Oonatok 3

no Haka3y MiHictepcTBa 0XOpoHM
300poB’s YKpaiHu

17.01.2020 Ne 91

NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJNOIYHUX NMPENAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHMU 0O
PEECTPAUIMHUX MATEPIANIB, AKI BHOCATbLCA OO AEPXABHOIO PEECTPY JIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hazea @Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
1. AQLUETPUC® NOpOLLOK AnS Takepa Lanis BupobHuutBo ITania/ BHECEHHS 3MiH 1O peeCcTpaliiHNX MaTepianis: 3MiHN 3a UA/13286/01/01
KOHLeHTpaTy ans dapma A/C Hepo3dacoBaHoi ®paHuis/ | Tuny - 3miHun wopo 6esnekn/edekTMBHOCTI Ta peuenmom
PO34MHy Anst iHdy3in npoaykuii, nepBnHHa Benvka hapmakoHarnsgy. 3MiHa y KOpOTKill XapakTepucTuLi
no 50 mr; 1 donakoH 3 yrnakoBKa: BpuTtaHis nikapcbKoro 3acoby, TeKCTi MapKyBaHHsS Ta
MOPOLLUKOM Yy BCN IHCTPYKUIT 4Nsi MeguyHOro 3acTocyBaHHS Ha NiacTaBi
KapTOHHI kopoobLli dapmacbioTikan3 perynsipHo OHOBIIIOBAHOrO 3BiTYy 3 6e3nekun
C.M.A,, ITanis; nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
Mep ®abp 3acTocyBaHHS nikapcbkoro 3acoby B
MegukameHT nicnspeecTpauiiHui nepiog, abo sik pesynbTart
MpopakiwuH, OLIiHKM 3BIiTY 3 AOCHiAXeHb, MPOBeeHUX BiANOBIAHO
PpaHuis; 00 nnaHy negiatpnyHux gocnigxers (PIP) (iHwi
BTOPVHHA yrnakoBKa, 3MiHM) - 3MiHWM BHECEHi A0 IHCTPYKLIi AnS MeANYHOro
[03BiN Ha BUNYCK 3acTocyBaHHS A0 po3ainis: "dapmakonorivHi
cepii: BrnacTtmeocTi", "B3aemogis 3 iHWMMM nikapCbKuMun
Oendapm Hosapa 3acobamu Ta iHwWi Buan s3aemogin”, "OcobnmeocTi
C.p.n., Itanis; 3acTocyBaHHs", "34aTHICTb BNMBATU Ha WBUAKICTb
Takena ABcTpis peakuii npy KepyBaHHi aBTOTpaHCNopToM abo
'M6X, ABCTpisi; iHLWKUMKU MexaHiamamu", "Cnocib 3acTocyBaHHs Ta
KOHTPOIb SKOCTI nosun", "MobivHi peakuii". BBegeHHs 3MiH NpOTSrom
cepii: 6-Tn micsuiB nicnsa 3aTBepaxeHHs. 3MiHun Il Tuny -
KoBaHc Jlabopatopis 3MmiHun wopao 6e3nekun/edeKTMBHOCTI Ta
Jlimiteq, Benuvka hapmakoHarnsigy. 3MiHN y TepaneBTUYHUX
BpuTtaHis nokasaHHsIX (4o4aBaHHsi HOBOrO TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBep>KEHOMY MoKa3aHHi) -
3MiHM BHECEHI [0 iHCTPYKUIi ANs MeguyHoro
3acTocyBaHHs Ao po3ainy "lMokasaHHsA". BBegeHHs
3MiH MPOTSAroM 6-TW MiICALIB Nicnsa 3aTBEPAXEHHS.
2. A3unon TabneTku, BKpUTI AT «Anamen MonbLua AT «Anamen Monblua BHECEHHS 3MiH 1O peeCcTpaLiiHNX MaTepianis: 3MiHN 3a UA/14380/01/01
NniBKOBOK dapmay dapmay | Tuny - AaMiHicTpaTnBHi 3MiHW. 3miHa peuenmom
obornoHkoto, no 250 HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEHHS
mr, no 3 Tabnetku B nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
6nicTtepi; no 2 nikapcbKoro 3acoby, BKMYa4u AinbHAUL BUNYCKY
6nicTepn B KApTOHHIN cepii abo micLe npoBegeHHs1 KOHTPOIO SIKOCTI.
Kopobui (DisnbHICTb, 3a SKy BignoBiaae BUpobHuk/imnopTep,
He BKITI0Yalyy BUNYCK cepilt) -3MiHa Ha3Bu
BMPOOHMKa rOTOBOrO fikapCbKoro 3acoby, nepBuHHe
i BTOPVMHHE NakyBaHHs (BBegeHHs 3MiH NpoTsirom 6-
TV MicsILiB Nicns 3aTBEpAXEHHS); 3MiHu | Trny -
3MmiHu 3 akocTi. [oToBMIM Nikapcbknit 3aci6. 3MiHM y
BMPOOHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOMIO SKOCTI
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roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[0[aBaHHA BMPOOHMKA, LLO BiANOBIiAaE 3a BBE3EHHSI
Ta/abo BMNycK cepii) - He Bknovaoum
KOHTpOInb/BUNPOBYyBaHHS cepii - 3MiHa BUPOOHUKa
J13 BignosiganbHoro 3a BMnyck cepii (BBegeHHs 3miH
npoTaroMm 6-Tu MicsLiB Nicrs 3aTBepAXKEHHS)
3. A3unon TabneTku, BKpUTI AT «Anamen MonbLua AT «Apnamven Monblua BHECEHHS 3MiH [0 peecTpaLiiHuxX MmartepianiB: 3MiHU 3a UA/14380/01/02
NniBKOBOK dapmay dapmay | Tuny - AamMiHicTpaTnBHi 3MiHW. 3MmiHa peuenmom
obornoHkoto, no 500 HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEHHS
mr, no 2 abo 3 nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
Tabnetkn B GnicTepi, nikapcbKoro 3acoby, BKMYa4u AinbHUL BUNYCKY
no 1 6nictepy B cepii abo micLe npoBegeHHs] KOHTPOIO SIKOCTI.
KapTOHHI KopoobLi (OisnbHICTb, 3a SKy BignoBiaae BUpobHuk/imnopTep,
He BKITI0Yaluy BUNYCK cepilt) -3MiHa Ha3Bwu
BMPOOHMKa rOTOBOrO JikapCbKoro 3acoby, nepBuHHe
i BTOPVMHHE NakyBaHHs (BBegeHHs 3MiH NpoTsirom 6-
TV MicsILiB Nicns 3aTBepAXEHHS); 3MiHu | Tuny -
3MmiHu 3 akocTi. [oToBMIM Nikapcbknit 3aci6. 3MiHM y
BMPOOHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[0[aBaHHA BMPOOHMKA, L0 BiANOBIiAaE 3a BBE3EHHSI
Ta/abo BMNyck cepii) - He Bknovaoum
KOHTpOnb/BUNPOBYyBaHHSA cepii - 3MiHa BUPOOHUKa
J13 BignosiganbHoro 3a BMnyck cepii (BBegeHHs 3miH
npoTarom 6-Tu MicsLiB Nicrs 3aTBepAXKEHHS)
4. A3uUnon TabneTku, BKpUTI AT "Anaven MonbLua AT "Anaven MonbLua BHECEHHS 3MiH 4O peecTpauiiHuX maTtepianiB:amiHum | 3a UA/14380/01/01
NniBKOBOK dapma" dapma" TUNy - 3amiHa po3aginy INpadiyHe 306paxeHHst peuenmom
o6ornoHkoto, no 250 yrnakoBKku Ha po3ain MapKyBaHHS y MeToaax
mr; no 3 Tabnetkm y KOHTPOIO SIKOCTi NikapCbKoro 3acoby
6nicTtepi; no 2
6nicTepn B KApTOHHIN
Kopobui
5. A3unon TabneTku, BKpUTI AT "Anamen MonbLua AT "Anaven MonbLua BHECEHHS 3MiH 4O peecTpauiiHMX maTtepianis:3miHum | 3a UA/14380/01/02
NniBKOBOK dapma" dapma" TUNy - 3amiHa po3aginy INpadiyHe 306paxeHHst peuenmom
obornoHkoto, no 500 yrnakoBku Ha po3ain MapkyBaHHS y MeToaax
mr; no 2 abo 3 KOHTPOO SIKOCTi NikapCbKoro 3acoby
Tabnetkn B GnicTepi,
no 1 6nictepy B
KapTOHHI Kopobui
6. A3UTPOMILUMH | nopowwok (cybcTaHuis) TOB "TK YkpaiHa LWanxan WiHngek Kutan BHECEHHS 3MiH 4O peecTpauiiHux maTtepianiB:3aMiHu | - UA/15688/01/01
B MOABINHNX "Aspopa" dapmacbioTikan TUMY - BHECEHHSI 3MiH A0 p. «MapKyBaHHSI»
nonieTuneHoBux (Xanmenb) Ko., NTa.
MilLIKax ans
hapmaLeBTUYHOIO
3aCTOCyBaHHs
7. AlMbQYPA3UM KOHLleHTpaT ans [>xeH3anm HigepnaHamn BetTtep ®apma- Himewunna/ BHECEHHS 3MiH 4O peecTpaliiHnX maTtepianiB:3aMiHu | 3a UA/8093/01/01
® pO34nHYy Ans iHdysin, tOpon B.B. ®epTiryHr 'm6X eHg Benvka TUMY - HE3HAYHi 3MiHK B meToauLi «OCMONAnbHICTb» | peyenmom
100 Of/mm; Ne 1: no 5 Ko.KI™ , HimewunHa BputaHisa/ ans A®I| Ta rotoBorHo nikapcbkoro 3acoby 3 MeTor
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My cpnakoHi; no 1 (kiHueBe CWA npuBegeHHs metoay Ao EP 2.2.35 ta USP (785)
(hNaKkoHy y KapTOHHIN HanoBHEHHSI nitoYmnx BuaaHb
Kopobui (hnakoHiB (NepBUHHE
nakyBaHHs1),
npoBefeHHs TeCTy
Ha CTEPUIbHICTb);
[xensanm Jlimiten,
Benvka BputaHisi
(MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs,
KOHTPOIb SIKOCTI
M3 (3a
BUKITIOYEHHSIM TEeCTy
Ha CTEPUIbHICTb),
BUMYCK cepii);
[bxybineHT
XonnictepCriep
JINC, CWA (kiHueBe
HanoBHEHHS
(hnakoHiB (NepBUHHE
nakyBaHHs1),
NpoBefeHHs TeCTy
Ha CTEPUIbHICTb)
8. Allb®A TabneTku, BKpUTI Anbdacirma ITanisa AJIb®ACITMA ITanisa BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3MiHu | 3a UA/9360/01/01
HOPMIKC NniBKOBOK C.n.A. C.NA. TUMY - 3MiHW BHECEHi B TEKCT MapKyBaHHs1 yNakoBKW | peyernmom
obornoHkoto, no 200 nikapcbKoro 3acoby Lwoa0 3a3Ha4YeHHs1 MidkHapoaHMX
mr; no 12 rabnetok y no3HayeHb OOQMHUL BUMIpIOBaHHS. BBeaeHHs 3MiH
6nictepi; no 1 npoTaroMm 6 micsuiB nicns 3aTBepaXKeHHs
6nicTepy B KApTOHHI
Kopobui
9. AM-ANITEP Tabnetku no 4 mr/5 mr, | TOBAPUCTB YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3MiHu | 3a UA/17391/01/01
no 10 TabneTok y 03 OBMEXEHOIO TUNy - 3MiHa po3mipy cepii (BknoYaoun gianasoH peuenmom
6nictepi; no 3 OBMEXEHO BIAMNOBIOANBHICT po3Mipy cepii) roToBOro fikapcbkoro 3acoby
6nictepn y nayui O O HAYKOBO- (36inbweHHs o 10 pasiB NOPIBHSHO i3
BIAMNOBIOAN BUPOBHUYA 3aTBEepAXEeHNM PO3MipoM) - 36iNbLUEHHS Po3Mipy
bHICTIO SIPMA cepill roToBOro nikapcbkoro 3acoby. lNponoHoBaHa
HAYKOBO- «MIKPOXIM» peaakuis gosysaHHs no 4 mr/5 mr 160 000
BUPOBHUYA Tabnetok, 240 000 TabneTtok; 3MiHu | TUNy - 3MiHa
SIPMA po3mipy cepii (Bkntoyaoum gianasoH po3mipy cepii)
«MIKPOXIM» roTOBOrO JlikapCbKoro 3acoby (3meHLwweHHs o 10
pasiB) - 3MEHLLUEHHS PO3Mipy Cepii FOTOBOro
nikapcbkoro 3acoby. [NponoHoBaHa pegakuis
no3yBaHHs no 4 mr/5 mr 160 000 Tabnetok , 160 000
TabneTtok
10. | AM-ANITEP Tabnetku no 4 mr/10 TOBAPUCTB YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3MiHu | 3a UA/17391/01/02
mr, no 10 TabneTtok y 03 OBMEXEHOIO TMNy - 3MiHa po3mipy cepii (BknoYaoun gianasoH peuenmom
6nictepi; no 3 OBMEXEHO BIAMNOBIOANBHICT po3Mipy cepii) roTOBOro fikapcbKoro 3acoby
bnictepn y nayui 0 O HAYKOBO- (36inbweHHs go 10 pasiB NOPIBHSHO i3
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BIAMNOBIOAN BUPOBHUYA 3aTBepAXeHNM PO3MipoMm) - 36iNnbLUEHHS POo3Mipy
bHICTIO SIPMA cepill roToBOro nikapcbkoro 3acoby. lNponoHoBaHa
HAYKOBO- «MIKPOXIM» peaakuis gosysaHHs no 4 mr/10 mr 80 000
BNPOBHNYA Tabnetok, 120 000 Tabnetok, 240 000 TabneTok;
SIPMA 3MiHu | TUNy - 3MiHa po3mipy cepii (Bknoya4ym
«MIKPOXIM» Jiana3oH po3mipy cepii) roTOBOro nikapcbKoro
3acoby (3meHLweHHs Ao 10 pasiB) - 3MEHLLEHHS
po3Mipy cepii rOTOBOro NikapcbKoro 3acoby
11. | AM-ANITEP Tabnetku no 8 mr/5 mr, | TOBAPUCTB YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx maTepianiB:3MiHu | 3a UA/17391/01/03
no 10 TabneTok y 03 OBMEXEHOIO TUNy - 3MiHa po3mipy cepii (BkntoYaoun gianasoH peuenmom
6nictepi; no 3 OBMEXEHO BIAMNOBIOANBHICT po3Mipy cepii) roToBOro fikapcbKoro 3acoby
6nictepn y nayui O O HAYKOBO- (36inbweHHsA o 10 pasiB NOPIBHSHO i3
BIAMNOBIOAN BUPOBHUYA 3aTBEepAXEeHNM PO3MipoM) - 36iNbLUEHHS POo3Mipy
bHICTIO SIPMA cepiln roToBOro nikapcbkoro 3acoby. lNponoHoBaHa
HAYKOBO- «MIKPOXIM» peaakuis gosyBaHHsi no 8 mr/5 mr 80 000 TabneTok,
BPOBHNYA 120 000 Tabnetok, 240 000 Tabnerok; 3miHu | Tuny -
SIPMA 3MiHa po3Mmipy cepii (BkNYaum gianasoH po3mipy
«MIKPOXIM» cepii) roToBOro nikapcbKkoro 3acoby (3MeHLIEHHS 40
10 pasiB) - 3MEHLLEHHS1 PO3Mipy cepii FOTOBOro
nikapcbkoro 3acoby
12. | AM-ANITEP Tabnetku no 8 mr/10 TOBAPUCTB YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx maTepianiB:3MiHu | 3a UA/17391/01/04
mr, no 10 TabneTtok y 03 OBMEXEHOIO TUNy - 3MiHa po3mipy cepii (BknoYaoun gianasoH peuenmom
6nictepi; no 3 OBMEXEHO BIAMNOBIOANBHICT po3Mmipy cepii) roToBOro fikapcbkoro 3acoby
6nictepn y nayui O O HAYKOBO- (36inbweHHsA o 10 pasiB NOPIBHSHO i3
BIAMNOBIOAN BUPOBHUYA 3aTBEepAXEeHNM PO3MipoM) - 36iNbLUEHHS POo3Mipy
bHICTIO SIPMA cepiln roToBOro nikapcbkoro 3acoby. lNponoHoBaHa
HAYKOBO- «MIKPOXIM» peaakuis gosysaHHs no 8 mr/10 mr 80 000
BPOBHNYA Tabnetok, 120 000 TabneTtok, 240 000 TabneTok;
SIPMA 3MiHu | TNy - 3MiHa po3mipy cepii (Bknoya4im
«MIKPOXIM» Jiana3oH po3mipy cepii) roTOBOro nikapcbKoro
3acoby (3meHLweHHs Ao 10 pasiB) - 3MEHLLEHHS
po3Mipy cepii rOTOBOro NikapcbKoro 3acoby
13. | AMIAKY pO34uMH Ansi MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3MiHu | 6e3 UA/0138/01/01
PO34UH 10% 30BHILUHbOrO dapmaneBTny dapmaueBTniHa TUNy - 3amiHa po3giny “I'padgiyHe oopMIeHHs peuenma
3actocyBaHHs 10 % Ha chabpuka dabpuka "Biona" yrnakoBku” Ha po3ain “MapkyBaHHSI” B MeTogax
no 40 mn y donakoHax; "Biona" KOHTPOIO SIKOCTi NikapCbKoro 3acoby;
no 40 Mn y onakoHi; 3anponoHoBaHo: MapkyBaHHs1. 3rigHo
no 1 cprnakoHy B navui 3aTBEpAXXEHOro TeKCTy MapKyBaHHSA. OHOBNEHHSA
3 KapToHy; no 100 mn BXXE 3aTBEPAXEHOro TEKCTY MapKyBaHHS NEPBUHHOI
y cbnakoHax Ta BTOPWHHOI YMaKkoBKM NikapCbKoro 3acoby i3
3a3HaYeHHsIM MiXXHapOAHMX NO3HaYeHb OAVHULb
BMMIipIOBaHHS1. BBeeHHs 3MiH NpoTaArom 6-tn
MicALiB nicns 3aTBepAXXEeHHs
14. | ACNEHOPM TabneTku, BKpUTI TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHnX maTepianiB:3MiHu | 6e3 UA/12353/01/01
000MOoHKOI0, "OAPMEKC reyn" TUNy - 3MiHM Wopgo 6e3nekn/edekTMBHOCTI Ta peuenma
KMLLKOBOPO34MHHI N0 reyn" hapmakoHarnsgy. BeegeHHs abo 3miHn go
100 mr: no 10 y3aranbHeHUX AaHux Npo cMcTemy dapmakoHarnsay
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Ne
n/

Hasea
JliKapcbK020
3acoby

@Popma sunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo20
rnoceid4yeHHs1

TabneTok y 6nicTepi;
no 2 abono 10
6nicTepiB B KAPTOHHI
navui

(BBEOEHHS y3aranbHEeHVX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;

KOHTaKTHOI ocobu 3 dhapmakoHarnsgy 3asiBHuKa ans
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa BiA ynoBHOBaXkeHOI 0ocobw, BianoBiganbHoOI
3a 34ificHeHHs1 hapmakoHarnagy (Bknoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y po3MilLleHHi MacTep-
(hanna cuctemu chapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOI 0cobu 3asiBHMKa, BigMoBiganbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokeeny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANOBiAanbHOI 3a hapmakoHarnssg

15.

ACMEHOPM

TabneTku, BKpUTI
060NOHKOH,
KMLLKOBOPO34MHHI N0
300 mr: no 10
TabneTok y 6nicTepi;
no 2 6nictepu B
KapTOHHI/ nayui

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
rPyn"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHnx maTtepianiB:3aMiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS Y3aranbHEHWX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa 4ns
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (Bknovaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
anna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHKKA, BigMoBiAanbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnsg

bes
peyenma

UA/12353/01/02

16.

ACMEHOPM

TabneTku, BKpUTI
060NOHKOH,
KMLLKOBOPO34MHHI N0
100 wmr in bulk: no
1000 a6o 10000
TabneTok y NoABINHMX
nonieTuneHoBmnx
naketax y
NnacTMKOBOMY
KOHTeMnHepi

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
rPyn"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3MiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS y3aranbHEeHWX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AINCHEHHA hapMakoHarnsgy;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHUKa 4ns
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovayum
KOHTaKTHi AaHi) Ta/abo 3MiHKM y po3MilLleHHi MacTep-
hanna cuctemu chapmakoHarnagy) - amiHa
yrNOBHOBa)KeHOI 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a

UA/14602/01/01
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apmakoHarnsg. NponoHoBaHa peaakuis:
Tonokeeny Bonogumup tOpinosuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnsasg
17. | ACNEHOPM TabneTku, BKpUTI TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3MiHu | - UA/14602/01/02
000MOoHKOI0, "OAPMEKC reyn" TUNy - 3MiHK Wopgo 6e3nekn/edekTMBHOCTI Ta
KMLLKOBOPO34MHHI N0 reyn" hapmakoHarnsgy. BeegeHHs abo 3miHn go
300 wmr in bulk: no y3aranbHeHUX AaHux Npo cMcTemy dapmakoHarnsay
1000 a6o 10000 (BBEOEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
TabneTok y NoABINHMX hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
nonieTuneHoBnx BiANOBiAANbHOI 3a 3AINCHEHHA hapMakoHarnsgy;
nakeTtax y KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa 4ns
NnacTUKOBOMY 34iMcHeHHs hapMakoHarnsagy B YKpaiHi, AKLO BOHa
KOHTenHepi BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y po3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yNOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnsg
18. | AYPOOAHC PO34MH ANs iH ekuin, 2 AypobiHago IHAis Aypobingo ®apma IHAis BHECEHHS 3MiH 4O peecTpaliiHnux maTepianiB:3MiHu | 3a UA/15369/01/01
mr/mn, no 2 mn a6o no dapma Jltg Nimiten - FOHIT IV TUNY - 3MiHM 0 IHCTPYKUiT ANS Mean4Horo peuenmom
4 mn B amnynax Ne 5 3acToCyBaHHS MikapcbKoro 3acoby y posain
"3acTocyBaHHs1 y nepiof BariTHOCTi abo rogyBaHHs
rpyaar” BiANOBiAHO 40 OHOBMEHOI iHdopMalLlii 3
6e3neku [itoyoi pe4oBrHU. BBeaeHHS 3MiH NpoTsirom
6-Tn MicsUiB micns 3aTBEpAXKEHHS
19. | BAPIIO NMopOLUOK ANsi TOB "UcTok- YkpaiHa TOB "UcTok-IMntoc" YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx maTepianis: 3miHu 3a UA/11557/01/01
CYNb®AT ONA | npurotyBaHHSA Mnioc" | Tuny: 3miHn 3 sikocTi. [oTOBMI nikapcbkuii 3acib. | peyenmom
PEHTITEHOCKO | cycneHsiino 80 r Cuctema KoHTenHep/3akynoptoBanbHui 3aci6. 3miHa

nii

MOPOLLKY Y KOHTENHepI
y nayui abo 6e3
navku; no 80ry
nakeTi; no 10 naketiB
y kopobui;

no 100 r nopoLuky y
nakeTi; no 5 nakeTis y
Kopobui

Yy NEPBUHHIN yNakoBLji FOTOBOrO NikapCbKOro 3acoby
(TVn KoHTeVHepa abo foAaBaHHSA HOBOMO
KOHTenHepa) - TBepai, M'siki Ta HECTepunbHiI piaki
nikapcbki popMu - BBEAEHHS A04aTKOBOI MEPBUHHOT
yrMaKkoBKU — MakeT, 3 BigMOBIAHMMU 3MiHaMK y p.
«YnakoBka». 3MiHu | Tny: 3miHu 3 AkocTi. [oToBUIA
nikapcbkui 3aci6. Cuctema
KOHTenHep/3aKkynoptoBanbHui 3aci6. 3MiHa po3mipy
yMaKkoBKM FOTOBOrO NiKapCcbKOro 3acoby (3miHa
KiNbKOCTi 0AMHUUb (Hanpuknag Tabnerok, amnyn
TOLLO) B ynakoBLi:) - 3MiHa no3a giana3oHoMm
3aTBEpAXEHMX PO3MIpIB YNakoBKM — BBEAEHHS
nopaTkoBoi ynakoBku no 10 naketiB y kopobui (ans
ynakoBku: no 80 r NOpoLLKY y NakeTi), 3
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1

BiAMOBIAHMMM 3MiHaMK y p. «YnakoBka». 3MiHu |
Tuny: 3MiHM 3 AKocTi. [oTOBMI Nikapcbkui 3aci6.
Cwnctema KoHTenHep/3aKkynoptoBarnbHui 3aci6. 3miHa
pPO3Mipy yNnakoBKW roTOBOro MikapCbKoro 3acoby
(3miHa macu/o6'emy BMICTY KOHTelHepa
6araTog030BOro fikapcbKoro 3acoby ans
HenapeHTepanbHOro 3actocyBaHHs (abo
0OHOA030BOr0, YaCTKOBOIO BUKOPUCTAHHST)) —
BBE[EHHS AOAaTKOBOI YNaKoBKM rOTOBOIO
nikapcbkoro 3acoby no 100 r NopoLLKy y nakeTi, 3
BiAMOBIAHMMM 3MiHaMK y p. «YnakoBka». 3MiHu |
Tuny: 3MiHM 3 AKocTi. [oTOBMI Nikapcbkui 3aci6.
Cuctema KoHTenHep/3aKkynoptoBanbHui 3aci6. 3miHa
pPO3Mipy ynakoBK/ roTOBOro MikapCbKoro 3acoby
(3miHa KinbKOCTi oANHULb (Hanpuknag Tabnertok,
amnyn TOoLL0) B ynakoBLi:) - 3MiHa no3a AgianazoHom
3aTBEepAXEeHNX PO3MIpIB YNaKoBKW - BBEAEHHSA
[0[aTKOBOI YNakoBKM Mo 5 nakeTiB y kopobui (ans
ynakoBku: no 100 r nopoLuKy y nakeri), 3
BiAMOBIAHMMM 3MiHaMK y p. «YnakoBka». 3MiHu |
Tuny: 3MiHM 3 AKocTi. [oTOoBMI Nikapcbkui 3aci6.
3MiHM y BUpOOHMLTBI. 3MiHM y npoLeci BUpobHMUTBa
roTOBOrO JlikapCbKOro 3acoby, BKo4aoun
NPOMDKHWUIA NPOAYKT, L0 3aCTOCOBYETLCH NP
BMPOOHULITBI FOTOBOrO NiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUpobHMLTBA) — JoAaHe
obnafgHaHHs Ans nakyBaHHS NOPOLLKY B NakeTn Tuny
calue, y 3B’13Ky 3 BBEAEHHSIM [0AaTKOBUX YNaKoBOK
roTOBOrO JlikapcbKoro 3acody: no 80 r NopoLuKy y
naketax, no 10 nakeTiB y kopobui Tano 100 r
MOPOLLKY y nakeTax, no 5 nakeTiB y kopobui. >KogHux
3MiH Yy SIKiCHMX ab0 KiNbKICHMX NOKa3HMKax Npodinto
OOMiLLOK ab0 y §i3nNKO-XiMIYHMX BNAacTUBOCTAX HE
BiAGynocs; cneundikauisi Ha roTOBUIA NiKapCbKUiA
3acib 3anvLaeTbCsl HE3MIHHOM; cTagii BUpobHM4oro
npoLecy 3anuwalnTbCsl TakKuMu camumn. 3Minm I
Tuny: 3MiHn 3 saikocTi. A®l. BupobHuuTteo. 3miHa
BMPOOHMKA BUXiAHOrO/MPOMIXXHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOOHMYOMY npoueci AdI, abo 3miHa BUpobHUKa
(Bknovaroum, ae HeobxigHO, Micue NPOBEAEHHSs!
KoHTponto sikocTi) AP (3a BigcyTHOCTI cepTudikara
BiANOBiAHOCTI €Bponenchkin hapmakonei y
3aTBEepAXEeHOMY [OCbe)(BBEAEHHS HOBOTO
BMpOoOHMKa AD| 3 HagaHHsAM MacTep-canna Ha AdI)
— BBEJEHHS anbTepHaTMBHOIo BUpo6HuKa AdI
Qingdao Red Butterfly Precision Materials Co., Ltd,
China/ Uunpao Peg battepdnai MNMpeciwmH
Martepianc Ko., llta, Kutaii: BupobHULTBO,
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
nepBUHHE NaKyBaHHs1, BTOPUHHE NaKyBaHHs,
KoHTponb fkocTi; TOB «McTok-INntocy», Ykpaina:
BTOPVHHE MaKyBaHHS (MapKyBaHHs1), KOHTPOMb
SIKOCTi, BignoBiganbHWI 3a BUNYCK Cepii 3 HaAaHHAM
mactep-darnna Ha A®l (ASMF Barium Sulfate X-ray
Grade/Open part/Version 03/Revision date:
December 2018) go Bxe 3aTBEpAXEHOro BUPOGHMKA
20. | BEKOHA3E crpen HasanbHuK, TOB YkpaiHa BMPOOHMLTBO 3a Icnanis/ BHECEHHS 3MiH 0 peecTpaliiHnx maTepianis: 3MiHu 6e3 UA/3140/01/01
cycnehsis, 50 «MNEPPITO MOBHUM LMKITOM: ABcTpisi | Tuny - AaMiHicTpaTBHi 3MiHW. 3MmiHa peuenma
mkr/go3y, no 100 gos YKPATHA» makco Bennkom HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEHHS
abo 180 o3 y C.A,, IcnaHis; nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
dnakoHi BMPOOHMLTBO 32 nikapcbKoro 3acoby, BKMYa4u AinbHUL BUNYCKY
noninponineHoBomy, MOBHUM LMKITOM: cepii abo micLe npoBegeHHsI KOHTPOMIO SIKOCTI.
3’egHaHoMy 3 Pixapg bittHep AT, (DisnbHICTb, 3a SKy BignoBiaae BUpobHuk/imnopTep,
[,03YIO4MM MPUCTPOEM, ABcTpisi BKITIOMAKYN BUNYCK Cepilii) YTOUHEHHS aapecu
HOCOBMM aganTepoMm BMPOOHMKa roTOBOro NikapcbKoro 3acoby IMnakco
Ta KpULLEeyKoto; no 1 Bennkom C.A., IcnaHis, 6e3 3amiHu micus
nakoHy B kKopobui; BMPOOHMLTBA. BBEEHHSI 3MiH MPOTAroM 6-Tu micsuis
no 100 nos a6o 180 nicns 3aTBEPOKEHHS.
003 y hriakoHi
nornieTuneHoBomy,
3’egHaHoMy 3
[03YI04MM NPUCTPOEM,
HOCOBUM afanTepomM
Ta KpULLEeyKoto; no 1
dnakoHy B kopobui
21. | BENAKHE kpem 1 mr/rno 30 r B Benyno, nikn Xopsaris Benyno, niku Ta XopsBaris BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3MiHu | 3a UA/14657/02/01
Ty6i, no 1 Ty6i B Ta KOCMEeTUKa, KOCMEeTMKa Aa.4. TUMY - 3MiHM 0 IHCTPYKUIT ANS Mean4Horo peuenmom
KapTOHHI nayui a.a. 3acTocyBaHHS nikapcbKkoro 3acoby y po3gin "MobivHi
peakuii" BignoBigHO 40 OHOBMEHOI iHhopmaLii 3
6e3neku [itoyoi pevyoBrHU
22. | BENAKHE renb 1 mr/rno 30r B Benyno, nikn Xopsaris Benyno, niku Ta XopsBarisi BHECEHHS 3MiH 4O peecTpauiiHux maTtepianiB:3MiHu | 3a UA/14657/01/01
Ty6i Ne 1 Ta KOCMEeTUKa, KOCMEeTMKa Aa.4. TUMY - 3MiHM 0 IHCTPYKUIT ANS Mean4Horo peuernmom
a.a. 3acTocyBaHHS nikapcbKkoro 3acoby y po3gin "Mo6ivHi
peakuii" BignoBigHO 40 OHOBMEHOI iHhopmaLii 3
6e3neku [itoyoi pevoBrHU
23. | BET®EP 1A MOPOLUOK ANS1 PO3YMHY TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx 3a UA/15462/01/01
nnc ans iH'ekuin no 6 000 "BIO®APMA" BIO®APMA" mMaTepianiB:TexHiYHa NOMUIKa B MeTOAax KOHTPOMIO | peyenmom

000 MO (30 mkr); 1
(hnakoHy 3 NOPOLLKOM
y KOMMnekTi 3 1
amnyrnoto 3
PO3YMHHMKOM MO 1 Mn
(Boga ons iH'ekuin
CcTepwnbHa) y
6nicTtepi; no 1

SIKOCTi y cneumdikauii, nomunka gonyuieHa y
KpUTEPIiSX MPUAHATHOCTI 3@ NOKA3HUKOM
«3abapBneHHs pO34nHy»
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
bnicTepy y navui 3
KapTOHY; 4 donakoHu 3
MOPOLLIKOM Y
KomnnekTi 3 4
amnynamm 3
PO3YMHHMKOM MO 1 Mn
(Boga ons iH'eKuin
CcTepwnbHa) y
6nictepi; no 1
bnicTepy y navui 3
KapTOHY
24. | BICAKOOUN- Cyno3uTopii pekTanbHi TOB YkpaiHa TOB "®APMEKC YkpaiHa; BHECEHHS 3MiH 4O peecTpaLiiHuX maTtepianiB:3MiHu | 6e3 UA/11607/01/01
®APMEKC no 10 mr, Ne 10 (5x2) "®APMEKC reyn" TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenma
y cTpunax reyn" hapmakoHarnsigy. BeeaeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEAEHHS y3aranbHEHWX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrmoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hbapMakoHarnsgy;
KOHTaKTHOI ocobu 3 dhapmakoHarnsgy 3asiBHuKa ans
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yNOBHOBaXKeHOi 0cobu 3asiBHMKa, BigMoBiAanbHOI 3a
hapmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoBiAanbHOI 3a hapmakoHarnsg
25. | BICAKOOUN- Cyno3uTopii pekTanbHi TOB YkpaiHa TOB "®APMEKC YkpaiHa; BHECEHHS 3MiH 4O peecTpaliiHux MmaTtepianiB:3MiHu | - UA/15440/01/01
DAPMEKC no 10 mr in bulk Ne "OAPMEKC reyn" TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta
1200 (5x240) y reyn" hapmakoHarnsgy. BeeaeHHs abo 3miHn go

ctpunax; in bulk Ne
1600 (5x320) y
cTpunax

y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS Yy3aranbHEeHVX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa 4ns
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
anna cuctemu chbapmakoHarnagy) - amiHa
yNOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokeeny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
BiANoOBiAanbHOI 3a hapmakoHarnsg
26. | BICENTON® Tabnetkn no 400 AT "Apawepq Monblwa AT "Apawepq Monbwa BHECEHHS 3MiH 4O peecTpauiiHux Mmartepiani: 3MiHU 3a UA/3027/01/02
mr/80 wmr; no 20 dapma" dapma" | Tuny - AaMiHicTpaTnBHi 3MiHW. 3MmiHa peuenmom
TabneTok y 6nicTepi; HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEHHS
no 1 6nictepy B nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
KapTOHHI kopobui, no nikapcbKoro 3acoby, BKMYa4u AinbHAUL BUNYCKY
14 Tabnetok B cepii abo micLe npoBegeHHs] KOHTPOIO SIKOCTI.
6nictepi, no 1 (OisnbHICTb, 3a SKy BignoBiaae BUpobHuK/imnopTep,
6nicTepy B KApTOHHI He BKITI0YaluM BUNYCK cepilt) - 3MiHa Ha3Bem
kopo6ui, no 1000 BMPOOHMKa nikapcbkoro 3acoby BianoBiganbHOro 3a
Tabnetok y BUPOGHMLITBO, MEPBUHHE Ta BTOPUHHE MaKyBaHHS,
MeTaneBoMy KOHTpOnb cepii (BBegeHHs 3MiH NpoTarom 6-tm
KOHTenHepi MicAILiB nicns 3aTBepAKeHHs); 3MiHu | Tuny - 3miHn 3
siKocTi. [oToBUMI Nikapcbkui 3aci6. 3MiHn y
BMPOOHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[0[aBaHHA BMPOOHMKA, LLO BiANOBIiAaE 3a BBE3EHHSI
Ta/abo BMNyck cepii) - He Bknovaoum
KOHTpOInb/BUNpOBYyBaHHA cepii - 3amiHa BUPOOHWKa,
LLIO BiANOBIAA€E 3a BUMYCK Cepii He BKMOYa4mn
KOHTpOnb/BUNpobyBaHHs cepii (BBegeHHs 3MiH
npoTArom 6-Tu MicsLiB Nicrs 3aTBepAXKEHHS)
27. | BICENTON® Tabnetkn no 400 AT "Apavepq Monblwa AT "Apawvepq Monbwa BHECEHHS 3MiH [0 peecTpaLiiHuxX MmartepianiB: 3MiHU - UA/3028/01/02
mr/80 wr; in bulk: no 5 dapma" dapma" | Tuny - AamiHicTpaTnBHi 3MiHW. 3miHa
Kr TabneTok y HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEHHS
nonieTuneHoBoMy nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
MILLKY, BMiLLLEHOMY Y nikapcbKoro 3acoby, BKMYa4u AinbHAUL BUNYCKY
noninponineHoBui cepii abo micLe npoBegeHHs] KOHTPOMIO SIKOCTI.
KOHTEenHep (OisnbHICTb, 3a SKy BignoBiaae BUpobHuk/imnopTep,
He BKITI0YalouM BUNYCK cepilt) - 3MiHa Ha3Bem
BMPOOHMKa nikapcbkoro 3acoby BianoBiganbHOro 3a
BUPOGHMLITBO, MEPBUHHE Ta BTOPUHHE NaKyBaHHS,
KOHTpOnb cepii (BBegeHHs 3MiH NpoTarom 6-tm
MicAILiB nicns 3aTBepAKeHHs); 3MiHu | Tuny - 3miHn 3
siKocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BMPOOHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[0[aBaHHA BMPOOHMKA, LLO BiANOBIiAaE 3a BBE3EHHSI
Ta/abo BMNyck cepii) - He Bknovaoum
KOHTpOnb/BMNPOBYyBaHHA cepii - 3amiHa BUPOBHWKa,
LLIO BiANOBIAA€E 3a BUMYCK Cepii He BKMOYa4mn
KOHTpOnb/BUNpobyBaHHs cepii (BBegeHHS 3MiH
npoTaroMm 6-Tu MicsLiB Nicrs 3aTBepAXKEHHS)
28. | BICENTON® Tabnetkn no 100 AT "Apawepq Monblwa AT "Apawvepq Monblwa BHECEHHS 3MiH 4O peecTpaLiiHuX maTtepianiB: 3MiHU 3a UA/3027/01/01
mr/20 wmr; no 20 Papma" Papma" | Tuny - 3miHu 3 sikocTi. [oTOBMIA Nikapcbkun 3acib. | peyenmom
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Ne
n/

Hasea
JliKapcbK020
3acoby

@Popma sunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo20
rnoceid4yeHHs1

TabneTok y 6nicTepi;
no 1 6nictepy B
KapTOHHI kopobui, no
1000 TabneTtok y
mMeTanesomy
KOHTeMnHepi

3MiHM y BUpoBHULTBI. 3MiHa iMnopTepa/3aMiHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[0[aBaHHA BUPOOHMKA, L0 BiANOBIiAaE 3a BBE3EHHSI
Ta/abo BMNycK cepii) - He Bknovaoum
KOHTpOInb/BUNPOBYyBaHHS cepii - 3MiHa BUPOOHUKa
J13 BignosiganbHoro 3a Bunyck cepii (BBegeHHs 3miH
npoTAroMm 6-Tu MicsAUiB Nicns 3aTBepaXKeHHSs); 3MiHu |
TUny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaMeHYBaHHsI
Ta/abo agpecu micus NPOBafXeHHSs QiANbHOCTI
BMPOOHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,
BKITIOMAK0YM AiNbHWLI BUNYCKY cepii abo micue
NpoBeAEHHS KOHTPOIO SIKOCTI. (QiANbHICTb, 3a Ky
BignoBiaae BUpOBHMK/IMMOPTEp, HE BKIOYa4n
BUMYCK Cepi) - 3MiHa Ha3BU BUPOBHMKA rOTOBOro
nikapcbkoro 3acoby, BignosiganeHoro 3a
BUPOGHMLITBO, MEPBUHHE Ta BTOPUHHE NaKyBaHHS,
KOHTpOnb cepii (BBegeHHs 3MiH npoTarom 6-tm
MicALiB nicns 3aTBepAXeHHs)

29,

BICENTON®

Tabnetku no 100
mr/20 mr; in bulk: no 5
Kr TabneTok y
nornieTnneHoBoMy
MILLKY, BMIiLLLEHOMY Y
noninponineHoBui
KOHTEenHep

AT "Anamen
dapma"

MonbLua

AT "Anaven
dapma"

Monblua

BHECEHHS 3MiH 4O peecTpauiiHux martepianiB: 3MiHU
| Tuny - 3miHn 3 AkocTi. F0TOBMIA Nikapcbkui 3acib.
3MiHM y BUpoBHULTBI. 3MiHa iMnopTepa/3aMiHu, Wwo

CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo

[0[aBaHHA BUPOOHMKA, LLO BiANOBIiAaE 3a BBE3EHHSI

Ta/abo BMNyck cepii) - He Bknovaoum
KOHTpOIb/BUNPOBYyBaHHSA cepii - 3MiHa BUPOOHUKa

J13 BignoBiganbHoro 3a BMnyck cepii (BBegeHHs 3miH

npoTAroMm 6-Tu MicsAUIB Nicns 3aTBepAXKEHHS); 3MiHM |

TUNy - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaMeHYBaHHsI

Ta/abo agpecu mMicus NPOBafXeHHSs QiANbHOCTI
BMPOOHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,
BKIIOMAKYM AiNbHWLI BUNYCKY cepii abo micue
NpoBeAEeHHS KOHTPOMIO SIKOCTI. (QiANbHICTb, 3a Ky
BignoBiaae BUpOBHMK/IMMOPTEp, HE BKIOYa4n
BUMYCK Cepit) - 3MiHa Ha3BU BUPOBHMKA rOTOBOro
nikapcbkoro 3acoby, BignosiganeHoro 3a
BUPOGHMLITBO, MEPBUHHE Ta BTOPUHHE NaKyBaHHS,
KOHTpOnb cepii (BBegeHHs 3MiH NpoTarom 6-tm
MicALiB nicns 3aTBepAXeHHs)

UA/3028/01/01

30.

BITYB®

PO34MH ANs iH'eKUin,
100 mr/mm; no 5 mny
dnakoHi; no 10 abo no
30 donakoHiB y navui;
no 5 mn B amnyni; no 5
amnyn y KOHTYPHi
YapyHKOBIV ynakoBL;
MO 2 KOHTYPHI
YapyHKOBI yMaKoBKU B

TOB "HOpisi-
dapm"

YkpaiHa

TOB "fOpisi-®apm”

YkpaiHa

BHECEHHS 3MiH O peecTpaliiHNX MaTepianis: 3MiHN
| Tuny - AamMiHicTpaTnBHi 3MiHW. 3MmiHa
HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEHHS
nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKMYa4u AinbHUL BUNYCKY
cepii abo micLe npoBeaeHHs] KOHTPOIO SIKOCTI.
(DisnbHICTb, 3a SKy BignoBiaae BUpobHuK/imnopTep,
BKIIOMAKYM BUMYCK Cepil) - 3MiHa agpecu
BMpobHuka M3 TOB "KOpis-®apm", YkpaiHa, 6e3

3a
peuenmom

UA/13377/01/01
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31.

BA3OINPECUH
(BA3OMPECUH
Y ALETAT)

NopoLUoK (CybcTaHList)
y cbnakoHax ans
hapmaLeBTUYHOIO
3aCTOCyBaHHS

MNAT "®apmak”

YkpaiHa

BCH MenTtigec C.A.

IcnaHis

BHECEHHS 3MiH 4O peecTpauiiHuX maTepianiB:3MiHu |
TUMY - 3BYXKEHHSA JONYCTMMOI MeXi y cneundikauii
Ha A®I 3a noka3HukoM «bakTepianbHi
€HOOTOKCMHMY»; 3anponoHoBaHo: MeHwwe Hix 10
MO/wmr; 3MiHuM | TUNY - 3MiHa KPUTEPITB MPUAHATHOCTI
y cneundikauii Ha APl 3a nokasHNKOM
«MikpobionoriyHa YicToTay; 3anpornoHOBaHO: -
3aranbHe 4ncro aepobHux mikpoopraxiamis (TAMC)
102 KYOI/T; - 3aranbHe 41cno ApiXaxoBux Ta
nnicHaBux rpnbis (TYMC) 102 KYO/r; 3minu | Tvny -
BHECEHHS 3MiH 40 MeToauky BunpobysaHHsa ADI 3a
nokasHukoMm «MikpobionoriyHa yncroray

UA/11587/01/01

32,

BA30INMPO®

kancynu no 250 mr, no
10 kancyn y 6nictepi;

no 4 6nictepu y nayui
3 KapTOHY

MNAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLiiHuX maTepianiB:3MiHu |
TUMy - 3MiHM B npoueci BupobHuutea APl (HeaHayHa
3MiHa y npoueci BupobHuytea A®I); aminm | Tuny -
3MiHa y mapameTpax cneuudikauin Ta/abo
OONYyCTUMMUX MEX, BUHAYEHNX y cneundikalisx Ha
A, ab0o BMXiAHMA/NPOMDXHUI NPOAYKT/peareHT, LWo
BMKOPUCTOBYKOTbCH Y Npoueci BUpobHuuTea AdI
(iHWi 3miHW); 3MiHK | TUNY - 3MiHa y meTogax
BUNpobyBaHHa ADI abo BuxigHoro
maTtepiany/npoMixxHOro NPOAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoleci BUpobHuytea Ad|
(He3Ha4Hi 3MiHM y 3aTBEPAXEHMX MeToAax
BUNPOBYBaHHS); 3MiHU | TUNY - BUNYYEHHS
BUKMNaAeHHs NOBHOI METOAMKMN 338 NOKA3HUKOM
«MikpobionoriyHa uncToTa» B METo4ax KOHTPOIo
LitoY0i pevyoBMHN MeToHaTy (MenbAoHI0) Ta A04aHO
nocunaHHs Ha 3araneHi ctarTi AdY go
3aTBEepAXEHOro nocunaHHs Ha EP; aminm | tuny —
BUMYYEHO TEKCT METOAMKN BUNPoByBaHHS 3a
nokasHunkom «MikpobionoriyHa YncToTa» B meTogax
KOHTPOO rOTOBOro Nikapcbkoro 3acoby Ta gogaHo
nocunaHHs Ha ®Y Ao 3aTBepAXEHOro NOCUNaHHs
Ha EP

3a
peuenmom

UA/11505/02/01

33.

BA30INMPO®

PO34MH ANs iH'eKUin,
100 mr/mn, no 5 mn B
amnyni, no 5 amnyn y
6nicTtepi; no 2
6nicTepn B nayui 3
KapToHy; No 5 mn B
amnyni, no 10 amnyn y
navwi 3 KapToHy 3
ropoBaHo
BKINagKoo

MNAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLiiHuX maTepianiB:3MiHu |
TUNY — HEe3HaYHi 3MiHM y npoueci BupobHuuTea AdI.
3anponoHoBaHwui npouec BUpobHuyTea Ad|
MenbAoHi NPOXOAWTb iAEHTUYHO A0
3apeecTpOBaHOI TEXHONOTiT 3 ypaxyBaHHAM
HEe3Ha4YHMX 3MiH. BHeCeHi 3MiHU B TEXHONOriYHMI
npoLec BUrOTOBINEHHsI CyOCTaHLii € He3HaYHUMK Ta
He BNNMBalOTb Ha AKICTb HANIBNPOAYKTIB Ta rOTOBOI
npoaykuii; 3miHu | Tuny — 3MiHM 4o MeToaNKK
BUNpobyBaHHa ADI 3a nokadHmkoM «CynpoBigHi
OOMILLKMY»; 3MiHM | TUNY — HE3HAYHi 3MiHM 0
MOKa3HWKIB KOHTPOMIO BOAUW OYULLEHOT , LLO
BMKOPUCTOBYETbCA ANs BUroToBneHHsa APl — ons

3a
peuenmom

UA/11505/01/01
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34.

BA3O0INPO®

kancynu no 500 mr, no

MNAT "®apmak”

YkpaiHa

MAT "®apmak”

HarexHOro KOHTPO0 SAKOCTi BOAWN OYMLLEHOIT Y
BignoBigHOCTI 40 BUMor moHorpadii EP ta USP
Oyna rapmoHi3oBaHa creundikais 4nsi KOHTPOO
SIKOCTi BOAM OYULLEHOI, a came: - MeTof KOHTPOIo
«PeyoBuHM, L0 OKMUCNIOITLCSA» 3aMiHEHO Ha GinbLu
TOYHUIA MeToA «3aranbHui OpraHivyHWn Byrneuby; -
mMexa T. «[TMToMa enekTponpoBigHICTbY 3BYXeHa 3
4,3 uS cm-1 go 1,1 uS cm-1 npu Temnepatypi 20° C.;
3MiHu | TUNy — 3miHM go meTogais koHTponto AdI 3a
nokasHunkoMm «MikpobionoriyHa yucToray, a came
BUMYYEHO ONWC NPOBEAEHHS METOAUKU, OCKiNbKM
MeToAMKa KOHTPOSIO 3a AaHUM NMOKa3HUKOM
npoBOAMUTLCS BiANoBigHO A0 BuMmor EP, nonoBHeHO
nocunaHHsaM Ha OOY* (*- gitoue BuaaHHs); KpuTepii
NPUNHATHOCTI 3anuiueHi 6e3 3miH

35.

BANgon-

10 kancyn y 6nictepi;
no 6 6nictepis y nayui
3 KapTOHY

Tabnetkn no 60 mr no

AT

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLiiHuX maTepianiB:3MiHu |
TUNy - 3MiHK B npoueci BupobHuutea APl (HeaHayHa
3MiHa y npoueci BupobHuytea A®I); aminm | Tuny -
3MiHa y mapameTpax cneuudikauin Ta/abo
OONYyCTUMMUX MEX, BUHAYEHNX y cneundikalisx Ha
A, ab0o BMXiAHMA/NPOMDKHUI NPOAYKT/peareHT, LWo
BMKOPUCTOBYKOTLCH Y Npoueci BUpobHuuTea AdI
(iHWi 3miHW); 3MiHu | TUNY - 3MiHa y meTogax
BUNpobyBaHHa ADI abo BuxigHoro
maTtepiany/npoMixxHOro NPOAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoleci BUpobHuytea Ad|
(He3HauHi 3MiHM y 3aTBEpPAXXEHMX MeToAax
BUNPOBYBaHHS); 3MiHU | TUNY - BUNYyYeHHS
BUKMNaAeHHs NOBHOI METOAMKMN 33 NOKA3HUKOM
«MikpobionoriyHa uncToTa» B METo4ax KOHTPOIo
LitoY0i pevyoBMHN MeToHaTy (MenbAoHI0) Ta A04aHO
nocunaHHs Ha 3araneHi ctarTi AdY go

3aTBepAXXeHoro nocunaHHsa Ha EP

3a
peuenmom

UA/11505/02/02

NYBHUDAPM

6 abo 10 TabneTok y
bnicTtepax

"Ny6Hudpapm"

YkpaiHa

AT "IlybHndapm"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiHNX MaTepianis: 3MiHN
| Tuny - 3miHn wopo 6e3nekn/edekTMBHOCTI Ta
bapmakoHarnsigy (iHLWi 3MiHW) - 3MiHN BHECEHI B
TEKCT MapKyBaHHs YNakoBKM INikapCbKOro 3acoby
LLLOAO 3a3HaYeHHs1 MiXHaPOAHMX NO3HaYeHb
OOVHMWUbB BUMIpIOBaHHs. BHeCeHHs 3MiH o p.
«MapkyBaHHsi» MKA 13 (BBeaeHHsi 3miH npoTsrom
6-Tn micsiLiB nicnsa 3aTBEepAXEHHS); 3MiHM | Tuny -
AaMiHiCTpaTMBHI 3MiHW. 3MiHa HalMeHYyBaHHS
Ta/abo agpecu Micus NPOBafXeHHSs QiANbHOCTI
BMPOOHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKITIOMAKOYM AiNbHWLI BUNYCKY cepii abo micue
NpoBeAEHHS KOHTPOTIO SIKOCTI. (QiANbHICTb, 3a Ky
BignoBiaae BUpOBHMK/iIMMOPTEp, BKMOYAOYM BUMYCK
cepin) - 3MiHa HanMmeHyBaHHs BUpobHuka 13 AT

«JlybHucpapm» 6e3 3miHn micusa BUpobHMUTBA

bes
peyenma

UA/4697/01/01
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
(BBeaeHHs 3miH npotarom 6-Tu MicsiliB nicnsi
3aTBepAXeHHs); 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHK. 3MiHa HaiMeHyBaHHs Ta/abo agpecu
3asiBHMKa (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
3MiHa HalMeHyBaHHs1 3asiBHMKa (BnacHuKa
peecTpauiHoro NocBigYeHHs)
36. | BAIICAPTAH TabneTku, BKpUTI CaHpos CnoBeHis Jlek CnoseHis/ BHECEHHS 3MiH 4O peecTpaliiHnX maTtepianiB:3aMiHu | 3a UA/15619/01/01
CAHOO3® NMiBKOBOIO dapmacbioTika dapmaueBTN4Ha ITanisa TUNy - 3MiHK B npoueci BupobHmutea APl (HesHauHa | peyenmom
KOMMNO3UTYM obonoHkoto, no 160 mr n3a.o. KomnaHisa a.4., 3MiHa y npoueci BupobHuytea A®I) - He3HauHa
/12,5 mr Ne 14 (14x1), CnoBeHis (BUNyck 3MiHa y npoueci Bupobrunytea A®l, a came 3miHa
Ne 28 (14x2) B cepin); HosapTic onucy npouecy BUpobHULTBA rigpoxnopTiasnay y
6nicTtepax dapma C.n.A., 3B’513Ky 3 OMTUMI3aLilo NpoLeciB Ha BUPOOHULITBI
ITania (BMpobHMUTBO
"in bulk", nakyBaHHs1)
37. | BAPOAPUH Tabnetkn no 2,5 wr, Takena ABcTpisi Takepa ®apma MonbLua BHECEHHS 3MiH 4O peecTpauiiHuX martepianiB:3miHum | 3a UA/7897/01/01
HIKOME[ no 100 TabneTtok y ABcTpisi TM6X Cn.3.0.0. TUMY - NOAAHHSA OHOBIIEHOrO cepTudikaTy peuenmom
dnakoHi; no 1 BignoBigHOCTI €Bponenchkin papmakonei Ne R1-
(hNaKkoHy y KapTOHHIN CEP 2000-186-Rev 05 gnsa gito4oi pe4oBuHu
Kopobui Warfarin sodium Big Bxe 3aTBepAXeHOro
BMPOOHMKA, KM 3MIHUB Ha3By, 6€3 3mMiHu Micusi
BMPOOHMUTBA
38. | BEHO®EP® PO34MH Ans Bichop LLiBenuapis BANIOA, LWsenuapia | Lselnuapis/ | BHeCeHHs 3MiH 40 peecTpauiiHux martepianis:3minu | 3a UA/8015/01/01
BHYTPiLLUIHbOBEHHMNX (IHTepHewHn) (BTOpWHHA Himevunna/ TUNy - 3amiHa po3sginy «Ipaduyeckoe odopmneHune | peyenmom
iH'ekuin, 20 mr/mn, no IHK. ynakoBka); Bidop ABCTpisi yrnakoBKu» Ha po3ain «MapkupoBkay;

5 mn B amnyni; no 5
amnyn y KapTOHHIN
Kopobui

(IHTepHewHn) IHK.,
Lseruapis
(BTOpWHHA

yrnakoBKa, A03BiN Ha

Bunyck cepii); 10T

Bionorika M'm6X,
Himeuyunna
(BUPOGHULTBO
Hepo3dacoBaHoi
npoaykuii, nepBnHHa
Ta BTOPWHHA
ynakoBka); Takega
ABcTpis TM6X,
ABCTpisi
(BUPOGHULTBO
Hepo3dacoBaHoi
npoaykuii, nepBnHHa
Ta BTOPWHHA
ynakoBka); Takega
mM6X, HimeyunHa
(BUPOGHULTBO
Hepo3gacoBaHoi
npoaykuii, nepBnHHa
Ta BTOPWHHA
yrnakoBKa)

3anpornoHoBaHo: MapkupoBka (cornacHo
YTBEPXKAEHHOro TEKCTa MapK1pOBKM)
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39.

BECTIBO

Tabnetku no 8 mr, no
10 Tabnetok y
6nictepi; no 3
6nictepn y kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

BAB IHcTuTYT lirieHn
Ta 3abe3neveHHs
Axocti M'mM6X,
Himeuyunna
(kOHTpONb cepii
(Tinbkn
MikpobionoriyHe
TECTyBaHHS));
BankaHdapma-
OynHuus AT,
Bonrapis
(nepBuHHE,
BTOPWHHE
nakyBaHHsi, BUNYyCK
cepii); Katanent
Himeuyunna
WopHaoopd MvbX,
HimevunHa (noBHWM
uMKn)

Himevunna/
Bonrapis

BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3aMiHu |
TUNy - 36iNbLUEeHHS Nnepiody NOBTOPHUX BUMNPoOyBaHb
anst A®I GetaricTuHy gurigpoxmnopuay:
3anponoHOBaHO: 3 POKM

3a
peuenmom

UA/4059/01/01

40.

