaHo:
nakeTom MAPKYBAHHSA. ¥ BignoBigHOCTi 3 3aTBEPAKEHUM TEKCTOM
MapKyBaHHS
263. | NPOMAHOPM | Tabnetku, BKpUTI MPO.MEA.LIC Yecbka BMPOOGHULITBO, Yecbka BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 3a UA/5421/01/01
® 06010HKO0, N0 150 Mr MNpara a.c. Pecny6nika MepBUHHE i Pecny6nika/ oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
no 10 Tabnetok y BTOPVIHHE CnoBaLbka OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKW NikapCbKoro 3acoby 3
6nicTepi; no 5 nakyBaHHs, Pecny6nika BHECEHHSAM iHthopmaLii LWoA0 3a3HAYEHHA OAUHULIb BUMIPIOBAHHS
6nicTepiB y KAPTOHHIN KOHTPO/Ib SIKOCTI, y cucTtemMi Sl. BHeceHHs 3MiH A0 po3ainy «MapkyBaHHa» MKA N13:
Kopo6L BUMYCK cepii: 3anponoHoBaHo: CornacHo yTBEPXKAEHHOMY TEKCTY MapKVpOBKM.
MPO.MEA.LIC TepMmiH BBEL,EHHS 3MiH NPOTAroM 6 micsLiB nicns 3aTBepkKeHHs
Mpara a.c., Yecbka
Pecny6nika
BMPOOGHULITBO,
MepBUHHE i
BTOPVIHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI:
XBM ®apma c.p.o.,
Cnosaubka
Pecny6nika
264. | NPOMAHOPM | Tabnetkun, BKpUTI MPO.MEA.LIC Yecbka BMPOBHULTBO, Yecbka BHECEHHS 3MiH j0 peeCTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/5421/01/02
® 06010HKOH0, N0 300 Mr Mpara a.c. Pecny6nika NEepPBUHHE i Pecny6nika/ oo 6e3snekn/edpekTnBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHu) - peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
no 10 Tabnetok y BTOPVIHHE CnoBaLbka OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM ikapCbKoro 3acoby 3
6nictepi; no 5 nakyBaHHs, Pecny6nika BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEHHS OAMHULb BUMIPHOBaHHS
6nicTepiB y KAPTOHHIN KOHTPO/Ib SIKOCTI, y cucTtemi Sl. BHeceHHs 3MiH A0 po3ainy «MapkyBaHHs» MKA N13:
KOpo6Li BUMYCK cepii: 3anponoHoBaHo: CornacHo yTBepXAEeHHOMY TEKCTY MapKUPOBKY.
MPO.MEA.LIC TepMiH BBEAEHHS 3MiH MPOTAroM 6 MicALIB Nic/1a 3aTBEPAXKEHHS
MNpara a.c., Yecbka
Pecny6nika
BMPOBHULTBO,
NepBUHHE i
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI:
XBM ®apma c.p.o.,
CnoBsavbka
Pecny6nika
265. | NPOTAPIon NOPOLLOK A1 PO3UYUHY TOB "McTok- Ykpaina TOB "WcTok-IMntoc”, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 UA/15042/01/02
BEBI® 015 IHTpaHa3anbHoro Mnoc" Ykpaina aaMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuenma
3acTtocyBaHHA Mo 0,1 1 (BpPOGHMLTBO, MiCL MPOBaKEHHSA AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
1 chnakoH 3 NOPOLLKOM nepBrHHe Ta nikapcbKoro 3acoby, BKIKYAKUM AibHUL BUNYCKY cepii abo Micue
Y KOMM/IEKTi 3 BTOPWUHHE NpoBeAEeHHS KOHTPOIO AKOCTI. (AisANbHICTb, 3a AKY Bignosigae
PO34MHHMKOM Mo 10 nakyBaHHs, BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK Cepili) - 3MiHa agpecu
M (BoAa ANS iH'eEKLiA) KOHTPO/1b SIKOCTI, BMPOGHMKA pPO34MHHUKa (Boda AN iH'ekuiil) TOB «tOpis-®apm»,
B OZHO030BOMY BiANoBiganbHUi 3a 6e3 3MiHN MicusA BUPOGHMLTBA; 3anponoHoBaHO: YkpaiHa, 18030,
KOHTeliHepi 3 BMNycK cepii ); TOB Yepkacbka 0611., M. Uepkacu, Byn. Ko63apcbka, 108
KPWLLIKOO- "lOpis-Papm”,
KpanesibHuLe y YkpaiHa (BUpo6HMK
KOpOO6LIi 3 KaPTOHY PO3UYNHHKKA:
BMPOGHMLITBO,
nepBuHHE
naxyBaHHs,
MapKyBaHHS,
KOHTPO/1b SAKOCTI)
266. | NYNKCUNPO | kancynu no 150 mr; no | PiBochapm CA | LUBeliyapis PiBopapm CA LLiBeliyapis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 3a UA/14647/01/01
H 8 kancyn y 6nictepi; 3 AkocTi. CepTudpikat signosigHocTi/lE-cepTudpikar BignosigHOCTI peyenmom

no 2 6nictepu y
KapPTOHHI KOpooLi

€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs HOBOro abo
OHOBJIEHOTO cepTudlikaTa BignoBigHOCTi a60 BUyYEHHS
cepTudikaTa BiANoBiAHOCTI E€Bponelickbkiin hapmakonei: ans Adl;
ONa BUXiAHOro MaTepiasy/peareHTy/npoMiKHOIo NPoAyKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHMUTBI ADI; A515 4ONOMDKHOT PeUYOBUHU
(cepTtudhikaT BignoBigHOCTI EBponelickkiii hapmakoner) -
BunyueHHs cepTudikaTis (3a HassBHOCTI My/1bTUM/IETHOIO
cepTuguikata Ha martepiasn) - 3MiHM 40 maTepiasiB peecTpauiitHoro
[OCbE, a came BU/yYEHHS 3aTBEPAKEHOr0 BUPO6HMKa AdI
KniHgamiumHy rigpoxnopuay Zhejiang Hisoar Pharmaceutical Co.,
Ltd., China (Bupo6Hmya ginsHnua Nel00 Waisha Branch Road
Jiaojiang District China-318 000 Taizhou, Zhejiang Province);
3anponoHoBaHo: Chongqing Carelife Pharmaceutical Co. Ltd.,
China
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

Zhejiang Hisoar Pharmaceutical Co. Ltd., China Bupo6Huya
ainbHuus No. 23, Donghai 5th Avenue Zhejiang Chemical
Materials Base Linhai Zone China-317 016 Taizhou City, Zhejiang
Province

267.

NMYNKCUNrPoO
H

kancynu no 300 mr; no
8 Kancyn y 6nictepi;
no 2 6nictepn y
KapTOHHI Kopo6Lyi

PiBochapm CA

LLiBeiiuapis

Pisocpapm CA

LLIBeiiuapis

BHECEHHS 3MiH [0 peECTpaLiiiHMXx MaTepiasiiB: 3MiHU | TUMY - 3MiHK
3 akocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiAnoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudiKaTa BignoBigHOCTI a60 BUIYYEHHS
cepTtudikaTa BiANoBiAHOCTI EBponelichbkin hapmakonei: ana Adl;
0151 BUXIQHOTO MaTepiasty/peareHTy/NMpoMiKHOro nNpoAayKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI API; Ana AONOMDKHOT peYOBUHU
(cepTuchikaT BignoBigHOCTI €Bponeiickki hapmakoner) -
BunyueHHs cepTudikaTis (3a HassBHOCTI My/1IbTUM/IETHOIO
cepTudpikaTa Ha matepiasn) - 3MiHU [0 MaTepianiB peecTpawiiiHoro
[OCbE, a came BUyYEHHS 3aTBEPAKEHOro BUpobHuka Ad|
KniHgamiumHy rigpoxnopugy Zhejiang Hisoar Pharmaceutical Co.,
Ltd., China (Bupo6Huya ginsHuua Ne100 Waisha Branch Road
Jiaojiang District China-318 000 Taizhou, Zhejiang Province);
3anponoHoBaHo: Chongging Carelife Pharmaceutical Co. Ltd.,
China
Zhejiang Hisoar Pharmaceutical Co. Ltd., China Bupo6Huya
ainbHuus No. 23, Donghai 5th Avenue Zhejiang Chemical
Materials Base Linhai Zone China-317 016 Taizhou City, Zhejiang
Province

3a
peyenmom

UA/14647/01/02

268.

nynomosnop
®

Tabnetku, no 10
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu B
KapTOHHI ynakoBLi

Mogi Xenc
m6X

LLiBeiiuapis

Megiton
PapmachbloTikan
N1A., YropwmHa;

Casa Xenckea Jita,
IHais

YropwumHa/
IHais

BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK
oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM NikapCbKoro 3acoby 3

BHECEHHSM iHdhopMaLii LLoA0 3a3HaYeHHSA OAVHULb BUMIPHOBaHHSA
y cuctemi Sl. BHeceHHs 3MiH Ao po3giny “MapkysaHHsA" MKA /13:

3anponoHOBaHO: 3rigHO 3aTBEPMKEHOIO TEKCTY MapKyBaHHS.
TepMiH BBEAEHHS 3MiH MPOTAroM 6 MicALIB Nic/A 3aTBEPAKEHHS

6e3
peyenma

UA/10378/02/01

269.

nynbMosnor
®

Tabnetkw, in bulk: no
5000 TabneTok y
noAgiliHnx
nonieTuneHoBmX
naketax

Mosi Xenc
eX

LLBeliuapis

MegiTton
dapmacbloTikan
Nta., YropuwmHa;

Casa Xenckea JItg,
IHais

YropLumHa/
IHais

BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHM | TUMY - 3MiHK
oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKW NikapCbKoro 3acoby 3

BHECEHHSAM iHchopmaLii LWOoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS

y cuctemi SI. OHOBNEHHS BXe 3aTBEPAXKEHOro TEKCTY MapKyBaHHS

y NOABINHNX NOMIETUIEHOBKX NakeTax (BHECEHHS NO3HAYeHb
OZMHULLb BUMIPIOBaHHS, 3 BUKOPUCTAHHSAM NiTep NaTUHCLKOro
andasiTty). BHeceHHs 3miH go po3giny “MapkyBaHHs” MKA N3:
3anponoHOBaHoO: 3rifHO 3aTBEPAXKEHOro TEKCTY MapKyBaHHS, LU0
[opaetbea. TepMiH BBEAEHHA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

UA/10379/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
270. | NYCTUPHUK | TpaBa pi3aHo- MpAT YkpaiHa MpAT "/ikTpasu” YkpaiHa BHECEHHS 3MiH 40 peecTpaliiiHMx MaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/5987/01/01
A TPABA npecosaHa no 100 ry "NikTpasun" oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peuenma
naykax 3 BHYTPILWHIM peecTpaujis 404aTKOBOro TEKCTY MapKyBaHHS YNakoBKM
nakeTom NiKapCbKOro 3acoby i3 3a3Ha4eHHsIM MiXXHapPOLHMX NO3HaYeHb
OAVHWLb BUMIPIOBAHHSA. 3aMiHa po3giny “I'padiyHe ohopM/IeHHS
ynakoBku” Ha po3gin “MapkysaHHsA" B MKA J13: 3anponoHoBaHo:
MAPKYBAHHS. ¥ BignoBigHOCTI 3 3aTBEPAXEHNM TEKCTOM
MapKyBaHHS
271. | NI'ATUPYATK | Tabnetku, no 10 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHW | TUNY - 3MiHK 3a UA/8698/01/01
A®IC TabneTtok y 6nictepi, [0[aTKOBOIO [04aTKOBOK Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenmom
no 1 6nictepy B navui BignoBigasIbHI BIANOBIA&/IbHICTIO 3aMiHa po3giny “I'paciyHe ohopMIEHHS YNaKoBKU” Ha PO3A4in
3 KapToHy CTI0 "IHTEPXIM" “MapkyBaHHA" B MKA J/13: 3anponoHosaHo: PO3/l/1
"IHTEPXIM" «MAPKYBAHH#>» BignosigHo [0 3aTBEPXEHOr0 TEKCTY
MapKyBaHHS. 3MiHW BHECEHi B TEKCT MapKyBaHHS ynakoBKM
NiKapCbKoro 3acoby LWoA0 3a3HaYEHHsST MiXXKHAPOAHMX NO3HAYEHb
OOMHVUB BUMIpIOBaHHA. BBeAEHHS 3MiH NPOTAroM 6-Tn MicsuiB
nicns 3aTBepaKeHHs
272. | PAMI Tabnetkn no 5 mr/25 CaHnpos CnoseHis Nek C.A., Monbwa MonbLua/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 3a UA/4259/01/02
CAHAO3® mr Ne 30 (10x3) y PapmacboTika ( BUpOGHMLTBO HimeuunHa wono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
KOMMO3WUTY | 6nictepax n3 a.a., Hepo3cacosaHoro 3MiHV BHECEHI B TEKCT MapKyBaHHS YNakoBKM NikapCbKoro 3acoby
M NPOAYKTY, A03BiN Ha 00 3a3HaYeHHA MKHaPOLHMX NO3HAYeHb OANHULb
BMNYCK Cepil; BMMIipIOBaHHSA. BHECEHHS 3MiH [0 po3gainy «MapkyBaHH:A» MKHA
nepBnHHa Ta N3. 3anponoHosaHo: MAPKNPOBKA CornacHo yTeepxieHHoMy
BTOPVHHA YNaKoBKa, TEKCTY MapKMpoBkn. TepMiH BBEEHHSA 3MiH: MPOTAroM 6-Tu
[,03BiN1 Ha BUNYCK MicsILiB Micns 3aTBepoKEHHS
cepii); Cantotac
dapma 'M6X,
HimeuunHa
(B1pPO6GHULTBO 3a
NMOBHWUM LMK/IOM)
273. | PANITYC cupon, 30 mr/5 mn, no Makneopc IHais Makneoac IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHy | Tuny - 3MiHK 3a UA/6153/01/01
120 mn y donakoHi, no PapmacboTnK PapmacbloTukanc 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y peyenmom
1 cdhnakoHy 3 MipHUM anc fliviteq Nimiten TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs roToBOro
KOBMavkoMm y nikapcbKoro 3aco6y (36i/bLIeHHs TepMiHY NpuAATHOCTI FOTOBOro
KapTOHHIA ynakoBL,i nikapcbKoro 3acoby) - [11s Toprosoi ynakosku (NigTBEPMAXKYETbCA
OaHVIMU peanbHOro vacy) - 36ibLLEHHS TEPMiHY NPUAATHOCTI
roTOBOrO JliKapCcbKOro 3acoby Ha niacrasi pe3ynbraTtiB
[ocnimpKeHH:A cTabinbHOCTI. 3aTBEPAKEHO: 2 POKM
3anponoHoBaHo: 3 poku 3MiHM BHECEHI B iHCTPYKLil0 Ans
MeAMYHOro 3acTOCyBaHHA NMiKapCbKoro 3acoby y p. «TepmiH
npuaaTHoCTi» (BBeAEHHS 3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS)
274. | PANTEH 75 PO3YMH NS iH'EKLN, "Xemochapm" Cepbisn "Xemothapm" ALl Cepbis BHECEHHS 3MiH j0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/1785/02/01
25 mr/mn no 3 mn (75 AL oo 6e3snekn/epekTnBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHn) - peyenmom

Mr) B amnyni; no 5
amnyn y 6nictepi, no 1

3amiHa po3giny «[padiyHe ohopMIEHHS yNakoBKM» Ha PO34in
«MapkyBaHHs1» B MKA /13: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
6nicTepy B KapTOHHIi 3aTBEPKEHOr0 TEKCTY MapKyBaHHSI OHOB/IEHHS TEKCTY
ynakoBLji MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby 3 BHECEHHSM
iHhopmauii LWoA0 3a3HAYEHHS OAVHMLb BUMIPIOBAHHS Y CUCTEMI
S| BBeeHHs 3MiH MPOTAroM 6 MiCALIB Micns 3aTBepMKEHHS
275. | PANTEH renb1%no40ry "Xemochapm" Cepbisn " Xemochapm" AL, Cepbisn BHECEHHS 3MiH [0 peECTpaLiiiHMXx MaTepiasiiB: 3MiHU | TUMY - 3MiHK 6e3 UA/1785/03/01
rENb Ty6i, no 1 T1y6i B AL Bpwau, Bigain oo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyernma
KapTOHHI ynakoBL,i BUPOGHMYA OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM NikapCbKoro 3acoby 3
ninbHuus LWabau, BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEHHS OAWHULb BUMIPHOBaHHS
Cepbis (BUpOOHUK y cuctemi Sl. 3amiHa po3giny «Ipacuueckoe ocopmieHne
roToBOro ynakoBKu» Ha po3fin «MapkysaHHs» y MKA /13: 3anponoHoBaHo:
nikapcbkoro 3acoby, Po3gin «MapkyBaHHs» 3rifHO 3aTBEpAKEHOMY TEKCTY
nepBuHHE, BTOPUHHE MapKyBaHHS. BBeeHHS 3MiH NPOTArom 6-Tu Micauis nicns
nakyBaHHs, 3aTBEPAKEHHS
KOHTpONb cepil);
"Xemodpapm" ALl
Cepbisi (BUPOBHMK,
BiANoBiganbHUii 3a
BUMYCK cepii)
276. | PA®T® PO34unH ANs iH exyin, 4 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 3a UA/17536/01/01
mr/Mano 1 mns AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom

amnyni; no 5 amnyny
6nicTepi; no 1 abo no
2 6nictepn y nayu,j
abo no 5 a6o 10
amnyn y naduj

3as1BHMKa (B/1acHMKa peeCcTpaLiiiHoro NocBig4YeHHs) - 3MiHa Ha3Bu
Ta agpecu 3asBHNKa. BBeeHHA 3MiH NpPOTArom 6-Tv MicsiLiB nicns
3aTBepMKEHHSA. 3MiHKM | Tuny - AgMIHICTpaTUBHI 3MiHWU. 3MiHa
Ha3BW JlikapcbKoro 3acoby. BHeceHi wopao Haseu /13.
3arBepaxeHo: PA®T (RAFT). 3anponoHoBaHo: PA®T® (RAFT).
BBefieHHs1 3MiH NpOTArom 6-T1 MiCALB NiCNA 3aTBEPAKEHHS.
3MiHu | TUNy - AGMIHICTPATUBHI 3MiHW. 3MiHa HaliMEHYBaHHSI
Ta/abo agpecy MicLsi NPOBaKEHHS AiS/IbHOCTI
BMpPO6HMKa/iMnopTepa roToBOro JikapCbKoro 3acoby, BKIYaoun
LiNbHUL BUNYCKY cepii abo micLe NpoBeAEeHHST KOHTPOJIH SIKOCTI.
(misnbHICTb, 3a AKy BigNoBigae BUPOOHUK/iMNOpPTEp, BKIKOYAKOUM
BUWMYCK Cepiid) - 3MiHa Ha3BM Ta agpecy BUPO6HMKa, 6e3 3MiHK
MicLa BUPOGHMLTBA. BBEAEHHS 3MiH MPOTArOoM 6-Tu MicAUIB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHM 3 AKOCTIi. [OTOBWIA SliKapCbKuii
3aci6. CtabinbHiCcTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax
36epiraHHs rOTOBOTO J1iKAPCbKOro 3acoby (36i/1bLEHHS TePMiHY
NPVAATHOCTI FOTOBOTO NiKapCbKoro 3acoby) - [ns Toprosoi
ynakoBku (NiATBEPMKYETbCA fAHUMMN PeasibHOro Yacy) -
306i/bLLEHHS TEPMiIHY NPUAATHOCTI TOTOBOTO /likapCbKoro 3acoby Ha
OCHOBI NO3WUTVBHWX Pe3yNbTarTiB 4OBrOCTPOKOBMX AOC/iIKEHb
cTabinbHOCTI y peasibHOMY Yaci:
3aTtBepmkeHo: TepMiH npugatHocTi 15 micAuiB. 3anponoHOBaHO:
TepMiH NpuaaTHoOCTI 2 poku. 3MiHK | TUny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy (iHLWi 3mMiHK).
OHOB/IEHHA TEKCTY MapKyBaHHs YNakoBKW NikapCbKoro 3acoby 3
BHECEHHSM iHdhopMaLii LWoA0 3a3Ha4YeHHSA OAMHULb BUMIPHOBaHHSA
y cucTemi Sl Ta fofdaHHs iHdopmauii "[na AeTanbHOI iHhopmawi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
[OVB. IHCTPYKLiIO AN18 MeAMYHOro 3actocyBaHHs", “florotmn”
(HasiBHWIA), BHECEHO 3MiHU B HAAMEHYBAHHS | MiCLLE3HAXOMKEHHS
BMPOGHMKa Ta Ha3By J13. BBeaeHHS 3MiH MpPOTAroM 6-Tu micsiLiB
nicns 3aTBepKeHHs.
277. | PEKPEONI® Masb, 50 mr/r; no 30 r AT "IpiHaekc" Natsis AT "T'piHgexc" Nartsis BHECEHHS 3MiH [0 peECTpaLiiiHMXx MaTepiasiiB: 3MiHU | TUMY - 3MiHK 6e3 UA/17201/01/01
abo 50 r B Ty6i oo 6e3snekn/epekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenma
anoMiHiesili; no 1 Ty6i 3MiHW BHECEHI B TEKCT MapKyBaHHS YNaKkoBKM NiKapCcbKoro 3acoby
B NauLli KApPTOHHIi LLOA0 3a3HAaYeHHA MiXXHAPOLHMX NO3HAYEeHb OANHULb
BVMIiptOBaHHSA. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS
278. | PENNAKCUN Kancynu Teepgi; no 10 AT YkpaiHa AT "KUIBCbKUNIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 6es UA/5286/01/01
Kancysn y 6nictepi; no "KNIBCbKM BITAMIHHWA oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenma
2 6nicTepu B navui BITAMIHHW/ 3ABO4" BHECEHHS 3MiH [0 po3ainy “MapkyBaHHA" MKA N13:
3ABO4" 3anponoHoBaHo: MapkyBaHHs 3rifHO 3aTBEPXEHOMY TEKCTY
MapKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
niKapcbkoro 3acoby 3 BHECEHHSIM iHchopMalLii LLoA0 3a3HaUYeHHS!
OAVHULb BUMIpIOBaHHSA Y cuctemi Sl. BBeeHHA 3MiH NpoTAarom 6-
TV MiCALIB NiCNA 3aTBEPAKEHHSI
279. | PENI®® NPO | kpem peKTasibHUiA; Mo Baiiep LLiBeiiuapis Neo ®apma ITania BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/10318/01/01
15rabono30ry KoHcbtomep MaHythakTypiHr AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu peyenma
Ty6i, no 1 Ty6i 3 Kep Al Itani C.P.J. MiCLil MPOBaPKEHHSA AiS/IbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
annikatopom y nikapcbKoro 3acoby, BKIKUAKUM AiNbHUL BUNYCKy cepii abo MicLe
KapTOHHII nayui NpPOBeAEHHS KOHTPO/IO AKOCTI. (AisNbHICTb, 3a AKY Bignosigae
BVMPOGHMK/IMNOpTEp, BK/OYaoUM BUMYCK cepiid). 3MiHa Ha3Bu
BUpo6HMKa 13, 6e3 3MiHn Micus BUpo6HMLUTBA. 3MiHU BHECEHO B
IHCTPYKLiO 418 MeAUYHOro 3aCTOCyBaHHA y p. "BupobHUK" 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKW JliKapCbKOro
3acoby. BBegeHHs 3MiH NpoTsArom 6-Tv MicsALiB nicns
3aTBEPKEHHS.
280. | PEMECYNIA® | Tabnetku no 100 mr AT "dapmak" YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMX MmaTepiastis: 3MiHu | Tumny - 3a UA/8173/01/01
no 10 Tabnetok y AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom

6nictepi; no 1 a6o 3
6nicTepu y nauui 3
KapTOHY

3asBHVIKa (BNacHWKa peecTpavuiiHoro noceigveHHs) - 3mMiHa hopmu
B/IACHOCTI 3asBHUKA Ta afpecy BNPOBaKeHHS AisNIbHOCTI
3asiBHVKa. BBeeHHS 3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBepMKEHHS. 3MiHKM | Tuny - AgMIHICTPaTUBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MiCLSA NPOBaKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby, BKIoYauu
AiNbHWL BUNYCKy cepii abo micLe NpoBeAeHHS KOHTPOSIO AKOCTI.
(misnbHICTb, 3a AKy BignoBigae BUPO6HUK/IMNOPTEP, BKIKOYAKOUM
BWMNYCK Cepiit) - 3MiHa (hopMKM B/IACHOCTI BUPOGHMKa Ta afpecu
BNPOBAXEHHS AiS/IbHOCTI BUPOGHMKA. BBEAEHHS 3MiH NPOTArOM
6-TV MicALIB MiC/1A 3aTBEPLKEHHS.
3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - 3MiHN 40 po3ainy «MapkyBaHHS».
OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
BHECEHHSIM iHdhopMaLlii LLoA0 3a3HAYEHHS OAVMHULb BUMIpHOBaHHS




136

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
y cucTemi Sl.
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS.
3minn |l Tuny - 3MiHn 3 akocTi. A®l. Bupo6HMuUTBO. 3MiHa
BMPOGHMWKA BUXIAHOro/MPOMIKHOTO NPOAYKTY/peareHTy, Wwo
BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo 3miHa
BMPOOHUKa (BK/IKOYAtOUM, fe HeobXigHo, MicLie NpoBeAEeHHS
KOHTposto sikocTi) APl (3a BigcyTHOCTI cepTudpikaTa BifnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaAXeHoMy [0CbE)(BBEAEHHS
HOBOro BMpo6Huka A®| 3 HagaHHAM MacTep-chaiina Ha Adl) -
BBEJIEeHHA a/lbTepHaTUBHOTO BUPOOHUKA Ait040i PeHOBUHM
HiMecynigy Aarti Drugs Limited, 1HAis1.
281. | PEMMAKC- TabneTkn XyBasibHi 3 AT Ykpaina AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 40 peecTpaliinHMx MaTepiasiB: 3MiHK | TURY - 3MiHK 6es UA/11362/01/01
KB M'ATHUM CMakom; no 6 "KNIBCbKW BITAMIHHW woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peuyenma
Tabnetok y 6nictepi; BITAMIHHW 3ABO" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
no 3 6nictepun y navui 3ABO4" 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPAKEHOMY TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
NiKapcbKoro 3aco6y 3 BHECEHHAM iHhopmaLil WoA0 3a3HAaYEHHS
OAVHWLb BMMIpIOBaHHS Y cuctemi Sl. BBegeHHs 3MiH npoTarom 6-
TV MiCALB Nic/A 3aTBEPIKEHHS
282. | PEMMAKC- TabneTkn XysBasibHi 3 AT YkpaiHa AT "KUIBCbKUNIA YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 6es UA/12125/01/01
KB anesibCMHOBUM "KNIBCbKM BITAMIHHWA oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyenma
Ccmakom; no 6 BITAMIHHW 3ABOA" BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
Tabnetok y 6nictepi; 3ABOA" 3anponoHosaHo: MapkyBaHHs 3rifHO 3aTBEPXXEHOMY TEKCTY
no 3 6nictepun y nauui MapKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
niKapcbKoro 3acoby 3 BHECEHHSIM iHchopMalLlii LLoA0 3a3HaUYeHHS!
OAVHULb BUMIpIOBaHHSA Y cuctemi Sl. BBeeHHA 3MiH NpoTAarom 6-
TV MiCALIB NiCNA 3aTBEPAKEHHSI
283. | PEMMAKC- TabneTky XyBaslbHi 3 AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMx MaTepiasiiB: 3MiHU | TUMY - 3MiHK 6e3 UA/12126/01/01
KB Ma/IMHOBUM CMaKoM; "KNIBCbKM BITAMIHHW wopao 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenma
no 6 Tabnetok y BITAMIHHWIA 3ABO4" BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs" MKA N3:
6nicTepi; no 3 3ABO" 3anponoHoBaHo: MapKyBaHHSA 3rigHO 3aTBEPIKEHOMY TEKCTY
6nicTepy y nauui MapKyBaHHA. OHOB/IEHHA TEKCTY MapKyBaHHA YNakoBKu
nikapcbkoro 3acoby 3 BHECEHHSAM iHchopMaLii LLoA0 3a3HauYeHHS
OAVHWLb BUMIpIOBaHHA Y cucteMi Sl. BBeeHHs 3MiH NpoTArom 6-
TN MicsLiB NicNs 3aTBepipKeHHs
284. | PUH3A® Tabnetku, no 4 TOB YkpaiHa FOHiK IHgjisa BHECEHHS 3MiH [0 peecTpaviiiHuX MmaTepiasis: 3MiHu | Tumny - Ne 4, Ne 10 - UA/2078/01/01
Tabnetku y 6nictepi; "[>XOHCOH | dapmacboTuKas AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu 6e3
no 1 6nictepy B [DKOHCOH Nab6opaTopi3 3as1BHMKa (B/1aCHMKA PEECTPALiHOro NOCBigYeHHs). 3MiHa agpecu peuyenma;
KapTOHHI KOpo6oYL; YkpaiHa" (BioaineHHs cipMm 3asBHMKa. 3MiHV BHECEHO A0 IHCTPyKLUii AN MeauyYHOro Ne 100 - 3a
no 4 Tabnetkny "Ix. b. Kemikan3 3acTocyBaHHA NikapcbKoro 3acoby B po3ain "MicLe3HaxomKeHHs peyenmom

6nictepi; no 1
6nicTepy B KapTOHHIl
Kopo6ouui; no 25
KapTOHHMX KOPO60OYOK

eHf
dPapmacboTuKan3
Nta.”)

