NEPENIK

OopaTtok 3

Ao Haka3sy MiHicTepcTBa OXOpOHU
3p0poB’A YKpaiHu
19.08.2016 Ne 872

NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOINYHUX MPEMNAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU 10
PEECTPALUIMHUX MATEPIANIB, AKI BHOCATBLCA OO AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n JNiKapcbK020 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢hopma, 20
ynakoeka) noceid4yeHHs1
1. A3UTPOMILUUH NOPOLLOK CninbHe YkpaiHa Epkpoc, C.A. IcnaHia BHECEHHSA 3MiH 0 peecTpauinHnx maTepianis: - UA/5732/01/01
(cybeTaHuis) y YKpaiHCbKO- 3MiHu | Tuny - 3miHn 3 skocTi. CepTudikat BignosigHocTi/lE-
noABiNHMX icnaHcbke cepTudikaT BiAMoBIAHOCTI €Bponenceki dpapmakonei/MoHorpadii —
nonieTMneHoBmnx nianpuemcTs nogaHHsa oHosrieHoro CEP gna A®I asutpomiumH Big 3aTBepa)KeHOro
Milkax ans o "Cnepko BMPOOHUKA 3 NPUBEAEHHSIM NOKa3HMKa "3arnuLLKoBi KinbKOCTi
BMPOGHMLTBA YkpaiHa" opraHiyHMX po3ymHHUKIB" y BignosigHicTe Ao CEP
HecTepunbHUX
nikapcbknx gopm
2. ANEHAOOH-10 Tabnetku no 10 mr Mikpo Jlabc IHais Mikpo Jlabc IHais BHECEHHS 3MiH 4O peecTpaLiiHux maTtepianis: 3a peyenmom | UA/14847/01/01
no 10 TabneTok y NMimiten Nimiten 3MiHM | TUNY — 3MiHa TEKCTY MapKyBaHHSi NEPBUHHOI Ta BTOPUHHOI
6nictepi; no 1 abo yNakoBOK
no 3 6nictepu y
kopobLli 3 kKapTOHY
3. ANEHAOOH-70 Tabnetku no 70 mr Mikpo Jlabc IHais Mikpo Jlabc IHais BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a peyenmom | UA/14847/01/02
no 10 tabneTok y Nimiten Nimiten 3MiHM | TUNY — 3MiHa TeKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI
6nicTepi; no 1 abo yMakoBOK
no 3 6nictepu y
kopobLli 3 KapTOHY
4. AINEPITOMAKC Kpanni HasanbHi, ToBapucTteo YkpaiHa ToapucTso 3 Ykpaina BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: be3 peuenma UA/11696/02/01
po34nH, o 15 mny 3 obmexeHoto 3MiHM | TMny - 3aMiHa nocTayanbHKKa NakyBanbHUX MaTepianis abo
donakoHi 3 obmexeHoro BignosiganbHiCT KOMMMEKTYUMX (SKLLO 3a3Ha4yeHo B A0Cbe) (3amiHa abo JoaaBaHHs
KPULLIKOLO- BignosigansH 10 nocravanbHUKa); CynyTHs 3MiHa: 3mMiHa choopmu abo po3mipy
KpanenbHuUeto 3i icTio "®apmaueBTUYH KOHTEWHepa Y1 3aKynoploBarnbHOro 3acoby (MepBUHHOT yMakoBKK);
CKNnsiHO nineTkoto; | "®apmaueBt a KoMnaHis 3MiHa Y NepBWHHIl yNaKoBLji roTOBOro Nikapcbkoro 3acoby (sikicHui Ta
no 1 cornakoHy y n4Ha "3popos'a” KinbKicHU cknag) - M’siki Ta HecTepunbHi pigki nikapcbki opmm -
Kopob6Li 3 KapTOHY KOMMaHis BBE[leHHs1 JOAATKOBOro BMAY NakyBaHHS (dpnakoH 72722 3i ckna no
"3gopos's" 20 Mn) HoBOro BUPOGHMKa
5. AINEPITOMAKC cnpeu HasanbHUN, ToBapucTteo YkpaiHa TosapucTso 3 Ykpaina BHECEHHS 3MiH A0 peecTpaLinHMxX maTepianis: be3 peuenma UA/11696/01/01
po3unH no 15 mny 3 obmexeHoto 3MiHM | TMNy - 3aMiHa nocTayanbHKKa NakyBanbHUX MaTepianis abo
dnakoHi 3 obmexeHoro BignosiganbHiCT KOMMMEKTYOYMX (SKLLO 3a3Ha4YeHo B A0Cbe) (3amiHa abo JoaaBaHHs
HacagKoto- BignosigansH 10 nocravanbHUKa); CynyTHs 3MmiHa: 3miHa choopmu abo po3mipy
po3nusoBaYemM i icTio "®apmaueBTUYH KOHTEeWHepa Y1 3aKynopioBarbHOro 3acoby (MepBUHHOT yMakoBKM)
3aXUCHUM "®apmaueBT a KoMnaHis (HecTepunbHi Nikapcbki 3acobu); 3MiHa Yy NepBUHHI YNakoBLi
KOBMA4KoM Yy M4Ha "3popos'a" roToBOro fikapcbKkoro 3acoby (sikicHWI Ta KinbkicHWn cknag) - M’ski Ta
kopobui; no 15 mn KOMMaHis HeCTepunbHi pidki nikapcbki opmu - BBEAEHHS 40AATKOBOTO BUAY
y 6anoHi 3 "3popos's" nakyBaHHs (cpnakoH 72722 3i ckna no 20 mMn) HOBOro BUPOGHMKa
Hacapkoto-
po3numnoBayem i
3aXUCHUM
KOBMaYkoM y
Kopobui