BECTIBO

Tabnetkv no 16 mr no
10 Tabnetok y
6nictepi; no 3
6nictepn y kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

BAB IHcTuTYT lirieHn
Ta 3abe3neveHHs
Axocti M'MBX,
Himeuyunna
(koHTpOMb cepii
(Tinbkn
MikpobionoriyHe
TECTyBaHHS));
BankaHdapma-
OynHuus AT,
Bonrapis
(nepBuHHE,
BTOPWHHE
nakyBaHHsi, BUNYyCK
cepii); Katanent
Himeuyunna
WopHaoopd MvbX,
HimevunHa (noBHWM
LMKI)

Himeuunna/
Bonrapis

BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3aMiHu |
TUNy - 36iNbLUEeHHS Nnepiody NOBTOPHUX BUMNPOOyBaHb
anst A®I GetaricTuHy gurigpoxnopuay:
3anponoHOBaHO: 3 POKM

3a
peuenmom

UA/4059/01/02

41.

BECTIBO

TabneTtku no 24 mr: no
10 Tabnetok y
6nicTtepi; no 2 abo no
6 6nicTepiB y kopobui;
no 15 Tabnetok y
6nicTtepi; no 4
6nictepn y kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

BAB IHcTuTyT lirieHn
Ta 3abe3neveHHs
Axocti MTMBX,
Himeuyunna
(kOHTpOMb cepii
(TinbkM
MikpobionoriyHe
TECTyBaHHS));
BankaHdapma-
OynHuus AT,
Bonrapis

Himeuunna/
Bonrapis

BHECEHHS 3MiH 4O peecTpaliiHnux maTepianiB:3aMiHu |
TUNy - 36iNbLUEHHS nepiody NOBTOPHUX BUNPoOyBaHb
anst A®I GetaricTuHy gurigpoxnopuay:
3anpornoHOBaHO: 3 POKM

3a
peuenmom

UA/4059/01/03
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(nepBuHHe,
BTOPWHHE
nakyBaHHsi, BUNYyCcK
cepii); KataneHt
Himeuyunna
WopHaopd MvbX,
HimevunHa (noBHWM
LMKI)

42,

BIPYOUH

Tabnetku no 125 wmr;
no 7 Tabnertok y
6nictepi; no 1
6nicTepy y KapTOHHIN
Kopobui

BEPJIH-XEMI
Al

HimeyunHa

Bupo6Huk "in bulk",
KOHTPOIb cepii:
Bepnin-Xewmi Al,

HimeyunHa;
[MakyBaHHs,
KOHTpOIb cepii,
BUMYCK Cepii:
BEPJIIH-XEMI AT,
HimeyunHa

HimeyunHa

BHECEHHS 3MiH 40 peecTpaliiHnx matepianis: 3MiHu
| Tuny - 3miHn 3 AkocTi. ADL. KoHTponb A®I. 3miHa y
meTogax BunpobyBaHHs APl abo BuxigHoro
maTtepiany/npoMixxHOro NPOAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BUpobHuytea Ad|
(iHWi 3miHM y MeTodax BUNPOBYBaHHs (BKMOYa04mn
3amiHy abo gonoBHeHHs1) A®I abo
BMXiZAHOro/MPOMIXXHOro MPoAyKTy) 3MiHa B p. 3.2.S.4.,
a came: JoAaBaHHs anbTepHaTUBHOIO MeToay
nasepHoi gudpakuii 4ns BUHAYEHHSA po3Mipy
yacTtok A®I, BignosigHo o EP 2.9.31.
3MmiHu | TUny - 3MmiHm 3 akocTi. ADL. KoHTponb AdI.
3miHa y meTogax BunpobysaHHs AP| abo BuxigHOro
maTtepiany/npoMixxHOro NPOAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BUpobHuytea Ad|
(iHWi 3miHM y MeTodax BUNPOBYBaHHs (BKMOYa04um
3amiHy abo gonoBHeHHs1) A®I abo
BMXiZAHOro/MPOMIXKHOrO MPoAyKTy) 3MiHa B p. 3.2.S.4.
[ofaBaHHs anbTepHaTUBHOro MeToay Ans
ineHTudikauii A®Pl, a came: BU3HaYEHHs, NOKa3HMKa
ATR meToaom iHpayepBoHOi abcopbuiiHoi
cnekTpomeTpii (BianosigHO o EP 2.2.24). 3miHu |
TUny - 3MiHK 3 sikocTi. [OTOBMIA Nikapcbkuii 3acib.
3MiHM y BUpoBHULTBI. 3MiHa iMnopTepa/3aMiHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[lofaBaHHA AiNbHULL, Ha AKIA 30IACHIOETLCS
KOHTPOIb/BUNPOBYBaHHs cepii) BBEOEHHSsI
[100aTKOBOI AiNbHWLI, Ha AKil 3AOiINCHIOETLCSA
KoHTponb cepin BEPJIIH — XEMI Al™ (TniHkep Ber).
3MmiHu | TMNY - 3MiHK 3 AKoCTI. [O0TOBUI NikKapCbKWi
3aci6. 3mMiHu y BUpobHMUTBI. 3MiHM Y npoueci
BMPOOHMLITBA rOTOBOrO MikapcbKoro 3acoby,
BKITIOHAKYN NPOMIXKHUIA NPOAYKT, WO
3aCTOCOBYETLCS MPU BUPOOHMLTBI rOTOBOrO
nikapcbkoro 3acoby (He3Ha4yHa 3miHa y npoueci
BMPOOHMLTBA) 3MiHa B npoueci BupobHuutea 113 Ha
eTani rpaHynsauii (moamdikauis kinbkocTi Boau
ouuLleHoi 3 19,20 kr oo 27 kr, Wo
BMKOPUCTOBYETLCS, Ta MOro Yacy Ans JoAaBaHHs), a
TaKOX BHECEHHSI HE3HAYHMX 3MiH Y MpoLeci

3a
peuenmom

UA/8141/01/01
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1

BMpobHuuTBa (p. 3.2.P.3.3. Onuc BupobHu4oro
npoLecy Ta npouecy KOHTPomno). 3MiHu | Tuny -
3MmiHu 3 akocTi. [oToBUI Nikapcbknit 3aci6. 3MiHM y
BMPOOHMUTBI. 3MiHa po3Mipy cepii (Bkntovaumn
Jiana3oH po3mipy cepii) roTOBOro nikapcbKoro
3acoby (iHLWi 3MiHK) BUyYeHHs1 po3mipy cepii 39,20
Kr, OCKiNbK1 AaHui po3Mmip cepii GinbLue He
3acTocoByeTbCA. 3MiHM | TUNy - 3MiHM 3 AKOCTI.
[oToBUI Nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3MmiHn BUNpobyBaHb abo OMYyCTUMUX MEX,
BCTaHOBMNEHUX Yy cneyudikadisix, nig vyac
BMPOOHMLITBA rOTOBOrO fikapCbkoro 3acoby
(BUNY4YEHHS HECYTTEBOrO BUNPOOYBaHHSA B NPOLECI
BMPOOHMLTBA) BUITy4YEHHS B MPOLIECi BUPOOHNLITBA
Ha cTagii npoLecy nakyBaHHs1 HECYTTEBOrO
nokasHuka «llepeBipka HAHECEHOro TeKCTY Ha
anoMiHieBy onbry Ta nepesipka HAHECEHOTO
TEKCTY Ha BTOPUHHY ynakoBky). Ockinbkv, 4aHun
MOKa3HUKOM € YaCTUHOO BXiLHOTO KOHTPOIO
naxkyBanbHUX martepianis.
3MiHu | TMNYy - 3MiHK 3 AKkoCTi. [O0TOBUI NikKapCbKkUi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauin Ta/abo
[O0NYyCTUMMUX MEX rOTOBOrO fikapCbKoro 3acoby
(3BY>KEHHS JOMYCTMMUX MEX) ajanTauis
cneumdikauii 3@ NOKa3HUKOM «PO3YMHEHHS» Y
3B’513Ky 3 NpvBeAeHHAM Ao Bumor EP 5.17.1.
KpwuTepii npuiHATHOCTI He 3miHunucs. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNsa 3aTBEPOXKEHHS.
3MiHu | TMNYy - 3MiHK 3 AKkoCTI. [O0TOBUI NikKapCbKUi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauin Ta/abo
[0NYCTUMMUX MEX rOTOBOrO fikapCbKoro 3acoby (iHLwi
3MiHM) 3MiHa napameTpiB cneyundikauii 113 3a
NoKasHMKOM «XiMiYHi IOMILLKNY, HA OCHOBI
pe3ynbTaTiB BUNYCKY Cepili Ta A4OCTIAXKEHHS
cTabinbHocTi npoTsArom GinbLue Hix 20 pokiB AocBIgyY
y BUpo6HuuTBi J13. BBEAeHHS 3MiH NpoTArom 6-tm
MicaliB nicnsa 3aTBepaKeHHs. 3miHu | Tuny - 3MiHn 3
siKocTi. FoToBuMI nikapcbknii 3aci6. KoHTponb
roToBOrO Jlikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo 4ONyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (BHECEHHS 3MiH 4O AOCbE Micnsi
OHOBJIEHHS 3ararnbHOi CTaTTi Ha rOTOBY JiKapCbKy
dopmy y AdY/EBponenchbkini dhapmakoner)
OHOBJEHHSI JOCLE 3 METOI BiANOBIAHOCTI OHOBIEHIN
3aranbHin MmoHorpadii EP ansa M3, a came:
cneumdikauis Ha nepiog TepMiHy NPUAATHOCTI
nepeHocutbes i3 p. 3.2.P.8.1y p. 3.2.P.5.1.
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
BBegeHHsi 3miH npoTaroM 6-tu micsuiB nicns
3aTBEPAXKEHHS.
3MiHu | TMNY - 3MiHK 3 AKOCTI. [O0TOBUI NiKapCbKUi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MmiHa y meTogax BunpobyBaHHs FOTOBOro
nikapcbKoro 3acoby (He3Ha4yHa 3miHa y
3aTBepAXeHNX MeTodax BUNpobyBaHHSA) 3MiHV B
meTogax koHTponto T13:
- 3MiHM 32 NOKA3HUKOM «PO34MHEHHS», Y 3B’A3KY 3
npuBegeHHsam go EP 2.9.3; pepakuinHi amiHn: y
po3ginax 3a nokasHukamun «PO34MHEHHSs»,
«KinbkicH1n BMICT 6puBYAMHY, «XiMiYHi 4OMILIKK 32
BEPX» BunpaeneHo abpesiaTypu Ansi po3paxyHkis.
BBegeHHsi 3miH npoTaromM 6-tu micsuiB nicns
3aTBEPAXKEHHS.
43. | BOOA AnsA PO3YMHHVWK Ansi MAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHn - UA/10079/01/01
IH'EKLIN napeHTepanbHoro "Tannudapm” Il Tuny - 3miHn 3 skocTi. [0TOBMIA NiKapcbkuii 3aci6.
3acTtocyBaHHs in bulk: Cwnctema KoHTenHep/3aKkynoptoBanbHui 3acib. 3miHa
no 2 Mn B amnyrii; no pO3Mipy ynakoBK/ roTOBOro MikapCbKoro 3acoby
10 amnyn y 6nicTepi; (3miHa macu/o6'emy BMICTY KOHTelHepa
no 100 6nicTepiB y 6araTto030BOro CTEPUIIbHOTO JlikapCbKoro 3acoby
kopo6bkax; in bulk: no (abo 0AHOO030BOr0, YaCTKOBOrO BUKOPUCTaHHS) Ta
3,2 mn B amnyni; no 5 6araTo030BOro fikapCcbKoro 3acody
amnyn y 6nictepi; no 6i0noriYHOro/iMyHONOriYHOro NOXOAXKEHHS ANsi
84 bnictepu y napeHTepanbHOro 3acTOCyBaHHs) BBEAEHHSA
kopo6bkax; in bulk: no 5 [04aTKOBMX ynakoBoK in bulk: no 5 mn B amnyni; no
M1 B amnyni; no 5 5 amnyn y 6nictepi; no 80 6nicTepis y kopobkax Ta
amnyn y 6nictepi; no in bulk: no 10 mn B amnyni; no 5 amnyn y énictepi;
80 bnicTepiB y no 80 6nicTepiB y kopobkax 3 BignoBigHNUMK 3MiHaMu
kopo6bkax; in bulk: no 0o posainie MKA «O6’em, Lo BUTAraeTbCca» Ta
10 mn B amnyni; no 5 «YnakoBKa»:
amnyn y 6nictepi; no
80 bnicTepiB y
Kopobkax
44. | TANICTEHA® kpanni opanbHi no 20 Pixapa ABcTpis Pixapg bittHep Al AscTpis BHECEHHS 3MiH 40 PeecTpaLinHMX Matepianis:amiHu | 6e3 UA/1970/02/01
mr, abo no 50 mn, abo BittHep Al TMNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenma

100 mn y donakoHax-
KpanenbHuusax; no 1
(hnakoHy B KAPTOHHIN
ynakoBLi

hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEAEHHS Yy3aranbHEeHVX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHA hbapMakoHarnsgy;
KOHTaKTHOI ocobu 3 dhapmakoHarnsgy 3asiBHuKa 4ns
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOi ocobu,
BignoBiganbHOI 3a apmakoHarnsag. 3miHa
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Ne
n/

Hasea
JliKapcbK020
3acoby

@Popma sunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpauyitiHo20

noceig4YeHHs

KOHTAKTHUX JaHUX KOHTaKTHOI ocobu,
BiANoBiganbHOI 3a hapmakoHarnsa. 3miHa micus
30iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsigy. 3MiHa MiCLle3HaX04KEHHS
mMacTep-ganna

45.

FANICTEHA®

Tabnetku no 12
TabneTok y 6nicTepi;
no1, 2,3 abo 4
6nicTepn y KapTOHHIN
Kopobui

Pixapa
BittHep Al

ABCTpisi

Pixapa bittHep Al

ABcTpis

BHECEHHS 3MiH 4O peecTpaliiHX maTepianiB:3MiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHVX AaHWNX Npo cucTemy hapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX JaHKX MPO CUCTEMY
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI ocobu 3 dhapmakoHarnsgy 3asiBHUKa 4ns
34iMcHeHHs hapMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
KOHTaKTHUX JaHUX YMOBHOBaXEHOi ocobu,
BignoBiganbHOI 3a hapmakoHarnsg. 3miHa
KOHTAKTHUX JaHUX KOHTaKTHOI ocobu,
BignoBiganbHOI 3a hapmakoHarnsa. 3miHa micus
30iACHEHHSI OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsigy. 3MiHa MiCLle3HaX04KEHHS
mMacTep-ganna

bes
peyenma

UA/10024/01/01

46.

FENO®Y3UH

PO34MH Ans iHgy3in
no 500 mn po3yunHy y
dnakoHax; no 10
(PNaKoHIB y KapTOHHIN
kopo6bui; no 500 mn
PO34MHY Yy hriakoHax

B. bpayH
Menb3yHreH
Al

HimeyunHa

B.BpayH Meawvkan

CA

Lseruapis

BHECEHHS 3MiH 4O peecTpaliiHuX maTtepianiB:3MiHu |
TUMY - NOA4AHHSA OHOBIEHOrO cepTudikaTa
BignoBigHOCTI €Bponenchkin papmakonei Ne R1-
CEP 2008-105-Rev 00 gns gito4oi pe4oBuHu
Sodium chloride Big Bxe 3aTBEpA>KEHOro
BMPOOHMKA; 3MiHM | TUMy - MOgaHHSA OHOBINEHOrO
cepTudikaTa BignoBigHOCTi €Bponenchbki
dapmakonei Ne R1-CEP 2007-367-Rev 00 gns
nitoyoi pevoBmHu Sodium chloride Big Bxe
3aTBEepAXEeHOro BUPOOHUKa;

XMiHM | TNy - nogaHHs oHoBreHoro E-
cepTudikaTa BignoBigHOCTi €Bponenchbkin
dapmakonei Ne R1-CEP 2000-050-Rev 02 gns
gonomixHoi pedoBuHu Gelatin Big Bxe
3aTBepAXEeHOro BUpOOHMKa; 3MiHU | TMny - nogaHHst
HOBOro cepTudikara BiANoBigHOCTI €BpPONEnCchKin
dapmakonei Ne RO-CEP 2013-058-Rev 00 gns
nitoyoi pevoBmHu Sodium chloride Big Bxe
3aTBEepAXEeHOro BUPOOHUKa;
3MiHu | TUNy - 3MiHa HarimeHyBaHHS Ta/abo agpecu
MicLisl MPOBaAXKEHHSs1 AiANbHOCTI BUPOOHWMKa
(BKknoYaroum, 3a HeobXigHOCTI, MicLie NPOBEAEHHS
KOHTPOIO AKOCTi), abo BnacHuka mactep-danina Ha
A®I, abo noctavyanbHuka Ad®l/BuxigHoro

3a
peuenmom

UA/5905/01/01
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
maTepiany/peareHTy/npoMiXHOro NPOAYKTY, L0
3acTocoByTbCA Yy BUpOOHMUTBI ADI - 3MiHa
HaliMeHyBaHHs1 BUpobHuka APl HaTpito xropuay;
3MiHu | TUNY - NogaHHsA OHOBNEHOro cepTudikaTa
BignoBigHOCTI €Bponencbkin papmakonei Ne R1-
CEP 2007-367-Rev 01 gnsa gito4oi peqoBuHu
Sodium chloride Big Bxe 3aTBepAXXeHOro BUpobHUKa
47. | FTEMUUTABIH- niodinisat ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 3a UA/14104/01/01
®APMEKC PO34MHy Anst iHdy3in "®APMEKC reyn" TUNy - 3MiHM Wopgo 6e3nekn/edekTMBHOCTI Ta peuenmom
no 200 mr, 1 dnakoH 3 reyn" hapmakoHarnsgy. BeegeHHs abo 3miHn go
nioginizatom y y3aranbHeHUX AaHux Npo cMcTemy dapmakoHarnsay
KOHTYPHIln YapyHKOBIN (BBEOEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
ynakosui; no 1 hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
KOHTYPHIln YapyHKOBIN BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
ynakoBLi y navui 3 KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa 4ns
KapTOHYy 34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobu, BignoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bkmovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoBiganbHOI 3a hapmakoHarnag
48. | FTEMUUTABIH- niodinisat ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHnuX maTepianiB:3MiHu | 3a UA/14104/01/02
®APMEKC PO34MHy Anst iHdy3in "®APMEKC reyn" TUNy - 3MiHM Wopgo 6e3nekn/edekTMBHOCTI Ta peuenmom
no 1000 mr, 1 dnakoH reyn" hapmakoHarnsigy. BeegeHHs abo 3miHn go
3 niocpinizatom y y3aranbHeHUX AaHux Npo cMcTemy dapmakoHarnsay
KOHTYPHIln YapyHKOBIN (BBEOEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
ynakosui; no 1 hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
KOHTYPHIln YapyHKOBIN BiANOBiAaNbHOI 3a 3AiNCHEHHA hbapMakoHarnsgy;
ynakoBLi y navuyi 3 KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa ans
KapTOHYy 34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BianosiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bkmovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
anna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHKKa, BigMoBiAanbHOI 3a
hapmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoBiganbHOI 3a hapmakoHarnag
49. | TENAON®® MOPOLLOK AJ151 PO3UMHY TOB YkpaiHa TOB "BAJTAPTIH YkpaiHa BHECEHHS 3MiH 40 PeecTpaLinHMX MmaTtepianis:amiHu | 3a UA/5324/01/01
ans iH'ekuin, no "BAJTAPTIH PAPMA", YkpaiHa TUMY - BUNTYYEHHS TOProBOi HA3BW AOMOMiXKHOT peuenmom
942,05 Mr NopoLLKy y PAPMA" (Bunyck cepii); TOB pe4oBMHU 6e3 Byab-sKNX 3MiH Y CKnagi A0MOMiIKHUX

dnakoHi; no 1, 5 abo
10 cbnakoHiB y
KapTOHHI ynakoBLi

"®APMEKC rpPyn",
YkpaiHa
(BUpOBHULTBO,

pe4oBMH Ta 6€3 3MiH y SIKICHOMY Ta KiNlbKiCHOMY
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
nakyBaHHS1, cknagi
KOHTPOIb SIKOCTi)
50. | TENAPWH- PO34MH ANs iH'eKUin, TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 3a UA/13831/01/01
DAPMEKC 5000 MO/mn no 1 mn "OAPMEKC reyn" TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenmom
abo 5 mn y pnakoHax; reyn" hapmakoHarnsgy. BeegeHHs abo 3miHn go
no 5 cprnakoHiB y y3aranbHeHUX AaHux Npo cMcTemy dapmakoHarnsay
KOHTYPHIln YapyHKOBIN (BBEOEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
ynakosui; no 1 hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
KOHTYPHIln YapyHKOBIN BiANOBiAANbHOI 3a 3AINCHEHHA hapmakoHarnsgy;
yMakoBLi B KAPTOHHI KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa ans
Kopobui 34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobu, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
(hanna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiganbHOI 3a
hapmakoHarnsg: NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoBiAanbHOI 3a hapmakoHarnsg
51. | TNIBEHKNAMIA | Tabnetkx no 5 mr, no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx maTepianis: 3miHu 3a UA/4647/01/01
-300POB'A 10 Tabnetok y "®apmaueBTu "®apmaueBTn4Ha | Tuny - 3miHn 3 AkocTi. FoTOBMIA Nikapcbkun 3acib. | peyenmom
6nictepi; no 5 YHa KOMMaHis komnanis "3gopos'a” CwncTema KoHTenHep/3akynoptoBarnbHui 3aci6. 3miHa
6nicTepiB y KApTOHHIN "3popos'a" pO3Mipy ynakoBKW roTOBOro MikapCbKoro 3acoby
kopobui; no 50 (BUNY4YEHHS! yNaKoBKM MEBHOro po3Mipy)
TabneTtok y BunyyeHHs ynakoBku Ne 120 (20x6) y brictepax B
KOHTeMnHepi; no 1 kopo6ui, 3 BiANOBIAHMMM 3MiHaMK y po3Aaini
KOHTEMNHepy y "YnakoBka". BBegeHHs1 3MiH NpoTaroMm 6-Tu micsuis
KapTOHHI Kopobui; no nicns 3aTBEpPOXKEHHS.
50 Tabnetok y
KOHTenHepax
52. | rNILWEPON Cyno3uTopii pekTanbHi €Bpo Benvka BigNoBiAanbHWN 3a: MopTyranis/ | BHECEHHs1 3MiH 4O peecTpauinHMx matepianis: 3MiHu 6e3 UA/12050/01/02
€BPO no 2000 mr; no 6 Tandpkep It BpuTtaHis BMPOOHULTBO ITanisa | Tuny - 3miHn 3 AkocTi. F0TOBMIA Nikapcbkui 3acib. peuenma
CynosuTopiiB y Hepo3dacoBaHOro 3MiHM y BUpobHMUTBI. 3miHa po3mipy cepii
6nictepi; no 1 abo no NpoayKTy; NEpPBUHHE (BKMOYalouM giana3oH po3mipy cepii) roToBoro
2 6nictepu B nakyBaHHS; nikapcbkoro 3acoby (36inbweHHs go 10 pasis
KapTOHHI# ynakoBLi BTOPVHHE MOPIBHSIHO i3 3aTBEPAXKEHUM PO3MiPOM) BBEAEHHS
nakyBaHHS; [,04aTKOBOro 306inbLUeHOro po3Mipy cepii roToBoro
KOHTpOnb/BUNpo6GyB nikapcbkoro 3acoby. 3miHn | Tuny - 3MiHM 3 SIKOCTI.

aHH$; BUNYCK cepii:
JTabopaTtopuec baci
IHpacTpia
dapmacbioTika,
C.A., NopTtyranis;
BiAnosiganbHU 3a:
BMPOOHULTBO
Hepo3dacoBaHOro

["oToBUI Nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3amiHa abo BBeAeHHs 400aTKOBOI AinbHULI
BMPOOHMLTBA Ans YacTUHU abo BCbOro BUPOBGHNYOro
npoLecy roToBoro nikapcbkoro 3acoby (ainbHuus, Ha
SKin npoBoAATbLCA Byab-Aki BUpOOHWMYI cTagii, 3a
BMHSITKOM BUMYCKY Cepili, KOHTPOIO SAKOCTI,
NEepBUHHOrO Ta BTOPMHHOIO NakyBaHHs, Ans
HECTepWIbHUX Nikapcbkux 3acobie) CynyTHsa 3MiHa
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
npoayKTy; NEpPBUHHE - 3MiHu 3 AkocTi. [OTOBMIA Nikapcbkun 3acib. 3MiHu y
nakyBaHHS; BMPOOHMUTBI. 3amiHa abo BBeAeHHS 404aTKOBOI
BTOPVHHE OinbHULI BUpOBHUUTBA AN YacTMHN abo BCbOro
nakyBaHHS; BMPOOHMYOro Npouecy roToBoro nikapcbKoro 3acoby
KOHTpOnb/BUNpO6GYB (BiNbHULA ONst BTOPMHHOrO NakyBaHHS) - 3MiHM 3
aHHs cepii: siKocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
Namn Can BMPOOHMUTBI. 3amiHa abo BBeeHHS A04aTKOBOI
Mpocnepo CIA, OinbHULi BUPOBHULTBA AN YacTMHN abo BCbOro
ITanisa BMPOOHMYOro nNpouecy roToBoro nikapcbKoro 3acoby
(BiNbHUUA ANst NEPBUHHOrO NaKyBaHHS) BBEAEHHS
[04aTKOBOI AinbHULI BUpoBbHUUTBa - [lamn CaH
Mpocnepo ClA, Itanis. BBeaeHHs 3MiH npoTsirom 3-
X MicsLiB nicns 3aTBepAXeHHs. 3MiHuM | Tuny - 3miHn
3 skocTi. [0TOBMI nikapcbkuii 3acib. 3mMiHun y
BMPOOHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[lofaBaHHA AiNbHULL, Ha AKIA 30iACHIOETLCS
KOHTpOnb/BUNPOBYBaHHS cepii) AoAaBaHHsS AiNbHULI,
LLIO BiANOBIAA€E 3a KOHTPONbL/BUMNPOBYBaHHS cepii
roToBOroO nikapcbkoro 3acoby - Jlamn CaH lMpocnepo
CINA, ITanis. BeegeHHs 3MiH npotsrom 3-x micsiuis
nicns 3aTBepAXEHHS
53. | NILEPON Cyno3uTopii pekTanbHi €Bpo Benvka BigNoBiAanbHWN 3a: Moptyranis/ BHECEHHS 3MiH 4O peecTpaliiHux maTepianis:® 6e3 UA/12050/01/01
€BPO no 1000 mr; no 6 Tandpkep It BpuTtaHis BMPOOHULTBO ITanisa 3MmiHu | TMNYy - 3MiHK 3 AKkoCTI. [O0TOBUI NiKapCbKknUi peuenma
cynosuTopiiB y Hepo3dacoBaHOro 3aci6. 3miHu y BUpobHuUUTBI. 3MiHa po3Mipy cepii
6nicTtepi; no 1 abo no npoayKTy; NEpPBUHHE (BKMOYalouM giana3oH po3mipy cepii) roToBoro
2 6nictepu B nakyBaHHS; nikapcbkoro 3acoby (36inbweHHs go 10 pasis
KapTOHHI ynakoBLi BTOPVHHE MOPIBHSIHO i3 3aTBEPAXKEHUM PO3MiPOM) BBEAEHHS
nakyBaHHS; [04aTKOBOro 30iMbLUeHOro po3Mipy cepii roToBoro
KOHTpOnb/BMNpoGYB nikapcbkoro 3acoby. 3miHn | Tuny - 3MiHM 3 SIKOCTi.

aHHS; BUNYCK cepii:
JTabopaTtopuec baci
IHpacTpia
dapmacbioTika,
C.A., NopTtyranis;
BiAnoBiganbHU 3a:
BMPOOHULTBO
Hepo3dacoBaHOro
NPOAYKTY; NEPBUHHE
nakyBaHHsi;
BTOPWHHE
nakyBaHHsi;
KOHTpOnb/BUNpoGyB
aHHs cepii:
INlamn Can
Mpocnepo ClA,
ITanisa

[oToBUI Nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3amiHa abo BBeAeHHs1 400aTKOBOI AinbHULI
BMPOOHMLTBA Ans YacTUHU abo BCbOro BUPOBHNYOro
npoLiecy roToBoro nikapcbkoro 3acoby (AinbHuus, Ha
SKin npoBoAATbLCA OyaAb-Aki BUpOOHWMYI cTagii, 3a
BMHSITKOM BUMYCKY Cepili, KOHTPOIO SKOCTI,
NEepBUHHOrO Ta BTOPVMHHOIO NakyBaHHs, Ans
HeCcTepurbHUX Nikapcbkux 3acobie) CynyTHsa 3MiHa
- 3MiHu 3 AkocTi. [OTOBMI Nikapcbkun 3acib. 3miHu y
BMPOOHMUTBI. 3amiHa abo BBegeHHS A04aTKOBOI
OinbHULI BUPOBHULTBA AN YacTMHN abo BCbOro
BMPOOHMYOro Npouecy roToBoro nikapcbKoro 3acoby
(AiNbHULA ONst BTOPMHHOrO NakyBaHHS) - 3MiHM 3
sKocTi. [oToBUI Nikapcbkmi 3aci6. 3MiHn y
BMPOOHMUTBI. 3amiHa abo BBeAgEeHHS A04aTKOBOI
OinbHULI BUPOBHUUTBA AN YacTMHN abo BCbOro
BMPOOHMYOro nNpouecy roToBoro nikapcbKkoro 3acoby
(QiNbHULA ANsi NepBMHHOrO NaKyBaHHS) BBEAEHHS
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n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
[04aTKOBOI AinbHULi BUpobHUUTBa - [lamn CaH
Mpocnepo CrIA, Itanis. BBeaeHHs 3MiH npoTsirom 3-
X MicsiliB nicnsi 3aTBepAXeHHs. 3MiHu | Tuny - 3miHn
3 sikocTi. [0TOBMI nikapcbkuii 3acib. 3MiHun y
BMPOOHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[lofaBaHHA AiNbHULL, Ha AKIA 30IACHIOETLCS
KOHTpOnb/BUNPOBYBaHHs cepii) AoAaBaHHs AiNbHULI,
LLIO BiANOBIAA€E 3a KOHTPONbL/BUMNPODBYBaHHS cepii
roToBOro fikapcbkoro 3acoby - Jlamn CaH lMpocnepo
CINA, ITanis. BeegeHHs 3MiH npotsirom 3-x micsiuis
nicns 3aTBepAXXEHHS
54. | TPUHTEPON® Kancynu TBepAi no AT "lpiHaekc" IatBis AT "IpiHaekc" INatsis BHECEHHS 3MiH 40 peecTpaLinHMX MaTtepianis:amiHu | 3a UA/15941/01/01
250 mr no 10 kancyn y TUNy - nogaHHsA HoBoro CepTudikaTy BiANOBIAHOCTI | peyenmom
6nictepi; no 5 abo 10 €ponevicbkin dapmakonei Ne R1-CEP 2005-198-
6nicTepiB y nayui 3 Rev 04 ons gitoyoi pevyoBMHN ypcoae30KCUXoneBoi
KapTOHY KMCnoTw Big HoBoro BupobHuka ICE S.P.A,, Itanis
55. | TPUMNEKC NMopOLUOK ANsi tOHina6b, NMn CWA BupobHuk, Monbwa/ BHECEHHS 3MiH O peeCcTpaLiiHNX MaTepianis: 3MiHN 6e3 UA/6285/01/01
XOTAKTUB OpanbHOro po3ynHy, BigNoBiAanbHUM 3a Benvka | Tuny - 3miHn 3 akocti. CepTudikart peuenma
MAKC no 5 r NopoLuKy y BMPOOHMLTBO 32 BputaHis BignosigHocTi/l'E-cepTudikar BignoBigHOCTI
cawe; no 5 cawe abo NMOBHUM LMKITOM: €Bponeicbkin dhapmakonei/moHorpadii. 3MiHn,
no 8 calle y KapTOHHIN TOB HOC dapmaluis, noB'si3aHi 3 HeOOXIQHICTIO NPUBEAEHHS Y
navui MonbLua; BiANOBiAHICTb A0 MoHorpadii AdY abo
BupobHuk, €Bponeicbkoi hapmakornei, abo iHLWOoi HalioHanbHOI
BiANoOBiAanbHUM 3a hapmakonei gepxasu €C (3miHa y cneumdikauisx,
BMPOOHMLTBO, noe'sidaHa 3i amiHamu B J®Y, abo €Bponencbkin
naxkyBaHHs hapmakonei, abo iHWi HauioHanbHin dapmakonei
(nepBuHHE Ta nepxasu €C) - BHECEHHS 3MiHU BHACNiAoK
BTOPVHHE), OHOBINEHHS1 MOHOrpadii €Bponencobkoi dapmakonei
KOHTPOIb Ta BUMYCK ONsi 4OMOMIXKHOT PEYOBUHM KMCINOTU NIMMOHHOT
npogykTy in bulk, 6e3B0OaHOI, a came: 3MiHa Ha3BW JOMNOMIKHOT
KOHTpOIb cepii pPEYOBMHU 3 KUCMOTa NMMMOHHA 6e3BoAHa Ha KucnoTa
rotToBOro nMmoHHa (BBeaeHHs 3MiH NpoTsirom 6-Tu micsauis
nikapcbKoro 3acoby: nicns 3aTBepOKEHHS)
BpadToH
JlTabopatopi3
NimiTen, Benuka
BpuTtaHis
56. | OANNMAKCIH masb, 20 mr/r; no 251 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4O peecTpaLiiHNX MaTepianis: 3MiHW 6e3 UA/4182/01/01
y Ty6i; no 1 Ty6i B "Ximcpapm3sas "Ximdapm3sasog | Tuny - AaMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BK peuenma
navui 3 KapToHy og "YepBoHa "YepBoHa 3ipka" nikapcbkoro 3acoby. 3miHa Ha3swu J13. BBegeHHs
3ipka" 3MiH MpoTsiroM 3-X MicsiLiB Nicrs 3aTBepAXEHHS.
57. | OESO®EMIH TabneTku, BKpUTI mi6e TmM6X HimeyunHa mi6e TmM6X HimeyunHa BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3aMiHu | 3a UA/17211/01/01
30 NniBKOBOK ApuHanmitren ApuHanmitTTenb TUMY - OHOBJIIEHHS 3aTBEPAXEHOro TEKCTY peuenmom
obonoHkoto, no 0,03 b MapKyBaHHS1 YakoBOK NiKapCbKoro 3acoby.

mr/0,15 mr no 21
Tabnetui y bnictepi,

BBegeHHsi 3miH npoTaromM 6-tu micsuiB nicns
3aTBEPAXEHHSI
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n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
no 1, abo no 3, abo no
6 GnicTepiB y
KapTOHHI kopobLli
58. | AEKCANTIH®C rpaHynu ans MeHapiHi Ilrokcembypr Jlabopatopioc Icnanisa BHECEHHS 3MiH 4O PeecTpaLinHMX MaTepianis:amiHu | 3a UA/9258/02/01
ALWLE OparnbHOro po3dnHy no | IHTepHeloHan MeHapiHi C.A. TUNy - 4OAaBaHHsA BUPOOHUKa ADI peuenmom
25 mr; no 10 abo no OnepewoHc OekcketonpodeHy npometamon LODICHEM S.R.L.,
30 ogHOO030BUX JTrokcembypr ITanisa, BignoBiganbHui 3a BUpobHuuteo AdI, wo
nakeTiB 3 rpaHynamu y HanexuTb [0 3aTBepAXKeHOro BUpobHULTBa
KapTOHHI kopoobLli Lusochimica SpA. A Takox, BHECEHHS1 peAaKLUiiHnX
npaBok B p. 3.2.5.1.1. 71a 3.2.5.4.1. 1a 3.2.5.2.1.
ASMF yacTvHu (BKIIOYEHHS agMiHiICTpaTUBHOI
iHpopmaLii 4na 3aTBepAXEHNX BUPOBHNYNX CanTIB)
Bi 3asiBHMKa Ta Moaynb 3.2.S. A TaKoX, YTOYHEHHSsI
HanucaHHsi BXe 3aTBepa)KeHoro BupobHuka AdI 3
Lusochimica S.p.A. Stabilimento di Pisa, ltaly Ha
Lusochimica S.p.A. — Pisa Plant, Italy;
3anpornoHoBaHo: Lusochimica S.p.A. — Pisa Plant,
Italy LODICHEM S.R.L., ITanis
59. | DEPUBA renb, 1 mr/rno 5r abo meHmapk IHAis meHmapk IHAis BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3aMiHu | 6e3 UA/9164/01/01
BOOHUWTENb | no 151y Ty6i; no 1 dapmacboTuK dapmacbioTukans TUMY - OHOBJIIEHHS BXXE 3aTBEPAXKEHOro TEKCTY peuenma
TyOi B KAPTOHHI ans JlTa. JTa. MapKyBaHHS MEPBUHHOI Ta BTOPMHHOI YNaKOBKM
Kopobui nikapcbkoro 3acoby (ans ynakosku 15r) i3
3a3HaYeHHsIM MiXXHapOAHMX NO3HaYeHb OAVHULb
BMMiptoBaHHS1. 3amiHa po3giny «I"padivHoro
306paXKeHHs1 ynakoBku» Ha po3ain «MapkyBaHHs» B
MeToAax KOHTPOMIO SIKOCTi NikapcbKoro 3acoby.
BBegeHHsi 3miH npoTaroM 6-tu micsuiB nicns
3aTBEPAXEHHS
60. | OUKNODEHAK TabneTku, BKpUTI "KOHik IHAis HOHik IHAis BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3MiHu | 3a UA/3939/03/01
€BPO 060mMoHKOI0, dapmacboTuK dapmacbioTukan TUNY - 3MiHM 0 IHCTPYKUIT ANS Mean4Horo peuenmom
KMLLKOBOPO34MHHI N0 an JlTabopatopi3 3acTocyBaHHS MikapcbKoro 3acoby y po3ginu:
50 mr no 10 TabneTtok Jlabopatopis" (BigaineHHs dipmun "OcobnumBocTi 3acTocyBaHHS", "[M0obi4HI peakuii”
y bniictepi, no 1, abo (BipaineHHs "Ox. b. Kemikan3a BiAMOBIAHO 4O OHOBNEHOI iHpopMaLlii 3 6e3nekn
no 2, abo no 10 dipmn "Ox. b. eHg 3acTocyBaHHS Aito4oi pevyoBMHN. BBegeHHs 3miH
6nictepiB y kopobui 3 Kemikana eHg dapmacbioTukans npotarom 3-x mMicsUiB nicnsa 3aTBepAXeHHS
KapTOHYy dapmacboTuK Jitg.")
ans Jltg.")
61. | AUKNODPEHAK- | po3unH ons iH'eKkuin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3aMiHu | 3a UA/4060/01/01
OAPHUUA 25 mr/mnno 3 mn B "®apmaueBTu "®apmaueBTn4Ha TUny - 3MiHa y metogax BunpobysaHHs AP| abo peuenmom
amnyni, no 5 amnyn y YyHa chipma dipma "OapHuus” BMXiZHOro Martepiany/npomikHOro
KOHTYPHIln YapyHKOBIN "OapHnus" npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y

ynakoBui; no 1 abo 2
KOHTYPHi YapyHKOBI
yrnakoBku B nayui; no 3
mn B amnyni, no 10
amnyn y kopobui

npoueci BupobHuutsa A®I (iHWwi 3miHn y meTogax
BMNPOBYBaHHS (BKIMIOYaoun 3amiHy abo
nonoBHeHHs1) AD| abo BMXigHOro/npoMiXHOro
NpoayKTy); CynyTHs 3MiHa: 3MiHa y napameTpax
cneumndikauin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX
y cneundikauiax Ha A®l, abo BUXigHNA/NPOMIXHWUIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLIECI
BMpobHMUTBa A®l. BBeaeHHs 3MiH NpoTsArom 6-1m
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MiCALB nicns 3aTBepAXKEHHS

62.

OWKINO®EHAK-
®APMEKC

cynosuTopii
pekTanbHi, 100 mr Ne
10 (5x2) y cTpunax

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
rPym"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnuX maTtepianiB:3aMiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS Yy3aranbHEHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMmakoHarnsgy;
KOHTaKTHOI ocobu 3 dhapmakoHarnsgy 3asiBHuKa 4ns
34iMCHeHHs papMakoHarnsagy B YKpaiHi, SKLO BOHa
BiAMiHHA BiA ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (BkmoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yMOBHOBaXKeHOi 0cobu 3asiBHKKa, BigMnoBiAanbHOI 3a
apmakoHarnsg: NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinosuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoBiAanbHOI 3a hapmakoHarnsg

3a
peuenmom

UA/11697/01/01

63.

OWKINO®EHAK-
®APMEKC

cynosuTopii
pektanbHi, 100 mr in
bulk Ne1160 (5x232) y
ctpunax; in bulk
Ne2750 (5x550) y
cTpunax

TOB
"OAPMEKC
rPyn"

YkpaiHa

TOB "®APMEKC
rPyn"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS Yy3aranbHEeHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa 4ns
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobu, BignoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bkmovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a
apmakoHarnsg: NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoOBiAanbHOI 3a hapmakoHarnssg

3a
peuenmom

UA/15335/01/01

64.

OUMETUNCYN
b®OKCHa

pianHa abo kpuctanu
(cybeTaHuis) y 6oukax
nnactmacosux abo
meTanesux ans
BMPOOHMLTBA
HecTepunbHUX
nikapcbknx dopm

NAT
"Tannudapm”

YkpaiHa

[annopg Kemiken
Komnawi J1.J1.C.

CLUA

BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3aMiHu |
TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu
3asiBHMKa (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
3MiHa HalMeHyBaHHS 3asiBHMKa, 6e3 3miH y MKA N13;
3anpornoHoBaHo: [NoBHa Ha3Ba AKuUiOHepHe
ToBapucTBo "Nanuudapm" CkopoyeHa Hassa MAT
"Tannudapm”

UA/11642/01/01

65.

OOLIETAKCEI-

KOHLIeHTpaT ans

TeBa

I13painb

Aktasic Itani C.n.A.

ITania

BHECEHHS 3MiH [0 peecTpauiHMX maTtepianiB:3miHum |

3a

UA/13625/01/01
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n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
TEBA PO34MHy Anst iHdysin, dapmaueBTika TUMY - NOO4AHHS OHOBIIEHMX cepTudikaTiB peuenmom
20 mr/mn no 1 mn a6o n lHgacTpi3 BignoBigHOCTI €Bponenchkin papmakonei Ne R1-
no4 mn, abo no 7 mn n1a. CEP 2012-105-Rev 00, Ne RO-CEP 2016-146-Rev
y cbnakoHi; no 1 01 ans gitoyoi pevoBuHn Docetaxel Big Bxe
nakoHy B KOpobui 3aTBEepAXEHNX BUPOOHWKIB, K HAacNigOK 3MiHW Y
cneumndikauii A®Il, a came BUNYyYEHHs1 NOKa3HNKa
«Baxki meTann»
66. | AYONPOCT Kpanni o4Hi, po3umH no | K.T. Pomdapm PymyHis K.T. Pomdapm PymyHis BHECEHHS 3MiH 4O peecTpaliiHnX matepianis: 3MiHn 3a UA/15824/01/01
2,5 Mn y cdonakoHi- Komnawi Komnani C.P.J1. | Tuny - AaMiHicTpaTuBHi 3MiHW. 3MiHa Ha3BK peuenmom
KpanenbHuui; no 1 C.P.J. nikapcbkoro 3acoby 3miHa Ha3Bwu J13: 3aTBepaxeHo:
dnakoHy-kpanenbHuLi JIATAHO®APM MJTKOC 3anponoHoBaHo:
Y KapTOHHI Kopobui OYOMPOCT. 3minu | Tuny - 3miHn 3 sikocTi. [oToBMI
nikapcbkui 3aci6. CtabinbHicTb. 3MiHa y TepMmiHax
npugarHocTi abo ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby (36inbLUeHHsS TEPMiHY
npuaaTHOCTi FOTOBOro Nikapcbkoro 3acoby) - [Ans
TOProBOi YMakoBKM (NigTBEPAXYETbCA AaHUMU
peanbHoro 4acy) 36inbLeHHss TepMiHy NPUAATHOCTI
roTOBOTO JiKapCbKOro 3acoby Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB JOBroCTPOKOBMX OOCIIAXEHb
cTabinbHOCTI y peanbHOMY Yaci: 3aTBepaKeHo:
TepmiH npugatHOCTi 2 pokn 3anponoHOBaHO:
TepmiH npmugaTHoCTi 3 poku
67. | EKOHA30I1- necapii no 150 mrno 3 TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHX maTepianiB:3MiHu | 3a UA/13578/01/01
®APMEKC necapii B 6nictepi; no "®APMEKC reyn" TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenmom
1 6nicTepy B nayui 3 reyn" hapmakoHarnsgy. BeegeHHs abo 3miHn go
KapToHy; no 5 necapiis y3aranbHeHUX AaHux Npo cMcTemy dapmakoHarnsay
y 6niictepi; no 1 abo 2 (BBEOEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
6nictepn B nayui 3 hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
KapTOHYy BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa ans
34iMcHeHHs papMakoHarnsagy B YKpaiHi, SKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobu, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
(hanna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHKKA, BigMoBiAanbHOI 3a
apmakoHarnsg: NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BignoBiganbHOI 3a hapmakoHarnsg
68. | EHANANPUN Tabnetku, 10 mMr/25 mr TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 3a UA/17036/01/01
H-®APMEKC Ne20 (20x1) y "®APMEKC FPYM", Ykpaina TMnYy - 3MiHK WoAo besnekn/edekTMBHOCTI Ta peuenmom
bnicTtepax reyn" (BUpOGHULTBO 3 hapmakoHarnsgy. BeeaeHHs abo 3miHn go

npoaykuii in bulk
BMpobHuka TOB
"®apmaueBTn4Ha
KOMMaHis
"3popoB’s",

y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS y3aranbHEeHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa ons
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n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
YkpaiHa) 34iMCHeHHs hapMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHMKa, BigMoBiganbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinnoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BignoBiganbHOI 3a hapmakoHarnsg
69. | EHBPEN® PO3YVH AN iH EKUIN, NOAN3EP CLUA BepuHrep Benuka BHECEHHS 3MiH 4O PeecTpaLinHMX marepianis: 3a UA/16786/01/01
50 mr/mm; 4 EMY.CLMI. IHrenbxanm ®apma BputaHisa/ YTOYHEHHA peecTpauiliHoi NnpoueAypu B Hakasi | peuenmom
nonepegHLo KOPMNOPEWLL 'mb6X & Ko. KT, Himevunna/ MO3 Ykpainu Ne 1942 Big 13.09.2019 B npoueci
HarnoBHEHI LWNp1UmM No H Himeuyunna Ipnangis/ BHECEHHSA 3MiH - 3MiHu | Tuny - 3MiHn Woao
0,5 mn (25 mr) abo no (BUPOBHULTBO i Benbris 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHuwi
1 mn (50 wr), abo 4 KOHTPOIb SKOCTI 3MiHu) - 3MiHM BHeceHOo A0 IHCTpykuii ansa
nonepegHbL0 NPOMI>XKHOTO MeAMYHOro 3acTOCYBaHHS MikapcbKoro 3acoby Ao

HarnoBHeHI py4kn no 1
mn (50 mr), 4 TamnoHmn
3i cnupTom y
nnacTyKoBOMY
KOHTEMNHepi;
nnacTKoBUWA
KOHTENHep y
KapTOHHI kKopoobLli

npogykty 50 mr/mn
Ta nikapcbkoro
3acoby B
nonepeaHLo
HanoBHEHWX
wnpuvuax); Baet
dapmaceyTukanc,
Benvka bputaHis
(MapKyBaHHS,
nakyBaHHsi, BUNYyCK
cepii rotoBoro
nikapcbKoro
3acoby); Betep
dapma-PepTUryHr
Mv6X & Ko. KT,
Himeuyunna
(Bi3yanbHum
KOHTpOIb
nonepeaHbo
HanoBHEHWX
LUNPWUIB; KOHTPOMb
SIKOCTi JlikapCbKOro
3acoby B
nonepeaHL0
HanoBHEHWX
wnpuyax); Betep
dapma-PepTUryHr

po3giny "Cnocib 3actocyBaHHs Ta fo3un" (gogaHa
JeTanbHa iHCTPYKLisi KOpUCTYBaHHS NonepeaHbOo
HarMoBHEHOK PY4YKo). BBeaeHHs 3MiH NnpoTsarom 3-x
MicaliB nicnsa 3arBepaKeHHs. 3miHu Il Tuny - 3miHn
wono 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKill XapakTepuCTULLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
MEeONYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU
[aHUMW 3 SIKOCTi, AOKMIHIYHUMMU, KIiHIYHUMK AaHUMK
Ta AaHuMuK 3 hapmakoHarnagy -
3MiHM BHeCceHO A0 IHCTpyKUii Ans MeguyHoro
3acTocyBaHHS MikapcbKoro 3acoby 4o po3ainis
"OcobnumBocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHS Ta 403K" (BHECEHO MOCUNAaHHA Ha
OMNNC KOPUCTYBaHHS NonepeaHb0 HaNoOBHEHO
pyukoto), "MobivHi peakuii”". Takox 3a 6axaHHAM
3asiBHMKa CKacoBaHO 3aTBEPAXEHY B YKpaiHi
KOPOTKY XapaKTepUCTUKY JikapCbKoro 3acoby.
BBeneHHs1 3miH npotarom 3-x micsAuiB nicns
3arBepaxeHHs. 3miHun |l Tuny - 3miHn woano
6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy. IHuwi
3MiHW, SIKi He BBINLLNK Y LIen po3gain, SKi BKIoYaTb
noAaHHs pesynbTaTiB AochigXeHb 00
KOMMETEHTHOro opraHy - 3MiH1 BHECEHO 0
IHCTPYKLUiT ANS MEAWYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby ao posainis "3acTtocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaa” (BHECEHO

'm6X & Ko. KT, OaHi ob6cepBaUiiHOro MiXXHapOAHOro PeeCcTPOBOro
Himeuyunna [OCNIOKEHHS 3 MOPIBHAHHSA PU3MKIB HebaxxaHnx
(Bi3yanbHum pe3ynbTaTiB BariTHOCTi), "lMoBiyHi peakuii”.

KOHTpOIb BBeneHHsi 3miH npoTarom 3-x micsUiB nicns
nonepegHbo 3aTBEPAXEHHS.
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n 3acoby rnoceid4yeHHs1

HanoBHEHUX

LUNPWLUIB; CKNagaHHsi
i TECTYBaHHSsI
nonepeaHLo

HaMoOBHEHUX PYYOK);
Betep ®apma-
®PepturyHr FrmoX &
Ko. KI', HimeuunHa
(Bi3yanbHum
KOHTpOIb
nonepeaHL0
HanoBHEHWX
LUNPWUIB; CKNagaHHsi
i TECTYBaHHSsI
nonepeaHb0
HaNMoOBHEHWUX PYYOK);
Bettep ®apma-
PepturyHr FrmoX &
Ko. KI', HimeuunHa
(BUPOBHULTBO i
KOHTPOIb SKOCTI
nikapcbkoro 3acoby
B nonepeaHbo
HanoBHEHWX
wnpuuax); Betrep
dapma-PepTUryHr
Mv6X & Ko. KT,
Himeuyunna
(Bi3yanbHum
KOHTpOIb
nonepeaHb0
HanoBHEHWX
LUNPU1UiB; KOHTPOMb
SIKOCTi JlikapCbKOro
3acoby B
nonepeaHbo
HanoBHEHWX
wnpuuax); MNdansep
Ipneng
dapmaceyTukanc,
Ipnangisa
(BUPOBHULTBO i
KOHTPOIb SKOCTI
NPOMIDKHOTO
npogykty 50 mr/mm;
KOHTPOIb SKOCTI
nikapcbkoro 3acoby
B nonepeaHbo
HanoBHEHWX
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3acoby
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3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo20
rnoceid4yeHHs1

wnpuuax;
TECTYBaHHs
nonepeaHbo
HaNoOBHEHUX PYYOK);
Mdpansep
MeHtobekdypuHr
Benbria HB, Benbris
(BUPOBHULTBO i
KOHTPOIb SKOCTI
nikapcbkoro 3acoby
B nonepeaHbo
HanoBHEHWX
Lnpu1yax, Kpim
TecTiB "bioaHani3
anonTto3y" Ta
"KinbkicHe
BU3HAYEHHS
3B’ A3yBanbHNX
peuenTopiB";
cKnagaHHs i
TECTYBaHHs
nonepeaHb0
HaNOBHEHWUX PYYOK)

70.

ENIPYBILUNH
"EBEBE"

KOHLIeHTpaT Ans
PO34MHy Anst iHdysin,
2 mr/mn no 5 mn (10
mr), abo no 25 mn (50
mr), abo no 50 mn
(100 wmr), abo no 100
M (200 mr) y
dnakoHi; no 1
dnakoHy B kopobui

EBEBE
dapma
lec.m.6.X.
Hdpr.KI

ABcTpisi

EBEBE ®apma
lec.m.6.X. Hdpr. KT,
ABCTpist (NOBHUIA
LMKIT BUPOOHULITBA);
Jlabop J1+C Arl',
Himeuyunna
(KOHTpO~b,
BMNPOOYBaHHS
cepii); MIMJ1
Mikpobionoriliec
Mpiodpnabop MNv6X,
ABCTpIsi (KOHTPOb,
BMNPOBYBaHHs cepii)

ABcTpis/
HimeyunHa

BHECEHHS 3MiH 4O peecTpaliiHnX maTepianiB:3aMiHu |
TUMY - 3MiHW, NOB'A3aHi 3 HEODOXIQHICTIO NPUBEAEHHSI
y BignoBigHicTb 40 MoHorpadii APY abo
€Bponewicbkoi hapmakornei, abo iHLWOoi HaLioHanbHOI
apmakonei gepxasu €C - npuBeeHHS
cneumdikauii 4JONOMIXHOI PEYOBUHMW HaTPIto
xrnopuay, BignoBigHoO Ao Aito4oi MmoHorpadii EP; —
npuBeaeHHs crneungikaLii 4OMOMIXKHOI pevyoBUHN
KMCIOTW XIOPUCTOBOAHEBOI PO3BEAEHOI BigNoOBIigHO
0o aitodoi moHorpadii EP; - npyBeaeHHs
cneumdikauii 4JONOMiXHOI pe4oBUHM BoAa Ansi
iH’ekUin, BigNoBigHO Ao fitovoi moHorpadii EP

3a
peuenmom

UA/4356/01/01

71.

EPIOOH®

PO34MH opanbHuK, 1
mr/mn no 30 mn y
dnakoHi; no 1
bnakoHy y KOMMNNEKTi
3 [03YI0YOI0 MIMETKOo
B KApTOHHIN nayui

TOB "®apma
Crapt"

YkpaiHa

Oap Anb JaBa
[eBenonmeHT eHg
IHBecTMeHT Ko.
nta., Mopaanis
(BUpOGHULTBO,
nakyBaHHs Ta
KOHTPOIb SKOCTI
nikapcbKoro
3acoby); WaHenb
Megikan, IpnaHgis
(KOHTPOMb SIKOCTi Ta
BUMYCK cepii)

WMopaanis/
Ipnangisa

BHECEHHS 3MiH 4O peecTpaliiHnux maTtepianiB:3aMiHu |
TUMY - NOAAHHSA OHOBIIEHOrO cepTudikaTy
BignosigHOCTi €Bponencokint papmakonei R1-CEP
2002-151-Rev 06 Big 3aTBEpAXEHOrO BUPOGHMKA
Lit0Y0i PevyOoBMHN PUCTNEPUAOH

3a
peuenmom

UA/16894/01/01

72.

EPOLENTWUH-

necapii no 18,9 mr no

TOB

YkpaiHa

TOB "®APMEKC

YkpaiHa

BHECEHHS 3MiH [0 peecTpaliiHMX maTtepianiB:3MiHu |

be3

UA/14003/01/01
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Homep
peecmpauyitiHo20
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®APMEKC

5 necapiiB y 6nictepi;
no 1 abo 2 bnictepu B
navwi KapTOHHIN

"®APMEKC
reyn"

rPYM"

TUNy - 3MiHK Wopgo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS y3aranbHeHWX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI ocobu 3 dhapmakoHarnsgy 3asiBHuKa ans
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a
apmakoHarnsg: NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinosuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANOBiAanbHOI 3a hapmakoHarnsg

peuenma

73.

ECMNA-JNINOH®
IH'€KL. 300

PO34MH ANs iH'eKUin,
25 mr/mnno 12 mn B
amnyni; no 10 amnyn y
KapTOHHI kKopoobLi

Ecnapma
mM6X

HimeyunHa

Ecnapma 'm6X,
HimeyuunHa (Bunyck
cepii); 3irdpig
XamernbH MGX,
Himeuyunna
(BUPOGHULTBO
Hepo3dacoBaHOro
NpoAyKTY, NEPBUHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPOIb SIKOCTI)

HimeyunHa

BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3MiHu |
TUNy - 3MiHK Wopgo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo 3miHn go
y3aranbHeHVX AaHWNX Npo cucTemy hapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX JaHuX MPo CUCTEMY
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMmakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa ans
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y po3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yNOBHOBaXKeHOi 0cobu 3asiBHMKa, BigMoBiAanbHOI 3a
34iicHeHHs hapmakoHarnsigy: MNponoHoBaHa
pepakuis: Mara Dinkel. 3MiHa KOHTaKTHUX JaHWX
yrNOBHOBaXKeHOi ocobu, BignoBigansHoi 3a
34iMicHeHHs hapMakoHarnsgy. 3miHa micusi
30iCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsigy. 3mMiHa Homepy Ta
MicLle3HaxXo4XXEeHHs1 macTep-canina

3a
peuenmom

UA/4179/02/01

74.