3asBHMKA". BBEAEHHA 3MiH MPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS
3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
dhapmakoHarnagy (iHwi 3MiHn). BHeCeHHs 3MiH 40 po3giny
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Y KapPTOHHIli KOpoobL; «MapkyBaHHsa» MKA N13: 3aTBepaxeHo: MapkipoBka.
no 10 Tabnetok y 3anponoHoBaHo: MapkyBaHHS. 3rifiHO 3aTBEPAXKEHOro TEKCTY
6nicTepi; no 1 MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHs yNakoBKu
6nicTepy B KapTOHHIl nikapcbKoro 3acoby WoA0 3a3HaYeHHs MDKHAapOAHMUX NO3HAYEHb
KopobouyLi OAMHVLb BUMIPIOBaHHSA. BBeAEHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3MiHu y KOpoTKii
XapakTepucTuLli Nikapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLii 415 MeAUYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
OaHUMM 3 SKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW JaHMMKX Ta aHMK 3
hapMakoHarnagy. 3mMiH1 BHeCeHO [0 IHCTPYKLUiT Ana MeanyHoro
3acTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainis "Oco6/MBOCTi
3actocyBaHHs", "MNepeno3yBaHHs", "No6ivHi peakuii”. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPKEHHS.
285. | PIBOJIEB TabneTku, BKpUTI Pisochapm CA | LUseiiyapis Pisochapm CA LLiseiiuapis BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHW | TURY - 3MiHK 3a UA/14758/01/01
NNiBKOBOIO Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
060/10HKO0, N0 250 Mmr 3MiHU [0 y3araslbHEHMX AaHNX NPo cuctemy hapMmakoHarismy
no 10 TabneTtok y (BBEAEHHSA Y3araslbHEHUX JaHWX MPo cuctemy chapmakoHarnagy,
6nicTepi; no 3 abo no 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiICHEHHS
6 6nicTepiB y hapmMakoHarnaay; KOHTakTHOI 0cobu 3 thapmakoHarnsay 3asBHUKa
KapTOHHI Kopo6Lyi Ons 3jicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatoum KOHTakTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
YMNOBHOBaXeHOT 0c06M 3as1BHUKA, BiAMoBiga/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy: Oitova pegakuis: Luca Feliciotti. NMponoHoBaHa
pegakuis: Rita Maria Puglisi. 3MiHa KOHTaKTHUX gaHWX
YMOBHOBaXEHOT 0co6W, BiANOBIAAILHOI 3a 34iiCHEHHS
chapmakoHarnsgy
286. | PIBOJIEB TabneTkn, BKPUTI PiBohapm CA | LUBeliyapis PiBopapm CA LLiBeliyapis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 3a UA/14758/01/02
NNiBKOBOIO Loao 6e3nekn/edpeKTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
06010HKOt0, N0 500 Mr 3MiHV A0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
no 10 Tabnetok y (BBEAEHHSA Yy3arasIbHEHMX AaHUX NPo cucTemy dhapmakoHarnsgy,
6nicTepi; no 3 abo no 3MiHa YNOBHOBaX€EHOI 0cO6MU, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
6 6nicTepiB y hapMakoHarnaay; KOHTakTHoOI 0cobu 3 thapmakoHarnsay 3asBHUKa
KapPTOHHI KOpooLi 0151 30iCHEHHA hapmakoHarnsagy B YkpaiHi, KW BoHa BiAMIHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaoyaouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MileHHI MacTep-haiina cuctemm papmakoHarnsgy) - 3miHa
YMNOBHOBaXXeHOT 0c06M 3as1BHUKA, BiAMnoBiga/bHOI 3a 34iiCHEHHS
hapmakoHarnagy: Oitova pegakuis: Luca Feliciotti. MponoHoBaHa
pegakuisi: Rita Maria Puglisi. 3MiHa KOHTaKTHUX gaHnX
YMNOBHOBaXEHOT 0C06U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy
287. | PIBOJNIEB TabneTku, BKpUTI PiBochbapm CA | LUseiiyapis PiBochapm CA LLiseiiuapis BHECEHHS 3MiH 40 peecTpaliiiHuxX MaTepiasiiB: 3MiHK | TURYy - 3MiHK 3a UA/14758/01/03
N1iBKOBOIO woao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peyenmom
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

o6onoHkoto, no 1000
Mmr no 10 TabneTok y
6nictepi; no 3 abo no
6 6nictepiB y
KapTOHHI Kopo6Lyi

3MiHU [0 y3araslbHeHVX AaHNX NPo cuctemy hapMakoHariagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3AjicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BifMNoBigasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Io4akum KOHTaKkTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BiAMOBiAaUIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy: fitoua pegakuyis: Luca Feliciotti. MponoHoBaHa
pepakuis: Rita Maria Puglisi. 3MiHa KOHTaKTHUX gaHUX
YMOBHOBaXEHOT 0C06U, BiANOBIAAIbHOI 38 34iCHEHHS
chapmakoHarnsgy

288.

PIBOJIEB

TabneTku, BKPUTI
nniBKOBOO
060/10HKO0, N0 250 Mr
no 10 TabneTok y
6nictepi; no 3 abo no
6 6nicTepiB y
KapTOHHI Kopo6Lyi

Pisochapm CA

LLiBeiiuapis

Pisocpapm CA

LLIBeiiuapis

BHECEHHS 3MiH [j0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK
3 akocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat BiAnoBigHOCTI
€Bponelicbkii hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUYYEHHS
cepTtudikaTa BiANoBiAHOCTI EBponelichbkin hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiasty/peareHTy/NpoMiKHOro nNpoayKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana 4ONOMDKHOT peyYOBUHU
(cepTuchikaT BignoBigHOCTI €Bponeiickkii hapmakoner) -
OHoB/EeHWIA cepTUdikaT Bif Y)Xe 3aTBepAXEeHOro BUPOOHUKaA -
nofaHHs oHosrieHoro Ceptucpikata RO-CEP 2012-325-Rev 02 ansa
A®| NleBeTupaveTam Bif, BXe 3aTBEPAKEHOTO BUPOBHMKA
ZNEJIANG HUAHAI PHARMACEUTICAL CO., LTD., China.
3anponoHoBaHo: RO-CEP 2012-325-Rev 02; 3MiHU | TUny - 3MiHK 3
sikocTi. CepTudikaTt BignosigHocTI/lE-cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUIYYEHHS
cepTtudikaTa BiANOBIAHOCTI EBponelichbkin hapmakonei: ana Adl;
015 BUXIAHOTO MaTepiasty/peareHTy/MpoMiKHOro NpoayKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana 4ONOMDKHOT peyYOBUHU
(cepTuchikaT BignoBigHOCTI €Bponeiickki hapmakoner) -
OHoB/EeHWI cepTUdiKaT Bif y)Xe 3aTBepAXeHOro BUPOOHUKaA -
nofaHHs oHosrieHoro Ceptucpikata R1-CEP 2012-325-Rev 00 ansa
A®| NleBeTupaveTam Bif, BXe 3aTBEPAKEHOTO BUPOBHMKA
ZNEJIANG HUAHAI PHARMACEUTICAL CO., LTD., China

3a
peyenmom

UA/14758/01/01

289.

PIBOJIEB

TabneTku, BKpUTI
nAiBKOBOO
060n0Hkoto, No 500 Mr
no 10 Tabnetok y
6nictepi; no 3 abo no
6 6nicTepiB y
KapTOHHi Kopobuyj

Pisochapm CA

LBeliuapis

Pisochapm CA

LBeliuapis

BHECEHHS 3MiH O peecTpaLiiiHix MaTepianis: 3MiHW | TUMY - 3MiHK
3 skocTi. CepTuddikat BignosigHocTI/lE-cepTudpikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. MoaaHHA HoBoOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTuguikaTa BignoBigHOCTI €Bponeiichkin hapmakonei: gns Adl;
0151 BUXIQHOTO MaTepiasy/peareHTy/NpoMiKHOro NpoayKTy, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 AONOMDKHOT peYoBUHU
(cepTudpikat BigNOBIAHOCTI €BpoNeiickkili hapmakoner) -
OHOBEHWIA cepTUQIKAT Bif Y)Ke 3aTBepKEHOro BUPO6HNMKA -

3a
peyenmom

UA/14758/01/02




139

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

nogaHHs oHoBneHoro Ceptudpikata RO-CEP 2012-325-Rev 02 gns
A®I NleBeTupaLeTam Bif BXe 3aTBEPIKEHOr0 BUPOOHMKA
ZNEJIANG HUAHAI PHARMACEUTICAL CO., LTD., China.
3anponoHoBaHo: RO-CEP 2012-325-Rev 02; 3MiHuM | TUny - 3MiHK 3
aKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat BigNoBIAHOCTI
€sponevicbkin hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTtudikaTa BignoBiaHOCTI €Bponelichbkiin hapmakonei: ana Adl;
ONa BUXIAHOrO MaTepiasy/peareHTy/MPOMiKHOIO NPoAyKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; 4515 JONOMDKHOT peY0OBUHM
(cepTudhikaT BignoBigHOCTI EBponelickkiii thapmakoner) -
OHoBeHWt cepTuddikar Bif, y)xe 3aTBEPAKEHOTO BUPOBHMKA -
nogaHHsa oHosneHoro CepTtudpikata R1-CEP 2012-325-Rev 00 gns
A®I NleBeTupaLeTam Bif BXe 3aTBEPIKEHOr0 BUPOOHMKA
ZNEJIANG HUAHAI PHARMACEUTICAL CO., LTD., China

290.

PIBOJIEB

TabneTku, BKpUTI
nniBKOBOO
060/10HKO0, N0 1000
Mr no 10 TabneTtok y
6nictepi; no 3 abo no
6 6nicTepiB y
KapTOHHI Kopo6Lyi

Pisothapm CA

LLiBeiiuapis

Pisohapm CA

LLiBeiiuapis

BHECEHHS 3MiH 40 peecTpaliiiHux MaTepiasiiB: 3MiHK | TURY - 3MiHK
3 AkocTi. CepTudikat BignosigHocTI/lE-cepTudpikat BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYYEHHS
cepTtudikaTa BignoBiAHOCTI €Bponelickbkiin hapmakonei: ana Adl;
ONs BUXIAHOroO MaTepiasy/peareHTy/MPOMiXKHOIO NPoAyKTY, L0
BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; 4515 JONOMDKHOT peYOBUHU
(cepTudhikaT BignoBigHOCTI €Bponelickkiii thapmakonel) -
OHoBeHWt cepTuddikat Big, yxe 3aTBEPAKEHOTO BUPOOHMKA -
nogaHHsA oHosrieHoro Ceptudpikata RO-CEP 2012-325-Rev 02 ansa
A®l NleBeTrpaLeTam Bif BXe 3aTBEPIKEHOr0 BUPOOHMKA
ZNEJIANG HUAHAI PHARMACEUTICAL CO., LTD., China.
3anponoHoBaHo: RO-CEP 2012-325-Rev 02; 3MiHu | TNy - 3MiHN 3
saKocTi. CepTudikat BignosigHocTi/lE-cepTudikat BigNoBIAHOCTI
€Bponelicbkiin dhapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUIYyYEHHS
cepTtudpikaTa BignoBiAHOCTI €Bponelichbkii hapmakonei: ana Adl;
ONa BUXiAHOro MaTepiasy/peareHTy/MPOMiIXKHOIO NPoAyKTY, L0
BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT peYOBUHM
(cepTudhikaT BignoBigHOCTI €Bponelickkiii thapmakonel) -
OHoBEeHWit cepTuddikat Big, y)xe 3aTBEPAKEHOTO BUPOOHMKA -
nogaHHsA oHosrieHoro Ceptudpikata R1-CEP 2012-325-Rev 00 ansa
A®l NleBeTrpaLeTam Bif BXe 3aTBEPIKEHOr0 BUPOOHMKA
ZNEJIANG HUAHAI PHARMACEUTICAL CO., LTD., China

3a
peyenmom

UA/14758/01/03

291.

PIHTEPA
PO34YMH

PO34uH NS iHQy3il,
no 200 mn, a6o no 400
M1, Yy MAALWKax

MpuBatHe
akujioHepHe
TOBapuCTBO

"IHcpy3ia"

YKpaiHa

MpusartHe
aKujioHepHe
TOBapUCTBO

"IHdpy3isa”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK
oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) -
3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby

00 3a3HaYeHHA MiXKHAPOLHMX NO3HAaYeHb OANHULb
BUMIpPIOBaHHSA. BHeCeHHA 3MiH [0 po3ainy «MapkysaHHs» MKHA
N3: 3anponoHoBaHo: MAPKYBAHHHA BignosigHo go
3aTBEPKEHOIO TEKCTY MapKyBaHHS. BBeleHHs 3MiH NpoTarom 6-

3a
peyenmom

UA/5121/01/01
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Ne

Hassa

Popma sUMyCKY

3asiBHUK

KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
TV MicALiB Nic/1s 3aTBepPAKEHHSI
292. | POAKKYTAH kancynu no 20 mr; no ®.XothbcpmaHH- | LLBeiiyapis KeteneHt [xepmaHi HiMeuunHa/ | BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3MiHu | Tuny - 3MiHN 3a UA/2865/01/01
® 10 kancyn y 6nictepi; Na Pow it E6epbax Mm6X, LLIBeliyapis 3 AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTpONb roToBOro peyenmom
no 3 6nictepu B HimeuunHa nikapcbKoro 3acoby (iHLWi 3MiHM) - OHOB/IEHHS BXE 3aTBEPKEHUX
KopooLi (BUpOBHMLTBO METO/iB KOHTPOJIIO SKOCTI NiKapcbKoro 3acoby, a came
Hepo3chacoBaHo| BVIK/AAEHHS TEKCTY JepXXaBHO MOBOHO 3riHO Cy4acHUX BUMOT
npoaykuir); ®.
XodhdpmaHH-/1a Powwu
Nta, Weeiiuapis
(BUNpobyBaHHs
KOHTPOSIO SIKOCTI);
®.XothbdmaHH-/15
Pouw JITA4,
LLIBeiiuapis
(nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
BMNPOOYBaHHSA
KOHTPO/TIO AKOCTI,
BMNYyCK cepii)
293. | POAKKYTAH kancysm no 10 mr; no ®.XodpchmaHH- | LLBeliyapis KeTeneHt [xepMaHi HimeuyunHa/ | BHECEHHS 3MiH 40 peecTpauiiHux maTepiasiiB: 3MiHW | TURY - 3MiHK 3a UA/2865/01/02
® 10 kancyn y 6nicTepi; Na Pow N1a E6epb6ax Mm6X, LLiBeiiuapis 3 KoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPObL roTOBOro peyenmom
no 3 6nictepu B Himeuunna NikapcbKoro 3acoby (iHLWi 3MiHW) - OHOB/IEHHS BXE 3aTBEPLKEHUX
Kopoo6Ui (BUPOGHMLTBO METOAiB KOHTPOJIIO SKOCTi NiKapCbKoro 3acoby, a came
Hepo3dacoBaHoi BUKNAAEHHS TEKCTY AEPXXaBHOK MOBOHO 3rifHO CyYacHUX BUMOT
npoaykuii); ®.
XothdhmaHH-/15 Powwu
NTa, Weeiiuapis
(BunpobyBaHHs
KOHTPOJIO SIKOCTI);
. XodhdpmaHH-/15
Pouw /1ta,
LLiBeliyapis
(nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
BMNPOOYBaHHSA
KOHTPO/IIO SIKOCTI,
BMNYyCK cepii)
294. | POMECTIH ® | Tabnetku, BKpUTI AHaHTa Benvka Aptypa IHais BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/14017/01/01
10 NNiBKOBOIO Megikeap /ITa. | BpuTaHis dapmacbioTikans wopao 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHu) - peyenmom
060/10HKOt0, No 10 mr; MNeT. /ITA. OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM ikapCbKoro 3acoby 3
no 10 TabneTtok y BHECEHHSIM iHdhopMaLii LLoA0 3a3HAYEeHHS OAVHULb BUMIPIOBaHHS
6nicTepi, no 3 y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 3-x MicALUiB nicns
6nicTepy y KapTOHHIl 3aTBEPMKEHHS
KopooLi
295. | POMECTIH ® | Tabnetku, BKpUTI AHaHTa Benuka Aptypa IHais BHECEHHS 3MiH j0 peeCTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/14017/01/02
20 NNiBKOBOIO Megikeap /ITa. | BputaHis dapmacbioTikans wopao 6esnekn/edpekTMBHOCTI Ta dhapmakoHarnsay (iHwi 3miHn) - peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
060/10HKOI0, N0 20 Mr; MNeT. /ITA. OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM ikapCbKoro 3acoby 3
no 10 Tabnetok y BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEHHS OAMHULb BUMIPHOBaHHS
6nicTepi, no 3 y cuctemi Sl. BBefieHHS 3MiH NpoTArom 3-x MicAuiB nicns
6nicTepy y KapTOHHil 3aTBEPMKEHHS
KopooLi
296. | POMECTIH ® | Tabnetku, BKpUTI AHaHTa Benuka ApTypa IHais BHECEHHS 3MiH [0 peECTpaLiiiHMXx MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/14017/01/03
5 nniBKOBOO Megikeap /itg. | Bputanis dapmacbloTikans oo 6e3snekn/epekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenmom
060/10HKOI0, N0 5 Mr; MneT. /ITa. OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM NikapCbKoro 3acoby 3
no 10 TabneTok y BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEHHS OAWHULb BUMIPHOBaHHS
6nicTepi, no 3 y cuctemi Sl. BBeieHHS 3MiH NpoTArom 3-x MicAuiB micns
6nicTepy y KapTOHHIl 3aTBEPAKEHHS
KopooLi
297. | POCYMAK TabneTkun, BKpUTI AJIKANOIL AL |Pecny6nika AJIKANOIL AL Pecny6nika | BHECEHHS 3MiH A0 peecTpauiliHuX MaTepiasiB: 3MiHu | TUny - 3MiHK 3a UA/17672/01/01
NNiBKOBOIO 060/IOHKO Ckon'e MiBHiYHa Ckon'e MiBHIiYHaA oo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
no 5 mr no 10 MakepoHis MakepoHis 3MiHU [0 y3araslbHEHVX AaHnX NPo cuctemy hapmakoHarisgy
TabneTok y 6nictepi, (BBEAEHHSA Y3araslbHEHUX JaHUX NPO cucTemy hapmakoHarnagy,
no 3 6nictepn y 3MiHa YNMOBHOBaXXEHOT 0CO6MU, BifgNOBifaIbHOI 3a 34iiCHEHHS
KapTOHHi KopobLi. chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
Ans 3piicHEHHA dhapmakoHarnsgy B YkpaiHi, KW BOHA BigMiHHA
BiJ, yNOBHOBaXXEHOI 0CO6MU, BigNOBIfaNIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Iovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-haiina cuctemn hapMmakoHarnagy) - 3mMiHa
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.
[itoya pepakuis: Onisepa MaHeBa. MponoHosaHa pegakuis: Aue
Ky3maHOBCKi. 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U
3asBHVKa, BigNoBiAas/IbHOT 3a hapmakoHarnsz
298. | POCYMAK Ta6neTku, BKPUTI AJIKANOIL AL |Pecny6nika AJIKANOIL AL Pecny6/ika | BHECEHHs 3MiH 10 peecTpaLiiiHix MaTepiasis: 3MiHM | TUMNY - 3MiHK 3a UA/17672/01/02
NAiBKOBOIO 060IOHKO0 Ckon'e MiBHiuHa Ckon'e MiHiuHa Loao 6e3snekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
no 10 mr no 10 MakefioHist MakefoHis 3MiHM [0 y3arasibHeHVX JaHuxX Npo cucTeMy chapmakoHarisgy
TabneTok y 6nictepi, (BBEAEHHSA Y3araslbHEHUX JaHUX MPO cuctemy chapmakoHarnagy,
no 3 6nictepn y 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iICHEHHS
KapTOHHI kopobuj. hapmMakoHarnagy; KOHTakTHoOI 0cobu 3 thapmakoHarnsgy 3asBHuKa
Ans 3giiCHEHHA dhapmakoHarnsgy B YKpaiHi, KL BOHA BiAMiHHA
Bifl yNOBHOBaX€eHOI 0co6Wu, BiAMoBifasIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHn y
pOo3MilLeHHI MacTep-halina cuctemn hapmakoHarnagy) - 3mMiHa
YMOBHOB&XeHOT 0C06M 3as8BHUKA, BiAMoBiga/IbHOI 3a
hapmakoHarnsg.
[itoya pepakuis: Onisepa MaHeBa. MponoHoBaHa pegakuis: Aue
Ky3maHoBCki. 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U
3asBHVKa, BigNoBiga/IbHOT 3a hapmakoHarnsaz
299. | POCYMAK TabneTkn, BKPUTI ANIKANOIL AL |Pecny6nika AJIKANOIL AL Pecny6sika | BHECEHHs 3MiH 10 PeECTpaLifiH1X MaTepiasiB: 3MiHM | TUMNY - 3MiHK 3a UA/17672/01/03
NAiBKOBO 060IOHKO0 Ckon'e MiBHiYHa Ckon'e MNiHiyHa Loao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
no 20 mr no 10 MakefioHis MakefioHis 3MiHM [0 y3aras/ibHeHWX faHnX Npo cucTeMy chapmakoHarisgy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
TabneTtok y 6nictepi, (BBEAEHHS Y3ara/lbHEHUX JaHUX MPO cucTemy chapmakoHarnagy,
no 3 6nictepn y 3MiHa YNOBHOBaX€EHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
KapTOHHI KOPOGLi. hapMakoHarnagy; KOHTaKTHOI 0cobu 3 thapmakoHarisay 3asiBHMKa
[ONs 3AjicHeHHs hapMakoHarisay B YKpaiHi, AKLW0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg.
[itoua pepakuis: Onisepa MaHeBa. NMponoHoBaHa pepakuis: Aue
Ky3maHOBCKi. 3MiHa KOHTaKTHMX AaH1X YNOBHOBaXEHOI 0cobu
3asBHVKa, BigNOBiAa/IbHOI 3a dhapmakoHarnsag
300. | POCYMAK TabneTkun, BKpUTI ANIKANOIL AL |Pecny6nika ANKANOIL AL Pecnybnika | BHeceHHs 3MiH [0 peecTpauiliHix maTtepianis: 3MiHu | Tuny - 3MiHK 3a UA/17672/01/04
NNiBKOBOIO 060/I0HKOI Ckon'e MiBHiYHA Ckon'e MiBHIYHA oo 6esneku/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peyenmom
no 40 mr no 10 MakeoHis MakefoHis 3MiHV A0 y3arasibHEHUX AaHuX NpPo cucTemy dpapmakoHarnsgy
TabneTok y 6nictepi, (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
no 3 6nictepn y 3MiHa YNOBHOBaX€EHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
KapTOHHI KOPOOGLi. hapMakoHarnaay; KOHTaKTHOI 0cobu 3 thapmakoHarisay 3asiBHMKa
[AnAa 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLL0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0co6u, BiAnNoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroum KOHTakTHI AaHi) Ta/abo 3MiHM y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
[litoua pepakuin: Onisepa MNaHesa. MponoHoBaHa pefakuin: Aue
Ky3mMaHOBCKi. 3MiHa KOHTaKTHWX AaHWNX YNOBHOBaXEHOI 0cobum
3asBHVKa, BigNoBiAa/IbHOI 3a hapmakoHarnsag
301. | PYTAUMA Tab1eTkn XyBasbHi No KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |l Tuny - 6e3 UA/6649/01/01
500 mr no 10 HoBo mecTo mecTo, CnoBeHis 3MiHU 3 AKOCTi. FoTOoBUIA Nikapcbkuii 3aci6. KOHTpOnb roToBOro peyenma
TabneTok y 6nictepi, (BignoBigansHuii 3a nikapcbKoro 3acoby. 3miHa napameTpis cneuudikauii Ta/abo
no 2 a6o no 6 BMPOGHMLTBO "in [0MNyCTUMUX MEX rOTOBOTO NikapcbKoro 3acoby (3mMiHa
6nicTepiB B KAPTOHHIl bulk", nepsuHHy 3HaxXo4MTbCA M03a 3aTBepAKeHNMN AONYCTUMUMU MeXamu
Kopoo6Ui YNaKkoBKY, BTOPUHHY crneundikauiii) - po3LWNPEHHS KpUTEPIiB NPUAHATHOCTI Y
ynakoBky); KPKA, cneumnaikauii 'N13 Ha BUNYyCK Ta Ha TepMiH NpUAaTHOCTI 3a
A.4., Hoso mecTo, nokasHnkoMm «KinbkicHe BU3HauYeHHs». MeToguka BunpobyBaHHs
CnoBeHis 3aMeHa 6e3 3miH. 3anponoHoBaHo: Cneuundikauis npy BUMYCKY
(BignoBiganbHUiA 3a KinbkicHe Bu3HaveHHs 90,0 % - 110,0 % Big, 3aaB/1€HOT KiNIbKOCTI
BMPOGHMLITBO "in Cneuucpikanis npu 36epiraHHi KinbkicHe BU3HaYeHHSA
bulk", nepBuHHY 90,0 — 110,0 % Big, 3aAB1E€HOT KiNIbKOCTI
yNakoBKy, BTOPUHHY
ynakoBKy, KOHTPO/b
Ta BMNYCK cepil)
302. | CAJTIODA/BK | cynosutopii pekTanbHi Op. ®anbk HimeuunHa BignosiganbHuii 3a HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3745/03/02
no 500 mr; no 5 dapma M'm6X BUMYCK cepili LBeliuapis AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom

Cyno3uTopiiB y cTpuni;
no 2 CTpUNY B KOPOGL

KiHLLeBOro npoaykTy
Ta aNlbTepHaTNBHE

MiCLil MPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIKYAKUM [iNTbHUL BUNYCKY cepii abo Micue




143

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
3 KapTOHY BTOpPUHHE NpPOBeLEHHS KOHTPO/IIO SKOCTI. (AisNbHICTb, 3a AKy BignoBifae
nakyBaHHs: BMPOGHUWK/IMNOpPTEp, BK/OUaUM BUMYCK Cepiid) - 3MiHa afgpecu
Ap. ®ansk Papma BMPO6HUKa [p. Panbk Papma MM6X, HiveuunHa, 6e3 3miHn micus
'M6X, HimeuunHa; BMPOGHMLTBA. 3MiHM BHECEHO B iHCTPYKLitO A1 MEANYHOTO
B1po6HMK 3aCTOCYBaHHSA NiKapcbKoro 3acoby Lo0 MiCLLe3HAXOLKEHHS
[o30BaHoi chopmu, BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS
nepBUHHE Ta YMakKoBKU MikapcbKoro 3acoby; 3miHu | Tuny - AgMiHICTpaTUBHiI
BTOPUHHE 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afipecu 3asiBHMKa (B/1acHUKa
nakyBaHHs: peecTpauiiHoro NocBigYEHHS) - 3MiHa agpecu 3asBHuKa [p.
Bichop CA danbk dapma M6X
LigaiiHigepnaccyHr
Megixemi ETTiHreH,
LLiBeiiuapis
303. | CAJIO®A/NbK | cynosuTopii pektanbHi Ap. ®anbk HimeuunHa BignosiganbHuii 3a Himeuunna/ BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3745/03/01
no 250 mr; no 5 dapma M'mbX BUMYCK Cepiii LLiBeiiuapis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
Cyno3uTopiiB y cTpuni; KiHLLeBOro NpoAyKTy 3asiBHUKA (BNacHMKa peecTpaLiiHoro NocBigYeHHs!) - 3MiHa agpecu
no 2 cTpunn B KOPOO6L Ta a/ibTepHaTNBHE 3aaBHVKa [lp. ®anbk Papma M'm6X; 3MmiHW | TUNY - AAMIHICTpaTUBHI
3 KapToHYy BTOPUHHE 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecy MicLs NPOBaKEHHS
nakyBaHHs: LisiNbHOCTI BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
[p. ®ansk Papma BK/IOYAIOUM AiNbHULI BUNYCKY cepil abo micLe npoBefeHHs
vM6X, HimeuunHa; KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a SKy Bignosigae
Brpo6HuK BMPOGHMK/IMNOPTEp, BK/OYaOUM BUMYCK Cepild) - 3MiHa agpecu
[o30BaHoi chopmu, BMpO6HUKa [ip. Panbk Papma MM6X, HimeuunHa, 6e3 3miHn micus
nepBuHHe Ta BMPOGHMLTBA. 3MiHW BHECEHO B iHCTPYKLiIO 4151 MeANYHOTO
BTOPVHHE 3aCTOCYBaHHSA NiKapcbKoro 3acoby Lo0 MiCLLe3HAXOKEHHS
nakyBaHHs: BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMY B TEKCTI MapKyBaHHS
Bidhop CA yMakKoBKM NikapcbKoro 3acoby
LigaiiHigepnaccyHr
Megixemi ETTiHreH,
LLiBeiiuapis
304. | CEHUN NINCTA | nucta Ta naogu MpAT YkpaiHa MpAT "NliktpaBn" YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 6e3 UA/5882/01/01
TA nnogn pizaHo-npecosaHi no "NikTpasn”, Lono 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peuenma
100 r y naykax 3 YkpaiHa peecTpaljis f04aTKOBOrO TEKCTY MapKyBaHHS YNakoBKM
BHYTPILLHIM NakeTom NiKapcbKoro 3acoby i3 3a3Ha4YeHHAM MiXKHAPOAHMX NO3HAYEeHb
O[VHWLb BUMIPIOBaHHSA. 3aMiHa po3giny “I'padiyHe ohopM/IeHHS
ynakoBku” Ha po3gin “MapkysaHHs" B MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA. ¥ BignoBigHOCTi 3 3aTBEPAKEHUM TEKCTOM
MapkyBaHHS
305. | CEPPATA® TabneTku, BKpUTI KYCYM IHAjisA KYCYM XENTXKEP IHAiA BHECEHHS 3MiH 1O peecTpaLiiiHix MmaTepianis: 3MiHU | TUMY - 3MiHK 3a UA/7966/01/01
060/10HKOI0, XENTXKEP MBT NTA, oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
KMLLKOBOPO34YMHHI M0 NBT NTA, 3MiHV BHECEHI B TEKCT MapKyBaHHS YNakoBKYM ikapCbKoro 3acoby