Ne 28 (7x4), Ne 56
(7x8) y briictepax

BMPOGHMLTBI. 3MiHa po3Mipy cepii (BkMoYakum giana3oH po3Mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbLeHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXKEHUM PO3MiIPOM); 3MiHM | TUNy - 3MiHK 3
sikocTi. [oToBUI nikapcbkui 3acib. Onuc Ta cknag. 3miHa abo
[04aBaHHS LWTamniB, NOTOBLLEHb abo iHWMX MapKyBaHb, YKMYa4n
3amiHy abo goaaBaHHA hapb AN MapKyBaHHS fikapCcbKoro 3acoby -
3MiHa WTamMnie Ha kancynax. BBeaeHHs 3miH npoTsirom 6-tu
micsauiB nicnAa 3aTBepAXKeHHS; 3MiHK | Tuny - 3MiHM 3 SKOCTI.
oToBMI Nikapcbkui 3aci6. 3MiHKM y BUpoOHUUTBI. 3MiHN BUNpobyBaHb
abo gonycTumMmnx Mex, BCTaHOBIEHWX Y crneumdikalisx, nig vac
BMPOBHMLTBA rOTOBOIO NiKapCbKOro 3acoby (3BYXXEHHs1 4OMYCTUMUX
MeX); 3MiHu | TUny - 3MiHu 3 KkocCTi. FoToBUIA Nikapcbkui 3aci6. 3MiHK
y BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo AoNyCTUMKX MEX,
BCTa@HOBMNEHUX y cneuudikauisx, nig yac BMpobHULTBa roTOBOro
nikapcbkoro 3acoby; 3miHu | Tuny - 3miHn 3 skocTi. FoToBMNA
nikapcbkuin 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPoGyBaHHS roTOBOrO fikapcbkoro 3acoby (OHOBMNEHHS
npoueaypu BUNpobyBaHHs ANs NPUBEAEHHS Y BiANOBIAHICTb 3i
3MiHeHoto 3aranbHoto ctatTelo [JPY abo €sponencbkoi dhapmakonei);
3MiHn | Tuny - 3MiHM 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeViHep/3aKynoptoBanbHWi 3aci6. 3MiHa po3mipy yrnakoBKu
roToBOro fikapcbKkoro 3acoby; amiHu | Tuny - 3miHun 3 skocTi. FloToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcebkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHsSI rOTOBOrO Mikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBepAkeHVX MeTofax BunpobysaHHs). BBegeHHA 3MiH
npotArom 6-tu micauiB nicnA 3aTBepAXKEHHS; 3MiHK | TUNy - 3MiHK
3 AkocTi. [0TOBMI Nikapcbkuii 3aci6. KOHTponb rotoBoro nikapcbkoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS roTOBOro MikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPIKEHNX MeToAax BUNpobyBaHHS) -
3MiHM A0 MeToAy KOHTpornto p. "[omilwkn ". BBeaeHHA 3MiH
npoTsrom 6-Tu micAUiB nicns 3aTBepAXeHHs; 3MiHU | TUNY - 3MiHK
3 sikocTi. CepTudpikat BignosigHocTi/E-cepTudikaT BignoBigHoCTi
€BponeWnckkii gpapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXigHICTIO NpuBeaAeHHs Yy BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponericbkoi hapmakonei, abo iHWOoi HauioHanbHoi hapmakonei
aepxasu €C (3miHa y cneumdikauisix, nos'a3aHa 3i amiHamu B 1Y,
abo €Bponeicokin hapmakonei, abo iHLWin HauioHanbHin
apmakonei aepxasu €C); 3miHu | TUNY - 3MiHKU 3 SKOCTI.
CepTudikat BignosigHocTi/l'E-cepTudcpikat BignosigHocTi
€Bponeickbkii thapMakonei/MoHorpagii - nogaHHs HOBOro
cepTudikaTy BignosigHOCTi €P Ha ONOMDKHY pedoBuHY XKenaTuH
Bifl 3aTBEPAXXEHOro BUPOOHWMKa; 3MiHu | Tuny - 3MiHKM 3 AKOCTi.
CepTudikat BignosigHocTi/E-cepTucpikat BignosigHocTi
€BponeWncbkin hapmakonei/MoHorpagii - NogaHHA OHOBMEHOro
cepTudikaTa BignosigHocTi EP Ha gonomixHy peyoBuHy XenaTuH Big
3aTBEpAXEHUX BUPOOHWMKIB

2 [IponoBxkeHHsa nonarka 3
Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
6. AINbrEPIKA Kancynu Teepai no TOB "TeBa Ykpaina MNIBA XpeaTtcka | Xopsartis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a peyenmom | UA/13629/01/01
75 mr Ne 14 (7x2), YkpaiHa" Aa.o.o. 3MiHu | Tuny - 3MiHM 3 sKkocTi. FoToBMIN Nikapcbkui 3aci6. 3MiHn y




[Iponosxenus gogaTtka 3

Ne 28 (7x4), Ne 56
(7x8) y briictepax

BMPOGHMLTBI. 3MiHa po3Mipy cepii (BkMoYakum giana3oH po3Mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbLieHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXKEHUM PO3MiIPOM); 3MiHM | TUNy - 3MiHK 3
sikocTi. [oToBUI nikapcbkui 3acib. Onuc Ta cknag. 3miHa abo
[04aBaHHS LWTamniB, NOTOBLLEHb abo iHWMX MapKyBaHb, YKMYa4n
3amiHy abo goaaBaHHs hapb AN MapKyBaHHS Mikapcbkoro 3acoby -
3MiHa WwWTaMnie Ha kancynax. BBeaeHHs 3miH npoTsirom 6-tu
micsauiB nicnAa 3aTBepAXKeHHS; 3MiHK | Tuny - 3MiHM 3 SKOCTI.
oToBMI Nikapcbkui 3aci6. 3MiHKM y BUpoOHUUTBI. 3MiHKN BUNpobyBaHb
abo gonycTumMmnx Mex, BCTaHOBIEHWX Y crneumdikalisx, nig vac
BMPOBHMLTBA rOTOBOIO NiKapCbKOro 3acoby (3BYXXEHHs1 4OMYCTUMUX
MeX); 3MiHu | TUny - 3MiHu 3 KkocCTi. FoToBUIA Nikapcbkui 3aci6. 3MiHK
y BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo AoNyCTUMKX MEX,
BCTa@HOBMNEHUX y cneuudikauisx, nig yac BMpobHULTBa roTOBOro
nikapcbkoro 3acoby; 3miHu | Tuny - 3miHK 3 skocTi. FoToBMiA
nikapcbkuin 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNPoGyBaHHS roTOBOrO fikapcbkoro 3acoby (OHOBMNEHHS
npoueaypu BUNpobyBaHHs ANs NPUBEAEHHS Y BiANOBIAHICTb 3i
3MiHeHoto 3aranbHoto ctatTelo [JPY abo €sponencebkoi dhapmakonei);
3MiHM | Tuny - 3MiHM 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeViHep/3aKynoptoBanbHui 3aci6. 3MiHa po3mipy yrnakoBKu
roToBOro fikapcbKkoro 3acoby; amiHu | Tuny - 3miHun 3 skocTi. FloToBUIA
nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpoGyBaHHsSI rOTOBOrO Mikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBepAkeHVX MeTofax BunpobysaHHs). BBegeHHA 3MiH
npotArom 6-tu micauiB nicnAa 3aTBepAXKEHHSA; 3MiHK | TUNy - 3MiHK
3 AkocTi. [0TOBMI Nikapcbkuii 3aci6. KOHTponb rotoBoro nikapcbkoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS roTOBOro NikapCbKoro
3acoby (HesHayHa 3MiHa y 3aTBEPIKEHNX MeToAax BUNpobyBaHHS) -
3MiHM A0 MeToAy KOHTpornto p. "[omilwkn ". BBeaeHHA 3MiH
npoTsrom 6-Tu micAUiB nicns 3aTBepAXeHHs; 3MiHU | TUNY - 3MiHK
3 sikocTi. CepTudpikat BignosigHocTi/E-cepTudikaT BignoBigHoCTi
€BponeWnckkii gpapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXigHICTIO NpuBeaAeHHs Yy BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponericbkoi hapmakonei, abo iHWOoi HauioHanbHoi hapmakonei
aepxasu €C (3miHa y cneumdikauisix, nos'a3aHa 3i amiHamu B 1Y,
abo €Bponeicokin hapmakonei, abo iHLWin HauioHanbHin
apmakonei aepxasu €C); 3miHu | TUNY - 3MiHKU 3 SKOCTI.
CepTudikat BignosigHocTi/l'E-cepTudcpikat BignosigHocTi
€Bponeickbkii thapMakonei/MoHorpagii - nogaHHs HOBOro
cepTudikaTy BignosigHOCTi €P Ha ONOMDKHY pedoBuHY XKenaTuH
Bifl 3aTBEPAXXEHOro BUPOOHWMKa; 3MiHu | Tuny - 3MiHKM 3 AKOCTi.
CepTudikat BignosigHocTi/E-cepTucpikat BignosigHocTi
€BponeWncbkin hapmakonei/MoHorpagii - NogaHHA OHOBMEHOro
cepTudikaTa BignosigHocTi EP Ha gonomixHy peyoBuHy XenaTuH Big
3aTBEpAXEHUX BUPOOHWMKIB