ECMNA-
DOLUH®

MOPOLLIOK Asi
oparnbHOro po34yuHy no
3000 mr/nakeT, no 8 1
nopotuky ( 3000 mr
LitoY0i pevyoBUHN) Y
nakeTi; no 1 nakeTy B
KapTOHHI ynakoBLi

Ecnapma
mM6X

HimeyunHa

ecnapma Papma
Cepgices N'M6X,
Himeuyunna
(BTOpPUHHE
nakyBaHHs1);
Jlingodpapm Mm6X,
Himeuyunna
(BUPOGHULTBO
Hepo3dacoBaHOro

HimeyunHa

BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3MiHu |
TMNy - 3MiHM Wogo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS y3aranbHEHWX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hbapMmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa aons
34iMcHeHHs dpapMakoHarnsgy B YKpaiHi, KO BOHa

3a
peuenmom

UA/14782/01/01




31

[IponoBxeHHs joarka 3

Ne
n/

Hasea
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3asieHUK
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Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpauyitiHo20

noceig4YeHHs

NpoAyKTY, NEPBUHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPOIb SKOCTI,
BUMYCK cepil)

BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chapmakoHarnagy) - amiHa
yMOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a
34iicHeHHs hapmakoHarnsigy: NponoHoBaHa
pepakuis: Mara Dinkel. 3MiHa KOHTaKTHUX AaHWX
yrNOBHOBaXKeHOi ocobu, BignoBigansHoi 3a
34iicHeHHs hapMakoHarnsgy. 3miHa micusi
30iCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsigy. 3mMiHa Homepy Ta
MicLle3HaxXoXKEeHHs1 macTep-carina

75.

ECOATUN

renb no 40 r y Ty6i; no
1 Ty6i B nayui 3
KapTOHY

AT
"Ny6Hudpapm"

YkpaiHa

AT "IlybHndapm"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiHNX MaTepianis: 3MiHN
| Tuny - 3miHn wopo 6e3nekn/edekTMBHOCTI Ta
bapmakoHarnsigy (iHLWi 3MiHW) - 3MiHN BHECEHI B
TEKCT MapKyBaHHs YNakoBKM IikapCbKOro 3acoby
LLLOAO 3a3HaYeHHs1 MiXHaPOAHMX NO3HaYeHb
OOVHMWUbB BUMIpIOBaHHs. BHeCeHHs 3MiH o p.
«MapkyBaHHsi» MKA 13 (BBeaeHHsi 3miH npoTsrom
6-Tn micsiLiB nicnsa 3aTBEepAXEHHS); 3MiHM | Tuny -
AaMiHICTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS
Ta/abo agpecu Micus NPOBafXeHHSs QiANbHOCTI
BMPOOHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,
BKITIOMAKYM AiNbHWLI BUNYCKY cepii abo micue
NpoBeAEeHHS KOHTPOIO SIKOCTI. (QiANbHICTb, 3a Ky
BignoBiaae BUpOBHMK/IMMOPTEp, BKMOYAOYM BUMYCK
cepin) - 3MiHa HanMmeHyBaHHs BUpobHuka 13 AT
«JlybHudpapm» 6e3 3miHn micusa BUpobHMUTBaA
(BBeaeHHs 3miH npotarom 6-Tu MicsliB nicnsi
3aTBepaXeHHs); 3MiHu | Tuny - AgmiHicTpaTuBHI
3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu
3asiBHMKa (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
3MiHa HaMeHyBaHHs1 3asiBHMKa (BnacHuKa
peecTpauinHoro NocBigYeHHs)

bes
peyenma

UA/2105/01/01

76.

E®PMEPUH

MOPOLLIOK A4S PO3YUHY
anstiHekyinno1ry
dnakoHax; 1 donakoH
3 MOPOLLKOM B KOPOOLI

AHaHTa

Megikeap J1Ta.

Benuka
BpuTtaHis

"BeHyc Pemegic
NMimiten"

IHAis

BHECEHHS 3MiH 4O peecTpaliiHnux maTepianiB:3MiHu |
TUNY - 3MiHM 0 IHCTPYKUIT ANS Mean4Horo
3acTocyBaHHS MikapcbKoro 3acoby y po3ginu:
"OcobnumBocTi 3acTocyBaHHS", "[Mobi4HI peakuii”
BiAMOBIAHO 4O OHOBNEHOI iHpopMaLlii 3 6e3nekn
nitoyoi pevoBrHU. BBegeHHs 3MiH npoTsrom 3-x
MicsLiB nicrs 3aTBepAXKEHHS

3a
peuenmom

UA/16125/01/01

77.

E®PMEPUH

MOPOLLIOK A4S PO3YUHY
anst iH'ekyinno2ry
dnakoHax; 1 donakoH
3 MOPOLLKOM B KOPOOLI

AHaHTa

Megikeap J1Ta.

Benuka
BpuTtaHis

"BeHyc Pemegic
NMimiten"

IHAis

BHECEHHS 3MiH 4O peecTpaliiHnX maTepianisB:3aMiHu |
TUNY - 3MiHM A0 IHCTPYKUIT ANS Mean4Horo
3acTocyBaHHS MikapcbKoro 3acoby y po3ginu:
"OcobnumBocTi 3acTocyBaHHS", "[MobiYHI peakuii”
BiAMOBIAHO 4O OHOBNEHOI iHpopMaLlii 3 6e3nekn
nitoyoi pevoBrHU. BBegeHHs 3MiH npoTsarom 3-x
MicsILiB nicrs 3aTBepAXKEHHS

3a
peuenmom

UA/16125/01/02

78.

EXIHALEA -

TabneTku, BKpUTI

AT

YkpaiHa

AT "llybHndapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx maTepianis: 3MiHu

bes

UA/6079/01/01
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n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
NYBHU®APM obornoHkoto, no 100 "INy6Hudpapm" | TNy - 3miHn wWopo 6e3nekn/edeKTUBHOCTI Ta peuenma
mr; no 10 Tabnetok y hapmakoHarnsay (iHwi 3miHn)
6nicTtepi; no 2 abo 3 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM
6nictepn y nayui 3 nikapcbKoro 3acoby Woa0 3a3Ha4YeHHs1 MidkHapoaHMX
KapTOHYy no3Ha4yeHb OOMHULb BUMIPIOBaHHS. BHECEHHS 3MiH
0o p. «MapkyBaHHa» MKA 113: 3atBepaxeHo:
MapkyBaHHs1. JogaeTbcsl. 3anponoHOBaHO:
MapkyBaHHs1. 3rigHO 3aTBEPAXEHOro TEKCTY
MapKyBaHHs1. BBeeHHs1 3MiH NpoTaroM 6-tn micsuis
nicns 3atBepaxeHHs. 3MiHum | Tuny -
AaMiHiCTpaTMBHI 3MiHW. 3MiHa HaMeHyBaHHS
Ta/abo agpecu 3asiBHUKA (BMacHUKa peecTpauiiHoro
noceig4yeHHs) 3MiHa HalMeHyBaHHS 3asiBHMKA
(BnacHvKa peecTpauiiHoro noceig4yeHHs ) 3minum |
TUny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaNMeHYBaHHsI
Ta/abo agpecu mMicus NPOBafXeHHSs QiANbHOCTI
BMPOOHMKa/imnopTepa roToBoro fikapcbKoro 3acoby,
BKITIOMAYN AiNbHWLI BUNYCKY cepii abo micue
NpoBeAEeHHS KOHTPOTIO SIKOCTI. (QiANbHICTb, 3a Ky
BignoBiaae BUpOBHMK/IMMOPTEp, BKMOYAOYM BUMYCK
cepin)
3MiHa HanmeHyBaHHS BUpobHuka 113 AT
«JlybHudpapm» 6e3 3miHn micusa BUpobHMUTBa
BBegeHHsi 3miH npoTaroM 6-tu micsuiB nicns
3aTBEPAXEHHS
79. | EBPOLE®TA3 NMOPOLUOK ANS iH'EKLiN; €Bpo IHAis Csicc NapeHTepan3 IHAis BHECEHHS 3MiH 40 peecTpaLiiH1X MaTepianis: 3MiHa 3a UA/12595/01/01
1 dbnakoH 3 NOPOLLKOM Tlandpkep JiTa. 3asiBHMKa (BracHVKa peecTpaLliiHoro noceigvyeHHs) | peuenmom
B KOpOOLi 3 KAapTOHY Mpawsit (3rigHo Haka3dy MO3 Big 23.07.2015 Ne 460).
NimiTen
80. | XKMBOKOCT- Ma3b, No 50 r y 6aHui MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 6e3 UA/16630/01/01
BIONA CKNSHIN y navui; no 50 | ®apmaueBTuy dapmMaueBTUYHa TUNY - 3MiHW BHECEHi B TEKCT MapKyBaHHsI NEPBUHHOI | peuenma
r y 6aHui noniMepHin y Ha dabpwuka habpwuka "Biona" Ta BTOPVHHOI YMaKoBKM NikapCbKoro 3acoby Lwoao
nayui; no 100 ry "Biona" 3a3HaYeHHs1 MbkHapOAHMX NO3HA4YeHb OQNHULb
GaHLUi CKNsAHIN Y nayui; BMMIipIOBaHHS; BHECEHHS 3MiH 4O po3ainy
no 100 r y 6aHui “MapkyBaHHA” METOAIB KOHTPOIO SKOCTi NiKapCbKOro
noniMepHin y nayui; no 3acoby; 3anponoHoBaHo: MapkyBaHHs1. 3rigHO
40 r y Ty6i B nayui; no 3aTBEpPAXEHOro TeKCTy MapKyBaHHS. BBegeHHs 3MiH
100 r y Ty6i B nayui npoTAroMm 6-Tu MicsAUiB Nicnsa 3aTBepaXKEHHS
81. | XXOBY NMopoLUoK (CybcTaHList) My6niyHe YkpaiHa AmepikeH Cnony4eHi BHECEHHS 3MiH O peecTpaLiiHNX MaTepianis: 3MiHN - UA/13339/01/01
BUYAYA CYXA | y nakeTax noggiviHUX aKuioHepHe JTabopartopis, JIN1C LWratn | Tuny - AaMiHicTpaTnBHi 3MiHW. 3MmiHa
nornieTuneHoBux Ansi TOBapuCTBO (CLWWA) HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKeHHS
BMPOOHMLTBA "HaykoBo- LisinbHOCTI BUpOBHMKa (BKMoYaouu, 3a
HEeCTepuIbHUX BMPOOHMYUN HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPOIO SKOCTI),
nikapcbknx dopm LeHTp abo BnacHuka mactep-danna Ha AdI, abo
"BopLuariBcbk noctavanbHuka A®l/BuxigHoro
Ui Ximiko- maTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
dapmaueBTmy 3acTocoByTbCA Yy BUpobHMUTBI ADI (Ko
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HUK 3aBoa”

3a3HayvyeHo y AoCcbe Ha nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata BianoBiaHOCTI
€Bponeicbkin hapmakonei y 3aTBepaKeHOMy
nocbe, abo BUpoBHUKa HOBOI JJOMOMIXKHOI pe4OBUHU
(SIKLWO 3a3Ha4YeHo y AOCbE) - 3MiHa Ha3BU Ta agpecu
BMpoOHMKa API (xoneBoi kucnotn), 6e3 3MiHn micus
BMPOOHMLTBA

82,

30onAuua

KOHLleHTpaT Ans
NPUroTyBaHHs
PO34nHy Anst iHdysin,
4 mr/5mn,no5mMny
dnakoHi; no 1 abo no
4, abo no 10 chnakoHiB
y nauui 3 KApTOHY

ToBapucTBo 3
0B6MeXeHo
BianosiaanbHi
cTio "POKET-
DAPM"

YkpaiHa

TOB "®apmiges”

JNatBis

BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHa
3asiBHMKa (BracHMKa peecTpaliiHoro nocBig4yeHHs )
(3rigHo Hakady MO3 Big 23.07.2015 Ne 460): 3miHm |
Tuny - 3MiHu Wwoao 6e3nekn/ePeKTUBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS y3aranbHEHWX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa ans
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
anna cuctemu cbapmakoHarnagy) 3miHa
yrNOBHOBaXKeHOI 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a
dapmakoHarnsg: Oitoua pepgakuis:KoreHko TeTsiHa
BacuniBHa. lNMponoHoBaHa pegakuis: MNueHiok Mapis
CrenaHiBHa. 3MiHa KOHTaKTHUX AaHUX
yrNOBHOBaXKeHOi 0cobu 3asiBHMKa, BigMoBiAanbHOI 3a
dapmakoHarnsg. 3miHa micus 34iINCHEHHS! OCHOBHOI
nisnbHOCTI 3 hapmakoHarnagy. 3miHa
MicLle3Haxo4XXeHHs1 macTep-darnina cuctemm
dapmakoHarnsigy Ta ioro Homepy.

3a
peuenmom

UA/13408/01/01

83.

3YBHI KPAMJI

kpannino 10 mn y
hnakoHax

MPAT
"OITOPAPM"

YkpaiHa

MPAT "®ITOSAPM"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHuX maTtepianiB:3MiHu |
TUNy - 3MiHa Ha3Bu BUpobHuka AP kamdopa
pauemiyHa 6e3 3MiHM Micusi BUPOOHMLTBA;
3anpornoHoBaHo: ipma «Oriental Aromatics Ltdy,
IHAis

bes
peyenma

UA/8153/01/01

84,

IBAHOPOHOB
A KUCNOTA -
®APMEKC

KOHLIeHTpaT Ans
PO34MHy Anst iHdysin,
1 mr/mMn, no 6 MmNy

dnakoHax Ne 1, Ne 5

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC

reyn"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHX maTepianiB:3MiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS y3aranbHEHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHA hbapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa ans
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobu, BianoBiganbHOI
3a 34ificHeHHs1 papmakoHarnagy (Bkmoyaym

3a
peuenmom

UA/15955/01/01
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KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
anna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiganbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinosuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoBiAanbHOI 3a hapmakoHarnsg
85. | IHTANINT aeposonb no 30 mny AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTtepianiB:3MiHu | 6e3 UA/0827/02/01
6anoHi aepo3onbLHOMY TUNy - NpUBeAeHHst nocunaHe Ha O®PY TaEP y peuenma
antomiHieBomy, no 1 BiANOBIAHICTb A0 Ajtoyoi pegakuii moHorpadii AdY
6anoHy 3 Ta EP y cneuundikauii Ta MeTogax KOHTPOIO SAKOCTI
po3nurnioBaYemM B 113 3a HacTynHUMK nokasHukamu: "lgeHTudikauis",
navui "MBY", "KinbkicHe Bu3Ha4eHHs" y 3B'A3Ky 3
OHOBINEHOIO Bepcieto MoHorpadi AdY Ta EP.
BHeceHHs1 He3Ha4yHUX NpaBoK 3a noka3Hukom MBY,
6e3 3MiH KpuTepii NPUAHATHOCTI Ta aHaNITU4HNX
mMeToamK
86. | IHTANINT aeposonb in bulk: no AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | - UA/15629/01/01
30 mn y 6anoHi TUNy - NpUBeAeHHst nocunaHbe Ha O®Y TaEP y
aepo3onbHOMY BiANOBIAHICTb A0 Ajtoyoi pegakuii moHorpadii AdY
antomMiHieBomy; no 180 Ta EP y cneundikauii Ta MeTogax KOHTPOIO SAKOCTI
6anoHiB y ALWMKY 113 3a HacTynHUMK nokasHukamu: "lgeHTudikauis",
"MBY", "KinbkicHe Bu3Ha4eHHs" y 3B’A3Ky 3
OHOBINEHOIO Bepcieto MoHorpadiv AdY Ta EP.
BHeceHHs1 He3Ha4yHUX NpaBoK 3a noka3Hukom MBY,
6e3 3MiH KpuTepii NPUAHATHOCTI Ta aHaNITUYHNX
mMeToamK
87. | IHO3UH NopoLUoK (CybcTaHList) MAT YkpaiHa Crapnelik biocawHc Kutan BHECEHHS 3MiH 4O peecTpaliiHnux maTtepianiB:3aMiHu | - UA/10551/01/01
y NoABiiHUX "Tannudapm” Ko., IHk. >KaokyiHr TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu
nonieTuneHoBux ['yanrgonr Ctapnevik 3asiBHMKA (BracHVKa peecTpaliiHoro nocBigvyeHHs) -
naketax ans Bio-kemikan 3MiHa HalMeHyBaHHS 3asiBHMKa, 6e3 3miH y MKA N13;
hapmaLeBTUYHOIO dapmac'ioTukan 3anpornoHoBaHo: [NoBHa Ha3Ba AKUiOHepHe
3acToCyBaHHs dekTopi ToBapucTBo "anuudapm" CkopoyeHa Hassa MAT
"Tannudapm”
88. | KAPBOUMUCTEI | nopouwok (cybeTtanuisi) | MAT "dapmak” YkpaiHa MOEXC BICleH, IcnaHis BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3aMiHu | - UA/14484/01/01
H B NOABIMHNX CJL TUMY - NOO4AHHSA OHOBIEHOrO cepTudikaTa

nonieTuneHoBmnx
naketax ans
hapmaLeBTUYHOIO
3aCTOCYBaHHsI

BignosigHOCTI €Bponelicbkin papmakonei CEP No.
R1-CEP 1997-037-Rev 04 ansa A®| kapbouuncTeiHy,
Bi BXe 3aTBepaxeHoro BupobHuka MOEXC
BICleH, C.J1., Icnanisa. Po3ain «L-uucteinHy».
HopmyBaHHs 6e3 3miH. 3MiHVM B METOANLi KOHTPOSHO.
Posgin «UunHk». HopmyBaHHsA 6€3 3MiH. 3MiHM B
MeTOAMLI KOHTPOMI; 3MiHU | TMny - nogaHHst
OHOBINEHOro cepTudikaTa BiaNoBiAHOCTI
€ponevicbkin dapmakonei CEP No. R1-CEP 1997-
037-Rev 05 onsa A®| kapbouucTeiny, Bia Bxe
3arBepaxeHoro BupobHuka MOEXC BICleH, C.J1.,
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Icnanis. Posgin «Baxki meTanun» BunydeHo. Po3gin
«UunHk» . HopmyBaHHS 6e3 3MmiH. 3MiHM B meToauLi
KOHTPOMIO; 3MiHM | TMNY - NOAaHHS OHOBMEHOro
cepTudikaTa BignoBigHOCTi €Bponenchbkin
dapmakornei CEP No. R1-CEP 1997-037-Rev 06
anst A®Il kapbouncTeiHy, Big BXe 3aTBepaKEHOro
BupobHuka MOEXC BICleH, C.J1., IcnaHis. KputuyHi
3MiHM B OHOBMEHIN Bepcii BiACYTHI, BiaNOBIAHO 3MiHM
B HafaHy cneuundikauito He NoTPibHi

89.

KAPI3OH

kpem, 0,5 mr/1 rno 15
r, abo no 30 r, abo no
50 r y Ty6i; no 1 Ty6i B
KapTOHHI kopoobLi

Oepmadpapm
Al

HimeyunHa

Mibe Mm6X
ApuHanmitTTenb

HimeyunHa

BHECEHHS 3MiH O peeCcTpaLiiHNX MaTepianis: 3MiHN
| Tuny - 3miHn 3 AkocTi. ADL. KoHTponb A®I. 3miHa y
napameTpax cneundikauii Ta/abo AONyCTUMUX MEX,
BM3Ha4eHux y cneundikauisax Ha A®I, abo
BUXiAHWA/NPOMDKHUI NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIKOTbCA Y Npoueci BUpobHuuTea AdI
(BUNYYEHHS HE3HAYHOrO NOKa3HUKa SIKOCTI
(Hanpuknag BUIyYEeHHs1 3aCTapinoro nokasHukay)) -
BUITYYEHHS! MOKa3HMKa «3anuLLKOBi PO34YMHHUKM.
AueToH» 3 cneumndikauii Ha A®I; 3miHm | Tuny -
3miHu 3 sikocTi. A®Il. KoHTponb A®L. 3miHa y
meTopax BunpobysaHHs APl abo BuxigHoro
maTtepiany/npoMixxHOro NPOAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BupobHuytea Ad|
(iHWi 3miHKM y MeTodax BUNPOBYBaHHs (BKMOYa04mn
3amiHy abo gonoBHeHHs1) A®I abo
BMXiZAHOro/MPOMIXKHOrO MPOAYKTY) - 3aMiHa MeToay
BMMNPOOYBaHHS 3@ MOKA3HUKOM «P03Mmip 4acTok»
(3aTBEepAXXeHO: MiKPOCKONisl; 3anpOrnOHOBaHO:
nasepHa andpakuis); 3miHn | Tuny - 3miHn 3 SIKOCTI.
["oToBUI Nikapcbkmi 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTtogax
BMNPOBYBaHHS rOTOBOrO fikapCbKOro 3acoby
(He3Ha4Ha 3MmiHa y 3aTBepAKEeHUX MeTodax
BUMNPOBYBaHHS) - METOAMKY 3@ MOKa3HUKOM «3anax»
afanToBaHO A0 OpuriHanbHUX MaTtepianis
BMPOOHUKA; 3MiHM | Tuny - 3miHn 3 akocTi. [oToBMI
nikapcbkni 3aci6. KOHTponb roToBOro nikapcbkoro
3acoby. 3MiHa y meTofax BunpobyBaHHS rOTOBOroO
nikapcbKoro 3acoby (He3Ha4yHa 3miHa y
3aTBepAXeHNX MeTodax BUNpPobyBaHHSA) — METOAMUKY
3a nokasHukoM «Onuc» aganToBaHo A0
opuriHanbHUX maTtepianis BUpobHuka; 3miHu | Tuny -
3MmiHu 3 skocTi. [oToBUN nikapcbkuin 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4onoMibkHUX pevyoBUHAX)
roTOBOTO JiKapCbKOro 3aco0y (iHLWi 3mMiHu) —
YTOYHEHHS CKragy AOMNOMKHUX PEYOBUH (Ha3By
«White vaseline» 3amiHeHo Ha «Paraffin, white soft»
Ta JogaHo aHTuokeuaaHT all-rac-?-Tocopherol ans
cTabinisauii napadiHy 6inoro m’sikoro). BeegeHHs

3a
peuenmom

UA/10950/02/01
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3MiH NPOTArom 6-x MicsiLiB Nicrs 3aTBEPAXEHHS;

3MiHu | Tuny - 3miHn 3 akocTi. CepTudikart
BignosigHocTi/l'E-cepTudikar BignoBigHOCTI
€Bponevicbkin dhapmakonei/moHorpadii. 3miHn,
noB'si3aHi 3 HeOOXiQHICTIO NPUBEAEHHS Y
BiANoBiAHICTb A0 MoHorpadii AdY abo
€Bponewcbkoi hapmakornei, abo iHLWOoi HalioHanbHOI
hapmakonei gepxasu €C (3miHa y cneumdikauisx,
noe'si3aHa 3i 3amiHo0 BUMOr MoHorpadii AdPY abo
iHLWOI HauioHanbHOI dhapmakonei gepxasu €C Ha
BMMOT¥ MOHorpadii €sponencbkoi hapmakonei) —
npuBeaeHHs crneundikalii Ha Ailoyy pevyoBUHY
knobeTasony nponioHaty y BiAMOBIAHICTb 4O BUMOT
moHorpadii «Clobetasol propionate» EP; amiHn |
Tuny - 3miHu 3 skocTi. A®Pl. CTabinbHicTb. 3miHa
nepiogy NOBTOPHMX BUNpobyBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa AdI (3a
BiACYTHOCTi y 3aTBEp>KEHOMY [0CbE cepTudikaTa
BiANOBIAHOCTI €Bponenchkin hapmakonei, Wwo
BKIIIOMAE Nepiof NOBTOPHOro BUNPOBYBaHHS)
(nepiog noBTOpHOro BMNpobyBaHHs/nepios
36epiraHHs) - 36inbLeHHst abo BBeAEeHHs nepiogy
NMOBTOPHOro BUNpobyBaHHs/nepioay 36epiraHHsa Ha
OCHOBI pe3ynbTaTiB AOCHiAXEHb Y peanbHOMY Yaci —
3MiHa nepiogy NOBTOPHOrO BUNPOOYBaHHS Aitoyoi
pevoBMHU KrobeTasony NponioHaTy (3aTBEPAXKEHO:
2 poKu; 3anpornoHOBaHo: 5 pokiB); 3MiHu | TUny -
3MiHu 3 aKkocTi. [oToBUI Nikapcbknit 3aci6. 3MiHM y
BMPOOHMUTBI. 3MiHa po3Mipy cepii (Bknovaoumn
Jiana3oH po3mipy cepii) roTOBOro nikapcbKoro
3acoby (36inbleHHs go 10 pasiB NOPiBHSAHO i3
3aTBepAXeHVM po3MipoM) — 3MiHa po3Mipy cepil
(3aTBepaxeHo: 500 «kr; 3anponoHoBaHo: 1000 kr);
3MiHu | Tuny - 3miHK 3 AkocTi. [0TOBUIA NikapCbkui
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y meTogax BMNpobyBaHHS FOTOBOro
nikapcbKoro 3acoby (He3Ha4yHa 3miHa y
3aTBepAXEeHNX MeTodax BUNPOoOyBaHHA) — 3MiHN
METOAMKM 3a NoKasHukamn «lgeHTtudikadis
MeTunrigpokcnbeHsoaty» Ta «KinbkicHe BU3Ha4Y€eHHs1
MeTunrigpokcmbeH3oaty» (MpoboniaroToska, yMmoBu
xpomarorpadyBaHHsl, AogaHo nigpo3ain «OuiHkay 3
HOpMYII0 pO3paxyHKy); 3MiHu | Tuny - 3MiHu 3
siKocTi. FoToBMI nikapcbkuii 3aci6. KoHTponb
roToBOrO Jlikapcbkoro 3acoby. 3miHa y meTtogax
BMNPOBYBaHHS rOTOBOrO fikapCbKoro 3acoby (ans
npuBeaeHHs y BignosigHicTe 3 AdPY abo
€BponencbKoo hapMakoneeto Ta BUNy4YeHHs

NOCUINaHHS Ha 3acTapinuin BHYTPILLHIN MeToq
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BMNPOBYBaHHS i MOro HoMep) — METOAMKY 3a
nokasHMKoM «pH» npuBegeHo y BiANOBIAHICTb A0
BMMOT 3aranbHoi ctatTi 2.2.3. EP; 3aminm | Tuny -
3MmiHu 3 akocTi. oToBMI Nikapcbknii 3aci6. KoHTponb
roToBOrO Jlikapcbkoro 3acoby. 3miHa y meTtogax
BMNPOBYBaHHS rOTOBOrO fikapCbKOro 3acoby
(He3Ha4Ha 3MmiHa y 3aTBepKEeHUX MeTodax
BUNPOBYBaHHS) — 3MiHM METOAMKM 3a NOKa3HUKaMmn
«lpeHTndikauis knobeTasony nponioHaTy» Ta
«KinbkicHe BU3Ha4yeHHs1 knobeTasony npomnioHaTy»
(npobonigroToBka, yMmoBM XpoMmarorpadyBaHHs,
goaaHo nigposain «OuiHka» 3 opmyrniio
po3paxyHkKy); 3miHu | Tuny - 3MiHun 3 sikocTi. [oToBMN
nikapcbkuii 3aci6. KOHTponb roToBoro nikapcbkoro
3acoby. 3MiHa y meTofax BuNpobyBaHHS rOTOBOroO
nikapcbKoro 3acoby (He3Ha4yHa 3miHa y
3aTBepAXEeHNX MeToAax BUNPobyBaHHS) - 3MiHM
METOAMKM 3a NOKa3HUKOM «CropigHeHi OMiLLKu»
(npobonigroToBka, yMmoBM XpoMarorpadyBaHHs,
noaaHo nigpo3ain «OuiHKkay) Ta peaakuinHi npaBku;
3MiHu | Tuny - 3miHK 3 AkocTi. [0TOBUIA NikapCbKui
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y meTogax BMNpobyBaHHs FOTOBOro
nikapcbKoro 3acoby (He3Ha4yHa 3miHa y
3aTBepAXEHVX MeToAax BUNPobyBaHHS) — 3MiHW y
mMeTofdax BUNPoBYBaHHS 3a NOoKasHUKaMu
«lpeHTndikauisy, «KinbkicHe BU3Ha4YeHHs»
knobeTasony nponioHaty Ta
mMeTunrigpokcmbeHsoaty (npoboniaroToska (Po34umH
3paska), AoAaHO 3pasku xpomartorpam,
BUMPaBMEeHHs MOMUIIKM B €N0EHTax Ta pegakuiviHi
npasku); 3MiHun | Tuny - 3miHu 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. KOHTponb rotoBoro nikapcbkoro
3acoby. 3MiHa y meTofax BuNpobyBaHHS rOTOBOroO
nikapcbKoro 3acoby (He3Ha4yHa 3miHa y
3aTBepAXEeHNX MeToAax BUNPoOyBaHHA) — 3MiHN
METOAMKM 3a NOKa3HUKOM «CropigHeHi JOMiLLKU»
(npobonigroToBka, 4OAAHO anbTePHATUBHUM
po3paxyHOK AOMILLOK); 3MiHu Il TUny - 3miHKM 3 AKOCTI.
[oToBUI Nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3MiHM y NpoLeci BUPOOHWLITBA rOTOBOrO MiKapCbKoro
3acoby, BKIOYa4M NPOMKHUIA MPOAYKT, WO
3aCTOCOBYETLCS MPU BUPOOHULTBI TOTOBOTrO
nikapcbkoro 3acoby (cyTTeBa 3miHa y npoueci
BMPOOHMLTBA, SIKa MOXe MaTu iCTOTHUI BNUB Ha
SKICTb, 6e3neky Ta e(peKTUBHICTb NiKapCbKOro
3acoby) — 3MiHM Yy BUPOOHNYOMY MpoLieCi, a came:
OHOBIEHO ONUC BUPOBGHMYOro npoLiecy Ta
TEXHOMNOrYHOro KOHTPOJIKO Ta CTBOPEHO HOBY CXEMY
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
BMPOOHMYOro npouecy
90. | KETAMIH PO34MH ANs iH'eKUin, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 4O peecTpaLiiHuX maTepianiB:3MiHu | 3a UA/1934/01/01
50 mr/mnno 2 mn B TUMY — 3MiHW 4O METOAY KOHTPOIO rOTOBOro peuenmom
amnyni, no 10 amnyn y nikapcbKoro 3acoby 3a NoKasHUKOM
nauui 3 kKapToHy abo «CTepunbHiCTby», a came BUITy4EeHO onuc
no 5 amnyn y 6nictepi, npoBeaeHHs] METOAMKN, OCKINIbKM MeToauKa
no 2 6nictepu B navui KOHTPOIIO 32 AaHUM MOKa3HWKOM NPOBOAUTLCS
3 KapToHy; no 10 mny BignoBiaHo Ao Bumor Y, 4ONOBHEHO NOCUIAHHSM
dnakoHi; no 5 Ha EP* (*- gitoye BuagaHHS); KpuTepii NPURHATHOCTI
nakoHiB y navui 3 3anuiueHi 6e3 3MiH; 3MiHu | TNy — BUNy4YeHHs 3i
KapToHy abo no 5 cneumdikauii Ha roToBOro nikapcbkoro 3acoby
dnakoHiB y bricTepi, nokasHunka «AHOMarbHa TOKCUYHICTb»
no 1 6nictepy y navui
3 KapTOHY
91. | KOMBOIMMI3A TabneTky BKPUTI ACTPA3EHEK Benvka Actpa3eHeka CWA BHECEHHS 3MiH 4O peecTpaliiHnux maTtepianiB:3aMiHu | 3a UA/12952/01/01
XR nnikoBoto obonoHkoo | A FOK Jlimiteq BpuTtaHis dapmacbloTukanc TUNy - 3MiHa HaMeHyBaHHA Ta/abo agpecu micusa | peyenmom
no 2,5 mr/1000 mr, no Jin NPOBa[KEHHS AiANbHOCTIi BUPOOHMKA (BKIOHAOUH,
7 Tabnetok y bnictepi; 3a HeobXigHOCTI, MicLie NPOBeAEHHS! KOHTPOMO
no 4 6nictepu B SIKOCTi), abo BnacHvka macTtep-cana Ha A®I, abo
KapTOHHI kopoobLi noctavanbHuka A®l/BuxigHoro
maTtepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
3acTOCOBYOTbCH Y BUPOOHMUTBI ADI - 3mMiHa Ha3Bm
Ta agpecu BupobHuka APl cakcarninTuHy
rigpoxnopuay 6e3BogHOro y nepepaxyBaHHi Ha
cakcarnintuH, 6e3 3MiHu Micus BUpOOHUUTBA
92. | KOMBOIMI3A TabneTku, BKpUTI ACTPA3EHEK Benuka AcTtpa3eHeka CLUA BHECEHHS 3MiH 4O PeecTpaLinHMX marepianiB:3miHu | 3a UA/12952/01/02
XR NniBKOBOK A lOK Nimiteq BpuTtaHis dapmacbloTukanc TUNy - 3MiHa HaMeHyBaHHA Ta/abo agpecu micusa | peyenmom
060roHKot, No 5 Jin NPOBa[KEHHS AiANbHOCTi BUPOOHMKA (BKIOHAOUH,
mr/500 mr no 7 3a HeobXigHOCTI, MicLie NPOBeAEHHS! KOHTPOMO
Tabnetok y 6nicTepi; SIKOCTi), abo BnacHvka macTtep-cana Ha A®I, abo
no 4 6nictepu B noctavanbHuka A®l/BuxigHoro
KapTOHHI kKopoobLi maTepiany/peareHTy/npoMiXXHOro NPOAYKTY, L0
3acTOCOBYOTbCH Y BUPOOHMUTBI ADI - 3miHa Ha3Bm
Ta agpecu BupobHuka APl cakcarninTuHy
rigpoxnopuay 6e3BogHOro y nepepaxyBaHHi Ha
cakcarnintuH, 6e3 3MiHu Micus BUpOOHMUTBA
93. | KOMBOIMI3A TabneTku, BKpUTI ACTPA3EHEK Benuka AcTtpa3eHeka CLUA BHECEHHS 3MiH 4O PeecTpaLinHMX marepianiB:3miHu | 3a UA/12952/01/03
XR NniBKOBOK A lOK Nimiteq BpuTtaHis dapmacbloTukanc TUNy - 3MiHa HaMeHyBaHHSA Ta/abo agpecu micusa | peyenmom
060roHkKot, No 5 Jin NPOBa[KEHHS AiANbHOCTi BUPOOHMKA (BKIOHAOUH,

mr/1000 mrno 7
Tabnetok y 6nicTepi;
no 4 6nictepu B
KapTOHHI kKopoobLi

3a HeobXigHOCTI, MicLie NPOBeAEHHS! KOHTPOMO
SIKOCTi), abo BnacHvka macTtep-canna Ha A®I, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXHOro NPOAYKTY, L0
3acTOCOBYOTbCH Y BUPOOHMUTBI ADI - 3mMiHa Ha3Bm
Ta agpecu BupobHuka APl cakcarninTuHy
rigpoxnopuay 6e3BogHOro y nepepaxyBaHHi Ha
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
cakcarnintuH, 6e3 3MiHu mMicus BUpOOHMUTBA
94. | KOHTPUBEH PO34MH ANs iH'eKUin, TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx maTepianis: 3miHu 3a UA/10355/01/01
10 000 KIO/mn; no 1 "BIOPAPMA" "BIOPAPMA" | Tuny - 3miHn 3 AkocTi. [oTOBMIA Nikapcbkun 3acib. | peyenmom
M1 B amnyni; no 5 KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
amnyn y 6nictepi; no 2 MeToAax BUNpobyBaHHS rOTOBOrO NiKapCbKOro
6nictepn y nauui 3 3acoby (He3Ha4yHa 3MiHa y 3aTBEpAXXEHNX MeToAax
KapTOHy; N0 5 Mn B BMNPOBYBaHHS) y 3B’s13Ky 3 JOA4aBaHHSAM HOBOrO
amnyni; no 5 amnyn y BMAY NEPBMHHOrO NakyBaHHs1 (priakoHu), BHOCATLCSA
6nicTtepi; no 1 BiANoBiAHI 3MiHM Ao N.«CTepunbHICTbY. 3MiHu Il
6nictepy B nayui 3 TUny - 3MiHK 3 AkocTi. [OTOBMIA Nikapcbkuii 3acib.
KapToHy; no 50 mny CucTema KoHTenHep/3aKkynoptoBanbHui 3aci6. 3miHa
dnakoHax Ne 1 y NEPBUHHIN yNakoBLji FOTOBOrO NikapCbKOro 3acoby
(Tvn KoHTeVHepa abo foAaBaHHSA HOBOMO
KOHTenHepa) - CTepunbHi nikapcbki 3acobn Ta
nikapcbki 3acobu BionoriyHoro/iMyHonori4Horo
NoxXomKeHHs1 - CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
["oToBUI nikapcbkui 3aci6. Cuctema
KOHTenHep/3aKkynoptoBanbHui 3aci6. 3MiHa po3mipy
yMaKoBKU FOTOBOrO NiKapCbKOro 3acoby (iHwi 3MiHwu)
BBeneHHst HOBOro BUAY NEPBUHHOMO NakyBaHHs
(dhnakoHwm cknsHi 06’emom 50 M 3aKOpKOBaHi
npobkamu 6pomMOByTUNIOBMMM FYMOBUMU, OBTUCHEHI
antoMiHiEBMMM KOBNavkaMu) Ta sik Hacnifgok,
BBE/lEHHS1 HOBOrO PO3MipYy BTOPWMHHOTO NaKyBaHHS
(mayka 3 KapTOHY KOPOBOYHOro) ANs hrakoHiB, 3
BiAMOBIAHMMM 3MiHamMK 40 po3Ainy «YnakoBka» Ta p.
«Cknag» A TakoX 3MiHM BHECEHO A0 IHCTpyKUiT Ans
MeONYHOro 3acTOCyBaHHS MikapcbKoro 3acoby Ao
po3ginis "YnakoBka", sk Hacnigok, y po3gin "Cnocit
3acTocyBaHHS Ta 4o3Kn", Ta BiANOBIAHI 3MiHW 40
TEKCTY MapKyBaHHS1 ynakoBku. BBegeHHs 3mMiH
npotsroMm 3 MicsLiB nicns 3aTBepAXKEHHs
95. | KOPBITUH® niodpinisart ans My6nivHe YkpaiHa My6nivHe YkpaiHa BHECEHHS 3MiH 4O PeecTpaLinHMX MaTtepianis:amiHu | 3a UA/8914/01/01
PO34MHY ANst iH'EKUin aKuioHepHe aKuioHepHe TMNy — cneumadikauito ans koHTponio AdI peuenmom
no0,5r;no5 TOBapUCTBO TOBapUCTBO KBepLeTuHy ONOBHEHO NOKa3HUKOM
(hnakoHiB 3 "HaykoBo- "HaykoBo- «PO34YMHHICTbY; 3MiHN | TNY — BHECEHHS 3MiH A0
nioginisatom y Kaceri; BMPOOHMYUN BMPOOHNYUIA LLEHTP cneumndikauii Ta meTtoaiB kKoHTponto APl KeepueTtunHy
no 1 kaceTti y nexani 3 LeHTp "BopLariBCbkni 3a nokasHukamu: «lgeHTudikauisay - BUNy4YeHHs
KapTOHYy "BopLuariBcbk XimiKo- meToay iaeHTudikauii, a came Tecty A. I4-cnekT
Ui Ximiko- hapmaLeBTUYHUN BiAMOBIAHO A0 TECTY; BHECEHI YTOMHEHHS A0 po3Ainy
hapmaLeBTmy 3aBog" «[Mpo30picTb pO34nHYy»; 3MiHK | TUMY — NoOg4aHHSA
HUI 3aBoa” HoBoro CEP R1-CEP 2007-077-Rev 02 ans A®l

MoBigoH Big 3aTBepaxeHoro BupobHuka BASF SE,
Hime4unHa; 3miHm | TNy — NnpyBeaeHHs
cneumndikauii Ta metoaiB kKoHTponto A®I MNosigoH y
BiANOBIAHICTb A0 BUMOT MoHorpadii EP«Povidone;
3MiHu | TMNy - JONOBHEHHS cneumaikauii Ta MmeToaiB
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Ne
n/

Hasea
JliKapcbK020
3acoby

@Popma sunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo20
rnoceid4yeHHs1

KOHTPOIIO CKINSIHUX (PrIaKOHIB NOKA3HMKOM «ApPCEH»
y BignosigHicTb 8o Bumor ctatTi A®Y 3.2.1. «CknsHi
KOHTENHepu Ans hapmaLeBTUYHOro 3aCTOCYBaHHSIY;
3MiHu | TUNYy — 3MiHEHO MeToANKY KOHTponio AdI
MoBigoOH 3a NOKa3HMKOM «3anuLLKOBI KiNbKOCTI
OpraHiYHNX PO34YMHHUKIB» 3 METOAY ra3oBol
xpomarorpadii Ha meTog napodasHoi ra3oBoi
Xpomarorpadii; KpuTepii NPUAHATHOCTI He
3MiHMnNucs

96.

KCUITIOMETA3
OJlH

NMopoLUOK (CybcTaHList)
y MilLiKax NoABIMHNX
nonieTuneHoBunx ans
BMPOOHMLTBA
CTepUIbHUX Ta
HecTepunbHUX
nikapcbknx dopm

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx maTepianis: 3MiHn
| Tuny - AamMiHicTpaTnBHi 3MiHW. 3miHa
HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa (BMacHUKa
peecTpauiiHoro noceig4eHHs1) 3MiHa HaiMeHyBaHHS!
Ta agpecu 3asiBHVKa. 3MiHu | TUNy - AgMiHICTpaTuBHI
3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micusi
NPOBa[KEHHS AiANbHOCTIi BUPOOHMKA (BKIOHAOUH,
3a HeobXigHOCTI, MicLie NPOBeAEHHS! KOHTPOO
SIKOCTi), abo BnacHvka macTtep-cana Ha A®I, abo
noctavanbHuka A®l/BuxigHoro
maTtepiany/peareHTy/npoMiXHOro NPOAYKTY, L0
3acTocoByoTbCH Yy BUpOOHMUTBI ADI (Ko
3a3HayvyeHo y AoCcbe Ha nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata BianoBigHOCTI
€Bponevicbkin hapmakonei y 3aTBepaKeHOMy
nocbe, abo BUpoBHUKa HOBOI JJOMOMIXXHOI pe4OBUHU
(KW o 3a3HaveHo y focbe) 3MiHa Ha3BM Ta agpecu
BMpOoOHUKa AP| KcunomeTasoniHy

UA/14221/01/01

97.

KYTIBEUT™

masb 0,005 % no 151
y Ty6i; no 1 Ty6i y
KapTOHHI ynakoBLi

nakcoCmiTKn
snH Excnopt
NimiTen

Benvka
BpuTtaHis

nakcoCmiTKnsiH
dapmacbioTukans
C.A.

MonbLua

BHECEHHS 3MiH 4O peecTpauiiHuX martepianiB:amiHum |
TUNY - OHOBIEHHSI BXE 3aTBEPAXEHOrO TEKCTY
MapKyBaHHSI BTOPVMHHOI YMaKoBKM NikapbKoro 3acoby
(BHECEHHS MO3Ha4YeHb OOQMHULB BUMIPIOBaHHS, 3
BMKOPUCTaHHSIM FliTep NaTUHCLKOro andasity).
BBegeHHs1 3miH npotarom 3-x micsUiB nicns
3aTBEPAXEHHS

3a
peuenmom

UA/2677/01/01

98.

KYTIBEUT™

kpem 0,05 % no15ry
Ty6i; no 1 Ty6i y
KapTOHHI ynakoBLi

nakcoCmiTKn
snH ExcrnopT
NimiTen

Benvka
BpuTtaHis

nakcoCmiTKnsiH
dapmacbioTukans
C.A.

MonbLua

BHECEHHS 3MiH 4O peecTpauiiHuX maTtepianiB:amiHu |
TUNY - OHOBIEHHSI BXE 3aTBEPAXEHOrO TEKCTY
MapKyBaHHS1 Nnikapcbkoro 3acoby obymMmoBneHO

BHECEHHSIM NO3HaYeHb OAVHULIb BUMIPIOBaHHS, 3
BMKOPUCTaHHSIM FliTep NaTUHCLKOro andasiTty.
BBegeHHs1 3miH npotarom 3-x micsUiB nicns
3aTBEPAXEHHS

3a
peuenmom

UA/2677/02/01

99,

JIA®EPOBIOH
®

cynosuTopii no 150
000 MO, no 3
cynosuTopiino1ry
KOHTYPHIln YapyHKOBIN
ynakosui; no 1
KOHTYPHIln YapyHKOBIN
ynakoBLi B nayui 3
KapToOHy; Mo 5

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "03"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHuX maTtepianiB:3aMiHu |
TUNy - BBEAEHHS A0 cneumdikawii nikapcbkoro
3acoby nokasHukiB:"lgeHTndikalis: Kucnotm
ackop6iHOBOI Ta Tokoghepony aueTaTy" BianoBigHO
no sumor CT-H MOS3Y 42-3.2:2004 HactaHoBa.
Jlikapcbki 3acobu. Cneundikauii: KOHTPONbHi
BMNPOBYBaHHS Ta KpUTEPIii NPUNHATHOCTI; 3MiHW |
TUNY - BBEAEHHS A0 cneumdikalii nikapcbKkoro

bes
peyenma

UA/13779/01/01
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n 3acoby rnoceid4yeHHs1
cynosuTopiiBno 1ry 3acoby nokasHukiB: KinbkicHe BUSHA4YEHHS: KUCNOTU
KOHTYPHIl YapyHKOBIN ackopbiHOBOI Ta Tokoghepony aueTaTy" BianoBigHO
ynakosui; no 1 abo no no sumor CT-H MO3Y 42-3.2:2004 HactaHoBa.
2 KOHTYPHi YapyHKOBI Jlikapcbki 3acobu. Cneundikauii: KOHTPONbHi
yMakoBKu B nayi 3 BMNPOBYBaHHSA Ta KpUTEPIii NPUAHATHOCTI
KapTOHY
100.| NA®PEPOBIOH cynosuTopii no 500 TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnux maTepianiB:3MiHu | 6e3 UA/13779/01/02
® 000 MO, no 3 "BIO®APMA" BIO®APMA" TUNy - BBEAEHHS A0 cneumdikawii nikapcbkoro peuenma
cynosuTopiino1ry 3acoby nokasHukiB:"lgeHTndikalis: Kucnotu
KOHTYPHIln YapyHKOBIN ackopbiHOBOI Ta Tokoghepony aueTaTy" BianoBigHO
ynakosui; no 1 no sumor CT-H MO3Y 42-3.2:2004 HactaHoBa.
KOHTYPHIln YapyHKOBIN Jlikapcbki 3acobu. Cneundikauii: KOHTPONbHi
ynakoBLi B nayui 3 BMNPOBYBaHHS Ta KpUTEPIii NPUNHATHOCTI; 3MiHW |
KapTOHy; No 5 TUNY - BBEAEHHS A0 cneumdikawii nikapcbKkoro
cynosuTopiiBno 1ry 3acoby nokaaHukiB: KinbkicHe BUSHA4YEHHS: KUCNOTH
KOHTYPHIln YapyHKOBIN ackop6iHOBOI Ta Tokodhepony aueTaTy" BianoBigHO
ynakosui; no 1 abo no no sumor CT-H MOS3Y 42-3.2:2004 HactaHoBa.
2 KOHTYPHi YapyHKOBI Jlikapcbki 3acobu. Cneundikauii: KOHTPONbHi
yrMakoBKu B nayi 3 BMNPOBYBaHHS Ta KpUTEPIii NPUAHATHOCTI
KapTOHY
101.| NA®PEPOMAKC | cynosutopii no 1 000 TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTepianiB:3MiHu | 3a UA/13779/01/03
000 MO; no 3 "BIO®APMA" "BIO®APMA" TUNy - BBEAEHHS A0 cneumdikawii nikapcbkoro peuenmom
cynosuTopiino1ry 3acoby nokasHukiB:"lgeHTndikalis: Kucnotm
KOHTYPHIl YapyHKOBIN ackop6iHOBOI Ta Tokoghepony aueTaTy" BianoBigHO
ynakosui; no 1 no sumor CT-H MO3Y 42-3.2:2004 HactaHoBa.
KOHTYPHIln YapyHKOBIN Jlikapcbki 3acobu. Cneundikauii: KOHTPONbHi
ynakoBLi B nayui 3 BMNPOBYBaHHS Ta KpUTEPIii NPUNHATHOCTI; 3MiHW |
KapTOHy; no 5 TUNy - BBEAEHHS A0 cneumdikalii nikapcbKkoro
cynosuTopiiBno 1ry 3acoby nokasHukiB: KinbkicHe BUSHA4YEHHS: KUCNOTH
KOHTYPHIln YapyHKOBIN ackop6iHOBOI Ta Tokodhepony aueTaTy" BianoBigHO
ynakosui; no 1 abo no no sumor CT-H MOS3Y 42-3.2:2004 HactaHoBa.
2 KOHTYPHi YapyHKOBI Jlikapcbki 3acobu. Cneundikauii: KOHTPONbHi
yrMakoBKu B nayi 3 BUNPOBYBaHHS Ta KpUTEPIii NPUNHATHOCTI
KapTOHY
102.| NAPEPOMAKC | cynosutopii no 3 000 TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnux maTepianiB:3aMiHu | 3a UA/13779/01/04
000 MO; no 3 "BIO®APMA" "BIO®APMA" TUNy - BBEAEHHS A0 cneumdikawii nikapcbKkoro peuenmom
cynosuTopiino1ry 3acoby nokasHukiB:"lgeHTudikalis: Kucnotm
KOHTYPHIln YapyHKOBIN ackop6iHOBOI Ta Tokoghepony aueTaTy" BianoBigHO
ynakosui; no 1 no sumor CT-H MOS3Y 42-3.2:2004 HactaHoBa.
KOHTYPHIln YapyHKOBIN Jlikapcbki 3acobu. Cneundikauii: KOHTPONbHi
ynakoBLi B nayui 3 BMNPOBYBaHHS Ta KpUTEPIii NPUNHATHOCTI; 3MiHW |
KapTOHy; No 5 TUNy - BBEAEHHS A0 cneumdikauii nikapcbkoro
cynosuTopiiBno 1ry 3acoby nokaaHukiB: KinbkicHe BUSHA4YEHHS: KUCNOTH
KOHTYPHIl YapyHKOBIN ackop6iHOBOI Ta Tokodhepony aueTaTy" BianoBigHO
ynakosui; no 1 abo no no sumor CT-H MOS3Y 42-3.2:2004 HactaHoBa.
2 KOHTYPHi YapyHKOBI Jlikapcbki 3acobu. Cneundikauii: KOHTPONbHi
yrMakoBKu B nayi 3 BMNPOBYBaHHS Ta KpUTEPIii NPUNHATHOCTI
KapTOHY
103.| NNIEBIHOP PO34MH Ans iHy3in [MpuBatHe YkpaiHa [MpuBaTHe YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTepianis: 3miHu 3a UA/15477/01/01
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n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
0,5 % no 100 mny aKLioHepHe aKuioHepHe | Tuny - 3miHn wopno 6e3nekn/edekTMBHOCTI Ta peuenmom
nnawyi; no 1 nswyi y TOBapuCTBO TOBapunCTBO hapmakoHarnsgy. 3MiHa y KOpOTKill XapakTepucTuLi
navui "IHdy3is" "IHdpy3is"

nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUIT 4Nsi MeguyHOro 3acTocyBaHHS Ha MigcTaBi
perynsipHo OHOBIIIOBAHOrO 3BiTYy 3 6e3nekun
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiiHui nepiog, abo sik pesynbTart
OLIiHKM 3BIiTY 3 fOCHiAXeHb, MPOBe4eHUX BiANOBIAHO
00 nnaHy negiatpuyHmx gocnigxexb (PIP) (3MiHy
Y3rofXXeHO 3 KOMNETEHTHUM YNOBHOBAXXEHNM
opraHoM) 3MmiHu BHeceHi A0 IHCTpykuii ansi
MEeOMYHOro 3acTOCYBaHHSI NikapCbKoro 3acoby y
po3gin "MNoka3aHHa" (YTOYHEHHS), BigNOBIgHI 3MiHM
BHeceHi y po3ain "Cnocib 3acTocyBaHHs Ta fo3n";
TakoX 3MiHM BHeceHi y po3ginu "OcobnueocTi
3actocyBaHHs", "NobivHi peakuii” 3rigHO 3 AaHUMMK
wono 6esneku gitovoi pedoBuHU. CynyTHSA 3MiHa -
3MmiHun wopao 6e3nekn/edeKTMBHOCTI Ta
apmakoHarnsgy. BHeceHHs abo amiHa(u) oo
3060B'A3aHb Ta yMOB BMaayi peecTpauifiHoro
noceig4yeHHs, Bknovatoum MNnaH ynpaeniHHs
pY3uKamu (3aCTOCYBaHHSI TEKCTY, SIKMIA MOTOAXKEHWNI
3 KOMNETEHTHUM opraHoMm). 3miHu | Tuny - 3miHu
wono 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOPOTKill XapakTepuCTuLi nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
MEeOMYHOro 3acTOCYBaHHS Ha NiACTaBi perynsipHo
OHOBINIOBAHOTO 3BITY 3 6e3neku nikapcbKoro 3acoby,
abo gocnigxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpauiiinii nepioga,
abo Sk pe3ynbTaT OLiHKM 3BIiTY 3 JOCNIOXKEHb,
npoBeAeHUX BiAMOBIAHO 40 NNaHy neaiaTpuyHmnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpraHom) 3MiHun
BHECEHi 40 |HCTPyKLUii Ans MeaANYHOro 3aCTOCYBaHHsI
nikapcbkoro 3acoby y posagin "OcobnusocTi
3acTocyBaHHS", 3rigHO 3 AaHUMK Woao be3neku
nitoyoi pevoBmHW." CynyTHA 3MiHa - 3MiHM Woa0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy.
BHeceHHs1 abo 3miHa(1) 8o 3000B'A3aHb Ta yMOB
BMAAYi peeCcTpaLiiHOro NOCBiAYEHHS, BKITIOYaoun
[MnaH ynpaBniHHA pM3uKamu (3aCTOCYBaHHS TEKCTY,
SIKANA MOTrOAXEHUNA 3 KOMMETEHTHUM OpraHoM) 3MmiHum |
TMny - 3MiHu Wwoao 6e3nekn/ePeKTUBHOCTI Ta
apmakoHarnsgy. 3MiHa y KOpOTKill XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUIT 4Nsi Megu4Horo 3acTocyBaHHS Ha nigcTasi

perynsipHo OHOBJIHOBAHOrO 3BiTY 3 6e3nekun
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nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiiHui nepiog, abo sik pesynbTart
OLJiHKM 3BIiTY 3 AOCHiAXeHb, MPOBe4eHUX BiANOBIAHO
00 nnaHy negiatpuydHmx gocnigxexsb (PIP) (3MiHy
Y3rofXXeHO 3 KOMNETEHTHUM YNOBHOBAXXEHNUM
opraHoM) 3MmiHn BHeceHi A0 IHCTpykuii ansi
MEeAMYHOro 3aCTOCYBaHHSI MikapCbKoro 3acoby y
po3ginu "OcobnuBocTi 3acTocyBaHHs", "lM0oBIYHI
peakuii" 3rigHo 3 AaHnMu Woao 6esneku Aitoyoi
pe4oBuHU. CynyTHS 3MiHa - 3MiHM Woao0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy.
BHeceHHs1 abo 3miHa(1) 8o 3000B'A3aHb Ta yMOB
BMAAYi peecTpaLiiHOro NOCBiAYEHHS, BKITIOYaoun
[MnaH ynpaBniHHA p13uKamu (3aCTOCYBaHHS TEKCTY,
SIKUA MOrOAXEHUN 3 KOMMETEHTHYM OPraHoM)

104.

JIEBO®JIOKCA
LIMH

PO34uMH Ans iHy3in,
500 mr/100 mn no
100 mMn y KOHTeNHepiI;
no 1 KOHTelHepy y
NoniBiHINXOpWAHIN
nnisui B nayui

AHaHTa
Megikeap J1Ta.

Benvka
BpuTtaHis

€Bponand
Xentkeap [BT. Il14.