10 mr no 10 Tabnetok
y cTpuni, no 1 ctpuny
B KapPTOHHI1 ynakoBLi;
no 10 Tabnetok y

cTpvni, no 1 ctpuny B

LLIOAO0 3a3HAYEHHS MDKHAPOAHUX NO3HAYEHb OAVHULb
BMMIpIOBaHHS. BHeceHHs 3MiH fo po3ainy «MapkyBaHHs» MKA
N3: 3anponoHoBaHo: MAPKYBAHHS BignosigHo ao
3aTBEPKEHOT0 TEKCTY MapKyBaHHs. TepMiH BBEAEHHS 3MiH
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KapTOHHI ynakoBLi, npoTArom 6 micsuiB nicns 3aTBepKeHHS
no 10 ynakoBoK y
Kopo6ui; no 10
TabneTok y cTpuni, no
3 CTpUNY y KapTOHHiIlA
ynakosui; no 30
TabneTok y 6nictepi
a6o ctpuni; no 1
6nictepy abo cTpuny y
KapTOHHI ynakoBL;
no 30 Tabnetok y
cTpuni, no 5 ctpunis y
KapPTOHHII ynakoBLi
306. | CUBYTIH Tabnetkv no 5 mr, no AT YkpaiHa AT "KMIBCbKWW YkpaiHa BHECEHHS 3MiH [j0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/6115/01/01
10 TabneTok y "KMIBCbKW BITAMIHHWIA oo 6e3snekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
6nicTepi, no 3 BITAMIHHW 3ABO4" OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKU JlikapcbKoro 3acoby 3
6nictepy y nauui 3ABO4" BHECEHHSM iHdhopMaLii LLOA0 3a3HAYEHHS OAWHULb BUMIPHOBaHHS
y cucTemi Sl. BHeceHHs 3MiH Ao po3giny “MapkyBaHHsA" MKA 13:
3anponoHoBaHo: MapkyBaHHA 3riHO 3aTBep)KEHOMY TEKCTY
MapKyBaHHs. BBeeHHS 3MiH NpoTAroM 6-x MicsLiB nicns
3aTBEPIKEHHS
307. | CMHEPNEH NOPOLLOK [/191 PO3UNHY CaH IHais CaH IHais BHECEHHS 3MiH 0 peecTpaLliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/9191/01/01
ons iHgysiid, 1 dapMacbiTUK dapmMacboTUKan woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHu) - peyenmom
hnakoH (06 emom 30 an IHaacTpi3 IHgacTpi3 NlimiTeq, 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby
mn a6o 100 mn) 3 Nimiteq 00 3a3HaYeHHA MiXKHAPOLHMX NO3HAaYeHb OANHULb
NOPOLLUKOM Yy BMMIpIOBaHHSA. BHeCeHHA 3MiH [0 po3giny “MapkyBaHHSA" B
KapPTOHHI KOpooL; 3aTBepaxeHnx MKSA /13. 3anponoHoBaHo: MapKkyBaHHS 3rigHO
3aTBEPKEHOr0 TEKCTY MapkyBaHHS. BBeieHHs 3MiH NpoTarom 6-
TV MicsLiB nicns 3aTBepipkKeHHs
308. | CUHYNPET® | Tabnetku, BKpUTI BioHopuka CE | HimewunHa BioHopuka CE HimeuunHa BHECEHHS 3MiH 40 peecTpaliinHMx MmaTepiasiiB: 3MiHM | TURYy - 3MiHK 6e3 UA/4373/01/01
060/10HKOIO M0 25 oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peuenma
Tabnetok y 6nictepi; BHECEHHS 3MiH [0 po3giny “MapkyBaHHs" MKA N3:
no 2 6nictepn y 3anponoHoBaHo: MapKyBaHHS. 3rifHO i3 3aTBEPKEHNM TEKCTOM
KapTOHHI Kopobui MapKyBaHHS OHOB/IEHHS TEKCTY MapKyBaHHS NMEPBUHHOI Ta
BTOPWMHHOI YNaKOBKY NiKapCbKOro 3acoby i3 3a3HavyeHHsAM
MDKHapPOAHUX NO3HAYeHb O4UHWLE BUMIPIOBaHHA. BBegeHHS 3MiH
NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPIKEHHS
309. | CUH®NOPUK | cycneHsia gns in'ekuin | MnakcoCmiTKn Benuka "nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/15363/01/01
c™ no 1 gosi (0,5 mn) y AnH Ekcnopt BpuTaHis Bionoaxikans C.A. 3 AKOCTi. [0TOBWMIA Nnikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y |  peyenmom
BAKUVHA nonepegHL0 NimiTen npoueci BUPOGHULITBA FOTOBOTO NiKapCbKOoro 3acoby, BK/IYaoumn
Aanda HanoBHeHOMY MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCSA NPU BUPOOHNLTBI
MPO®INTAKT CKISIHOMY LUMpUL Y roTOBOrO Jlikapcbkoro 3acoby (iHLwi 3miHM) - 3MiHa iHchopmawii npo
KU KOMMNNEKTI 3 OAHIED KOpOOKy 3 NonNicTMpony A5 nepeBe3eHHs ancopboBaHnx
NMHEBMOKOK | roskoto a6o 3 ggomMa KOH'FOroBaHMX NpoMixXHMX npoaykTis (Pneumococcal
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

OBOI
IHOEKLI
(MONICAXAP
NaHNA
AHTUrEH)
TA
HETUMNOBAH
oi
FEMO®INTbH
Ol IHPEKLY,
KOH’HOrOBA
HA,
ALCOPBEOBA
HA

ronkamu Ta 6e3 ronok;
1 nonepefHbLO
HanoBHEHWIA LWnNpu, 3
ronkoto abo Asoma
ronikamu, abo 6e3
ronoK y
iHOVBIgyanbHOMY
repMeTuyHo
3anakoBaHOMy
n1acTUKoBOMY
KOHTeliHepi; no 1
n1acTUKOBOMY
KOHTelWHepy y
KapTOHHiI kopobuj; no
1 posi (0,5mn)y
nonepegHLo
HanoBHEHOMY
CKISIHOMY LUMPWL; MO
10 wnpwvyis 3 10
rosikamun abo 6e3
ronoK y
iHOVBIQYaTbHNX
repMeTuyHO
3anakoBaHux
NIacTUKOBUX
KOHTelHepax y
KapTOHHiI kopobuj; no
1 posi (0,5 mn) y
MOHOZ,030BOMY
CKnsiHOMY on1iakoHi; no
1, 10 a6o 100
(h/1aKOHIB Y KapTOHHii
Kopob6ui; no 2 gosu (1
M) y
MyNbTUL030BOMY
chnakoHi; no 100
(h/1aKOHIB y KapTOHHil
KopooLi

polysaccharide conjugate adsorbed vaccine 10Pn-PDDIiT
(Synflorix)), W0 BUKOPUCTOBYIOTLCA A1 TPAHCNOPTYBaHHS 3
ainaHkn GlaxoSmithKline B CiHranypi go cavity GlaxoSmithKline B
Benbrii 3 METOK YCyHEeHHS! He3HAaYHMX PO36KHOCTE MK 3MICTOM
peecTpauiiHoro A0oCbe Ta NOTOYHOK AOKYMEHTALED, WO
BMKOPUCTOBYETLCSA NPU BUPOOHULTBI

310.

CIHYMAKC

cnpeii HazaslbHWIA,
no3soBaHuii 0,05% no
10 r y chnakoHi 3
po3nuoBayvem; no 1
hNakoHy y nauui

TOB
"BAJTIAPTIH
DPAPMA"

Ykpaina

TOB "Mikpochapm"

Ykpaina

BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHW
woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHSA TEKCTY MapKyBaHHS yakoBKM NikapCbKoro 3acoby 3

BHECEHHAM iHchopmalii LWoA0 3a3HaYEHHS OAUHULIb BUMIPIOBAHHS

y cuctemi Sl. BHeceHHSA 3MiH o po3giny “MapkyBaHHA” MKA 113™:

3anponoHoBaHo: MapkyBaHHs. BignosigHo [0 3aTBEPAXEHOTO
TEKCTYy MapKyBaHHs. BBefeHHs 3MiH npoTsarom 6-x micsuis nicns
3aTBEPAKEHHS

6e3
peyenma

UA/17382/01/01

311.

COCHM

6pyHbKM N0 30T, 75T

MpAT

YKpaiHa

MpAT "JlikTpasn”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix MaTepianis: 3MiHK | TUNY - 3MiHK

6e3

UA/5884/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

BPYHbKU

y naukax abo y naykax
3 BHYTPILUHIM NakeTom

"NikTpasun"

oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
3aMiHa po3giny “I'paciuHe othopMIEHHS YNakoBKU” Ha Po3Ain
“MapkyBaHHs” B MKA /13: 3anponoHoBaHo: MAPKYBAHHA Y

BiAMOBIAHOCTI 3 3aTBEPAKEHVM TEKCTOM MapKyBaHHs. PeecTpauis
[04aTKOBOro TEKCTY MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby i3
3a3HaYEHHSIM MiXXHAPOAHMX NO3HAYEHb OAMHULL BUMIPIOBaHHS.
BBefeHHs 3MiH NpOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS

peyernma

312.

CNA3MANIo
H®

PO34MH NS iH'eKLi No
2mnabo5mnB
amnyni; no 5 a6o 10
amnyn y 6nictepi; no 1
6nicTepy B KApPTOHHIl
nayui

AT
"Codpapma"

Bonrapis

AT "Codpapma”

Bonrapis

BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK
LoAo 6esnekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3arasibHeHUX JaHuX npo cuctemy papmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX JaHUX NPO cucTemy hapmaxkoHarnagy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3AiicHeHHsT hapMakoHarsay B YkpaiHi, KLU0 BOHA BigMiHHA
Bifi yNOBHOBaXeHOI 0cobMu, BifMNOBiga/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAANLHOI 3a 34ilicHEHHA thapmakoHarnagy. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0CO6U
3a8BHWKa, BiANOBIAANbHOI 3a 34iiCHEHHS hapmakoHarnagy B
YkpaiHi. 3MiHa MicuA 34iACHEHHSI OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy. 3mMiHa MicLe3HaxomKeHHs1 MacTep-haiina
cuctemu chapmakoHarnsgy

3a
peyenmom

UA/3531/01/01

313.

CNA3MIN-M

Tabnetku no 10
Tabnetok y 6nictepi;
no 2 6nictepn B
KapTOHHIN nayui

AT
"Cocpapma"

Bonrapis

BMPOGHMLTBO
Hepo3dgracoBaHo!
npoAyKLUii, NnepBnHHA
Ta BTOPUHHa
ynakoska: AT
"hapMaueBTUYHI
3aBogun Minse",
Bonrapisi; 403BiN Ha
BMnyck cepii: AT
"Codpapma”,
Bonrapis

Bonrapis

BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK
woao 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy hapmMmakoHarisgy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANs 3AjicHeHHs hapMakoHarsay B YkpaiHi, KLU0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOI 0co6u, BiANOBifabHOI 3a 3AiiCHEHHS
hapmakoHarnsgy (Bkaoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHM y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX faHuX YNOBHOBaXEHOI 0CO6Y 3asBHMKa,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapmakoHarnsgy. 3MiHa
KOHTaKTHUX [aHNX KOHTaKTHOI 0CO6Y YNOBHOBAXEHOI 0CO6U
3a8BHUKA, BiAMNOBiAa/IbHOI 3a 3AiiCHeHHA dapMakoHarnagy B
YKpaiHi. 3mMiHa MicLsa 34iiCHEHHA OCHOBHOI Aisi/TbHOCTI 3
thapmakoHarnsgy. 3miHa MicLie3HaxomkKeHHs1 MacTep-taiina
cuctemu chapmakoHarnsgy

6e3
peyenma

UA/9012/01/01

314.

CTENAPA®

PO3YMH ANS iH'EKLNA,
45 mr/0,5 mn; no 0,5
MA (45 mr) a6o 1,0 mn

TOB
"[I>XOHCOH |
JXOoHCOH

YkpaiHa

Cinar Al

LLiseiiuapis

BHECEHHS 3MiH 0 peecTpaLliiiHuX maTepiastis: 3MiHu | Tumny -
AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
3asBHUKa (B1acHWKa peecTpauiliHoro noceigueHHs). 3MiHa agpecu

3a
peyenmom

UA/9728/01/01




147

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
(90 wr) y chnakoHi; no YkpaiHa" 3asBHMKA.
1 chnakoHy B
KapTOHHiI kopobuj; no
0,5 mn (45 wmr) a6o 1,0
M (90 mr) y
nonepegHL0
3aMnoBHEHOMY LUMPULL
3 MPUCTPOEM ANs
BBefeHHs UltraSafe
Passive®; no 1
nonepeaHLo
3aMoBHEHOMY LUNPULY
B KQPTOHHIlA Kopobui
315. | CTUD®IMO/ Kancynu Teepgi; no 10 AT YkpaiHa AT "KMIBCbKWW YkpaiHa BHECEHHS 3MiH [j0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 6e3 UA/6777/01/01
Kancyn y énictepi; no "KNIBCbKM BITAMIHHWA wozo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsagy (iHwi 3miHn) - peyernma
10 6nicTepiB y nauui BITAMIHHW 3ABO4" OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKU JlikapcbKoro 3acoby 3
3ABO4" BHECEHHSM iHdhopMaLii LLOA0 3a3HAYEHHS OAWHULb BUMIPHOBaHHS
y cucTemi Sl. BHeceHHs 3MiH Ao po3giny “MapkyBaHHsA" MKA 13:
3anponoHoBaHo: MapkyBaHHA 3rifHO 3aTBEPAKEHOMY TEKCTY
MapKyBaHHs. BBeeHHS 3MiH NpoTAroM 6-x MicsLiB nicns
3aTBEPIKEHHS
316. | CTOMATO®I PO34MH A1 POTOBOT ditochapm Monbwa ®itochapm KneHka MonbLia BHECEHHS 3MiH 0 peecTpaLliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/8656/01/01
TA NOPOXHUHN MO 25 M KneHka C.A. C.A. woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHu) - peyenma
y thnakoHi; no 1 BHECEHHS 3MiH 0 p. "MapkyBaHHS" MKA J13: 3anponoHoBaHo:
thN1aKkoHy y KapTOHHil MapkyBaHHS. Y BiANOBIAHOCTI 3 3aTBEPA)KEHUM TEKCTOM
Kopoo6Li MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHs ynakoBKu
NiKapCbKoro 3acoby LL0A0 3a3HaYEHHS MDKHApPOAHMX NO3HaYeHb
OOMHVLB BUMIpIOBaHHSA. BBeAEHHS 3MiH NPOTAroM 6-Tn MicsLiB
nicns 3aTBepmkeHHs
317. | CTONEPAH Kancynv Teepgi no 2 tOHina6, NN CLWA CsiccKo Cepsices LLiBefiuapis/ | BHECEHHS 3MiH [0 peecTpayiiiHuX maTtepianis: 3MiHN | TURY - 3MiHK 6e3 UA/4685/01/01
Mmr, no 4 a6o 8 kancyn Ar, LWBeliyapis IHais/ 3 AkocTi. CepTudpikat BignosigHocTi/l E-cepTudikar BignosigHoCTi peuenma
y 6nicTepi; no 1 (BMPOGHMK MonbLia €Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs HOBOro abo

6nicTepy B KaPTOHHIl
nauuj

BignoBigasibHWi 3a
BMPOBGHULTBO,
KOHTPO/b Ta BUMYCK
npoaykTy in bulk);
Crpaiiac ®apma
CaiieHc flimiTepq,
IHAiA (BUPOGHWMK
BiANoBigabHUIA 3a
BMPOOGHULITBO,
KOHTPO/b Ta BUMYCK
npoaykty in bulk);
TOB HOC dapmauis,
MonbLa (BUpo6HMK
BiANoBigabHUIA 3a

OHOBJ/IEHOTO cepTudlikaTa BifnoBigHOCTI 260 BUTyYEHHS
cepTtudikaTa BignoBiaHOCTI €Bponelickbkiin hapmakonei: ana Adl;
ONa BUXIAHOroO MaTepiasy/peareHTy/NPoMiKHOIo NPoAykKTy, L0
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; 415 JONOMDKHOT peY0BUHM
(TE-cepTudpikat BifnoBiAHOCTI €Bponeiichkiit thapmakonei aAns
Adl/BuxigHoro matepiasny/peareHTy/NpOMKHOTO NPoayKTy abo
[0MOMIXHOT peyqoBuHN) - HoBwWin cepTudpikaT Ans BUXigHOTo
matepiany/peareHTy/npoMiKHOro NpPoAyKTy abo [OMOMKHOI
PeyvoBUHM Bif, HOBOrO abo BXe 3aTBEPKEHOT0 BUPOOHMKA -
nopaHHs Hosoro ME-CepTudikaTy BignoBigHOCTI €EBponenchbkili
thapmakonei Ne R1-CEP 2010-043-Rev 00 ans fonomikHOT
peyoBuHM Gelatin Bif BXe 3aTBEPIAXEHOr0 BUPOOHUKA
ROUSSELQT; 3minHu | Tvny - 3miHun 3 skocTi. CepTudikar
BianoBigHocTi/l E-cepTudikat BifnoBiAHOCTI €Bponeiicbkii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

yNaKoBKY, KOHTPO/Ib
Ta BMNyck cepii
rOTOBOro NPOAYKTY)

thapmakonei/MoHorpadii. NogaHHsA HOBOro abo OHOB/IEHOTO
cepTugikaTa Bi4nNoBIAHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponeiickbkin hapmakonei: ana A®l; ans BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; An1a 4ONOMDKHOT peYOBUHU
(FTE-cepTudikat BignosigHOCTI EBponelichbkin thapmakonei Ans
Adl/BnxigHoro matepiasy/peareHTy/NpPOMIXXKHOTO NPoAyKTy abo
[OMOMDKXHOT peyoBrHY) - OHOBMEHWI cepTudikaT Bif, BXe
3aTBEPAKEHOrO BUPOBHKMKA - MOAAHHS OHOBAEHOro E-
cepTudikaTa BignoBigHOCTI EBponelickbkiin dhapmakonei Ne R1-
CEP 2003-172-Rev 02 ansa gonomikHoi pedoBuHu Gelatin Big Bxe
3aTBEpAKEHOro BMpo6Hnka GELITA Group; 3miHn | Tuny - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikart BiANoBIigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudlikaTa BifnoBigHOCTI ab0 BUTYyYEHHS
cepTtudikaTa BiANoBiAHOCTI EBponelichbkin hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiasty/peareHTy/NpoMiKHOro NpoAayKTy, Lo
BMKOPUCTOBYIOTbCSA Y BUPOOHNULTBI ADI; 415 AONOMDKHOT peYoBUHM
(FCE-cepTudikat BignoBigHOCTI EBpoNeiichKii thapmakonei Ans
AdI/BMXigHOrO MaTepiany/peareHTy/NpoMKHOro NpoaykTy abo
[OMOMDKHOT peyoBrHY) - OHOBMEHWI cepTudikaT Big, BXe
3aTBEPKEHOro BUPOGHUKA - NofaHHA oHoBeHoro ME-
CepTtudpikaTy BignoBigHoOCTi €EBponeiickkiii papmakonei Ne R1-
CEP 2005-217-Rev 02 ansa gonomikHoi peyosuHu Gelatin Big Bxe
3aTBepaxeHoro Bupo6bHuka Nitta Gelatin India Ltd; 3miHn | Tuny -
3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIgHOCTI €Bponeiichbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; An1a 4ONOMDKHOT peYOBUHU
(FE-cepTudikat BignosigHOCTI EBponelichbkin thapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/NpPOMIXXKHOTO NPoAyKTy abo
[OMOMDKHOT peyoBUHY) - OHOBMEHWI cepTudikaT Bif, BXe
3aTBEPAKEHOIO BUPOBHKMKA - MOA4AHHS OHOBNEHOro ME-
CepTudpikaTy BignoBigHocTi €EBponeiicbkiii papmakonei Ne R1-
CEP 2000-344-Rev 03 ansa gonomikHoi pedosuHu Gelatin Big Bxe
3aTBepAXeHoro Bupob6Huka Nitta Gelatin India Ltd., wo
BMKOPWCTOBYETHCA BUPOOHMKaMu roToBux kancyn Capsugel; 3miHn
| Tuny - 3MiHK 3 akocTi. CepTudikat BignosigHocTI/IE-cepTudikat
BiANOBIAHOCTI €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; Ana 4ONOMDKHOT peYOBUHU
(FE-cepTudikat BignosigHOCTI EBponelichbkin thapmakonei Ans
Adl/BMXigHOro MaTepiany/peareHTy/MPoMiXKHOTO NPOAYKTY abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

[OMOMDKHOT peyoBrHM) - OHOBNEHW cepTudikaT Bif, BXe
3aTBEPLKEHOr0 BUPOGHUKA - NofaHHA oHoBeHoro ME-
CepTudikaTy BignoBigHOCTI EBponelicbkili hapmakonei Ne R1-
CEP 2000-045-Rev 04 ansa gonomikHoi peyoBuHM Gelatin Big Bxe
3aTBEPKEHOr0 BUPO6HUKA, SIKUiA 3MiHUB Ha3By 3 PB GELATINS
GmbH Ha TESSENDERLO GROUP N.V; 3MiHu | Tuny - 3MiHn 3
akocTi. CepTtudikat BignosigHocTi/l E-cepTudpikart BiANoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTYyYEHHS
cepTtudikaTa BiANoBiAHOCTI EBponelichbkinn hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiasty/peareHTy/NpoMiKHOro NpoAayKTy, Lo
BMKOPUCTOBYHOTbCSA Y BUPOOHNLTBI ADI; 415 AONOMDKHOT peYoBUHM
(FTE-cepTudikat BignoBigHOCTI EBpoNeiichKii thapmakonei Ans
Ad|/BMXigHOrO MaTepiany/peareHTy/NpoMKHOro NpoaykTy abo
[ONOMDKHOT peyoBuHM) - BunyyeHnHs ceptudikaTis (y Bunagky
HasBHOCTI My/IbTUM/IETHOTO cepTudiikata Ha maTepias) -
BUNy4YeHHs TE-CepTudikaTy BignoBigHOCTI €BponeicbKol
dapmakonei R1-CEP 2003-172-Rev 01 gna fONOMIKHOI pe4yoBUHM
)enaTuH BupobHuka GELITA Group; 3MiHu | TUny - 3MiHM 3 SKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat BignosigHocCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUIYyYEHHS
cepTtudikaTa BiAnoBiaHOCTI €Bponelichbkiin hapmakonei: ana Adl;
ONs BUXIAHOrO MaTepiasy/peareHTy/MPOMiKHOIO NPoAykKTy, L0
BMKOPUCTOBYIOTbCA Y BUPOOHNLTBI ADI; 4515 JONOMDKHOT peY0BUHU
(TE-cepTudpikat BifnoBiAHOCTI €BpoNeiichKii thapmakonei aAns
Adl/BnxigHoro matepiasny/peareHTy/NpOMIXHOrO NPoayKTy abo
[ONOMDKHOT peyoBuHKM) - BunyyeHHs ceptudikaTis (y BUunagky
HasABHOCTI My/IbTUN/IETHOIO cepTudiikata Ha martepian) -
BunyyeHHs ME-CepTudikaTy BignoBigHOCTI €BponencbKol
dapmakonei R1-CEP 2002-110 Rev 00 415 AONOMDKHOT pEHOBUHN
xenatuH BupobHuka PB GELATINS GmbH; 3MmiHn | Tuny - 3MiHu 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikart BiANoBIAHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTugikaTa BignoBigHOCTI ab0 BUTYYEHHS
cepTtudikaTa BiANOBIAHOCTI EBponelichbkin hapmakonei: ana Adl;
ONA BUXIAHOrO MaTepiasty/peareHTy/MPOMiXXHOIO NPOAyKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; Ana ONOMDKHOT peYOBUHU
(FE-cepTudikat BignosigHOCTI EBponelichbkin thapmakonei Ans
Adl/BnxigHoro matepiasy/peareHTy/NPOMIXXHOTO NPoAyKTy abo
[ONOMDKHOT peqyoBrHN) - BunyyeHHs cepTudikartis (y Bunagaky
HasABHOCTI My/IbTUM/IETHOIO cepTudiikara Ha maTepias) -
Buny4yeHHs E-CepTudikaTy BignoBigHOCTI €BponeincbKol
dapmakonei R1-CEP 2000-027 Rev 02 ans A0NOMbKHOT pe4oBUHU
xenaTtvH BupobHnka ROUSSELOT; 3miHM | Tuny - 3MiHW 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHsA HoBoOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTYyYEHHS
cepTuduikaTa BignoBigHOCTIi EBponeiichkin hapmakonei: ans Adl;
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ONs BUXIAHOrO MaTepiasty/peareHTy/MpoMiXXHOIO NPOAyKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; Ana ONOMDKHOT peYOBUHU
(FE-cepTudikat BignosigHOCTI EBponelichbkin thapmakonei ans
Adl/BnxigHoro matepiasy/peareHTy/NPOMIXXHOTO NPoAyKTy abo
[ONOMDKHOT peqyoBuHN) - BunyyeHHs cepTudikartis (y Bunaaky
HasABHOCTI My/IbTUM/IETHOIO cepTudiikara Ha maTepias) -
Buny4yeHHs E-CepTudikaTy BignoBigHOCTI €BponeincbKol
dapmakonei R1-CEP 2001-332 Rev 02 ans A0NOMDKHOT pe4OBUHU
xenaTtvH BupobHnka ROUSSELOT; 3miHM | Tuny - 3MiHM 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTYyYEHHS
cepTtudikaTa BiANoBiAHOCTI EBponelichbkinn hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiasty/peareHTy/NpoMiKHOro NpoAayKTy, Lo
BMKOPUCTOBYHOTbCSA Y BUPOOHULTBI ADI; 415 AONOMDKHOT peYoBUHU
(FTE-cepTudikat BignoBigHOCTI EBpoNeNichKil thapmakonei Ans
Ad|/BMXigHOrO MaTepiany/peareHTy/NpoMKHOro NpoaykTy abo
[ONOMDKHOT peyoBuHM) - BunyyeHnHs ceptudikaTis (y Bunagky
HasBHOCTI My/IbTUM/IETHOIO cepTudiikata Ha MaTepias) -
BUNy4YeHHs TE-CepTudikaTy BignoBigHOCTI €BponeicbKol
dapmakonei R1-CEP 2004-247-Rev 00 g1 fONOMIKHOI pe4yoBUHM
enaTtunH Bupo6Huka Nitta Gelatin India Ltd; 3miHu | TURYy - 3MiHu 3
aKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat BigNoBIAHOCTI
€sponelicbkin hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTtudikaTa BignoBiaHOCTI €Bponelichbkiin hapmakonei: ana Adl;
ONa BUXIAHOrO MaTepiasy/peareHTy/MPOMiKHOIO NPoAyKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; 4515 JONOMDKHOT peY0OBUHM
(TE-cepTudpikat BifnoBiAHOCTI €BponeiichKiin thapmakonei aAns
Adl/BnxigHoro matepiasny/peareHTy/NpOMiXHOrO NPoayKTy abo
[ONOMDKHOT peyoBuHKM) - BunyyeHHs ceptudikaTis (y BUnagky
HasABHOCTI My/IbTUN/IETHOIO cepTudiikata Ha martepian) -
BunyyeHHs ME-CepTudikaTy BignoBsigHOCTI €BponeincbKol
dapmakonei R1-CEP 2004-320-Rev 00 o518 fONOMKHOI pevyoBUHM
XenatuH Bupo6Huka Nitta Gelatin India Ltd;
3MiHM | TNy - 3MmiHK 3 skocTi. CepTudiikar BignosigHOCTI/ME-
cepTudikaT BigNoBigHOCTI €EBponeiickkiii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa Bi4NoBIAHOCTI a60
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeiicbkii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIo NPOAYKTY, L0
BMKOPUCTOBYHOTbCSA Y BUPOOHNLTBI ADI; 415 AONOMDKHOT peYoBUHM
(FTE-cepTudikat BignoBigHOCTI EBponeiichkii thapmakonei Ans
Ad|/BMXigHOrO MaTepiany/peareHTy/NpoMiKHOro NpoaykTy abo
[OMNOMDKHOT peyoBMHY) - OHOBMEHWI cepTudikaT Big BXe
3aTBEPKEHOro BUPOGHUKA - NofaHHA oHoBeHoro ME-
CepTtudpikaTy BignoBigHOCTI EBponeiickkiii papmakonei Ne R1-
CEP 2000-344-Rev 03 ansa gonomikHoi peyosuHu Gelatin Big Bxe
3aTBepKeHoro BupobHuka Nitta Gelatin India Ltd., wo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BUKOPVCTOBYETLCA BUPOOHMKamu roToBux kancyn ACG Associated
Capsules Pvt Ltd
318. | CTOMNMITPEH | Tabnetku, BKpUTI AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 3a UA/7229/01/01
NNiBKOBOIO "KNIBCbKW BITAMIHHW woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenmom
060/10HKO10, M0 50 Mmr; BITAMIHHW 3ABO/, BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
no 6 TabneToky 3ABO[" 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPAKEHOMY TEKCTY
6nictepi; no 1 MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKu
6nictepy B navui NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMaLil WoA0 3a3HaYEHHS
OAVHWLb BMMIpOBaHHS Y cuctemi Sl. BBegeHHA 3MiH npoTsarom 6-
TV MiCALB Nic/A 3aTBEPIKEHHS
319. | CTOMMIITPEH | Tabnetku, BKpUTI AT YkpaiHa AT "KNIBCbKI YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 3a UA/7229/01/02
NNiBKOBOIO "KNIBCbKM BITAMIHHW Lono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
06010HKOt0, No 100 BITAMIHHWIA 3ABO4" BHECEHHS 3MiH [0 po3giny “MapkyBaHHs" MKA N3:
Mr; Mo 3 TabneTkn y 3ABOL" 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPAKEHOMY TEKCTY
6nicTepi; no 1 MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNnakoBKu
6nicTepy B naui NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMaLii LLOAO 3a3HaYEHHS
OfIMHULIb BUMIPIOBaHHA y cuctemi Sl. BBeleHH 3MiH NpOTArom 6-
TW MiCALIB NicNa 3aTBEPIKEHHS
320. | CTONTYCWUH- | kpanni opasibHi, TeBa 13painb Tesa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH O peecTpaLiiiHix MaTepianis: 3MiHuU | TUMY - 3MiHK 6es UA/2447/01/01
TEBA po3unH no 10 mn a6o dapmaueBTika c.p.o. Pecny6nika wozo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsagy (iHwi 3miHn) - peyenma
no 25 mn y dpnakoHi 3 n lHpacTpis BHECEHHS 3MiH [0 po3ainy “MapkyBaHHA" MKA N13:
KPULLIKOtO- nra., 3anpornoHoBaHo: 3rifiHO 3aTBEPLYKEHOr0 TEKCTY MapKyBaHHS.
KpanenbHuueto ; no 1 OHOB/IEHHA TEKCTY MapKyBaHHs YNakoBKW NikapCbKoro 3acoby 3
chnakoHy B KOpoo6Li BHECEHHSAM iHdhopMaLii LWOoA0 3a3Ha4YeHHSA OAVHULb BUMIPHOBaHHSA
y cuctemi Sl Ta yHicbikalia BuknageHHsa TekcTy (Hanpuknag,
po3ginis "Cepisi:", "[o:", "P.M. Ne"). BBeaeHHS 3MiH NpOTSArom 6-1u
MicsILiB Micns 3aTBepoKEHHS
321. | CTONTYCWUH- | cupon no 100 mny TeBa 13painb TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 6e3 UA/10779/01/01
TEBA dhnakoHi; no 1 dapmaueBTika c.p.o. Pecny6nika 3 AKocTi. FoToBWIA Nnikapcbkuii 3aci6. Cuctema peyenma
hNakoHy pasom 3 n lHpacTpi3 KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa Y NEepPBUHHIl ynakoBLi
MIpHOIO NINEeTKOK y Nra. rOTOBOrO JlikapcbKoro 3acoby (Tun koHTeliHepa abo AoAaBaHHS