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
7. AINbrEPIKA Kancynu Teepai no TOB "TeBa Ykpaina MNIBA XpeaTtcka | Xopsartis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a peuyenmom | UA/13629/01/02
150 mr Ne 14 (7x2), YkpaiHa" Aa.o.o. 3MiHu | Tuny - 3MiHM 3 sKkocTi. FoToBMIN Nikapcbkui 3aci6. 3MiHn y




CTakaH4MKOM B
KapTOHHIN nayui

3a BMNYCK cepii)

cneuundikauii A®l ambpokcony rigpoxnopuay 3a NoKasHUKOM
"MikpobionoriyHa yncTtoTa" y BignoBigHicTe 4o BUMor EP; 3miHu |

TUny - 3MiHa napameTpiB cneuudikauin Ta/abo gonycTMMUX Mex Ans
[OOMOMDKHOI pe4OBMHM (OOMOBHEHHS cneuudikauii HOBUM NMOKa3HUKOM

3 BiANOBIAHUM MeTOAOM BMMPOBYBaHHSA); 3MiHM | Tuny - 3MiHa
napameTpiB cneundikaui Ta/abo 4oNycTUMKX MeX ANst AONOMiIKHOT
peYoBUHM (BUMNYYEHHS 3i cneumdikaLii He3Ha4YHOro NoKa3HuKa; 3MiHu
| TMNY — NpuBeAeHHS Noka3Huka cneuudikawii AONOMKHOT peYOBUHM
pigkoi eceHuji "ManuHa 054428 A7" 3a nokasHukom "MikpobionoriyHa

ynctoTa" y BignoBsigHicTb go Bumor EP

4 [IponoBxkeHHsa nonarka 3
Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
8. Allb®A NOPOLLIOK MAT YkpaiHa LWaHnxan LnHaek Kutan BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3miHu 3 - UA/10431/01/01
NINOEBA (cybecTaHuis) y "KuiBcbkui PapmachbtoTikan skocTi. CepTudikaT BignosigHocTi/l E-cepTudikat BiANoBiAHOCTI
KUCINOTA nakeTax noABinHMX BiTaMiHHWUIA Ko., Nto €Bponevicbkii hapmakonei/moHorpadii. NoaaHHs HoBoro abo
nonieTuneHoBmx 3aBog" OHOBNEHOrO cepTudikaTa BignoBigHOCTi abo BUny4eHHs ceptudikara
Anst BUpobHMuUTBa BignoBigHoCTI €Bponeiickkin hapmakonei: ona A®l; ons BMxigHoro
HecTepunbHUX maTepiany/peareHTy/NpoMiKHOIrO NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
nikapcbkunx 3acobis BUPOOHMUTBI A®I; ANa AONOMIDKHOI peyoBUHU (CepTudikaT
BiAnNoBigHOCTI €Bponencekint hapmakonei) - OHoBNeHun cepTudikat
Bif yXe 3aTBepaxxeHoro BMpobHuka (nogaHHs oHosneHoro CEP Ne
R1-CEP 2008-119-Rev 00 ana A®I anbca-ninoesai KMcnoTu Big Bxe
3aTBepxeHoro BupobHrka SHANGHAI SHYNDEC
PHARMACEUTICAL CO., LTD., Kutan. ¥ pamkax npouegypu
Bigbynacsi 3miHa Ha3BW BUPOOHMKA, a Takox O6yno 36inbWweHO TEpMIH
npugatHocTi A®I)
9. AMBPONITUH cupon, 15 mr/5 mn AT Bonrapia AT "Codpapma”, Bonrapia BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 6e3 peyenma UA/12426/01/01
no 100 mny "Codpapma” Bonrapis 3MiHu | TNy — nogaHHsa oHoBrieHoro CEP Ne R1-CEP 2004-240-Rev
cknsiHomy abo (AinbHUUS 00 gna A®l ambpokcony rigpoxnopvay Bif, 3aTBepAXeHOro
nonietunexHTepedT BMPOGHMLTBA); BMpo6HuKa Ven PetroChem & Pharma (India) Pvt Ltd, India; 3miHu |
anaTtHoOMy (briakoHi; AT "Codpapma”, Tuny — noganHsa Hoeoro CEP Ne R1-CEP 2004-201-Rev 02 gnsa A®I
no 1 dnakoHy 3 Bonrapis ambpokcony rigpoxnopuay Big HoBoro Bupo6Huka SHILPA
MipHUM (BignoBiganbHuii MEDICARE LIMITED, India; 3miHu | Tny — npuBeAeHHsi NokasHuka