IHAis

BHECEHHS 3MiH 4O peecTpaliiHnx matepianis: 3MiHn
| Tuny - 3miHun wopo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpOTKill XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUiT 4Nsi MeguyHoro 3acTocyBaHHS Ha MigcTaBi
perynsipHo OHOBIIIOBAHOrO 3BiTYy 3 6e3nekun
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiiiHui nepiog, abo sik pesynbTart
OLJiHKM 3BIiTY 3 fOCHiAXeHb, MPOBe4EHUX BiANOBIAHO
00 nnaHy negiatpuyHmx gocnigxexb (PIP) (3MiHy
Y3rofXXeHO 3 KOMNETEHTHUM YNOBHOBAXXEHNUM
OpraHoM) BHECEHI [0 iHCTPYKLIii y po3gin
"MMoka3saHHs",

BiANOBIAHI 3MiHM BHeceHi y po3gin "Cnocib
3acTocyBaHHS Ta 403MK"; TAaKOX 3MiHN BHECEHI Y
po3ginu "OcobnuBocTi 3acTocyBaHHs", "lM0BIYHI
peakuii" 3rigHo 3 AaHnMu Woao 6esneku Aitoyoi
pe4oBuHU. BBeAEeHHs 3MiH npoTaroM 3-x MicsiuiB
nicns 3aTBEpPOXKEHHS.
3MmiHu | TUny - 3MiHK Wwoao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta iIHCTPYKUii ANs MeguyHoro
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBIIOBAHOTO 3BITY 3 6e3neku nikapcbKoro 3acoby,
abo gocnigxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpauiiinii nepioga,
abo sk pe3ynbTaT OLiHKM 3BIiTY 3 JOCNIOXKEHb,
npoBeaeHUX BiAMOBIAHO 40 NNaHy neaiaTpuyHmnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpPraHoM) BHECEHI
00 iHCTPYKUii y poginu: "OcobnmBocTi

3a
peuenmom

UA/11383/01/01
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3actocyBaHHs", "NobivHi peakuii” 3rigHO 3 AaHUMMK
wono 6e3neku gitovoi pe4oBnHM BBeaeHHs 3MiH
npotarom 3-x MicsiLiB Micns 3aTBEPAXEHHS.

105.

JIEBO®JIOKCA
LIMH

PO34uMH Ans iHy3in,
500 mr/100 mn no 100
MIT Y KOHTenHepi; no 1
KOHTEMNHepy y
NONiBiHINXMOPUAHIN
nnisui B nayui

AHaHTa

Megikeap JlTa.

Benvka
BpuTtaHis

€sponand
Xentkeap [BT. Il14.

IHAis

BHECEHHS 3MiH 4O peecTpaliiHnX matepianis: 3MiHn
| Tuny - 3miHn 3 AkocTi. F0TOBMIA Nikapcbkui 3acib.
CTabinbHicTb. 3MiHa y TepMmiHax npugartHocTi abo
ymoBax 36epiraHHsi rOTOBOrO fikapCbKoro 3acoby

(36inbLUEHHs TepMiHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby) - [ins ToproBoi ynakoBKu
(nigTBEPOXKYETHCA AAHUMU pearbHOro Yacy)
36inbLUEHHs TepMiHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby Ha OCHOBI MO3UTUBHNX
pe3ynbTaTiB 4OBroCTPOKOBMX OOCHIAXEHD
cTabinbHOCTI y peanbHOMY 4Yaci:
3areepaxeHo: TEPMIH NMPUOATHOCTI 2 poku
3anponoHoBaHo: TEPMIH MPUOATHOCTI 3 pokun
BBeneHHsi 3miH npotarom 3-x micsUiB nicns
3aTBEPAXEHHS

3a
peuenmom

UA/11383/01/01

106.

JNIEBOUWH-H

PO34uMH Ans iHy3in,
500 mr/100 mn, no 100
mn abo no 150 mn'y
dnakoHi; no 1
dnakoHy B nayui 3
KapTOHY

TOB
"®APMACEN"

YkpaiHa

HeposdacosaHuii
NPOAYKT, NepBUHHA
ynakoBka, BTOPUHHA
ynakoBKa, KOHTPOrb:

BIOCEP C.A.
NAPEHTEPAN
COJMOWHC
IHOACTPI, peuis;
KoHTponb, Bunyck
cepii:
TOB "®APMACEN",
YkpaiHa

peuis/
YkpaiHa

BHECEHHS 3MiH O peecTpaLiiHNX MaTepianis: 3MiHN
| Tuny - 3miHun wopno 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpOTKill XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUiT 4Nsi MeguyHoro 3acTocyBaHHS Ha MigcTasi
perynsipHo OHOBIIOBAHOrO 3BiTYy 3 6e3nekun
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiiHui nepiog, abo sik pesynbTart
OLIiHKM 3BIiTY 3 fOCHiAXeHb, MPOBe4eHUX BiANOBIAHO
00 nnaHy negiatpuyHmx gocnigxexb (PIP) (3MiHy
Y3rofXXeHO 3 KOMMNETEHTHUM YNOBHOBAXXEHNM
OpraHoMm) - 3mMiHVM BHECEeHi [0 iHCTPYKLii Ans
MEeAMYHOro 3aCTOCYBaHHSI NikapCbKoro 3acoby y
po3gain "OcobnumBocTi 3acTocyBaHHSA" BiANOBIAHO A0
OHOBINEHOI iHopMaLiii 3 6e3neku Ail40i pe4YOBUHY;
3MiHu | Tuny - 3miHn wopno 6esnekn/edPeKTUBHOCTI Ta
apmakoHarnsgy. 3MiHa y KOpOTKill XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUiT ANsi MeguyHoro 3acTocyBaHHS Ha nigcTasi
perynsipHo OHOBIIIOBAHOrO 3BiTYy 3 6e3nekun
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiiiHui nepiog, abo sik pesynbTart
OLIiHKM 3BIiTY 3 AOCHiAXeHb, MPOBeEeHUX BiANOBIAHO
00 nnaHy negiatpuyHmx gocnigxexsb (PIP) (3MmiHy
Y3rofXXeHO 3 KOMNETEHTHUM YNOBHOBAXXEHNM
OpraHoMm) - 3mMiHVM BHECEeHi [0 iHCTPYKLii Ans
MEeAMYHOro 3aCTOCYBaHHSI NikapCbKoro 3acoby y
po3ginu: "Moka3aHHsa" (iHpopMauis 3 6esnekn),
"OcobnuBocTi 3acTocyBaHHs", "Cnocib

3a
peuenmom

UA/12842/01/01
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3acTocyBaHHS Ta 4o3un" (pedaryBaHHs TEKCTY),
"Mo6ivHi peakuii" BigNOBIOHO 4O OHOBMEHOI
iHpopmaLii 3 6esneku aitoyoi pevyoBUHY; 3MiHN |
Tuny - 3MiHu woao 6e3nekn/ePeKTUBHOCTI Ta
apmakoHarnsgy. 3MiHa y KOpOTKill XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHsS Ta
IHCTPYKUIT 4Nsi MeguyYHoro 3acTocyBaHHS Ha NiacTaBi
perynsipHo OHOBIIIOBAHOrO 3BiTYy 3 6e3nekun
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiiiHui nepiog, abo sik pesynbTart
OLIiHKM 3BIiTY 3 AOCHiAXeHb, MPOBeeHUX BiANOBIAHO
00 nnaHy negiatpuyHmx gocnigxexsb (PIP) (3MiHy
Y3rofXXeHO 3 KOMNETEHTHUM YNOBHOBAXXEHNM
OpraHoMm) - BHECEHHS Ha BUMOTY perynsiTopHoOro
opraHy 3MiH B iHCTPYKUil0 Ans MeanyHoro
3acToCyBaHHS, @ came — JOMOBHEHHS iHopMaLieo
po3giniB «OcobnueocTi 3a3MiHN BHeCeHi 40
iHCTpykKUii "OcobnumBocTi 3acTocyBaHHs", "IM0oGiYHi
peakuii" BignoBigHO 4O OHOBMEHOI iHhopmaLii 3
6e3neku [itoyoi pe4oBUHU. CTOCYBaHHA» Ta «[106iuHi
peakuii»

107.

JNIEPKAHIAMNI
HY
rigpoxnoruna
FEMITIOPAT

NopoLUOK (CybcTaHList)
y NoAaBiiHUX
nonieTuneHoBux
nakeTax, Lo
BKnagaoTeca y TLMB
nakeTu ans
hapmaLeBTUYHOIO
3acTOCyBaHHS

letepo Opars
NimiTen

IHAis

[etepo Opars
NimiTen

IHAis

BHECEHHS 3MiH 4O peecTpaliiHnX matepianis: 3MiHn
| Tuny - 3minn 3 akocTi. A®I. CtabinbHicTb. 3miHa
nepiogy NOBTOPHMX BUNpobyBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa AdI (3a
BiJCYTHOCTi y 3aTBEepA>KEHOMY [0CbE cepTudikaTa
BiANOBiAHOCTI €Bponenchkin hapmakonei, LWwo
BKIIIOMAE Nepiof NOBTOPHOro BUNPOBYBaHHS)
(nepiog noBTOpHOro BMNpobyBaHHs/nepios
36epiraHHs) - 36inbLeHHss abo BBeAEHHs nepiogy
NMOBTOPHOro BUNpobyBaHHs/nepioay 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCiAXeHb Y pearnbHOMY Yaci -
36inbLUeHHSs nepiogy NOBTOPHOro BUNPOGyBaHHS
06yMOBrieHe OTPMMaHHSAM pe3yrbTaTiB BUBYEHHSI
cTabinbHOCTI y peanbHOMY Yaci: 3aTBepaKeHo:
Mepioa nepekoHTpornio. 30 micsAuiB 3anponoHoOBaHO:
Mepiog nepekoHTpornio. 4 poku

UA/15959/01/01

108.

JNINIH-BIONIK®

niodinisat ans
emynbcii no 500 mr 1
dnakoH abo nnsika 3
nioginisatoM B nauvuj;
KOMMNekT: 3 priakoHu
3 niocpinizatom Ta 1
iHranstop Nebuliser B
navui

NAT
"®APMCTAH
HOAPT-BIONIK"

YkpaiHa

NAT
"OAPMCTAHOAPT-
BIONIK"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx maTepianiB:3MiHu |
TMNy - 3MiHa hopMn abo po3mipy KOHTenHepa Yn
3aKynoptoBanbHOro 3acoby (MepBUHHOI yraKoBKM)

(cTepunbHi nikapcbki 3acobu); CynyTHA 3MiHa:
BBEIEHHS1 AOAATKOBOro 3aKyrnoploBarnbHOro 3acoby,
a came npobku rymoBoi (Tvny 3-1 RS) BupobHmuTBa

TOB «KuiBrymay, YkpaiHa Ta KoBnayka
antoMiHIEBOro 3 NNacTUKOBOK Haknagkotwo (Tuny K-2-
20 HIM) BupobHunuytea TOB «MeTpaHomM», YkpaiHa, 3

BiAMOBIAHMMM 3MiHamMK y p. «YNakoBka»

3a
peuenmom

UA/3528/01/01

109.

JIOMEKCUH®

KpeM BariHanbHuin 2 %

Pekopaarti

Ipnangis

Pekopgarti lHgacTpia

ITania

BHECEHHS 3MiH O peecTpauiiH1X MmaTepianiB:3MiHu |

6es

UA/6094/03/01
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110.

JIOPATAOUH

no 1 Ty6i y komnnekTi
3 amnnikaTtopoMm y
KOHTeMnHepi; no 1
KOHTENHepY B
KapTOHHI kopoobLi

Tabnetkn no 10 mr; no

Ximika e
dapmacesTika
C.n.A.

TMNy - 3MiHa NnapameTpiB cneundikauii Ta/abo
[O0NYCTUMMUX MEX FrOTOBOrO JiKapCbKOro 3acoby -

aomiwkm A B cneumadikauii Ha BUNyck/ TepMiH
NpuaaTHOCTI Ta BiAMOBIAHO 3BY)XEHHS MeX ANsi

Mex T. CynyTHi AOMiLKKW, ANa OOMillkn B y
cneumdikauii Ha BUNYCK /TepMiH NpuaaTHOCTI Ta
BiAMNOBIAHO 3BY)XEHHSI MEX Ans CyMapHOI KinbKOCTi
OOMILLOK; 3BY)XEHHS! AONYCTUMUX MeX T. CynyTHi
gomiwku, ansa gomiwkmn C y cneumdikauii Ha BUNYcK
/TepMiH NpuaaTHOCTI Ta BigMOBIAHO 3BYXXEHHS MEX
ONsi CyMapHOI KiNbKOCTi AOMILWOK; 3MiHK | Tuny -
OONOBHEHHS cneumdikalii Ha BUNYCK NOKa3HMKOM
«B’a3KicTby»; AONOBHEHHS cneumndikauii Ha BUNYCK
nokasHunkom «Mikpockonisi» giameTp KpucTanis
MeHwe 100 MKM; AONOBHEHHS cneuudikauii HoBUM
nokasHnkoMm «Onuc KoHTerHepay; 3MiHu | Tuny -
3MiHM YacTOTU NpPOBeAEHHS BUNPOOYyBaHHS 3a
napameTpoM «B’a3kicTb» Big pyTUHHOrO TECTYBaHHSA
[0 KOHTPOMIo 3 iHTepBanoMm B 12 micsuis, ons
cneumndikauii Ha TepMiH NpyaaTHOCTI Nig Yac
BMNPOByBaHb CTabiNbHOCTI; 3MiHK y cneundikauii Ha
TEpMiH NpuaaTHOCTI Ans BinbL TOYHOro onucy
30BHILUHbOrO BUMMSAAQY FOTOBOTO JlikapCbKOro 3acoby;
peAakuiviHi 3MiHM y 3a3HayveHHi BUMor crieuudikauii
Ha BMNYCK /TepMiH NpMAAaTHOCTI ANsi NOKa3HWKa
«MikpobionoriyHa uicToTay y 3B A3Ky 3
npuBeaeHHsM Y BignoBigHicTe Ao EP; 3amiHm yactotn
npoBeAeHHs1 BUNPoOyBaHHA Ha TEPMiH NPUAATHOCTI
nig yac BunpobyBaHb CTabiNnbHOCTI 3a NapameTpoMm
«MiKpOCKONisi» Bi, «PYTUHHOrO TECTYBAHHSI» A0
KKOHTPOTIO 3 iHTepBanom B 12 micauiB»; 3miHu |
TMNy - 3MiHa y MmeTofax BunpobyBaHHs roTOBOro
nikapcbkoro 3acoby - aogaBaHHs metogy BEPX 3
iogHo - maTpuyHum getektopom (OAMAO) y
crneumdikaito Ha BANYCK Ans nokasHuka
«lpeHTndikauis dpeHTuKoHa3ony HiTpaty»; 3miHu |
TUNY - pefakuifiHi 3MiHW B ONUCi HAaCTYMHUX METOAIB
BUNPOBYBaHHs: «B sa3kicTby, «lgeHTndikadis
deHTnkoHa3ony HiTpaty», «MikpobionoriyHa
unctoTar, «KinbkicHe BU3Ha4YeHHst eHTukoHa3ony
HiTpaTy». BBegeHHs 3mMiH npoTsarom 4-x micsiuis
nicns 3aTBepAKEHHS

3BY)XEHHS1 OMYCTUMUX MeX T. CynyTHi AOMiLKK, Ansi

CYMapHOI KiNbKOCTi [OMILLOK; 3BY>KEHHS JOMYCTUMMNX

peuenma

10 Tabnetok y
6nictepi; no 1
6nictepy B nayui

MAT
"KuiBmegnpen
apat”

YkpaiHa

NAT
"KviBmegnpenapat”

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHnux maTepianiB:3MiHu |
TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu

3asiBHMKa (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
3MiHa HalMeHyBaHHs1 3asiBHMKa, 6e3 3miH y meTogax

KOHTPOIO SIKOCTi NiKapCbKOro 3acoby;

bes
peyenma

UA/7014/01/01
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3anpornoHoBaHo: [loBHa Ha3Ba AKUiOHepHe
ToBapucTBo "KuiBmegnpenapar” CkopoyeHa Ha3Ba
MAT "KuiBmegnpenapart"; 3miHu | Tuny - amiHa Ha3Bu
BMPOOHMKa roTOBOrO NikapCcbKoro 3acoby, 6e3 3miH y
MKA J13, 6e3 3miH B iHCTPYKLUIi AnS MeANYHOro
3acTOCyBaHHS Ta Yy TEKCTi MapKyBaHHS! NikapCbKoro
3acoby; 3anponoHoBaHo: [MoBHa Ha3Ba AKLioHepHe
ToBapucTBo Kuiemeanpenapat" CkopoyeHa Ha3Ba
MAT "KviBmegnpenapat”

111.

JNIbOHY
HACIHHA

HaciHHsa no 100 r, 200
Iy naykax 3
BHYTPILLHIM MakeToM

AT
"Ny6Hudpapm"

YkpaiHa

AT "IlybHndapm"

YkpaiHa

BHECEHHS 3MiH O peecTpaliiHNX MaTepianis: 3MiHN
| Tuny - 3miHun wopo 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsigy (iHLWi 3MiHK) - 3MiHN BHECEHI B
TEKCT MapKyBaHHs YNakoBKM IiKkapCbKOro 3acoby
LLLOAO 3a3HaYeHHs1 MiXHAPOAHMX NO3HaYeHb
OOVHMWUbB BUMIpIOBaHHs. BHeCeHHs 3MiH o p.
«MapkyBaHHsi» MKA 13 (BBeaeHHst 3miH npoTarom
6-Tn micsiLiB nicnsa 3aTBEepAXEHHS); 3MiHM | Tuny -
AaMiHiCTpaTMBHI 3MiHW. 3MiHa HaMeHYyBaHHS
Ta/abo agpecu mMicus NPOBafXeHHSs QiANbHOCTI
BMPOOHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKITIOMAKYM AiNbHWLI BUNYCKY cepii abo micue
NpoBeAEHHS KOHTPOTIO SIKOCTI. (QiANbHICTb, 3a Ky
BignoBiaae BUpOBHMK/IMMOPTEp, BKMOYAOYM BUMYCK
cepin) - 3MiHa HanMeHyBaHHs BUpobHuka 13 AT
«JTybHudpapm» 6e3 3amiHn micusa BUpobHMUTBA
(BBeaeHHs 3miH npotarom 6-Tu MicsiliB nicnsi
3aTBepaXeHHs); 3MiHu | Tuny - AgmiHicTpaTuBHI
3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu
3asiBHMKA (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
3MiHa HalMeHyBaHHs1 3asiBHMKa (BnacHuKa
peecTpauinHoro NocBigYeHHs)

bes
peyenma

UA/9368/01/01

112

MAKCBIPUH®

Kancynu Teepai no
200 mr, no 10 kancyn
y 6riictepi; no 3 abo 6
6nicTepiB y nayui 3
KapTOHY

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3MiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS Yy3aranbHEeHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AINCHEHHA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa ons
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - 3amiHa
yMOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BignoBiganbHOI 3a papmakoHarnag

3a
peuenmom

UA/10004/01/01
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113.

MAKCTICTUH

Tabnetku no 8 mr, no
10 Tabnetok y
6nictepi; no 3
6nictepn y nayui

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®apmekc
Fpyn”

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3MiHu |
TUNy - 3MiHM Wogo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEAEHHS y3aranbHEeHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrmoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa 4ns
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yNOBHOBaXKeHOi 0cobu 3asiBHMKa, BigMoBiAanbHOI 3a
hapmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinosuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoBiganbHOI 3a hapmakoHarnsg

3a
peuenmom

UA/10012/01/01

114.

MAKCTICTUH

Tabnetku no 16 mr, no
10 Tabnetok y
6nictepi; no 3
6nictepn y nayui

TOB
"dAPMEKC
rPyM"

YkpaiHa

TOB "®apmekc
Fpyn”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux maTepianiB:3MiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS y3aranbHEHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yroBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AINCHEHHA hapMakoHarnsgy;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa ons
34iMcHeHHs papMakoHarnsagy B YKpaiHi, SKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yNOBHOBaXKeHOi 0cobu 3asiBHKKA, BigMoBiAanbHOI 3a
apmakoHarnsg. NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BigNoBiganbHOI 3a hapmakoHarnsg

3a
peuenmom

UA/10012/01/02

MAKCTICTUH

TabneTtku no 24 mr, no
10 Tabnetok y
6nictepi; no 3
6nictepn y nayui

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "dapmekc
Fpyn”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx maTepianiB:3MiHu |
TUNy - 3MiHK Wopgo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy. BeeaeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTemy dapmakoHarnagy
(BBEOEHHS y3aranbHEeHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hbapMakoHarnsgy;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa ans
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
danna cuctemu chbapmakoHarnagy) - 3miHa

3a
peuenmom

UA/10012/01/03
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yMOBHOBaXKeHOi 0cobu 3asiBHKKA, BigMoBiAanbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokeeny Bonogumup tOpinosuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoBiganbHOI 3a hapmakoHarnsg
116, MAHTI TabneTku XyBarnbHi No tOHina6b, N CWA TOB HOC dapmauis Monbuwa BHECEHHS 3MiH 4O peecTpaliiHuX maTtepianiB:3MiHu | 6e3 UA/6751/01/01
10 Tabnetok y TUny - 3MiHa y napaMmeTpax cneundikaui Ta/abo peuenma
6nictepi; no 1 abo 3 OONYyCTUMMUX MEX, BUSHAYEHNX y cneundikalisx Ha
6nicTepn y KapTOHHIN A, ab0o BMXiAHMA/NPOMDKHUI NPOAYKT/peareHT, LWo
Kopobui; no 8 BMKOPUCTOBYIKOTbCSA Y Npoueci BUpobHuutea AdI -
Tabnetok y 6nicTepi; BUIy4eHHs 3i Cneumndikauii Ha ADI antomiHito
no 1, abo 2, a6o 3, rigpokcua nokasHuka «Baxki metanuny». Y
abo 4 6nictepu y BignosigHocTi Ao Bumor ICH Q3D Ta YnHHOT
KapTOHHI kopoobLi moHorpadii USP Dried Aluminum Hydroxide Gel.
Kpim TOro, amiHa CToCyeTbCsl BUNy4Y€eHHs1 Tabnuui 3i
cneuundikauieto B po3aini 3.2.5.4.1 Ta 3anvwaeTbes
MOCUINaHHSA Ha BUMOTM YMHHOT MoHorpadii USP
Dried Aluminum Hydroxide Gel
117.| MEBIrapPoniH KpucTaniyHmm MAT "®apmak” YkpaiHa MAT "®apmak”, Ykpaina/ BHECEHHS 3MiH 4O peecTpaliiHnux maTtepianiB:3aMiHu | - UA/16380/01/01
NopoLUoK (CybcTaHList) YkpaiHa (cTagis Kutan TUMY - BUNTYYEHHS TEKCTY METOAMKN BU3HAYEHHS
Y MiLLKax noABifHNX OYMCTKM cybCTaHUii); nokasHuka «MikpobionoriyHa YucToTa», MeToamka
nonieTuneHoBux Ans TOB "LsiaHbcbka Ta HOPMYBaHHS 3anuLieHo 6e3 3miH, meToq
hapmaLeBTUYHOIO MeaunKo-ximivyHa Bignosigae A®Y Ta €Bp.Papm., 3anuLieHo
3acToCyBaHHS KomnaHisi Xanuxoy", NMoCunaHHS Ha 3aranbHi cTaTTi; 3MiHuM | Tuny -
Kutan (BupobHuk [0[aBaHHs iHdopmaLii Woao MOXINBOCTI
CUPOBUHM) NMOBTOPHOI NepekpucTanisadii y Bunagky
HeBiMNOBIAHOCTI HaNIBNPOAYKTY BCTAHOBIEHUM
kputepiam. MNicna ctagii 4 «Cywwika mebrigponiHy»
3a3HaveHa npumiTka «[ns gocsrHeHHs 3agaHunx
NMOKa3HWKIB IKOCTi MOXITMBE NOBTOPHE MPOBEAEHHSI
nepekpucTanisadii (ctagis 3 Ta ctagis 4)»; 3MiHm |
TUMY - BCTAHOBMEHHS NMEePiogNYHOCTI KOHTPOIO
nokasHuka «MikpobionoriyHa ynctora» «*KoHTponb
NpoBOANTLCS BUOIPKOBO: NepLUy Cepito MOTOYHOrO
POKY Ta KOXHy AecATy cepito, ane He pigwe 1 pasy
Ha piK»
118.| MEMMI®OPT TabneTku, BKpUTI M.BioTtek Benuka IHooko Pemepis IHAis BHECEHHS 3MiH 4O peecTpaliiHuX maTepianis: 3a UA/12645/01/03
1000 NniBKOBO 0OOTOHKO NimiTen BpuTtaHis NimiTen 3MiHuM | TUNy - 3miHa y cknagi (4onoMixXHUX peuenmom
no 1000 mr no 10 pevyoBMHaxX) rOTOBOro MikapCbKoro 3acoby; CynyTHA
Tabnetok y 6nicTepi; 3MiHa: 3MiHa TNy AOMNOMIXXHOT PEYOBUHM
no 1 abo 3 6nictepn y rinpomeno3u B cknagi nniBkoBOi 060MNOHKY;
navui 3 KapToHy 3anpornoHoBaHo: rinpomenosa tuny 15 cps
(Methocel E-15); 3aminum | Tvny - 3miHn y npoueci
BMPOOHMLITBA rOTOBOrO MikapcbKoro 3acoby,
BKITIOHAKYN NPOMIXKHUIA NPOAYKT, O
3aCTOCOBYETLCS MPU BUPOBHULTBI TOTOBOTrO
nikapcbkoro 3acoby (He3Ha4yHa 3miHa y npoueci
BMPOOHMLTBA)
119.| MEMMI®OPT TabneTku, BKpUTI M.BioTek Benuka IHOoko Pemenis IHAis BHECEHHS 3MiH 4O peecTpauiiHuX MmaTepianis: 3a UA/12645/01/01
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
500 NniBKOBO Tlimiten BpuTtaHis Nimiten 3MiHK | TMNY - 3MiHKM y npoueci BUpobHuuTBa peuenmom
o6ornoHkoto, no 500 mr roTOBOrO JlikapCbKoro 3acoby, BKo4aoun
ano 10 TabneTok y NPOMDXHWUIA NPOAYKT, LLIO 3aCTOCOBYETLCH NpU
6nictepi; no 1 abo 3 BMPOOHULITBI FOTOBOrO NiKapCbKOro 3acoby
6nictepn y nayui 3 (He3Ha4Ha 3MmiHa y npoueci BUpObHULTBA)
KapTOHY
120., MEMMI®OPT TabneTku, BKpUTI M.BioTtek Benuka IHooko Pemepis IHAis BHECEHHS 3MiH 4O peecTpaliiHux maTepianis: 3a UA/12645/01/02
850 nniBKOBOK 0BOOHKOI0 Tlimiteq BpuTtaHis Tlimiteq 3MiHu | Tuny - 3MiHK y Npoueci BUpobHULTBA peuenmom
no 850 mrno 10 roTOBOrO JlikapCbKOro 3acoby, BKovaoun
TabneTok y 6nicTepi; NPOMDXHWUIA NPOAYKT, L0 3aCTOCOBYETLCHA NpU
no 1 abo 3 6nictepn y BMPOOHULITBI FOTOBOrO NiKapCbKOro 3acoby
navui 3 KapToHy (He3Ha4Ha 3MiHa y npoueci BUpOGHULTBA)
121.| MEQITAH kancynu no 100 mr MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 4O peecTpaLiiHUX maTepianiB:3MiHu | 3a UA/12318/01/01
Ne30(10x3) y TUNy - NnpuBedeHHst cneundikauii A®I MananeHTuHy | peyenmom
bnicTepax B navui; y BignosigHicTe 40 MoHorpadii EP; aminm Il Tuny -
3MiHa BMPOOHMKA BUXiAHOrO/MPOMIXXHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOOHMYOMY npoueci AdI, abo 3miHa BUpobHuKa
(Bknovatoum, ae HeobxigHO, Micue NPOBEAEHHSs!
KOHTponto sikocTi) AP (3a BigcyTHoOCTI cepTudikara
BiANOBIAHOCTI €Bponenchkin hapmakonei y
3aTBEepAXEeHOMY [OChe)(BBEAEHHS HOBOTO
BMpOoOHMKa ADI 3 HagaHHAM MacTep-gdanna Ha ADI);
CYNYTHSI 3MiHa: BBEAEHHS anbTepHaTUBHOIO
BMpobHuka AP| MabaneHTmHy, Hikal Limited, India 3
HagaHHAM MacTep-ganna Ha APl (DMF
HJ/GAB/CEP/P1/AP/11-06 (13/07/2018)) no BXe
3arBepaxeHoro BupobHuka Olon S.p.A., Italy; sk
Hacnigok, cneundikadito A®| fonoBHeHO
NMOKa3HWKOM «3armLLKOBI KiNbKOCTi OpraHiuHnx
PO3YMHHWKIB» 3 HOPMYBaHHSI Ta METOLOM
BMNpOOyBaHHS BiANOBIAHO 40 Matepianis ipmMu-
BMPOOHMKaA
122, MEQITAH kancynu no 300 mr MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 3a UA/12318/01/02
Ne30(10x3), Ne60 TUNy - NnpuBedeHHst cneundikauii A®I MananeHTuHy | peyenmom

(10x6) y bnictepax B
navui

y BignoBigHicTe 40 MoHorpadii EP; aminm Il Tuny -
3MiHa BUPOOHMKA BUXiAHOrO/MPOMiXXHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOOHMYOMY npoueci Adl, abo 3miHa BUpobHUKa
(Bknovatoum, ae HeobxigHO, Micue NPOBEAEHHSs!
KOHTponto sikocTi) AP (3a BigcyTHoOCTI cepTudikara
BiANOBIAHOCTI €Bponenchkin hapmakonei y
3aTBepAXEeHOMY [OCbe)(BBEAEHHS HOBOTO
BMpoOHMKa ADI 3 HagaHHAM MacTep-gdanna Ha ADI);
CYNYTHSI 3MiHa: BBEAEHHS anbTepHaTUBHOIO
BMpobHuka AP| MabaneHTmHy, Hikal Limited, India 3
HagaHHAM MacTep-ganna Ha APl (DMF
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HJ/GAB/CEP/P1/AP/11-06 (13/07/2018)) no Bxe
3arBepaxeHoro BupobHuka Olon S.p.A., Italy; sk
Hacnigok, cneundikadito A®| fonoBHeHO
NMOKa3HWKOM «3armLLKOBI KiNbKOCTi OpraHivuHnx
PO3YMHHWKIB» 3 HOPMYBaHHSI T2 METOLOM
BMNpOoGyBaHHSA BiANOBIAHO 40 Matepianis ipmMu-
BMPOOHMKaA

123.

MELITAH

kancynu no 400 mr, no
10 kancyn y 6nictepi;

no 3 6nictepu y nayui
3 KapTOHY

MNAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu |
TUNy - NnpuBedeHHst cneundikadii A®I MananeHTuHy
y BignosigHicTe 40 MoHorpadii EP; aminm Il Tuny -
3MiHa BMPOOHMKA BUXiAHOrO/MPOMIXXHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOOHMYOMY npoueci AdI, abo 3miHa BUpobHuKa
(Bknovaroum, ae HeobxigHO, Micue NPOBEAEHHS!
KOHTponto sikocTi) AP (3a BigcyTHoOCTI cepTudikara
BiANOBIAHOCTI €Bponenchkin hapmakonei y
3aTBepAXEeHOMY [OCbe)(BBEAEHHS HOBOTO
BMpOoOHUMKa ADI 3 HagaHHAM MacTep-danna Ha ADI);
CYNYTHS 3MiHa: BBEAEHHS anbTepHaTUBHOIO
BMpobHuka AP| MabaneHTmHy, Hikal Limited, India 3
HagaHHAM MacTep-ganna Ha APl (DMF
HJ/GAB/CEP/P1/AP/11-06 (13/07/2018)) no Bxe
3aTBepaxeHoro BupobHuka Olon S.p.A,, Italy; sk
Hacnigok, cneundikadito A®| fonoBHeHO
NMOKa3HWKOM «3armLLKOBI KiNbKOCTi OpraHiuHnx
PO3YMHHWKIB» 3 HOPMYBaHHSI Ta METOLOM
BMNpOOyBaHHS BiANOBIAHO 40 Matepianis ipmMu-
BMPOOHMKaA

3a
peuenmom

UA/12318/01/03

124.

MENbOOHIN

NopoLUoK (CybcTaHList)
y nakeTax noAaBifHNX
nonieTuneHoBunx ans
hapmaLeBTUYHOIO
3aCTOCyBaHHS

MNAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLiiHuX maTepianiB:3MiHu |
TUny - 3MiHa y napaMmeTpax cneundikaui Ta/abo
OONYyCTUMMUX MEX, BUHAYEHNX y cneundikalisix Ha
A, ab0o BMXiAHMA/NPOMDKHUI NPOAYKT/peareHT, Wo
BMKOPUCTOBYIKOTbCSA Y Npoueci BUpobHuuTea AdI
(iHWi 3miHW); 3MiHK | TUNY - 3MiHK B Npoueci
BMpoOHMUTBa APl (He3HayHa 3miHa y npoueci
BMpobHuuTBa AdI)

UA/15074/01/01

125.

MEMAHTHWH
10-TEBA

TabneTku, BKpUTI
NMiBKOBOO
060noHkoto, no 10 mr
no 10 TabneTok y
6nictepi; no 3
6nictepwn B kOpobUi

TeBa
dapmaueBTika
n lHgacTpi3
NnTn

I13painb

BupobHuuTBO 32
MOBHUM LIMKITOM:
TeBa
dapmaueBTikan
InpacTpis NT4.,
I13pains;
[MepBuHHa Ta
BTOpPUHHA
yMaKoBKa,KOHTPOIb
AKOCTI:

I13painb/
YropwumHa

BHECEHHS 3MiH 40 peecTpaliiHnx maTepianis: 3MiHn
| Tuny - AaMiHicTpaTnBHi 3MiHW. 3miHa
HaliMeHyBaHHS Ta/abo agpecu Micus NpOBaKEeHHS
nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKMYauu AinbHUL BUNYCKY
cepii abo micLe npoBegeHHs] KOHTPOMIO SIKOCTI.
(DisnbHICTb, 3a SKy BignoBiaae BUpobHuk/imnopTep,
BKIOMAKYM BUNYCK Cepili) 3MiHa agpecu BUpobHMKa
N3 AT ®apmaueBtnyHni 3aBog TEBA, YropwuHa
(MepBMHHA Ta BTOPVHHA YNakoBKa, KOHTPOIb SKOCTI,

3a
peuenmom

UA/14465/01/01
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TeBa BUMYCK cepii), 6e3 3amiHn Micusi BUpobHULUTBA:
dapmaueBTikan BBegeHHsi 3miH npoTaroM 6-tu micsuiB nicns
IHpacTpis NT4., 3aTBEepAXEHHS.
I13pains;
[MepBuHHa Ta
BTOPWHHA ynakoBka,
KOHTPOIb SKOCTI,
BUMYCK Cepii:
dapmaueBTUYHUN
3aBog TEBA,
YropumHa
126, METUNYPALMU cynosuTopii TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 6e3 UA/11698/01/01
N-®APMEKC pekTanbHi, 500 mr no "®APMEKC reyn" TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenma
5 cynosutopiiB y reyn" hapmakoHarnsigy. BeegeHHs abo 3miHn go
CTpWNi; Mo 2 CTpUNu B y3aranbHeHUX AaHux Npo cMcTemy dapmakoHarnsay
nayui 3 KapToHy (BBEAEHHS y3aranbHEeHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa 4ns
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
(hanna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHKKA, BigMoBiAanbHOI 3a
apmakoHarnsg: NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANOBiAanbHOI 3a hapmakoHarnsg
127, METUNPELQ TabneTtkun no 4 mr, no OpioH OiHnAnAin BupobHuk, wo Oinnanais/ BHECEHHS 3MiH O peeCTpaLiiHNX MaTepianis: 3MiHN 3a UA/0934/01/01
30 abo 100 TabneTtok Kopnope#niuH 3[iMcHIoE YkpaiHa | Tuny - 3miHn 3 AkocTi. [oTOBMIA Nikapcbkun 3acib. | peyenmom

y cbnakoHi, no 1
(hnakoHy B KAPTOHHIN
Kopobui

BMPOOHMLTBO 32
MOBHUM LIMKITOM
(ana nakyBaHHs Ne
30, Ne 100):
OpioH KopropeuH,
DiHNAHAIN;
AnbTepHaTUBHUI
BMPOOHMK, LLIO
3[0iACHIOE BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI i
BUMYCK cepii (ans
naxkyBaHHs Ne 100):
ToBapucTBo 3
obMexeHot

3MiHM y BUpoBHULTBI. 3MiHa iMnopTepa/3aMiHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[0[aBaHHA BUPOOHMKA, L0 BiANOBIiAaE 3a BBE3EHHSI
Ta/abo BMNyck cepii) - He Bknovaoumn
KOHTPOIb/BUNPOBYBaHHS cepii - BBEAEHHS
anbTepHaTMBHOI AinbHuLi OpioH KopnopewwH
(BBeaeHHs 3miH npoTarom 6-Tu MicsiliB nicnsi
3aTBepaXeHHs); 3MiHu | Tuny - 3MiHK 3 SIKOCTI.
Ceptudikart BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €BpONEnchKin
apmakonei/moHorpadii. [MogaHHs HoBoro abo
OHOBINEHOro cepTudikaTa BignosigHocTi abo
BUITy4YEHHS cepTudikaTa BignoBigHOCTI
€Bponewicbkin dapmakonei: anst A®Il; ona BuxigHoro
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
BiANOBiAANbHICTIO maTtepiany/peareHTy/npoMiXHOro NPOAYKTY, L0
"KYCYM ©APM", BMKOPUCTOBYIOTbCA y BUpOOHUUTBI ADI; ans
YkpaiHa; [OMNOMIXKHOI pe4oBUHM (CepTudikaT BiANOBigHOCTI
AnbTepHaTUBHWUIA €Bponevicbkin dpapmakonei) - HoBun ceptudikar Big
BMPOOHMK, LLIO HOBOro BUpO6HUKa (3aMiHa abo JOMOBHEHHS) -
3[0iACHIOE NEepBUHHE BBEZEHHS1 HOBOrO BMPOOHUka ADI|
Ta BTOPUHHE meTunnpegHizonoHy “Tianjin Yianyao
nakyBaHHs (4ns Pharmaceuticals Co., Ltd.”, Kutan 3 nogaHHsam
nakyBaHHs Ne 30, Ne HoBoro CepTtudikara R1-CEP 2012-307 Rev 00
100) Ta Bunyck cepii
(ans nakyBaHHsA Ne
30):
OpioH KopropenuH,
DiHnaAnAisa
128, METUNPEL Tabnetky no 16 mr, no OpioH diHngaHgis OpioH KoprnopeH, PiHngaHgisa BHECEHHS 3MiH O peeCcTpaLiiHNX MaTepianis: 3MiHN 3a UA/0934/01/02
30 TabneTtok onakoHi, Kopnope#niH PiHngaHgis; | Tuny - 3miHn 3 AkocTi. FoTOBMIA Nikapcbkun 3acib. | peyenmom
no 1 cprnakoHy B AnbTepHaTUBHWUI 3MiHM y BUpoBHULTBI. 3MiHa iMnopTepa/3aMiHu, Wwo
KapTOHHI kopoobLi BMPOOHMK, LLIO CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTI
3[0iACHIOE NEePBUHHE, roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
BTOPVHHE [0[aBaHHsA BUPOOHMKA, LLO BiANOBIiAaE 3a BBE3EHHSI
nakyBaHHsl Ta Ta/abo BMNyck cepii) - He Bknovaoumn
BUMYCK Cepii: KOHTPOIb/BUNPOOYBaHHS cepii - BBEAEHHS
OpioH KopropeuH, anbTepHaTMBHOI AinbHuLi OpioH KopnopewwH
DiHnAnAin (BBeaeHHs 3miH npotarom 6-Tu MicsiliB nicnsi
3aTBepAXeHHs); 3MiHu | Tuny - 3MiHK 3 SIKOCTI.
Ceptudikart BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €BpONEnchKin
dapmakonei/moHorpadii. [MogaHHs HoBoro abo
OHOBINEHOro cepTudikaTa BignosigHoCTI abo
BUITy4YEHHS cepTudikata BignoBigHOCTI
€Bponewicbkin dapmakonei: anst A®l; ona BuxigHoro
maTtepiany/peareHTy/npoMiXHOro NPOAYKTY, L0
BMKOPUCTOBYIOTbCA Yy BUpOBHUUTBI ADI; ans
[OMNOMIXKHOI pe4oBUHM (CepTudikaT BiANOBigHOCTI
€Bponevicbkin dapmakonei) - HoBun ceptudikar Big
HOBOro BUpO6HUKa (3aMiHa abo JOMOBHEHHS) -
BBEZIEHHS1 HOBOrO BMPOOHUka ADI|
meTunnpegHizonoHy “Tianjin Yianyao
Pharmaceuticals Co., Ltd.”, Kutain 3 nogaHHsam
HoBoro CepTtudikara R1-CEP 2012-307 Rev 00
129, METUNPELQ Tabnetky no 4 mr in OpioH diHngaHgis OpioH KoprnopeH, diHnangia/ BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3aMiHu | - UA/13853/01/01
bulk: no 100 TabneTtok Kopnope#niuH PiHngaHgis; YkpaiHa Tuny - 3MiHu 3 sikocTi. CepTudikat BignosigHocTi/lE-
y cnakoHi; no 24 abo AnbTepHaTUBHWUI cepTudikaT BiANOBIAHOCTI €BPOMENChKin

no 5000 chnakoHiB B
KapTOHHI ynakoBLi

BMPOOHMK, LLIO
3[0iACHIOE BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI i
BUMYCK Cepii:
ToBapucTBO 3

apmakonei/moHorpadii. [MogaHHs HoBoro abo
OHOBNEHOro cepTudikaTa BignosigHoCTI abo
BUITy4YEHHS cepTudikaTa BignoBigHOCTI
€Bponevicbkin dapmakonei: anst A®l; ona BuxigHoro
maTepiany/peareHTy/npoMiXHOro NPOAYKTY, L0
BMKOPUCTOBYKOTbCA y BUpobHUUTBI ADI; ans
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
obmexeHo [OMOMIXKHOI pe4oBUHM (CepTudikaT BiANOBIAHOCTI
BiANOBiAANbHICTIO €Bponeicbkin dapmakonei) - HoBun ceptudikar Big
"KYCYM ©APM", HOBOro BUpO6HUKa (3aMiHa abo JOMOBHEHHS) -
YkpaiHa; BBEZIEHHS1 HOBOrO BMPOOHUka AD|
AnbTepHaTUBHWUI meTunnpegHizonoHy “Tianjin Yianyao
BMPOOHMK, LLIO Pharmaceuticals Co., Ltd.”, Kutain 3 nogaHHsam
3[0iACHIOE NEepPBUHHE HoBoro CepTudikara R1-CEP 2012-307 Rev 00
nakyBaHHsi:
OpioH KopropeuH,
QiHnaAnAia
130, METUNPELQ Tabnetku no 4 mMr no OpioH diHngaHgis OpioH KoprnopeuH, dinngangia/ BHECEHHS 3MiH 4O peecTpaliiHnX maTtepianiB:3MiHu | 3a UA/0934/01/01
30 abo 100 TabneTtok Kopnope#niuH diHngaHgis YkpaiHa TUMY - 3MiHM LWOJO PO3AiNEeHHs1 TEKCTY iIHCTPYKUIi ans | peyenmom
y cbnakoHi, no 1 (anbTepHaTUBHUI MEeOMYHOro 3aCTOCYBaHHSI NikapCbKoro 3acoby
(hnakoHy B KAPTOHHIN BMPOOHMK, LLIO Metunpeg, Tabnetkm no 4 mr Ne 100 Ha ykpaiHCbkiln
Kopobui 3[0iACHIOE NEePBUHHE, MoBi Ta Tabnetkn no 4 mri 16 mr Ne 30 Ha
BTOPVHHE YKPaiHCbKi/ Ta POCINCHKi MOBi ANsi KOXKHOrO
naxkyBaHHs (4ns BMPOOHMKA OKPEMO.
nakyBaHHs Ne30, BBegeHHsi 3miH npoTaroM 6-tu micsuiB nicns
Ne100) Ta Bunyck 3aTBepXeHHs
cepin (ansa
nakyBaHHs Ne30));
OpioH KopropeuH,
OiHnAnAia
(BUPOBHUK, WO
30iMCHIOE
BMPOOHMLTBO 3a
MOBHUM LIMKITOM
(ons nakyBaHHs
Ne30, Ne100)); TOB
"Kycym ®apm",
YkpaiHa
(anbTepHaTUBHUI
BMPOOHMK, LLO
3[0iACHIOE BTOPUHHE
nakyBaHHs,
KOHTPOIb AKOCTI i
BUMYCK cepin (ons
nakyBaHHs Ne100))
131, METUNPELQ Tabnetku no 16 mr no OpioH diHngaHgis OpioH KoprnopeuH, dinngangia/ BHECEHHS 3MiH 4O peecTpaliiHnx maTtepianiB:3aMiHu | 3a UA/0934/01/02
30 TabneTtok onakoHi, Kopnope#niuH PiHngaHgis YkpaiHa TUMY - 3MiHM LLOJO PO3AiNEeHHs1 TEKCTY iIHCTPYKUIi ans | peyenmom
no 1 cprnakoHy B (anbTepHaTUBHUI MEeAMYHOro 3aCTOCYBaHHS fikapCbKoro 3acoby

KapTOHHI kopoobLli

BMPOOHMK, LLO
3[iACHIOE NEePBUHHE,
BTOPWHHE
naxkyBaHHs (4ns
nakyBaHHs Ne30,
Ne100) Ta Bunyck
cepin (ansa
nakyBaHHs Ne30));

Metunpeg, Tabnetkm no 4 mr Ne 100 Ha ykpaiHCbkin
MoBi Ta Tabnetkv no 4 mr i 16 mr Ne 30 Ha
YKpaiHCbKil Ta POCINCHKi MOBi ANsi KOXKHOrO
BMPOOHMKA OKPEMO.

BBegeHHsi 3miH npoTaroM 6-tu micsuiB nicns
3aTBEPAXEHHS
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
OpioH KopropeuH,
DiHnAnAia
(BUPOBHUK, WO
30iMCHI0E
BMPOOHMLTBO 3a
MOBHUM LIMKITOM
(ons nakyBaHHsA
Ne30, Ne100)); TOB
"Kycym ®apm",
YkpaiHa
(anbTepHaTUBHUI
BMPOOHMK, LLIO
30iACHIOE BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTI i
BUMYCK cepin (ans
nakyBaHHs Ne100))
132, METPOHIOA30O | necapii no 500 mr, no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx maTepianiB:3MiHu | 3a UA/13537/01/01
N-®APMEKC 5 necapiiB y 6nictepi, "®APMEKC reyn" TUNy - 3MiHK Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenmom
no 2 6nictepu B navui reyn" hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS y3aranbHEHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrmoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa ons
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (Bkmovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yMOBHOBaXKeHOi 0cobu 3asiBHKKA, BigMnoBiganbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinosuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnsg
133, MET®OPMIH TabneTku, BKpUTI M. BIOTEK Benvka IHgoko Pemegais IHgis BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3MiHn - UA/12646/01/03
NniBKOBOK nTa BpuTtaHis Tlimiteq | Tuny - 3miHu 3 AkocTi. F0TOBMIA Nikapcbkui 3acib.

obonoHkoto, no 1000
mr in bulk Ne 1000 (no
1000 TabneTtok y
KOHTemnHepi); in bulk Ne
1000 (no 10 TabneTok
y 6niictepi; no 100
6nicTepiB y nayui)

Onuc Ta cknag. 3miHa y cknagi (4onomikHUX
pevoBMHAaxX) roTOBOro MikapcbKkoro 3acoby (iHLwi
3MiHuW) - CynyTHS 3MiHa - 3MiHK 3 sKoCTi. [oTOBUN
nikapcbkuii 3aci6. KOHTponb JOMNOMIXHUX PEYOBUH.
3miHa napameTpiB cneundikauin Ta/abo
[OoNYyCTUMMUX MEX A1 ONOMDKHOT peqoBUHM (iHLWi
3MiHM) - 3MiHa TNy AOMNOMDKHOI PEYOBUHMN
rinpomenosu B cknagi nniBkoBOi 0O0NOHKN
(3aTBepaxeHo: rinpomenosa tuny 50 cps (Metolose
60 SH 50); 3anponoHoBaHo: rinpomenosa tuny 15
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
cps (Methocel E-15). 3minn | Tuny - 3MiHM 3 IKOCTI.
[oToBUIA Nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3MiHM y Npoueci BUPOOHNLITBA rOTOBOrO MiKapCbKOoro
3acoby, BKIMIOYa4yM NPOMKHUIA MPOAYKT, WO
3aCTOCOBYETLCS MPU BUPOBHULTBI TOTOBOTrO
nikapcbkoro 3acoby (He3Ha4yHa 3miHa y npoueci
BMPOOHMULTBA) - BHECEHI 3MiHU B BUPOOHUYUI
npotec, a came:
- Ha cTagii «[TpocitoBaHHA» AogaHo onepadito
noapibHeHHst rpyaok yepes cuto 2.0 Mm ansi
nigrotoBkn A®I Ta BUny4eHo onepadito
NPOCitOBaHHS;
- Ha cTagii «[paHynsauia» aMiHeHO TemnepaTypy
BUCYLLYBaHHS rpaHynaTy 3 gianasoHy 32 °C — 36 °C
Ha He Bulle 45 °C;
- Ha cTagii «["paHynsauia» npu onepadii «Bonora
rpaHynsuis» 3MiHeHO 4Yac nepemillyBaHHs 3 2 XB. Ha
3 XxB.;
- Ha cTagii «["paHynsauia» 3aMiHeHo Aiana3oH
BENUYMHM CUNK CTPYMY Ha 3aBepLuanbHin onepauii
rpaHynsuii 3 24,8 — 25,5 Ha 25 — 35;
- 3MiHM Aiana3oHiB NapameTpiB obnagHaHHa ons
NniBKOBOrO MOKPUTTS;
- BHECEHO peakUifiHi MpaBKy B TEXHOMOTIYHY
[OKYMEHTaLito BUPOBGHMYOro npoLecy.
134, MET®OPMIH TabneTku, BKpUTI M.BioTek Benuvka IHooko Pemenis IHAis BHECEHHS 3MiH 4O peecTpaliiHuX maTepianis: - UA/12646/01/01
NniBKOBOK Tlimiteq BpuTtaHis Tlimiteq 3MiHu | TNy - 3MiHK y Npoueci BUpobHULTBA
obornoHkoto, no 500 roTOBOrO JlikapCbKoro 3acoby, BKovaoun
mr, in bulk Ne 1000 (no NPOMDXHWUIA NPOAYKT, L0 3aCTOCOBYETLCHA NPU
1000 TabneTtok y BMPOOHULITBI FOTOBOrO NiKapCbKOro 3acoby
KOHTemnHepi); in bulk Ne (He3Ha4Ha 3miHa y npoueci BUpOGHMLTBA)
1000 (no 10 TabneTok
y 6niictepi; no 100
bnicTepiB y nayui)
135., MET®OPMIH TabneTku, BKpUTI M.BioTek Benuvka IHooko Pemenis IHAis BHECEHHS 3MiH 4O peecTpaliiHux maTepianis: - UA/12646/01/02
NniBKOBOK Jlimiteq BpuTtaHis Jlimiteq 3MiHu | Tuny - 3MiHK y Npoueci BUpobHULTBA
o6ornoHkoto, no 850 roTOBOrO JlikapCbKoro 3acoby, BKovaoun
mr, in bulk Ne 1000 (no NPOMDXHWUIA NPOAYKT, L0 3aCTOCOBYETLCHA NP
1000 TabneTtok y BMPOOHULITBI FOTOBOrO NiKapCbKOro 3acoby
KOHTemnHepi); in bulk Ne (He3Ha4Ha 3miHa y npoueci BUpOOGHMLTBA)
1000 (no 10 TabneTok
y 6niictepi; no 100
bnicTepiB y nayui)
136.] ME®APMIN® TabneTku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauinHmx marepianis: 3MiHu 3a UA/14013/01/01
NniBKOBOK "KuiBmegnpen "KniBmegnpenapat” | Tuny - AaMiHicTpaTBHi 3MiHW. 3MmiHa peuenmom
o6ornoHkoto, no 500 mr apat" (BUpOGHULTBO 3 HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEHHS

no 10 TabneTok y
6nictepi; no 3, 5, 6
abo 12 bnicTepiB y

nakyBaHHsl in bulk
hipMu-BMPOOHNKa
«lngoko Pemepnis

nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKMYa4u AinbHAUL BUNYCKY
cepii abo micLe NpoBegeHHs] KOHTPOMIO SIKOCTI.
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
navui Timiteny, IHAis) (OisnbHICTb, 3a Ky BignoBiaae BUpobHuK/imnopTep,
He BKITI0Yalun BUNYcK cepinl) 3miHa Ha3Bu
BMpOOHMKa npoaykuii in bulk 6e3 3miHn micus
BMPOOHMUTBA. BBeaeHHS 3MiH npoTsiroMm 6-Tn
MicsAILiB nicns 3aTBepAXKEHHS
137.| ME®APMIN® TabneTku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauinHmx marepianis: 3MiHK 3a UA/14013/01/02
NniBKOBOK "KuiBmegnpen "KniBmegnpenapat” | Tuny - AaMiHicTpaTnBHi 3MiHW. 3miHa peuenmom
o6ornoHkoto, no 850 mr apat” (BUPOGHULTBO 3 HaliMeHyBaHHS Ta/abo agpecu Micus NPOBafKEeHHS
no 10 TabneTok y nakyBaHHsl in bulk nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
6nictepi; no 3, 5, 6 ipMu-BMPOOHNKa nikapcbKoro 3acoby, BKMYa4u AinbHAUL BUNYCKY
abo 12 bnictepiB y «lHpoko Pemepia cepii abo micLe npoBegeHHs] KOHTPOIO SIKOCTI.
navui Timiteny, IHAis) (DisnbHICTb, 3a SKy BignoBiaae BUpobHuk/imnopTep,
He BKITI0Yalum BUNYcK cepint) 3miHa Ha3Bu
BMpOOHMKa npoaykuii in bulk 6e3 3miHn micus
BMPOOHMUTBA. BBeaeHHs 3MiH npoTsirom 6-Tn
MiCALiB nicns 3aTBepAXKEHHs
138.| ME®APMIN® TabneTku, BKpUTI MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 40 peecTpauinHmx marepianis: 3MiHu 3a UA/14013/01/03
NniBKOBOK "KuiBmegnpen "KviBmegnpenapat” | Tuny - AaMiHicTpaTnBHi 3MiHW. 3MmiHa peuenmom
obornoHkoto, no 1000 apat” (BUPOGHULTBO 3 HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEeHHS
mr no 10 Tabnetok y nakyBaHHsl in bulk nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
6nictepi; no 3, 5, 6 ipMu-BMPOOHNKa nikapcbKoro 3acoby, BKMYa4u AinbHAL BUNYCKY
abo 12 bnicTepiB y «lHpoko Pemepi3 cepii abo micLe npoBegeHHsI KOHTPOMIO SIKOCTI.
navui Timiteny, IHAis) (OisnbHICTb, 3a SKy BignoBiaae BUpobHuK/imnopTep,
He BKITI0Yaluu BUNYcK cepinl) 3miHa Ha3Bu
BMpOOHMKa npoaykuii in bulk 6e3 3miHn micus
BMPOOHMUTBA. BBeaeHHS 3MiH npoTsirom 6-Tn
MicsALiB nicrs 3aTBepAXKEHHS
139.| MIHIPUH Tabnetku no 0,1 mr; deppiHr Lseruapis BMPOOHMULITBO: LLiBeriuapisi/ | BHeceHHs 3MiH 4O peecTpauiiHux maTtepianis: 3MiHn 3a UA/16236/01/01
no 30 TabneTok y IHTepHeLwwHn deppiHr HimeyunHa Il Tuny - 3miHn wopo 6e3nekn/edeKkTUBHOCTI Ta peuenmom
dnakoHi; no 1 CeHntep CA IHTepHewHN CeHTep apmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
(bnakoHy B KAPTOHHIN CA, Wenuapis; 3060B'A3aHb Ta yMOB BMAayi peecTpauiiHoro
ynakoBLi BiAnosiaanbHU 3a noceigvyeHHs, Bknovatoum MNnaH ynpaeniHHs
BUMYCK Cepii: pv3uKamu (3aCTOCYBaHHS 3MiH(1), Aki(a)
®eppiHr 'M6X, BMMaraloTb(€) NoganbLioro 06rpyHTyBaHHSA HOBUMM
HimevunHa [04aTKOBMM AaHVUMW, L0 MaloTb HajaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbKV BUMaraeTbCs
CyTTEBA OLiHKA KOMMETEHTHUM OpraHoM) BrkoHaHHs
3060B'A3aHb BiANOBIAHO A0 NANYHKTY 2.3 NYHKTY 2
nopatky 15 go MNMopsiaky npoBegeHHs ekcrnepTuan
peecTpauiHux maTepianis Ha nikapcbki 3acobu, Lo
nofalTbCs Ha AepXaBHY peecTpaLiio
(nepepeecTpaLuiio), a Takox ekcrnepTusm martepianis
Npo BHECEHHS 3MiH 10 peecTpauinHMx maTepianis
npoTAromM Aii peecTpauiiHoro NocBig4YeHHs,
3arBepaxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
140., MIHIPUH Tabnetkn no 0,2 mr; deppiHr Lseruapis BMPOOHMLITBO: LLiBeriuapisi/ | BHeceHHs 3MiH 4O peecTpauiiHux maTtepianis: 3MiHn 3a UA/16236/01/02
no 30 TabneTok y IHTepHewwHnN deppiHr HimeyunHa Il Tuny - 3miHn wopo 6e3nekn/edPeKTUBHOCTI Ta peuenmom
dnakoHi; no 1 CeHntep CA IHTepHewHn CeHTep dapmakoHarnsigy. BHeceHHs1 abo 3miHa(n) oo
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
(hnakoHy B KAPTOHHIN CA, Wenuapis; 3060B'A3aHb Ta yMOB BMAayi peecTpauiiHoro
ynakoBLi BiAnosiaanbHUA 3a noceig4yeHHs, Bknovatoum NnaH ynpaeniHHs
BUMYCK Cepii: pv3uKamu (3aCTOCyBaHHs 3MiH(1), Aki(a)
®eppiHr 'M6X, BMMaraloTb(€) NoganbLioro 06rpyHTyBaHHSA HOBUMMA
HimevunHa [04aTKOBMM AaHVUMW, L0 MaloTb HafaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbKV BUMaraeTbCs
CyTTEBA OLiHKA KOMMETEHTHUM OpraHoM) BrkoHaHHs
3060B'A3aHb BiANOBIAHO A0 NANYHKTY 2.3 NYHKTY 2
nopatky 15 go MNMopsiaky npoBegeHHs ekcrnepTuan
peecTpauiHux maTepianis Ha nikapcbki 3acobu, Lo
nofalTbCs Ha AepXaBHy peecTpalLiio
(nepepeecTpauiio), a Takox ekcrnepTusn martepianis
Npo BHECEHHS 3MiH 10 peecTpauinHMx maTepianis
npoTAromM Aii peecTpauiiHoro NocBig4YeHHs,
3arBepaxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
141.| MIO3UM NMOpOLUOK ANsi [>xeH3anm HigepnaHamn [xeHsanm lpnaHg Ipnangis/ BHECEHHS 3MiH 4O peecTpaliiHnX maTtepianiB:3aMiHu | 3a UA/11618/01/01
NPUroTYBaHHsI tOpon B.B. Ilimiten, lpnangisa Benuka TUny - 3aMiHa y metogax BunpobysaHHa AP| abo peuenmom
KOHLeHTpaTy ans (HanoBHEHHS BpurtaHisa/ BMXiZHOro Martepiany/npomikHOro
pO34MHy Anst iHdy3in nakoHiB Ta Benbris npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
no 50 mr, 1 donakoH 3 BMPOOHULTBO npoueci BupobHuutea A®I - 3amiHa cuctemu
MOPOLLUKOM Yy KIHL€BOro NpoAyKTY, aHanizatopa iCE3 B meToai BunpobyBaHHs 3a
KapTOHHIV navui MapKyBaHHS Ta TecToM «KaninspHe isoenekTpnyHe HOKyCyBaHHSI»
nakyBaHHS1, (KIE®) ans KinbKiCHOro BU3Ha4YEeHHs1 BMIiCTY Ait040i
KOHTPOIb SKOCTI peYoBMHU (anrnoko3ugasu anbga) Ans onTumisauii
N3, Bunyck cepii); npouecy (3miHn Yacy oKyCyBaHHs Ta iHTerpauii
[xensanm Jlimiten, OaHnX)
Benvka bputaHis
(MapKyBaHHS Ta
naxkyBaHHs 113,
BUMYCK cepii);
[>xeH3anm
dnaHgepc 686a,
Benbris
(BupobHUUTBO AC,
NPUroTyBaHHs
po3uunHy J13 onsa
nioginisauii)
142, MOKCETEPO TabneTku, BKpUTI [eTepo J1a63 IHgis [eTepo J1a63 IHgis BHECEHHS 3MiH 0 peecTpaLiiHNX MaTepianis: 3MiHN 3a UA/15685/01/01
nniBKOBOO NimiTen NimiTen | Tuny - 3miHn wopno 6e3nekn/edekTMBHOCTI Ta peuenmom

obonoHkoto, no 400
mr; no 10 Tabnetok y
6nictepi; no 1
6nicTepy y KapTOHHIN
Kopobui

apmakoHarnsgy. 3MiHa y KOpOTKill XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUiT 4Nsi MeguyYHoro 3acTocyBaHHS Ha NigcTaBi
perynsipHo OHOBIIIOBAHOrO 3BiTYy 3 6e3nekun
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauiiHui nepiog, abo sik pesynbTart
OLIiHKM 3BIiTY 3 fOCHiAXeHb, MPOBe4eHUX BiANOBIAHO
[0 nNnaHy negiatpuyHmx gocnigxexb (PIP) (3MiHy
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Ne
n/

Hasea
JliKapcbK020
3acoby

@Popma sunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo20
rnoceid4yeHHs1

Y3roXXeHO 3 KOMNETEHTHUM YNOBHOBAXXEHNUM
OpraHoMm) - 3mMiHVM BHECEHi [0 iHCTPYKLii Ans
MEeAMYHOro 3acTOCYBaHHSI NikapCbKoro 3acoby y
po3ginu "OcobnuBocTi 3acTocyBaHHs", "lM0oBIYHI
peakuii" BignoBigHO 40 OHOBMEHOI iHhopmaLii 3
6e3neku [itoyoi pevoBrHM (LLoJ0 aHEBPU3MU,
po3LwapyBaHHs aopTh, poTodobii, yBeiTy,
BackKynity); aminu | Tuny - 3miHn wono
6e3nekn/edekTUBHOCTI Ta hbapmakoHarnagy. 3miHa
Y KOPOTKii XapaKTepucTuLi fikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUIi ANs MeanyHoro
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBIIOBAHOTO 3BITY 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpauiiinii nepiog,
abo sk pe3ynbTaT OLiHKM 3BIiTY 3 JOCNIOKEHb,
npoBeAeHUX BiAMOBIAHO 40 NNaHy neaiaTpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OPraHoMm) - 3MiHU
BHECEHi 40 IHCTPYKLii ANsi MeQnyYHOro 3acToCcyBaHHSA
nikapcbkoro 3acoby y poaginu "lMokasaHHsa"
(yTouHeHHs1 woao 6e3neku), "Cnocib 3acTocyBaHHSA
Ta fo3un" (yTouHeHHs), "OcobnmBoCTi 3acToCcyBaHHS",
"MoGivHi peakuii" (Log0 TPMBANMX iHBaNiAN3YOUUX i
NMOTEHLiNHO HE3BOPOTHMX CEPAO3HMX NOBIYHMX
peakui) BionoBigHO 4O OHOBMEHOI iH(hopMmalLlii 3
6e3neku [itoyoi pevoBrHU

143.