Kopoo6Li

HOBOrO KOHTeliHepa) - TBepaj, M'siki Ta HeCTepUIIbHI PifKi Mikapcbki
chopMmu - BBEIeHHS anbTepHaTUBHOT KpULLIKM 3 afantepoM Ans
ninetkn ans dpnakonis gna MN3. 3aTBepaKkeHa KpuLLka
BiIPI3HAETLCS BiJ, MPONOHOBAHOI KPULLKN MaTepiasioM 3 SIKoro
BUrOTOBNAIOTL aganTep 418 NineTkn (Matepian 3 AKoro
BUrOTOBNAIOTb 3aTBEPMKEHNI afanTep- NONIeTUNEH HA3LKOI
winsHocTi BRALEN VA 20-60, a maTepias1 NponoHOBaHOro
afanTtepa-nonieTusieH HU3bKOT WisibHOCTi SABIC PCG22)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
322. | CYAOPErA Kancynwv Teepgi no 75 [O-p Peppi'c IHais O-p Peggi'c IHais BHECEHHS 3MiH 40 peecTpaliiiHMx MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/15871/01/01
mr, no 14 kancyny NabopaTopic Na6opatopic /Tg, oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
6nicTepi; no 2 nTp Brpo6Huya 3aTBEPIKEHHS a/IbTEPHATVBHOMO TEKCTY MapKyBaHHS yNakoBKu
6nicTepy B KOpoo6Li OinbHuuS - 11 NikapcbKoro 3acoby i3 3a3Ha4yeHHSM MKHapPOAHUX NO3HaYeHb
OVHULLb BUMipIOBaHHSA. TepMiH BBEEHHSA 3MiH - NPOTArom 6
MiCALIB MiCNA 3aTBEPKEHHSA
323. | CYOQOPErA Kancysnu Teepgi no O-p Peppi'c IHAjia O-p Peppi'c IHAjia BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/15871/01/02
150 wmr, no 14 kancyn NabopaTtopic Na6opatopic NTg, wopao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
y 6nicTepi; no 2 nTp Brpo6Huya 3aTBEPIKEHHS a/IbTEPHATVBHOMO TEKCTY MapKyBaHHS yNakoBKu
6nicTepy B KOpoo6Li OinbHnuA - 11 nikapcbKoro 3acoby i3 3a3Ha4YeHHSIM MXKHApPOAHUX NO3HaYeHb
OMHULLb BUMipIOBaHHSA. TepMiH BBEEHHS 3MiH - NPOTArom 6
MiCALIB MiCNsA 3aTBEPKEHHS
324. | CYNb®APIMN | masb, 10 mr/r, no 50 r AT "I'piHaekc" Narsis AT "I'piHagekc”, Natsisa/ BHECEHHS 3MiH 0 peecTpaviiiHMx MmaTepiasiis: 3MiHK | TURY - 3MiHK 3a UA/7355/01/01
H® y Ty6i; no 1 Ty6i y Natsis; AT EcToHis oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenmom
KapPTOHHIN navuj TanniHHCbKMUi BHECEHHS 3MiH 0 po34iny “MapkmpoBka” B 3aTBepakeHnx MKA
hapmaLeBTUYHNI N3. 3anpornoHoBaHo: Mapkuposka CornacHo yTsepxaeHHoMy
3aBof, EcToHis TEKCTY MapKupoBku. OHOBMIEHHS TEKCTY MapKyBaHHS YNakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopMauil WoA0 3a3HaYEHHS
OAVHWLb BUMIpIOBaHHA Y cucteMi Sl. BBeieHHs1 3MiH nNpoTarom 6-
TW MicsiLiB nicns 3aTBepkKeHHs
325. | CYMAMEA® Kancynm no 250 mr; no TeBa I13painb MNIBA Xpatcka XopBarTis BHECEHHS 3MiH 40 peecTpaliiHMx MaTepiasiiB: 3MiHK | TURYy - 3MiHK 3a UA/2396/03/01
6 kancyn y 6nictepi; $apmaueBTika 4.0.0. oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
no 1 6nictepy y n lHpacTpi3 BHECEHHS 3MiH 0 po3ainy “MapkyBaHHA" MKA N13:
KapTOHHI Kopo6Lyi nra. 3anponoHoBaHo: MapkyBaHHS 3rigHO 3aTBEpPKEHOr0 TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHA ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHthopMaLii LLOAO 3a3HaYeHHS
OAMHULIb BUMIPIOBaHHSA y cucteMi S| BeegeHHs 3MiH npoTsrom 6-
TW MiCALIB Nicnsa 3aTBepIKEHHS
326. | TAUTEPOH® | Tabnetku, BKpUTI KYCYM IHAisa KYCYM XENTXKEP IHAjs BHECEHHS 3MiH [0 peecTpaLinHMx MmaTepiasis: 3MiHM | TURY - 3MiHW 3a UA/9539/02/01
o6onoHkoto, no 500 XENTXKEP MBT NTA, oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
mr; no 5 a6o 10 MBT NTA 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM likapCbKOro 3acoby
TabneTok y 6nictepi; LLIOAO0 3a3HAYEHHS MDKHAPOAHUX NO3HAYEHb OAVHNULb
no 1 6nictepy y BMMIpIOBaHHS. BHeCeHHSs 3MiH fo po3giny “MapkyBaHHs” MKA N13:
KapTOHHI Kopo6Lyi 3anponoHoBaHo: MAPKVPOBKA B cooTBeTCTBUM C
YTBEPXAEHHbIM TEKCTOM MApKMPOBKW. TEPMIH BBEAEHHS 3MiH:
NpoTArom 6-Tu MicALIB NicNs 3aTBEPMKEHHS
327. | TAUITEPOH® | ta6neTkn, BKpUTI KYCYM IHAisa KYCYM XENTXKEP IHAisa BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiB: 3MiHU | TUMY - 3MiHK 3a UA/9539/02/02
060n0HKot0, No 750 XENTXKEP NBT NTA oo 6e3snekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
Mr; no 5 a6o 10 MBT NTA 3MiHV BHECEHI B TEKCT MapKyBaHHS yNaKkoBKM NiKapCbKoro 3acoby

Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopo6Lyi

LLIOA0 3a3HAYEHHA MDKHAPOAHUX NO3HAYeHb OAVHNULb
BMMIpPIOBaHHSA. BHeCceHHs 3MiH fo po3ainy “MapkyBaHHs” MKA N13:
3anponoHoBaHo: MAPK/IPOBKA B cooTBeTCTBUM C
YTBEPX/EHHbIM TEKCTOM MApKMPOBKW. TEPMiH BBEIEHHS 3MiH:
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NpoTArom 6-Tu MicALIB NiCNs 3aTBEPMKEHHS
328. | TAJNMITOH® Tabnetku no 6,25 mr; 3AT YropLumHa 3AT YropLumHa BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3MiHKW | TRy - 3MiHK 3a UA/0947/01/01
no 20 a6o 30 PapmaneBTny dapmaLleBTUYHNI oo 6e3snekn/epekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
Tabn1eToK y hnakoHi; HW1 3aBOS, 3aBop ElIC BHECeHHS 3MiH 0 p. MapkyBaHHA MKA N13:
no 1 dpnakoHy B ETIC 3anponoHoBaHo: MapknpoBka. B COOTBETCTBUN C YTBEPXKAEHHbLIM
KapTOHHiI kopobuj; no TEKCTOM MapK1pPOBKN BBefeHHs [0AaTKOBOro TEKCTY MapKyBaHHS
7 TabneTok y 6nictepi; 13 3 BHeceHHAM iHchopMaLi WoA0 3a3HauYeHHA OAVHULb
no 2 a6o 4 énictepu y BMMIpIOBaHHA y cuctemi Sl. BBeeHHs1 3MiH NpoTAromM 6-t1 micsuis
KapTOHHI KOpoOL; nicns 3aTBepAKEHHS
329. | TANNITOH® Tabnetku no 12,5 mr; 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/0947/01/02
no 20 a6o 30 PapmaLeBTny dapmaveBTUYHUIA oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenmom
TabneToK y dh1akoHi; HWIA 3aBOA, 3aBog ElIC BHECEHHS 3MiH 40 p. MapkyBaHHA MKA N3:
no 1 dpnakoHy B ETIC 3anponoHoBaHo: MapKnpoBka. B COOTBETCTBUN C YTBEPXKAEHHbLIM
KapTOHHIA KopobLyj; no TEKCTOM MapKMpOBK/ BBefeHHsA [0AaTKOBOrO TEKCTY MapKyBaHHS
7 TabneTtok y 6nictepi; 13 3 BHECEHHSM iHhopMaLii LWOoA0 3a3HauYeHHs OAVHULb
no 2 a6o 4 6nictepn y BMMIpIOBaHHsA y cucteMi Sl. BBeieHHs1 3MiH nNpoTAromM 6-tn micsuis
KapTOHHI Kopo6Lyi nicns 3aTBepAKEHHS
330. | TANNITOH® Tabnetku no 25 mr, no 3AT YropuwuHa 3AT YropwyHa BHECEHHS 3MiH 40 peecTpaliinHuxX MaTepiasiiB: 3MiHM | TURY - 3MiHK 3a UA/0947/01/03
20 abo 30 Tabnetok y $apmaneBTUY dapmaLeBTUYHNIA wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
dhnakoHi; no 1 HWiA 3aBO, 3aBog ElIC BHECEHHS 3MiH 0 p. MapkyBaHHa MKA N13:
dh/1aKoHy B KapTOHHIiA Eric 3anponoHoBaHo: MapknpoBka. B COOTBETCTBUN C YTBEPXKAEHHLIM
Kopo6uj; no 14 TEKCTOM MapKvpoBKk/ BBeAeHHs 104aTKOBOro TEKCTY MapKyBaHHS
Tabnetok y 6nictepi; 13 3 BHeCeHHAM iHhopmaLii Wog0 3a3HaYeHHsA OAVHNLb
no 1 a6o 2 6nictepn y BMMIiplOBaHHA y cuctemi Sl. BBegeHHA 3MiH NpoTsArom 6-Tv micsiuiB
KapTOHHI Kopo6Lyi nicns 3aTBepKeHHS
331. | TAY®OH Kpanni o4Hi, 40 mr/mn ToBapucTso 3 YKpaiHa ToBapucTBo 3 YKpaina BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHM | TUNY - 3MiHK 3a UA/5345/01/01
no 5 mn y chnakoHi; no o6MmexeHo 0bMexeHot oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
3 thnakoHu pasom 3 BignoBigasbHi BIANOBIA&/IbHICTIO OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKYM JTIKapCbKOro 3acoby 3
KPWLLIKOIO- cTIo "locnigHwin 3asof BHECEHHSAM iHthopmau,ii LWoA0 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS
KpanesibHuLEe y "focnigHnin "THLIC", YkpaiHa y cuctemi Sl. BHeceHHs 3MiH 40 p. «MapKyBaHHS»
nauui 3 kKapToHy; no 10 3aBo/ (Bci cTagji 3anponoHoBaHo: BignosigHO 40 3aTBEPAXEHOrO TEKCTY
My donakoHi; no 1 "rHuC! BMPOOGHMLITBA, MapKyBaHHS. TepMiH BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
dhnakoHy pasom 3 KOHTPO/b AKOCTI, 3aTBEPAKEHHS
KPULLIKOKO- BUNYyCK cepii);
KpanesibHULEl y TosapucTBO 3
naui 3 KapToHy 0bMexeHot
BIANOBIA&/IbHICTIO
"®APMEKC IrpPynmn",
YkpaiHa (Bci cTagii
BMPOOHULTBA,
KOHTPO/Ib SIKOCTI,
BMNYyCK cepii)
332. | TA®EH® crnpei HazanbHuiA, CaHpos CnoseHist Jlek CnoseHis BHECEHHS 3MiH [10 peecTpaLiiiHix MaTepianis: 3MiHK | TUNY - 3MiHK 3a UA/7386/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
HA3A/b cycneHsis, 50 dapmacbloTika dapmaveBTNYHA oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
MKr/go3a no 10 mn n3 a.a. KomnaHia a.4. OHOBJIEHHSA TEKCTY MapKyBaHHS yrMakoBKM NikapCbKoro 3acoby 3
(200 po3) y chnakoHi; BHECEHHSAM iHthopmau,ii LWoA0 3a3HAYEHHS OAUHULIb BUMIPHOBAHHS
no 1 conakoHy B y cucTeMi Sl. BHeceHHs 3MiH J0 po3giny “MapkyBaHHS" B
KapTOHHI Kopo6Lyi 3aTBepxeHnx MK N13. 3anponoHosaHo: MAPKYBAHHA Y
BIANOBIAHOCTI [0 3aTBEPMKEHOr0 TEKCTY MapKyBaHHS
TepMmiH BBEA,EHHS 3MiH NPOTAroM 6 MicALiB nicns 3aTBepOKeHHS
333. | TAXUBEH® PO34MH ANa iH'eKuiid, 5 EBEP Heiipo ABCTpist EBEP Heiipo AscTpisi/ BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/14347/01/01
mr/mn; no 5 mn B dapma 'mM6X dapma 'M6X, dpaHuis oo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) - peyernmom
amnyni; no 5 amnyny ABcCTpin OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKW NikapCbKoro 3acoby 3
KapTOHHiIi kopobuj; no (BignoBiganbHUiA 3a BHECEHHSM iHdhopMaLii LLOA0 3a3HAYEHHS OAMHULb BUMIpHOBaHHS
10 mn B amnyni; no 5 BUNYCK cepil); y cuctemi Sl
amnyn y KapToHHil CEHEKCI, ®paHuis
KopooLi (BUpPO6GHMLTBO,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI)
334. | TAXOKOMbB MaTpuua ans Takena ABCTpIs BMPOGHULITBO 3a HiMeuunHa/ | BHeCEHHs 3MiH 40 peecTpauiliHux Matepianis: 3MiHu | TUNy - 3MiHK 3a UA/8345/01/01
CK/1EI0BaHHSA TKaHWH; AscTpif F'mM6X NOBHUM LIMK/TOM: ABCTpis 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. Onuc Ta cknag, (iHLWi 3MiHu) - peyenmom
no 1 matpuui Takega ABCTpisi YTOUHEHHS thapmaLleBTUYHOI hOPMM FOTOBOIO NiKapCbKOro
po3mipom 2,5 cMm x 3,0 M6X, ABCTpisi; 3aco6y. 3MiHM CTOCOBHO YTOYHEHHS hapMaLeBTUYHOT chopMm
cM Yy 6nictepi; no 1 cTepunizauis: roTOBOro NikapCcbKOoro 3acoby BHECEHO A0 IHCTPYKUIT AN
6nicTepy B NakeTi; No BB® MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby A0 po3inis
1 nakeTy B KapPTOHHil CrepwunizaLjioHcepsi "Cknag", "flikapcbka popma”, "dapmakonoriyHi BnacTmeocTi",
Kopo6Li; no 1 maTpuui ¢ M'mM6X, HimeuunHa; "MpoTmnokasaHHA", "Cnocib 3acTocyBaHHA Ta fo3u1", "Ynakoska" 3
po3smipom 4,8 cMm x 4,8 KOHTPO/Ib SAKOCTi BiAMOBIAHMMM 3MiHAMUN B MapKyBaHHI yNakoBKM NiKapCbKoro
cMmy 6nictepi; no 1 cepii 3aco6y (BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
6nicTepy B nakeTi; No "CTepubHICTb": 3aTBEPMKEHHS); 3MiHM | TUNy - 3MiHK Wofo 6e3nekn/edekTUBHOCTI
2 NakeTu B KAPTOHHIl Nab6op IC CE Ta Ko. Ta thapmakoHarnagy (iHwi 3mMiHW) - 3MiHW BHECEHO A0 IHCTPYKU,i
Kopob6Li; no 1 maTpuui K, HimeuunHa, [ON51 MeMYHOTo 3acTOCyBaHHS JlikapCbKoro 3acoby Ao po3ainis
po3mipom 9,5 cMm x 4,8 KOHTPO/b AKOCTI "Oco6mBocTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta fo31"
cM Yy 6nictepi; no 1 cepii BiAMOBIAHO 4O MaTepiasliB peecTpauiiHoro focke (BBeAeHHS 3MiH
6nicTepy B nakeTi; No "CTepubHICTb": NPOTAroM 6-TW MiCALB NiC/A 3aTBEPKEHHS)
1 nakeTy B KapTOHHii ABCTpilicbke
KopoobUi areHCTBO OXOPOHU
3[40poB'a Ta
npoAo0BO/LYOT
6e3nekn (AGES)
v6X
IHCTUTYT MeguUHOT
MikpoGionorii Ta
ririeHn (IMED),
ABcTpis
335. | TEMOAAN® kancynv no 20 mr, no Wepinr-Mnay | LWBseiiyapis Brpo6HMUTBO ®iHNAHAiA/ | BHECEHHS 3MiH [0 peecTpaliiiHuX maTepianiB: 3MiHu | Tuny - 3MiHn 3a UA/4893/01/02
1 kancyni y cawe; no 5 CeHTpan Ict Hepo3dracoBaHoT Benbris 3 AKoCTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa peyenmom
abo no 20 cawe y Al npoayKuii, NnepBnHHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUNYCKY Cepil Ta KOHTPOSI0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KapTOHHI Kopo6Lyi yrnakoBka Ta AKOCTi FOTOBOr0 NiKapCbKoro 3acoby (3amiHa abo JoAaBaHHSA
KOHTPO/Ib SIKOCTI: [iNbHULI, Ha 5Kl 3AiCHIOETLCSI KOHTPOL/BUNPOGYBaHHS cepii) -
OpioH ®apwma, BHeceHHs 3MiH fo p.3.2.P.3.1 Bupo6Hukm, a came BBeAEHHS
diHnAHAjs; [opartkoBoi aHaniTnyHoi naboparopii 13 OpioH dapma,
MepBuHHA Ta ®iHnaHais (OpioHiHTie, 02200 Ecny, ®iHNsAHAiA) BBeAeHHS 3MiH
BTOPMHHA yNakoBKa, npoTArom 6 micAuiB nicns 3aTBepKeHHs; 3miHun | Tuny -
[L,03Bi/T HA BUMYCK AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
cepii: MicLsi MPOBaMKEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
LWepiHr-Mnay a6o NikapcbKoro 3acoby, BKIOYakouM AinbHULI BUNYCKy cepii abo Micue
H.B., Benebris; NpOBeLEeHHS KOHTPO/IIO SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
AnbTepHaTUBHUIA BMPOGHMK/iMNOPTEP, He BK/IKUYaKUM BUNYCK cepill) - BHECEHHS
KOHTPO/b SKOCTi: 3MiH g0 p.3.2.P.3.1 BUpo6bHuKM, a came YTOUHEHHS agpecu
OpioH ®apwma, 3aTBepMXeHOI aHaniTM4Hoi naboparopii OpioH ®apma, PiHASHAIS,
PiHNAHAiA 6e3 3MiHNM Micus BUpobHUUTBA (BBEeHHS 3MiH NPOTAroM 6
MicsLiB MiCNsA 3aTBEPKEHHS)
336. | TEMOAAN® kancysu no 100 mr, no Wepinr-Mnay | LWBeiiyapis Brpo6HMUTBO ®iHnangin/ BHECEHHS 3MiH 10 peecTpaLjiiiHuXx maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/4893/01/03
1 kancyni y cawe; no 5 CeHTpan Ict Hepo3dgracoBaHoT Benbris 3 IKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa peyenmom
a6o no 20 cawe y Al nNpoAyKLUii, NnepBnHHA iMnopTepa/3miHu, L0 CTOCYTLCSA BUMYCKY Cepii Ta KOHTPO/IO
KapTOHHI Kopo6Lyi ynakoBka Ta SIKOCTi FOTOBOr0 NikapCcbKoro 3acoby (3amiHa abo fAoAaBaHHSA
KOHTPO/Ib SIKOCTI: [iNbHULI, Ha 5Kl 3AiCHIOETLCSI KOHTPOL/BUNPOGYBaHHS cepii) -
OpioH ®apwma, BHeceHHs 3MiH fo p.3.2.P.3.1 BupobHukm, a came BBeAEHHS
PiHNAHZIA; [opaTtkoBoi aHaniTnyHoi nabopatopii /13 OpioH ®apma,
MepBuHHA Ta ®iHnaHais (OpioHiHTie, 02200 Ecny, ®iHNsAHAiA) BBeaeHHS 3MiH
BTOPMHHA YNakoBKa, npoTArom 6 micAuiB nicns 3aTBepKeHHS; 3MiHun | Tuny -
[,03BiN Ha BUNYCK AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
cepii: MiCLisi NPOBaMKEHHS AiANbHOCTI BUPOGHVKa/iMnopTepa rotoBoro
LWepiHr-Mnay a6o NikapcbKoro 3acoby, BKIOYakouM AinbHULI BUNYCKy cepii abo Micue
H.B., Benbrig; NpoBeeHHSA KOHTPOSII0 AKOCTI. (4isANbHICTb, 3a AKY Bignosigae
AnbTepHaTUBHWIA BMPOGHUK/iMNOpPTEP, HE BK/IKYaUM BUNYCK cepill) - BHECEHHS
KOHTPO/b SKOCTi: 3MiH g0 p.3.2.P.3.1 BUpo6bHMKM, a came YTOUHEHHS agpecu
OpioH ®apma, 3aTBepAXeHOI aHaniTM4Hoi nabopatopii OpioH ®apmMa, PiHNSHAIS,
PiHNAHAIA 6e3 3MiHM Micus BUpobHMUTBa (BBEAEHHS 3MiH NPOTAroM 6
MicsLiB Micns 3aTBEPAKEHHS)
337. | TEMOAAN® NOPOLLOK [/191 PO3UNHY Wepinr-Mnay | LWBeeiiyapis Bakctep OHkonoaxi HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3mMiHu | Tuny - 3MiHN 3a UA/4893/02/01
Ans iHdysiii no 100 CeHTpan Ict v6X, HimeuyunHa Benbris wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsay (iHwi 3miHn) - peyenmom
mr, 1 cpnakoH 3 Al (BMPOGHMLTBO OHOBJIEHHSA TEKCTY MapKyBaHHS YMakoBKM NikapCbKoro 3acoby 3
MOPOLLKOM Y Hepo3dacoBaHoi BHECEHHSAM iH(hopMaLii LLOAO 3a3HaYeHHSA OAMHULb BUMIpIOBaHHS
KapTOHHI Kopobuyj NpoAyKLUii, NnepBuHHe y cuctemi Sl. BBefieHHs1 3MiH npoTArom 6 micauis nicns
nakyBaHHs Ta 3aTBEPAKEHHSA
KOHTPO/b AKOCTI);
LWepiHr-Mnay Na6o
H.B., Benbris
(BTOpPUHHE
nakyBaHHA Ta [103BiN
Ha BMNycK cepii)
338. | TEMMNAJ/TH® | TabneTtkun, BKpUTI AT YkpaiHa Brvpo6HMuTBO Bonrapisi/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/3553/01/01
060n0Hkot0, no 10 "BITAMIHN" Hepo3chacoBaHol YkpaiHa 3MiHu Woao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsagy (iHLwi peyenma

TabneTok y 6nictepi;