[Iponosxenus gogaTtka 3

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
10. AMIHOKAIMPOHO | nopouuok ans ToBapucTeo YkpaiHa ToapucTso 3 Ykpaina BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3miHu | Tuny - be3 peuenma UA/6566/01/01
BA KUCJIOTA oparnbHoro 3 obmexeHot ApmiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHSA Ta/abo agpecu micus
3acTocyBaHHsA no 1 obmexeHot BignosiganeHicT NPOBaXeHHS AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
rNe10:mo1ry BignosigansH 10 nikapcbKoro 3acoby, BKNOYaO4n AinbHNL BUNYCKY cepii abo micue
nakerti; no 10 icTio "®apmaueBTUYH npoBeAeHHS KOHTPOIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
naketiB y kopobui 3 | "®apmaueBT a KoMnaHis BMPOGHMK/iIMNopTep, BKIOYaouy BUMNYCK Cepit) (NpuBeaeHHS
kapToHy; Ne 10 M4yHa "3popos'a” Micue3HaxomkeHHs1 BUpobHuka 113 y BiAnoBigHICTb 40 opuriHanbHMX
(2x5):no1ry KOMMaHis [OKyMeHTIB (Komii niueHsii Ha BUpobHMLUTBO), 6e3 3MiHN MicLA
cnapeHoMy nakeri; "3popos's" BMPOGHMUTBA); 3MiHM | TUNY - AOMiHicTpaTMBHI 3MiHW. 3MiHa
no 5 cnapeHux HariMeHyBaHHs Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiniHoro
nakeTiB y kopobu,i 3 NoCBiAYEHHS) (3MiHa MicLle3HaxoMKeHHs 3asBHUKa); 3MiHu | Tvny -
KapToHy 3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay (iHLWi 3miHW)
(3amiHa rpachiuHOro 306paxkeHHs1 yNakoBKM Ha TEKCT MapKyBaHHA AN
BTOPUHHOI YNaKOBKM y 3B’A3KY 3 NPUBEAEHHAM Y BiANOBIAHICTb A0
Hakasy MO3 Ykpainu Ne 426 Big 26.08.05 (y pepakuii Hakasy MO3
Ykpainu Ne460 Big 23.07.2015 p.) Ta BuganeHHs iHdopmadii woao
po3pobHuka «Po3pobka Al «AHLJ13», M. XapkiB Ha ykpaiHCbkin Ta
pOCifcbKii MOBI, 3a3Ha4YeHHs TekcToM «Cepis» «Cepus») (TepmiH
BBEAEHHS 3MiH - NPOTArom 3-x MicaUIB Micns 3aTBEPAXEHHS)
1. AMnoguniH Tabnetku no 5 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a peyenmom UA/1427/01/01
Ne 30 (10x3), Ne "TexHonor" "TexHonor" 3MiHK | TURY - 3MiHa y KOPOTKil XapakTepucTuLi nikapcekoro 3acoby,
1000 (10x100) y TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANsi MEAWYHOIO 3aCTOCYBaHHS Ha
onicrepax niacTaBi perynspHoO OHOBIHOBAHOIO 3BiTy 3 6e3nekun Nnikapcbkoro
3acoby, abo gocnimkeHb 3 6e3nekn 3aCToCyBaHHS NikapCbKoro
3acoby B nicnspeecTpauinHuii nepios, abo sk pe3ynbTaTt OLiHKM 3BiTy
3 JocnimpKeHb, NPOBEAEHNX BIANOBIAHO [0 NNaHy negiaTpuyHUX
pocnigxeHb (PIP) (3MiHy y3ropkeHo 3 KOMNeTEHTHUM
YNOBHOBaXEHUM OpraHom) - 3MiHM A0 iHCTPyKLUii. BBegeHH:A 3MiH
npoTArom 3-x MicsiliB nicnsa 3aTBepAXeHHSA
12. AMInoguniH Tabnetku no 10 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHnx maTepianis: 3a peyenmom UA/1427/01/02
Ne 30 (10x3), Ne "TexHonor" "TexHonor" 3MiHM | TUMY - 3MiHa y KOPOTKiV XapakTepucTuli nikapcbkoro 3acoby,
900 (10x90) y TEKCTi MapKyBaHHS Ta iHCTPYKLUIi A1 MEAUYHOro 3aCTOCYBaHHS Ha
Gnictepax nigcTaBi perynsipHo OHOBMHOBAHOIO 3BiTY 3 6e3neku NikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acTOCYBaHHS MikapCbKOro
3acoby B micrnspeecTpauiiHvin nepiod, abo Sk pe3ynbTaT OLiHKK 3BITY
3 gocnigkeHb, NPOBEAEHNX BIANOBIAHO A0 NnaHy negiaTpuyHUX
pocnigxeHb (PIP) (3MiHy y3rog)XeHo 3 KOMNETEHTHUM
YMOBHOBaXXEHVM OpraHoMm) - 3MiHW A0 iHCTPYKLii. BBeaeHHs 3MiH
npoTsrom 3-x mMicsAiliB nicnsa 3aTBepaXKeHHs
13. AMIIOOUNIH- Tabnetkun no 5 mr TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH 40 peecTpaLinHMX maTepianis: 3a peyernmom UA/3673/01/01
ACTPA®APM Ne 20 (10x2), Ne 30 | "ACTPAPAP "ACTPA®APM" 3MiHU | TUNY - 3MiHW A0 IHCTPYKLIT ANA MEANYHOro 3acTOCYBaHHS y
(10x3) y 6nictepax Mm" po3ainu: ®apmakonoriyHi BnactnsocTi. Bsaemogis 3 iHwumun

nikapcbknmu 3acobamum Ta iHWi BuAK B3aemogin. OcobnueocTi

3actocyBaHHsi. Crocib 3acTtocyBaHHsi Ta 4o3u. [Nepeao3yBaHHs.
MoGiyHi peakuii, 3rigHo 3 iHpopmalLieto Woao MeanyHoro

3acTocyBaHHs1 pedpepeHTHoro (HOPBACK) nikapcbkoro 3acoby
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
14. AMIIOOUNIH- Tabnetku no 10 mr TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH 40 peecTpaLinHMX maTepianis: 3a peyernmom UA/3673/01/02
ACTPA®APM Ne 20 (10x2), Ne 30 | "ACTPA®PAP "ACTPA®APM" 3MiHW | TUNY - 3MiHW [0 IHCTPYKLIT ANA MeAWYHOro 3acTOCYyBaHHS Y
(10x3) y 6nictepax Mm" po3ginu: ®apmakonoriyHi BnactuocTi. Baemogis 3 iHWmnMm
nikapcbknumu 3acobamum Ta iHWi BUAK B3aemogin. OcobnueocTi
3actocyBaHHs. Crnocib 3acTtocyBaHHs Ta Ao3u. MNepeaosyBaHHs.
Mo6iyHi peakuii, 3rigHo 3 iHhopmaLieto Woao MeanyHoro
3acTocyBaHHs1 pedpepeHTHoro (HOPBACK) nikapcbkoro 3acoby
15. APAHECH pO34nH Ans AmMpKeH HinepnaHn MapkyBaHHs, HinepnaH BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHum | Tuny - 3minn 3 | 3a peyenmom | UA/11437/01/01
iH'ekuin, 25 mkr/mn €spona b.B. an BTOPUHHE o/ sikocTi. [oToBWI Nikapcbkuii 3aci6. 3MiHM y BUpoBHMLTBI. 3amiHa abo
no 0,4 mny nakyBaHHs Ta CWA BBEAEHHS 404aTKOBOI AifbHWLiI BUPOOHMLTBA ANs YacTuHu abo
nonepeaHLo BWMNYCK Cepil: BCbOr0 BMPOGHMYOro NMpoLEecy roToBoro MikapcbKoro 3acoby (iHLwi
HaNOBHEHMX AmpoxeH €spona 3MiHN) (3a3HaYeHHs BUPOBHUUMX PYHKLIN 3aTBEPOKEHUX BUPODBHUKIB
Lwnpuvuax 3 B.B., y MKA T13)
aBTOMaTUYHUM Hinepnanau;
3anobiXXHUKOM BupobHumuTBO,
ronku Ne 1; no nepBuHHE
0,4mny nakyBaHHs:
nonepeaHLo AMaXeH
HanoBHEHMX MaHydekuypiHr
wnpuuax Ne 1; no NMimiteq, CLLA
0,4 mny
nonepeaHLo
HamnoBHEHUX
wnpuuax Ne 1y
onictepi
16. APAHECH PO34MH Ansi AmOKeH HigepnaH MapkyBaHHs1, HigepnaH BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3miHu 3 3a peyenmom UA/11437/01/03
iH'ekuin, 100 €spona b.B. an BTOPUHHE o/ sikocTi. [oToBWI Nikapcbkuii 3aci6. 3MiHM y BUpoGHMLTBI. 3amiHa abo
mkr/mn no 0,3 mny nakyBaHHs Ta CWA BBEAEHHS 404aTKOBOI AiNbHWLI BUPOOHMLTBA ANs YacTuHu abo
nonepeaHLo BWMNYCK Cepil: BCbOrO BMPOGHMYOro NMpoLEecy roToBOro MikapcbKoro 3acoby (iHLwi
HaNOBHEHMX AmpoxeH €spona 3MiHN) (3a3HaYeHHs BUPOBHUUMX PYHKLIN 3aTBEPOKEHUX BUPODBHUKIB
Lwnpuvuax 3 B.B., y MKA T13)
aBTOMATUYHUM Hinepnanawy;
3anobiXXHNUKOM Bupo6HmuTBO,
ronku Ne 1; no nepBuHHE
0,3mny nakyBaHHs:
nonepeaHLo AMaXeH
HanoBHEHMX MaHydekuypiHr
wnpuuax Ne 1; no NMimiteq, CLLA
0,3mny
nornepeaHLo
HamnoBHEHUX