MOKCUDITOKC
ALUWH-
®APMEKC

Kpanni o4Hi, 5 mr/mn
no 5 mn y gonakoHi, no
1 donakoHy pasom 3
KpULLKOLO-
KpanenbHuLEelo B
nauui 3 KapToHy

TOB
"OAPMEKC
rPyn"

YkpaiHa

TOB "®APMEKC
rPyn"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS Yy3aranbHEeHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AINCHEHHA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa ons
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobu, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHKKa, BigMoBiAanbHOI 3a
hapmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANOBiAanbHOI 3a hapmakoHarnssg

3a
peuenmom

UA/16662/02/01

144,

MOKCU®DITOKC
ALUWH-

TabneTku, BKpUTI
060n0HKo0, No 400 mr

TOB
"®APMEKC

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHuX maTepianiB:3MiHu |
TMNy - 3MiHK Wwopgo 6e3nekn/edpekTMBHOCTI Ta

3a
peuenmom

UA/16662/01/01




60

[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
®APMEKC no 5 tabnertok y reyn" hapmakoHarnsgy. BeegeHHs abo 3miHn go
6nictepi, no 1 abo 2 y3aranbHeHUX AaHux Npo cucTemy dapmakoHarnsay
6nicTepn B KApTOHHIN (BBEOEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
kopobui; no 10 hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
TabneTok y 6nicTepi, BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
no 1 6nictepy B KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa ans
KapTOHHI kopoobLi 34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yNOBHOBaXKeHOI 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a
apmakoHarnsg. MponoHoBaHa peaakuis:
Tonokeeny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoBiganbHOI 3a hapmakoHarnsag
145, MOHTEIEH TabneTku, BKpUTI FETEPO IHgis [eTepo J1a63 IHgis BHECEHHS 3MiH 4O peecTpaliiH1X maTepianisB:3aMiHu | 3a UA/17104/01/01
NniBKOBOO NIAB3 NimiTen TUNY - 3MiHM 0 IHCTPYKUiT ANS Mean4Horo peuenmom
o6onoHkoto, no 10 mr; JIIMITEL 3acTocyBaHHS NMikapcbKoro 3acoby y po3ginu:
no 10 TabneTok y "OcobnumBocTi 3acTocyBaHHS", "[Mobi4HI peakuii”
6nictepi, no 3 BiAMOBIAHO 4O OHOBNEHOI iHhopMaLlii 3 6e3nekn
bnictepn y kopobui 3acTocyBaHHS Ail040i pe4OBUHU
146, MOP®IH-3H Tabnetky no 5 mr; no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 3a UA/5174/02/01
10 Tabnetok y obmexeHow obmexeHow TUMY - 3MiHM 0 IHCTPYKUIT ANS MeanYHoro peuenmom
6nictepi; no 1 abo no BignoBiganbHi BiANOBiAANbHICTIO 3acTocyBaHHS MikapcbKoro 3acoby y po3ginu:
5 bnicTepis y kopobui cTIo "XapkiBCcbke "B3aemMogis 3 iHWwMMK nikapcbkumu 3acobamu Ta
3 KapTOHYy "XapkiBcbke hapmaueBTUYHE iHWi Bam B3aemogin", "OcobnmeocTi
hapmaLeBTmy nianpuemcTBo 3acTocyBaHHs", "3acTocyBaHHs y nepiog BarirTHOCTI
He "3popoB's Hapoay" abo rogyBaHHs rpyaar” (4oNoBHEHO iHpopmalieto
nianpuemcTeo wono 6e3nekn), "Cnocib 3actocyBaHHa Ta 4o3n"
"3p0poB'sa (oonoBHeHoO iHdopMaLieto woao besnekn),
Hapoay" "Mepeno3yBanHsA", "lMobivHi peakuii” BignoBigHo 40
OHOBINEHOI iHopMaLii 3 6e3neku fil40i pe4YOBUHY;
CYNyTHS 3MiHa: 3MiHM Woao 6e3nekn/edekTBHOCTI
Ta pbapmakoHarnsgy. BHeceHHs abo 3miHa(n) oo
3060B'A3aHb Ta yMOB BMAayi peecTpauiiHoro
noceigvyeHHs, Bknoyvatoum MNnaH ynpaeniHHs
pY3uKamu (3aCTOCYBaHHSI TEKCTY, SIKUIA MOTOAXEHWU
3 KOMNETEHTHUM OpraHoM)
147 MOP®IH-3H Tabnetkv no 10 mr; no | ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTepianiB:3aMiHu | 3a UA/5174/02/02
10 Tabnetok y obmexeHow obmexeHo TUNY - 3MiHM A0 IHCTPYKUIT ANS Mean4Horo peuenmom
6nicTtepi; no 1 abo no BignoBiganbHi BiANOBiAANbHICTIO 3acTocyBaHHS MikapcbKoro 3acoby y po3ginu:
5 bnicTepis y kopobui cTIo "XapkiBcbke "B3aemMogis 3 iHWwMMK nikapcbkumu 3acobamu Ta
3 KapTOHY "XapkiBCcbke hapmaLeBTUYHE iHWi B1am B3aemogin", "OcobnmeocTi
hapmaLeBTmy nianpuemMcTBo 3acTocyBaHHs", "3acTocyBaHHs y nepiog BarirTHOCTI
He "3popoB's Hapoay" abo rogyBaHHs rpyaar” (4ONoOBHEHO iHpopmalieto

nignpuemcTBo

wopo 6esnekn), "Cnocib 3actocyBaHHsA Ta 4o3u"
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"3p0poB'sa
Hapoay"

(oonoBHeHoO iHdopMaLieto woao besnekn),
"Mepeno3yBanHs", "lMobivHi peakuii” BignosigHo A0
OHOBINEHOI iHopMaLiii 3 6e3nekn Ail40i pe4YOBUHY;
CyNyTHS 3MiHa: 3MiHM Woao 6e3neku/edekTUBHOCTI

Ta pbapmakoHarnsgy. BHeceHHsa abo 3miHa(u) o
3060B'A3aHb Ta yMOB BMAayi peecTpauiiHoro
noceigvyeHHs, Bknoyvatoum MNnaH ynpaeniHHs
pY3uKamu (3aCTOCYBaHHSI TEKCTY, SIKUIA MOTOAXEHNI
3 KOMNETEHTHUM OpraHoM)

148.

MO®JIAKCA®

PO34MH Ans iHgy3in
no 400 mr/250 mn no
250 mn y donakoHi, no
1, 5 abo 10 dnakoHiB
y kopobui

KPKA, .4,
Hoeo mecto

CnoBeHist

KPKA, o.a., Hoso
mecTo, CroseHis
(BUpOGHULTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOIb cepii Ta
Bunyck cepii); KPKA,
n.a., Hoeso mecto,
CnoBeHis (KOHTpoOrb
cepii)

CnoBeHist

BHECEHHS 3MiH 4O peecTpauiiHux marepianiB:3miHu |
TUMY - HE3HAYHi 3MiHW y NpoLeci BUpObHMUTBA
roToBOrO fikapcbkoro 3acoby y nigposaini 3.2.P.3.5.
KOpEKLisl 3a3HavyeHHs1 KpuTepiiB BUNpobyBanbHOro
TUCKy nicns cTepunbHoi ginbTpauii Big 2460 mbap
00 2620 mbap; y nigpo3gini 3.2.P.3.3. BunpaBneHHs
NMOXMOKM CTOCOBHO LUBUAKOCTI NepeMillyBaHHs
NPOTArOM OXONOMAXEHHS1 PO34MHY Ha cTagii
NpuUroTyBaHHs po3dmHy Big 1500 06/xB go 1200
06/x8; y nigpo3gini 3.2.P.3.2. BUNpaBneHHsi MOMUIIKA
npu obuncneHHi pakTuyuHoi kinbkocTi A®Il; 3mMiHm |
TUMY - 3BY>KEHHSA AONYCTUMMUX MeX B crneuudikauii
A®| onst nokasHuka «bakTepianbHi eHOOTOKCUHNY i3
«500 IU/g» Ha «0,3 1U/g» i3 BHECEHHSIM HEe3Ha4YHUX
3MiH B OnNucaHHsA aHaniTU4HOT MeToaUKK; 3MiHN |
TUNy - 3MiHa y MeTofax BUnpobyBaHHs
«CTepunbHicTb» Ta «OCMONANBHICTb» FOTOBOIO
nikapcbkoro 3acoby BHacNi4OK OHOBMEHHS CTaTTi
EP; 3amiHu | TMny - 3ByXXEHHA ONYCTUMUX MEX B
cneumdikauii 4ns nokasHuka «bakrepianbHi
€HOOTOKCUHNY i3 «MeHee 0,875 ME/MMH» Ha
«meHee 0,56 ME/mMr», Takox BigbyBaloTbCs 3MiHV B
OnucaHHi aHaniTU4HOI MeToaANKN

3a
peuenmom

UA/16077/01/01

149,

MYYHULI
JINCTA

nmctano 50ry
navkax 3 BHYTPILLHIM
nakeTom

AT
"Ny6Hudpapm"

YkpaiHa

AT "INlybHndapm"

YkpaiHa

BHECEHHS 3MiH 0 peeCcTpaLiiHNX MaTepianis: 3MiHN
| Tuny - 3miHun wopo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy (iHLWi 3MiHK) - 3MiHN BHECEHI B
TEKCT MapKyBaHHs YNakoBKM IikapCbKOro 3acoby
LLLOAO 3a3HaYeHHs1 MiXHAPOAHMX NO3HaYeHb
OOVHMWUB BUMIpIOBaHHs. BHeCeHHs 3MiH o p.
«MapkyBaHHsi» MKA N3 (BBeaeHHst 3miH npoTarom
6-Tn micsiLiB nicnsa 3aTBEpAXEHHS); 3MiHM | Tuny -
AaMiHICTpaTMBHI 3MiHW. 3MiHa HalMeHYyBaHHS
Ta/abo agpecu mMicus NPOBafXeHHs QiANbHOCTI
BMPOOHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKITIOMAKOYM AiNbHWLI BUNYCKY cepii abo micue
NpoBeAEHHS KOHTPOTIO SIKOCTI. (QiANbHICTb, 3a Ky
BignoBiaae BUpOBHMK/iIMMOPTEp, BKMOYAOYM BUMYCK
cepin) - 3MiHa HanMmeHyBaHHs BUpobHuka 13 AT
«JlybHudpapm» 6e3 3miHn micusa BUpobHMUTBaA
(BBegeHHs 3miH npotarom 6-Tm MicsiliB nicnsi

bes
peyenma

UA/9131/01/01
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
3aTBepaXeHHs); 3MiHu | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HaviMeHyBaHHs Ta/abo agpecu
3asiBHMKa (BracHVKa peecTpaLiiHoro nocBig4yeHHs) -
3MiHa HaMeHYBaHHs1 3asiBHMKa (BNacHWKa
peecTpauinHoro NocBigYeHHs)
150, HAOPOMAPWH- | po3uvH ansi iH ekuin, TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTepianiB:3MiHu | 3a UA/15411/01/01
OAPMEKC 9500 MO aHTu-Xa/mn, "OAPMEKC reyn" TMNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenmom
no 0,3 mn (2850 MO reyn" hapmakoHarnsgy. BeeaeHHs abo 3miHn go

aHTn-Xa), no 0,4 mn
(3800 MO aHTu-Xa),
no 0,6 mn (5700 MO
aHTK-Xa) abo no 0,8
mn (7600 MO aHTm-
Xa) B nonepegHbo
HaMoBHEHMX LUNpULaXx;
no 2 nornepeaHbLo
HaMoBHEHMX LUNpULax
B KOHTYPHIl
YapyHKOBI ynakoBLj
abo bnictepi; no 5
KOHTYPHUX
YapyHKOBMX yNakoBOK
abo 6nicTepiB y nayui
KapTOHHI®; no 0,3 mn
(2850 MO aHTK-Xa),
no 0,4 mn (3800 MO
aHTK-Xa), no 0,6 mn
(5700 MO aHTK-Xa)
a6bo no 0,8 mn (7600
MO aHTu-Xa) B
nornepenHLo
HaMoBHEHMX LUNpULaXx;
no 5 nonepegHLo
HaMoBHEHUX LIMpULiB
B KOHTYPHIN
YapyHKOBI ynakoBLj
abo 6nicTtepi; no 2
KOHTYPHi YapyHKOBI
yrnakoBku abo
6nictepn y nayui
KapTOHHI®; no 0,3 mn
(2850 MO aHTK-Xa),
no 0,4 mn (3800 MO
aHTn-Xa), no 0,6 mn
(5700 MO aHTK-Xa)
a6bo no 0,8 mn (7600
MO aHTu-Xa) B
nornepenHLO
HaMmoOBHEHMX LUNpULax;

y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEAEHHS y3aranbHEeHWX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa 4ns
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHA BiA ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chapmakoHarnagy) - amiHa
yNOBHOBaXKeHOI 0Cobu 3asiBHMKA, BigMoBiAanbHOI 3a
hapmakoHarnsg: NponoHoBaHa peaakuis:
TonokeBny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnsag
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1

no 1 nonepeaHLo

HanoBHEHOMY LINpuULy

B KOHTYPHIN

YapyHKOBI ynakoBLj

abo 6nictepi; no 1

KOHTYPHIln YapyHKOBIN

ynakoBLi abo 6nictepy

y Nayui KapTOHHIN
151.| HAKINNO®EH cynosuTopii no 50 mr KPKA, o.a., CnoBeHis KPKA, o.a., Hoso CnoBeHist BHECEHHS 3MiH 4O peecTpauiiHux martepianiB:3miHu | 3a UA/3480/04/01

Ne 10 (5x2) y ctpunax HoBo mecTo MecTO MYy - BUNy4YeHHs BupobHunka A®| [inknodeHak peuenmom

HaTtpito AMOLI ORGANICS PVT LTD, India; 3minu Il
TUMY - OHOBIEHHS MancTep-canna Ha AdDI
OuknodeHak HaTpito Big BUpobHuka Dipharma
Francis S.r.1, Italy. BBegeHHsi 3miH npotsrom 6-tn
MicsAILiB nicns 3aTBepAXKEHHS
152.[ HANME3IH® TabneTku, BKpUTI KPKA, o.4., CnoseHisi BignoBiganbHU 3a CnoseHis/ BHECEHHS 3MiH 4O peecTpaliiHnx maTepianis: 3miHu 3a UA/8938/01/02
®OPTE NniBKOBOK HoBo mecTo BMPOOHMUTBO "in IHgis | Tuny - 3miHn 3 AkocTi. [oTOBMIA Nikapcbkun 3acib. | peyenmom

obonoHkoto, no 550 mr
no 10 TabneTok y
6nictepi, no 1 abo 2
6nicTepn y KapTOHHIN
Kopobui

bulk", nepBuHHy Ta
BTOPUHHY YMNaKoBKY,
KOHTPOJIb Ta BUMYCK
cepii:
KPKA, o.a., Hoso
MecTo, CrnoBeHis;
BiAnosiaanbHUA 3a
BMPOOHMUTBO "in
bulk", nepBuHHYy Ta
BTOPUHHY YMNaKOBKY:
tOHiuem
JTabopatopiec
Nimiten, IHAais

3MiHM y BUpOBHMUTBI. 3MiHM y npoLeci BUpobHMUTBa
roTOBOrO JlikapCbKoro 3acoby, BKovaoun
NPOMDKHWUIA NPOAYKT, L0 3aCTOCOBYETLCHA NpU
BMPOOHULITBI FOTOBOrO NiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUPOOHMLTBA) HE3HAYHI
3MiHuM y npoueci BupobHuyTea J13, a came:

- 3MiHM Ha eTani 1; - 3aNpPOHOBaHO KiHUEeBe
NPOCitOBaHHSA rpaHynaTy Ha eTani 2; - 3a3Ha4yeHHs
ogHocTaginHoro abo anbTepHaTUBHOIO
OBOCTafiHOrO 3MiLLlyBaHHSA MiKDOKPUCTaniyrHoi
Lentono3u, TanbKy i MarHilo cteapary 3 rpaHynsiTom
Ha eTani BMpobHuuTBa 3;

- AofdaHa iHdopMaList Npo nakyBanbHy MalUuHy B
po3gini ObnagHaHHs. 3miHu | TUNY - 3MiHK 3 SKOCTI.
[oToBUMIA Nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3MmiHa po3mipy cepii (BknoYaum gianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbLeHHs 40
10 pasiB NOPIBHSAHO i3 3aTBEPAXEHNM PO3MIPOM)
3MiHa po3mipy cepii 113 Big 240000 go 800000
TabneTok, BKPUTUX MMiBKOBOIO 0O0MOHKOK. 3MiHu |
TUny - 3MiHK 3 sikocTi. [OTOBMIA Nikapcbkuii 3acib.
3MiHM y BUpoOHULTBI. 3MiHK BUNpobyBaHb abo
[ONYyCTUMMUX MEX, BCTAHOBMNEHUX Y cneyundikauisix,
nig Yyac BUpOGHMLITBA FOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHW) 3MiHa meToay nig yac
BHYTPILUIHbOONEPAaLinHOro KOHTPOSO Macu aaep i
Tabnetok 'N13, a came: - BBeAeHHs
anbTepHaTVBHOIO BU3HAYEHHSI CEpPeaHbOI Macu
saep i TabneTok, BKPUTUX MIiBKOBOKO 0BOMOHKOK
anst 20 TabneTok; - BigKopuroBaHa TexHiyHa
NMOMUIIKa Y po3paxyHKy TPeTboi Lnudpu nicns Komu y
BMMOrax BEpXHbOi MexXi cepeaHboi Mac saep; -
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Ne
n/

Hasea
JliKapcbK020
3acoby

@Popma sunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo20
rnoceid4yeHHs1

BHECEHi peAaKLiiHi 3MiHW B OMUC KONbopy TabneTok,
BKPUTUX NMiBKOBOIO 0bornoHkow B p. 3.2.P.3.4. (Big
CVHbOrO 0 6rnaknTHOro), y 38’A3Ky 3 rapMoHi3alieto
B iHWMX po3ainax gocke (cknag i onuc J13, p.
3.2.P.5.1.). 3miHu | Tuny - 3miHK 3 skocTi. [oTOBUIA
nikapcbkui 3aci6. 3MiHN y BUpOOHMLTBI. 3MiHM
BMNpOoByBaHb abo JOMYCTUMMX MEX, BCTAHOBINEHMX
y cneundikauisx, nig 4ac BUpOBGHULTBA rOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHK) 3MiHa OMYCTUMUX
MeX y cneumdikauii nig yac Bupobnuutea 13, a
came: po3LWNPEHHS BEPXHbOI MexXi TOBLUMHM siapa
Tabnetkn. 3MiHm | TUNy - 3MiHK 3 AKkoCTi. [oTOBUIA
nikapcbkui 3aci6. Onuc Ta cknag, (iHwi 3MiHn)
BUMNpaBneHHs HesignosigHocTi y cknagi M3, y
3B’513Ky 3 NPMBEAEHHAM Y BiAMNOBIAHICTb
opwriHanbHoI JOKyMeHTaLii BUpoOHUKa, a came
BHECEHHS BoAM ouuweHoi B po3ain Cknag MKA.
PaKTUYHNX 3MiH Y CKNafi Ta TeXHOMOrYHOMY
npoueci He BUsIBeHo. MNpoaykT 3anuwiaeTbes
HE3MiHHMM. 3MiHM BHECEHI B iHCTPYKLto Ans
MeanyHoro 3actocyBaHHs J13 y p. "Cknag”
(oonomixxHi pevoBuHK). BBeaeHHst 3miH npoTtsarom 6-
TV MicsILiB Nicns 3aTBEpAXKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKkoCTI. [O0TOBUI NikapCbKWi
3aci6. 3miHu y BupobHuUTBi. 3amiHa abo BBeAEHHSsI
[04aTKOBOI AinNbHULI BUPOBHULTBA AN YacTMHKU abo
BCbOro BUPOOHUYOro NpoLecy roToBoro nikapcbKoro
3acoby (AinbHMUS, Ha K NpoBOAATLCA Oyab-AKi
BMPOOHMYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOIIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, AN HECTEePUIbHUX NiKapCbkux 3acobis)
BBEAEHHS1 A0AAaTKOBOI AinbHULUi BUpobHMUTBa 113
lOHivem Jlabopartopiec JlimiTea, IHais. 3minm | Tuny -
3MmiHu 3 aKkocTi. [oToBMIM Nikapcbknit 3aci6. 3MiHM y
BMPOOHMUTBI. 3amiHa abo BBeAEeHHS 404aTKOBOI
OinbHULUI BUpOBHULTBA AN YacTMHN abo BCbOro
BMPOOHMYOro nNpouecy roToBoro nikapcbKoro 3acoby
(BiNbHUUA oNst BTOPUHHOIO NaKyBaHHS) BBEAEHHS
[04aTKOBOI BUPOOHMYOI AiNbHULI, BignoBigansHoi 3a
BTOpPVHHE nakyBaHHs KOHibuem JlabopaTopiec
Tlimiteq, IHgis. 3miHm | TUNY - 3MiHM 3 SKOCTI.
["oToBUI Nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3amiHa abo BBeAEeHHs1 400aTKOBOI AinbHULI
BMPOOHMLTBA Ans YacTuHU abo BCbOro BUPOGHNYOro
npoLiecy rotoBoro nikapcbkoro 3acoby (AinbHuus
ONsi NePBUHHOrO NaKyBaHHS) BBEAEHHS [,0AATKOBOI
BMPOOHMYOI AiNbHULI, BigNoBigansHoi 3a NepBUHHE
nakyBaHHs1 FOHibuem Jlabopartopiec JlimiTeq, IHAais.

153.

HATPIIO

pO34uMH Ans iHgy3in, 9

TOB "HOpisi-

YkpaiHa

TOB "fOpis-®apm”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaliiH1X MaTepianis: 3MiHW

3a

UA/11470/01/01
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
xnoeua- mr/mn; no 50 mn, 100 dapm" | Tuny - AamiHicTpaTBHi 3MiHW. 3miHa peuenmom
CONOBEH mn, 200 mn abo 400 HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEHHS
MIT Y KOHTenHepax nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
noniMepHux nikapcbKoro 3acoby, BKMYa4u AinbHULL BUMYCKY
cepii abo micLe npoBegeHHs] KOHTPOMIO SIKOCTI.
(OisnbHICTb, 3a SKy BignoBiaae BUpobHuK/imnopTep,
BKIIOMAKYM BUMYCK Cepil) - 3MiHa agpecu
BMpobHuka M3 TOB "tOpisa-®apm", YkpaiHa, 6e3
3MiHM MicLs BUpOBGHMULTBA. BBegeHHs1 3MiH npoTarom
6-Tn MicsiLiB Nicns 3aTBEPAXEHHS.
154.| HEBINET®MNN TabneTku, BKpUTI MeHapiHi Tlrokcembypr BEPNIH-XEMI AT, Himeuyunna BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3MiHu | 3a UA/15245/01/01
OC 5/12,5 NniBKOBOK IHTepHelwwoHan HimeyunHa TMNy - 3MiHa NnapameTpiB cneundikauii Ta/abo peuenmom
o6ornoHkoto; no 14 OnepewoHc (BUpOGHULTBO "in- [0NYyCTUMMUX MEX FrOTOBOrO JiKapCbKOro 3acoby -
Tabnetok y bnictepi; Ilrokcembypr bulk", koHTpornb BUITyYEHHS1 HECYTTEBOrO NOKasHuKa «lgeHTundikauis
no 1 abo 2 6nictepn y C.A. cepii); bepniH-Xemi

KapTOHHI KopoobLli

AT, HimeuunHa
(kKiHUEeBe naKkyBaHHS,
KOHTPOIb Ta BUMYCK
cepii); MeHapiHi-®oH

XenpgeH Mm6X,

Himeuyunna
(BUpOGHULTBO "in
bulk", nakyBaHHs,

KOHTPOIb Ta BUMYCK
cepii)

kapmiHie (E 120)» npn npoBeAEHHIO KOHTPOIO
roTOBOTO JliKapCbKOro 3acoby; BUMyYEHHS
HecyTTEBOro nokasHuka «lgeHTudikadis giokemay
TuTaHy (E 171)» npm npoBegeHHIO KOHTPOMO
roTOBOrO JlikapCcbKoro 3acoby; a3miHu | Tuny -
NnoAaHHsA OHOBIIEHOrO cepTMdiKkaTy BiANOBIAHOCTI
€ponevicbkoi papmakonei Ne R1-CEP 2004-307
Rev 03 Big 3atBepaxeHoro BupobHuka Ad|
rigpoxnopoTia3uay; 3miHu |l Tuny - BBegeHHA
anbTepHaTMBHOro BupobHuka A®I HebiBonony
rigpoxnopuay F.I.S. - Fabbrica Italiana Sintetici
S.p.A,, ITanisi. BBegeHHs 3miH npoTsrom 6 micsiuis
nicns 3aTBepPAXKEHHS; 3MiHU | TUNy - BUNy4YeHHs
BMPOOHMYOI AinbHULi BUpobHuka APl HebiBonony
rigpoxnopuay Janssen Pharmaceutica N.V.,
Belgium, sika postawoBaHa B Turnhoutseweg 30,
2340 Beerse; 3miHu | TUNY - nogaHHSA OHOBMNEHOrO
cepTudikaTy BiANOBIAHOCTI €BPONENCHKOI
dapmakonei Ne R1-CEP 2004-307 Rev 04 Big
3aTBepaxeHoro BupobHuka A®I rigpoxnopoTia3uay;
3MiHm Il Tuny - oHoBneHHa ASMF gnst Al
HebiBonony rigpoxnopuay Big BupobHuka Cadila
Pharmaceuticals Ltd. A Takox, 40AaTKOBO 3asiBHUK
BBOAMWTb 3aranbHuin Mogyne 3.2.S anst He6isonony,
Lo MiCTUTb iHchopMaLio Npo cneuudikadii Ta
aHaniTM4Hi Npoueaypwu, L0 3aCTOCOBYIOTLCA
BMpobHukamu 113 ans koHTpornio AdI, He3anexHo
Bif nocTadanbHukiB ADI, Takmii nigxig
obrpyHToBaHui KepiBHnutBom «Guideline on Active
Substance Master File Procedure»
(CHMP/QWP/227/02 Rev 3/Corr). [lani nepemilLieHi
B okpemui 3.2.S, wo Bignosigae sumoram go CTD
dopmary (Practical Guidelines On The Use Of The
eCTD Format For ASMFs For Active Substance
Master File Holders And Marketing Authorisation
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
Holders), oe gonyckaeTbcs BKMIOYMTY JOKYMEHTaLil0
3 SIKOCTI, WO HanexuTb BnacHuky Pl1, y okpemunin
po3gin 3.2.S AoaaTKoBO 40 Ha4aHMX BMACHUKOM
ASMF
155 HEWPOOAP® PO34MH ANs iH'eKUin, Amakca Benuka BMPOOHMLTBO, ITania BHECEHHS 3MiH O peecTpaliiHNX MaTepianis: 3MiHN 3a UA/14668/01/01
no 500 mr/4 mn, no 4 dapma 1T BpuTtaHis Komnnekrauis, | Tuny - AamMiHicTpaTnBHi 3MiHW. 3miHa peuenmom
M B aMmnyni, no 5 nakyBaHHS1, BUMYCK HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa (BMacHWKa
amnyn y KOHTYPHi cepii: peecTpauifiHOro NocBiAYEeHHSs1) - 3MiHM BHOCSATLCH Y
YapyHKOBIV ynakoBLL; JTabopatopio 3B’513Ky 3i 3MiHOIO OPUAMYHOI afpecu 3asiBHMKA
no 1 ynakosLi B dapmaueyTiko C.T. Amakca ®apma 1T, Benuka BputaHisa (TepmiH
KapTOHHI kopoobLi C.p.n., Itanis; BBEAEHHS 3MiH - MPOTAroM 6 micsauiB nicns
KOHTpOIb 3aTBEpAXEHHS)
SIKOCTI/KOHTPOrb
cepii:
JlTabopatopio
dapmauveyTiko C.T.
C.p.n., Itanisa
156.] HENPOOAP® PO34MH ANs iH'eKUin, Amakca Benuka BMPOOHMLTBO, ITania BHECEHHS 3MiH O peecTpaliiHNX Marepianis: 3MiHN 3a UA/14668/01/02
no 1000 mr/4 mn; no 4 ®apma 1T BpuTtaHis Komnnekrauis, | Tuny - AaMiHicTpaTnBHi 3MiHW. 3miHa peuenmom
M B aMmnyni, no 5 nakyBaHHS, BUMYCK HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa (BMacHUKa
amnyn y KOHTYPHi cepii: peecTpauiiHOro NocBiAYEHHSs1) - 3MiHM BHOCSATLCH Y
YapyHKOBIV ynakoBLL; JlTabopatopio 3B’513Ky 3i 3MiHOIO OPUAMYHOI aApecH 3asiBHMKA
no 1 ynakosLi B dapmaueyTiko C.T. Amakca ®apma 1T, Benuka bputaHisa (TepmiH
KapTOHHI kopoobLi C.p.n., Itanis; BBEAIEHHS 3MiH - MPOTAroM 6 micsauiB nicns
KOHTpOIb 3aTBEepAXEHHS)
SIKOCTI/KOHTPOrb
cepii:
JlTabopatopio
dapmauveyTiko C.T.
C.p.n., Itanisa
157, HEOMIOAHTAH | kancynu no 100 mr, no AT JlaTBis AT "OnavHdapm” JlaTBis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianiB:3aMiHu | 3a UA/6205/01/01
10 kancyn y 6nictepi, "OnariHdpapm” TUMY - 3MiHa Y TEKCTi MapKyBaHHS1 yraKoBKW peuenmom
no 5 6nictepis y nayui nikapcbkoro 3acoby, o040 3aTBEPOAKEHHS
BU3HA4YE€Hb OCHOBHUX OAUHULL Sl...».
TepmiH BBeAEHHS 3MiH - MPOTSroM 6 micsauiB nicns
3aTBEPAXEHHS
158, HIBECTUM PO34MH AN iH'eKUin Mdpansep Eny. CWA BUMYCK cepil, Xopsarisi/ BHECEHHS 3MiH 4O peecTpaliiHnx matepianis: 3miHu 3a UA/15455/01/01
abo iHdysin no 12 Ci. Mi. BMPOOHMUTBO "in Benbrisi/ | Tuny - 3miHun wopo 6esnekn/edekTMBHOCTI Ta peuenmom
mrnH O (120 mkr)/0,2 Kopnope#niH bulk", koHTpornb Yecbka hapmakoHarnsay (iHwi 3miHn)
mm; no 0,2mny cepii y npoueci Pecny6bnika 3aTBepAXeHHs1 TEKCTY MapKyBaHHS CTMKepa

wnpwuui (I knacy); no 1, BMPOOHMLTBA, YKPaiHCbKOK MOBOIO, L0 HAHOCUTLCS Ha
5a60 10y TEeCTyBaHHSA opwriHanbHy BTOPUHHY YNakoBKY NiKapCbKoro 3acoby
nonepegHbL0 BUMYLLEHOI cepii,

HanoOBHEHWMX LUNpULax TECTYBaHHs

o6'emom 1 mny cTabinbHoCTi,

6nicTepi B KAPTOHHIN TEeCTyBaHHSA

navwi 3 MapKyBaHHsM CTEepPWIbHOCTI,
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
YKPaiHCbKOK MOBOIO; nepBuHHE Ta
no 0,2 mn y wnpwuui (1 BTOPVHHE
knacy); no 1, 5 abo 10 nakyBaHHSI:
y nonepeaHbo XOCIIPA 3ArPEB
HaNoOBHEHUX LUNpULax [0.0.0., Xopsaris;
ob'emom 1 Mny KOHTPOIb AKOCTI,
6nicTepi B KAPTOHHIN TEeCTyBaHHSA
navui 3 MapKyBaHHsIM BUMYLLEHOI cepii,
aHrnincbkoo 060 TEeCTyBaHHSA
iHLLOIO IHO3EMHOI0 cTabinbHoCTi:
MOBOIO 3i CTiKEpOM SGS J1ab CanmoH
YKpaiHCbKO MOBOIO CA, benbrisi;
anbTepHaTMBHUN
BMPOOHMK
BTOPWHHOTO
nakyBaHHs:
CBYC ®APMAA.C.,
Yecbka Pecnybnika
159. HIBECTUM PO34MH ANS iH'eKUin Mdpansep Eny. CWA BUMYCK cepil, Xopsarisi/ BHECEHHS 3MiH O peecTpaliiHnX matepianis: 3MiHn 3a UA/15455/01/02
abo iHdysin no 30 Ci. Mi. BMPOOHMUTBO "in Benbrisi/ | Tuny - 3miHn wopo 6eanekn/edekTMBHOCTI Ta peuenmom
mrH Of (300 mkr)/0,5 Kopnope#niH bulk", koHTpornb Yecbka hapmakoHarnsay (iHwi 3miHn)
mm; no 0,5mny cepii y npoueci Pecny6bnika 3aTBepAXeHHs1 TEKCTY MapKyBaHHS CTMKepa
wnpwuui (I knacy); no 1, BMPOOHMLTBA, YKPaiHCbKOK MOBOIO, IO HAHOCUTLCS Ha
5abo 10y TEeCTyBaHHSA opuriHanbHy BTOPVHHY YNaKOBKY FikapCbKOro 3acoby
nonepegHbL0 BUMYLLEHOI cepii,
HanoOBHEHMX LUNpULax TECTYBaHHs
o6'emom 1 mny cTabinbHoCTI,
6nicTepi B KAPTOHHIN TEeCTyBaHHSA
navwi 3 MapKyBaHHsM CTEepPUIbHOCTI,
YKpaiHCbKOK MOBOIO; nepBuHHE Ta
no 0,5 mn y wnpwuui (1 BTOPVHHE
knacy); no 1, 5 abo 10 nakyBaHHS:
y nonepeaHbo XOCIIPA 3ArPEB
HaNoOBHEHUX LUNpULax [0.0.0., Xops.aris;
o6'emom 1 mny KOHTPOIb AKOCTI,
OnicTepi B KAPTOHHIN TEeCTyBaHHSA
navwi 3 MapKyBaHHsM BUMYLLEHOI cepi,
aHrnincbkoo 060 TEeCTyBaHHSA
iHLLOIO IHO3EMHOI0 cTabinbHoCTi:
MOBOIO 3i CTiKEpOM SGS J1a6 CanmoH
YKpaiHCbKO MOBOIO CA, benbrisi;
anbTepHaTMBHUN
BMPOOHMK
BTOPWHHOTO
nakyBaHHsi:
CBYC ®APMAA.C.,
Yecbka Pecnybnika
160., HIBECTUM PO34MH ANS iH'eKUin Mdpansep Eny. CWA BUMYCK cepil, Xopsarisi/ BHECEHHS 3MiH 40 peecTpaliiHnx maTepianis: 3MiHu 3a UA/15455/01/03
abo iHdysin no 48 Ci. Ni. BMPOOHMUTBO "in Benbrisi/ | Tuny - 3miHun wopo 6esnekn/epekTMBHOCTI Ta peyenmom
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
mrnH Of (480 mkr)/0,5 Kopnope#niuH bulk", KOHTponb Yecbka hapmakoHarnsay (iHwi 3miHn)
mm; no 0,5mny cepii y npoueci Pecny6bnika 3aTBepAXeHHs1 TEKCTY MapKyBaHHS CTMKepa
wnpwuui (I knacy); no 1, BMPOOHMLTBA, YKPaiHCbKOK MOBOIO, L0 HAHOCUTLCS Ha
5abo 10y TEeCTyBaHHSA opuriHanbHy BTOPVHHY YMaKOBKY FikapCbKOro 3acoby
nonepegHbL0 BUMYLLEHOI cepi,
HanoBHEHWMX LUNpULax TECTYBaHHs
ob'emom 1 Mny cTabinbHoCTi,
6nicTepi B KAPTOHHIN TEeCTyBaHHSA
navwi 3 MapKyBaHHsIM CTEepPWIbHOCTI,
YKPaiHCbKOK MOBOIO; nepBuHHE Ta
no 0,5 mn y wnpwuui (1 BTOPVHHE
knacy); no 1, 5 abo 10 nakyBaHHS:
y nonepeaHbo XOCIIPA 3ArPEB
HaNoOBHEHUX LUNpULax [0.0.0., Xopearis;
ob'emom 1 Mny KOHTPOIb SAKOCTI,
6nicTepi B KAPTOHHIN TEeCTyBaHHSA
navwi 3 MapKyBaHHsM BUMYLLEHOI cepii,
aHrnincbkoo 060 TEeCTyBaHHSA
iHLLOIO IHO3EMHOI0 cTabinbHoCTi:
MOBOIO 3i CTiKEpOM SGS J1ab CanmoH
YKpaiHCbKO MOBOIO CA, benbrisi;
anbTepHaTMBHUN
BMPOOHMK
BTOPWHHOTO
nakyBaHHsi:
CBYC ®APMAA.C.,
Yecbka Pecnybnika
161.| HIMIA® Tabnetkv no 100 mr, TOB YkpaiHa KYCYM XEJTTXKEP Ykpaina/ BHECEHHS 3MiH O peecTpaLiiHNX MaTepianiB:3MiHu 3a UA/7649/02/01
anst BupobHuka "mendapm NBT NTA, Inais; IHAis Il TNy - BBeaeHHsA gogaTkoBoro BupobHuka Ad| peuenmom
KYCYM XENTXKEP nrTo" TOB "KYCYM (himecynin) Aarti Drugs Ltd , India ans BupobHuka

MBT NTA, IHgis: no 10
TabneTok y 6nicTepi;
no 1 6nictepy B
KapTOHHI/ ynakoBL;
no 10 TabneTok y
6nicTtepi; no 1
6nicTepy B KApTOHHI
ynakosui; no 10
yMaKoBOK y KApTOHHI
Kopobui; ans
BMpobHuka TOB
"KYCYM ®APM"
YkpaiHa: no 10
TabneTok y 6nicTepi;
no 1 6nictepy B
KapTOHHI ynakoBLL;
no 10 TabneTok y
6nictepi; no 10
OnicTepiB y KAPTOHHIN

®APM", YkpaiHa

KYCYM XENTXKEP NBT NTA, IHais
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Kopobui
162, HITPO®PYPAN NopoLUOK (CybcTaHList) MAT YkpaiHa MEHALIOHA, C.1. Icnanis BHECEHHS 3MiH 4O peecTpaLiiHuX MmaTtepianiB:3MiHu | - UA/4209/01/01
y naketax "Tanuudapm” TUny - 3MiHa HaMeHyBaHHS Ta/abo agpecu
nornieTuneHoBux Ansi 3asiBHMKaA (BracHVKa peecTpaLiiHoro nocBig4yeHHs) -
hapmaLeBTUYHOIO 3MiHa HalMeHyBaHHs 3asiBHMKa, 6e3 3miH y MKA N13;
3acToCyBaHHS 3anpornoHoBaHo: [NoBHa Ha3Ba AKUiOHepHe
ToBapucTBo "anuudapm" CkopoyeHa Hassa MAT
"Tannydapm”
163., HILEPOMAKC niodinisat ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3MiHu | 3a UA/12022/01/01
PO34MHY ANst iH'eKUin "OAPMEKC reyn" TUNy - 3MiHK Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenmom
no4 wmr, 1 abo 4 reyn" hapmakoHarnsgy. BeeaeHHs abo 3miHn go
dnakoHm 3 y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
nioginizatom y (BBEOEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
KOHTYPHIl YapyHKOBIN hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
ynakosui, no 1 BiANOBiAANbHOI 3a 3AINCHEHHA hapMakoHarnsgy;
KOHTYPHI YapyHKOBIN KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa ans
yMakoBLi B KAPTOHHI 34icHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
navui BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
(hanna cuctemu chbapmakoHarnagy) - 3miHa
yNOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnssg
164., HOBOKC®-500 TabneTku, BKpUTI OpraHocuH IHAia EBepTomxeH Nawd IHAia BHECEHHS 3MiH 4O PeecTpaLinHMX marepianis:3miHu | 3a UA/12673/01/01
NniBKOBOK Jland CaeHcus Jlimiteq TMNy - 3MiHM BUNpobyBaHb abo 4ONYyCTUMUX MEX, peuenmom
obornoHkoto, no 500 CaeHcus lMBrT. BCTaHOBMNEHUX Yy cneyudikadisix, nig vyac
mr, no 5 Tabnetok y JTa. BMPOOHMLITBA rOTOBOrO MikapCcbKoro 3acoby -

6nictepi; no 1
6nicTepy B KApTOHHI
ynakoBLi

OOMNOBHEHHS cneumaikaLii MPOMiXXHOro KOHTPOM
cTagieto 3MilLlyBaHHs1 - BBE4EHHSI KOHTPOIO Onucy
TabneTkoBOI Macu Ta KiflbKiCHOro BU3Ha4YeHHS
gitoyoi pevoBuHM JleBodhriokcaLmHy B TabneTkoBi
Maci; AONOBHEHHS cneumaikaLii MoKasHNKOM
"CrTirikicTb TabneTtok oo
po3gasntoBaHHsA"("Resistance to crushing") ons
HenokpuTUX TabneTok Ta BUIYyYEeHHs1 NOKa3HWKa
"Teepgictb"("Hardness"), wo nepenbavae GinbLu
KOpEKTHe MofaHHs pe3ynbTarTiB aHaniay y
3aranbHOMPUIHATHUX OAVHULISIX BUMIPIOBaHHS! -
HblOTOHax(H); 3By>kKeHHs1 JOMYCTUMUX MEX ANS
nokasHuka "Yac posnagaHHsa"("Disintegration time")
Ha CTagii KOHTPOMIO NMOKPUTUX TabneTok;
(OoAaBaHHA HOBOro MeToay BUNPODyBaHHS Ta
[0MNYCTUMUX MEX); CYNyTHs 3MiHa: AOMOBHEHHS
cneumrgikauii NPOMiXXHOro KOHTPOIO Ans cTagii
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165.

HOBOKC®-500

TabneTku, BKpUTI

OpraHocvH

IHAis

HenokpuTux Tabnetok nokasHvkom "CepeaHs maca"
Ta NpuBeAeHHs A0 3aranbHOMPURHSATAX BUMOT
nokasHuka "OfHopigHiCTe MacK”, a Takox
nocnigoBHE BUITyYEHHS 3aCTapinux NoKasHuKiB
"TeopeTnyHa maca" Ta "lNpynoBa maca 20
TabneTok"; 3aMiHu | TMNY - 3MiHKM y Npoueci
BMPOOHMLITBA rOTOBOro MikapcbKoro 3acoby,
BKITIOMAKYN NPOMIXKHUIA NPOAYKT, O
3aCTOCOBYETLCS MPU BUPOBHMLTBI TOTOBOrO
nikapcbKoro 3acoby - BHECEHHS HE3HAYHMX 3MiH B
TEXHOMOTI4YHUI NpoLec BUpOOHULITBA FOTOBOTO
nikapcbKoro 3acoby: - 3MiHa Mex Ha eTani
BUCYLUYBaHHS Bonorux rpanyn 3 3 -4 % o 4,0 -5,5
%; - 3MiHa po3mipiB CUT AN15 NPOCiIlOBaHHS Ha
cTagisix nogpibHeHHs, rpaHynsAuii Ta NOKpUTTS; -
3MiHa po3mipiB TabneTkn Ta NnapameTpiB NOKPUTTS;
3MiHu | Tuny - 3MiHa hopmum abo po3mipiB fikapcbKol
opmMu; CynyTHsI 3MiHa: 3MiHM BUnpobyBaHb abo
[ONYCTUMMUX MEX, BCTAHOBMNEHUX Y cneyundikauisix,
nig yac BUpOGHMLITBA FOTOBOTO JlikapCbKoro 3acoby -
3MiHa po3mipiB TabneTkun Ta napameTpiB
cneumdikaulii NPOMIXXHOro KOHTPOMto « T OBLUMHA»
(«Thickness»); 3miHn | TNy- 3miHM BUNpobyBaHb
abo [ONyCTUMUX MEX, BCTAHOBIEHUX Y
cneumdikauisx, nig 4yac BUpobHMUTBA rOTOBOrO
nikapcbKoro 3acoby; CynyTHS 3MiHa: LONOBHEHHS
cneumdikauii NPOMIXXHOro KOHTPONtO Ans cTagii
nokpuTnx TabneTok nokasHukamm "CepeaHs maca"
Ta "OpgHopigHicTb MacuK", a TakoX NocnigoBHe
BUITy4YEHHS 3acTapinoro nokasHuka "Maca 20
Tabnetok"

NMiBKOBOO
o06onoHkoto, no 500 mr
in bulk: no 1000
TabneTtok y
noABiNHOMY NakeTi; No
1 nakeTy B KApPTOHHI
ynakoBLi

Naid
CaeHcus lMeT.
N1a.

EBepTogxeH landg
CaeHcuas Jliviten

IHAis

BHECEHHS 3MiH 4O peecTpaliiHX maTepianiB:3aMiHu |
TMNy - 3MiHM BUNpobyBaHb abo 4ONyCTUMUX MEX,
BCTaHOBMNEHUX Y cneyudikadisix, nig vyac
BMPOOHMLITBA rOTOBOrO MikapCcbKoro 3acoby -
[OMNOBHEHHS cneumaikaLii MPOMiXXHOro KOHTPOM
cTagieto 3MilLlyBaHHsI - BBE4EHHSI KOHTPOIO Onucy
TabneTkoBOI Macu Ta KiflbKiCHOro BU3Ha4YeHHS
gitoyoi pevoBuHM JleBodhriokcaLmnHy B TabneTkoBin
Maci; AONOBHEHHS cneumaikaLii MoKasHNKOM
"CrTilikicTb TabneTtok oo
po3gasntoBaHHsA"("Resistance to crushing") ons
HenoKpuTUX TabneTok Ta BUIyYEHHs1 NOKa3HWKa
"Teepgictb"("Hardness"), wo nepenbavae GinbLu
KOpEKTHe MogaHHs pe3ynbTaTiB aHaniay y
3aranbHOMPUIHATHUX OAVHULISIX BUMIPIOBaHHS! -
HblOTOHax(H); 3By)kKeHHs1 4OMYCTUMUX MEX ANS
nokasHuka "Yac posnagaHHsa"("Disintegration time")

Ha cTafii KOHTPOMIO NOKPUTUX TabNeTok;

UA/12674/01/01
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(ooaaBaHHA HOBOro MeToAy BUNPODyBaHHS Ta
[OMNYCTUMUX MEX); CYNyTHs 3MiHa: AOMOBHEHHS
cneumdikalii NPOMIXXHOro KOHTPOIO Ans cTagii
HenokpuTux Tabnetok nokasHvkom "CepeaHs maca"
Ta NpyBeAeHHs A0 3aranbHOMPUNRHSATAX BUMOT
nokasHuka "OfHopigHICTL MacK”, a Takox
nocnigoBHE BUITyYEHHS 3aCTapinux NoKasHvKiB
"TeopeTnyHa maca" Ta "lNpynoBa maca 20
TabneTok"; 3MiHu | TMNY - 3MiHK y Npoueci
BMPOOHMLITBA rOTOBOrO MikapcbKoro 3acoby,
BKITIOMAKYN NPOMIXKHUA NPOAYKT, O
3aCTOCOBYETLCS MPU BUPOBHULTBI TOTOBOrO
nikapcbKoro 3acoby - BHECEHHS HE3HAYHMX 3MiH B
TEXHOMOTI4YHUI NpoLec BUpOOHULITBA FOTOBOTrO
nikapcbkoro 3acoby: - 3MiHa Mex Ha eTani
BUCYLUYBaHHSA BOnorux rpanyn 3 3 -4 % o 4,0 -5,5
%; - 3MiHa po3mipiB CUT AN5 NPOCiOBaHHS Ha
cTagisix noapibHeHHs, rpaHynsAuii Ta NOKpUTTS; -
3MiHa po3mipiB TabneTkn Ta NnapameTpiB NOKPUTTS;
3MiHu | TNy - 3MiHa hopmum abo po3mipiB NikapcbKol
opmu; CynyTHsI 3MiHa: 3MiHK BUnpobyBaHb abo
[ONYCTUMMUX MEX, BCTAHOBMNEHUX Y cneyundikauisix,
nig Yac BUpOGHMLITBA FOTOBOTO JlikapCbKoro 3acoby -
3MiHa po3mipiB TabneTkun Ta napameTpiB
cneumdikalii NPOMIXXHOro KOHTPOMto « T OBLUMHAY
(«Thickness»); amiHn | TNy- 3miHM BUNpobyBaHb
abo [oNyCTUMUX MEX, BCTAHOBIEHUX Y
cneumdikauisx, nig 4yac BUpobHMUTBA rOTOBOroO
nikapcbKoro 3acoby; CynyTHS 3MiHa: LONOBHEHHS
cneumdikauii NPOMIXXHOro KOHTPONtO Ans cTagii
nokpuTnx TabneTok nokasHukamm "CepeaHs maca"
Ta "OgHopigHicTb MacuK", a TakoX NocnigoBHe
BUITy4YEHHS 3acTapinoro nokasHuka "Maca 20
Tabnetok"

166.