npoAaykuii, NepBrHHA

3MiHV) - OHOB/IEHHSI BXE 3aTBEPKEHOTO TEKCTY MapKyBaHHS A/1sl
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
no 1 a6o 2 6nictepu B yrnakoBka abo ynakoBku in bulk Ne1590 (10x159) Ta in bulk Ne1620 (10x162) Ta
KapTOHHIN nauui BMPOBHULTBO 3a in bulk Ne1650 (10x165) y 6nicTepax 3 BHECEHHAM MO3HaYeHb
NOBHUM LMK/IOM: OAVHVLb BMMIPIOBaHHSA 3a cuctemoro Sl, 3rigHo Bumor Hakasy
AT "Codpapma”, MiHicTepcTBa eKOHOMIYHOrO PO3BUTKY | TOpPriB/i YkpaiHu Ne914 Big,
Bonrapis; 04.08.2015. BHeceHHs1 3MiH o po3ainy «MAPKYBAHHA» B
BTopuHHa ynakoBska, 3arBepmxeHnx MKA N13. 3MiHV BHECEHI B TEKCT MapKyBaHHs
[03BiN Ha BUNYCK YNaKoBKM liKapCbKOro 3acoby 00 3a3HaYeHHS MiXXHapPOAHWX
cepii: no3HayeHb OAMHULb BUMIPIOBAHHSA. BBeeHHS 3MiH NpOTAroM 3-x
AT "BITAMIHW", MicALiB MiCNSA 3aTBEPAYKEHHS.
YkpaiHa
339. | TEMOANTIH® | Tabnetku, BKpUTI AT YkpaiHa AT "Cocpapma" Bonrapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - - UA/13243/01/01
060n0HKot0, in bulk Ne "BITAMIHN" 3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi
1590: no 10 TabneTtok 3MiHUM) - OHOBJ/IEHHSA BXe 3aTBEePKEHOro TEKCTY MapKyBaHHA ANns
y 6nictepi; no 159 ynakoBku in bulk Ne1590 (10x159) Ta in bulk Ne1620 (10x162) Ta
6nicTepiB y in bulk Ne1650 (10x165) y 6nictepax 3 BHECEHHAM MO3HA4YeHb
noninponineHoBii OAVHVLb BUMIPIOBaHHA 3a cucTemoto S, 3rigHo BuMor Haka3sy
Kopo6bui; in bulk Ne MiHicTepcTBa EKOHOMIYHOTO PO3BUTKY | TOPriBAi YKpaiHu Ne914 Big,
1620: no 10 TabneTok 04.08.2015. BHeceHHs 3MiH go po3giny «MAPKYBAHHSA» B
y 6nicTepi; no 162 3aTBepaxeHnx MK /13. 3MiHN BHECEeHi B TEKCT MapKyBaHHS
6nictepu y yNakoBKU NiKapCbKoro 3acoby LLoA0 3a3Ha4YeHHS MKHapOAHUX
noninponineHoBii no3HayYeHb OAVHWLL BUMIPIOBaHHA. BBeAeHHS 3MiH NpoTArom 3-x
Kopo6ui; in bulk Ne MiCALiB NiC/A 3aTBEPIXKEHHS.
1650: no 10 TabneTtok
y 6nictepi; no 165
6nicTepiB y
noninponineHoBii
KopoobUi
340. | TIOKTOH PO3YMH ANS iH'EKLN, ToBapucTBO 3 YkpaiHa K.T. Pomdbapm PymyHis BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/17881/01/01
600 mr/24 mn; no 24 06MexeHo KomnaHi C.P.J1. Loao 6esnekn/edeKkTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
My dh1akoHi, no 5 BiANoBiga/IbHI 3MiHM [0 y3araslbHeHVX JaHnx Npo cuctemy dapmakoHarisagy
(hN1aKOHIB y KapTOHHii cTio "POPC- (BBEAEHHSA y3ara/ibHEHVX AaHuX Npo cucTemy hapmakoHarniagy,
naJui PAPMA 3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
ONCTPUNBIO hapMakoHarnisay; KOHTaKTHOI 0cobu 3 chapmakoHarisay 3asiBHMKa
LH" [ANs 3AjicHeHHs hapMakoHarnsay B YkpaiHi, KLU0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOI 0co6u, BiANOBifabHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkaoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsag. Aitoua pegakuisi: lwyk Hatanka MNeTpiBHa.
MponoHoBaHa pepakuin: KpacHowokosa KOnis BikTopiBHa. 3miHa
KOHTaKTHUX [aHuX YNOBHOBaXXEHOI 0CO6Y 3asBHMKa,
BignoBigasibHOI 3a chapmakoHarnsg. 3mMiHa Micusa 34iiCHEeHHS
OCHOBHOI AliANbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLLe3HaXOPKEHHST MacTep-thaiina cuctemm hapmakoHarnsgy
341. | TIOTPUA3O0ON | kpanni ouHi, 10 mr/mn ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaliiiHuxX MaTepiasiiB: 3MiHK | TURYy - 3MiHK 3a UA/8446/01/01
IH no 5 mn y cpnakoHi, no 06MeXeHOo BMPOOHULTBA, oo 6esneku/edpekTMBHOCTI Ta dhapmakoHarnsaay (iHwi 3miHu) - peyenmom
1 conakoHy y BiANOBIAa/IbHI KOHTPO/Ib SIKOCTI, OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKW /likapCbKoro 3acoby 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KOMMNIEKTi 3 KPULLKOIO- CTHO BUMYCK cepii: BHECEHHAM iH(hopMaLii LWOAO 3a3HaYeHHSA OAMHULLb BUMIPIOBaHHS
KpanesibHuLe B "NocnigHnii ToBapucTBO 3 y cuctemi Sl. BHeceHHs 3MiH 0 p. «MapKyBaHHsS»
nauuj 3aBoj 06MeXeHo 3anponoHoBaHo: BignosigHoO A0 3aTBEPAKEHOrO TEKCTY
"rTHUICH BiANOBiAA/IbHICTIO MapKyBaHHs. TepMiH BBEAEHHS 3MiH MPOTAroM 6 MicAuiB micns
"AocnigHnii 3aBof 3aTBEPAXKEHHA
"THUNC", YkpaiHa;
BCi cTagii
BMPOOHULTBA,
KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
0bMexeHot
BiANOBiAA/IbHICTIO
"®APMEKC Irpynmn",
Ykpaina
342. | TI®IM BI® | PO34MH NS iH'EKL Mo CaHodpi PpaHuis CAHO®I BIHTPOIN PpaHuis BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/13057/01/01
TYPHIM VI 25 mkr/po3a; no 0,5 MacTep IHOACTPIA, YropwumHa 3 AkocTi. A®l. BupobHMUTBO. 3MiHM B npoueci BupobHuutea Adl peyenmom
BAKUMHA mn (1 posa) y PpaHuis (He3HayHa 3miHa y npoueci BUpo6HuuTBa Adl) -
Aana nonepegHb0 (cTepunizytoua BHeceHHs mogudikaLiii fo npouecy 6i0CMHTE3Y KyNbTypu
MPO®INTAKT 3arnoBHEHOMY LUnpuLi inbTpawis, Salmonella typhi y 6yaisni V16, a came : - fofaBaHHS NiHOracHuKa
KN 3 MPUKPINIEHO0 3arnoBHEeHHs Ta BMPOBaKeHHN perynsuii napuianbHOro TUCKY KUCHIO Ha eTani
YEPEBHOIO ronkowo Ne 1 B LUNPWLiB, KOHTPO/b KyNbTUBYBaHHSA APYroi npe-KynbTypu; - perynauia gogasaHHa
TUDY KapTOHHii kopobuj; no AKOCTI niHoracHvka Ha eTani Ky/ibTUBYBaHHS NPOMUCOBOI Ky/bTypu; -
MONICAXAP 0,5mn (1 go3a) y (cTepunbHICTb)); AofaBaHHsa eTany dinbTpadii (0,22 MKM) Nicas 3aBepLUeHHs
NAHA PIOKA nonepegHL0 CaHodpi MNacrep, npouecy thepmeHTau,ii; 3miHu | Trny - 3MiHK 3 aKocTi. AdI.
3arnoBHEHOMY LUnpuLi ®paHuia (BTOpuHHE KoHTponb A®I. 3miHa y MeToAax BunpobysaHHs APl abo
3 NPUKPINIEHO0 nakyBaHHs, BUMYCK BVXifHOrO Matepiany/npoMiXHOro NpoayKTy/peareHTy, Wwo
ronkoto Ne 1 B cepii); CaHodi BMKOPUCTOBYETbLCA Y NpoLieci BUpo6HuLUTBa ADI (iHWi 3MiHK Y
CTaHfapTHO- MacTep, ®paHuis MeToAax BUNpobyBaHHA (BK/IHOYaoUM 3amiHy abo SOMNOBHEHHS)
€KCMOPTHI ynakosL,i (NoBHWIA LyKN A®| ab0 BMXigHOTrO/MPOMIXHOro NPOAYKTY) - BUAASIEHHS KpUTEPIiB
AKa MiICTUTbCA Y BMPOGHMLITBA, NPUAHATTA ANa cynbgaTiB Ta xopugis y in-house cnevuudikawii
KapTOHHIi Kopo6Lyi KOHTPO/Ib SIKOCTI, nns suxigHoro matepiany Cobalt Nitrate Hexahydrat wo
3anoOBHEHHS, BMKOPUCTOBYETLCA /15 NPUrOTYBaHHSA MOXMBHOIO cepefoBuLLa
BTOPUHHE ONSA Apyroi Ta i TpeTbOoi Npe-KybTyp, a TakoxX A5 NPOMUCIOBOI
nakyBaHHs1, BUMYCK KynbTypy Salmonella Typhi; 3miHu Il Tuny - 3miHK 3 siKocTi. API.
cepii); CaHodi- Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea A®I (3MiHa
ABeHTic MpaiiBiT Ko. CTOCYETbCS aKTUBHOI PEYOBVHK 6i00rYHOro/iMyHOMOriYHOrO
Ntp., Nnatgopma NOXOMKEHHS 260 BUKOPUCTaHHSA XiMiuHMX A®| y BUpOOHMUTBI
NoricTvkM Ta nikapcbkoro 3acoby 6i0/10riYHOr0/iMyHOONYHOTO NOXOMKEHHS,
ANCTPUOYLT Y M. AKa MOXe MaTv 3Ha4YHWI BNIMB Ha AKICTb, 6e3neky Ta
Byaanewr, epeKTMBHICTb NMikapcbKoro 3acoby, i He CTOCYETbLCSA NPOTOKOY) -
YropmHa oeecTpauia HoBoi 6yaisni V16 3amicTb 6yAisni V4 Ha BUPO6HMUIi
(BTOpPUHHE pinbHuUi CaHodi MacTep B M. Mapci-n'Etyans, ®paHuia ans
nakyBaHHs, BUNYCK NpoBeAEeHHS OCHOBHWX CTafiil TEXHOMOrMYHOro npouecy
cepii) BMPOGHMLITBA OuMLLEeHOro Vi-kancynsapHoro nonicaxapugy (wram
Ty2) (gitoya pevoBuHa)
343. | TOGPOLUUM- Masb 04Ha, 3 Mmr/r; no HekcTchbapm  |Pecnybnika BAJIKAHOAPMA- Bonrapis BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3MiHa 3asiBH/Ka 3a UA/17882/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

HEKCT

51 masiy Ty6i 3
antoMmiHieBol ponbru 3
KaHtoseto Ta
n1acTMacoBoio
KPULLIEYKOIO, LU0
HarevHYyeTbCA; no 1
Ty6i B KAPTOHHIl
KopooLi

meX

ABCTpis

PA3IrPAL AL

(BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) BBeeHHs 3MiH NpoTAroM 6-t1 micsAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHN WOA0 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy. BeefeHHa abo 3miHM [0 y3araslbHEHNX
AaHux Npo cuctemy hapmMmakoHarnagy (BBeAeHHs y3arasibHeHnx
AaHvx Npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT
ocobwu, BiAnoBiganbHOI 3a 34iliCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapmakoHarnaay 3asBHVKa ANs 34iNCHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarnsa. 3MiHa Micust 34iicCHEHHS
OCHOBHOI AisiIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLLe3HaX0KEHHS MacTep-chaiina; 3mMiHu | Tuny - 3MiHM LWoAao
6e3nekun/edrekTBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) -
BHECEHHS 3MiH 0 po3ainy “MapkysaHHs” MKA N13. OHOBNEHHSA
TEKCTYy MapKyBaHHSA yNakoBKM /liKapCbKOro 3acoby 3 BHECEHHAM
iH(hopMaUiT Woao 3a3HAYEHHS OAMHNL BUMIPIOBAHHS Y CUCTEMI
S| (BBefieHHs1 3MiH NPOTAroM 6-T1 MIiCALIB MiC/1A 3aTBEPAKEHHS)

peuyerimom

344.

TOBPOLVIM-
HEKCT
KOMBI

Masb 04Ha; Mo 5 r masi
y Ty6i 3 anoMiHieBoi
p0o/IbIn 3 KaHtNet Ta
naacTMacoBolo
KPULLIEYKOIO, L0
HareMHYyeTbCA; no 1
Ty6i B KAPTOHHIl
KopooLi

Hekcthapm
M6X

Pecny6nika
ABCTpIst

BAJTKAHOAPMA-
PA3IPAL AL

Bonrapis

BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3MiHn
oo 6e3sneku/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHW A0 y3araslbHEHUX AaHuX NpPo cucTemy dpapmakoHarnsagy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[AnA 3AjicHeHHs hapMakoHarsay B YKpaiHi, AKLL0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0co6u, BiAnNoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTakTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag. 3miHa Micus 34iiCHeHHSA
OCHOBHOI AiANbHOCTI 3 dhapmakoHarnsagy. 3miHa
MiCLLe3HaXOPKEHHSI MacTep-chaiina; amMiHu | Tuny - 3MiHK LWoAao
6e3nekn/edeKTMBHOCTI Ta papmakoHarnsagy (iHwi 3miHu) -
OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby 3
BHECEHHSM iHdhopMaLii LLO0A0 3a3HAYEHHS OAWHULb BUMIPHOBaHHS
y cuctemi Sl. BHeceHHst 3MiH o po3giny “MapkyBaHHa” MKA N3”
(BBEefEeHHs 3MiH NPOTArom 6-Ty MiCALIB MiCNs 3aTBEPOKEHHS);
3MiHa 3asiBHMKa (B/laCHMKa peecTpauiiHoro noceigYeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHN BHECEHI B TEKCT
MapKyBaHHS LLOJ0 Ha3BW Ta MiCLe3HaxX0MKEHHS 3asBHMKa
(BnacHvika peecTpauiiHoro nocBigYeHHs) BBeAeHHS 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepPAKEHHS

3a
peyenmom

UA/17883/01/01

345.

TONEBAC®

TabneTku, BKpUTI
06010HKO0, Mo 10 Mr,
no 15 TabneTok y

HOBEN I1AY
CAHAI BE
TIIXKAPET

TypeyunHa

HOBEJ ITAY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 0 peecTpavliiiHMXx MaTepiasii: 3MiHK | TURY - 3MiHK
woao 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHU [0 y3araJlbHEHVX AaHnX NPo cuctemy dhapmMmakoHarisgy

3a
peyenmom

UA/11195/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

6nicTepi; no 2 abo 6
6nicTepiB y KAPTOHHIl
ynakoBLi

A.LL.

(BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[ONs 3AjicHeHHs hapMakoHarisay B YKpaiHi, AKLW0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg.

[itoya pepakuis: Dr. Rasit Sidan. NponoHoBaHa pegakuis: R. Ayse
Cetin. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI 0cobu,
BiANOBIAaUIbHOI 3a hapmakoHarnag. 3MiHa KOHTakTHOT 0cobu
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnag B YkpaiHi. [itova pegakuis: Mykolenko Olexandr
Pavlovich. MponoHoBaHa pegakuis: Stefanska Olga. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI 0CO6U
3asBHVKa, BigNOBiAa/IbHOT 3a hapMakoHarnsag B YkpaiHi. 3miHa
MicLs 34iCHEHHA OCHOBHOI Ais/IbHOCTI 3 dapMakoHarnisgy. 3miHa
MiCLie3HaxoMKeHHs1 MacTep-gaina

346.

TOJNIEBAC®

TabneTku, BKPUTI
060/10HKO10, No 20 mr,
no 10 TabneTtok y
6nictepi; no 3 a6o 9
6nicTepiB y KAPTOHHIN
ynakoBLj

HOBE/ IJ1AY
CAHAI BE
TIIXKAPET
A.LLl.

TypeyunHa

HOBEJT ITAY
CAHAI BE
TIIKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK
LoAo 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3arasibHeHUX JaHuX npo cuctemy papmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX JaHUX NPO cucTemy hapmaxkoHarnagy,
3MiHa YNOBHOB&XeEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3AiicHeHHsT hapMakoHarasay B YkpaiHi, KLU0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0cobMu, BiAMNoBiga/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Iovakum KOHTakTHi AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiinia cuctemu hapmakoHarnsgy) - 3miHa
YMOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.

[Oitova pepakuin: Dr. Rasit Sidan. NponoHoBaHa pefakuis: R. Ayse
Cetin. 3MiHa KOHTAKTHUX AaHVX YNOBHOBaXEHOI 0cobw,
BiAMNOBIga/IbHOI 3a dhapmakoHarnag. 3MiHa KOHTakTHOT 0cobu
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg B Ykpaini. fitoya pegaxuis: Mykolenko Olexandr
Pavlovich. MponoHoBaHa pepakuis: Stefanska Olga. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0CO6U
3asBHVKa, BigNOBiAabHOI 3a thapmakoHarnsag B YkpaiHi. 3miHa
MicLS 34iACHEHHA OCHOBHOI AisANIbHOCTI 3 hapMakoHarnsgy. 3miHa
MiCLLe3HaxX0AKeHHs1 MacTep-ghaiina

3a
peyenmom

UA/11195/01/02

347.

TOJNNEBAC®

TabneTkn, BKPUTI
060n0Hkot0, no 40 wr,
no 10 Tabnetok y
6nictepi; no 3 abo 9
6nicTepiB Y KAPTOHHIN

HOBE/ INAY
CAHAI BE
TIOIKAPET
A.LL.

TypeuunHa

HOBEN INAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK
Loao 6e3nekn/edpeKTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM A0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX JaHWX MPO cuctemy chapmakoHarnagy,
3MiHa YNOBHOBaXKEHOI 0CO6U, BiANOBIgaNbHOI 3a 3AiACHEHHS

3a
peyenmom

UA/11195/01/03
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

ynakoBLi

chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3AiicHeHHs1 hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BiANOBIgasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Io4akum KOHTakTHi AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.

[Oitova pepakuin: Dr. Rasit Sidan. NponoHoBaHa pefakuis: R. Ayse
Cetin. 3MiHa KOHTaAKTHUX AaHWX YNOBHOBaXEHOI 0cobw,
BiAMOBIAa/IbHOI 3a dhapmakoHarnag. 3MiHa KOHTaKTHOT 0cobu
YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg B Ykpaini. fitoya pegaxuis: Mykolenko Olexandr
Pavlovich. MponoHoBaHa pegakuis: Stefanska Olga. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT 0CO6M YNOBHOBaXEHOI 0CO6U
3asBHVKa, BigNOBiAaIbHOI 3a hapmakoHarnsag, B YkpaiHi. 3miHa
MicLS 34iICHEHHA OCHOBHOI AisNbHOCTI 3 chapmakoHarnsgy. 3miHa
MiCLie3HaxX0AKeHHs1 MacTep-ghaiina

348.

TOJNEBAC®

TabneTkn, BKPUTI
o060n0Hkoto, no 80 mr
no 6 Tabnetoky
6nictepi; no 5 abo 15
6nicTepiB y KAPTOHHIN
ynakoBLi

HOBE/ INAY
CAHAI BE
TIIKAPET

A.LL.

TypeyunHa

HOBEN INAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 40 peecTpaliinHMx MmaTepiasis: 3MiHW | TURY - 3MiHK
Loao 6e3nekn/edpeKTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA Y3arasibHEHUX JaHUX MPo cuctemy chapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsay; KOHTakTHOT 0cobum 3 hapmakoHarnagy 3asiBHUKa
OnA 3jicHeHHs hapMakoHarnsay B YkpaiHi, SKLWO0 BOHA BigMIHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg.

[itoya pepaxkuis: Dr. Rasit Sidan. MNponoHoBaHa pegakuis: R. Ayse
Cetin. 3MiHa KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0CO6Y,
BignoBiganbHOI 3a chapmakoHarnsg. 3mMiHa KOHTakTHOI 0cobu
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmMakoHarnag B Ykpaini. [itova pegakuis: Mykolenko Olexandr
Pavlovich. MponoHoBaHa pepakuis: Stefanska Olga. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6Y YNOBHOBAaXEHOI 0CO6U
3asBHVKa, BigNoBigasIbHOT 3a papmakoHarnsag B YkpaiHi. 3miHa
MicLs 34iACHEHHA OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy. 3miHa
MiCLie3HaxoMxeHHs1 macTep-haiina

3a
peuernmom

UA/11195/01/04

349.

TOMAMAKC®

Kancynu no 25 mr; no
28 kancyn y do1akoHi;
no 1 dpsiakoHy B
KapTOHHIN nauui;

TOB
"[IXXOHCOH i
J>KOHCOH
Ykpaiva"

YKpaiHa

B1po6HMLTBO
Hepo3cacosaHoro
MPOAYKTY:
fAHcceH Oprto JI/1C,
CLA;
MepBnHHa Ta
BTOPUHHA YNaKoBKa,

ClA/
ITanis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asiBHMKa (B/1aCHMKa PEECTPALAHOro NOCBigYeHHs). 3MiHa agpecu
3asBHUKA.

3a
peyenmom

UA/4144/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
[03BiN Ha BUNYCK
cepii:
AHccen-Cinar
C.n.A., Itanis
350. | TOMAMAKC® | kancynu no 50 mr; no TOB YkpaiHa Bnpo6HuuTBO CLUA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4144/01/03
28 kancyn y chnakoHi; "[IXXOHCOH i Hepo3cacoBaHoro ITanisa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 1 dpniakoHy B JKOHCOH NPOAYKTY: 3asBHMKa (BNacHvKa peecTpauiiHoro noceig4eHHs). 3miHa agpecu
KapTOHHII nauui; Ykpaina" AHcceH Oprto JI/1C, 3aaBHMKA.
CLUA;
MepBuHHa Ta
BTOPVHHA YNakKoBKa,
[,03Bi/T HA BUMYCK
cepii:
Anccen-Cinar
C.n.A,, ITanis
351. | TOMPA3 Tabnetkn Aypo6iHao IHais AypobiHgo ®apma IHais BHECEHHS 3MiH [J0 peeCTpaLjiiiHAX MaTepianiB: TEXHIYHA NoMUKa 3a UA/16735/01/01
racTpopesncTeHTHi, 40 Papma /114 Nimitea-tOHIT VII, (3rigHo Haka3y MO3 Bif 23.07.2015 Ne 460) - BunpasneHo peyenmom
mr no 10 TabneTok y IHais; Aypo6iHao TEXHiYHY MOMWJIKY B iHCTPYKL,T 4151 MEANYHOIO 3aCTOCYBaHHS
6nicTepi, no 3 dapma /114, nikapcbKoro 3acoby y po3ginax "Bupo6Huk”, "MicLe3HaxomkeHHs
6nicTepy B KapTOHHIlA dopmyneiwH HOHIT BMPOGHMKA Ta agpeca MicLa NPOBOMAXKEHHS 0ro fisafbHOCTI", a
Kopoo6Ui XV, IHgis came fofaHHs iHhopmal,ii oo Ha3su Ta agpecy 404aTKOBOro
BUPOGHMKA, AKi By NOMUIKOBO He 3a3HaueHi. 3a3HaveHe
BUNPaB/IEeHHS BiAMOBIAAE MaTepianiaMm peecTpaLiiiHoro Aockbe
352. | TOP3AKC® TabneTku, BKpUTI ANIKANOIL AL |Pecny6nika ANKANOIL AL Pecny6nika BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiastis: 3MiHu | Tumny - 3a UA/12770/01/01
NNiBKOBOIO Ckon’e MiBHiYHA Ckon’e MiBHIiYHA AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
06010HKO0, MO 10 wMr; MakeoHis MakefoHis 3asBHUKA (B/1aCHMKa peeCTpaLiiHOro NocBigYEHHS) - 3MiHa Ha3BM
no 10 TabneTok B Ta agpecwu 3aaBHuKa [N13; 3MiHM | TUNY - AAMIHICTPATVBHI 3MiHW.
6nicTepi; no 3 3MiHa HalimeHyBaHHS Ta/abo afpecu Micus NpoBaKeHHS
6nicTepy B KapPTOHHIlA LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
Kopoo6Li BK/10UAI0UM AiNbHULI BUMYCKY cepil abo micue npoBeaeHHs
KOHTPOJO SKOCTI. (Ais/IbHICTb, 3a SKy BiAgnoBsigae
BUPOGHMK/iMMOPTEp, BK/IOYAKOUN BUMYCK Cepili) - 3MiHa Ha3BM Ta
agpecy BMpo6Huka 13, 6e3 3mMiHM Micusa BUPOBHULTBA; 3MiHM |
My - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta hapmakoHarnagy
(IHWi 3MiHK) - OHOBMEHHSA TEKCTY MapKyBaHHS YNakoBKu
niKkapcbkoro 3acoby 3 BHECEHHAM iHchopMaLii LLoA0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y cucTeMi Sl. BHeceHHs 3MiH 40 po3giny
«MapkyBaHHs ynakosku» MKA /13
353. | TOP3AKC® TabneTku, BKpUTI ANIKANOIL AL |Pecny6nika ANKANOIL AL Pecny6nika BHECEHHS 3MiH 0 peecTpaLiiiHMX MmaTepiastis: 3MiHu | Tumny - 3a UA/12770/01/02
NNiBKOBOIO Ckon’e MiBHiYHA Ckon’e MiBHIYHA AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
06010HKO0, Mo 20 Mr; MakeoHis MakefoHis 3asBHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs) - 3MiHa Ha3Bwu

no 10 Tabnetok B
6nictepi; no 3
6nicTepy B KapTOHHIi
KOpoo6Li

Ta agpecw 3aaBHuKa [N13; 3MiHK | TUNY - AAMIHICTPATVBHI 3MiHW.
3MiHa HaliMeHyBaHHs Ta/abo afpecu MicLs NPoBaKeHHS
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOUAI0UM AiNbHULI BUMYCKY cepil abo micue npoBefeHHs
KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsifae
BMPOGHMK/IMNOPTEp, BK/IKOYAKOUM BUMYCK Cepili) - 3MiHa Ha3BW Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
appecy BUpo6Huka 13, 6e3 3mMiHM Micusa BUPOOHULTBA; 3MiHM |
TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta hapmakoHariagy
(iHWi 3MiHK) - OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKu
niKkapcbKoro 3acoby 3 BHECEHHSAM iHchopMalLii LLoA0 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHSA Y cucTeMi Sl. BHeceHHs 3MiH 0 po3ainy
«MapkyBaHHs ynakosku» MKA /13
354. | TOP3AKC® TabneTku, BKpUTI ANKANOIL AL |Pecny6nika ANKANOIL AL Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 3a UA/12770/01/03
NNiBKOBOIO Ckon’e MiBHiYHA Ckon’e MiBHIiYHA AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
06010HKOt0, Mo 40 wmr; MakeoHis MakefoHis 3asBHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs) - 3MiHa Ha3Bu
no 15 tabneTtok y Ta agpecu 3aaBHuKa 13; 3MiHu | TUNy - AOMIHICTpaTUBHI 3MiHW.
6nictepi; no 2 3MiHa HaliMeHyBaHHs Ta/abo agpecu MicLs NPoBaKEeHHS
6nicTepu y KapTOHHIN LisiNbHOCTI BUPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
Kopoo6Li BK/10HAKUM AiNbHULI BUNYCKY cepil abo micLe npoBeaeHHs
KOHTPOJO SIKOCTI. (ZisS/IbHICTb, 3a SKy BignoBsigae
BMPOGHMK/IMNOpPTEp, BK/IOYAKOYM BUMYCK Cepili) - 3MiHa Ha3Bu Ta
agpecy BUpo6HuKa M13, 6e3 3MiHM Micusa BUPOOHULTBA; 3MiHM |
TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta hapmakoHarnagy
(iHWi 3MiHK) - OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKu
niKapcbkoro 3acoby 3 BHECEHHSAM iHchopMalLii LLoA0 3a3HaUYeHHS
OAVHWLb BUMIPIOBAHHSA Y cucTeMi Sl. BHeceHHs 3MiH 40 po3ainy
«MapkyBaHHs1 ynakosku» MKA /13
355. | TOP3AKC® TabneTku, BKpUTI ANKANOIL AL |Pecny6nika ANKANOIL AL Pecny6nika BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a UA/12770/01/04
NNiBKOBOIO Ckon'e MiBHiYHA Ckon'e MiBHIiYHA AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peyenmom
060/10HKO10, M0 80 Mr; MakefoHis MakefoHist 3as1BHMKA (B/1acHMKA pPeECTpaLiiiHOro NocBig4YeHHs) - 3MiHa Ha3BU
no 10 TabneTok B Ta agpecu 3asaBHuKa [13; 3MiHn | TUNy - AAMIHICTPaTUBHI 3MiHW.
6nicTepi; no 3 3MiHa HalimeHyBaHHA Ta/abo aApecu MicLs NPOBaKEHHS
6nicTepy B KAPTOHHIN LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOoro JlikapcbKoro 3acoby,
Kopoo6Li BK/10HAK0UM AiNbHULI BUNYCKY cepil abo micLe NpoBefeHHs
KOHTPOO SIKOCTI. (AiS/IbHICTB, 3a 5Ky BignoBsifae
BMPOGHUK/IMMOpTEp, BK/IKOYAOUN BUMYCK Cepild) - 3MiHa Ha3BK Ta
aapecy BUpo6HuKa 13, 6e3 3MiHM Micus BUPOOHULTBA; 3MiHW |
TMNy - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHM) - OHOB/IEHHS1 TEKCTY MapKyBaHHS yMaKoBKM
niKapcbKoro 3acoby 3 BHECEHHSIM iHchopMalLlii LLoA0 3a3HaUYeHHS!
OAVHML BUMIpOBaHHA Y cuctemi Sl. BHeceHHs 3MiH g0 po3giny
«MapkyBaHHs yrnakosku» MKA /13
356. | TPABOHEKC | kpanni O4Hi, po3uuH, HekcTchapm  |Pecny6nika PA®APM CA Ipeuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/17649/01/01
T 40 mkr/mn; no 2,5 mny M6X ABCTpis Loao 6esnekn/edeKkTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom

dhrakoHi-kpanenbHuLj;
no 1 dpnakoHy-
KpanenbHuui y
KapTOHHI KOpo6Lyi

3MiHU [0 y3araJlbHeHVX AaHNX NPo cuctemy hapmakoHarisgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy chapMakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANs 3jiicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
Bif, yNOBHOBaXKeHOI 0co6M, BiANOBifaIbHOI 3a 3AiiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTakTHi AaHi) Ta/abo 3MiHu y
po3milLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy). 3miHa
3as1BHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne460) [itoya pegakuisi: TOB "Hekctdapm”,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
YkpaiHa. MNponoHoBaHa pefakuis: "HekcTdapm MmoX",
Pecny6nika ABCTpisi. 3MiHa KOHTAKTHUX AaHUX YNOBHOBaXKEHOI
ocobu 3asiBHUKA, BIANOBIAAIbHOI 3a thapmakoHarnsag. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MiCLLe3HaXOKEHHSI MacTep-haiina. 3miHu | Tuny - 3MiHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHn). 3MiHK
BHECEHi B TEKCT MapKyBaHHS ynakosku /13 LLOAO 3MiHW BNacHUKa
peecTpauiiiHoro NocBiAYEeHHs, BHECEHHS NO3HAYEHb OAUHNLb
BVIMIpIOBaHHS, 3 BUKOPUCTAHHAM MiTep TaTUHCLKOro andasiTy.
BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA 13" 3aTBepaxeHo:
Jopaetbea
3anponoHoBaHo: 3rifHO 3aTBEPKEHOT0 TEKCTY MapKyBaHHS.
3miHa 3asBHMKa (BNacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460)
357. | TPUAYKTAH TabneTku, BKpUTI TOB "ACIHO Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHW | TURY - 3MiHK 3a UA/5030/01/01
MB NNiBKOBOIO YKPAIHA" woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
060/10HKOI0, 3 [ofaBaHHA MiXKHAPOAHMX NO3HaYeHb OAUHULL BUMIpOBaHHS (3
MoaucpikoBaHUM BUKOPUCTAHHSIM J1iTep NaTUHCLKOro andhasiTy); BHeceHHs 3MiH go
BUBI/IbHEHHAM, NO 35 po3giny “MapkyBaHHs" MKA /13: 3anponoHoBaHo: MAPKVPOBKA.
mr; no 10 TabneTok y CornacHo yTBepXAeHHOro TekcTa MapkMpoBku. MapkupoBka an1s
6nicTepi; no 3 abo 6 ynakoBku in bulk npunaraetcs. OHOBNEHHS TEKCTY MapKyBaHHSA
6nicTepiB y KAPTOHHIN yMakKoBKM MikapcbKoro 3acoby 3 BHECEHHAM iHGhopMaLii LWoa0
nauui; no 20 TabneTok 3a3HaYeHHs OAMHMLb BUMIPIOBaHHS Y cucTemi Sl.
y 6nicTepi; no 1, 3 abo BBefeHHs 3MiH NPoTArom 6-T1 MiCALIB MIiC/A 3aTBEPLKEHHS
4 6nictepun y
KapTOHHIN nayui
358. | TPUAYKTAH TabneTkn, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK - UA/5031/01/01
MB NNiBKOBOIO YKPAIHA" Lono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
0060/10HKOI0, 3 [ofasaHHA MKHapPO4HMUX NO3HAYEHb OAVHULL BUMIPIOBaHHS (3
MoaudpikoBaHUM BUKOPUCTAHHSAIM J1iTep NaTUHCLKOro andpasiTy); BHeceHHs 3MiH go
BUBI/IbHEHHAM, NO 35 po3giny “MapkyBaHHs" MKA N13: 3anponoHoBaHo: MAPKVPOBKA.
mr; in bulk: no 7 kr CornacHo yTBepxX/AeHHOro TekcTa Mapkmposku. Mapkuposka ans
TabneTok y ynakoBku in bulk npunaraetcsi. OHOB/IEHHS TEKCTY MapKyBaHHS
nonieTuneHoBmx yNakKoBKM MikapcbKoro 3acoby 3 BHECEHHSAM iHGhopMaLii woao
naketax, ki 3a3HavyeHHs oAMHMLb BUMIPIOBaHHSA Y cuctemi Sl.
BK/1a4aoTb Y BBegeHHs! 3MiH NPOTAroM 6-Tu MiICALIB NiC/1A 3aTBEPAKEHHS
KOHTelHepu
359. | TPUOCUN® TabneTku, BKPUTI MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMx MaTepiasiiB: 3MiHU | TUMY - 3MiHK 6e3 UA/17202/01/01
060n0Hkot0; no 10 "OITODAPM" oo 6esnekn/epekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenma
TabneTtok y 6nictepi, OHOBJ/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKU Jlikapcbkoro 3acoby 3
no 3, 5 a6o 10 BHECEHHSM iHdhopMaLii LLoA0 3a3HAYEeHHS OAVHULb BUMIPHOBaHHS
6nicTepiB y nauui y cucTemi Sl. BBefieHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPAKEHHS
360. | TPIBECTAH TabneTku, BKPUTI AT YkpaiHa Brvpo6HMuTBO Bonrapisi/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHn 6e3 UA/4050/01/01
060n0HKot0, Nno 250 "BITAMIHN" Hepo3chacoBaHo| YkpaiHa 3 AKocTi. FoToBwMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3miHa Y peyenma

Mr, no 10 TabneTok y
6nictepi; no 6

npoayKuii, NnepBnHHa
ynakoBka abo

TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs roToBOro
NiKapcbKoro 3acoby (36iNbLIeHHs TepMiHY NPUAATHOCTI TOTOBOr0
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

6nicTepiB y KAPTOHHIN
nauuj

BMPOGHMLITBO 3a

MOBHUM LMK/IOM:

AT "Codpapma”,
Bonrapis;

BTopvHHa ynakoBka,
[,03Bi/T HA BUMYCK
cepii:

AT "BITAMIH",

Ykpaina

nikapcbKoro 3acoby) - [11s ToproBoi ynakoBku (NigTBEpMAKYETbCA
LaHUMK peasibHOro Yacy) - 36i/bLLeHHSI TEPMiHY NPUAATHOCTI
rOTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUMBHUX pe3ynbTaTiB
[0BrOCTPOKOBYX AOCHIKEHb CTabINbHOCTI Y peasibHOMY Yaci:
3arBepkeHo: TepMiH NpuaaTtHoCTi 3 poku 3anponoHOBaHO:
TepmiH npugaTHocTi 5 pokiB. 3MiHU BHECeHi B po3ain "TepMmiH
NPVAATHOCTI" B IHCTPYKL,iI0 415 MeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3aco6y; 3miHW | Tuny - 3MiHM 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpuMAaTHOCTI
abo ymoBax 36epiraHHs roTOBOro Jlikapcbkoro 3acoby (3miHa B
ymoBax 36epiraHHsi rOTOBOro Jlikapcbkoro 3acoby abo nicns
PO3UYMHEHHA/BIAHOBNEHHS) - 3MiHA B yMOBax 36epiraHHs [13.
3MiHN BHECEHI B po34in "YMoBw 36epiraHHs" B iHCTPYKL,itO Ans
MeAMYHOro 3acToCyBaHHA /iKapCbKoro 3acoby, SK HacnifokK -
BiANOBIAHI 3MiHW y TEKCTi MapKyBaHHS yNakoBK/ NiKapCbKOro
3aco6y; 3MiHK | TUny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHK) - 3MiHW BHECEHI B TEKCT
MapKyBaHHS! yNakoBKW /ikapCbKOro 3acoby LU0A0 3a3HauYeHHs
MDKHaPOAHUX NO3HAYeHb OAVHNLL BUMIPOBaHHA. BHECEHHS 3MiH
[0 po3ainy «MapKyBaHHs» Ta BHECEHHSI KpaTHUX oauHuLb Sl
(BBeAeHHs 3MiH NpPOTAroM 3-X MicsiliB nicns 3aTBepAKEHHS)

361.