wnpuuax Ne 1y
6nicrepi
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
17. APAHECH pO34MH Ansi AmMaxeH Hipepnax MapkyBaHHs, Hinepnan BHECEHHS 3MiH 0 peecTpauiiHMx maTtepianis: 3miHu | Tuny - 3miHn 3 | 3a peuenmom | UA/11437/01/05
iH'ekuin, 500 €spona b.B. an BTOPUHHE oun/ sikocTi. [oToBUI Nikapcbkuii 3aci6. 3miHM y BUpobHMUTBI. 3amiHa abo
mkr/mn no 1,0 mny nakyBaHHs Ta CLUA BBe[eHHSI OAATKOBOI AiNbHuULi BUpobHuULTBa Ans YacTuHu abo
nonepegHbo BUNYCK cepii: BCbOro BUPOBHMYOro NpoLecy roToBOro fikapcbkoro 3acoby (iHLwi
HanoBHEHMX AwvmpxeH €spona 3MiHW) (3a3Ha4YeHHS BUPOOHMYMX (DYHKLIN 3aTBEPKEHUX BUPOOHWKIB
Lnpuuax 3 B.B., y MKA N3)
aBTOMaTUYHUM Higepnanaw;
3anobi>XHUKOM BupobHuuTBO,
ronku Ne 1; no nepBuHHe
1,0mny nakyBaHHs:
nonepegHLo AMIKEH
HanoBHEHMX MaHydekuypiHr
wnpuuax Ne 1; no Nimiteq, CLLA
1,0mny
nonepeaHLo
HanoBHEHNX
wnpuuax Ne 1y
6nicrepi
18. ACAKON cynosuTopii Tinotc LLisenuapi BMPOGHMUK, Lsenuapi BHECEHHS 3MiH 40 peecTpaLinHMX maTepianis: 3a peyernmom UA/4770/02/01
pekTanbHi no 500 dapma Al a BiAnoBiganbHUN a/ BMNPAaBMEHHsI TEXHIYHOT MOMUIIKM Ha TUTYMbHI CTOPIHL MeToAiB
mrno 10 3a BUNyck cepin: | HimeyuunH KOHTPOIO SIKOCTi fikapcbkoro 3acoby - BkaszaHa 3aiiBa nitepa B
CynosnTopiiB y Tinotc ®apma a YKpaiHCbKil BepCii Ha3BM BUPOOHMKA Ta MOMUIIKa B Ha3Bi BUPOOHUKA

6nicTepi, o 2
6nictepu B kOpoOLi

AT, Wsenuapis;
BUPOBHMK,
BiANoBiganbHUM
3a [030BaHy
dopmy Ta
nakyBaHHs:
[aynt ®apma
ByndiHr MM6X,
HimeyunHa

nito4oi pevoBmHM B po3gini «Cknaa»
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs1
19. BiconPonon- Tabnetku no 2,5 BAT "TegeoH | YropwuHa Hiu xeHepuka IpnaHaia/ BHECEHHS 3MiH A0 peecTpalinHmx maTepianis: 3miHu | Tuny - 3miHn 3a peyenmom | UA/12427/01/01
PIXTEP mr, no 14 Tabnetok Pixtep" NimiTen, Pociicbka | wopo 6e3neku/edpekTnBHOCTI Ta hapmakoHarnagy. 3MiHN y KOPOTKin
y bnicTepi, no 1 Ipnaxgis; Penepaui | xapakTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUi
abo 2, abo 4 3AT «TEOEOH al AN MeguyHoro 3acToCyBaHHS reHepuYHuX/ribpmuagHmnx/6ionoaibHmx
6nictepu B PIXTEP-PYCy», YropwuHa nikapcbkux 3acobiB nicns BHeCEHHs Tiei camoi 3MiHU Ha
KapTOHHIN ynakoBLi Pociricbka pedepeHTHWIN Npenapar (3mMiHa He NnoTpebye HaJaHHS XXOAHUX HOBUX
depepauis; 00AaTKOBMX AaHMX) (3MiHWM OO0 iHCTPYKUii y po3ainu: MNokasaHHs,
AopaTtkoBe micue MpoTtunokasaHHs, Cnocib 3actocyBaHHs Ta 403w, MobiyHi peakuii,
BUMYCKY Cepii: Mepepno3yBaHHsi, 3acTocyBaHHsA B nepioA BariTHOCTi abo rogyBaHHs
BAT "TeneoH rpyaato, OcobnmBocTi 3aCTocyBaHHSA. 34aTHICTb BMAMBATH Ha
PixTep", LUBMAKICTb peakLii Npy KepyBaHHi aBToTpaHcnopToM abo poboTi 3
YropwwmHa iHLWMMKU MexaHiamamu, Baaemogis 3 iHWMMKM nikapcbkumm 3acobamm
Ta iHWi B1nam B3aemogin, PapmakororiyHi BNacTMBOCTI, 3rigHo 3
iHbopMmaLieto Woa0 MeguyHOro 3acTocyBaHHs pedepeHTHOro
(KOHKOP) nikapcbkoro 3acoby) (TepmiH BBEAEHHSI 3MiH - MPOTArom
3-x MicsiLiB nicns 3aTBEPMKEHHS)
20. BiconPonoin- Tabnetku no 5 mr, BAT "lepeoH | YropiumHa Hiu [xeHepuks Ipnangis/ BHECEHHS 3MiH 4O peecTpauiiiux matepianis: 3MiHu | Tuny - 3miHn 3a peuernmom UA/12427/01/02
PIXTEP no 14 tabnetok y Pixtep" JlimiTen, Pocilicbka | wopo 6e3neku/edekTnBHOCTI Ta chapmakoHarnagy. 3MiHU y KOPOTKir
6nictepi, no 1 abo Ipnangis; depepaui | xapakTepucTuui nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii
2, abo 4 bnictepn B 3AT «TEOEOH a/ 0N MeQUYHOro 3aCTOCYBaHHS reHepuYHuX/ribpuaHmnx/6ionoaibHmx
KapTOHHIl ynakoBLi PIXTEP-PYC», YropwuHa nikapcbkunx 3acobiB nicns BHECEHHs! TiET camoi 3MiHN Ha
Pocincbka pedepeHTHUI npenapaT (3MiHa He NoTpebye HagaHHS XXOAHUX HOBUX
®epnepauis; [0[ATKOBUX AaHuWX) (3MiHWM A0 IHCTPYKUIT y po3ainu: MNokasaHHs,
[oJaTtkoBe Micue MpoTtunokasaHHs, Cnocib 3actocyBaHHsi Ta 403w, MobiuHi peakuii,
BMNYCKY cepii: Mepepno3yBaHHs, 3acTocyBaHHS B nepiod BariTHOCTi abo rogyBaHHS
BAT "T'eneoH rpyaato, OcobnmBocTi 3aCToCyBaHHSA. 34aTHICTb BNIMBATK Ha
Pixtep", LIBMAKICTb peakLii Npy KepyBaHHi aBToTpaHcnopToM abo poboTi 3
YropwumHa iHLWMMKU MexaHi3amamun, Baaemogis 3 iHWmMKM nikapcbkumn 3acobamm
Ta iHWi B1aM B3aemogin, dapmakosoriyHi BNacTMBOCTI, 3rigHo 3
iHdbopMmaLieto Woa0 MeANYHOro 3aCToCyBaHHA pedepeHTHOro
(KOHKOP) nikapcbkoro 3acoby) (TepmiH BBeAEHHS 3MiH - MPOTAroM
3-x MicsUiB Micnsa 3aTBEPAKEHHS)
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
21. BiconPonon- Tabnetkn no 10 mr, | BAT "legeoH | YropuimHa Hiu xeHnepuk3 IpnaHaia/ BHECEHHS 3MiH A0 peecTpalinHmx maTepianis: 3miHu | Tuny - 3miHn 3a peuyenmom | UA/12427/01/03
PIXTEP no 14 tabnetok y Pixtep" NimiTeq, Pociicbka | wopo 6e3neku/edpekTnBHOCTI Ta hapmakoHarnagy. 3MiHN y KOPOTKin
6nictepi, no 1 abo Ipnangis; dPepepaui | xapakTepucTuui NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLUi
2, abo 4 bnictepn B 3AT «TEOEOH al AN MeguyHoro 3acToCyBaHHS reHepuYHuX/ribpmuagHmnx/6ionoaibHmx
KapTOHHIl ynakoBLi PIXTEP-PYCy», YropwuHa nikapcbkux 3acobiB nicns BHeCEHHs Tiei camoi 3MiHU Ha
Pociricbka pedepeHTHWIN Npenapar (3miHa He noTpebye HagaHHS XOAHUX HOBUX
depepauis; [0AaTKOBMX AaHMX) (3MiHWM OO0 iHCTPYKUii y po3ainu: MNokasaHHs,
AopartkoBe micue MpoTtunokasaHHs, Cnocib 3actocyBaHHs Ta 403w, MobiyHi peakuii,
BUMYCKY Cepii: Mepepno3yBaHHsi, 3acTocyBaHHs B nepioA BariTHOCTi abo rogyBaHHs
BAT "TeneoH rpyaato, OcobnmBocTi 3aCTocyBaHHSA. 34aTHICTb BMIMBATH Ha
PixTep", LUBMAKICTb peakLii Npy KepyBaHHi aBToTpaHcnopToM abo poboTi 3
YropwwmHa iHLWMMKU MexaHiamamu, Baaemogis 3 iHWMMKM nikapcbkumm 3acobamm
Ta iHWi B1nam B3aemogin, PapmakororiyHi BNacTMBOCTI, 3rigHo 3
iHbopMmaLieto Woa0 MeguyHOro 3acTocyBaHHs pedepeHTHOro
(KOHKOP) nikapcbkoro 3acoby) (TepmiH BBEAEHHSI 3MiH - MPOTArom
3-x MicsiLiB nicns 3aTBEPMKEHHS)
22. BPAVNOAH® pO34nH Ans Wepinr-Mnay | LWeenuapi BMPOGHMLITBO IpnaHpis/ BHECEHHS 3MiH A0 peecTpaLinHuX MmaTepianis: 3a peyenmom | UA/10458/01/01
iH'ekuin, 100 mr/mn CeHtpan lct 2] Hepo3dacoBaHoi | HigepnaHn 3MiHK |l TRy - 3MiHK A0 IHCTPYKUIT ANs MeANYHOro 3aCTOCYBaHHS Y
no2mny Al npoaykuii, an po3ainu: ®apmakonoriyHi BnacTneocTi. Bsaemogis 3 iHwumun
dnakoHax Ne 10; nepBuHHE nikapcbknmu 3acob6amum Ta iHWi Buan B3aemogin. OcobnueocTi
no5wmny nakyBaHHs, 3acTocyBaHHs. 3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
dnakoHax Ne 10 KOHTPOrb cepii B rpyaato. Cnocib 3actocyBaHHsA Ta Ao3u. [106ivHi peakuii.
nepBYHHOMY HecywmicHicTb. BBeeHHSA 3MiH npoTsirom 3-x MicAuiB nicns
nakyBaHHi Ta nig 3aTBepAKEeHHSA
yac
BMNpobyBaHb
cTabinbHoCTi:
OpraHoH
(Ipnangis) Nra.,
Ipnaxgis;