HOBOKCUKAM

PO34MH ANs iH'eKUin,
10 mr/mn, no 1,5mn y
dnakoHi; no 5
(hNaKoHIB y KOHTYpPHIn
YapyHKOBIV ynakoBLL;
no 1 KOHTYPHIN
YapyHKOBI ynakoBLi B
navui 3 KapToHy

ToBapucTBo 3
0B6MexXeHo
BianoBiaanbHi
cTio chipma
"HoBodhapm-
BiocuHTe3"

YkpaiHa

ToBapucTBO 3
0B6MexXeHo
BiAnoBiganbHicTo

dipma "HoBodapm-

BiocuHTEe3"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHuX maTtepianiB:3MiHu |
TMNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEAEHHS y3aranbHEeHWX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI ocobu 3 dhapmakoHarnsgy 3asiBHuKa aons
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
anna cuctemu chbapmakoHarnagy) - amiHa
yMOBHOBaXXeHOi 0CobM BiANOBIAanbHOI 3a
dapmakoHarnsg:

3a
peuenmom

UA/12940/01/01
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[MponoHoBaHa pepakuis: IrHaTtiok Bita MukonaiBHa.
3MiHa KOHTaKTHUX AaHuX YOBHOBaXEHOI ocobu,
BigNoBiganbHOI 3a hapmakoHarnsg

167.| HOBOMIKC® cycneHsis ans A/T Hoeo Naris BupobHuk Nanis/ BHECEHHS 3MiH 40 PeecTpaLinHMX MaTepianis: 3MiHN 3a UA/4862/01/01

30 iH'ekuin, 100 O4/mn; Hopgaick Hepo3ghacosaHo20 ®paHuis/ | Tuny - AamMiHicTpaTnBHi 3MiHW. 3miHa peuenmom

®JIEKCMNEH® no 3 MN 'y KapTpuaxi, mpodykmy, Bpasunis HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEHHS

BKINageHoOMY B
6araTtoososin
O[HOPAa30BIl LNPUL-
pyuui; no 1 abo 5
LUNPUL-PYYOK Y
KapTOHHI kopoobui

HaroBHEHHs 8
lNeHpin®, nepguHHa
ynakoeka,
KOHMpornb sskocmi
ma gidnogidanbHuUll
3a sunyck cepit
KiHU€e8020
npodykmy:

A/T Hoso Hopgick,
LaHis;
BupobHuk npodykuii
3a MOBHUM UUKITOM:
Hoso Hopgaick
MpoatokecboH CAC,
dpaHuis;
BupobHuku ons
36upaHHs,
MapKyeaHHsI ma
yrnaKosku
®nekclleH®,
8MOPUHHO20
raKyeaHHs1:

A/T Hoso Hopgaick,
LaHisi;

A/T Hoso Hopgaick,
LaHis;
BupobHuk
Hepo3ghacosaHoi
npodyKuir,
Harlo8HeHHs 8
lNeHgpin®, nepguHHa
ynakoeka ma
36upaHHs,
MapKysaHHs ma
ynakoeka
®nekclleH®,
8MOpPUHHE
naKyeaHHsi:
Hoso Hopgaick
Mpoaykao
dapmaceyTika 4o
Bpasine NlTaa.,
Bpaswunis

nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKMYa4u AinbHAUL BUNYCKY
cepii abo micLe npoBegeHHs] KOHTPOIO SIKOCTI.
(OisnbHICTb, 3a SKy BignoBiaae BUpobHuK/imnopTep,
BKIOMAKYN BUNYCK cepilt). 3MiHa agpecu
BMpobHuka A/T HoBo Hopgaick, daHis, 6e3 3miHn
Micus BUpobHULTBA. BBegeHHst 3miH npoTaroM 6-tm
MiCAILiB Nicns 3aTBEepAXEHHS.
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168.| HYBIK/ NMOpOLUOK Ta Oxtadapma ABcTpisi Bettep ®apma- Hime4yunHa/ | BHeCEeHHs 3MiH 0O peecTpauiiHuX maTepianiB:3MiHu | 3a UA/17140/01/01
NUWIQ® PO3YMHHMK Ans dapmaneBTrK ®epTiryHr F'M6X & LLseuis TUMy - 3MiHa BUPOOHMKA BUXiAHOrO/MPOMIXXHOro peuenmom

PO34MHY ANst iH eKUin, a Ko. KI', HimewunHa npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y

250 MO; 1 dnakoH 3 MpoaykTioHcre (BizyanbHa BMPOOHMYOMY npoueci ADl, abo 3miHa BUpobHUKa

nopoLukom, 1 c. M.6.X. iHCcnekuis, (Bknovatoum, ae HeobxigHO, Micue NPOBEAEHHSs!

nonepegHbL0 BMNPOOYBaHHS KOHTpOnto skocTi) APl - 3miHa BUPOBHMYOI AinbHALL

3arnoBHEHWI WNpuy, 3 cTabinbHoCTi ans 36epiraHHsa MonosHoro 6aHky knituH (MCB) Ta

PO3YMHHMKOM MO 2,5 PO34MHHMKA); poboyoro 6aHky knituH (W CB); aminn Il Tuny -

M (Boga anst iH'ekuin)
pasoM 3 KOMMIIEKTOM
ONS1 PO3YUNHEHHS i
BHYTPILLUHbOBEHHOIO
BBeAeHHs (1 agantep
ansi BigkpuTTH
dnakoHy, 1 ronka-
MeTEeNuK, 2 NPOCOYEHI
CMUPTOM TamroHu) B
KapTOHHI KopoobLi

Bettep ®apma-
PepTiryHr 'm6X ta
Ko. KI', Himewunna

(BrpobHuuTBO,

BMNPOOYBaHHS
SIKOCTIi, BidyanbHa

iHCcnekuis
PO34MHHMKA);

Bettep ®apma-
PepTiryHr F'm6X ta
Ko. KI', Himewunna

(BizyanbHa
iHCcnekuis,

BMNPOBYBaHHS
SIKOCTi, MapKyBaHHs1

Ta BTOPWHHE
nakyBaHHsI
PO34MHHMKA);

Bettep-®apma
®epTiryHr 'm6X ta
Ko. KI', Himewunna

(BuUNpobyBaHHSA

SIKOCTI, BidyanbHa
iHCcnekuis
PO34MHHMKA);

Oxtadpapma AB,
LLBeuis (BMpOGHMK,
BiAnoBiaanbHU 3a

BMPOOHMLTBO in

bulk, nepunHHe

nakyBaHHs,
Bi3yanbHy
iHCcnekuito,
BUNPOBYBaHHS Ha
LinicHicTb,
BMNPOBYBaHHS
SIKOCTi, BUMYCK cepii
KIHLEeBOro NpoayKTy
(nopowwka ans
PO34MHY Ans
iH ekuin Ta

3amiHa BUPOOHMYOI AinbHULI 6aHKy KIITUH Ha
Octapharma Biopharmaceuticals GmbH, HimeuyuunHa
SIK BUPOOHMYOI AiNbHULI ANSi reHepyBaHHSA HOBUX
cepin Poboyoro 6aHky knituH (WCB) Big
3arBepaxeHoro fonoBHoro 6aHky knitnH (MCB)
2461?015/M; 3minn |l TMNy - 3MiHKM B npoueci
BMpOoOHMUTBa A®PI - BBEAEHHA CTaHQAapTHOI
npoueaypu (NpoTokony) niarotoBku poboyoro 6aHka
kniTuH (WCB)
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PO34MHHMKA));
Oxtadapma [eccay
mM6X, HimeyunHa
(BUPOBHUK,
BiAnosiganbHUA 3a
Bi3yarnbHY iHCNeKuito
Ta BUNpobyBaHHSA Ha
uinicHicTb ansa
nopoliuka ans
PO34MHY Ans
iH ekuin,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHs!
KiHLEeBOro npoaykra
(nopowwka ans
PO34MHY Ans
iH ekuin Ta
PO34MHHMKA))

169.

HYBIK /
NUwWIQ®

MOPOLLIOK Ta
PO3YMHHWK Anst
PO34MHY ANst iH EKUin,
500 MO; 1 dnakoH 3
nopoLukom, 1
nonepeaHbO
3arnoBHEHWI WNpu1y, 3
PO3YMHHMKOM MO 2,5
M (Boga anst iH'ekuin)
pa3oM 3 KOMMEKTOM
ONSt PO3YNHEHHS i
BHYTPILLUHbOBEHHOIO
BBeAeHHs (1 agantep
ansi BigkpuTTH
dnakoHy, 1 ronka-
MeTEenuK, 2 NPOCOYEHI
CMUPTOM TamroHu) B
KapTOHHI kKopoobLi

Oxtadapma
dapmaneBTuk
a
MpoaykTioHcre
c. M.6.X.

ABcTpisi

Bettep ®apma-
PepTiryHr MTm6X &
Ko. KI', Himewunna

(BizyanbHa
iHCcnekuis,

BMNPOBYBaHHS

cTabinbHoCTi
PO34MHHMKA);

Bettep ®apma-
PepTiryHr 'm6X ta
Ko. KI', Himewunna

(BrpobHuuTBO,

BMNPOOYBaHHS
SIKOCTI, BidyanbHa

iHCcnekuis
PO3YMHHMKA);

Bettep ®apma-
PepTiryHr F'm6X ta
Ko. KI', Himewunna

(BizyanbHa
iHCcnekuis,

BMNPOOYBaHHS

SIKOCTi, MapKyBaHHs1
Ta BTOPWHHE
nakyBaHHsI
PO34YMHHMKA);

BetTtep-®apma
®epTiryHr 'm6X ta
Ko. KI', Himewunna

(BUNpobyBaHHsA

Himevunna/
LLBeuis

BHECEHHS 3MiH O peecTpaliiHnX maTtepianiB:3aMiHu |
TUNy - 3MiHa BUPOOHMKA BUXiAHOrO/MPOMIXXHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOOHMYOMY npoueci Adl, abo 3miHa BUpobHUKa
(Bknovatoum, ae HeobxigHO, Micue NPOBEAEHHSs!
KOHTpOnto AKocTi) APl - 3MiHa BUPOBHMYOI AinbHULL
ansi 36epiranHsa MonosHoro 6aHky knituH (MCB) Ta
poboyoro 6aHky knituH (W CB); aminnm Il Tuny -
3amiHa BUPOBHMYOI AinbHULI 6aHKy KIITUH Ha
Octapharma Biopharmaceuticals GmbH, HimeuyunHa
SIK BUPOOHMYOI AinNbHULI ANSI reHepyBaHHSA HOBUX
cepin Poboyoro 6aHky knituH (WCB) Big
3arBepaxeHoro fonoBHoro 6aHky knitnH (MCB)
2461?015/M; 3miHn |l Tvny - 3MiHKM B npoueci
BMpOoOHMUTBa A®PI - BBEAEHHSA CTaH4AaPTHOI
npoueaypu (NpoTokony) niarotoBku poboyoro 6aHka
kniTuH (WCB)

3a
peuenmom

UA/17140/01/02




75

[IponoBxeHHs joarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

@Popma sunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo20
rnoceid4yeHHs1

SIKOCTI, BidyanbHa
iHcnekuis
PO34MHHMKA);
OxTtadpapma AB,
LLBeuis (BMpOGHMK,
BiAnosiaanbHUA 3a
BMPOOHMLTBO in
bulk, nepunHHe
nakyBaHHs,
Bi3yanbHy
iHCcnekuito,
BUNPOBYBaHHSA Ha
LinicHicTb,
BUNPOOYBaHHS
SIKOCTi, BUMYCK cepii
KIHLEeBOro NpoayKTy
(nopowwka ans
PO34MHY Ans
iH ekuin Ta
PO34MHHKKA));
Oxtadapma [eccay
mM6X, HimeyunHa
(BUPOBHUK,
BiAnoBiaanbHUA 3a
Bi3yarnbHy iHCNeKuito
Ta BUNpobyBaHHSA Ha
uinicHicTb ansa
nopoLuka ans
PO34MHY Ans
iH ekuin,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHsI
KiHLEeBOro npoaykra
(nopowwka ans
PO34MHY Ans
iH ekuin Ta
PO34MHHMKA))

170.

HYBIK /
NUwWIQ®

MOPOLLIOK Ta
PO3YMHHWK ANsi
PO34MHY ANst iH EKUin,
1000 MO; 1 dnakoH 3
nopoLukom, 1
nonepeaHbO
3arnoBHEHWI WNpu1y, 3
PO34MHHMKOM MO 2,5
M (Boga anst iH'ekuin)
pa3oM 3 KOMMEKTOM
0Nt PO3YUNHEHHS |

OxTadapma
dapmaneBTuk
a
MpoaykTioHcre
c. M.6.X.

ABCTpisi

BetTtep ®apma-
PepTiryHr MTm6X &
Ko. KI', Himewunna

(BizyanbHa
iHCcnekuis,

BMNPOOYBaHHS

cTabinbHoCTi
PO34MHHMKA);

Bettep ®apma-
®epTiryHr 'm6X ta
Ko. KI', HimewuuHa

Himevunna/
LLBeuis

BHECEHHS 3MiH O peecTpaliiHnX maTtepianiB:3aMiHu |
TUNy - 3MiHa BUPOOHMKA BUXiAHOrO/MPOMIXXHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOOHMYOMY npoueci AdI, abo 3miHa BUpobHUKa
(Bknovatoum, ae HeobxigHO, Micue NPOBEAEHHSs!
KOHTpOnto AkocTi) APl - 3miHa BUPOBHMYOI AinbHULL
ansi 36epiraHHsa MonosHoro 6aHky knituH (MCB) Ta
poboyoro 6aHky knituH (W CB); aminnm Il Tuny -
3amiHa BUPOOHMYOI AinbHULI 6aHKy KIiTUH Ha
Octapharma Biopharmaceuticals GmbH, HimeuyuunHa
SIK BUPOGHMYOI AiNbHULI ANsi reHepyBaHHSA HOBUX

3a
peuenmom

UA/17140/01/03
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1

BHYTPILLUHbOBEHHOIO (BrpobHuuTBo, cepin Poboyoro 6aHky knituH (WCB) Big

BBeAeHHs (1 agantep BMNPOOYBaHHS 3arBepaxeHoro [fonoBHoro 6aHky knitnH (MCB)

ansi BigkputTH SIKOCTIi, BidyanbHa 2461?015/M; 3minn |l TMny - 3MiHKM B npoueci

dnakoHy, 1 ronka- iHCcnekuis BMpOoOHMUTBa A®PI - BBEAEHHA CTaH4APTHOI

MeTEeNuK, 2 NPOCOYEHI PO3YMHHMKA); npoueaypu (NpoTokony) niarotoBku poboyoro 6aHka

CMUPTOM TamroHu) B
KapTOHHI kopoobLi

Bettep ®apma-
®epTiryHr F'm6X ta
Ko. KI', HimeuunHa

(BizyanbHa
iHCcnekuis,

BUNPOOYBaHHS
SIKOCTi, MapKyBaHHs1

Ta BTOPWHHE
nakyBaHHs!
PO34YMHHMKA);

Bettep-®apma
®epTiryHr 'm6X ta
Ko. KI', Hime4unHa

(BunpobyBaHHSA

SIKOCTI, BidyanbHa
iHcnekuis
PO34MHHMKA);

Oxtadpapma AB,
LLBeuis (BMpOGHMK,
BiAnosiaanbHUA 3a

BMPOOHMUTBO in

bulk, nepunHHe

nakyBaHHs,
Bi3yanbHy
iHCcMekuito,
BUNPOBYBaHHS Ha
LinicHicTb,
BMNPOOYBaHHS
SIKOCTi, BUMYCK cepii
KIHL€BOro NpoayKTy
(nopowwka ans
PO34MHyY Ans
iH ekuin Ta
PO34MHHKKA));
Oxtadapma [eccay
mM6X, HimeyunHa
(BUPOBHUK,
BiAnosiaanbHUiA 3a
Bi3yarnbHY iHCNeKUito
Ta BUNpobyBaHHSA Ha
uinicHictb ansa
nopoLuka ans
PO34MHY Ans
iH ekuin,

kniTuH (WCB)
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHs!
KIHLEeBOro npoaykra
(nopowwka ans
PO34MHY Ans
iH ekuin Ta
PO34MHHMKA))
171.| HYBIK/ NMOpOLUOK Ta OxTadapma ABcTpisi Bettep ®apma- Hime4yunHa/ | BHeCeHHs 3MiH 0O peecTpauiiHuX maTepianiB:3MiHu | 3a UA/17140/01/04
NUWIQ® PO3YMHHMK Ansi dapmaneBTrK ®epTiryHr F'M6X & LLBeuis TUMy - 3MiHa BUPOOHMKA BUXiZAHOrO/MPOMIXXHOro peuenmom
PO34MHY ANst iH EKUin, a Ko. KI', HimewunHa npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
2000 MO; 1 dnakoH 3 MpoaykTioHcre (BizyanbHa BMPOOHMYOMYy npoueci Adl, abo 3miHa BUpobHUKa
nopoLukom, 1 c. M.6.X. iHCcnekuis, (Bknovaroum, ae HeobxigHO, Micue NPOBEAEHHSs!
nonepegHbL0 BMNPOOYBaHHS KOHTpOnto AkocTi) APl - 3miHa BUPOBHMYOI AinbHULL
3arnoBHEHWI WNpuy, 3 cTabinbHoCTi ansi 36epiraHHsa MonosHoro 6aHky knituH (MCB) Ta
PO3YMHHMKOM MO 2,5 PO34MHHMKA); poboyoro 6aHky knituH (W CB); aminnm Il Tuny -

M (Boga anst iH'ekuin)
pasoM 3 KOMMIIEKTOM
ONS1 PO3UYNHEHHS i
BHYTPIiLLUHbOBEHHOIO
BBeAeHHs (1 agantep
ansi BigkpuTTH
dnakoHy, 1 ronka-
MeTEeNuK, 2 NPOCOYEHI
CMUPTOM TamroHu) B
KapTOHHI kKopoobLi

Bettep ®apma-
PepTiryHr 'm6X ta
Ko. KI', Himewunna

(BrpobHuuTBo,

BMNPOOYBaHHs
SIKOCTIi, BidyanbHa

iHCcnekuis
PO3YMHHMKA);

Bettep ®apma-
PepTiryHr F'm6X ta
Ko. KI', Himewunna

(BizyanbHa
iHCcnekuis,

BMNPOOYBaHHS
SIKOCTi, MapKyBaHHs1

Ta BTOPUHHE
naKkyBaHHS
PO34MHHMKA);

BetTtep-®apma
®epTiryHr F'm6X ta
Ko. KI', Himewunna

(BuUNpobyBaHHSA
SIKOCTI, BidyanbHa

iHCcnekuis
PO34MHHMKA);

Oxtadpapma AB,
LLBeuis (BMpOGHMK,
BiAnoBiaanbHU 3a

BMPOOHMUTBO in

bulk, nepunHHe

nakyBaHHs,
Bi3yanbHy
iHCMekKuito,

3amiHa BUPOOHMYOI AinbHULI 6aHKy KIiTUH Ha
Octapharma Biopharmaceuticals GmbH, HimeuyuunHa
SIK BUPOOHMYOI AinNbHULI ANSI reHepyBaHHSA HOBUX
cepin Poboyoro 6aHky knituH (WCB) Big
3arBepaxeHoro [fonoBHoro 6aHky knitnH (MCB)
2461?015/M; 3miHn |l TMNy - 3MiHKM B Npoueci
BMpOoOHMUTBa A®DI - BBEAEHHSA CTaHOAPTHOI
npoueaypu (NpoTokony) niarotoBku poboyoro 6aHka
kniTuH (WCB)
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
BMNPOBYBaHHS Ha
LinicHicTb,
BMNPOOYBaHHS
SIKOCTi, BUMYCK cepii
KIHL€BOro NpoAyKTY
(nopowwka ans
PO34MHY Ans
iH ekuin Ta
PO34MHHKKA));
Oxtadapma [eccay
'mM6X, HimeyunHa
(BUPOBHUK,
BiAnoBiaanbHUA 3a
Bi3yarnbHY iHCNeKuito
Ta BUNpobyBaHHA Ha
uinicHicTb ansa
nopoliuka ans
PO34MHY Ans
iH ekuin,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHsI
KIHLEeBOro Npoaykra
(nopowwka ans
PO34MHY Ans
iH ekuin Ta
PO34MHHMKA))
172.| O3YPOEKC® iMnnaHTar ans AnnepraH Ipnanais AnnepraH Ipnanais BHECEHHS 3MiH 40 peecTpaLinHMX MaTepianiB:3aMiHu 3a UA/12292/01/01
iHTpaBiTpeanbHOro dapmacbioTika dapmacbioTikan3 Il TMNY - 3MiHM O IHCTPYKLUIi ANs MeanyHoro peuenmom
BBeAEeHHs1, 700 Mkr, no n3 lpnangis Ipnangis 3acTocyBaHHS nikapcbkoro 3acoby Ao pos3ainy
1 annikaTtopy, wo "MobGivHi peakuii"; "Ocobnuei 3axoan 6e3nekun”,
MIiCTUTb iMMNaHTar, BignosigHO Ao pekomeHaauin PRAC wogo pusuky
pasoM 3 NaKkeToM- NopYyLUEeHHs 30pYy y pasi 3aCTOCYBaHHS CUCTEMHMUX
nornuHa4yem BOoru, y abo micueBnx KOPTUKOCTEPOIAIB
naket i3 ponbru; no 1
nakeTy i3 gonbru B
KapTOHHI kopobui
173, O®JNIOKCAUUH | Tabnetkn no 0,21 no MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 4O peecTpaLiiHNX MmaTepianiB:3MiHu 3a UA/5050/01/01
10 Tabnetok y aKuioHepHe aKuioHepHe Il TNy - BBEAEHHS NepioaNYHOCTI KOHTPOIIO 3a peuenmom
6nictepi, no 1 TOBapuCTBO TOBapuCTBO nokasHunkoM "MikpobionoriyHa unctora":
bnicTepy y navui 3 "Nekxim- "Nekxim-XapkiB" KOHTPOMIOETLCA NepLUa Ta KOXHa N'Ata HacTynHa
kapToHy; no 10 Xapkis" cepis
Tabnetok y 6nicTepi,
no 50 a6o 100
6nicTepiB y nayui 3
KapTOHY
174, O®JNIOKCALUUH | Tabnetkm no 0,2 in MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 4O peecTpaLiiHNX MmaTepianiB:3MiHu - UA/5049/01/01
bulk: no 3000 aKuioHepHe aKuioHepHe Il TMNY - BBEAEHHS NepioaNYHOCTI KOHTPOIIO 3a
Tabnertok y TOBapuCTBO TOBapuUCTBO nokasHunkoM "MikpobionoriyHa ynctorta":
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3acoby

@Popma sunycky

3asieHUK
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KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo20
rnoceid4yeHHs1

KOHTenHepax

"Nekxim-
XapkiB"

"Nekxim-XapkiB"

KOHTPOMIETLCS MepLua Ta KoXHa n'sATa HacTynHa
cepis

175.

OPTUMON®

Kpanni o4Hi, 2,5 mr/mn
no 5 mn abo 10 mny
dnakoHi; no 1
nakoHy y nauui

MNAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLiiHuX maTepianiB:3MiHu |
TUMY — 3MiHW Y METOAMLi BUSHAYEHHSI
MiKpOBioNoriYyHOro HaBaHTaXXeHHS nig 4Yac
BMPOOHMUTBA NpomixHoro npoaykty (OdptrMon®,
Kpanni o4Hi 2,5 Mr/mn, NpuUroToBaHuin po3ymH), a
came MeToAvKa akTyanisoBaHa 3rigHo Bumor JoY,
EP: onsa sHatTa aHTMMikpOBHOI Aii npenapaty
BMKOPUCTaHO NPOMUBHY PiAnHy 3 iHakTuBaTtopom 10
r/n nonicop6aty -80 Ta 3MiHEHO KinbKIiCTb Nopuin
NpoMuBHOI piguHu 3 10 Ha 5 ansa BigMMBKM
MembpaHoro inbTpy; 3MiHM | TUNY - 3MiHK B
meToamui KoHTponto Ha APl Tumornony maneat
BMpobHuka Centaur Pharmaceuticals Private Limited
IHais, 3a nokasHukom «CynpoBigHi Aomilkny. B
MeTOoAMLI BU3HAYEHHS CYNPOBIOHMX AOMILLOK
3MiHeHa npoboniaroToBka po34nHy nopiBHAHHS (b).
3MiHa noB’sizaHa 3 NpuBeAEeHHSIM METOAMKN
BM3Ha4YeHHs 00 BUMOr MoHorpadii EP; 3amiHn | Tuny
— 3MiHM B MeTogax KOHTponto Ha APl Tumonony
maneat BupobHuka Centaur Pharmaceuticals Private
Limited IHgis, a came go po3giniB «EHaHTioMepHa
yncToTa» Ta «3anuLKOBI KiNbKOCTi OpraHiyHmX
po3umnHHKKiB». Po3gin «EHaHTiomepHa uncToTay.
[nsi onTumisauii KOHTpono AKocTi cybcTaHuii
TUMoOnony mManear [04aTkoBO BBEAEHO
BUKOPWCTaHHS anbTepHaTMBHOrO CTaHA4apTHOro
3pasky PC3 tumonony manearty. Po3gin
«3anuLKOBI KiNbKOCTi OPraHiYHnNX PO3YMHHYKIBY;
3MiHu | TUNY — 3MiHN B MeToaunui koHTporio Ha ADI
TMMonony Marear BupobHuka Centaur
Pharmaceuticals Private Limited IHgis 3a
nokasHunkom «MikpobionoriyHa yuctoray, a came
BUMYYEHO ONWC NPOBEAEHHS METOAUKU, OCKiNbKM
MeToAMKa KOHTPOSIO 3a AaHUM NMOKa3HUKOM
npoBOAMUTbLCS BiANoBigHO A0 BuMor EP, nonoBHeHO
nocunaHHsaM Ha OOY* (*- gitoue BuaaHHs); KpuTepii
NPUNHATHOCTI 3anuiueHi 6e3 3miH; 3miHu | Tuny —
BNPOBaXXEHHS NepioaNYHICTi BXiOHOMO KOHTPOIO
A®| Tmonony maneaty BupobHuka Centaur
Pharmaceuticals Private Limited, 3a nokasHukom
«MikpobionoriyHa uncToTa» — nepuly (nepLly
MocTaBKy NMOTOYHOrO POKY) Ta KOXHY M'ATY HacTynHy
cepii, ane He pigwe 1 pasy Ha pik

3a
peuenmom

UA/4314/01/01

176.

NAA3UHA

Tabnetku no 500 wmr;
no 100 a6o 1000
TabneTtok y 6aHkax

Tionin Nimiten

IHAis

Tionin Nimiten

IHAis

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHn
| Tuny - AamiHicTpaTnBHi 3MiHW. 3miHa
HaliMeHyBaHHS Ta/abo agpecu Micus NPpOBaKEeHHS
[isnbHOCTI BUpobHMKa/iMnopTepa rotoBoro

3a
peuenmom

UA/9425/01/01
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nikapcbKoro 3acoby, BKMYa4u AinbHUL BUMYCKY
cepii abo micLe npoBegeHHs] KOHTPOIO SIKOCTI.
(DisnbHICTb, 3a SKy BignoBigae BUpobHuK/imnopTep,
BKIOMAKYM BUNYCK Cepili) 3MiHa agpecu BUpobHMKa
N3 Monin Nimitea, IHAis, 6e3 3aMiHK Micus
BMPOOHMUTBA

177,

NAA3UHA

Tabnetkn no 500 mr in
bulk: no 1000
TabneTtok y
nnacTukoBmx GaHkax

Tionin Nimiten

IHAis

Tionin Nimiten

IHAis

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHn
| Tuny - AaMiHicTpaTnBHi 3MiHW. 3miHa
HaliMeHyBaHHS Ta/abo agpecu Micus NpOBaKEHHS
nisnbHOCTI BUpobHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKMYa4u AinbHAUL BUNYCKY
cepii abo micLe npoBegeHHs1 KOHTPOMIO SIKOCTI.
(DisnbHICTb, 3a SKy BignoBiaae BUpobHuK/imnopTep,
BKIOMAKYM BUNYCK Cepili) 3MiHa agpecu BUpobHMKa
M3 Monin NimiTea, IHAis, 6e3 3aMiHK Micus
BMPOOHMUTBA

UA/0644/01/01

178.

NAHAOON
EKCTPA

TabneTku, BKpUTI
o6ornoHkoto, no 12
Tabnetok y 6nicTepi;
no 1 6nictepy B
KapTOHHI kopoobLi

nakcoCmiTKn
ANH
KoHcblomep
Xenckep (FOK)
TpengiHr
NimiTen

Benvka
BpuTtaHis

nakcoCwmiTKnaiH
OanrapsaH Jlimiteq

Ipnangisa

BHECEHHS 3MiH O peeCcTpaLiiH1X Marepianis: 3MiHN
| Tuny - AaMiHicTpaTuBHi 3MiHW. 3MiHa Ha3BK
nikapcbkoro 3acoby - 3atBepaxeHo: MAHALON®
EKCTPA 3anponoHosaHo: MAHALOJT EKCTPA;
3MiHu | Tuny - 3miHn wopno 6esnekn/edPeKTUBHOCTI Ta
hapmakoHarnsigy (iHwWi 3MiHW) - OHOBMNEHHSI TEKCTY
MapKyBaHHS! MEPBUHHOI Ta BTOPMHHOI ynakoBku 13,
BBEIEHHSI HanMcaHHA oauHULbL S| naTtuHeuero
(00AaTKOBO A0 KMPUNULI) Y TEKCTi MapKyBaHHS;
3MiHm Il Tuny - 3miHn Wopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHu y KopoTkin
XapaKkTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta iIHCTPYKUii ANs MeguyHoro
3aCTOCyBaHHS y 3B'SI3KY i3 HOBUMU JaHUMMU 3 SIKOCTI,
LOKMiHIYHUMK, KNIHIYHUMUW JaHUMKU Ta JaHUMU 3
hapmakoHarnsigy - 3MiH¥ BHECEeHi A0 iHCTPYKUii Ans
MeANYHOro 3acTOCyBaHHSA MikapcbKkoro 3acoby Ao
po3ginis "®apmakonoriyHi BnacTMBocCTi",
"Moka3aHHs" (YyTOuHEeHHs1 iHdopmalii), "B3aemogis 3
iHLWWMWK NikapCcbKnMK 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnmBoCTi 3acToCyBaHHsA",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "34aTHiCTb BNNMBATY Ha LWBUAKICTb peakuil
npu KepyBaHHi aBTOTpaHCMopToM abo iHWKMK
mMexaHiamamu", "Cnocib 3acTocyBaHHs Ta 4o3un"
(yTouHeHHs iHdopMmaLii), "lMepenosyBaHHsA",
"MoGivHi peakuii”, "YMoBu 36epiraHHs" (pegaryBaHHs
TEKCTY)

bes
peyenma

UA/2691/01/01

179.

NAHAOON®EQ
BAHC

TabneTku, BKpUTI
NMiBKOBOO
o6onoHkoto, no 500 mr
no 12 TabneTok y
6nictepi, no 1

nakcoCmiTKn
ANH
KoHcblomep
Xenckep (FOK)
Tpenginr

Benvka
BpuTtaHis

nakcoCwmiTKnaiH
OanrapsaH Jlimiteg

Ipnangisa

BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3MiHu |
TMNy - NnpuBedeHHst cneundikauii A®I napauetamon
y BignoBigHICTb 4O BUMOr MOHorpadii
«Paracetamol» EP 3a nokasHukamu «CynpoBigHi
OOMILLKMY»; 3MiHM | TUNY - NOJaHHSA OHOBNEHOTO

bes
peyenma

UA/12531/01/01
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6nicTepy B KApTOHHI
Kopobui

Nimiten

cepTudikaTa BignoBigHOCTi €Bponechbkin
dapmakonei Ne R1-CEP 1998-047-Rev 05 ons
nitoyoi pevoBmHu Paracetamol Big Bxe
3arBepaxeHoro BupobHuka GRANULES INDIA
LIMITED; 3miHu | Tny - nogaHHs OHOBMNEHOro
cepTudikaTa BignoBigHOCTi €Bponechbkin
dapmakonei Ne R1-CEP 1998-047-Rev 06 ons
nitoyoi pevoBmHu Paracetamol Big Bxe
3arBepaxeHoro BupobHuka GRANULES INDIA
LIMITED, sik Hacnigok 3MiHa agpecu BUPOOHUKa;
3MiHu | TUNY - BBE4EHHS anbTepHATUBHOIO
BMPOOHMKa Ans aitovoi pedosuHu Paracetamol
FARMSON PHARMACEUTICAL GUJARAT PVT.
LTD., B SIkoro HasiBHWI cepTudikaT BianoBigHOCTI
€ponevicbkin dapmakonei Ne R1-CEP 2002-020-
Rev 07

180.

NAHAOON®EQ
BAHC

TabneTku, BKpUTI
NMiBKOBOO
o6onoHkoto, no 500 mr
Ne 12 (12x1) y
bnicTtepax

nakcoCmiTKn
ANH
KoHcblomep
Xenckep (FOK)
TpengiHr
NimiTen

Benuka
BpuTtaHis

nakcoCwmiTKnaiH
OanrapsaH Jlimiteg

Ipnangisa

BHECEHHS 3MiH 4O peecTpaliiHuX maTtepianiB:3MiHu |
TUMNY - NOA4AHHSA OHOBIEHOrO cepTudikaTa
BignoBigHOCTI €Bponenchkin papmakonei Ne R1-
CEP 1996-039-Rev 04 onsa gito4oi pe4oBuHu
Paracetamol Big Bxe 3aTBEpAXeEHOro BUPoOHUKa i3
3MiHOI0 Ha3BW Ta agpecu BUpOOHMKa Ta BracHuKa
CEP; 3miHn | TMNYy - nogaHHA OHOBEHoro
cepTudikaTa BignoBigHOCTi €Bponenchbki
dapmakonei Ne R1-CEP 2002-214-Rev 03 gns
nitoyoi pevoBmHu Paracetamol Big Bxe
3arBepaxeHoro BupobHuka NOVACYL; aminm | Tuny
- MoQaHHS OHOBIIEHOrO cepTudikaTa BignoBigHOCTI
€ponevicbkin dapmakonei Ne R1-CEP 2002-214-
Rev 02 gns gitoyoi pevoBuHn Paracetamol Big Bxe
3aTBepAXEeHOro BUPOOHMKA i3 3MiHOKO BNacHUKa
CEP

bes
peyenma

UA/12531/01/01

181.

NAHTEKC

MOPOLLOK
nioginisoBaHun ons
NpUroTyBaHHs
PO34MHY ANS iH eKuin
no 40 mr; 1 abo 10
(bNaKkoHiB 3 NOPOLLKOM
Y KapTOHHI ynakoBLj

TOB "ALLA
dopmynenHe

YkpaiHa

CTEPWUI-MKEH
NAV® CAMEHCK3
(mnta

IHAis

BHECEHHS 3MiH 40 peecTpaliiH1X MaTepianis: 3MiHN
| Tuny - AaMiHicTpaTnBHI 3MiHW. BunyyeHHs
BMPOOHMYOI AiNbHULI (BKINOYaO4M AinbHULI Ans
A®I|, npomixxHOro NpoaykTy abo roroBoro
nikapcbKoro 3acoby, AinbHULI Ans NpoBeAeHHS
nakyBaHHs1, BUpOOHWMKa, BignoBiganbHOro 3a BUMycK
cepin, Micue NpoBeAeHHs1 KOHTPOIO cepii) abo
nocTayanbHuKa BUXiQHOro martepiany, peareHty abo
[OMOMIXKHOI PEYOBUHM (SIKLLO 3a3HA4Y€eHO Y AOChE) -
BUITy4YEHHS1 BUPOOHMKA rOTOBOrO NiKapCbKOro 3acoby
MaHTtekc MeHdapma JlabopaTtopio, Ec.En., Icnanis

3a
peuenmom

UA/14158/01/01

182.

NAHTOIMPA30
NI-®APMEKC

niodinisat ans
PO34MHY ANs iH eKuin
no 40 mr, 1 donakoH 3
nioginisatomM B nauui
3 KapTOHY, 5 donakoHiB
3 niocpinizatom y

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHNX MaTepianis: 3MiHN
| Tuny - AamiHicTpaTnBHi 3MiHW. 3miHa
HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa (BMacHUKa
peecTpauifHOro NocBiAYeHHs) - 3MiHa agpecu
3asBHuka TOB “©APMEKC 'PYM”, Ykpaina
(BBegeHHs 3miH npoTtsaArom 6-Tm MicsiliB nicnsi

3a
peuenmom

UA/14870/01/01
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n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
KOHTYPHIln YapyHKOBIN 3aTBepaXeHHs); 3MiHu | Tuny - AgMiHicTpaTuBHI
ynakosui; no 1 3MiHM. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micusi
KOHTYPHIln YapyHKOBIN NPOBa[KEHHS AiANbHOCTI BUpOBOHUKa/imnopTepa
ynakoBLi B nayui 3 roTOBOTO JiKapCbKOro 3acoby, BKIOYaoun AinbHUL
KapTOHYy BUMYCKy cepii abo micLie MpoBegeHHs1 KOHTPOI0
SIKOCTI. (BisiNbHICTb, 3a 5Ky BignoBigae
BMPOOHMK/iIMNOPTEp, BKIIOYAUM BUMYCK CEPI)-
3MiHa agpecu BupobHuka TOB “OAPMEKC MPYI1”,
YkpaiHa, 6e3 3amMiHM Micus BUpoOHUUTBA. 3MiHM
BHECEHI B iHCTPYKUil0 ANs MEANYHOrO 3aCTOCYBaHHSA
J13 y p. "Micue3HaxoaXeHHs1 BUpOoOHMKa Ta Noro
agpeca Micusa NpoBaAXeHHs QisanbHOCTI" Ta B
iHdpopmaLito " MNpo Bci BUNagku nobivHNX peakuin
HeobXxigHo iHdopMyBaTK BUPOOHUKA" 3
BiAMOBIAHMMW 3MiHaMU B TEKCTi MapKyBaHHS
ynakoBok J13 (BBegeHHsi 3miH npoTarom 6-tu micsuis
nicns 3aTBepaKEHHS)
183.| MAHTOINPA30 Jlioginizat gns TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHnX maTtepianiB:3MiHu | 3a UA/14870/01/01
N-®APMEKC PO34MHY ANS iH eKuin "OAPMEKC reyn" TUNy - 3MiHK Wopgo 6e3nekn/edekTMBHOCTI Ta peuenmom
no 40 mr 1 donakoH 3 reyn" hapmakoHarnsgy. BeeaeHHs abo 3miHn go
nioginisatomM B nauui y3aranbHeHUX AaHux Npo cucTemy dapmakoHarnsay
3 KapTOHY; 5 donakoHiB (BBEOEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
3 niocpinizatom y hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
KOHTYPHIln YapyHKOBIN BiANOBiAaNbHOI 3a 3AiNCHEHHA hbapMakoHarnsay;
ynakosui; no 1 KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa 4ns
KOHTYPHIln YapyHKOBIN 34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
ynakoBLi B nayui 3 BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
KapTOHYy 3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y po3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yMOBHOBaXKeHOI 0Cobu 3asiBHMKA, BigMoBiAanbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoBiganbHOI 3a hapmakoHarnsg
184. MAPALIEETAMO | cynosuTopii pekTanbHi TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 6e3 UA/13185/01/01
n no 80 mr; no 5 "OAPMEKC reyn" TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenma
Cyno3uTopiiB y cTpumi; reyn" hapmakoHarnsgy. BeeaeHHs abo 3miHn go

no 2 cTpunu B nauui 3
KapTOHY

y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEAEHHS y3aranbHEHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AINCHEHHA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa ans
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobu, BianoBiganbHOI
3a 34iicHeHHs1 hbapmakoHarnagy (Bknovaym
KOHTaKTHi aHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
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hanna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHKKA, BigMoBiganbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokeeny Bonogumup tOpinnoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnsg

185.

NAPALIETAMO
n

Cyno3uTopii pekTanbHi
no 150 mr; no 5
Cyno3uTopiiB y cTpumi;
no 2 cTpunu B nauui 3
KapTOHY

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaliiHnuX maTepianiB:3MiHu |
TUNy - 3MiHK Wopgo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS y3aranbHEHWX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AINCHEHHA hapMmakoHarnsgy;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa ans
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobu, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiganbHOI 3a
hapmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinosuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoOBiAanbHOI 3a hapmakoHarnsg

bes
peyenma

UA/13185/01/02

186.

NAPALIETAMO
N-OAPHUNUA

Tabnetku no 500 mr,
no 10 TabneTok y
KOHTYPHIln YapyHKOBIN
ynakosui, no 1
KOHTYPHIl YapyHKOBIN
ynakoBLi y nayui; no
10 Tabnetok y
KOHTYPHUX
YapyHKOBUX
ynakoBKax

MpAT
"®apmaueBTu
YyHa chipma
"OapHnus"

YkpaiHa

MpAT
"®apmaueBTn4Ha
dipma "OapHuus"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux maTepianiB:3aMiHu |
TUNY — 3MiHM y cneumdikauii BXiGHOro KOHTPOMIO Ha
nitouy peyoBuHy MNapauetamon 4o po3giny «YMoBu
36epiraHHsa». BBegeHHs 3MiH NpoTArom 6-tu micsuis
nicns 3aTBepAKEHHS; 3MiHU | TUNy — 3MiHK y
cneumdikauii BXiGHOro KOHTPOMIO Ha Aito4vy
pedvoBuHy MapaueTtamon o po3sginy «epiog
36epiraHHsa», a came J4ONOBHEHO TEPMiHOM
npuaaTHoOCTI ANs 3anporoHOBaHOro BUPOOHKMKa,
3anpornoHoBaHo: 4 poku; Ans BMpobHuka Angiu
Lu*an Pharmaceutical Co., Ltd., China; 5 pokiB ans
BMpobHuka Farmson Pharmaceutical Gujarat
Pvt.Ltd., India. BBegeHHs 3MiH NpoTArom 6-tu
MiCALB Nicns 3aTBepAXEHHS; 3MiHM | TNy — 3miHa y
MeToAax BUNpobyBaHHS BXiZHOMO KOHTPOIO Ha
nitouy peyoBuHy MNapauetamon go po3giny
«KinbkicHe BU3Ha4YeHHS1», CTUMICTUYHI NPaBKMK.
BBegeHHsi 3miH npoTaroM 6-tu micsuiB nicns
3aTBepAXeHHs; 3MiHu | Tuny - 3MiHa y napameTpax
cneumndikauin Ta/abo 4ONYCTUMUX MEX, BU3HAYEHUX
y crneundikauiax Ha A®l, abo BUXigHNA/NPOMIXHWUIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTHCS Y NPOLECI

bes
peyenma

UA/4369/01/03
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BMPOOHMUTBA A®I (iHLWI 3MiHK); CynyTHS 3MiHa —
3MiHa y mapameTpax cneuudikauin Ta metogax
BMNPOBYBaHHS BXIQHOTO KOHTPOIIO Ha AjtoYy
peyoBuHy lMNapaueTamon 3a nokasHUKaMmu:
«Po3umnHHicTbY, «lgeHTudikauisy, «CynyTHi
aomiwwkmy», «MikpobionoriyHa ynctoray, - po3ginu
npuBegeHo 40 BUMOT Aito4oi MoHorpadii
«Paracetamol», a TakoX BHECEHI YTOUHEHHS Ta
peaakuiHi npaBkn. BBeaeHHs 3MiH NpoTArom 6-tu
MicALiB nicns 3aTBepAXKEHHS; 3MiHM | TUny - 3miHa
napameTpiB cneumdikauin Ta/abo 4ONyCTUMUX MEX
roTOBOTO JlikapCcbKoro 3acoby (iHLi 3MiHW); CynyTHA
3MiHa: NnpuBeAeHHs cneundikauii Ta MeToais
KOHTPOO rOTOBOro Nikapcbkoro 3acoby 3a
nokasHnkoMm «MikpobionoriyHa ynctoray y
BianosigHicTb Ao Bumor EP 2.6.12, 2.6.13, 5.1.4.
BBegeHHsi 3miH npoTaroM 6-tu micsuiB nicns
3aTBEPAXEHHS!; 3MiHW | TUNY — BHECEHHS! HE3HAYHUX
3MiH O METOAMUKN BUNPOBYBaHHSA rOTOBOrO
nikapcbkoro 3acoby 3a nokasHukom «CynpoBigHi
OOMILLKUY», HOPMYBaHHS! Ta MeToAMKa BUNPoGyBaHHS
3anuweHa 6e3 3miH. BBegeHHs 3MiH NnpoTsarom 6-tu
MiCAILiB nicns 3aTBepAXKEHHS1; 3MiHM | TUNY - 3miHa y
napameTpax cneundikauii Ta/abo AONYCTUMUX MEX,
BM3Ha4eHnx y cneundikauisx Ha A®I, abo
BUXiAHWA/NPOMDKHUI NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIKOTbCH Y Npoueci BUpobHuuTea AdI
(BUNYyYEHHS HE3HAYHOrO NOKa3HUKa SIKOCTI
(Hanpuknag BUNyYEeHHs1 3aCTapinoro NokasHvkay));
CyNyTHS 3MiHa — 3MiHa NS BXiAHOro KOHTPOSO Ha
nitouy peyoBuHy MNapaueTtamon, a came BUMy4YeHO
po3gin «Baxki metanuy» BBegeHHs 3MiH NpoTsirom 6-
TV MicsILiB nicns 3aTBepAXeHHs; 3Minu Il Tuny -
BBELEHHS anbTepHATUBHOro BUPoOHUka AD|
Mapaueramony cdipmu Farmson Pharmaceutical
Gujarat Pvt. Ltd., India y 3B'A3ky 3 BUpobHUM4OI0
HeobXigHicTio. BBeAeHHs 3MiH NpoTArom 6-tn
MicsALiB nicns 3aTBepAXKEHHS

187.

NEMETPEKCE
O-TEBA

niodinisat ans
NPUroTyBaHHs
pO34nHy Anst iHdysin,
no 1000 Mr y donakoHi,
1 donakoH 3
nioginizatom y
Kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

BTOPMHHA ynakoBka,
[03BiN Ha BUNYCK
cepii: MMIBA
XpBaTcka 4.0.0.,
Xopsarisi;
BMPOOHULTBO
Hepo3acoBaHoi
npoaykuii, nepBnHHa
ynakoBka, KOHTPOrb
sKocTi: ®apmaxemi
b.B., HinepnaHgun

Xopsarisi/
HigepnaHamn

BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3MiHu |
UMYy - 3MiHM 40 [HCTpyKUii NS MeauyHoro
3acTocyBaHHS MikapcbKoro 3acoby Ao po3ainis:
"B3aemMopis 3 iHWMMK nikapcbkumu 3acobamu Ta
iHWi Bam B3aemogin", "OcobnmBoCTi 3acToCyBaHHS'"
, "OiTn" (KopekTopchbKi NpaBku TEKCTY), "MoBiyHi
peakuii" wono 6e3nekn 3acTocyBaHHS MikapCbKOro
3acoby. BBeneHHs 3MiH NnpoTsArom 3-x micsauiB nicns
3aTBEPAXEHHSI

3a
peuenmom

UA/16385/01/03
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
188.| MEHTAKCUM® nopowok Haemophilus CaHodi ®paHuisa CaHnodi MacTep, ®paHuia / BHECEHHS 3MiH 4O PeECTpaLinHMX MatepianiB:3miHu | 3a UA/13010/01/01
BAKUWHA ONA | influenzae tuny b ta Mactep ®paHuis; CAHO®I ITanisa TUNy - oHoBreHHsA CepTudikaTty BignoBigHOCTI peuenmom
MPO®ITAKTUK | cycneHsia ans iH'ekuin C.N.A,, Itanis; €Bponewicbkin dhapmakonei woao ryéyaroi
U OUDTEPII, (0,5 mn); no 1 CaHodi-ABeHTIC eHuedanonarii 4nsi ekcTpakTy 3 buyadoro cepusi 3
NPABLA, ¢hnakoHy 3 NOPOLLKOM Mpaweit Ko. Nta., R1-CEP 2000-252-Rev 00 Ha R1-CEP 2000-252-
KALUTHOKY Ta 1 nonepeaHbO ITanisa Rev 01, skuin BUKOPUCTOBYETLCA AN BUPOOHULTBA
(ALENONAPH 3arnoBHEHOMY LUNpULLY KOHLIEHTPOBaHOr0 KOH'IOroBaHoro noricaxapuay
un (0,5 mn) 3 Haemophilus 3 npaBLeBMM aHaTOKCUHOM
KOMMNOHEHT), MPUKPINIEHOI0 ronKoto (Haemophilus Polysaccharide Conjugate
NONIOMIENITY | (abo 2 okpemumMu concentrated Bulk)
IHAKTUBOBAH rorikamu), Lo MiCTuUTb
ATA cycneHsio ons
BAKUWHA ONA | iH'exuin, B KAPTOHHIN
NPO®IIAKTUK | kopobui. Mo 1
U IHOEKLIN, bnaKkoHy 3 NOPOLLKOM
CNPUYUHEHU Ta 1 nonepegHbO
X 3arnoBHEHOMY LUNpULLY
HAEMOPHILUS | (0,5 mn) 3
TANY B MPUKPINIEHOI0 ronKkoto
KOH’IOrOBAH (abo 2 okpemumm
A, rorkamu), Lo MiCTuUTb
ACOPBOBAH | cycneHnsito gns
A iH'ekuin, B
CTaHAapTHO-
€KCMOPTHIl ynakoBsLi,
siKa MiCTUTbCA Y
KapTOHHI kopobui 3
iHCTpYyKUieto ansi
Meau4HOro
3aCTOCyBaHHs
189.| MEHTAKCUM® nopowok Haemophilus CaHodi ®paHuisa CaHnodi MacTep, ®paHuia / BHECEHHS 3MiH 4O PeecTpaLinHMX MaTepianiB:3aMiHu 3a UA/13010/01/01
BAKUWHA ONA | influenzae tuny b Ta Mactep ®paHuis; CAHO DI ITania/ Il TMNy - 3miHa y meTogax BunpobyBaHHS rOTOBOr0 | peyernmom
MPO®IIAKTUK | cycneHsia ans iH'ekuin C.N.A,, Itanis; YropwumHa nikapcbkoro 3acoby - 3amiHa cepii cTaHgapTHOro
U OUDTEPII, (0,5 mn); no 1 CaHodi-ABeHTIC 3paska, KU BUKOPUCTOBYETLCH AN MPOBEAEHHSI
NPABLUA, (hnakoHy 3 NOPOLLKOM Mpawsit Ko. N14., BUNpobyBaHHs Free polysaccharide content test ans
KALUMOKY Ta 1 nonepegHbO YropwumHa KoH'toroBaHoro nonicaxapugy Haemophilus Tuny b
(ALENONAPH 3arnoBHEHOMY LUNpULLY Ha cTagii BupobHuuTBa npu Bunycky Drug
un (0,5 mn) 3 substance, Ha cTagii Filled Product stag, npu
KOMMNOHEHT), MPUKPINIEHOI0 ronKoto nocnimkeHHi ctabinbHocTi Ha cTaaiax Final Bulk
NONIOMIENITY | (abo 2 okpemumu Product Ta Filled Product stag. 3anponoHoBaHo:
IHAKTUBOBAH | ronkamu), Lo MiCTUTb HoBa cepist FA534188
ATA cycneHsio ons
BAKUWHA ONA | iH'exuin, B KAPTOHHIN
NPO®IIAKTUK | kopobui. Mo 1
U IHOEKLIN, bnaKkoHy 3 NOPOLLKOM
CNPUYUHEHU Ta 1 nonepegHbO
X 3arnoBHEHOMY LUNpULLY

HAEMOPHILUS
Thny B

(0,5 mn) 3
NMPUKPINIEHO0 roNKo
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KOH’IOrFOBAH (abo 2 okpemumm
A, rorikamu), Lo MiCTUTb
ACOPBOBAH | cycneHsito gns
A iH'ekuin, B
CTaHAapTHO-
€KCMOPTHIl ynakoBsLi,
siKa MiCTUTbCA Y
KapTOHHI# kopobui 3
iHCTpyKUieto ansi
MeOWn4HOro
3aCTOCyBaHHs
190.| MEHTAKCUM® nopowok Haemophilus CaHodi ®paHuisa CaHnodi MacTep, ®paHuia / BHECEHHS 3MiH 4O PeECTpaLinHMX MaTepianiB:3miHu | 3a UA/13010/01/01
BAKUWHA ONA | influenzae Tuny b Ta Mactep ®paHuis; CAHO®I ITanis/ TUMY - BHECEHHST 3MiH Ao po3ainiB 3.2.S.2.3, 3.2.A.2 | peyenmom
MPO®ITAKTUK | cycneHsia ans iH'ekuin C.M.A,, ITanis; YropwumHa Ta 3.2.R ons oHoBneHHs iHdopMaLii 3 MeTo
N OUDTEPII, (0,5 mn); no 1 CaHodi-ABeHTIC NpUBEAEHHS PeECTPaLiiHOro A0ChE Y BiANOBIOHICTb
NPABLUA, (hnakoHy 3 NOPOLLKOM Mpawsit Ko. N14., 3 NOTOYHMM BUPOBHMYMM NpoLecoM 6e3 3MiH y
KALUMKOKY Ta 1 nonepeaHbO YropwumHa peanbHil MpakTuLi Ta BUNpaBneHHs NomMunok abo
(ALENONAPH 3arnoBHEHOMY LUNPULLY iICTOPUYHUX PO3BKHOCTEW; 3MiHM | TMNY - OHOBNEHHSA
un (0,5 mn) 3 CepTudikaTy BignoBigHOCTI €BpONeEnNChbKin
KOMMNOHEHT), MPUKPINIEHOI0 ronKoto hapmakonei wopao rybyaroi eHuyedanonarii ons
NONIOMIENITY | (abo 2 okpemumMu ekcTpakTy 3 buyavoro cepus 3 R1-CEP 2000-252-
IHAKTUBOBAH rorikamu), Lo MiCTUTb Rev 00 Ha R1-CEP 2000-252-Rev 01, wo
ATA cycneHsio ons BMKOPUCTOBYETbCA Ans BUpobHuuTBa Purified
BAKUWHA ONA | iH'exuin, B kKApTOHHIN Tetanus Toxoid
NPO®IIAKTUK | kopobui. Mo 1
U IHOEKLIN, bnaKkoHy 3 NOPOLLKOM
CNPUYUHEHU Ta 1 nonepegHbO
X 3arnoBHEHOMY LUNPULLY
HAEMOPHILUS | (0,5 mn) 3
TANY B MPUKPINIEHOI0 ronKoto
KOH’IOrOBAH (abo 2 okpemumm
A, rorkamMmu), Lo MiCTuUTb
ACOPBOBAH | cycneHnsito gns
A iH'ekuin, B
CTaHAapTHO-
€KCMOPTHIl ynakoBLi,
siKa MiCTUTbCA Y
KapTOHHI kopobui 3
iHCTpYyKUieto ansi
Meau4HOro
3aCTOCyBaHHs
191.| NEPELUb €KCTpaKT rycTumn AT YkpaiHa AT "IlybHndapm" YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHnx matepianis: 3MiHu - UA/5686/01/01
CTPYYKOBUK (cybeTaHuis) y "Ny6Hudpapm" | Tuny - AamiHicTpaTnBHi 3MiHW. 3miHa

MeTaneBux rsrax
ans
hapmaLeBTUYHOIO
3aCTOCyBaHHS

HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa (BMacHUka
peecTpauinHoro NocBiaYeHHs) 3MiHa Ha3Bu
3asiBHVKa BBegeHHs1 3MiH NpoTsirom 6-Tu micauis
nicns 3aTBEpPOXKEHHS.
3MmiHu | TUNy - AgMiHiCTpaTuBHI 3MiHW. 3miHa
HaliMeHyBaHH$ Ta/abo agpecu Micus NpoBaXeHHS