TPIBECTAH

TabneTku, BKpUTI
060/10HKO0, No 250
Mr, in bulk Ne 1590: no
10 Tabnetok y
6nictepi; no 159
6nictepiB y
noninponineHoBii
Kopo6ui; in bulk Ne
1620: no 10 TabneTtok
y 6nicTepi; no 162
6nictepu y
noninponineHoBii
Kopo6ui; in bulk Ne
1650: no 10 TabneTok
y 6nicTepi; no 165
6nicTepiB y
noninponineHoBii
KopoobUi

AT
"BITAMIHN"

YKpaiHa

AT "Codthapma”

Bonrapis

BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3MiHn
3 siKoCTi. FoToBWMIA Nnikapcbkuii 3aci6. CTabinbHICTL. 3MiHa Y
TepMiHax npugaTHOCTI abo yMoBax 36epiraHHs rOTOBOro
nikapcbKoro 3acoby (36i/bLIeHHs TepMiHY NpuAAaTHOCTI FrOTOBOro
nikapcbKoro 3acoby) - [1na Toproeoi ynakoBku (MiATBEPOXKYETLCA
AaHVIMU peanbHOro vacy) - 36i/ibLLEHHA TePMiHY NPUAATHOCTI
roTOBOrO NiKapCbKOro 3acoby Ha OCHOBI NO3UTUBHMX pe3yNbTarTiB
[LOBrOCTPOKOBUX AOCNIMKEHb CTabiNIbHOCTI y peasibHOMY yaci:
3aTtBepmkeHo: TepMiH NnpuaaTtHoCTi 3 poku 3anponoHOBaHO:
TepmiH npugaTHoCTi 5 pokiB. 3MiHK | TUNY - 3MiHW 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. CTabinbHICTL. 3MiHa Y TEpMiHaX
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro JlikapcbKoro 3acoby
(3MiHa B ymMoBax 36epiraHHs1 roTOBOro MikapcbKoro 3acoby abo
nicna pO34YMHEHHA/BILHOB/EHHS) - 3MiHA B yMOBax 36epiraHHs
'N3. BignosigHi 3MiHW y TEKCTIi MapKyBaHHS ynakoBKW NikapCbKoro
3aco6y; 3MiHu | TUny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHK) - 3MiHW BHECEHI B TEKCT
MapKyBaHHS! yNakoBKW NikapcbKoro 3acoby LU0A0 3a3HaueHHs
MDKHaPOAHUX NO3HA4YeHb OAVHWLL BUMIPOBaHHA. BHECEHHS 3MiH
[0 po3ainy «MapKyBaHHS» Ta BHECEHHSI KpaTHUX oauHuLb S
(BBegeHHs 3MiH NpoTaroM 3-X MicsiliB nicns 3aTBepAKeHHs)

UA/13251/01/01

362.

TPOMBOL],

renb, 15 mr/rno40r
a6o no 100 r y Ty6i; no
1 Ty6i y KapTOHHIN
Kopoo6Li

6eHe-
ApuHaiimiTTen
b M'M6X

HimeuunHa

Brpo6HMK
Hepo3chacoBaHoro
NPOAYKTY, NepPBUHHE
nakyBaHHs1,
BTOPVHHE
nakyBaHHs:

HimeyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCList MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIKYAKUN AiNbHULL BUNYCKY cepii abo MicLe
NPOBefeHHS KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMIOpPTEp, He BK/OYaUM BUNYCK cepiit). 3MiHa Ha3Bu

6e3
peyenma

UA/9234/01/01
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Ne

Hassa

3asiBHUK

®dopma sunycKy KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
C.P.M. BMpo6HuKa C.P.M. KoHTpakTt®apma Mm6X, HimeuunHa
KoHTpakT®apma (BMPOBHMLTBO HEPO3hacoBaHOro NPOAYKTY, NEPBUHHE NakyBaHHS,
M6X, HimeyunHa; BTOPUHHE NakyBaHHS). BupobHuua finbHnusa Ta yci BUpo6HMuI
KoHTpornb skocTi: onepauii 3a/MwaTbCa He3MiHHUMKW. 3MiHu | Tuny -
6eHe- AnMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
ApuHaimiTTenb MiCLi MPOBaKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/IHOYatoum, 3a
M6X, HimeuunHa; HeoObXiAHOCTI, MicLle NPOBEeAEHHSI KOHTPO/IIO SIKOCTI), abo BriacHuKa
Mikpo6ionoriunHwii MacTep-halina Ha A®l, abo noctavansHuka Adl/BuxigHoro
KOHTPO/b: marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
[p. TpaHep & BMPO6HMLTBI A®I (SKLLO 3a3HAYEHO Y AOCHE Ha JliKapCbkuii 3acib)
MapTHep MM6X, 3a BifiCYTHOCTI cepTudpikata BignoBiAHOCTI EBponelichkiit
HimeuumnHa; hapmakonei y 3aTBepAKeHOMY A0CbE, a60 BUPOBHMKA HOBOI
[o3Bin Ha Bunyck [0MOMIKHOT PEYOBMHY (SIKLLLO 3a3HAYEeHO Y AOChE). 3MiHa Ha3BuW
cepii: na6opartopii L&S AG, sika 34iliCHIOE MIKPOGIONOriYHMIA KOHTPOSIb.
6eHe- Brpo6Huya AinbHuuS Ta yci BUpobHUYi onepawi 3anmwarTbes
ApuHaiimiTTens He3MiHHUMKW. 3MiHu | Trny - 3MiHK 3 SKocTi. A®l. BUpo6HMLTBO.
v6X, HimeyunHa 3MiHM B npoLieci BUpo6HULTBA AD| (He3HaYHa 3MiHa Y 3aKpuTili
yacTuHi MacTep-haiina Ha A®l). 3mMiHa CTOCYETbCA YTOUHEHHSA
{00 ONu1cy BMPOGHMYOTO NpoLecy B 06MeXeHii yacTuHi ASMF.
3MiHu | TUnNy - 3MiHK 3 AkocTi. APL. KoHTposb A®L. 3miHa y
mMeTofax BunpobysaHHs AdP| abo BuXigHOro
mMarepiany/npomMiKHOro NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA
y npoveci BUpo6HuLTBa AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHMNX
mMeTofax BUNPOOyBaHHS).
CynyTHSA 3MiHa - 3MiHuM 3 skocTi. ADl. KoHTponb AdI. 3miHa 'y
napameTpax cneuudikaii Ta/abo AONyCTUMUX MEX, BU3HAUYEHNX
y cneyudpikauisix Ha AdPl, abo BMXiAHWA/MPOMIXKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci BUPOGHMLTBA
ADI (3BY)KEHHS [OMYCTUMUX MEX, BUSHAUYEHNX Y crieundikavii).
3MiHa CTOCYETbLCSA 3MiHM aHaiTUYHOTrO MeToAy 415 napameTpy
laeHTudikauis «IY-cnektps». 3miHn | Tuny - 3MiHK 3 akocTi. AdI.
KoHTposnb A®I. 3miHa y MeToAax BunpobysaHHs APl abo
BVXifHOrO Matepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCA y NpoLieci BUpo6HMUTBa AD| (HE3HAYHI 3MiHK Y
3aTBEPMAXEHNX MeTOoAax BUNPOOYBaHHS). 3MiHa CTOCY€ETbCS
TEXHIYHMX BUNPaB/IEHb B ONWUCI METOAMKN BUNPOOYBaHHA ANns
KinbkicHoro BnusHauyeHHsi PPS (GPC meTtoga).
363. | YIbTPEKC kancynv no 150 mr; no | PiBochapm CA |LLBeiiuapis Pisochapm CA LBeliLapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14647/01/01
8 kancyn y 6nictepi; ALMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby - 3MiHK peyenmom
no 2 6nictepn y BHeCeHi Wwoao Ha3su J13. 3arteepaxeHo: MynkeunpoH (Pulxypron)
KapTOHHII Kopo6Lli 3anponoHoBaHo: YnbTpekc (Ultrex)
364. | YNIbTPEKC kancysm no 300 mr; no | PiBodpapm CA | LUBeliyapis PiBopapm CA LLiBeliyapis BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiasiiB: 3MiHW | Tuny - 3a UA/14647/01/02
8 kancyn y 6nictepi; AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW /iKapCbKOro 3acoby - 3MiHK peyenmom
no 2 6nictepn y BHeceHi o0 Ha3su J13. 3atsepgpkeHo: MynkcmunpoH (Pulxypron)
KapPTOHHI Kopobui 3anponoHoBaHo: YnbTpekc (Ultrex)
365. | YIbTPEKC kancynu no 150 mr; no | PiBochapm CA | LUseiiyapis Pisocpapm CA LLiBeiiuapis BHECEHHS 3MiH 0 peeCcTpaLiiiHMX MaTepiasiiB: 3MiHU | TUMY - 3MiHK 3a UA/14647/01/01
8 kancyn y 6nictepi; oo 6e3snekn/edpekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyernmom

no 2 6nictepn y

NpuBEAEHHA TEKCTY MapKyBaHHs ynakoBok /13 BignoBigHo Ao
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs

KapPTOHHI Kopobui BMMOr Hakazy MO3 Ykpainu Big 23.07.2015 p. Ne 460

366. | Y/IbTPEKC kancynv no 300 mr; no | PiBochapm CA |LLBeiiuapis Pisochapm CA LBeliLapis BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiiB: 3MiHU | TURY - 3MiHK 3a UA/14647/01/02
8 kancyn y 6nictepi; oo 6e3snekn/epekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
no 2 6nictepn y npuBeLeHHA TEKCTY MapKyBaHHSA ynakoBok J13 BignosigHo ao
KapTOHHIN Kopo6Lyi BMMOr Hakazy MO3 Ykpainu Big 23.07.2015 p. Ne 460

367. | PAMOTUNON niocpinizat ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 3a UA/14868/01/01

H-®APMEKC PO3UUHY ANS iH ekl "®APMEKC reyn Lono 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom

no 20 mr 5 chnakoHis 3 reyn" OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
niocpinizatom y BHECEHHSM iHGhopMaLii LLoA0 3a3HAaYEeHHS OAMHMLb BUMIPIOBaHHS
KOHTYpHIli YapyHKOBIi y cuctemi Sl. BHeceHHs 3MiH 0 po3gainy "MapkysaHHA" MKA N13:
ynakosLi; no 1 3anponoHoBaHo: MAPKYBAHHA BianoBigHO A0 3aTBEPAXEHOTO
KOHTYPHIlA YapyHKOBIl TEeKCTy MapKyBaHHs. TepMiH BBeAEHHS 3MiH - NPOTSArom 6 micsuis
ynakosLi B nayui nicns 3aTBepKeHHSA

368. | ®APIBEPAE | cnipeii gns poToBoi CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix MmaTepianis: 3MiHU | TUMY - 3MiHK 6es UA/16539/01/01
NOPOXHWHK 1,5 mr/mn, YKPaiHCbKO- icnaHcbke 3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro peyenma
no 30 MN1 Y KOHTelHepi icnaHcbke nigNPUEMCTBO nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikadii Ta/abo
3 KPULLIKOIO B nignpueMcTBo "CMEPKO [0NYCTUMUX MEX FOTOBOrO /iKapCbKOro 3acoby (J0MNOBHEHHS
KOMMEKTI 3 "CMEPKO YKPAIHA" cneuudikauii HOBUM NOKa3HUKOM 3 BigMOBiAHNM METOAOM
NPUCTPOEM ANS YKPAIHA" BMNPOGYBaHHS) — AONOBHEHHSA MOKa3HuKa «laeHTudpikauis.
PO3NUIOBAHHA Y BeH3ngamiHy rigpoxnopug» A04ATKOBUM BU3HAUYEHHAM Aiana3oHy
navi A®| B ynbTpadioneTosili 061acTi 3 BUKOPUCTAHHAM Ai04HO-

MaTpPUYHOro AeTekTopy

369. | ®PAPIBEPAE | cnipeit ans potosoi CninbHe YkpaiHa CninbHe yKpaiHCbKo- YkpaiHa BHECEHHS 3MiH 0 peecTpalinHux MmaTepiasis: 3MiHK | TURYy - 3MiHW 6es UA/16539/01/01
NOpPOXHWHK 1,5 mr/mn, YKpaiHCbKO- icnaHcbke 3 AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro peyenma
no 30 MmNy KOHTelHepi icnaHcbke nigNPUEMCTBO nikapcbKoro 3acoby. 3miHa y MeTofax BUnpobyBaHHS rOTOBOIO
3 KPULLIKOIO B nignpueMcTBo "CMEPKO nikapcbkoro 3acoby (iHLWi 3MiHM y MeToAax BUNpobyBaHb
KOMMJIEKTI 3 "CMEPKO YKPAIHA" (BKNtOYAOUM 3aMiHYy @60 [OMOBHEHHS)) — 3MiHV aHaUTITUYHOT
NPUCTPOEM ANS YKPAIHA" MEeTOAMNKM 3a NOKa3HNKOM «CynyTHi AOMiLLKu» (MpoboniaroToBka,
PO3NUIIOBAHHSA Y YMOBM Ta NOpsif0K NPOBELAEHHS aHani3y)
nauuj

370. | ®PEBAPVH® TabneTku, BKpUTI ABGOTT HigepnaHan MaiinaH PpaHuis BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/7599/01/02
NNiBKOBOIO Xenckea Na6opaTtopiz CAC 3 AkocTi. CepTudikat BignosigHocTi/lE-cepTudpikat BignosigHOCTI peyenmom
060/10HKO0, No 100 Mpopaktc b.B. €Bponelicbkiii chapmakonei/moHorpadii. MogaHHs HOBOro abo

Mr, no 15 Tabnetok y
6nictepi; no 1 abo no
2 6nictepu B
KapTOHHiI kopobuj; no
20 TabneTtok y
6nictepi; no 3
6nicTepy B KapTOHHIiA
KopooLi

OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
cepTtudpikaTa BignoBiaHOCTI E€Bponelickbkiinn hapmakonei: ana Adl;
ONs BUXiAHOrO MaTepiasy/peareHTy/MpOMiXKHOIO NPoAaykKTy, L0
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; 415 JONOMDKHOT peYOBUHU
(cepTudpikaT BignoBigHOCTI €Bponeiickkili hapmakonei) - Hoswii
cepTugikaT Big HOBOrO BUPOOHMKA (3aMiHa ab0 AONOBHEHHS) -
nogaHHsa HoBoro CepTudikaTy BignoBiAHOCTI EBpoONENCHKIi
thapmakonei RO-CEP 2014-089-Rev 03 1s Aito4oi peyoBrHU
donyBoKCaMiHy Maneary Bifg HOBOro Bupo6bHuka ZCL Chemicals
Ltd., India: 3anponoHosaHo: 1. Johnson Matthey Inc.
Pharmaceutical Materials, USA 2. Lonza AG, Switzerland 3. ZCL
Chemicals Ltd., India




167

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
371. | PEBAPUH® TabneTku, BKpUTI AGGOTT HinepnaHvgn MaiinaH PpaHLis BHECEHHS 3MiH 40 peecTpaliiiHMx MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/7599/01/01
NNiBKOBOIO Xenckea Na6opaTtopiz CAC 3 AkocTi. CepTudikat BignosigHocTi/lE-cepTudpikat BignosigHOCTI peuyenmom
060/10HKO10, M0 50 Mmr, MNpopaktc b.B. €Bponelicbkiii thapmakonei/moHorpadii. MogaHHs HoBOro abo
no 15 tabneTtok y OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUIYyYEHHS
6nictepi; no 1 a6o no cepTtudikaTa BiAnoBiaHOCTI €Bponelichbkiin hapmakonei: ana Adl;
2 6nictepu B ONs BUXIAHOrO MaTepiasy/peareHTy/MPOMiKHOIO NPoAyKTY, L0
KapTOHHiI kopobuj; no BMKOPUCTOBYIOTbCA Y BUPOOHNLTBI ADI; 4515 JONOMDKHOT peY0BUHU
20 Tabnetok y (cepTudpikaT BignoBigHOCTI EBponeiickkili hapmakonei) - Hoswii
6nicTepi; no 3 cepTudikaT Bif HOBOro BUPOGHYVKa (3aMiHa abo [ONOBHEHHS) -
6nicTepy B KapTOHHIA nogaHHsa HoBoro CepTudikaTy BignoBiAHOCTI EBpoONeENiChKii
KopooLi thapmakonei RO-CEP 2014-089-Rev 03 a1s Aito4oi peyoBrUHU
donyBoKcaMiHy Maneary Bifg HOBOro Bupo6Huka ZCL Chemicals
Ltd., India: 3anponoHoBaHo: 1. Johnson Matthey Inc.
Pharmaceutical Materials, USA 2. Lonza AG, Switzerland 3. ZCL
Chemicals Ltd., India
372. | ®E3AM® Kkancynu Teepgi; no 10 TOB "TeBa Ykpaina AT Cep6is/ BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/3371/01/01
Kancyn y 6nictepi, no YkpaiHa" "bapmavueBTMYHa i Bonrapis wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
2 abo 6 bnictepis y XimiuHa IHaycTpis, BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs" MKA N3:
KapTOHHI Kopo6Lyi 3apasne”, Cepbis; 3anponoHoBaHo: MapkyBaHHA 3rigHO 3aTBEPKEHOr0 TEKCTY
BankaHdapma- MapkyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKM
[Oynuuus AT, niKapcbKoro 3acoby 3 BHECEHHAM iHchopMaLii LLOA0 3a3HaYeHHs
Bonrapis OAVHWLb BUMIpIOBaHHA Y cucteMi Sl. BBeieHHs1 3MiH NpoTArom 6-
TV MiCALIB Nicna 3aTBepAKEHHS
373. | PEPBEKC NOPOLLOK A5 YIMNCA CAC dpaHuis YIMNCA CAC dpaHuis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 6e3 UA/7600/01/01
ONa JITEN OpasIbHOro Po3yuHy; 8 Loao 6e3nekn/edpeKTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenma
caile y KapTOHHIl 3MiHV A0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
KOpo6Li (BBEAEHHSA Yy3arasibHEHMX AaHUX NPo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0cO6MU, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapMakoHarnaay; KOHTakTHoOI 0cobu 3 thapmakoHarnsay 3asBHUKa
0151 340iCHEHHA hapmakoHarnsagy B YkpaiHi, SKWwo BoHa BiAMIHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBigaibHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIouYaoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MileHHI MacTep-haiina cuctemMm papmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3asABHUMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B YkpaiHi. [ivoua pefakuis:
PornHcbka OneHa MaBniBHa. MponoHoBaHa pegakuis: BeHrep
Mogmuna AHatoniiBHa.
3MiHa KOHTaKTHUX [aHX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0Co6M
3asBHMKA, BiANOBIAA/IbHOI 3a hapmakoHarnsag B YkpaiHi
374. | ®EPBEKC NOpPOLUOK ANA YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepiasiiB: 3MiHK | TUMY - 3MiHK 6e3 UA/7741/01/01
And OPa/IbHOTO PO34KHY; 8 oo 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuyenma
AOPOCINX calle y KapTOHHil 3MiHM A0 y3arasibHEHUX AaHuX NMpPo cuctemy dpapmakoHarnsagy

KopooLi

(BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHuKa
[ANs 3ajicHeHHs hapMakoHarsay B YKpaiHi, KLU0 BOHA BiAMiHHA
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

Bifl yNOBHOBaXeHOI 0cobu, BifnoBigasibHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bkaoyatouy KOHTakTHI faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aBHMKA,
BignoBigasibHOI 3a hapmakoHarnsag B Ykpaidi. [itoua pefakuis:
PorvHcbka Onexa MNasnisHa. MNponoHoBaHa peAakuis: Bexrep
ogmuna AHaTtoniiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6U
3asBHVKa, BigNOBiAabHOI 3a hapmakoHarnsag, B YkpaiHi

375.

®EPBEKC
ans
LLOPOC/INX
BE3 LIYKPY

NOPOLLOK A5
OpasIbHOrO PO3YMHY;
no 8 cawe 3
NOPOLLKOM Y
KapTOHHIi Kopo6Lyi

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHuis

BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK
oo 6e3sneku/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Npo cucTemy dpapmakoHarnsagy
(BBEfIEHHSA y3arasibHEHUX JaHuX MPo cuctTemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[AnA 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemMn hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi. [litoua pefakuis:
PornHcbka OneHa MasniBHa. MponoHoBaHa pefakuis: BeHrep
NMogmuna AHatoniiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0co6M
3asBHMKa, BiANoBiAa/IbHOT 3a papmakoHarnsaz B Ykpaii

6e3
peyenma

UA/5441/01/01

376.

®EPBEKC
ans

JIOPOC/INX
BE3 LYKPY

NOpPOLLIOK ANt
OpasIbHOr0 PO3UNHY;
no 8 cawe 3
NMOPOLLKOM Y
KapPTOHHI KOpooL;j

YMNCA CAC

PpaHLin

YMNCA CAC

PpaHLin

BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK
3 skocTi. CepTudikat BignosigHocTi/lE-cepTudpikar BignoBigHOCTI
€Bponelicbkii hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOB/IEHOTO cepTudikaTta BifnoBigHOCTI abo BUTYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiickkin hapmakonei: gns Adl;
0151 BUXIQHOTO MaTepiasy/peareHTy/NpoMiKHOro NpoayKTy, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 AONOMDKHOT peYoBUHU
(cepTudpikat BigNOBIAHOCTI €BpoNeiichKili hapmakonerl) -
OHOBNEeHWIA cepTUIKaT Bif, Y)Ke 3aTBepAKEHOro BUPObHNMKa -
nofiaHHA OHOB/IEHOTrO cepTudikaTa BifgnoBiAHOCTI EBpONeNchKiii
thapmakonei Ne R1 CEP-2000-124 Rev 08 g5l fitoyoi peyoBuHN
Paracetamol Big Bxe 3aTBepxeHoro BupobHunka Angiu Lu'an
Pharmaceutical Co., Ltd.

6e3
peyenma

UA/5441/01/01

377.

®EPBEKC
ans
LOPOC/INX
3
MANVHOBW
M CMAKOM

NMOPOLLOK A/15
OpasIbHOro PO34mHy, 8
calle y KapTOHHIl
Kopoo6Li

YMNCA CAC

PpaHLis

YMNCA CAC

PpaHLis

BHECEHHS 3MiH 40 peecTpaliiiHuxX MaTepiasiiB: 3MiHK | TURYy - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX NpPo cuctemy dpapmakoHarnsagy
(BBEAEHHSA Yy3araslbHEHMX AaHUX NPo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0CO6MU, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsay; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy 3asiBHUKa

6e3
peyenma

UA/3128/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

[Ons 3jicHeHHs hapMakoHarisay B YKpaiHi, SKLW0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0cobu, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi. [liloua pegakuis:
PorvHcebka Onena MNaeniBHa. MNponoHoBaHa peAakuis: BeHrep
Mogmuna AHatoniiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M
3as1BHMKA, BifgNoBiAa/IbHOI 3a hapmMakoHarnsag B YkpaiHi

378.

®JIEBOTOH

renb2%no40ry
Ty6i; no 1 Ty6i B
KapTOHHIN nayui

AT
"Cocpapma"

Bonrapis

AT "Codpapma”

Bonrapis

BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUNY - 3MiHK
LoAo 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3arasibHeHUX faHuX npo cuctemy papmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX JaHUX NPO cucTemy hapmaxkoHarnagy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANA 3[iicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0cobMu, BiAMNoBiga/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Ioyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAANLHOI 3a 34ilicCHEHHA thapmakoHarnagy. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0CO6U
3a8BHWKa, BiANOBIAANbHOI 3a 34iiCHEHHS hapmakoHarnagy B
YkpaiHi. 3MiHa MicuA 34iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs1 MacTep-haiina
cuctemu chapmakoHarnsgy

6e3
peyenma

UA/0747/01/01

379.

®JIEBOTOH

Kancynu Teepgi no
300 mr no 10 kancyn y
6nictepi, o 5
6nicTepiB y KAPTOHHIN
naJui

AT
"Cocpapma"

Bonrapis

AT "Codcpapma”

Bonrapis

BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK
woao 6esneku/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy hapmMakoHarisgy
(BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobu 3 hapmakoHarnsgy 3asBHUKa
[ANs 3AjicHeHHs hapMakoHarnsay B YkpaiHi, KLU0 BOHa BigMiHHA
Bif, yNOBHOBaXeHOI 0co6u, BiANOBifabHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkaoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX faHuX YNOBHOBaXXEHOI 0CO6Y 3asBHMKa,
BiANOBIAA/IbHOI 32 34iICHEHHS hapmakoHarnsgy. 3MiHa
KOHTaKTHUX [aHNX KOHTaKTHOI 0CO6Y YNOBHOBAXEHOI 0CO6U
3a8BHUKA, BiAMNOBiAa/IbHOI 3a 3AiiCHEHHA dapMakoHarnagy B
YKpaiHi. 3mMiHa MicLsa 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
thapmakoHarnsgy. 3miHa MicLie3HaxomkeHHs1 MacTep-taiina
cuctemu chapmakoHarnsgy

6e3
peyenma

UA/0747/02/01

380.