BUPOBHMUTBO 3a
MOBHVUM LMKIIOM,
BKIHO4a0uM
[03Bin Ha
BWNYCK Cepil:
H.B. OpraHoH,
Higepnanaum
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20

ynakoeka) noceidYyeHHs1

23. BPIONIYM TabneTku, LWo BPIO®APME Benebris BupobHuuTBO: benebris BHECEeHHS 3MiH 00 peecTpauiiHux atepianis: 3MiHu | Tuny - 3miHn 6e3 peyenma UA/9467/01/01
NIHFBATABC AucnepryoTLes B KCIMOPT JIABOPATOPIA wono 6e3nekn/edpekTnBHOCTI Ta chapmakoHarnsagy. 3MiHM y KOPOTKin
POTOBI NOPOXKHUHI, c.n.p.n. BOJIb®C H.B., XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi

no 10 mr Ne20 Benbrisi; AN MeQuyHoro 3acToCyBaHHS reHepuYHuX/ribpmagHmnx/6ionoaibHmx

(10x2), Ne100
(10x10) y
bnictepax

BignosiganbHuit
3a BMNYCK cepil:
BPIO®APMEKC
MOPT c.n.p.n.,
Benbris

nikapcbknx 3acobiB nicns BHECEHHs Tiei camoi 3MiHU Ha
pedepeHTHWIN Npenapar (3mMiHa He NnoTpebye HagaHHS XOOHUX HOBUX
[oaaTkoBux AaHux) (BHectu 3MiHM Ao iHCTpyKUiT y po3ainu:
MokasaHHs, PapmakonoriyHi BnacTMeocTi, [poTunokasaHHs,
B3aemopis 3 iHWMMM nikapcbkumn 3acobamu Ta iHWIi BUaM B3aeMogin,
OcobnuBocCTi 3aCcToCyBaHHs1, 3acToCyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHsA rpyaato, 34aTHICTb BNNMBATY HA LWBMAKICTb peakLii npu
KepyBaHHi aBTOTpaHCcnopToM abo iHWuMKN MexaHiamamu, Cnocid
3acTocyBaHHs Ta 4o3u, MNobivHi peakuii, 3rigHo 3 iHopmaLieto LWwoao
MeON4YHOro 3acTocyBaHHs pedepeHTHoro (MOTUNIYM®
NIHIFBANBbHWN) nikapcbkoro 3acoby
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
24. BEPANAMINY Tabnetku no 40 mr ToBapucTteo Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpaLlinHmx maTepianis: 3miHu | Tuny - FotoBu | 3a peyenmom UA/5540/01/01
rigpoxnorupg Ne 10x2 y 3 BUpPOBHMLTBA, nikapcbkuii 3aci6. BupobHuuteo. 3amiHa abo BBeAEHHS [OAATKOBOI
GnicTepax y nayui obmexeHoro KOHTPOIb SKOCTI, AinbHULUI BUpobHULTBa ANs YacTuHM abo BCbOro BUPOGHMYOro
BignosigansH BUNYCK cepii: npoLecy roToBOro fnikapcbkoro 3acoby (ZinbHuus, Ha SKin
icTio ToBapucTBo 3 npoBoaaTbcs Bbyab-AKki BUpOOHWMYI cTagii, 3a BUHATKOM BUMYCKY CepilA,
"OocnigHuin obMmexeHo KOHTPOIIO SIKOCTi, NEPBMHHOIO Ta BTOPMHHOMO NakyBaHHs, ANs
3aBof BianoBiganbHicT HeCcTepurnbHUX Nikapcbknx 3acobiB) (BBeAeHHS 404ATKOBOI AiNbHMLI
"rHunc" to "OocnigHuin BMpo6HMLUTBa TOBapMCTBO 3 0OMEXEHOI BigNOBiAaNbHICTIO