87

[TpooBkeHHst noaarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
LisiNbHOCTI BUpOBHMKa (BKMoYaouu, 3a
HeobXigHOCTI, MiCLle NPOBEAEHHS KOHTPOIO SKOCTI),
abo BnacHuka mactep-danna Ha AdI, abo
noctadanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
3acTocoByOTbCH Yy BUpOOHMUTBI ADI (Ko
3a3HayvyeHo y Aockbe Ha nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata BianoBiAHOCTI
€Bponewicbkin hapmakonei y 3aTBepaKeHOMY
nocbe, abo BUpoBHUKa HOBOI JOMOMIXXHOI pe4OoBUHU
(SIKLWO 3a3HavYeHo y AOCbE) 3MiHA Ha3BU BUPOBHMKa
ADI, 6e3 3miHM micus BUpoOHULTBa BBeaeHHs 3MiH
npoTAroMm 6-Tv MicsUIB Nicns 3aTBEPAXEHHS.
192.| MPAMIMEKC®X | Tabnetku TOB "®apma YkpaiHa Ilabopatopioc Icnanisa BHECEHHS 3MiH 4O PeecTpaLinHMX MaTtepianiB:3miHu | 3a UA/15481/01/01
R NPOSIOHroBaHOI Aii No Crapt" HopmoH, C.A. TMNy - 3MiHa NnapameTpiB cneundikauii Ta/abo peuenmom
0,75 mr, no 10 [0NYCTUMMUX MEX FOTOBOTO JiKapCbKOro 3acoby;
TabneTok y 6nicTepi; 3MiHu || TUNY - BBEQEHHS HOBOrO Po3Mipy cepilt ansi
no 3 6nictepu y roTOBOTO JiKapCbKOro 3acoby; 3anponoHOBaHO:
KapTOHHI nayui 100,000 TabneTok NporoHroBaHoi Aii BignosigaoTb
50 kr npaminekcony avrigpoxnopuay MoHorigpar
300,000 TabneTok MPONOHroBaHoI Aii BiAnoBigaoTb
150 kr npaminekcony gurigpoxnopuay MoHorigpar
193.| MPAMINMEKC®X | Tabnetku TOB "®apma YkpaiHa Ilabopatopioc Icnanisa BHECEHHS 3MiH 4O PeecTpaLinHMX MaTepianiB:amiHu | 3a UA/15481/01/02
R NPOSIOHroBaHOI Aii No Crapt" HopmoH, C.A. TMNy - 3MiHa NnapameTpiB cneundikauii Ta/abo peuenmom
1,5 mr no 10 TabneTtok [0NYCTUMMUX MEX FrOTOBOrO JiKapCbKOro 3acoby;
y briictepi; no 3 3MiHu || TUNY - BBEQEHHS HOBOrO PO3Mipy cepilt ansi
6nicTepn y KapTOHHIN roTOBOTO JiKapCbKOro 3acoby; 3anponoHOBaHO:
navui 100,000 TabneTok NporoHroBaHoi Aii BignosigaoTb
50 kr npaminekcony Avrigpoxnopuay MoHorigpar
300,000 TabneTok MPONOHIroBaHOI Aii BiAnosigaoTb
150 kr npaminekcony gurigpoxnopuay MoHorigpar
194. NPErABANIH NopoLUOK (CybcTaHList) MAT YkpaiHa Aypicko Kutan BHECEHHS 3MiH 4O peecTpaLiiHux maTtepianiB:3aMiHu | - UA/14772/01/01
B NOABIMHNX "KuiBmegnpen dapmacbioTukan TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu
nonieTuneHoBux apat” Ko., N1Aa. 3asiBHMKa (BracHMKa peecTpauiiHoro nocBig4yeHHs )
naketax ans 3MiHa HalMeHyBaHHS 3asiBHUKa, 6e3 3miH y MKA 113;
hapmaueBTUYHOIO 3anpornoHoBaHo: [1oBHa Ha3Ba AKUiOHepHe
3acToCyBaHHS ToBapucTBo "KuiBmegnpenapar” CkopoyeHa Ha3Ba
MAT "KviBmegnpenapat”
195, MPOrMHOPM kancynu M siki no 200 3AT JlnToBcbka JIABOPATOPIOC Icnanis BHECEHHS 3MiH 4O peecTpaliiHnux maTtepianiB:3aMiHu | 3a UA/15254/01/01
FECTA mr no 15 kancyn "®apmnira" Pecny6bnika JIEOH ®APMA C.A. TUNy - 3MiHa po3mipy cepii (BknoYaoun gianasoH peuenmom
M’sIKMX y 6nicTepi; no po3Mipy cepii) roTOBOro fikapcbKoro 3acoby -
2 6nictepu y navui BBE[EHHS1 OAAaTKOBMUX PO3MIpIiB Cepii FOTOBOro
nikapcbkoro 3acoby: 200 000 kancyn, 400 000
kancyn, 1400000 kancyn
196., MPOrMHOPM kancynu M siki no 100 3AT JlnToBcbka JIABOPATOPIOC IcnaHis BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3aMiHu | 3a UA/15254/01/02
FECTA mr no 15 kancyn "®apmnira" Pecnybnika | NNIEOH ®APMA C.A., TMNy - 3MiHa po3mipy cepii (Bkntoyaoun gianasoH peuenmom
M sIKMX y bnicTepi; no Icnanis po3Mipy cepii) roTOBOro fnikapcbKoro 3acoby -
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2 6nictepu y navui BBEZEHHS OAaTKOBMUX PO3MIpIiB Cepii FOTOBOro
nikapcbkoro 3acoby: 400 000 kancyn, 800 000
Kancyn
197.| NPOrMHOPM kancynu M siki no 100 3AT JlnToBcbka JIABOPATOPIOC Icnanis BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3aMiHu | 3a UA/15255/01/01
oBO mr no 15 kancyn "®apmnira" Pecny6bnika JIEOH ®APMA C.A. TMNy - 3MiHa po3mipy cepii (BkntoYaoun gianasoH peuenmom
M'skux y 6nictepi; no 2 po3Mipy cepii) roTOBOro fnikapcbKoro 3acoby -
bnictepn y nayui BBE[EHHS OAaTKOBMUX PO3MIpIiB Cepii FOTOBOro
nikapcbkoro 3acoby: 400 000 kancyn, 800 000
Kancyn
198, MPOr'MHOPM kancynu M siki no 200 3AT JlnToBcbka JIABOPATOPIOC Icnanis BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3aMiHu | 3a UA/15255/01/02
oBO mr no 15 kancyn "®apmnira" Pecny6bnika JIEOH ®APMA C.A. TUNy - 3MiHa po3mipy cepii (BknoYaoun gianasoH peuenmom
M'skux y bnictepi; no 2 po3Mmipy cepii) roTOBOro fikapcbKoro 3acoby -
bnictepn y nayui BBEZEHHS OAAaTKOBMNX PO3MIpIiB Cepii FOTOBOro
nikapcbkoro 3acoby: 200 000 kancyn, 400 000
kancyn, 1400000 kancyn
199.| MPOCTAMOJ® | kancynu m'ski no 320 BEPNIH-XEMI Himeuyunna BEPIIH-XEMI AT, Himeuyunna BHECEHHS 3MiH 4O PeecTpaLinHMX MaTepianiB:3miHu | 6e3 UA/10417/01/01
YHO mr no 15 kancyn y Al HimevunHa (kiHueBe TUMY - OHOBJIIEHHS BXXE 3aTBEPAXEHOr0 TEKCTY peuenma
6nicTepi; no 2 abo 4 nakyBaHHS1, MapKyBaHHS1 YakoBOK NiKapCbKoro 3acoby
6nicTepn y KapTOHHIN KOHTPOIb Ta BUMYCK (BHECEHHS MO3Ha4YeHb O0aNHULB BUMipOBaHHSA Sl );
Kopobui cepin); KataneHt BHECEHHS 3MiH [0 po3ainy “MapkyBaHHS" meToaiB
HimevyunHa E6epbax KOHTPOIO SIKOCTi NikapCbKoro 3acoby;
'M6X , Hime4unHa ”3anponoHoBaHo: "MapkyBaHHS. 3rigHO
(BUPOGHULTBO 3aTBepAXXEeHOro TeKCTy MapkyBaHHS.” BBegeHHs
kancyn m'skux "in 3MiH MPOTAroM 6-TW MiCALIB Nicnsa 3aTBEPOXKEHHSI
bulk", koHTpornb
cepii); MeHapiHi-®oH
XengeH MmM6X,
Hime4unHa (kiHueBe
nakyBaHHs1)
200., NPOCTATWUNE niodinisat ans TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx maTepianis: 3miHn 3a UA/2988/01/01
H-BIO®APMA PO34MHY ANst iH'eKUin "BIOPAPMA" "BIOPAPMA" | Tuny - 3miHn 3 AkocTi. [oTOBMIA Nikapcbkun 3acib. | peyenmom

He meHwe 2,0 mr B
nepepaxyHky Ha
noninentuau; 5
(hnakoHiB 3
nioginizatom y
6nicTtepi; no 2
6nictepn y nayui 3
KapTOHY

Onuc Ta cknag (iHwi 3mMiHu) -
3MiHa hopMynioBaHHSA BUPaXKEHHS Ail040i pevoBUHN
Nno akTUBHOMY (papMaLEeBTUYHOMY iHIPIGIEHTY
(niocpinisoBaHu 3 BOOHOTO PO34MHY €KCTPaKT
nepeaMixypoBoi 3ano3u 61kiB, OTPUMAaHWI LLUTNSIXOM
eKCTpakuii ) — noninentTuan, 6e3 3miHn KinbKoCTi
[0[aBaHHs eKCTPaKTy NepeaMixypoBOi 3anosu
OuKiB. 3MiHN BHECEHO [0 iHCTPYKUIi ANs MeguyHoro
3acTocyBaHHS MikapcbKoro 3acoby 4o po3ainis
"Cknag" 3 BignoBigH1MMu 3MiHaMy B MapKyBaHHi
yrnakoBKu fikapcbkoro 3acoby. 3miHn | Tuny - 3MiHm 3
siKocTi. FoToBuMI nikapcbknii 3aci6. KoHTponb
roToBOrO fikapcbkoro 3acoby. 3MiHa napameTpis
cneumgikauin Ta/abo JONYyCTUMUX MEX rOTOBOrO
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nikapcbkoro 3acoby (iHwi 3miHu) - 3MiHa y
cneumdikauii nikapcbkoro 3acoby 3a Noka3HUKOM
«lpeHTndikauis. MoninenTuany - yTOYHIOETLCS
METOAO0NOris MPUrOTYBaHHSI

occopHoMonibaeHOBO-BONb(PaMOBOro peakTuBy

BignosigHo Ao BuMor O®Y. 3minu | Tuny - 3miHn 3
sikocTi. FoToBMI Nikapcbkui 3aci6. Cuctema
KOHTenHep/3aKynoptoBanbHui 3aci6. 3miHa y
NEepBUHHIM yNnakoBLi rOTOBOro fikapcbkoro 3acoby
(Tvn KoHTeWHepa abo foAaBaHHSA HOBOMO
KOHTenHepa) - BunyyeHHss NnepBUHHOI ynaKkoBKu, L0
He NpU3BOAUTL [0 NOBHOMO BUMYYEHHs NikapCbKoro
3acoby 3 NeBHOI cumoto Aii abo y NeBHil nikapcbkin
OpMi - BUNyYEHHS 3 YNaKOBKM CKISTHUX aMnyn 3
Kinbuem 3rnomy o6emom 2 mn. 3MiHN BHECEHO 40
iHCTPYKUIT 4Nsi MeQU4YHOro 3acToCyBaHHS
nikapcbkoro 3acoby go posainis "Ynakoska"
(BUNy4eHo amnynw) 3 BignoBigHMMM 3MiHaMK B
po3gini "Cnocib 3acTocyBaHHs Ta fo3un" Ta
MapKyBaHHi yrnakoBKu Nikapcbkoro 3acoby. 3miHu |
TUny - 3MiHK 3 sikocTi. [OTOBMIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneumdikauin Ta/abo 4ONyCTUMUX MEX
roTOBOTO JlikapCbKoro 3acoby (iHLi 3miHwn) -
BunyyeHHs nokasHuka «AHOMarnbHa TOKCUYHICTbY i3
cneumdikauii nikapcbkoro 3acoby. 3miHu | Tuny -
3MmiHu 3 akocTi. [oToBUIM Nikapcbkuii 3aci6. KoHTponb
roToOBOrO Jlikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo 4ONyCTUMMX MEX rOTOBOrO
nikapcbkoro 3acoby (iHwi 3miHu) - 3MiHa
iHTenpuTauii KpUTepiiB NPUAHATHOCTI B cneumdikauii
3a NokasHMKoM «KinbKicHe BU3Ha4YeHHS.
MoninenTunaiBy, y 3B'A3Ky i3 BUNyYEHHSIM OOHI€ET 3
NepBUHHMX YNaKOBOK — CKMSIHUX ammnyn no 2 M.
3MmiHu | TMNY - 3MiHKM 3 AKkOCTI. [O0TOBUI NikapCbKkWi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauin Ta/abo
[0NYCTUMMUX MEX rOTOBOTO MiKapCbKoro 3acoby (iHLwi
3MiHu) - 3MiHa iHTenpuTauii KpUTEpIiiB NPUNHATHOCTI
B cneumdikauii 3a nokazHukom «KinbkicHe
BM3HaYeHHs MiunHy», y 3B'A3KY i3 BUNYYEHHAM
OfHIET 3 NePBUHHUX YMAKOBOK — CKIIAHUX aMmyr.
3MmiHu | TMNY - 3MiHK 3 AKkoCTi. [O0TOBUI NikapCbKWUi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y meTogax BMNpobyBaHHs FOTOBOro
nikapcbkoro 3acoby (iHwWi 3mMiHM y MeToaax
BMNPOBYBaHb (BKITIOYaOuM 3amiHy abo

[onoBHeHHs1)) - eTanisauis metogonorii
BMKNageHHs posginy «OaHOopIgHICTE Macuy.
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201.| NPOTEKOH® TabneTku, BKpUTI OpraHocuH IHAisa EBepToaxeH Nawnd IHAia BHECEHHS 3MiH 4O PeecTpaLinHMX marepianiB:3miHu | 6e3 UA/3347/01/01
o6ornoHkoto, no 10 Tland CaeHcus Jlimiteq TUMY - 3MiHW Y NpoLeci BUPOOHULITBA rOTOBOIO peuenma
TabneTok y 6nicTepi; CaeHcus lNBrT. nikapcbkoro 3acoby, BKMOYa4n NPOMiKHUI
no 3 6nictepu y nayui JTa. NpOAYyKT, L0 3aCTOCOBYETLCS NPU BUPOOHNUL TBI
3 KapToHy; no 10 roTOBOTO JiKapCbKOro 3acoby - BHECEHHS 3MiH A0 p.
Tabnetok y 6nicTepi; 3.2.P.3. MNMpouec BMpobHULITBa NikapCbKOro 3acoby:
no 3 6nictepu y nayui ctagii "MpaHynauis" Ta "MokputTa TabneTok
3 KapTOHY; No 3 navku 060omnoHKoK" po3dineHi Ha binbLu AeTanbHi cTagii;
y nauyui 3 KapToHy; No BHECEHHSI HE3HAYHMX 3MiH; ONTMMi3auis Ta
30, 60 abo 120 getanisauisi BUpobHM4oro npouecy; 3aMiHu | tuny -
TabneTtok y 3MiHa po3Mmipy cepii (BkNYaum gianasoH po3mipy
KOHTenHepax; no 1 cepii) roToBOro nikapcbkoro 3acoby - 36inbLUeHHs
KOHTENHepy B naydi 3 po3Mipy cepii roTOBOro nikapcbkoro 3acoby;
KapTOHY 3anpornoHoBaHo: 600 000 TabneTok
202, MPOTEKOH® TabneTku, BKpUTI OpraHocuH IHAia EBepToaxeH Nawd IHAia BHECEHHS 3MiH 4O PeecTpaLinHMX matepianiB:3miHu | - UA/3348/01/01
obornoHkoto, in bulk: Jland CaeHcus Jlimiteq TUMY - 3MiHW Y NpoLeci BUPOOHULITBA rOTOBOIO
no 2500 TabneTtok y CaeHcus lNBrT. nikapcbKoro 3acoby, BKMOYa4n NPOMiDKHUN
nakeTtax y kopobui 3 JTa. NpPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHNUL TBI
ropoKapToHy roTOBOTO JiKapCbKOro 3acoby - BHECEHHS 3MiH A0 p.
3.2.P.3. MNMpouec BMpobHULTBa NikapCbKOro 3acoby:
ctagii "MpaHynauis" Ta "MokputTa TabneTok
060mMoHKoKW" po3dineHi Ha binbLu AeTanbHi cTagii;
BHECEHHS HE3Ha4YHMX 3MiH; ONTMMI3alisa Ta
netanisauisi BUpobH14oro npouecy; 3Minu | Tuny -
3MiHa po3mipy cepii (BkNYaum gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby - 36inbLUeHHs
po3Mipy cepii roTOBOro nikapcbkoro 3acoby;
3anpornoHoBaHo: 600 000 TabneTok
203.| MPOTEKOH® TabneTku, BKpUTI OpraHocuH IHAisa EBepToaxeH Nawnd IHAisa BHECEHHS 3MiH 40 PeecTpaLinHMX marepianis: - UA/3348/01/01
obornoHkoto, in bulk: Tland CaeHcus Jlimiteq 3MiHu | TUNYy - 3MiHWM BHECEHi B TEKCT MapKyBaHHs1
no 2500 TabneTtok y CaeHcus lNBrT. yMaKkoBKM NiKapCbKoro 3acoby oo 3a3Ha4YeHHs
nakeTtax y kopobui 3 N1a. Mi>KHapOAHMX NO3HAY€Hb OAUHMLb BUMIPIOBAHHS.
roppokapToHy OHOBIEHHSI BXXE 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHSI
yMaKoBOK Ta BHECEHHSI 3MiH 40 po3ainy
“MapkyBaHHA” METOAIB KOHTPOIO SKOCTi NiKapCbKOro
3acoby; 3anponoHoBaHo: MapkyBaHHs1. 3rigHO
3aTBEpAXEHOro TeKCTy MapKyBaHHS. BBegeHHs 3MiH
nporsarom 3-x MicsUiB nicns 3aTBepAXeHHs
204.| NPOTEKOH® TabneTku, BKpUTI OpraHocuH IHAisa EBepToaxeH Nand IHAisa BHECEHHS 3MiH 40 PeecTpaLinHMX marepianis: 6e3 UA/3347/01/01
o6ornoHkoto, no 10 Tland CaeHcus Jlimiteq 3MiHu | TUNYy - 3MiHWM BHECEHI B TEKCT MapKyBaHHs1 peuenma
Tabnetok y 6nicTepi; CaeHcus lNBrT. yMakoBKM NiKapcbkoro 3acoby oo 3a3HaqyeHHs
no 3 6nictepu y nayui n1a. Mi>KHapOAHMX NO3HAY€Hb OAUHMLb BUMIPIOBAHHS.

3 KapToHy; no 10
Tabnetok y 6nicTepi;
no 3 6nictepu y nayui
3 KapTOHY; No 3 navku
y nauyui 3 KapToHy; No
30, 60 abo 120
TabneTtok y

OHOBIEHHS BXXE 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHSI
yMaKoBOK Ta BHECEHHSI 3MiH A0 po3ainy
“MapkyBaHHA” METOAIB KOHTPOIO SKOCTi NiKapCbKOro
3acoby; 3anponoHoBaHo: MapkyBaHHsi. 3rigHO
3aTBEpPAXEHOro TeKCTy MapKyBaHHS. BBegeHHs 3MiH
npotarom 3-x MicsUiB nicnsa 3aTBepAXeHHS
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KOHTenHepax; no 1
KOHTENHepy B navdi 3
KapTOHY
205., PEBMAITYH PO34MH ANs iH'eKUin, TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 3a UA/11608/02/01
10 mr/Mnno 1,5mny "®APMEKC FPYMN", YkpaiHa; TUNy - 3MiHM Wopgo 6e3nekn/edekTMBHOCTI Ta peuenmom
dnakoHi; no 5 reyn" BECb BUPOBHMYMI hapmakoHarnsgy. BeegeHHs abo 3miHn go
(PNaKoHIB y KOHTYpPHIn npoLec rotoBoro y3aranbHeHUX AaHux Npo cucTemy dapmakoHarnsay
YapyHKOBIV ynakoBLL; nikapcbKoro 3acoby, (BBEOEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
no 1 KOHTYPHIN BKIOYAOYN hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
YapyHKOBI ynakoBLi B BTOPVHHE BiANOBiAaNbHOI 3a 3AiNCHEHHA hbapMakoHarnsgy;
navui, no 1,5mn B nakyBaHHs1, 3a KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa 4ns
amnyni; no 5 amnyn y BUHSITKOM BUMYCKY 34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
6nicTtepi; no 1 cepii Ta KOHTPOIO BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
6nicTepy B nauui; no skocTi: TOB 3a 34ificHeHHs1 hapmakoHarnagy (BknoYaym
1,5 mn B amnyni; no 5 "®apmaueBTnyHa KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
amnyn B navuj KOMMaHis hanna cuctemu chapmakoHarnagy) - amiHa
"3popos'a", YkpaiHa yrNOBHOBaXKeHOi 0cobu 3asiBHKKA, BigMoBiAanbHOI 3a
hapmakoHarnsg. MNponoHoBaHa peaakuis:
Tonokeeny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoOBiAanbHOI 3a hapmakoHarnsg
206., PEBMAIIYH Tabnetku no 7,5 wmr, TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx maTepianiB:3MiHu | 3a UA/11608/03/01
no 10 TabneTok y "®APMEKC reyn" TMNy - 3MiHK Wopgo 6e3nekn/edekTMBHOCTI Ta peuenmom
6nicTtepi, no 2 reyn" hapmakoHarnsgy. BeeaeHHs abo 3miHn go
6nictepu B nayui y3aranbHeHUX AaHux Npo cucTemy dapmakoHarnsay
(BBEAEHHS y3aranbHEeHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa ans
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (BkmoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
anna cuctemu chbapmakoHarnagy) - amiHa
yNOBHOBaXKeHOI 0Cobu 3asiBHMKA, BigMoBiAanbHOI 3a
hapmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokeeny Bonogumup tOpinosuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnssg
207. PEBMAIIYH Tabnetku no 15 mr, no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx maTepianiB:3MiHu | 3a UA/11608/03/02
10 Tabnetok y "®APMEKC reyn" TUNy - 3MiHM Wopgo 6e3nekn/edekTMBHOCTI Ta peuenmom
6nictepi, no 1 abo 2 reyn" hapmakoHarnsgy. BeegeHHs abo 3miHn go

6nictepn B nayui

y3aranbHeHVX AaHNX Npo cucTemy hapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX JaHKX MPO CUCTEMY
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiganbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
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KOHTaKTHOI ocobu 3 hapmakoHarnsigy 3asiBHuKa a4ns
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chapmakoHarnagy) - amiHa
yNOBHOBaXKeHOi 0cobu 3asiBHKKa, BigMoBiganbHOI 3a
hapmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokeeny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnsg

208.

PEBMANIUH

Cyno3uTopii pekTanbHi
no15wmr,no5
Cyno3uTopiiB y cTpumi;
no 1 abo no 2 ctpunu
B nadui 3 KapToHy

TOB
"dAPMEKC
rPyn"

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHuX maTepianiB:3MiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEAEHHS y3aranbHEeHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa ans
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobu, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
(hanna cuctemu chbapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHKKA, BigMoBiAanbHOI 3a
apmakoHarnsg. NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANOBiAanbHOI 3a hapmakoHarnsg

3a
peuenmom

UA/11608/01/01

209.

PEBOJNIAQ™

TabneTku, BKpUTI
NMiBKOBOO
0601n0Hkoto, no 50 mr,
no 7 TabneTtok y
6nicTtepi; no 2
6nicTepn B KApTOHHIN
Kopobui

HosapTic
dapma Al

LLseruapis

BupobHuuTBO 32
MOBHUM LIMKITOM:
nakco OnepeniiHc
IOK Nimiten, Benuka
BpurtaHis;
LopatkoBui
BMPOOHUK Ans
NepBUHHOrO Ta
BTOPWHHOTO
nakyBaHHs Ta
BUMYCK Cepii:
nakco Bennkom
C.A,, Icnanisa

Benuka
BpuTtanisa/
IcnaHis

BHECEHHS 3MiH O peeCTpaLiiHNX MaTepianis: 3MiHN
Il Tuny - 3miHn wopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOPOTKill XapaKTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUiT ANs MeguyHOro 3acTocyBaHHS y 3B’A3KY i3
HOBUMMU JaHUMMU 3 SAKOCTi, AOKMIHIMHUMMN, KNiIHIYHUMYN
OaHUMU Ta AaHUMK 3 hapMaKoHarnsgy - 3MiHu
BHECEHO A0 [HCTpyKUii AN MmegnyHoro
3acTocyBaHHS MikapcbKoro 3acoby 4o po3ainis
"®apmakonoriyHi BnactusocTi", "B3aemogis 3
iHLWMMWK NikapCcbKnMK 3acobamu Ta iHLWi BUAK
B3aemogin", "OcobnmBocCTi 3acToCcyBaHHsA",
"3acTocyBaHHs1 y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHsa Ta foan", "IMobiyHi
peakuii" (BBegeHHs 3MiH NpoTsirom 3-x MicsAuiB nicns
3aTBepaXeHHs); 3miHum |l Tuny - 3MiHM Wwoao
6e3nekn/edpeKkTUBHOCTI Ta hapMakoHarnagy. 3miHu

3a
peuenmom

UA/11300/01/02
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y TepaneBTUYHUX NOKa3aHHSX (40AaBaHHS HOBOTO
TepaneBTUYHOro NokasaHHsi abo 3miHa y
3aTBEepAXXEHOMY NOKa3aHHi) - 3MiHK BHECEHO A0
IHCTPYKLUiT ANS MEAWYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby Ao po3ginis "lMokasaHHs",
"®apmakonoriyHi BnactusocTi”, "Cnocit
3acTocyBaHHs Ta go3un”, "Oitn" (BBeaeHHs 3MiH
nporsarom 3-x MicsUiB nicns 3aTBepAXeHHs )

210.

PEBOJNIAQ™

TabneTku, BKpUTI
NMiBKOBOO
06010HKO10, Mo 25 Mmr,
no 7 TabneTtok y
6nictepi; no 4
6nicTepn B KApTOHHIN
Kopobui

HosapTic
dapma Al

LLseruapis

BupobHuuTBO 32
MOBHUM LIMKITOM:
"nakco OnepeniiHc
IOK Nimiten, Benuka
BpuTtaHis;
LopatkoBui
BMPOOHUK Ans
NepBUHHOrO Ta
BTOPWHHOTO
nakyBaHHs Ta
BUMYCK Cepii:
nakco Bennkom
C.A,, Icnanisa

Benuka
BpuTtaHisa/
IcnaHis

BHECEHHS 3MiH O peeCcTpaliiHNX MaTepianis: 3MiHN
Il Tuny - 3miHn wopo 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOPOTKill XapaKTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUiT ANs MeguyHOro 3acTocyBaHHS y 3B’A3KY i3
HOBUMM JaHUMMU 3 SAKOCTi, AOKMIHIMHUMMN, KNiIHIYHUMUN
OaHUMU Ta AaHUMK 3 hapMaKoHarnsgy - 3MiHu
BHECEHO A0 [HCTpyKUii AN MmegnyHoro
3acTocyBaHHS MikapcbKoro 3acoby 4o po3ainis
"®apmakonoriyHi BnactusocTi", "B3aemogis 3
iHLWMMWK NikapCcbKnMK 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnmBocTi 3acTocyBaHHsA",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHsa Ta foan", "IMobiyHi
peakuii" (BBegeHHs 3MiH NpoTsirom 3-Xx MicALUiB nicns
3aTBepaXeHHs); 3miHun |l Tuny - 3MiHM Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy. 3miHu
y TepaneBTUYHUX NOKa3aHHSX (40AaBaHHS HOBOTO
TepaneBTUYHOro NokasaHHsi abo 3miHa y
3aTBEepAXEeHOMY NMOKa3aHHi) - 3MiHK BHECEHO 0
IHCTPYKLUiT ANS MEAWYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby Ao posainie "lMoka3aHHs",
"®apmakonoriyHi BnactusocTi”, "Cnocit
3acTocyBaHHs Ta go3un”, "Oitn" (BBeaeHHs 3MiH
nporsrom 3-x MicsLiB micns 3aTBepAXeHHs)

3a
peuenmom

UA/11300/01/01

211.

PEMOTIB

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, no 500
mr, no 10 TabneTtok y
6nicTtepi; no 3 abo 6
6nicTepiB y KApTOHHIN
Kopobui

Amakca
dapma 1T

Benvka
BpuTtaHis

BMPOOHMLTBO 3a
MOBHUM LIMKITOM:
Makc Lennep 3boHe
Al Weenuapis;
nepBuHHE
nakyBaHHsI
(dhacyBaHHs),
BTOPWHHE
nakyBaHHs,
MapKyBaHHs1:
Coro ®nopgic
IHTepHewHn
Ceit3epneng CA,
LLsenuapis;
KOHTPOIb AKOCTi:
Jlabop LlonniHrep

Lseruapis

BHECEHHS 3MiH 4O peecTpaliiHNX MaTepianis: 3MiHN
| Tuny - AaMiHicTpaTnBHi 3MiHW. 3miHa
HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa (BMacHUKa
peecTpauifnHoro NocBiaYeHHs1). 3MiHM BHOCATLCS Y
3B’513Ky 3i 3MiHOIO OPUAMYHOI aApecu 3asiBHMKa
Amakca ®apma 1T, Benvka bputanis. TepmiH
BBEZIEHHS 3MiH: NPOTArom 6 MicsiliB nicnsi
3arBepaxeHHs. 3MiHu | Tuny - AgmiHicTpaTuBHI
3MiHW. 3MiHa HaViMeHyBaHHs Ta/abo agpecu micusi
NPOBa[KEHHS AiANbHOCTI BUpOBbHUKa/imnopTepa
roTOBOTO JikapCbKOro 3acoby, BKOYaun AinbHUL
BUMYCKy cepii abo micLie MpoBeaeHHs1 KOHTPOI0
SIKOCTI. (BisSiNbHICTb, 3a Ky BigNoBiaae
BMPOOHMK/iIMNOPTEpP, HE BKMIOYaouM BUMYCK CEpii).
3MiHa BHOCUTBLCS Y 3B's13KY 3i 3MiHOK OdiLliHOT
Ha3BM BMPOBHUYOI dinbHWLI, Lo Bignosigae 3a

bes
peyenma

UA/16299/01/01
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Al, Weenuapis;

KOHTPOIb SAKOCTi:
IHTepnabop benn
Al, WBenuapis

nepBUHHE NakyBaHHS (pacyBaHHS), BTOPUHHE
nakyBaHHS Ta MapKyBaHHs1, 6e3 3mMiHu micus
BMPOOHMLTBA.

212,

PECIMUNKC®
CMNPEU

pO34uMH opanbHui, 10
mr/0,2 mn no 13 mn
PO34MHY Yy hnakoHi 3
[03YI04MM NPUCTPOEM;
no 1 cprnakoHy y
KapTOHHI kopoobLli

OPTAHOCVH

NANSCAEHC

N3 (E® 3ET
cly

OAE

®paHuia
dapmacbioTivi
IHaycTpia ®apmako
Bionopxika C.p.n.

ITania

BHECEHHS 3MiH O peecTpaLiiHNX MaTepianis: 3MiHN
Il Tuny - 3miHn wopo 6e3nekn/edPeKTUBHOCTI Ta
hapmakoHarnsigy. 3MiHN y TepaneBTUYHUX
noka3aHHsiX (40AaBaHHA HOBOrO TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBep>KEHOMY MoKa3aHHi) -
3MiHM BHECEHI [0 iIHCTPYKUIi ANns MeguyHoro
3acTocyBaHHS NMikapcbKoro 3acoby y po3ain
"Moka3aHHs" (DogaHo nokasaHHs: [MonerweHHs
BMpPaXXeHoro 600 y ropni Npy HeycknagHeHnx
pecnipaTopHMX 3aXBOPKOBAHHSIX Y AOPOCAMX), SIK
Hacnigok y po3ginu "®apmakonorivyHi BnacTMBocTi",
"Cnocib 3acTocyBaHHs Ta go3un", "Oitn" (yTouHEeHHS).
BBegeHHs1 3miH npotarom 3-x micsUiB nicns
3aTBEPAXKEHHS.

bes
peyenma

UA/12305/01/01

213.

PUTMOKOP®

kancynu; no 12 kancyn
y bniictepi; no 4 abo 5
6nicTepiB y nayui

TOB
"®apmaueBTu
YHa KOMMaHis

"®apKoC"

YkpaiHa

TOB
"®apmaueBTnyHa
komnanis "®apKoC"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHn
| Tuny - AaMiHicTpaTnBHI 3MiHW. BunyyeHHs
BMPOOHMYOI AiNbHULI (BKIOYaO4M AinbHULI Ans
A®I, npomi>xxHOro NpoaykTy abo roroBoro
nikapcbKoro 3acoby, AinbHULI Ans NpoBeAeHHS
nakyBaHHs1, BUpOOHWMKa, BigMnoBiganbHOro 3a BUMycK
cepin, Micue NpoBeAeHHs1 KOHTPOIO cepii) abo
nocTayanbHuKa BUXiQHOro martepiany, peareHty abo
[OMOMIXKHOI PEYOBUHM (SIKLLLO 3a3HAY€EHO Y JOChE)
BunyyeHHs Bupo6Hukis 113 MpAT
«PapmauesTnyHa dipma «PapKoCy», YkpaiHa Ta
TOB «ACTPA®APM», YkpaiHa. 3MiHM BHECEHO B
iHCTPYKLitO ANS MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby woa0 HaiMeHyBaHHS
BMPOOHMKA (BUMYYEHHSI BUPOOHMKA).

bes
peyenma

UA/3122/01/01

214,

CIHAXAPLI®

TabneTku, BKpUTI
NniBKOBOO
obonoHkot, 12,5
mr/850 mr; no 10
TabneTok B bnicTepi;
no 6 6nictepis y
KapTOHHI kopoobui

BepiHrep
IHrenbxanm
IHTepHewwHn

mM6X

HimeyunHa

A enp Em Wtabtect
mM6X, HimeyunHa
(KOHTPOMb sIKOCTI (3a
BUHSITKOM TecTy
"MikpobionoriyHa
unctota")); bepiHrep
IHrenbxanm Ennac
A.E., I'peuis
(BUpOGHULTBO,
KOHTPOIb SKOCTi (3a
BUHSITKOM TecTy
"MikpobionoriyHa
yncToTa"), NnepBMHHE
Ta BTOPWHHE
nakyBaHHsi, BUNycK

Himevunna/
[peuis

BHECEHHS 3MiH 4O peecTpaliiHnX maTtepianiB:3MiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEAEHHS y3aranbHEHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa ons
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (BknoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLieHHi MacTep-
anna cuctemu chbapmakoHarnagy) - amiHa
KOHTaKTHOI 0COBM yNnoBHOBaXXeHOI 0cobu 3asiBHMKA,
BigNoBiganbHOI 3a hapmakoHarnsg B YKpaiHi.

3a
peuenmom

UA/15721/01/01
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215,

CIHAXAPLI®

cepii); bepiHrep
IHrenbxanm ®apma
mM6X i Ko. KT,
Himeuyunna
(BUpOGHULTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOIb SKOCTI,
BUMYCK cepii);
K'toEnCiEc EME,
[peuis
(anbTepHaTuBHa
nabopatopia ons
KOHTpOnto TecTy
"MikpobionoriyHa
unctota"); Jllabop
N+C Al', HimeuydunHa
(anbTepHaTuBHa
nabopatopia ons
KOHTpOIto TecTy
"MikpobionoriyHa
unctota"); CIC
IHCTUTYT PpeseHiyc
'mM6X, HimeyunHa
(anbTepHaTuBHa
nabopatopia ons
KOHTpOnto TecTy
"MikpobionoriyHa
unctota"); ®apmlilor
dapma JlogxicTik
M6X , Hime4yunHa
(anbTepHaTuBHa
AinbHUUS ans
BTOPWHHOTO
nakyBaHHs1);
LreremanH
JIboHbepnakyHreH
yHA NoricTiwep
Cepgic e. K.,
Himeuyunna
(anbTepHaTuBHa
AinbHUUS ans
BTOPWHHOTO
nakyBaHHs1)

[MponoHoBaHa pepakuis: Moy TeraHa. 3miHa

KOHTaKTHUX JaHUX KOHTaKTHOI 0COBM yNnoBHOBaXeHOI

ocobu 3asiBHUKA, BignoBigansHoI 3a
hapmakoHarnsg B YkpaiHi

noceig4YeHHs

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto, 12,5

mr/1000 mr; no 10

BepiHrep
IHrenbxanm
IHTepHewwHn

m6X

HimeyunHa

A eHp Em WtabtecT
mM6X, HimeyunHa
(KOHTpOMb sIKOCTI (3a

Himevunna/
[peuis

BUHATKOM TECTY

BHECEHHS 3MiH 4O peecTpaliiHnX maTtepianiB:3aMiHu |
TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go

3a
peuenmom

y3ararnbHeHWX JaHuX Npo cUCTEMY dpapMakoHarnagy

UA/15722/01/01




96

[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep

n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o

n 3acoby rnoceid4yeHHs1
TabneTok B bnicTepi; "MikpobionoriyHa

no 6 6nictepis y
KapTOHHI kopoobLi

unctota")); bepiHrep
IHrenbxanm Ennac
A.E., I'peuis
(BUpOGHULTBO,
KOHTPOIb SKOCTi (3a
BUHSITKOM TecTy
"MikpobionoriyHa
uncToTa"), NnepBuHHE
Ta BTOPWHHE
nakyBaHHs1, BUNYycK
cepii); bepiHrep
IHrenbxanm ®apma
m6X i Ko. KT,
Himeuyunna
(BUpOGHULTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOIb AKOCTI,
BUMYCK cepii);
K'toEnCiEc EME,
[peuis
(anbTepHaTuBHa
nabopatopia ons
KOHTpOIto TecTy
"MikpobionoriyHa
uncrota"); Jllabop
N+C Al', HimeudunHa
(anbTepHaTUBHa
nabopatopia ons
KOHTpOIto TecTy
"MikpobionoriyHa
yncrota"); CIrc
IHCTUTYT ®peseHiyc
mM6X, HimeyunHa
(anbTepHaTuBHa
nabopatopis ons
KOHTpOIto TecTy
"MikpobionoriyHa
unctota"); ®apmilor
dapma JlogxicTtik
'M6X , Hime4yunHa
(anbTepHaTuBHa
AinbHUUS ans
BTOPWHHOTO
nakyBaHHs1);
LreremanH

JIboHpbepnakyHreH

(BBEAEHHS y3aranbHEHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AINCHEHHA hapMmakoHarnsgy;

KOHTaKTHOI ocobu 3 dhapmakoHarnsgy 3asiBHuKa 4ns
34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34iicHeHHs1 hbapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chapmakoHarnagy) - amiHa
KOHTaKTHOI 0CObM ynoBHOBaXXeHOI 0cobu 3asiBHMKA,
BiANOBiAanbHOI 3a hapmakoHarnsig B YkpaiHi.
[MponoHoBaHa pepakuis: Moy TeraHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0COBM yNnoBHOBaXeHOI
ocobu 3asiBHUKa, BignosiganbHoI 3a
hapmakoHarnsg B YkpaiHi
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
yHA NoricTiwep
Cepgic e. K.,
HimeyunHa
(anbTepHaTuBHa
AinbHUUS ans
BTOPUHHOTO
naxkyBaHHs)
216, CIHIXXAPOI® TabneTku, BKpUTI Bepinrep Himeuyunna A eHp Em Wtabtect | HimeuumHa/ | BHeCEHHs 3MiH 4O peecTpauiiHux martepianis:3minu | 3a UA/15723/01/01
NniBKOBOO IHrenbxanm 6X, HimeuyunHa [peuis TUNy - 3MiHK Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenmom
obonoHkoto, 5 mr/850 IHTepHewwHn (KOHTPOMb sIKOCTI (3a hapmakoHarnsigy. BeegeHHs abo 3miHn go
mr; no 10 TabneTtok B mbX

6nictepi; no 6
6nicTepiB y KApTOHHIN
Kopobui

BUHSITKOM TecTy
"MikpobionoriyHa
unctota")); bepiHrep
IHrenbxanm Ennac
A.E., I'peuis
(BUpOGHULTBO,
KOHTPOIb SKOCTi (3a
BUHSITKOM TecTy
"MikpobionoriyHa
uncToTa"), NnepBuHHE
Ta BTOPWHHE
nakyBaHHsi, BUNYycK
cepii); bepiHrep
IHrenbxanm ®apma
m6X i Ko. KT,
Himeuyunna
(BUpOGHULTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOIb SAKOCTI,
BUMYCK cepii);
K'toEnWCiEc EME,
[peuis
(anbTepHaTUBHa
nabopatopis ons
KOHTpOIto TecTy
"MikpobionoriyHa
unctota"); Nabop
N1+C Al', HimeuydunHa
(anbTepHaTuBHa
nabopatopis ons
KOHTpOIto TecTy
"MikpobionoriyHa
uncrota"); CIC
IHCTUTYT ®peseHiyc
mM6X, HimeyunHa
(anbTepHaTUBHa
nabopartopia ons

y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEAEHHS y3aranbHEHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHuKa ans
34iMCHeHHs hapMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa BiA ynoBHOBa)keHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
KOHTaKTHOI 0COBM ynoBHOBaXXeHOI 0cobu 3asiBHMKA,
BiANOBiAanbHOI 3a hapmakoHarnsig B YKpaiHi.
[MponoHoBaHa pepakuis: Moy TeraHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0COBM ynoBHOBaXeHOI
ocobu 3asiBHKUKA, BignoBiganbHoI 3a
hapmakoHarnsg B YkpaiHi
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[IponoBxeHHs joarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

@Popma sunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpauyitiHo20
rnoceid4yeHHs1

KOHTpOIto TecTy
"MikpobionoriyHa
umcrota"); ®apmllor
dapma JlogxicTtik
M6X , Hime4yunHa
(anbTepHaTuBHa
AinbHWUUS ans
BTOPWHHOTO
nakyBaHHs1);
LreremanH
JIboHbepnakyHreH
yHA NoricTiwep
Cepgic e. K.,
Himeuyunna
(anbTepHaTuBHa
AinbHUUS ans
BTOPWHHOTO
nakyBaHHs1)

217.

CIHAXAPLI®

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto, 5 mr/1000
mr; no 10 TabneTtok B
6nicTtepi; no 6
6nicTepiB y KApTOHHIN
Kopobui

BepiHrep
IHrenbxanm
IHTepHewHn

mM6X

HimeyunHa

A eHp Em Wtabtect
mM6X, HimeyunHa
(KOHTpOMb sIKOCTI (3a
BUHSITKOM TecTy
"MikpobionoriyHa
unctota")); bepiHrep
IHrenbxanm Ennac
A.E., I'peuis
(BUpOGHULTBO,
KOHTPOIb SKOCTi (3a
BUHSITKOM TecTy
"MikpobionoriyHa
uncToTa"), NnepBNHHE
Ta BTOPWHHE
nakyBaHHsi, BUNYyCK
cepii); bepiHrep
IHrenbxanm ®apma
m6X i Ko. KT,
Himeuyunna
(BUpOGHULTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPOIb AKOCTI,
BUMYCK cepii);
K'toEnCiEc EMNE,
[peuis
(anbTepHaTuBHa
nabopatopis ons
KOHTpOIto TecTy
"MikpobionoriyHa

Himevunna/
[peuis

BHECEHHS 3MiH 4O peecTpaliiHnX maTtepianiB:3aMiHu |
TUNy - 3MiHK Wopgo 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEAEHHS y3aranbHEHVX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hbapmakoHarnsgy;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa 4ns
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chapmakoHarnagy) - amiHa
KOHTaKTHOI 0COBM ynoBHOBaXXeHOI 0cobu 3asiBHMKA,
BiANoOBiAanbHOI 3a hapmakoHarnsia B YKpaiHi.
[MponoHoBaHa pepakuis: Moy TeraHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0COBW yNnoBHOBaXeHOI
ocobu 3asiBHUKA, BignosiganbHoI 3a
hapmakoHarnsg B YkpaiHi

3a
peuenmom

UA/15724/01/01
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[IponoBxeHHs joarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
uncrota"); Jllabop
N+C Al', HimeudunHa
(anbTepHaTUBHa
nabopatopia ons
KOHTpOIto TecTy
"MikpobionoriyHa
uncrota"); CIrc
IHCTUTYT ®peseHiyc
mM6X, HimeyunHa
(anbTepHaTuBHa
nabopatopis ons
KOHTpOIto TecTy
"MikpobionoriyHa
uncrota"); ®apmllor
dapma JlogxicTtik
M6X , Hime4yunHa
(anbTepHaTuBHa
AinbHUUS ans
BTOPWHHOTO
nakyBaHHs1);
LreremanH
JIboHbepnakyHreH
yHA NoricTiwep
Cepgic e. K.,
Himeuyunna
(anbTepHaTuBHa
AinbHWUS ans
BTOPWHHOTO
nakyBaHHs1)
218., CONEPOH 100 Tabnetky no 100 mr, TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHnX maTtepianiB:3MiHu | 3a UA/10209/01/01
no 10 Tabnetok y YKPAIHA" TUMY - BUNYYeHHs! yrnakoBku «in bulk: no 6 kr peuenmom
6nictepi; no 1, 3 abo 6 TabneTok B NONM3TUIEHOBbLIX NAKeTax, KOTopble
6nicTtepiB y nayui 3 NMOMeLLaloT B KOHTEMHEPbI» 3 BHECEHHSAM
KapTOHy BiANOBIAHMX 3MiH 4O p. «YNakoBka» Ta p.
«MapkyBaHHsI»
219., CONEPOH 200 Tabnetky no 200 mr, TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3MiHu | 3a UA/10209/01/02
no 10 Tabnetok y YKPAIHA" TUMY - BUNYYEHHs yrnakoBku «in bulk: no 6 kr peuenmom
6nictepi; no 1, 3 abo 6 TabneTok B NONM3TUIEHOBBLIX NAKeTax, KOTopble
6nicTepiB y nauvui 3 NMOMeLLaloT B KOHTEMHEPbI» 3 BHECEHHSAM
KapTOHy BiANOBIAHMX 3MiH 4O p. «YNakoBka» Ta p.
«MapkyBaHHsI»
220 CONNAQEIH TabneTku, BKpUTI nakcoCmitKn Benvka nakcoCwmitKnaiH Ipnangisa BHECEHHS 3MiH 4O peeCTpaLiiHNX MaTepianis: 3MiHN 6e3 UA/12239/01/01
AKTUB 060roHKo Nno 12 SINH BpuTtaHis OanrapsaH JlimiTeg | Tuny - AaMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BK peuenma
TabneTok y 6nicTepi; KoHcblomep nikapcbkoro 3acoby - 3miHa Ha3Bu Nikapcbkoro

no 1 6nictepy B
KapTOHHI Kopobui

Xenckep (FOK)
TpengiHr

3acoby, BUNy4YeHHs No3Hayvkm ® 3 puanvHuX
MipKyBaHb: 3aTBepakeHo: CONIMAOEIH® AKTB




100

[IponoBxeHHs nojarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

@Popma sunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpauyitiHo20

noceig4YeHHs

NimiTen

3anponoHosaHo: COJMMALEIH AKTUB; amiHu | Tuny
- 3MiHu wopo 6e3nekn/edPeKTUBHOCTI Ta
hapmakoHarnsay (iHwWi 3mMiHK) - 3MiHN BHECEHi 40
TEKCTY MapKyBaHHS1 YNakOBKM fikapCbKoro 3acoby, a
came 3a3Ha4yeHHs1 MiXXHapOAHOro MO3HaYEeHHS!
OOVHMWUb BUMIPIOBaHHSA NaTuHuLeto; 3miHm Il Tuny -
3MmiHun Wwopao 6e3nekn/edeKTMBHOCTI Ta
apmakoHarnsgy. 3MiHu y KOPOTKill XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUIT ANs MeQuyHOro 3acTocyBaHHS y 3B’A3KY i3
HOBVUMU J@HUMU 3 SAKOCTi, AOKMIHIMHUMMN, KNiIHIYHUMK
OaHUMU Ta AaHUMK 3 hapMaKoHarnsgy - 3MiHm
BHECEHi 40 IHCTPYKLii ANsi MeQnyYHOro 3acToCcyBaHHSA
nikapcbkoro 3acoby Ao posainie "®apmakonoriyHi
BrnacTnBoCTi" (YTOYHEHHs iHpopMaLii Ta
peaaryBaHHs TekcTy), "B3aemogisi 3 iHwWuMun
nikapcbknMun 3acobamu Ta iHLWWi BUAM B3aEMogin",
"OcobnumBocTi 3acTocyBaHHA", "3acToCyBaHHS y
nepiog BariTHOCTi abo rogyBaHHs
rpyaar” (yTouHeHHst iHdopmalii Ta pegaryBaHHs
TekcTy), "Cnocib 3acTocyBaHHs Ta 403W"(YyTOYHEHHS
iHbopmaLii Ta pegaryBaHHs TEKCTY),
"Mepeno3yBanHs", "MobivHi peakuii”, "YMoBu
36epiraHHsa" (pegaryBaHHs TEKCTY)

221.

CTPENTOMILMN

HY CYNIb®AT

NMopoLUOK (CybcTaHList)
y 6igoHax
anoMiHieBux ans
BMPOOHMLTBA
CTEPUNBHUX
nikapcbknx dopm

MAT
"KuiBmegnpen
apat”

YkpaiHa

Hopt YanHa
dapmacbtoTikan
Xyawenr Ko., NTg

Kutai

BHECEHHS 3MiH 4O peecTpaliiHnx maTtepianiB:3aMiHu |
TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu
3asiBHMKa (BracHVKa peecTpaLiiHoro nocBig4yeHHs) -
3MiHa HalMeHyBaHHs 3asiBHMKa, 6e3 3miH y MKA N13;
3anpornoHoBaHo: [NoBHa Ha3Ba AKUiOHepHe
ToBapucTBo "KuiBmegnpenapar” CkopoyeHa Ha3Ba
MAT "KviBmegnpenapat”

UA/1318/01/01

222,

CTPENTOUMAO

ma3b 10 % no25ry
6aHKax CKNAHUX; No
251 y Ty6i; no 1 Ty6i y
navui 3 KapToHy

AT
"Ny6Hudpapm"

YkpaiHa

AT "IlybHndapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaliiHNX MaTepianis: 3MiHN
| Tuny - 3miHn wopo 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsigy (iHLWi 3MiHK) - 3MiHN BHECEHI B
TEKCT MapKyBaHHs YNakoBKM IikapCbKOro 3acoby
LLLOAO 3a3HaYeHHs1 MiXXHaPOAHMX NO3HaYeHb
OOVHMWUB BUMIpIOBaHHs. BHeCeHHs 3MiH o p.
«MapkyBaHHsi» MKA 13 (BBeaeHHst 3miH npoTarom
6-Tn micsiLiB nicnsa 3aTBEepAXEHHS); 3MiHM | Tuny -
AaMiHiCTpaTMBHI 3MiHW. 3MiHa HalMeHYyBaHHS
Ta/abo agpecu mMicus NPOBafXeHHSs QiANbHOCTI
BMPOOHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKITIOMAOYM AiNbHWLI BUNYCKY cepii abo micue
NpoBeAEHHS KOHTPOTIO SIKOCTI. (QiANbHICTb, 3a Ky
BignoBiaae BUpOBHMK/IMMOPTEp, BKMOYAOYM BUMYCK
cepin) - 3MiHa HanMmeHyBaHHs BUpobHuka 13 AT
«JTybHudpapm» 6e3 3amiHn micusa BUpobHMUTBA
(BBeaeHHs 3miH npotarom 6-Tu MicsiliB nicnsi
3aTBepAXeHHs); 3MiHu | Tuny - AgmiHicTpaTuBHI

bes
peyenma

UA/4611/02/01
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[IponoBxeHHs nojarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
3MiHW. 3MiHa HaViMeHyBaHHs Ta/abo agpecu
3asiBHMKa (BracHMKa peecTpaliiHoro nocBig4yeHHs) -
3MiHa HalMeHyBaHHs1 3asiBHMKa (BnacHuKa
peecTpauinHoro NocBigYeHHs)
223.) CTPENTOUMA Tabnetku no 300 mr, MAT YkpaiHa MAT "Tanuudgapm”, YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3aMiHu | 3a UA/7258/01/01
no 10 TabneTok y "Tannudapm” YkpaiHa; MAT TUNy - BUNYy4YeHHs i3 cneyudikadii i meTogis peuenmom
ctpuni; no 10 "KviBmegnpenapat", KOHTPOIO nokasHuka "Tanbk " noB'a3aHo 3
Tabnetok y 6nicTepi, YkpaiHa BUIydeHHam 3 Y 2.0 tecTy "BuaHadeHHs Tanbky"
no 1 6nictepy B nadyui (HauioHanbHa YyacTuHa) i3 3aranbHoi cTaTTi Ha
nikapcbki popmu "TabneTkn"; cynyTHsi 3miHa: 3MiHa
y MeToax B1UnpobyBaHHsI FOTOBOro NiKapCbKoro
3acoby (ans npuBeaeHHs y BignoBigHicTb 3 AdY abo
€BponencbKoo apMakorneeto Ta BUNy4YeHHs
MOCUINaHHS Ha 3acTapinuin BHYTPILLHIN MeToq
BMNPOBYBaHHS i NOro HOMeEp) - BUMYYEHHSsI
nocunaHHs 3i cneundgikauii Ha 3acTtapinun
BHYTPILUHIN MeToA BUNPoOyBaHHS i KOro Homep
224 CYPOAKTAHT- cycneHsia ans M.BioTek Benuvka BNEC KaHapa BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3MiHu | 3a UA/15565/01/01
MB iHTpaTpaxeanbHOro Tlimiteq BpuTtaHis BIOYEMIKAIC IHK TMNy - 3MiHa NnapameTpiB cneundikauii Ta/abo peuenmom
BBEAEHHS, 27 mMr/mn; [0NYCTUMMUX MEX rOTOBOTO MikapCbKoro 3acoby (iHLwi
no 3 mn abo no 4 mn, 3MiHW); 3MiHM | TUNY - 3MiHa y MeTodax
abo 5 mn y cprakoHi; BMNPOBYBaHHS rOTOBOrO fikapCbKOro 3acoby
no 1 cprnakoHy y nayui (He3Ha4Ha 3MmiHa y 3aTBepKEeHUX MeToaax
3 KapTOHY BUNPOBYBaHHS); 3MiHu | TMNy - 3miHa Oyab-AKoi
YaCTUHW MaTepiany NepBMHHOI YNaKoBKK, LLO He
KOHTaKTy€e 3 rOTOBMM NiKapCbkUM 3acoboM 3amiHa
antoMiHieBOro 06TUCKHOroO KOBNayka CropsaxXeHoro
kpuwukoto Flip-off Ha antomiHieBUIn 06TUCKHUNI
KOBMa4oK cnopsigxeHoro kpuukoto Flip-off/Tear-off
225/ CYPOAKTAHT- cycneHsia ans M.BioTek Benuvka BNEC KaHapa BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3MiHu | - UA/15566/01/01
MB iHTpaTpaxeanbHOro Tlimiteq BpuTtaHis BIOYEMIKAIC IHK TMNy - 3MiHa NnapameTpiB cneundikauii Ta/abo
BBEAEHHS, 27 mMr/mn; [0NYCTUMMUX MEX rOTOBOTO MikapCbKoro 3acoby (iHLwi
in bulk: no 3 mn abo 4 3MiHW); 3MiHM | TUNY - 3MiHa y MeTodax
mn, abo 5 mny BMNPOBYBaHHS rOTOBOrO fikapCbKOro 3acoby
dnakoHi; no 20 (He3Ha4Ha 3MmiHa y 3aTBepKEeHUX MeToaax
(PNaKoHIB y KapTOHHIN BUNPOBYBaHHS); 3MiHu | TMNy - 3miHa Oyab-AKoi
Kopobui YaCTUHW MaTepiany NepBMHHOI YNaKoBKK, LLO He
KOHTaKTy€e 3 rOTOBMM NiKapCbkUM 3acoboM 3amiHa
antoMiHieBOro 06TUCKHOroO KOBNayka CropsaxXeHoro
kpuwukoto Flip-off Ha antomiHieBUIn 06TUCKHUNI
KOBMa4oK cnopsigxeHoro kpuukoto Flip-off/Tear-off
226. TADJIIOTAH® Kpanni o4Hi, 15 CaHteH AT diHnsHais CaHteH AT, diHnanHgis/ BHECEHHS 3MiH 4O peecTpaliiHnx maTtepianiB:3aMiHu | 3a UA/10158/01/01
Mrk/mn; no 2,5 mny OiHnAnAia AnoHis TUNy - 3MiHM Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenmom
dnakoHi; no 1 (BignoBiganbHui 3a hapmakoHarnsgy. BeegeHHs abo 3miHn go
dnakoHy 3 BTOPWHHE y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
KpanernbHuLeto- nakyBaHHs Ta (BBEAEHHS Yy3aranbHEHWX AaHuX Npo cuctemy