®JIOKCAN®

Kpani O4Hi, pO34nH
0,3%; no5mny
hN1akoHi 3
KpanenbHuueto; no 1

TOB "bayw
Xenc"

YkpaiHa

Op. l'epxapg MaHH,
XeMm.-chapm. Pabpuk
6X

HimeuyunHa

BHECEHHS 3MiH 40 peecTpaliiiHuxX MaTepiasiiB: 3MiHK | TURYy - 3MiHK
3 AkocTi. CepTudpikat BignosigHocTi/I E-cepTudikar BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs HOBOro abo
OHOBJIEHOTO cepTudlikaTa BifgnoBigHOCTi a60 BUYyYEHHS

3a
peyenmom

UA/8528/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
chnakoHy 3 cepTtudikaTa BiANoBiAHOCTI EBponelichbkinn hapmakonei: ana Adl;
KpanesibHULEI B 0151 BUXIAHOTO MaTepiasty/peareHTy/NpoMiKHOro NpoAayKTy, Lo
KapTOHHI Kopo6Lyi BMKOPUCTOBYHOTbCSA Y BUPOOHNLTBI ADI; 415 AONOMDKHOT peYoBUHM
(cepTudhikaT BignoBigHOCTI EBponelickkii hapmakoner) -
OHOB/EHMIA cepTUdiKaT Bif Y)Xe 3aTBEpAXEHOr0 BUPOOHUKA -
noAaHHA OHOBMIEHOTO cepTudikaTy BifNOBIAHOCTI EBPONECHKIi
thapmakonei R1-CEP 2000-134-Rev 04 Bif 3aTBEpAKEHOr0
BMpo6HMKa Quimica Sintetica S.A. Ajto40i pe4yoBrHN OhIoKCaLUH
(3aTBepmxeHo: R1-CEP 2000-134-Rev 03; 3anponoHoBaHo: R1-
CEP 2000-134-Rev 04)
381. | ®NNYKOHA3O0 | po3umH Ans iHdysiit MpusatHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasiiB: 3MiHU | TUNY - 3MiHK 3a UA/14390/01/01
n 0,2 % no 100 mny akujioHepHe akuioHepHe oo 6e3snekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
naawyj; no 1 nasawui y TOBapUCTBO TOBapUCTBO 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKV Nikapcbkoro 3acoby
nauuj "IHcpy3ia" "IHdpy3isn” LLOA0 3a3Ha4YeHHA MDKHApPOAHWX NO3HAYEeHb OAUHULb
BMMIpIOBaHHS. BHeceHHs 3MiH f0 po3ainy «MapkyBaHHSA» MKHA
N3: 3anponoHoBaHo: MAPKYBAHHSA BignosigHo ao
3aTBEPIXXEHOrO TEKCTY MapkyBaHHS. TepMiH BBEEHHS 3MiH:
NPOTAroM 6-T MICALIB MiC/1A 3aTBEPAKEHHS 3MiH
382. | ®/TYOMI3VH TabneTky BariHasibHi MegiHoBa Al | LLBeiiyapis MegiHoBa Arl’, LliBeiiuapis/ | BHeCEHHSI 3MiH 4O peecTpaLiiiHUX MaTepianiB: 3MiHW | TUMy - 3MiHK 6e3 UA/1852/01/01
no 10 mr; no 6 LBeliuapis HimeuunHa oo 6esnekn/edpekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) - peyenma
TabneTok y 6nictepi, (BignoBigansHuii 3a OHOBJIEHHS] TEKCTY MapKyBaHHS1 yNakoBKM JTiKapCbKOro 3acoby 3
no 1 6nictepy B KOHTPO/b AKOCTi Ta BHECEHHSM iHdhopMaLii LLoA0 3a3HaYeHHS OAVHULb BUMIPHOBaHHSA
KapTOHHi KopobLj; no BUNYCK cepil); y cucTteMi Sl. BHeceHHs 3MiH A0 po3ainy «MapkysaHHa» MKA N13:
2 TabneTtkn y 6nictepi, PotteHgopc ®apma 3anponoHOBaHO: MapKyBaHHS. 3rigHO 3aTBEPAKEHOIO TEKCTY
no 1 6nictepy B v6X , HimeuunHa MapKyBaHHs. TepMiH BBeEHHS 3MiH - NPOTArom 6 MicsliB nicns
KapTOHHi Kopobuyj ( BigNOBigaNbHWIA 3a 3aTBepIKeHHsA
nepBuHHe Ta
BTOPVHHE
nakyBaHHs);
PotteHgopt dapma
Mm6X, HimewunHa
(BignoBiganbHuii 3a
BMPOBGHULITBO)
383. | ®/TYOPOYPA | po3suvH ans iH'ekuin 50 Mictpan AHrnia Xaynt ®apma HimeuunHa BHECEHHS 3MiH 0 peecTpaLiitHMx MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/15418/01/01
unn- BICTA mr/mn; no 5 mn a6o 10 Kenitan Bonbhparcxay3eH 3 skocTi. CepTudikat BignosigHocTI/lE-cepTudpikat BignoBigHOCTI peyenmom
M, abo 20 mn MeHemKMeHT 6X €Bponelicbkinn dhapmakonei/moHorpadii. NMogaHHA HoBOro abo
PO3YUHY NS iH'EKLNA Y NimiTeq OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI ab60 BUTYyYEHHS

thnakoHax; no 1
dhnakoHy y kopobui 3
KapTOHY

cepTudikaTa BignosigHocTi €Bponeiickkiii hapmakonei: ans Adl;
ON15 BUXIAHOrO MaTepiasty/peareHTy/MpOMiXXHOIO NPOAyKTY, L0

BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT peYOBUHU

(cepTudhikaTt BignoBigHOCTI E€Bponelickkilt thapmakonei) -
OHoB/EeHWIA cepTUdikaT Bif Y)Xe 3aTBEpIXEHOro BUPOOHUKA -
MofaHHs OHOB/IEHOrO cepTudikaTy BignoBigHOCTI EBponelickkiii
hapmakonei Ne R1-CEP 2000-092-Rev 06 Big, yxe
3aTBEepXeHOro BupobHunka A®| dtopypauuny BupobHmuuTea DCS
PHARMA AG, LUseliuapis (3aTBepAXeHuii cepTudiikat
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
BiAgnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2000-092-
Rev 05). logaHo KOHTpOsib B AD| nokasHuka «HacunHa ryctuHa,
BVAAIEHO NOKa3HWK «Baxki meTanu». [logaHo BUPOGHUYY
OiNbHULO 415 npoueca MikpoHizauii Ad|
384. | ®OTUN® Kpanni o4Hi; no 5 mn y CaHteH AT PiHNAHAIA MaHythakTypiHr HigepnaHay | BHeceHHS 3MiH [0 peecTpaLiiiHix MaTepianiB: 3MiHW | TUMY - 3MiHKN 3a UA/2384/01/02
POPTE nonieTuneHoBomMy MakariHr ®apmaka | PiHNAHAiA oo 6e3nekn/ehpekTnBHOCTI Ta chapmakoHarnsgy. 3miHa y peyenmom
h1akoHi-KpanenbHuLi; (MMNo) b.B., KOPOTKIll XapaKTepuCTu1Li NikapCbKoro 3acoby, TEKCTI MapKyBaHHS
no 1 dpnakoHy B Higepnanan Ta IHCTPYKUiT 415 MeQnYHOro 3acTocyBaHHA Ha NiAcTasi perynspHo
KapTOHHI Kopo6Lyi (anbTepHaTuBHWIA OHOB/IIOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
BUPOGHMK, JocnimkeHb 3 6e3nekn 3acToCyBaHHS Nikapcbkoro 3acoby B
BiANoBiganbHUii 3a nicnsipeecTpauiiHuii nepiog, abo sik pe3ynbTaT OLiHKM 3BiTYy 3
BTOPUHHE AocnigpKeHb, NPoBeAeHVX BIANOBIAHO A0 NiaHy negiaTpuyHnx
nakyBaHHs); pocnigpkeHsb (PIP) (iHWi 3MiHK) - 3MiHX BHECEHO [0 IHCTpyKUiT Ans
Hekctdapma AT, MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby f0 Po3finiB
PiHNAHAIA "MobiuHi peakuii" BiANOBIAHO A0 pekomeHAaLin PRAC. BBegeHHs
(BUPOGHUK, 3MiH NPOTAroM 3-x MicAUiB NicnsA 3aTBepAKEeHHS
BiANoBiganbHUii 3a
BMPOGHULITBO in
bulk, nepBuHHy Ta
BTOPVHHY YNakoBKY,
KOHTPO/b SKOCTI);
CaHteH AT,
PiHNAHAIA
(BMPOGHMK
BignoBigasnbHWi 3a
BMNYyCK cepii)
385. | PPOMINIA® TabneTkn, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHisi BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 3a UA/5026/02/01
NNiBKOBOIO HoBo mecTo mecTo, C/ioBeHis Lono 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
06010HKO0, No 250 (B1PO6GHMLTBO "in OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW fikapcbKkoro 3acoby 3
Mr; M0 7 TabneToK y bulk", nepuHHe Ta BHECEHHSM iHGhopMaLii LLoA0 3a3HaYEeHHS OAMHMLb BUMIPIOBaHHS
6nicTepi; no 2 BTOPUHHE y cuctemi Sl. 3amiHa po3giny «F’PAGNYECKOE O®OPM/IEHVE
6nicTepy B KAPTOHHIl nakyBaHHs, YTMAKOBKW» Ha po3gin «MAPK/IPOBKA» B MKA N13:
Kopoo6Ui KOHTPO/b cepii Ta 3anponoHoBaHo: MAPKNPOBKA B cOOTBETCTBUM C
Bunyck cepii); KPKA, YTBEPXAEHHbIM TEKCTOM MapK1pPOBKWU. BBeleHHS 3MiH NpOTSArom 6-
A.4., Hoso mecTo, TH MicsLiB nicns 3aTBepipkKeHHs
CnoBeHis (KOHTPO/b
cepil)
386. | PPOMINIA® TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK 3a UA/5026/02/02
NAiBKOBOO HoBo mecTo mecTo, CroBeHis oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom

060/10HKO0, No 500
Mr; Mo 7 TabneTok y
6nicTepi; no 2
6nicTepy B KapTOHHIiA
KopoobLi

(BUPOBHMLTBO "in
bulk", nepsuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTpO/b cepii Ta
Bunyck cepii); KPKA,
4.4., Hoso mecrTo,
CnoBeHis (KOHTPONb

OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKW NikapCbKoro 3acoby 3
BHECEHHSAM iHthopmaLii LWoA0 3a3HAYEHHA OAUHULIb BUMIPIOBAHHS
y cuctewmi Sl. 3amiHa po3giny «FTPAONYECKOE OPOPMJ/IEHVE

YNAKOBKW>» Ha po3ain «MAPKMPOBKA» B MKA N13:
3anponoHoBaHo: MAPKNPOBKA B cOOTBETCTBUN C
YTBEPXEHHbIM TEKCTOM MapK1POBKW. BBEAEHHA 3MiH MPOTArom 6-
TW MiCALIB Nicna 3aTBepIKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
cepii)
387. | ®YIIAEPM® Kpem, no 20 mr/r, no Papma Vopaanist Papma Vopaanist BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3MiHKW | TRy - 3MiHK 3a UA/3093/02/01
15 r B aJ1ItOMiHI€BIlA IHTepHeLweHan IHTepHeLweHan oo 6e3snekn/edhekTMBHOCTI Ta chapmakoHarnsagy (iHwi 3miHn) - peyernmom
Ty6i; no 1 Ty6i B KomnaHi KomnaHi 3MiHW BHECEHI B TEKCT MapKyBaHHS yNaKkoBKM NiKapCbKoro 3acoby
KapTOHHi Kopobuyi 00 3a3HaYeHHA MiXXHAPOLHMX NO3HAYEeHb OANHULb
BMMIpIOBaHHS. BHECeHHs 3MiH [0 po3giny “MapkyBaHHSA" B
3aTBepaxeHnx MKA 13. 3anponoHosaHo: MAPKYBAHHSA
BianoBigHO [0 3aTBEPAXXEHOIO TEKCTY MapKyBaHHS
388. | ®DYPATIH Tabnetky no 50 mr, no MAT YkpaiHa MAT "Tannudpapm”, YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 3a UA/5198/01/01
10 TabneTok y "Tanuudapm” Ykpaina; MAT 3 AKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHWLTBI (iHLUi peyenmom

6nictepi; no 3 6nicTpu
B nmauuj

"Knismegnpenapar”

3MiHW) - BUKaJEHHS TEKCTY KOPOTKOrO OMNMCY TEXHOMOMYHOrOo
npoLecy Ta TEXHOOMNYHOI CXeMy BUPOBGHULITBA TOTOBOIO
nikapcbKoro 3acoby B HOBI pefakuii; 3MiHK | Tuny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3aci6 (iHLWi 3MiHK) - 3MiHK A0
po3giny 3.2.P.7 Cuctema KoHTeliHep/3akynopoBa/bHuii 3aci6 -
BUAANIEHHSA cneundikalii i MeTofiB KOHTPO/IIO Ha BTOPUHHE
nakyBaHHs; 3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6. 3MiHa
napameTpiB crneuudikaLiii Ta/abo AonyCTUMUX MeX NepBUHHOT
yNaKoBKM FOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS HE3HAYHOTo
nokKasHvika (Hanpvknag 3acTtapisioro nokasHuka)) - 3miHu go
po3sginy 3.2.P.7 Cuctema KoHTeliHep/3akynoptoBasibHuii 3acio
(ckopoyeHHs cneumdikayin Ha maTepiasiv NePBUHHOTO
nakyBaHHA(MNBX Ta donbru); Takox NPOMOHYETLCA BUIYUUTH
MeToAM KOHTPO/0 MaTepianiB NEPBUHHOIO NakyBaHHS, L0
Bi4NOBIAA0Tb NOKa3HMKaM, BUNyYeHMM 3i crieyudpikadii); cynyTHs
3MiHa - 3MiHM 3 AkoCTi. [0TOBWMIA Nikapcbkumii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWIA 3aci6. 3miHa y meToaax
BUNPOOYBaHHS NEPBUHHOI YNaKOBKV rOTOBOTO JiKapCbKOro 3acoby
(iHWi 3miHK); 3MiHK | TMNY - 3MiHK 3 SKOCTI. TOTOBWIA NiKapCbKUiA
3aci6. 3MiHM Yy BUPOOHMLITBI. 3MiHN BUNpPOBYyBaHb abo A0MYCTUMUX
MeX, BCTAHOBJ/IEHMX Y cneumdikalisx, fifg Yyac BMpobHMuTBa
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) - 3MiHK A0 nigpo3giny
3.2.P.3.4 — BHeceHHs cymu fOMILLOK (He Ginblue 1 %) y
crneungikawito KOHTPOO AKOCTI 3a N. "CynpoBigHi 4OMILLKKL"; 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauin Ta/abo 4ONYyCTUMUX MEX NEPBUMHHOI YNakoBKM
rOTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHM) - BHECEHHS 3MiH B
cneumdikauito Ha nnisky MBX 3a nokas3HWKOM "30BHILLHINA BUrIAg";
3MiHK | TUny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBaibHWi 3aci6. 3MiHa y MeTofax
BMNPOBYBaHHS NEPBUHHOI YNaKOBKY rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW) - BUK/TIOYEHHSA 3 MaTepiasliB peecTpauiiHoro 4oChbe
[AeTa/IbHOro onvcy MeToAy KOHTPO/I0 MaTepianis NePBUHHOMO
nakyBaHHs J13 (nniska nonisiHinxnopuagHa Ta gosbra astomiHiesa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
3 pyKOM, lakoBaHa) 3a nokasHukoMm “"MikpobionoriyHa uictoTta”. B
MeTOoAax KOHTPO/0 NePBUHHOTO NakKyBaHHS AN1a TeCTy
«MikpobionoriyHa UncToTa» 3a3HauyeHo NOCUMIaHHA Ha CTaTTio
AoY/ED, 2.6.12.
389. | ®YPALWUNIH Tabnetkv gns MAT YkpaiHa MNAT "Tannucapm”, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3MiHuW | TRy - 3MiHK 6e3 UA/5187/01/01
® NpUroTyBaHHA "Tannudapm” Ykpaina; MAT 3 AKocTi. FoToBWIA Nnikapcbkuii 3aci6. Cuctema peyenma
pO34nHy Ans "KuiBmegnpenapart”, KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa NapameTpiB
30BHILUHLOIO Ykpaina cneumdgikauii Ta/abo AONYCTUMUX MEX NEPBUHHOI YNaKoBKU

3acTocyBaHHsA rno 20
Mr, no 10 TabneTok y
cTpunax; no 10
TabneTok y 6nictepax;
no 10 TabneTtok y
6nictepi, no 2
6nicTepy B nayw,j

roTOBOrO MiKapCbKOro 3acoby (BU/IyYEHHS] HE3HAYHOTO MOKa3HMKa
(Hanpukniag, 3actapiforo nNokasHuka)); CynyTHsa 3MmiHa - 3MiHu 3
siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBanbHWii 3aci6. 3MiHa y meTogax
BUNPOBYBaHHA NEPBUHHOI YNaKOBKV FOTOBOTO /iKapCbKOro 3acoby
(iHWi 3miHW) - 3MiHK o po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akyrnoptoBaibHWii 3aci6 (3i cneuudikadin Ta meToais
KOHTPO/II0 Ha MaTepiasin NepBrHHOro nakysaHHsA (MBX, donbra,
6ymara namiHoBaHa) NMPOMOHYETLCSA BUIYHYNTW HYACTUHY
MOKa3HWKIB, AKi He € MOKAa3HWKOM SIKOCTI).
3MiHM | TUNY - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BUPOOHMLTBI (iHLWi 3MiHW) - BUKN@AEHHSA TEKCTY KOPOTKOro onmcy
TEXHO/I0TYHOro NpoLecy Ta TEXHOMNOTNYHOI CXeMV BUPOGHMLITBA
roTOBOrO JliKapcbKoro 3acoby B HOBIl pefakuii; 3MiHu | Tuny -
3MiHK 3 sIKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6 (iHLWi 3MiHK) - 3MiHW A0
po3giny 3.2.P.7 Cuctema KoHTeliHep/3aKkynopBa/bHWii 3aci6 -
BUAANEHHS crneundikaLii i MeToaiB KOHTPOO Ha BTOPUHHE
nakyBaHHs Ta iHCTPYKLiT 4718 MeANYHOro 3acTOCYyBaHHS; 3MiHu |
TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOOGHMLTBI. 3MiHM BUNPO6YBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHNX Y crneuudikauisx, nig yac BUPO6HMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHwi 3miHm) - Ao nigpo3giny 3.2.P.3.4
[0[a€ETbCA NPUMITKA NPO Te, L0 KOHTPO/b AKOCTi Macu Ans
TabneTyBaHHA MO NoKasHuKy "BMICT Aito4oi peyoBrHN"
NPOBOAMTLCA NapasieslbHO 3 NPOLECOM TabneTyBaHHS i
3HENWEHHST; 3MiHK | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneuyudikauii Ta/abo AoNyCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO JliKapCbKOro 3aco6y (iHLWi 3MiHW) - BHECEHHS
3MiH B cneyudikauito Ha naisky MBX 3a NOKa3HUKOM «30BHILLHIl
BUrNA4». Cneumdikayis 3a UMM NOKa3HUKOM € YTOUHEHOHO Y
BiANOBIAHOCTI A0 BUMOT cneuudikaviin chipM-BUPOGHYKIB N/TiBKK
MBX — kpuTepii NPUIAHATHOCTI WOAO HasBHOCTI AedhekTiB (renesi
MyXMpLii, YOPHi TOYKM i T.4.) BCTAHOB/EHI BiflbLU «KOPCTKO»
(BBOAATLCA HVKHI MeXi A1 PO3MIPIB YOPHUX TOYOK Ta refieBmux
nyxvpuiB, Ta AOMYCK NO KifIbKOCTi 6yNb6alLoK NOBITPS Ha MIoLLy
nniBkm); 3MiHK | TMNY - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKkynoptoBasibHUA 3aci6. 3MiHa napaMeTpis
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

cneumdikauii Ta/abo AONYCTUMUX MEX MEPBVHHOT YNaKoBKN
rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHW) - BCTAHOBNEHHS
nepiognyYHOCTI KOHTPOSIIO 3a NokasH1KoM "MikpobionoriyHa
yuctoTa" Ans NAiBKM NOAIBIHNXI0PUAHOT (3aNPONOHOBAHO:
«KOHTPONOETLCA KOXHa 10-Ta napTis»); 3mMiHW | TUny - 3MiHKn 3
AKoCTi. FOTOBWI Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3MiHa y meTogax
BMNPOBYBaHHS NEPBUHHOI YNaKoBKV FOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHW) - BUK/TIOYEHHA 3 MaTepiaiB peecTpauiiHoro 4oCcbe
AeTa/IbHOro onvcy MeToAy KOHTPO/I0 MaTepianis NepBUHHOMO
nakysaHHs /13 (nniBka noniBiHixnopuaHa ta donbra anoMiHiesa
3 ApYyKOM, NakoBaHa) 3a nokasHukom "MikpobionoriyHa ynctorta”. B
MeToAax KOHTPO/It0 NePBUHHOTO NakKyBaHHA 418 TeCTy
«Mikpob6ionoriyHa YncToTa» 3a3HavyeHOo NOCU/IaHHA Ha CTaTTio
APY/ED, 2.6.12.

390.

®YPOCEMIA
CODAPMA

Tabnetku no 40 mr, no
10 TabneTok y
6nictepi; no 2
6nicTepy B navw,i

AT
"Cocpapma"

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH 40 peecTpaliiiHux MaTepiasiiB: 3MiHK | TURY - 3MiHK
oo 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX NMpPo cucTemy dpapmakoHarnsagy
(BBEEHHSA Y3arasibHEHUX JaHuX MPo cucTemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[AnA 3AjicHeHHs hapMakoHarsay B YKpaiHi, KLL0 BOHa BigMiHHA
Bifi yNOBHOBaXeHOI 0co6u, BiAnoBiga/ibHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX [aHuX YNOBHOBaXKEHOI 0CO6Y 3asBHMKa,
BiANOBIAAbHOI 3a 34ilicHeHHsA thapmakoHarnagy. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y YNOBHOBAXEHOI 0CO6U
3asBHUKA, BiANOBIAANLHOI 3a 3iiCHEHHS chapmakoHarnagy B
YkpaiHi. 3MiHa MicuA 34iACHEHHS OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLie3HaxomKeHHs1 MacTep-taiina
cuctemu chapmakoHarnsgy

3a
peyenmom

UA/3120/01/01

391.

XBOLLA
NonbLOBOro
TPABA

TpaBano 50ry
naykax 3 BHyTpiLIHIM
naketom, no 1,5ry
inbTp-nakeTi, no 20
QiNbTp-NakeTis y
nauui abo y nayui 3
BHYTPILLHIM NakeTom

MpAT
"NikTpasun"

YKpaiHa

MpAT "NliktpaBn"

YKpaiHa

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK
Lono 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW fikapcbkoro 3acoby 3

BHECEHHSM iHGhopMaLii LLoA0 3a3HAaYEeHHS OAMHMLb BUMIPIOBaHHS

y cuctemi Sl. 3amiHa po3giny “I'pacdivyHe 0hopMIEHHS YNaKoBKK”

Ha po3gain “MapkyBaHHS” B MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA. ¥ BignoBigHOCTi 3 3aTBEPAKEHUM TEKCTOM
MapKyBaHHs. BBejeHHS 3MiH NPOTAroM 6-Tu MicALiB nics

3aTBEPKEHHS

6e3
peyenma

UA/5699/01/01

392.

XBOLLA
NonLOBOro
TPABA

TpaBamno50ry
naykax 3 BHyTpIiLHIM
naketom; no 1,5ry
hinbTp-nakeTi; no 20
PiNbTP-NakeTiB y

MpAT
dPapmaueBTuy
Ha chabpuka
"Biona"

YkpaiHa

MpAT
dapmMaueBTUYHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH IO peecTpavljiiiHux maTepianis: 3MiHN | TUny - 3MiHK
3 AkocTi. CepTudpikat BignosigHocTi/I E-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/MmoHorpadii. 3mMiHW, NoB's3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0 MoHorpadii Y
abo Esponelicbkoi hapmakonei, abo iHLWOI HaLioHaNbHOT

6e3
peyenma

UA/2270/01/01
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Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka cpopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

3acoby

nauuj

hapmakonei aepxasu EC (3miHa y cneyudikauisix, nos'sasaHa 3i
3miHamu B 1Y, abo €Bponeiickkili hapmakonei, abo iHLwil
HaujioHanbHIl chapmakonei gepxasu €C) - NpuBeAeHHA
Cneuudpikauii/MeToaiB KOHTPOSIO AKOCTI NiKapCcbKoro 3acoby Ao
BUMOT Ajto4oi MoHorpadii «Xsowa TpaaN» AdY; 3miHu | Tuny -
3miHn Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT
ynakoBKW NikapcbKoro 3acoby i3 3a3HavyeHHAM MKHapOAHUX
No3HaYeHb OAVHWLb BUMIPIOBaHHS. BBEEHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS; 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NikapcbKoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOTO JliKapCbKOro
3aco06y (iHWi 3MiHK Y MeToAax BUNPOOyBaHb (BK/IKOYAKOUUN 3aMiHy
a60 [ONOBHEHHS)) - BHECEHHS 3MiH 4,0 MeTOAiB KOHTPOJIH0 AKOCTI
nikapcbkoro 3acoby 3a n. «4ncnoBsi NokasHMKN», a came
BWyYEHHS MocuiaHb Ha papmakoneto (4 CPCP Xl BugaHHs);
[0Ja€eTbCA AoKNafHa MeToAMKa BU3HAUYEHHSA CTYyNeHs
noApibHeHHA yacTok npenapary; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOrO NikapcbKoro
3acoby. 3miHa y MeToax BUNpo6yBaHHsS roOTOBOMO NikapCbKoro
3acoby (415 npvBeAEeHHN Y BigNOBIgHICTb 3 MY abo
€BponeiicbKoto hapmakoneeto Ta BUTyYeHHA NOCUIaHHA Ha
3acTapinnii BHYTPILWHI/ MeTog, BUNPOGYBaHHS i oro Homep) -
BHECEHHS 3MiH 40 Cneuudikalii/MeToais KOHTPOO AKOCTI
nikapcbKoro 3acoby 3a nokasHukamu «laeHTundikauisi», «CTOPOHHI
JOMilWKn», «BTpaTa B Maci Npu BUCYLUYBaHHI», «30/1a 3arasibHa»,
«30/1a He PO3YMHHA Y X/IOPUCTOBOAHEBIN KUCMOTI»,
«MikpobionoriyHa unctota», «KislbkicHe BUSHaUYEeHHs», a came
3amiHa nocunaHb 3 Y 1.0 Ha «fitody pefakuio» oY

393.

XENMNEKC®
AHTUKONA
DX

Tabnetkw in bulk: no
5000 TabneTok y
noagiiHomy
nonieTuaeHoBomMy
nakeTi B KOHTeliHepi

Mosi Xenc
eX

LLisefiuapis

MegiTton
PapmacboTiKau
Nt4., YropuwmHa;

CaBa Xenckea Jitg,
IHAjA

YroplmHa/
IHAjia

BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHW
woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) -
3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM likapCbKOro 3acoby

{040 3a3HaYEHHS MDKHAPOAHUX NO3HAYeHb OAVHULb
BUMiptoBaHHA. OHOB/IEHHSA BXEe 3aTBEPAXXEHOIO TEKCTY
MapKyBaHHs 15 ynakosku in bulk: no 5000 TabneTok y

noAgiiHOMy NONiETUIEHOBOMY MakKeTi B KOHTeHepi (BHECEHHS
no3Ha4yeHb OAVHNLbL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NliTep

NaTUHCLKOro anihasiTy); BHECEHHS 3MiH 40 po34iny “MapkyBaHHS"

MK4A /13: 3anponoHoBaHo: [515 FOTOBOIO /ikapCbKOro 3acoby:
3rigHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. s Nikapcbkoro
3aco6by y chopmi in bulk: 3rigHo 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, L0 A0AA€ETbCA. TepMiH BBEAEHHS 3MiH NPOTArom 6
MicsILiB Micns 3aTBepPKEHHS

UA/9722/01/01

394.