3asog "MHUNC",
YkpaiHa
BCi cTagii
BUpPOGHMLTBA,
KOHTPOIb SIKOCTI,
BWMNYCK Cepil:
ToBapucTso 3
obmexeHo
BignoBsiganbHicT
10
"®apmMaueBTUYH
a KoMnaHis
"3popos's",
YkpaiHa
BCi cTagii
BUpPOGHMUTBA,
KOHTPOIb SIKOCTI,
BUNYCK Cepil:
ToBapucTso 3
obmexeHoro
BignoBiganbHicT
0 "®APMEKC
FPYI", Ykpaina

"®apmaueBTryHa komnaHis "3gopos'a” YkpaiHa); CynyTHS 3miHa -
oToBuI nikapcbkun 3aci6. BupobHuuteo. 3amiHa abo BBeAEHHS
[0AaTKOBOI AinNbHULI BUPOOHULTBA A4S YacTUHU abo BCbOro
BMPOGHMYOro MpoLecy roToBoro fikapcbkoro 3acoby (AinbHUUS Ans
BTOPWHHOIO NakyBaHHS); - [0ToBUI Nikapcbkuin 3aci6. BupobHuMUTBO.
3amiHa abo BBeEeHHs1 4OAATKOBOI AiNbHULI BUpOBHMUTBA Ansi
YacTnHM abo BCbOro BUPOGHMYOro NpoLecy roToBoro fikapcbKoro
3acoby (ginbHULUS ANS NePBUHHOMO NakyBaHHS) (BBeAEHHS
[0AaTKOBOI AinbHUL BUpoBOHULTBa TOBapUCTBO 3 0OMEXEHO
BignoBiganbHicTio "®apmaueBTUYHa komnaHis "3gopos'a” YkpaiHa)
(TepmiH BBeAEHHSI 3MiH — NpoTarom 3-x MicauiB nicns
3aTBepAxXeHHs); 3MiHu | Tuny - Jlikapcbki 3acobun. 3MiHa y KOpOTKin
XapaKTepucTuui nikapcbkoro 3acoby, iHCTPYKUiT AN Meanu4Horo
3acTocyBaHHsi a0 MapKyBaHHi YNakoBOK (iHLUi 3MiHX) (OHOBMNEHHS
TEKCTYy MapKyBaHHs (feTanisauis (yHKLin BUPOOHWKIB, 3a3HaYeHHS
iHbopMmaLii, sika BiaNoBiAae KOPOTKi XapakTepUCTULi NikapCbKoro
3acoby Ta € KOpUCHO Ansi NauieHTa, JoAaBaHHS YMOB Bignycky Ta
cnocoby BBeAEHHS MikapCbkoro 3acoby, 3a3HavyeHHs AOMOMDKHMX
pPeyYoBUH Y BiAnoBigHiCTb Ao Hakady MOJ3 YkpaiHu Ne426 Big 26.08.05
p.) (TepmiH BBEAEHHS 3MiH — NPOTSiroM 3-Xx MicsuiB nicnsi
3aTBEPKEHHS);
3miHu | TUNY - FoToBMIA Nikapcbkuii 3aci6. BupobHuuTteo. 3miHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SKOCTi FOTOBOrO fiKapCbKOro
3acoby (3amiHa abo foaaBaHHSA BUPOOHKMKA, BignoBigansHOro 3a
BWMNYCK Cepii) - BKIMOYayM KOHTPONb/BUNPOBYBaHHS cepii (BHECEHHS
hyHKLUii — BUNYyCK cepii - 40 BUKOHYBaHWUX YHKLiN (BCi cTagii
BMPOGHMLTBA, KOHTPOIb SKOCTi) ANst BUpobHuka ToBapucTeo 3
obmexeHoto BignosiganeHicTio "®apmekc Mpyn”, YkpaiHa Ta
BHECEHHS (PYHKLi — KOHTPOSb SIKOCTi, BUMYCK cepii — Ans BUpobHMKa
ToBapucTBO 3 06MeXeHo BignosigansHicTio "®apmaueBTnyHa
komnaHis "3gopos'a”, YkpaiHa) (TepmiH BBeAeHHS 3MiH — NpOoTSroM 3-
X MicsiLiB Micnsa 3aTBepAXeHHs1); 3MiHM | Tuny - FoTOBMI Nikapcbkuit
3aci6. BupobHuuTteo. 3miHa po3mipy cepii (Bknoyatoun giana3oH
po3mipy cepii) rotToBoro nikapcbkoro 3acoby (iHLWi 3MiHK) (BBeAEHHS
[04aTKoBOro po3mipy cepii npenapary ans BupobHuuTtea Ha
[oAaTKOBIN BUpOBHMUIN AinbHMLI TOB "®apmaueBTvyHa KOMNaHis
"3popos's") (TepMiH BBeAEHHS 3MiH — NPOTArom 3-x MicaUiB nicns
3aTBEpAXEHHST); 3MiHM | TUNY - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HaviMeHyBaHHs Ta/abo agpecu micusa NpoBagXXeHHs QisiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro fikapcbKoro 3acoby, BKIoYaun
AinbHUUI BUNYycKy cepii abo Miclie NpoBeAEHHSI KOHTPOIO SIKOCTI.
(BisnbHICTb, 3a Ky BianoBiaae BUpobHMK/iMNopTep, BKMOYaoum
BUWMYCK Cepil) (YTOYHEHHS Y BUKINaAEeHHI MicLle3Haxo4KeHHS Ta
HalMeHyBaHHsi BUpo6HWKiB roToBoro nikapcbkoro 3aco6y) (TepmiH
BBEEHHS 3MiH — NPOTArom 6-Tu MicsiLiB Micnsi 3aTBepAXKEHHS); 3MiHN
| TUAV - ANMIHICTDATURHI 2MiHU RMIHA HAMMEeHVRAHHG Ta/abo annecu