HakiHLiBHUKOM Ta
KPULLKOIO B KAPTOHHIN
Kopobui

BUMYCK cepii);
CaHteH
PapmacbioTikan Ko.,

hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapmakoHarnsgy;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa ans
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
N1a., Cira MnaHT, 34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLLO BOHA
Anonis ("in bulk”, BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
nepBuUHHE 3a 34iicHeHHs1 hapmakoHarnagy (BknoYaym
naxkyBaHHs1) KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
anna cuctemu bapmakoHarnsagy) - yrnoBHoBaxeHa
ocoba 3asiBHMKa, BianoBsiganbHa 3a
apmakoHarnsg: Tapio Kertulla M.D., Ph.D.;
KOHTaKkTHa ocoba yrnoBHOBaXKeHOi 0Cobu 3asiBHMKA,
BiANoBiAanbHOI 3a hapmakoHarnsia B YKpaiHi:
Tatiana Syniuk; agpeca, ae 34ilCcHIOETbCA
JisNbHICTb 3 hbapMakoHarnagy
227 TEMKONNAHIH | niodpiniaat ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnX maTepianiB:3aMiHu | 3a UA/13765/01/01
-OAPMEKC PO34MHY ANst iH'eKUin "OAPMEKC reyn" TMNy - 3MiHK Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenmom
no 400 wmr; 1 donakoH 3 reyn" hapmakoHarnsgy. BeeaeHHs abo 3miHn go
nioginizatom y y3aranbHeHUX AaHux Npo cMcTemy dapmakoHarnsay
KomnnekTi 3 1 (BBEOEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
hnakoHoOM hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
pO34MHHKKa (Boda Ans BiANOBiAANbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
iH'ekuin) no 3,2 mny KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa 4ns
KOHTYPHIln YapyHKOBIN 34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLLO BOHa
ynakosui; no 1 BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
KOHTYPHI YapyHKOBIN 3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
ynakoBLi y navui 3 KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
KapTOHYy hanna cuctemu chbapmakoHarnagy) - amiHa
yMOBHOBaXKeHOi 0cobu 3asiBHMKa, BigMoBiAanbHOI 3a
apmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoBiganbHOI 3a hapmakoHarnsg
228 TEMKONMNAHIH | niodpiniaat ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHX maTepianiB:3MiHu | 3a UA/13765/01/02
-OAPMEKC PO34MHY ANst iH'eKUin "OAPMEKC reyn" TMNy - 3MiHK Wogo 6e3nekn/edekTMBHOCTI Ta peuenmom
no 200 mr; 1 dnakoH 3 reyn" hapmakoHarnsgy. BeegeHHs abo 3miHn go

nioginizatom y
KomnnekTi 3 1
hnakoHoOM
pO34MHHKKa (Boda Ans
iH'ekuin) no 3,2 mny
KOHTYPHIln YapyHKOBIN
ynakosui; no 1
KOHTYPHI YapyHKOBIN
ynakoBLi y navuyi 3
KapToHy; 1 donakoH 3
nioginizatom y
KomnnekTi 3 1
hnakoHoM
pO34MHHKKa (Boda Ans
iH'ekuin) no 3,2 mn y

y3aranbHeHUX AaHuX Npo cucTeMy dapmakoHarnagy
(BBEOEHHS y3aranbHEeHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHA hapmakoHarnsgy;
KOHTaKTHOI ocobu 3 dhapmakoHarnsgy 3asiBHuKa ans
34iMcHeHHs hapMakoHarnsagy B YKpaiHi, AKLLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
hanna cuctemu chbapmakoHarnagy) - amiHa
yNOBHOBaXKeHOI 0CObM 3asiBHMKA, BigMoBiAanbHOI 3a
hapmakoHarnsg. [NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
KOHTYPHIln YapyHKOBIN BiANoBiAanbHOI 3a hapmakoHarnsg
ynakosui; no 15
KOHTYPHUX
YapyHKOBUX YNaKoBOK
Y KOpoO6Lii 3 KApTOHY
229.. TEPA®IIO BI NMOpOLUOK ANsi CK LLseruapis SAMAP OPJTIEAH PpaHuis BHECEHHS 3MiH O peecTpaliiHNX MaTepianis: 3MiHN 6e3 UA/5529/01/01
revny TA 0OpanbHOro po3ynHy; 1 KoHcblomep | Tuny - AaMiHicTpaTnBHi 3MiHW. 3miHa peuenma
3ACTYOMU 3I nakeT 3 nopotukom; 10 Xenckep C.A. HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa (BMacHWKa
CMAKOM nakeTiB 3 MOPOLLKOM Yy peecTpauifnHoro noceigyeHHs). 3MiHa Ha3Bu Ta
JIMMOHA KapTOHHI kopoobLi agpecu 3asiBHUKa. BBegeHHs1 3MiH NpoTAroM 6-tu
MicsiLiB nicns 3aTBepAKeHHs. 3miHm | Tuny -
AaMiHiCTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS
Ta/abo agpecu mMicus NPoBafXeHHSs QiANbHOCTI
BMPOOHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,
BKIIOMAKYM AiNbHWLI BUNYCKY cepii abo micue
NpoBeAEeHHS KOHTPOTIO SIKOCTI. (QiANbHICTb, 3a Ky
BignoBiaae BUpOBHMK/iIMMOPTEp, BKMOYAOYM BUMYCK
cepin). 3miHa agpecu BupobHuka 113 PAMAP
OPJIEAH, ®paHuis, 6e3 3MiHM Micusa BUpOBHULTBA.
3MiHM BHECEHO B iIHCTPYKLIO ANt MeQUYHOro
3aCTOCyBaHHS 040 MiCLIe3HAaX04KEHHS BUPOOHUMKa,
SIK HAcNiAOK — BiANOBIAHI Y TEKCT MapKyBaHHS
yrMakoBKu nikapcbkoro 3acoby. BeBeaeHHst 3amiH
npoTAroMm 6-Tu MicsLiB Nicrs 3aTBEPAXEHHS.
230.f TECAJIH TabneTku, BKpUTI Amakca Benvka lHcaHa CA, Lseruapis BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 3a UA/17262/01/01
NniBKOBOK ®dapma 1T BpuTtaHis Lseruapis TUMY - BUNTYYEHHS BUPOOHUYOI AinbHULI (BKNOYaKYn | peyenmom
obornoHkoto, Ne 20 (nepBuHHE AinbHUUi Ana A®l, npomixHoro npoaykty abo
(10x2), Ne 60 (10x6) y naxkyBaHHs1 roTOBOro Nnikapcbkoro 3acoby, AinbHWLI Ans
6nicTtepax (dhacyBaHHs), npoBeAEeHHS NaKyBaHHs, BUPOOHUKa,
BTOPVHHE BiANOBiAANbLHOroO 3a BUNYCK Cepili, micLe
nakyBaHHS1, npoBeAEeHHs KOHTPOMIo cepii) abo nocTavyanbHMka
MapKyBaHHS1); BMXiZHOrO Marepiany, peareHTy abo JONOMiXHOI
IHTepnabop benn PEYOBMHU (SIKLLO 3a3HAYEHO Y JOChE)
Al, WBenuapis
(KOHTPOMb SIKOCTI);
JTabop LlonniHrep
Al , WBenuapis
(KOHTPOMb SIKOCTI);
Makc Liennep 3boHe
Al, WBenuapis
(BUpOGHMLTBO 3a
NMOBHUM LMKITOM)
231, TUSEPLUUH® TabneTku, BKpUTI 3AT YropwuHa 3AT YropwmHa BHECEHHS 3MiH 4O PeecTpaLinHMX matepianis:amiHu | 3a UA/0175/01/01
NniBKOBO dapmaueBTuy dapmaueBTUYHUN TUMY - NOA4AHHSA OHOBIIEHOrO cepTudikaTy peuenmom
obornoHkoto, no 25 mr HWUI 3aBOf 3aBopa ElIC BignoBigHOCTI €Bponencbkoi hapmakonei Ne R1-
no 50 TabneTok y ErIC CEP 1997-058-Rev 05, Ne R1-CEP 1997-058-Rev

dnakoHi; no 1
(hnakoHy B KAPTOHHIN
ynakoBLUi

04 Big BXe 3aTBEpAKEHOro BupobHuka AdI
nesoMenpomasvHy Mmaneary. 3MiHu y cneumdikauii
CYPOBUHHOrO Martepiany. BknioyeHHs




104

[IponoBxeHHs nojarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
anbTepHaTUBHOIO NocTayarbHUKa O4HOro 3
BMXiAHMX CMOMyK ANnst BUpobHMUTBa
neBoMenpomMasvHy Manearty, BUpObHMYMIA npouec i
cneumngikauis Ha AP| He 3amiHUNucs
232, TUPOTEH® 0,9 MOpPOLLOK Ansi [xeHsanm Hipepnanan | BTOpMHHA ynakoska, Benuka BHECEHHS 3MiH 40 PeecTpaLinHMX MaTepianis: 3MiHN 3a UA/9743/01/01
Mr NPUroTYBaHHsI tOpon B.B. [03BiN Ha BUNYCK BpuTtaHisa/ | Tuny - AamMiHicTpaTnBHi 3MiHW. 3miHa peuenmom
po3uunHy (0,9 mr/mn) cepii: Ipnangis/ HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa (BMacHWKa
ans iH ekuin no 1,1 mr; [xensanm Jlimiten, CLLA peecTpauinHOro NocBiAYeHHs ) - 3MiHa agpecu
2 hnakoHu 3 Benvka bputaHis; 3asiBHMKA
MOPOLLKOM Y BMPOOHULTBO
KapTOHHI kKopoobLi KIHLEeBOro NpoayKTy
(fill/finish), koHTpoNb
cepii, nepBnHHa Ta
BTOPMHHA ynakoBka,
[03BiN Ha BUMYCK
cepii:
[xeHsanm lpnaHg
Tlimiteq, lpnangis;
nepBUHHA ynakoBKa:
Xocnipa IHk., CLUA;
BMPOOHULTBO
Hepo3dacoBaHoi
npoayKuii:
[>xeH3anm
KopnopenwH, CLUA
233.| TIONEHTAN NMopoLUOK (CybcTaHList) MAT YkpaiHa "HOP3EPH JlaTBis BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3MiHu | - UA/0504/01/01
HATPIIO y nakeTax noAaBifHNX "KuiBmegnpen CUHTE3MC" TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu
nonieTuneHoBux Ans apat” 3asiBHMKa (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
BMPOOHMLTBA 3MiHa HalMeHyBaHHs 3asiBHMKa, 6e3 3miH y MKA N13;
CTEePUIbHUX 3anpornoHoBaHo: [NoBHa Ha3Ba AKUiOHepHe
nikapcbknx dopm ToBapucTBo "KuiBmegnpenapar” CkopoyeHa Ha3Ba
MAT "KviBmegnpenapart”
234, TOPEHOO® TabneTku, BKpUTI KPKA, o.4., CnoBeHist KPKA, o.a., Hoo CnoBeHist BHECEHHS 3MiH 0O peecTpaLiiHnX 3a UA/5800/01/01
NniBKOBOK 0BOOHKOI0 HoBo mecTo MecTo maTepianiB:TexHiYHa NOMUIIKa B TEKCTIi MapKyBaHHS | peuenmom
no 1mr, Ne20 (10x2), Ha BTOPWHHIN ynakoBLi Nikapcbkoro 3acoby
Ne30 (10x3), Ne60
(10x6) y bnictepax
235, TOPEHOO® TabneTku, BKpUTI KPKA, o.4., CnoBeHist KPKA, o.a., Hoso CnoBeHisi BHECEHHS 3MiH 0O peecTpaLiiHnX 3a UA/5800/01/02
NniBKOBOK HoBo mecTo MecTO maTepianiB:TexHiYHa NOMUIIKa B TEKCTIi MapKyBaHHS | peuenmom
060MoHKOI0, N0 2 Mr Ha BTOPWHHIN yrnakoBLi Nikapcbkoro 3acoby
Ne20 (10x2), Ne30
(10x3), Ne60 (10x6) y
bnicTtepax
236., TOPEHOO® TabneTku, BKpUTI KPKA, o.4., CnoBeHisi KPKA, o.a., Hoso CnoseHist BHECEHHS 3MiH 0O peecTpaLiiHnX 3a UA/5800/01/03
NniBKOBOK HoBo mecTo MecTo maTepianiB:TexHiYHa NOMMUIIKa B TEKCTIi MapKyBaHHS | peuenmom

060n0HKO10, Mo 3 Mr
Ne20 (10x2), Ne30
(10x3), Ne60 (10x6) y

Ha BTOPWHHIN yrnakoBLi Nikapcbkoro 3acoby
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
bnicTtepax
237, TOPEHOO® TabneTku, BKpUTI KPKA, o.4., CnoBeHist KPKA, o.a., Hoso CnoseHisi BHECEHHS 3MiH 0O peecTpaLiiHnX 3a UA/5800/01/04
NniBKOBOK HoBo mecTo MecTO maTtepianiB:TexHiYHa NOMMUIIKa B TEKCTIi MapKyBaHHS | peuenmom
060mMoHKoI0, No 4 Mr Ha BTOPWHHIN yrnakoBLi Nikapcbkoro 3acoby
Ne20 (10x2), Ne30
(10x3), Ne60 (10x6) y
bnicTtepax
238., TPAHEKCAMO NMopoLUOK (CybcTaHList) MAT YkpaiHa XyHaH [OHITiHT Kutan BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3MiHu | - UA/12870/01/01
BA KUCINOTA y ABOLLAPOBMX "Tannudapm” dapmacbtoTikan Ko., TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu
nonieTuneHoBux JTa. 3asiBHMKa (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
naketax ons 3MiHa HalMeHyBaHHs1 3asiBHMKa, 6e3 3miH y meTogax
BMPOOHMLTBA KOHTPOIO SIKOCTi NikapCbKOro 3acoby;
CTEepUrbHUX Ta 3anpornoHoBaHo: [NoBHa Ha3Ba AKUiOHepHe
HECTepUIbHUX ToBapucTBo "anuudapm" CkopoyeHa Hassa MAT
nikapcbknx gopm "Tannudapm”
239.f TPOKCEPYTUH | nopouwok (cybcTaHuis) MAT YkpaiHa "IHTepdapma lMpara, Yecbka BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3aMiHu | - UA/13777/01/01
y NoABiiHUX "KuiBmegnpen aT." Pecnybnika TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu
nonieTuneHoBux apat” 3asiBHMKa (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
naketax ons 3MiHa HalMeHyBaHHs1 3asiBHMKa, 6e3 3miH y meTogax
BMPOOHMLTBA KOHTPOIO SIKOCTi NikapCbKOro 3acoby;
HEeCTepUIbHUX 3anpornoHoBaHo: [loBHa Ha3Ba AKUiOHepHe
nikapcbknx dopm ToBapucTBo "KuiBmegnpenapar” CkopoyeHa Ha3Ba
MAT "KviBmegnpenapat”
240.. YPCOMAKC kancynu no 250 mr, no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3MiHu | 3a UA/12451/01/01
10 kancyn y 6nictepi, "®APMEKC reyn" TUNy - 3MiHK Wopgo 6e3nekn/edekTMBHOCTI Ta peuenmom
no 1 abo no 5, abo no reyn" hapmakoHarnsgy. BeegeHHs abo 3miHn go
10 GnicTepiB y nayui 3 y3aranbHeHUX AaHux Npo cucTemy dapmakoHarnsay
KapTOHY (BBEAEHHS Y3aranbHEHNX AaHuX Npo cuctTemy
hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa 4ns
34iMcHeHHs hapMakoHarnsagy B YKpaiHi, AKLO BOHa
BiAMiHHa BiA ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34ificHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chapmakoHarnagy) - amiHa
yrNOBHOBaXKeHOi 0cobu 3asiBHKKA, BigMoBiAanbHOI 3a
apmakoHarnsg: NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BigNoBiAanbHOI 3a hapmakoHarnsg
241./ YPCOMAKC kancynu no 250 mr in TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3MiHu | - UA/15704/01/01
bulk Ne 1000: no 1000 "OAPMEKC reyn" TMNy - 3MiHK Wopgo 6e3nekn/edekTMBHOCTI Ta
Kancyn y noggiviHux reyn" hapmakoHarnsgy. BeeaeHHs abo 3miHn go

nonieTuneHoBmnx
naketax y

y3aranbHeHWX JaHuX Npo cucTeMy hapMakoHarnsgy
(BBELEHHS y3aranbHEHUX JaHUX PO CUCTEMY
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
NNacTUKOBMX hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
KOHTemnHepax; in bulk BiANOBiAaNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
Ne 13500: no 13500 KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHVKa Ans
Kancyn y noggiviHux 34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLLO BOHa
nonieTuneHoBnx BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
nakeTtax y 3a 34ificHeHHs1 hapmakoHarnagy (BknoYaym
NNacTUKOBMX KOHTaKTHi AaHi) Ta/abo 3MiHKM y pOo3MilLleHHi MacTep-
KOHTenHepax hanna cuctemu chbapmakoHarnagy) - amiHa
yNOBHOBaXKeHOi 0cobu 3asiBHMKA, BigMoBiAanbHOI 3a
hapmakoHarnsg: NponoHoBaHa peaakuis:
Tonokeeny Bonogumup tOpinoBuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoOBiAanbHOI 3a hapmakoHarnsg
242/ ®AMOTHMOUH NopoLUoK (CybcTaHList) MAT YkpaiHa YKYIPA (KOHioH Icnanis BHECEHHS 3MiH 4O peecTpaliiHux maTtepianiB:3aMiHu | - UA/1045/01/01
y nakeTax NoABifHNX "KuiBmegnpen Kyimiko TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu
nonieTuneHoBux Ansi apat” dapmaueBrTika, 3asiBHMKa (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
BMPOOHMUTBA C.A) 3MiHa HalMeHyBaHHs1 3asiBHMKa, 6e3 3miH y meTogax
HEeCTepuIbHUX KOHTPOIO SIKOCTi NikapCbKoro 3acoby;
nikapcbknx dopm 3anpornoHoBaHo: [oBHa Ha3Ba AKUiOHepHe
ToBapucTBo "KniBmegnpenapar” CkopoyeHa Ha3Ba
MAT "KviBmegnpenapat”
243.f ®PAMOTMNOUH- niodinisat ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnuX maTepianiB:3MiHu | 3a UA/14868/01/01
DAPMEKC PO34MHY ANS iH eKuin "OAPMEKC reyn" TUNy - 3MiHK Wopgo 6e3nekn/edekTMBHOCTI Ta peuenmom
no 20 mr 5 donakoHiB 3 reyn" hapmakoHarnsgy. BeeaeHHs abo 3miHn go
nioginizatom (3 y3aranbHeHUX AaHux Npo cucTemy dapmakoHarnsay
MapKyBaHHsIM (BBEOEHHS y3aranbHEeHNX AaHuX Npo cuctTemy
YKpaiHCbKO MOBOI)) Y hapmakoHarnsigy, 3aMiHa yrnoBHOBaXeHOi ocobu,
KOHTYPHIln YapyHKOBIN BiANOBiAANbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
ynakosui; no 1 KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa 4ns
KOHTYPHIl YapyHKOBIN 34iMcHeHHs papMakoHarnsagy B YKpaiHi, AKLO BOHA
ynakoBLi B nayui 3 BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BianoBiganbHOI
KapTOHY 3 3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
MapKyBaHHSAM KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
YKpaiHCbKO Ta hanna cuctemu chbapmakoHarnagy) - amiHa
POCICbKOI0 MOBaMu yMOBHOBaXKeHOI 0Cobu 3asiBHMKA, BigMoBiAanbHOI 3a
apmakoHarnsg. NponoHoBaHa peaakuis:
Tonokesny Bonogumup tOpinosuy. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANoOBiAanbHOI 3a hapmakoHarnsg
244, ®EPCIHON PO34MH ANs iH'eKUin, yorPna Benvka dapmaBixH CaH. Be TypevunHa BHECEHHS 3MiH 4O peecTpaliiHnX maTepianiB:3aMiHu | 3a UA/14652/01/01
100 mMr/2 mn no 2 mn MEOMUMH BpuTtaHis Tipx. A.LL. TUNy - 3MiHK Wopgo 6e3nekn/edpekTMBHOCTI Ta peuenmom
pO34MHYy B amnyrii; no JIIMITEL hapmakoHarnsgy. BeegeHHs abo 3miHn go

5amnyny
YapyHKOBOMY OTKY Ta
KapTOHHI kopoobLi

y3aranbHeHVX AaHNX Npo cUcTemy hapmakoHarnsay
(BBEOEHHS y3ararnbHEHUX JaHuX MPo CUCTEMY
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanbHOI 3a 3AiNCHEHHA hapMakoHarnsgy;
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n 3acoby rnoceid4yeHHs1
KOHTaKTHOI ocobu 3 hapmakoHarnsigy 3asiBHuKa a4ns
34iMCHeHHs papMakoHarnsagy B YKpaiHi, AKLLO BOHa
BiAMiHHa Big ynoBHOBaXkeHOi ocobw, BignoBiganbHOI
3a 34iicHeHHs1 hapmakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pOo3MilLleHHi MacTep-
hanna cuctemu chapmakoHarnagy) - amiHa
yNOBHOBaXKeHOi 0cobu 3asiBHKKa, BigMoBiganbHOI 3a
34iicHeHHs hapmakoHarnsigy: NponoHoBaHa
pepakuis — MeBcim Inbkbaxap OiHvenb / Mrs.
Mevsim llkbahar Dincel.
3MiHa KOHTaKTHUX AaHUX YMOBHOBaXEHOI ocobu
3asBHMKa, BiANOBIiAanNbHOI 3a 34iACHEHHS
hapmakoHarnsigy. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOI 0cobu, ynoBHOBaXKeHOi ocobu 3asiBHMKA,
BiANOBiAanNbHOI 3a 3AiNCHEeHHA hapMakoHarnsgy B
YkpaiHi. 3amiHa micLe3HaxomKeHHst macTep-darina
cuctemn hapmakoHarnsagy. 3amiHa micus
30iNCHEHHSI OCHOBHOI AiANbHOCTI 3 ddapmakoHarnsgy
245.| ®INAMOIPENb | Ttabnetku, BKpUTI AHaHTa Benvka ApTypa IHgis BHECEHHS 3MiH 4O peecTpaliiHnux maTepianis:3aMiHu | 3a UA/7441/01/01
75 nniBKOBOO Megikeap JlTa. BpuTtaHis dapmacbioTikan3 MMy - 3MiHM 0 [HCTpyKUii NS MeguyHoro peuenmom
060roHKot0, No 75 mMr Mer. IT4., IHAais; 3acTocyBaHHS nikapcbkoro 3acoby Ao posainy
no 10 TabneTok y dnamiHro "B3aemMogis 3 iHWwMMK nikapcbkumu 3acobamm Ta
6nictepi; no 1, 3 abo dapmacbioTukanc iHWi BMAM B3aemopain" woao 6eaneku airoyoi
10 GnicTepiB y nayui N1a., IHais pe4oBMHU 3a pekoMmeHaauieto PRAC-EMA.
BBegeHHs1 3miH npotarom 3-x micsUiB nicns
3aTBEPAXEHHS
246. onyimyuun TabneTku Wwunyyi no "3AMBOH ITanisa 3amboH Lseruapis BHECEHHS 3MiH 4O peecTpaliiHuX maTtepianiB:3MiHu | 6e3 UA/3083/01/01
600 mr no 2 Tabnetku C.NA" CeiTuepnang JlTa. TUMY - NOAAHHS OHOBIIEHOrO cepTudikaTy peuenma
y bniictepi; no 5 BignosigHOCTI €Bponencobkint papmakonei R1-CEP
OnicTepiB y KApTOHHIN 1996-070-Rev 08 ansa A®| auetTmnuncTeiH Bia
navui 3aTBepAXeHOro BUPObHUKa
247.f ®TANA30N NopoLUOK (CybcTaHList) MAT YkpaiHa J1a6. Ocpivem B.B. HigepnaHan | BHeECEHHsi 3MiH 4O peecTpauinHuxX Matepianis:aminm | - UA/1408/01/01
y nakeTax noABifHNX "KuiBmegnpen TUny - 3MiHa HaMeHyBaHHS Ta/abo agpecu
nornieTuneHoBux Ansi apat” 3asiBHMKa (BracHVKa peecTpaLiiHoro nocBig4yeHHs) -
BMPOOHMLTBA 3MiHa HalMeHyBaHHs1 3asiBHMKa, 6e3 3miH y meTogax
HEeCTepuIbHUX KOHTPOIO SIKOCTi NlikapCbKOro 3acoby;
nikapcbknx dopm 3anpornoHoBaHo: [loBHa Ha3Ba AKUiOHepHe
ToBapucTBo "KniBmegnpenapar” CkopoyeHa Ha3Ba
MAT "KviBmegnpenapart”
248.f ®TANA30N Tabnetku no 500 mr, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHX maTepianiB:3MiHu | 6e3 UA/2310/01/01
no 10 TabneTok y "KuiBmegnpen "KviBmegnpenapat” TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu peuenma
6nictepax; no 10 apat” 3asiBHMKa (BracHVKa peecTpaLiiHoro nocBig4yeHHs) -

TabneTok y 6nicTepi;
no 1 6nictepy B nayui

3MiHa HalMeHyBaHHs 3asiBHMKa, 6e3 3miH y MKA N13;
3anpornoHoBaHo: [NoBHa Ha3Ba AKUiOHepHe
ToBapucTBo "KuiBmegnpenapar” CkopoyeHa Ha3Ba
MAT "KuiBmegnpenapart"; 3miHu | Tuny - amiHa Ha3Bu
BMPOOHMKA rOTOBOrO NikapcbKoro 3acoby, 6e3 3miH y
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[TpooBkeHHs noaarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
MKA I3 (3aTBepaxeHo: MAT "KvuiBmegnpenapart"),
6e3 3MiH B iHCTPYKLii 4N MEAWYHOro 3aCTOCYBaHHsI
Ta 'y TeKCTi MapKyBaHHS MikapcbKoro 3acoby;
3anpornoHoBaHo: [oBHa Ha3Ba AKUiOHepHe
ToBapucTBo "KuiBmegnpenapar” CkopoyeHa Ha3Ba
MAT "KviBmegnpenapart”
249, dYLUC® Tabnetkn no 50 mr no KYCYM IHgis KYCYM XENTXKEP IHgis BHECEHHS 3MiH 4O peecTpaliiHnX maTepianis:3aMiHu | 3a UA/7617/01/01
4 abo no 10 TabneTtok XENTXKEP NBT NTO TMNy - 3MiHa y MeTofax BunpobyBaHHs roTOBOro peuenmom
y 6niictepi; no 1 MBT NTO nikapcbkoro 3acoby - BHECEHHSA HE3HAYHNX 3MiH 00
6nicTepy B KapTOHHIN METOAMKM 3@ MOKa3HUKOM «PO34MHEHHSs1», a came —
ynakoBLi YTOYHEHHS1 06’EMY iHXeKLiT TECTOBOro po3umHy Ta
PO34MHY MOPIBHAHHS 3 METOI rapMOHi3aLii 3 iHLWKMK
[j03aMun faHoro npenapary
250.] XITAKCA TabneTku, Wo AT "Anaven MonbLua BMPOOHMLTBO 32 peuis/ BHECEHHS 3MiH O peeCcTpaLiiHNX MaTepianis: 3MiHN 6es UA/15529/02/02
ONCMepryTbes B dapma" MOBHUM LMKITOM: Monbuwa | Tuny - 3miHn 3 AkocTi. FoTOBMIA Nikapcbkui 3acib. peuenma
POTOBI MOPOXHUHI NO xeHnacpapm C.A., 3MiHM y BUpoBHULTBI. 3MiHa iMnopTepa/3aMiHu, Wwo
5 wr, no 10 TabneTtok [peuis; CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTI
y bniictepi, no 1 BMPOOHMK roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
bnicTepy y KapTOHHIN BiAnoBiaanbHUA 3a [0[aBaHHA BUPOOHMKA, LLO BiANOBIiAaE 3a BBE3EHHSI
Kopobui BUMYCK Cepii, He Ta/abo BMNycK cepii) - He Bknovaoum
BKIOYAKYU KOHTpOnb/BUNpobyBaHHs cepii. 3miHa BUpobHuka J13
KOHTPOIb: BiANOBiAanbHOro 3a BUNYyck cepii. BBegeHHs 3MiH
AT «Anamen npoTAroMm 6-Tu MicsAUIB NiCns 3aTBEPAXEHHS.
Papmay, MNonbLia
251. XITAKCA TabneTku, Wo AT "Anaven MonbLua BMPOOHMLTBO 3a peuis/ BHECEHHS 3MiH O peeCcTpaLiiHNX MaTepianis: 3MiHN 6es UA/15529/02/01
ONCMepryTbes B dapma" MOBHUM LMKITOM: Monbuwa | Tuny - 3miHn 3 AkocTi. Fo0TOBMIA Nikapcbkui 3acib. peuenma
POTOBI MOPOXHUHI NO xenacpapm C.A., 3MiHM y BUpoBHULTBI. 3MiHa iMnopTepa/3aMiHu, Wwo
2,5 wmr, no 10 [peuis; CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTI
Tabnetok y 6nicTepi, BMPOOHMK roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
no 1 abo 3 6nictepn y BiAnoBiaanbHUA 3a [0[aBaHHA BUPOOHMKA, LLO BiANOBIiAaE 3a BBE3EHHSI
KapTOHHI kKopoobLi BUMYCK cepii, He Ta/abo BMNyck cepii) - He Bknovaoum
BKIOYAYU KOHTPOInb/BUNPOBYBaHHSA cepii - 3MiHa BUPOOHUKa
KOHTPOIb: J13 BignosiganbHoro 3a BMNyck cepii. BBegeHHs 3miH
AT «Anamen NpoTAroM 6-Tu MicsALIB NiCns 3aTBEPAXEHHS.
Papmay, MNonbLia
252.) XITEH Tabnetku no 4 mMr no AypobiHao IHgis AypobiHgo ®apma IHgis BHECEHHS 3MiH 4O peecTpaliiHX maTepianiB:3aMiHu | 3a UA/11822/01/01
10 Tabnetok y dapma Jltg Timiteq (FOHiIT 111) MMy - 3MiHM 80 [HCTpyKUii NS MeguyHoro peuenmom
6nictepi; no 3 3acTocyBaHHS nikapcbkoro 3acoby Ao posainy
6nictepu pasom 3 1 "MoGivHi peakuii" BignoBigHO 4O pekoMeHaaLin
calle cunikarenio B PRAC. BBegeHHs1 3MiH NpoTsirom 6-Tu micauiB nicns
TPULIApPOBOMY 3aTBEPAXEHHS
antoMiHieBOMY nakeTi;
no 1 nakeTy y nayui 3
KapTOHY
253. XITEH Tabnetky no 8 mr no AypobiHao IHgis Aypobingo ®apma IHgis BHECEHHS 3MiH 4O peecTpaliiHnx matepianiB:3aMiHu | 3a UA/11822/01/02
10 Tabnetok y dapma Jltg Timiteq (FOHiIT 111) UMy - 3MiHM 80 [HCTpyKUii NS MeauyHoro peuenmom

6nictepi; no 3
6nictepu pasom 3 1
calle cunikareno B

3acTocyBaHHS nikapcbkoro 3acoby Ao pos3ainy
"MoGivHi peakuii" BignoBigHO 4O pekoMeHaaLin
PRAC. BBegeHHs1 3MiH NpoTsirom 6-Tu MicsuiB nicns
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[TpooBkeHHs noaarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
TPULIApOBOMY 3aTBEPAXEHHS
antoMiHieBOMY nakeTi;
no 1 nakeTy y nayui 3
KapTOHY
254. XJITOPTrEKCuUg pO34uMH Ansi MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 6e3 UA/14616/01/01
WH-BIOJA 30BHILLHBOrO dapmaueBTuy dapmaueBTUYHa TUMY - OHOBJIIEHHS BXXE 3aTBEPAXKEHOro TEKCTY peuenma
3actocyBaHHs 0,05% Ha chabpuka dabpuka "Biona" MapKyBaHHS! MEPBUHHOI Ta BTOPMHHOI ynakoBku J13 3
no 100 mn y dprakoHi "Biona" BHECEHHSIM [04aTKOBOI iHopMmaLii (BHECEHHS
noniMmepHomy, no 1 no3Ha4yeHb OOMHULIb BUMIPIOBaHHS, 3
nakoHy B nauyui, no BMKOPUCTaHHSIM FliTep NaTUHCLKOro andas.ity,
100 abo no 200 mn y TOLL0); BHECEHHSA 3MiH 0 po3ainy “MapkyBaHHsA"
nakoHi noniMepHoMy METO/IB KOHTPOMIO AKOCTi NiKapcbKoro 3acoby;
3anpornoHoBaHo: «3riAHO 3aTBEPAXEHOro TEKCTY
MapKyBaHHs1». BBe4eHHs 3MiH NpoTArom 6-tu
MicsLiB nicns 3aTBepAXKEHHS
255. XJITOPrekcug po34uH (cybcTaHuis) y MAT YkpaiHa Oiwman Biotex IHgis BHECEHHS 3MiH 4O peecTpaliiHnX maTtepianiB:3aMiHu | - UA/13278/01/01
UHY nonieTuneHoBux "KuiBmegnpen Tlimiteq TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu
OUIMIOKOHAT, | koHTenHepax ans apat” 3asiBHMKa (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
20% PO34YUMH BMPOGHMLTBA 3MiHa HalMeHyBaHHs1 3asiBHMKa, 6e3 3miH y meTogax
HEeCTepuIbHUX KOHTPOIO SIKOCTi NikapCbKOro 3acoby;
nikapcbknx dopm 3anpornoHoBaHo: [loBHa Ha3Ba AKUiOHepHe
ToBapucTBo "KuiBmegnpenapar” CkopoyeHa Ha3Ba
MAT "KviBmegnpenapart”
256, XYMAJIOIr® cycneHsis ans Eni Ninni Hinepnangu Ninni ®paHc ®paHuisa BHECEHHS 3MiH 4O peecTpaliiHMX maTtepianiB:3aMiHm | 3a UA/8352/01/01
MIKC 25 nigLwKipHoro Henepneng TMNy - 3MiHa y MeTofax BunpobyBaHHs roTOBOro peuenmom
BBeaeHHs, 100 B.B. nikapcbKoro 3acoby - 4oAaBaHHsI anbTepHaTUBHOIO
MO/mn, no3 Mny aHanituyHoro metogy (UPLC) aons tecty
CKISTHOMY KapTpuaxi; «OpHOpIAHICTb HAaNOBHEHHS Y. 3MiHa
no 5 kapTpuaxis y moawndikoBaHoro ctaHgapty Mil-Std 414 Ha
KapTOHHI/ ynakoBLL; ANSI/ASQ Z 1.9 (3miHeHO nuLe HaiMeHyBaHHS) 3a
no 3 MmN y CKNsHOMY KpUTEpieM NPUNHATHOCTI TecTy «OQHOpIAHICTb
KapTpuoxi, HaNoBHEHHS»; 3MiHM || TNy - 3MiHa y MEPBUHHI
BKNaAEHOMY Yy LUMpuL- yrakoBLi FOTOBOr0 NiKapCbKOro 3acoby - AoAaBaHHS
pyuky KBikleH; no 5 HOBOrO (anbTEePHATMBHOIO) YLLiNMbHIOKYOro AUCKY
wnpuy-pyyok KeikleH (KOMMOHEHTY YNaKoBKW AN KAapTPUAXKIB)
Y KApTOHHI ynakoBUi
257.| XYMIPA® PO34MH AN iH'eKUin, E66Bi LLisevinapis Bettep ®apma- Himeuyunna BHECEHHS 3MiH 4O PeecTpaLinHMX MarepianiB:amiHu | 3a UA/13612/01/01
40 mr/0,8 mn; no 0,8 Biogpapmacbto ®epriryHr 'm6X i Ko. TUMY - BHECEHHSI 3MiH A0 p. YNakoBka, a came peuenmom
MIT PO3UUHY Y Tikan3 M'mM6X Kl , HimeyuunHa BMAaneHHs indopmadii woao gogatkie (IHCTpyKuUisa

nonepeaHL0
HanoBHEHOMY
0[IHO[,030BOMY
Lwnpwui; no 1 wnpuuy
pa3om 3 1 cepBeTKOI0,
npocsikHyTo 70%
isonponinosmm
CMUPTOM, BMiLLEHi Y
KOHTYPHY YapyHKOBY
ynakoBky; no 1 abo 2

(BTOpUHHE
nakyBaHHs ); Bettep
dapma-PepTiryHr
mM6X i Ko. KT,
Himeuyunna
(nikapcbka gopma,
nepBuHHE
nakyBaHHs ); Bettep
dapma-PepTiryHr
m6X i Ko. KT,

ONnsi CamMOCTINHOrO BBEEHHSA npenaparty Ta
iHbopmaLiHa KapTka nauieHTa) siki BKnagatlTbCcs B
KapTOHHY KOPOGKY pa3oM 3 iHCTPYKUiEto Ansi
MEeAMYHOro 3acTOCyBaHHS; 3MiHu |l Tuny - 3miHn go
iHCTPYKUIT 4Nsi MeQU4HOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao posainis "Cnocit
3acTocyBaHHs Ta go3un" Ta "lMobiyHi peakuii”.
BBegeHHsi 3miH npoTaroM 6-tu micsuiB nicns
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Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1

LWINPMUK (Y KOHTYPHIN HimeyunHa 3aTBepAXeHHs

YapyHKOBIl ynakoBLi 3 (nikapcbka opma,

1 CepBeTKOI KOXEH) Y nepBuUHHE

KapTOHHI kopobui; nakyBaHHs1); EGGBI

PO34MH ANs iH'eKUin, BioTekHonoaxi

40 mr/0,8 mn; no 0,8 mM6X, HimeyumHa

My cpnakoHi ons (Bunyck cepii );

0OHOPa30BOro EG66BI

BMKOPUCTaHHS; no 1 BioTekHonoaxi

dnakoHy, 1 'm6X, HimevunHa

CTEPUITbHOMY LLUNpULY, (Bunyck cepii );

1 cTepunbHiv ronui, 1 E668i JonuneHg

CTEepUIbHOMY 'm6X i Ko. KT,

apanTepy Ans Himeuwunna

nakoHa, 2 (TecTyBaHHs )

cepBeTKaMu

(npocskHyTUMK 70 %

isonponinosmm

cnupTom) y Habopi y

BHYTPILLHIN KAPTOHHI

kopobui; no 2 Habopu

Y 30BHIiLLHIA KAPTOHHIN

Kopobui
258, XYMIPA® PO34MH AN iH'eKUIn, E66Bi LLiBevinapis BetTep ®apma- Himeuyunna BHECEHHS 3MiH 4O PeecTpaLinHMX MartepianiB:amiHu | 3a UA/16818/01/01

20 mr/0,2 mn; no 0,2 Biogpapmacbto ®epriryHr 'm6X i Ko. TUMNY - BHECEHHSI 3MiH A0 p. YNakoBka, a came peuenmom

MIT PO3UUHY Y Tikan3 M'mM6X KI, HimeuyunHa BMAaneHHs indopmadii woao gogatkis (IHCTpyKuUisa

nonepegHbL0 (BUpOGHULTBO ONsi CaMOCTINHOrO BBEEHHSA npenapary Ta

HaNnoBHEHOMY nikapcbKoro 3acoby, iHbopmaLiHa KkapTka nauieHTa) siki BKnagatlTbCcs B

0OHOO030BOMY nepBuUHHE KapTOHHY KOPOOGKY pa3oM 3 iHCTPYKUiEto Ansi

Lwinpwui, no 1 wnpuuy nakyBaHHs1); Bettep MEeAMYHOro 3acTOCyBaHHS; 3MiHu |l Tuny - 3miHn go

pa3om 3 1 cepBeTKOI0, dapma-PepTiryHr iHCTPYKUIT ANsi MeQU4HOro 3acToCyBaHHS

npocsikHyTo 70 % m6X i Ko. KT, nikapcbkoro 3acoby Ao posainis "Cnocit

isonponinosum HimeyunHa 3acTocyBaHHs Ta go3un" Ta "lMobiyHi peakuii”.

cnupTom (B (BTOpPUHHE BBegeHHsi 3miH npoTaroM 6-tu micsuiB nicns

namiHoBaHoMy nakyBaHHs1); EGGBI 3aTBepAXeHHs

nonietTuneHom BioTekHonoaxi

nanepi), BMilLyOTb y 'm6X, HimevunHa

KOHTYPHY YapyHKOBY (Bunyck cepii );

yMakoBKy; no 2 E668Bi JonuneHa

LWINPMUK (Y KOHTYPHIN 'm6X i Ko. KT,

YapyHKOBIl ynakoBLji 3 HimeyunHa

1 CepBEeTKOI KOXEH) Y (TecTyBaHHs)

KapTOHHI kopobui
259, XYMIPA® PO34MH AN iH'eKUin, E66Bi LLiBevinapis BetTep ®apma- Himeuyunna BHECEHHS 3MiH 4O PeecTpaLinHMX MarepianiB:amiHu | 3a UA/16818/01/02

40 mr/0,4 mn; no 0,4 Biogpapmacbto ®epTiryHr 'm6X i Ko. TUNY - BHECEHHSI 3MiH A0 p. YNakoBka, a came peuenmom

MIT PO3UUHY Y Tikan3 M'm6X KI, HimeuyunHa BMAaneHHs iHdopmadii woao gogatkie (IHCTpyKUisa

nonepegHbL0 (BUPOGHULTBO ONsi CaMOCTINHOrO BBEEHHA npenapary Ta
HanoBHEHOMY nikapcbKoro 3acoby, iHbopmaLiHa KkapTka nauieHTa) siki BKnagalTbCs B
0OHOO030BOMY nepBUHHE KapTOHHY KOPOGKY pa3oM 3 iHCTpYKUie ansi
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[IponoBxeHHs nojarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1
Lwnpuui; no 1 wnpuuy nakyBaHHs); Bettep MEeANYHOro 3acTOCyBaHHS; 3MiHu |l Tuny - 3miHn go
pa3om 3 1 cepBeTKOI0, dapma-PepTiryHr iHCTPYKUIT 4Nsi MeQu4HOro 3acToCyBaHHS
npocsikHyTo 70 % m6X i Ko. KT, nikapcbkoro 3acoby Ao posainis "Cnocid
isonponinosum HimeyunHa 3acTocyBaHHs Ta go3un" Ta "lMobiyHi peakuii”.
cnupTtom (B (BTOpPUHHE BBegeHHsi 3miH npoTaromM 6-tu micsuiB nicns
namiHoBaHoOMy naxkyBaHHs1); EGGBI 3aTBepAXeHHs
nonietTuneHom BioTekHonoaxi
nanepi), BMiLLyOTb y 'm6X, HimevunHa
KOHTYPHY YapyHKOBY (Bunyck cepii); E66BI
yMakoBKy; Mo 2 Oovuneng Mm6X i
LWINPUUK (Y KOHTYPHIN Ko. KI', HimewunHa
YapyHKOBIl ynakoBLj 3 (TecTyBaHHs)
1 CepBEeTKOI KOXEH) Y
KapTOHHI kopobuli
260.] LE®A3ONIH NMopoLUOK (CybcTaHList) MAT YkpaiHa Linny AHTiBioTike Kutan BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3aMiHu | - UA/16736/01/01
HATPIIO Yy KOHTenHepax "KuiBmegnpen dapmac'ioTikan Ko., TUny - 3MiHa HaMeHyBaHHS Ta/abo agpecu
CTEPUNbHUA antoMiHieBMx ons apat” Jitg 3asiBHMKa (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
hapmaLeBTUYHOIO 3MiHa HalMeHyBaHHS 3asiBHMKa, 6e3 3miH y MKA N13;
3acToCyBaHHS 3anpornoHoBaHo: [NoBHa Ha3Ba AKUiOHepHe
ToBapucTBo "KuiBmegnpenapar” CkopoyeHa Ha3Ba
MAT "KviBmegnpenapart”
261.| LE®A3OIIH- NMOPOLUOK ANS1 PO3YMHY My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnX maTepianiB:3aMiHu | 3a UA/4616/01/01
BX®3 anst iv'ekuin no 500 aKuioHepHe aKuioHepHe TUNY - NnogaHHsA oHoBrneHoro CepTudikary peuenmom
mr, 1 dpnakoH 3 TOBapuCTBO TOBapuCTBO BignosigHoOCTi €Bponencokint papmakonei R1-CEP
nopowukom; 1 dpnakoH "HaykoBo- "HaykoBo- 1996-083-Rev 06 Big BXe 3aTBEpPOXXEHOrO
3 NMOPOLLKOM Y nayi 3 BMPOOHMYUN BMPOOHMYMUN BMpobHuka ACD Dobfar S.p.A., Itania ana A®I
KapToHy; 5 donakoHiB 3 LeHTp ueHTp"bopLuariBcbk uedasoniHy HaTpieBOi coni BHAcNigoK 3MiHW agpecu
NMOpOLLKOM Y KaceTi; no | "bopLiariBcbk Ui XiMiko- BMPOOHMKaA
1 kacerTi B neHani 3 Ui Ximiko- hapmaLeBTUYHUN
KapToHy; 1 donakoH 3 hapmaLeBTny 3aBoqg"
MOPOLLUKOM Y HWI 3aBog"
KomnnekTi 3 1
aMnyrnow PO34MHHUKA
(Boga ons iH'ekuin) no
5 mn y kaceri; no 1
kaceTi B nayui; 1
(hNaKkoH 3 NOPOLLKOM Y
KomnnekTi 3 1
aMnyrnow PO34MHHUKA
(Boga ons iH'ekuin) no
5 Mn B navui 3
KapTOHHOIO
neperopoako
262.) LE®A3OIIH- NMOPOLUOK ANS1 PO3YMHY My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 3a UA/4616/01/02
BX®3 anst iv'ekuin no 1000 aKuioHepHe aKuioHepHe TUNY - NogaHHsA oHoBrneHoro CepTudikary peuenmom
mr, 1 donakoH 3 TOBapunCTBO TOBapunCTBO BignosigHOCTI €Bponencokint papmakonei R1-CEP
nopowukom; 1 dpnakoH "HaykoBo- "HaykoBo- 1996-083-Rev 06 Big BXe 3aTBEpPOXXEHOrO
3 MOPOLLKOM Y nayi 3 BMPOOHMYUN BMPOOHMYMUN BMpobHuka ACD Dobfar S.p.A., Itania ana A®I
KapToOHy; 5 onakoHiB 3 LEeHTp ueHTp"bopuiariBcbk uedasoniHy HaTpieBOi coni BHAcNigoK 3MiHW agpecu




112 [TpooBkeHHs noaarka 3

Ne Hazea @Popma sunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymoeu Homep
n/ JNiKapcbK020 eidnycKky | peecmpauiliHo2o
n 3acoby rnoceid4yeHHs1

NMOpPOLLUKOM Y KaceTi; no | "bopLiariBcbk Ui Ximiko- BMPOOHMKa

1 kacerTi B neHani 3 Ui Ximiko- hapmaLeBTUYHUN

KapToHy; 1 donakoH 3 hapmaLeBTmy 3aBog"

NMOPOLLUKOM Y HWI 3aBog"

KomnnekTi 3 1

aMnyrnow PO34MHHUKA

(Boga ons iH'ekuin) no

5mnabono 10 mny

kaceTi; no 1 kaceTi B

navui; 1 donakoH 3

MOPOLLIKOM Y

KomnnekTi 3 1

aMnyrnow Po34MHHUKA

(Boga ons iH'ekuin) no

5mnabono 10 mn B

navwi 3 KapTOHHO

neperopoako
263.) LE®OTAKCUM | nopoLuok Anst po3vmHy My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHuX maTepianiB:3MiHu | 3a UA/4252/01/01

-BX®P3 ans iH'ekuin no 500 aKuioHepHe aKuioHepHe TUny - 3MiHu 3 sikocTi. [OTOBMIA Nikapcbkuii 3acib. peuenmom

mr; donakoH Ne1 (6e3 TOBapuCTBO TOBapuCTBO CucTtema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa

nadvku): no 55 "HaykoBo- "HaykoBo- pO3Mipy ynakoBK/ roTOBOro MikapCbKoro 3acoby

(bNaKoHiB 3 NOPOLLKOM BMPOOHMYUN BMPOOHNYUIA LLEHTP (BUNYYEHHS yrakoBKM MEBHOrO pPo3Mipy) -

y KopobLi; hriakoH LeHTp "BopLariBCbknmn BUITyYEHHS MEBHOI YNaKkoBKU: M0 5 hnakoHiB 3

Ne1 (y mayui): no 1 "BopLuariBcbk XimiKo- NMOPOLLKOM Y KaceTi, no 1 kaceTi B neHani; no 1

(hnakoHy 3 NOPOLLKOM Ui Ximiko- hapmaLeBTUYHUN (hnakoHy 3 MOPOLLUKOM Y KOMMIEKTi 3 PO3YMHHUKOM

y nauui; dpnakoH Ne1 hapmaLeBTmy 3aBopg" (Boga ans iH'ekuin) no 5 mn B amnyni B kaceTi, no 1

(y nayui): no 1 HUI 3aBoa” KaceTi B nayui, 3 BignoBigHMMM 3MiHamMu y po3gini

(hnakoHy 3 NOPOLLKOM "YnakoBka". 3MiHN BHECEHI B iHCTPYKLi0 Ans

Yy KOMMMEeKTi 3 MeanyHOoro 3actocyBaHHsi 113 y p. "YnakoBka" 3

PO34MHHMKOM ( BoAda BiAMOBIAHMMW 3MiHaMU B TEKCTi MapKyBaHHS

anst iv'exuin) no 5 mn B ynakoBok (BBegeHHs 3miH npoTaroMm 3-x micsiuiB

amnyni B nayui 3 nicns 3aTBepOXKEHHS)

KapTOHHOIO

neperopoako
264.) LE®OTAKCUM | nopoLuok Anst po3vmHy My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 4O peecTpaliiHnX maTepianiB:3MiHu | 3a UA/4252/01/02

-BX®P3 ans iH'ekuin no 1000 aKuioHepHe aKuioHepHe TUny - 3MiHu 3 sikocTi. [OTOBMIA Nikapcbkuii 3acib. peuenmom

mr; donakoH Ne1 (6e3 TOBapuCTBO TOBapunCTBO CucTema KoHTelHep/3akynoptoBanbHui 3aci6. 3miHa

nadvku): no 55 "HaykoBo- "HaykoBo- pO3Mipy ynakoBKW roTOBOro MikapCbKoro 3acoby

(bNaKoHiB 3 NOPOLLKOM BMPOOHMYUN BMPOOHWYUIA LLEeHTP (BUNYYEHHS! yakoBKM MEBHOrO pPo3Mipy) -

y KopobLi; hriakoH LEeHTp "BopLariBCbknmn BUITY4YEHHS MEBHOI YMaKkoBKU: M0 5 hnakoHiB 3

Ne1 (y mayui): no 1 "BopLuariBcbk XimiKo- NMOPOLLKOM Y KaceTi, no 1 kaceTi B neHani; no 1

(hnakoHy 3 NOPOLLKOM Ui Ximiko- hapmaLeBTUYHUN (hnakoHy 3 MOPOLLUKOM Y KOMMIEKTi 3 PO3YMHHUKOM

y nauui; dpnakoH Ne1 hapmaLeBTmy 3aBog" (Boga ans iH'ekuin) no 5 mn B amnyni B kaceTi, no 1

(y nayui): no 1 HWI 3aBoa” KaceTi B nayui, 3 BignoBigHMMM 3MiHamMu y po3gini

(hnakoHy 3 NOPOLLKOM
Yy KOMMMEeKTi 3
PO34MHHMKOM ( BoAda
anst iv'exuin) no 5 mn B
amnyni B nayui 3

"YnakoBka". 3MiHN BHECEHI B iHCTPYKLi0 Ans
MeanyHOoro 3actocyBaHHsi 113 y p. "YnakoBka" 3
BiAMOBIAHMMW 3MiHaMK B TEKCTi MapKyBaHHs
ynakoBok (BBegeHHs 3miH npoTarom 3-x micsiuiB
nicns 3aTBepaXKEHHS)
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265. LE®TPUAKCO NMOPOLUOK ANS1 PO3YMHY AHaHTa Benuka Csicc NepeHTepanc IHgis BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3aMiHu | 3a UA/17157/01/01
H AHAHTA anst iH'ekuinno 1ry Megikeap J1Ta. BpuTtaHis N1a. TUNY - 3MiHM A0 IHCTPYKUiT ANS Mean4Horo peuenmom
dnakoHax Ne1 3acTocyBaHHS MikapcbKoro 3acoby y po3ginu:
"OcobnumBocTi 3acTocyBaHHS", "[MobiYHI peakuii”
BiAMNOBIAHO 4O OHOBNEHOI iHhopMaLlii 3 6e3nekn
nitoyoi pevoBrHU. BBegeHHs 3MiH npoTsarom 3-x
MicsLiB nicrs 3aTBepAXKEHHS
266., LE®TPUAKCO NMOPOLUOK ANS1 PO3YMHY AHaHTa Benuka Csicc NepeHTepanc IHgis BHECEHHS 3MiH 4O peecTpaliiHnx maTepianiB:3aMiHu | 3a UA/17157/01/02
H AHAHTA anst iH'ekuinno 2ry Megikeap J1Ta. BpuTtaHis N1a. TUNY - 3MiHM 0 IHCTPYKUiT ANS Mean4Horo peuenmom
dnakoHax Ne1 3acTocyBaHHS MikapcbKoro 3acoby y po3ginu:
"OcobnumBocTi 3acTocyBaHHS", "[MobiYHI peakuii”
BiAMOBIAHO 4O OHOBNEHOI iHpopMaLii 3 6e3nekn
nitoyoi pevoBrHU. BBegeHHs 3MiH npoTsarom 3-x
MiCsALiB nicns 3aTBepAXKEHHS
267. LE®YPOKCUM | nopoluok Anst po3vmHy MpuBaTHe YkpaiHa MpuBaTHe Ykpaina/ BHECEHHS 3MiH 4O peecTpaliiHnX maTtepianiB:3aMiHu | 3a UA/17287/01/01
ans ivekuinno 0,75r aKuioHepHe aKuioHepHe KuTaricbka TUNy - 3MiHa NnapameTpiB cneundikauii Ta/abo peuenmom
y cbnakoHi, no 1 abo 5 TOBapuCTBO TOBapuCTBO HapogHa [0NYCTUMMUX MEX rOTOBOrO fikapCbKoro 3acoby (iHLwi
abo 50 cpnakoHiB y "Nekxim- "Nekxim-Xapkis", Pecny6bnika 3MiHW); 3MiHM | TUNY - 3MiHa y MeToaax
navui Xapkis" YkpaiHa BMNPOBYBaHHS rOTOBOrO fikapCbKOro 3acoby
(BUPOGHULTBO 3 (He3Ha4Ha 3MmiHa y 3aTBepKEeHUX MeToaax
nakyBaHHs1 in bulk BUNPOBYBaHHS)
hipMu-BMPOOHNKaA
PetoHr
dapmacbioTukan
Ko., NNta., Kutanceka
HapogHa
Pecny6bnika)
268.) LE®YPOKCUM | nmopoluok Anst po3ymHy MpuBaTHe YkpaiHa MpuBaTHe Ykpaina/ BHECEHHS 3MiH 4O peecTpaliiHnux maTepianiB:3aMiHu | 3a UA/17287/01/02
ansiin'ekyinno1,5ry aKuioHepHe aKuioHepHe Kutancbka TMNy - 3MiHa NnapameTpiB cneundikauii Ta/abo peuenmom
nakoHi, no 1 abo 5 TOBapunCTBO TOBapunCTBO HapogHa [0NYCTUMMUX MEX rOTOBOrO fikapCbKoro 3acoby (iHLwi
abo 50 cpnakoHiB y "Nekxim- "Nekxim-Xapkis", Pecny6bnika 3MiHK); 3MiHM | TUNY - 3MiHa y MeToaax
navui Xapkis" YkpaiHa BMNPOBYBaHHS rOTOBOrO MikapCbKOro 3acoby
(BUpOGHULTBO 3 (He3Ha4Ha 3miHa y 3aTBepKEeHUX MeToaax
nakyBaHHs1 in bulk BUNPOBYBaHHS)
hipMu-BMPOOHNKaA
PetoHr
dapmacbioTukan
Ko., NNta., Kutanceka
HapogHa
Pecny6bnika)
269. LE®YPOKCUM | nopoluok Anst po3vmHy MpuBaTHe YkpaiHa PetoHr Kutancbka BHECEHHS 3MiH 4O peecTpaliiHnux maTepianiB:3aMiHu | - UA/17218/01/02
ans iH'ekuimno 1,51 aKuioHepHe dapmacbioTukan HapogHa TUNY - BHECEHHSI 3MiH y Cneuudikauito/Metoamn
NMOpPOLLKY y NakoHi, in TOBapunCTBO Ko., N1Aa. Pecny6bnika BMNPOBYBaHHS rOTOBOrO JikapCbKoro 3acoby,
bulk: no 50 dnakoHiB "Nekxim- 30KpeMma: - yTOYHEHHS KpUTepiiB MPUNHATHOCTI 3a
y kopobui Xapkis" nokasHukamu "Onuc" BiaNoOBIAHO AOKYMeEHTauil

BMPOOHUKA; - 3a Nokas3HMKkoM "KinbkicHe
BM3HA4YeHHSA" BUMPaBIEHHSA TEXHIYHOI NOMUIKN
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JonylLueHin npu peectpadii nikapcbkoro 3acoby; Ha
MOMeHT Bunycky Big 1,425 r go 1,575 r B ogHOMY
bnakoHi; NPOTArom TepMiHy npugartHocTi: Big 1, 35 1
0o 1,80 r B ogHOMY (onakoHi; 3miHu | Tuny -
HesHayHa 3MiHa y 3aTBepKeHNX MeToaax
BMNpOBYBaHHSs1, a caMme 3MiHa npoboniaroTosku, 6e3
3MiHM YMOB XpomMatorpadyBaHHs y MeToauLi
«CynpoBigHi AOMILLKMY, Ta, IK HACTIAOK, YTOYHEHHSI
cneumndikauii 3a 4aHVM NOKa3HUKOM;
3anponoHoBaHo: [lomiwku A-He Ginbwe 1,0%. byab-
SKa iHWa gomilka - He b6inbwe 1,0%. Jomiwok
CyMapHo - He GinbLue 3,0%

270.

LLE®YPOKCHUM

MOPOLLIOK A4S PO3YUHY
ans iH'ekyinno 0,75 r
MOpPOLLKY y NaKoHi, in
bulk: no 50 dnakoHiB
y kopobui

MpuBaTHe
aKuioHepHe
TOBapUCTBO

"TNekxim-
Xapkis"

YkpaiHa

PetoHr
dapmacbioTukan
Ko., Nta.

Kutaricbka
HapogHa
Pecny6bnika

BHECEHHS 3MiH 4O peecTpaliiHnux maTepianiB:3aMiHu |
TUNY - BHECEHHSI 3MiH y Cneuudikauito/Metoamn
BMNPOBYBaHHS rOTOBOrO JikapCbKoro 3acoby,
30KpeMma: - yTOYHEHHS! KpUTepiiB MPUNHATHOCTI 3a
nokasHukamm "Onuc" BiaNoBiAHO AOKYMeHTauil
BMPOOHUKA; - 3a Nokas3HMkoM "KinbkicHe
BM3HAYEeHHA" BUMPaBIIEHHS TEXHIYHOI NOMUIKN
JonylLueHin npu peectpadii nikapcbkoro 3acoby; Ha
MOMeHT Bunycky Big 0,7125r o 0,7875 r B ogHOMY
hnakoHi; NpoTArom TepmiHy npugartHocTi: Big 0,6750
rao 0,9 r B ogHOMYy pnakoHi; 3miHu | Tuny -
HesHayHa 3MiHa y 3aTBepKeHNX MeToaax
BMNpOByBaHHs, a caMme 3MiHa npoboniaroTosku, 6e3
3MiHM YMOB XpoMatorpadyBaHHs y MeToauLi
«CynpoBigHi AOMILLKMY, Ta, IK HACTIAOK, YTOYHEHHSI
cneumdikauii 3a 4aHVM NOKa3HUKOM;
3anponoHoBaHo: [lomiwku A-He Ginbwe 1,0%. Byab-
sKa iHWa gomiluka - He binbwe 1,0%. Jomiwok
CyMapHo - He GinbLue 3,0%

UA/17218/01/01

271.

LIIAHOKOBAIA
MIH

NopoLUoK (CybcTaHList)
y nakeTax noABsilHMX 3
nniBkx
nonietTuneHoBoi Ans
BMPOOHMLTBA
CTEPUNBHUX
nikapcbknx dopm

NAT
"Tannudapm”

YkpaiHa

Hopt YanHa
dapmacbioTikan
BikTop Ko., ITA.

Kutai

BHECEHHS 3MiH 4O peecTpaliiHux maTepianiB:3aMiHu |
TUNy - 3MiHa HaMeHyBaHHS Ta/abo agpecu
3asiBHMKa (BracHVKa peecTpaliiHoro nocBig4yeHHs) -
3MiHa HalMeHyBaHHs1 3asiBHMKa, 6e3 3miH y meTogax
KOHTPOIO SIKOCTi NikapCbKOro 3acoby;
3anpornoHoBaHo: [NoBHa Ha3Ba AKUiOHepHe
ToBapucTBo "anuudapm" CkopoyeHa Hassa MAT
"Tannudapm”

UA/9768/01/01

HavyanbHUK BipaAiny 3 nutaHb ¢papmaueBTUYHOI
AianbHocTi [lenapTameHTy peanisauil NoniTUK

T.M. JlackoBCbKuUmn