XEJNMMEKC®
AHTUKONA
DX

Tabnetku; no 4
Tabnetkn y 6nictepi;
no 1 6nictepy B

Mogi Xenc
X

LBeliuapis

MegiTton
dapmacboTikas
J114., YropuwnHa;

YropuwuHa/
IHais

BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHU | TUMY - 3MiHK
wozo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn) -
3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKY Nikapcbkoro 3acoby

6e3
peyenma

UA/9825/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
KapTOHHI nauui; no 4 CaBa Xenckea /114, 00 3a3HaYeHHA MKHApPOLHMX NO3HAaYeHb OANHULb
Tabnetku y 6nictepi; IHais BMMIipIoBaHHS. OHOBJ/IEHHSA BXe 3aTBEpPKEHOro TeKCTy
no 1 6nictepy B MapKyBaHHs A5 ynakosku in bulk: no 5000 TabneTok y
KapTOHHIN naJui; no noAgiiHOMy NoNieTUIEHOBOMY MakKeTi B KOHTeHepi (BHECEHHS
10 nayok y rpynosii no3Ha4yeHb OAVHMLL BUMIPIOBAHHS, 3 BUKOPUCTaHHAM NiTep
KapTOHHI ynakoBL; NaTVHCBbKOro andyasiTy); BHECEHHS 3MiH 40 po3ainy “MapkyBaHHS"
no 4 Tabnetkn y MKS$ N13: 3anponoHoBaHo: [ rOTOBOrO JlikapCbKoro 3acoby:
6nictepi; no 1 3rigHo 3aTBEpAKEHOro TEKCTY MapkyBaHHSA. [n1a nikapcbkoro
6nicTepy B KaPTOHHIN 3acoby y doopmi in bulk: 3rigHo 3aTBEPAXEHOrO TEKCTY
nauui; no 20 navok y MapKyBaHHS, WO A0AAETbCA. TepMiH BBEAEHHS 3MiH NPOTArom 6
rPYnoBIiA KAPTOHHIN MicsILiB nicns 3aTBepPoKEHHS
ynakosui; no 10
TabneTok y bnictepi;
no 1 6nictepy B
KapTOHHIN nayui; no
10 TabneTok y
6nictepi; no 1
6nicTepy B KapTOHHIl
nauui; no 10 navok y
rPYnoBiiA KAPTOHHIN
ynakoBLi
395. | XITAKCA PO34MH opanbHuid, 0,5 AT "Apave[ Monbuwa AT "Apgaveq MonbLa/ BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3MiHuW | TRy - 3MiHK 6e3 UA/15529/01/01
mr/mn; no 60 mn, 120 dapma" dapma", MonbLua Ipeuis wozo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y peyenma
Mn abo 150 mny (BMPOGHKMK KOPOTKIll XapaKTepuCTu1Li NikapCbKoro 3acoby, TEKCTI MapKyBaHHS
thnakoHi; no 1 BiANoBiganbHUii 3a Ta IHCTPYKUiT 415 MeQnYHOro 3acTocyBaHHA Ha NiAcTasi perynspHo
p1aKoHy Yy KOMNAEKTI BMNYCK Cepil, He OHOBJOBAHOrO 3BITY 3 6e3MNeKkn Aikapcbkoro 3acoby, abo
3 MiPHOIO JIOXEUKOI0 BK/THOHAI0UM JocnimkeHb 3 6e3nekn 3acToCyBaHHS Nikapcbkoro 3acoby B
a60 [03yBalbHUM KOHTPO/b); ®amap nicnsipeecTpauiiHunii nepiog, abo sik pe3ynbTaT OLiHKM 3BiTY 3
LLINPULIOM Y KapPTOHHIi A.B.E. ABnoH AocnigpKeHb, NPoBeAeHVX BIANOBIAHO A0 NiaHy negiaTpuyHnx
Kopoo6Li MnaHT, Mpeuis pocnigpxeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
(BUPOGHMLTBO 3a YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHI [0 iHCTPYKUii ANns
MOBHVM LK/IOM) MeJMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y po3ain "MobiuHi
peakuii" BiANOBIAHO 40O OHOBMEHOT iHGhopMaLi Wwoao 6e3nekn
Lito40i pevoBuHY. BBeAEHHS 3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPIKEHHS
396. | XITAKCA TabneTku, Wo AT "Apave[ Monbwa AT "Apaves MonbLua/ BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/15529/02/01
ancnepryoTsca B Papma” Papma”, MonbLa Ipeuis wopo 6e3snekv/edpekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y peyenma
POTOBI NOPOXHWHI MO (BUPOGHYMK KOPOTKii XapaKTepucTuLi NikapCbKoro 3acoby, TEKCTi MapKyBaHHS

2,5 wmr, no 10
TabneTtok y 6nictepi,
no 1 a6o 3 6nictepn y
KapTOHHI Kopo6Lyi

BiANoBigabHUIA 3a
BUMNYCK cepii, He
BK/THOHAIOUM
KOHTPO/b);
Dxenacapm C.A.,
Mpeuis
(BMpOGHMLTBO 3a
MOBHUM LIMK/I0M)

Ta IHCTPYKUiT 4151 MegnYHOro 3acTocyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS MikapCbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sik pe3ynbTaT OLiHKM 3BiTYy 3
JocnifkeHb, NPoBeAeHUX BIANOBIAHO A0 NNaHy nefiatpuyHmnX
pocnigpxeHb (PIP) (3MiHy y3roakeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHWM OpraHoM) - 3MiHVW BHECeHi [0 IHCTPYKLi Ans
MeAMYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y po3ain "MobivHi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
peakuii” BiANOBIAHO 4O OHOBMEHOT iHGhopMaLi Wwoao 6e3nekn
Lito40i pevoBuHW. BBeAEHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS
397. | XITAKCA TabneTku, Lo AT "Apamep, Monbla AT "Apamep, Monbwa/ BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 6e3 UA/15529/02/02
ONCNepryTbes B dapma" dapma", Monblua Ipeuis wopo 6e3snekv/edpekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y peuenma
POTOBI NOPOXHWHI MO (BMPOGHMK KOPOTKIil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI MapKyBaHHS
5 wr, no 10 TabneTok BiANoBigabHUIA 3a Ta iIHCTPYKUiT 415 MegnyYHOro 3acTocyBaHHA Ha NiacTasi perynspHo
y 6nictepi, no 1 BMNYCK cepil, He OHOB/IOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
6nicTepy y KapTOHHIl BK/IIOHA0UM LocnigpkeHb 3 6e3nekn 3acTocyBaHHS MikapCbKoro 3acoby B
Kopoo6Li KOHTPO/b); nicnspeecTpauiiHnii nepiog, abo sik pe3ynbTaT OLiHKM 3BTy 3
DxeHadpapm C.A., LocnigpkeHb, NpoBeAeHNX BiANOBIAHO A0 MaHy neaiatpuydHmnx
pevyis pocnigxeHb (PIP) (3MiHy y3rofkeHo 3 KOMNETEHTHUM
(BMpPOGHMLTBO 3a YNOBHOB&XXEHWM OpraHoM) - 3MiHVY BHEeCeHi [0 iHCTPYKLi Ans
NMOBHUM LMK/IOM) MeANYHOro 3acToCyBaHHA NikapcbKoro 3acoby y po3ain "MobivHi
peakuii" BiANOBIAHO A0 OHOBMEHOT iHdhopMmaLii Wwoao 6e3nekn
Lito4oi pevyoBUHW. BBeAeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
398. | XYMANOIr® cycneHsis gns Eni Ninni HigepnaHgmn Ninni ®paHc dpaHuis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TUNY - 3MiHK 3a UA/8352/01/01
MIKC 25 nigLKipHOro Hepnepneng 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
BBefeHHs, 100 B.B. KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa Y NEPBUHHIl yNakoBLi
MO/mn, no 3 mny roTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHWN) - BHECEHHS 3MiH [0 p.
CK/ITHOMY KapTpuaxi; 3.2.P.2.4 Cucrema KoHTeliHep/3aKkynoptoBa/ibHWIA 3aci6, a came
no 5 kapTpuaxis y 3amiHa eMy/bCii AVMETUKOHY, iKa BUKOPUCTOBYETLCA /19 06pOOKM
KapTOHHIN ynakoBLi; KkapTpugka 3 DC 365(MiCTUTb eMy/ibrytoumnin areHT «Triton-X100»)
no 3 MN y CKNAHOMY Ha DC 366 (6e3 eMynbryto4oro areHTy «Triton-X100»);
KapTpuaXi, Y3rO[PKEHHA BU3HAUYEHHS eMy/IbCil AMMETUKOHY B AOCHE 5K
BK/afleHoOMY Y LnpuLy- peyoBMHN 4711 06POOKM CUCTEMM 3aKPUTTS NEPBUHHOIO
pyuky KBiklMeH; no 5 KOHTeliHepa
Lnpuu-pyyok KeiklMex
Y KapTOHHIlA ynakoBLji
399. [ XYMANOI® cycneHsia ans Eni Ninni HigepnaHngn Ninni dpatc PpaHLin BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHM | TUMY - 3MiHK 3a UA/8352/01/02
MIKC 50 nigLWwKipHOro Henepneng, 3 AKocTi. FoToBWIA Nnikapcbkuii 3aci6. Cuctema peyenmom
BBeeHHs, 100 B.B. KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa Y NEepPBUHHIl ynakoBLi
MO/mn; no 3 mny roTOBOro NikapCbKOro 3acoby (iHLWi 3MiHWN) - BHECEHHS 3MiH [0 p.
CK/IIHOMY KapTpuaxi; 3.2.P.2.4 Cuctema KoHTeliHep/3aKkynoptoBa/ibHWI 3acib, a came
no 5 kapTpuaxie y 3aMiHa eMy/bCii AMMETUKOHY, sika BUKOPUCTOBYETLCA 151 06PO6KM
KapTOHHIlA ynakoBLy; KapTpugxa 3 DC 365(MiCTUTb eMy brytounii areHT «Triton-X100»)
no 3 M1y CKNstHoMy Ha DC 366 (6e3 eMynbryto4oro areHTy «Triton-X100»);
KapTpuaxi, Y3rO[KEHHSA BU3HAYEHHS eMy/bCil AMMETUKOHY B [OCbE 5K
BKMAAEHOMY Y LUNpULL- pPeyvoBUHN A/15 06PO6KN CUCTEMU 3aKPUTTA NEPBUHHOIO
pyuky KBikleH; no 5 KOHTeliHepa
wnpu-pyyok KeikMeH
Y KapTOHHiii ynakoBL,i
400. | UEOOKCUM® | nopowlok ans Abpun IHais Aypob6iHgo dPapma IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB: 3MiHU | TUMY - MiHK 3a UA/14455/02/01
opasibHOI cycnensil, $opmynenwH3 N1a. OHIT VI, Bnok LoAo 6esnekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
40 mr/5 mn, no 100 mn MeT. 1114, D 3MiHM A0 y3araslbHEHUX AaHuX NMpo cuctemy dpapmakoHarnsgy
y thnakoHi no 1 (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
dhnakoHy pa3om 3 3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiICHEHHS
rpagynosaHoro chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
MIPHOIO JTOXKOI Y [ANA 3AjicHeHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHA BigMiHHA
KapTOHHI ynakoBLi Bifl yNOBHOBaXeHOI 0cobWu, BifMNoBigasIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/Io4akum KOHTaKkTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BiAMOBiAaUIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy. Jitoua pegakuis: Hosak Jligis IBaHiBHa.
MponoHoBaHa pegakuis: Mr. Sunil Verma. 3MiHa KOHTaKTHUX
[aHvX YNOBHOB&XEHOI 0CO6M 3asBHVKa, BigNoBigabHOT 3a
3pificHeHHs hapmakoHarnsgy. BBeeHHS KOHTaKTHOI 0cobu
YMNOBHOBaXKEHOT 0CO6M 3asIBHUKA, BiAnoBiga/IbHOI 3a 34iACHEHHS
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa peaakuis: OHULLYK
Mogmnna BanepiisHa.
BBefeHHs KOHTaKTHUX AaHWUX KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0ocobu 3asiBHUKA, BIANOBIAA/IbHOI 3a 34iICHEHH:A ddapmakoHarnsagy
B YkpaiHi. 3MiHa Micus 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLie3HaxomKeHHs1 MacTep-caiin
401. | UENECTOAE | kpem no 30 ry Ty6i; no Wepinr-Mnay | LWseiyapis LWepinr-Mnay Na6o Benbris BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 3a UA/3403/01/01
PM-B® 3 1 Ty6i y KapTOHHii CeHTpan Ict H.B. woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHu) - peyenmom
FTAPAMIUVH KopooLi Al OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW JIiKapCbKOro 3acoby 3
OoM BHECEHHSAM iHthopmal,ii LWoA0 3a3HAaYEHHS OAUHULIb BUMIPIOBAHHS
y cuctemi Sl. BBeeHHs 3MiH NpoTAromM 6-tm micAuis nicns
3aTBEPAKEHHS
402. | UE®TPUAKC | MOpOLLOK A/1st PO3YMHY MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TUNY - 3MiHK 3a UA/17237/01/01
OH ans iH'ekuiino 1ry akuioHepHe akuioHepHe wono 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsgy. 3miHa y peyenmom
thnakoHi, no 1 abo 5, TOBapuCTBO TOBapUCTBO KOPOTKIil XapakTepucTunLi NikapCbKoro 3acoby, TEKCTI MapKyBaHHSI
a60 50 chiakoHIiB y "Jlekxim- "Jlekxim-XapkiB", Ta iIHCTPYKL,iT 415 MeQUYHOro 3acTocyBaHHA Ha NiACcTaBi perynsipHo
nauuj Xapkis" YKpaiHa OHOB/IHOBAHOTO 3BITY 3 6€3Mekun Nikapcbkoro 3acoby, abo

(BMPOGHMLTBO 3
nakyBaHHs 3 in bulk
hipMmn-BUPOGHIMKa

Reyoung
Pharmaceutical Co.,
Ltd., Kutalicbka
HapogHa
Pecny6nika)

AocnimpKeHb 3 6e3Mnekn 3acTocyBaHHS /iKkapCbKoro 3acoby B
nicisipeecTpayiiHnii nepiog, abo sk pesysibTaT OLiHKM 3BITY 3
[ocnigpkeHb, NpoBefeHnX BigNoBIAHO A0 nnaHy neiatpuydHmnx

pocnimpxkeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM

YNOBHOB&)XEHWM OpraHoM) - 3MiHVM BHECEHI [0 iHCTPYKLi Ais

MeZMYHOro 3aCTOCYBaHHS fikapcbKoro 3acoby y po3ainu
"Ocob6nmBocCTi 3acTocyBaHHs", "Mo6iYHI peakuji" BignoBsigHoO A0
OHOBJIEHOT iHGhopMaLlii 3 6e3MeKn Aito40i PeUYOBUHN; CYMYTHS 3MiHA
- 3MiHM Woao 6e3neku/echeKkTUBHOCTI Ta chapmakoHarnagy.
BHeceHHs abo 3miHa(u1) 4o 3060B'A3aHb Ta YMOB Buaavi
peecTpaLiiHOro NoCcBiAYeHHS, BKIOYatoun MNnaH ynpas/iHHSA
pr3nkamm (3aCTOCYBaHHS TEKCTY, SKUIA MOrOMKEHWI 3
KOMNETEHTHUM OpraHomMm) - iHghopMaLis 3 6e3neku, Lo
npefcTas/ieHa B NPOEKTi IHCTPYKLii A1 MeAUYHOT0 3aCTOCYBaHHSA
NiKapcbKoro 3acoby Bifobpaxae 3axoam 3 MiHimizauii pu3ukis,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
Bignosigae iHpopmaLii, BUKaaeHii y OHOBNIEHOMY M/iaHi
ynpasniHHA pusmkamm (Bepcia 1.1), HaaaHoro 3asaBHUKOM
403. | UE®TPUAKC | nopoLUOK A1 PO3UNHY MpusatHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH 40 peecTpaliinHux MmaTepiasis: 3MiHK | TURY - 3MiHK 3a UA/13240/01/01
OH ans iH'ekuiino 1,0, akuioHepHe akuioHepHe woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsgy. 3miHa y peyenmom
1, a6o 5, a6o 50 TOBapucTBo TOBapuCTBO KOPOTKIil XapakTepuCTu1Li NikapCbKoro 3acoby, TEKCTI MapKyBaHHSI
(h/1aKOHIB 3 MOPOLLKOM "Jlekxim- "Mekxim-Xapkis", Ta IHCTPYKUiT AN MeAMYHOro 3aCToCyBaHHS Ha NigcTasi perynspHo
y nauui 3 KapToHy; 1 Xapkis" YKpaiHa (nakyBaHHs OHOBJIHOBAHOTO 3BITY 3 6€3Mekun Nikapcbkoro 3acoby, abo
(h1aKOH 3 MOPOLLKOM i3 hbopmu in bulk pocnimpkeHb 3 6e3neku 3acTocyBaHHS MikapCcbKoro 3acoby B
Talamnyna 3 ipMn-BNpobHMKA nicnspeecTpayiinnii nepiog, abo sk pesysibTaT OLiHKM 3BITY 3
PO3UYNHHMKOM Qilu Pharmaceutical [ocnigpkeHb, NpoBefeHnX BigNoBIAHO A0 NnaHy neiatpuydHmnx
(NipokaiH, po3unH ans Co., Ltd, KuTaif) pocnipxeHs (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
iH'ekujn 10 mr/mn, no YNOBHOB&XEHWM OpPraHoM) - 3MiHVM BHECEHI A0 iHCTPYKLi A5
3,5 mn) y 6nicTepi; no MeZJMYHOro 3aCTOCyBaHHS MikapCbKoro 3acoby y po3ginu
1 6nicTtepy y nauui 3 "Oco6mBocTi 3acTocyBaHHA", "MobivHi peaxuii”" BigNoBIiAHO A0
KapToHy; 1 chnakoH 3 OHOB/IEHOI iH(hopMaLii 3 6e3nekn Ajto40i peyoBUHN; CYNyTHS 3MiHa
nopowukom Ta 1 - 3MiHU Woao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
amnyna 3 BHeceHHs abo 3miHa(u1) 4o 3060B'A3aHb Ta yMOB Buaadi
po3unHHukoMm (Boga peecTpauiiHoro NocBigYeHHs, BKIoYatoun MNnaH ynpasniHHA
Ans iH'exuiid, no 10 mn pu3nKamm (3aCTOCYBaHHS TEKCTY, KUl MOrOMKEHW 3
B amnyni) y énictepi; KOMNETEHTHUM OpraHom) - iHghopMmaLis 3 6e3neku, Lo
no 1 6nictepy y nauui npefcTasfieHa B NPOEKTi IHCTPYKLiT A1 MeAUYHOr0 3acTOCyBaHHSA
3 KapToHYy nikapcbkoro 3acoby Bigobpaxae 3axoau 3 MiHiMi3auii pusukis,
BiAgnosigae iHchopMalLii, BUKNaaeHili y OHOBNeHOMY MniaHi
ynpasniHHA pusnkamu (Bepcis 1.1), HagaHoro 3asBHUKOM.
404. | UMKNAT Kpanni o4Hi, po3yunH CKAH BIOTEK IHais AnkoH MapeHTepanc IHais BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 3a UA/15785/01/01
1%, no5Mny nTa (Inais) NimiTeq, AAMIHICTPaTMBHI 3MiHW. 3MiHa Ha3BW flikapcbKoro 3acoby. 3miHa peyenmom
dhnakoHi; no 1 TOProBOI Ha3BW JiKAPCbKOT0O 3aco0y - 3aTBEPAKEHO:
thN1aKkoHy y KapTOHHil LivknoneHTonary rignoxnopug,; 3anponoHosaHo: LINKIAT. 3MiHu |
ynakosLij TMNy - 3MiHK LWoAo 6e3nekn/edeKkTUBHOCTI Ta thapmakoHarnsgy
(iHWi 3miHW). OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKM
niKapcbkoro 3acoby 3 BHECEHHSIM iHchopMalLlii LLoA0 3a3HaYeHHS!
OAVHULb BUMIpIOBaHHA y cuctemi Sl.
405. | UMHKTEPAN TabneTku, BKPUTI TeBa 13painb TOB TeBa MonbLa BHECEHHS 3MiH 0 peecTpaLiitHMx MaTepiasiiB: 3MiHK | TUMY - 3MiHK 3a UA/8359/01/01
NNiBKOBOIO dapmaueBTika OnepeiiwH3 MonaHg, wopao 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHn) - peyenmom
060/10HKOI0, NO 124 n lHpacTpi3 OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM NikapCbKoro 3acoby 3
mr, no 25 TabneTok y nra. BHECEHHSM iHdhopMaLii LLoA0 3a3HaYEeHHS OAMHULb BUMIPIOBaHHS
6nicTepi, no 1 abo 2 y cuctemi Sl Ta yHicbikalis BuknageHHa TekcTy (Hanpuknag,
6nicTepu y kopobu,i posgainis "Cepis:", "o:", "P.IN. Ne"). BHeCeHHSs 3MiH [0 po3ainy
“MapkyBaHHs" MKA /13: 3anponoHoBaHo: MapkyBaHHS 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs 3MiH NpoTsarom 6-
TV MicAILiB Nicns 3aTBepKeHHS
406. | UAMPONET® | Ttabnetku, BKpUTI [O-p Pepgpi'c IHAisa [-p Peggi'c IHAjs BHECEHHS 3MiH 0 peecTpalinHux MmaTepiasis: 3MiHW | TURYy - 3MiHW 3a UA/11851/01/01
A nniBkoBOK 060/10HKOK | JlabopaTopic Na6opaTtopic N74, oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) - peyenmom
no 10 Tabnetok y n1a Bnpo6Hnya 3aTBEPKEHHS a/IbTEPHATMBHOIO TEKCTY MapKyBaHHS yNakoBKu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
6nicTepi; no 1 OinbHuus - 11 NikapcbKoro 3acoby i3 3a3Ha4YeHHSM MKHApPOAHUX NO3HaYeHb
6nicTepy B KAPTOHHIl OAVHWLb BUMIPIOBaHHA. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
Kopoo6Li MiCALIB MiCNA 3aTBEPLKEHHS
407. | YEMMIKC TabneTku, BKpUTI MNOAN3EP CLWA P-®apm [xepmaHi HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/9398/01/01
NNiBKOBOIO IHK. m6X aaMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu peyenmom
060n0Hkoto, no 0,5 mr MiCL MPOBaKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/IKOYatoum, 3a
+ TabneTku, BKPUTI HeoObXiAHOCTI, MicLle NPOBEeAEHHSI KOHTPO/IIO SIKOCTi), ab0 BiacHUKa
NNiBKOBOIO mMacTep-paiina Ha A®l, abo noctavansHuka Adl/BuxigHoro
060/10HKO0, N0 1 Mr matepiany/peareHTy/npomMiKHOro NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
abo TabneTku, BKpUTI BMPOGHMLTBI A®I (SKLLO 3a3HAYEHO Y AOCLE Ha JliKapCbkuii 3acib)
NNiBKOBOIO 3a BifiCYTHOCTI cepTudpikaTa BignoBiAHOCTI EBponelichkiit
060/10HKO0, MO 1 Mr; thapmakonei y 3aTBepAXeHOMyY [OCbE, ab0 BUPOGHMKA HOBOT
no 11 ra6netok (0,5 [O0NOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y J0ChE) - 3MiHa
Mr) Ta no 14 tTabnetok HallMeHyBaHHs Ta afijpecu MicLsi NPOBapKEHHS BUPOGHMKa ADI
(1 mr) y 6nictepax B BapeHVKIiHy TapTpaTy 6e3 3MiHV Micus BUPOOHMLITBA,;
KapTOHHI ynakoBLi, 3anponoHoBaHo: Upjohn Manufacturing Ireland Unlimited
L0 PO3KNafaEThes; No Company, Little Island, Co. Cork, T45 F627, Ireland BHeceHHs
14 Tabnetok (1 mr) y peaakuiiHnx npasok B po3ain 3.2.5.2.1. BUpo6Hukm Wwoao agpecu
6nicTepi; no 2 AinbHUU BUpo6HKka A®| BapeHukniHy TapTpaTty Pfizer Ireland
6nicTepy B KapTOHHIlA Pharmaceuticals 3atBepgxeHo: Ringaskiddy Drug Substance
ynakosLi, L0 Plant, PO Box 140, Ringaskiddy, County Cork, Ireland
po3knafaeTbcsa 3anponoHoBaHo: Ringaskiddy Drug Substance Plant, PO Box 140,
Ringaskiddy, Co. Cork, Ireland
408. | YACTOTINY TpaBano50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavliiHMx MmaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/12678/01/01
TPABA naykax 3 BHyTPILHIM PapmaLeBTny PapmaLeBTUYHa 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. KOHTponb roToBoro peyenmom
naketom; no 1,5ry Ha pabpuka habpuka "Biona" niKapcbKoro 3acoby. 3miHa y MeToax BUNpo6yBaHHS rTOTOBOIO
inbTp-nakeTi; no 20 "Biona" nikapcbKoro 3acoby (415 NpUBeAEHHS Y BiANOBiAHICTb 3 DY abo

inbTp-nakeTis y
nauuj 3 KapToHy

€Bponeiicbkoto hapmakoneeto Ta BUTyYEHHS NOCUIaHHA Ha
3acTapifivii BHYTPILWHIA MeTo4 BUNPOOYyBaHHS i A0ro Homep) -
BHECEHHS 3MiH 10 MeToziB KOHTPOJIO SKOCTi NiKapCbKoro 3acoby
3a nokasHukamu «lgeHTudgpikauis», «OAHOPIAHICTb Macy BMICTY»,
«MikpobionoriuyHa unctota», «KisibkicHe BU3HaUYeHHs», «YncnoB.i
NoKasHUKW», a came 3amiHa nocunaHb 3 APy 1.0 Ha «gitouy
pepakuito» APY; 3minu | Tuny - 3MiHu Wwoo
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy (iHwi 3miHM) - 3miHa
0o po3giny MKA N3 (po3gin «padiyHe odhopM/IeHHS yNakoBKN»
3amMiHeHo po3ginom «MapkysaHHsA» (BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs)). OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKy NikapcbKoro 3acoby 3 BHECEHHSM
iHchopmaUii LWoA0 3a3HAYEHHS OAWHULL BUMIPIOBAHHS Y CUCTEMI
S|. BBeAEHHSI 3MiH MPOTArOM 6-TU MIiCSLIB MICNS 3aTBEPLKEHHS;
3MiHM | TUny - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MEX rOTOBOTO JTIKAPCbKOro 3acoby (iHLUi 3MiHM)
- BHECEHHS 3MiH o Cneumdikauii/MeToiB KOHTPOSO AKOCTI
NikapcbKoro 3acoby 3a NokasHWKOM «CTOPOHHI AOMILLKW», a came
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
npuBeAeHHs 40 BUMOT MoHorpadii "UucToTiny TpasaN» AdY;
3MiHM | TUny - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO /likapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHs
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW y MeTogax BUNpobyBaHb
(BK/IHOYAKOYM 3aMiHy a60 [JONOBHEHHS)) - BHECEHHS 3MiH [0
MeToziB KOHTPO/IHO SIKOCTi NikapCbKoro 3acoby 3a n. «4ncnosi
MOKa3HUKN», a came BUyYeHHsI MocuiaHb Ha hapmakoneto (AP
CPCP Xl BngaHHs); noaaetbcs fokagHa MeToamKa BU3HaYEeHHs
CTyneHs NoApibHEeHHs YacTok npenapary
409. | APUHA® TabneTku, BKpUTI Baiiep Al HimeuunHa Baiiep AT, HimeuunHa BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiiB: 3MiHK | TURY - 3MiHK 3a UA/11479/01/01
060/10HKOI0; M0 21 HimeuuunHa wopao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi 3miHu) - peyenmom
Tabnetyiy 6nictepi 3 (nepBuHHa Ta BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" B 3aTBepxeHnx MKA
KasieH4apHo BTOPVHHA YMakKoBKa, N3. 3anponoHoBaHo: 3rifiHO 3aTBEPAXKEHOro TEKCTY MapKyBaHHS
Wwkanoto; no 1 [03BiN Ha BUNYyCK OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBK/ NikapCbKoro 3acoby 3
6nictepy y cepii); baviep BHECEHHSAM iHthopmal,ii LWoA0 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS
nanepoBoMy MiLLleyky Baiimap Mm6X i Ko. y cuctemi Sl. BBeeHHs 3MiH npoTAromM 6-tm micAuis nicns
B KapPTOHHIi nauui KI', HimeuunHa 3aTBEPAKEHHS
(BMpPOGHMLTBO
Hepo3dhacoBaHoT
npoayKuii)
FeHepaannn AHUPEKTOP
0.0. Komapija

JdupekTopary apmManeBTHUHOr0 3a0e3neueHHs




BHECEHHI 3MIH O PEECTPALIAHNX MATEPIANIB

MEPENIK
NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIOMOINYHUX NPENAPATIB), AKUM BIAMOBNEHO Y AEPXABHIA PEECTPALLI, NEPEPEECTPALIJI TA

JopaTtok 4

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

17.09.2020 Ne 2119

TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma BUMYCKY 3asBHUK KpaiHa Bupo6HUK KpaiHa lliocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. KAPYM KAPBI cynosuTopii BANA HimeyunHa AMKA®APM HimeyunHa 3acigaHHa HTP BigmoBUTN y 3aTBEPMKEHHI - BUNPAB/IEHHA TEXHIYHUX NOMWJIOK,
ANTAYI pekTasibHi no 10 Xainbmitte dapmacbioTikan MM6X, Ne 31 Big OCKiNIbKM  TexXHIiYHa noMwuaka He BiAMNOBifaE 3aTBep)KeHUM
cynosuTopii (Mo 11 nb TM6X HimeuyumHa (BMnyck 13.08.2020 [OKyMeHTaM Ta apXiBHUM MaTepiasiaMm JOCbe
KOXEH) B CTpuNi; No Hepo3dhacoBaHol
1 cTpuny B NpoAyKLuii, NepBUHHa
KapTOHHIA ynakoBL,i ynakoBka); BANTA
Xainbmitrens M6X,
HimeuyumHa (BuUnyck
Hepo3dacoBaHol
npoayKuii, BTOpUHHA
ynakoBka Ta [03Bin Ha
BUNYCK cepii)
2. MIMA®YKOPT® | kpem no 15 r kpemy NEO ®apma [Janis Temmnep Itania C.p.n. ITanisa 3acigaHHsa HTP BiamoBUTM y 3aTBepMKEHHi - 3MiHM | Tuny - 3MmiHM LWOAO
y Ty6i; no 1 1y6i y AlC Ne 30 Big 6e3nekn/edekTBHOCTI Ta hapmakoHarisgy. BBegeHHs abo 3MiHM
KapTOHHIA KopooLi 06.08.2020 0O  y3araJlbHEHUX faHux npo cuctemy dpapmakoHarnsgy

(BBEAEHHA Yy3araslbHEHUX AaHWX MPO cuctemy chapmakoHarnagy,
3MiHa YMNOBHOBaXeHOi 0co6u, BiANOBIAAILHOI 3a 3[iCHEHHS
hapmakoHarnsgy; KOHTakTHOI 0cobu 3 chapmakoHarnsgy 3asBHUKa
ANA 30iiCHEHHA bapmakoHarnsgy B YKpaiHi, SIKLLO BOHa BifAMiHHA
Bifi yNOBHOBaXeHOi 0cobK, BIANOBIfA/ILHOI 3@  3[jICHEHHS
hapmakoHarnsgy (BKYaluM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLleHHi MacTep-haiina cuctemu dapmakoHarnagy) - 3MiHa
YNOBHOBaXEHOI ocobu 3asBHYIKa, BignoBigasbHoOI 3a
thapmakoHarnsag. fitoua pegakuin: Janie Willadsen. MNponoHoBaHa
pepakuif: Line Alleslev Larsen. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOBAXEHOI ocobu 3asBHYIKa, BignosiganbHoOI 3a
hapmakoHarnsag, y 3B'A3Ky i3 HafaHHAM OHOB/EHO! iHhopmaL,i
040 3MiHM YNOBHOBaXEHOI 0CO6W 3asBHUKA, BifnoBifanbHOI 3a
thapmakoHarnag; - 3MiHM | Tumy - 3MiHa KOHTaKTHOI 0co6wu
YNOBHOB&aXXeHOT ocobu 3aaBHMKa, BignoBigasbHOT 3a
thapmakoHarnag B YkpaiHi. [fitovya pegakuis: Haymosa IpuHa
OnekcaHgpiHa. [lporoHoBaHa pefakuis: anTaHOB  AHTOH
CraHiciaBoBMY. 3MiHa KOHTaKTHWX [AaHUX KOHTAKTHOI 0cobu
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YNOBHOB&XEHOT ocobu 3as1BHYMKA, BignoBigasbHOI 3a
hapmakoHarnsag B YkpaiHi, y 3B'A3KY i3 HajaHHAM OHOB/IEHOI
iH(hopMauii Woao 3MiHM KOHTaKTHOI 0CO6GU YNMOBHOBaXKEHOT 0CO6M
3asBHUKA, BiANOBIAANLHOI 3a hapmakoHarnsag B YkpaiHi

I'eHepa/IbHUU AUPEKTOP
JupekTopary ¢apMareBTHYHOr0 3a0e3neyeHHsA

0.0. Komapijga
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