12

[Iponosxenus gogaTtka 3
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3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
25. BEPOPAB / NOpPOLLOK AN CaHodi PpaHuis 3AT "CaHoi- YropwuHa BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3minu Il Tuny - 3a UA/13038/01/01
VERORAB cycneHsii ans Mactep C.A. ABeHTic", / ®paHuis Tlikapcbki 3acobu. 3miHu, WO NOB’A3aHi 3i 3HaYHUMK 3MiHaMK Y peuenmom
BAKLUHA iH'ekuin no 1 gosiy YropwwmHa KOPOTKili XapakTepucTuLi nikapcbkoro 3aco0y, iHCTPYKLiT Ans
AHTUPABIYHA dnakoHax Ne 1y CaHodi MNactep MEANYHOro 3aCTOCYBaHHS 3rigHO 3 HOBMMW JaHUMU 3 SKOCTI,
IHAKTUBOBAHA KOMMMEKTi 3 C.A., ®paHuis DOKMIHIYHUMU, KNIHIYHUMW JaHUMK Ta aHUMU hapMakoHarnsgy
CYXA PO3YMHHVKOM MO (3miHun go IHCTpyKUii AN MeAMYHOro 3acToCyBaHHS y po3ainu:
0,5mny «®apmakonoriyHi BnactnsocTi/IMyHONoriyHi i 6ionoriyHi
nonepegHLo BNacTUBOCTI», «[MokasaHHs», «poTunokasaHHs», «MobivHi peakuii»,
3anoBHEHNX «B3aemogis 3 iHLWKMK nikapcbknmy 3acobamu Ta iHWi BUAK
wnpuuax Ne 1; no 1 B3aemMoginy, «Cnocib 3actocyBaHHs Ta fo3n», «OcobnuBoCTi
[03i y donakoHax 3acToCyBaHHs», «3acTOCyBaHHS y nepiod BaritTHOCTi abo rogyBaHHs
Ne 5 y komnnekTi 3 rpyaato», « TepmiH npuagatHocTi»); 3miHa B po3gini «okazaHHSa» -
PO3YMHHMKOM MO [oaaHo iHdopMauiio Wwoao pekomeHaauii 4o npodinakTu4Hol
0,5 mn B amnynax iMyHi3aLjii (npe-ekcrno3unuiHoi iMyHi3auii) Ans kaTeropin ocib, Aki
Ne 5 4acTo NiJAATLCA PU3NKY KOHTAKTY 3 BipyCOM CKasy: A NpauiBHUKIB
NPUPOAHUX NapKiB, B TOMY Y1CAi AN AOCHIAHWUKIB KaXKaHiB.
DopaHo posginu: «Ocobnuei 3axoaun 6e3nekn», «diTny,
«HecymicHicTb»
26. BITANPOCT cynoauTopii no 100 AT Pocilicbka AT "Huxdpapm" Pocilicbka BHECEHHS 3MiH A0 peecTpaLinHmx maTepianis: 3miHu | Tuny - 3miHa be3 peuenma UA/6358/01/02
®OPTE mr Ne 10 (5x2) y "Hwxkdapm" | Penepaui Penepaui HalMeHyBaHHS Ta/abo MicLle3HaxoMKeHHS 3asiBHUKA (BNacHuka
Gnictepax A A peecTpauiiHoro NocBiQYeHHs1) (3MiHa HalMeHyBaHHs Ta
MicLie3Haxo4KeHHS 3asiBHMKa); 3MiHu | Tuny - 3MiHa HaMeHyBaHHSA
Ta/abo micLe3HaxoOoKeHHs1 BUpobHMKa roToBOro fikapcbkoro 3acoby,
BKITIOYAI0YN MiCLie MPOBEAEHHS KOHTPOSO AKOCTI(BUPOBHMYa
AiNbHULSA BUNYCKY cepii) (3MiHa HaiMeHyBaHHS Ta NpUBEAEHHS
MiCLle3HaxomKeHHS BUPOOHMKa Yy BignoBigHicTb o0 BMCHOBKY woao
niagTBepAXXeHHs BianosigHocCTi BUpo6bHuuTea J13 Bumoram GMP
(Oepxnikcnyxba Ykpainu); (TepmiH BBEAEHHS 3MiH - IPOTAroM 6-Tu
MicSLIB MiCNsA 3aTBEPKEHHS)
27. BITPYM® TabneTkn, BKPUTI lOHidpapm, CWA HOHidbapmM, IHk. CWA BHECEHHS 3MiH 40 peecTpaLiiHux maTepianis: 3miHu | Tuny - 6e3 peyenma UA/0786/01/01
®OPAU3 obonoHkoto, no 30 IHK. AaMiHiCTpaTBHI 3MiHW. BunyyeHHs BUPOOHMYOT QinbHULL

abo 60 TabneTok y
dnakoHi, no 1
dnakoHy y kopobui

(Bkmtovatoun ginbHuui ana A®I, npomixxHoro npoaykTy abo rotoBoro
nikapcbkoro 3acoby, AiNbHNLI ANS NPoBeAEeHHS NakyBaHHS,
BMpobHMKa, BiANOBIAANbLHOIoO 3a BUMYCK Cepiii, MicLle NpoBeAeHHS
KOHTpOIio cepii) abo nocTayanbHWKa BUXIQHOTO MaTepiany, peareHTty
ab0o JONOMIXKHOI pe4OBUHM (SKLLO 3a3HAYEHO Y A0CLE) (BUMYYEHHS
BMpobHuYoi ainbHuui M3 3a agpecoto: 200 Xike cTpiT, Bectbepi,
Huito-Mopk, 11590, CLUA) (TepMiH BBeAEHHS 3MiH - NPOTAroM 6-Tu
MicauiB nicnsa 3aTBepAXeHHs1); 3MiHu | Tuny - 3MiHn Wwono
6e3nekn/edpekTuBHOCTI Ta papmakoHarnsagy (iHwi amiHn) (BunyyeHHs
B TEKCTi MapKyBaHHS OOHI€l 3 BUPOOHMYMX AiNbHULb ANns
BMpo6HuuTBa 13 3a BNoBHWUM umknom) (TepMiH BBeAEHHS 3MiH
NpoTSIroM 6-TW MiCALIB Nicnsi 3aTBEPAXKEHHS1)
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3acoby ¢opma, 20
ynakoeka) noceidYyeHHs1
28. FAPOACUN / cycneHsist ans Mepk Wapni | Lsenuapi Mepk Wapn i CLUA/ BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: 3a peyenmom | UA/13451/01/01
GARDASIL® iH'ekuin no 0,5 mn Hoym lgea A Hoym Kopn., Hinepnax 3MinHu Il Tvny - 3miHK B npoueci BupobHuutea A®| - OTnnmisauii
BAKLIMHA (1 po3a) y IHK CLUA; Mepk on eTaniB npouecy o4ncTku Bipycy naninomu mogunu (HPV) Ha
NnPOTU BIPYCY dnakoHax Ne 1, Ne LWapn i Joym BMpoOHUYMx ginbHuusax West Point, PA, building 60A ta Sonewall
NAMINIoOMU 10; y nonepeaHb0 " Elkton, VA, building 89: Bunyck BipyconogioHunx 4yactok (VLP),
NOAvHU (TMniB HaNOBHEHMX HigepnaHnawn ocappkeHHsl Ta ounctka VLP mikpodinbTpadieto Ta kKaTioHo-06MiHHOK
6, 11, 16, 18) wnpuuax Ne 1, Ne 6 XpomaTtorpadgieto, ounLLEeHHS XpomaTtorpadieto Ha rigpokcnanaTtuTi,
KBAOPUBAJEHT | y komnnekTi 3 1 BiHOBMNEHHs1 Ta XimiuHe 3wunTTs VLP, 3amiHa 6ydepy, cTepunisdytoya
HA roSIKoo cinbTpadis
PEKOMBIHAHTH
A
29. FAPOACUN / cycneHsis ans Mepk Wapni | Lsenuapi Mepk LWapn i CLA/ BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: - UA/13053/01/01
GARDASIL® iH’ekuin no 0,5 mn Ooym lgea 2| Ooywm Kopn., HigepnaH 3MiHu |l Tuny - 3miHn B npoueci BupobHuutea A®I - Otnumisauii
BAKLMHA (1 po3a) y IHK. CLUA; Mepk an eTaniB npouecy o4ncTku Bipycy naninomu moaunu (HPV) Ha
NnPOTU BIPYCY cdnakoHax Ne 480 LWapn i Joym BMpoGHUUMX ainbHuusx West Point, PA, building 60A ta Sonewall
nAMNInomMn abo y nonepeHbO B.B., Elkton, VA, building 89: Bunyck BipyconogioHux yactok (VLP),
noanHu (tunie HanOBHEHMWX Hinepnanamn ocampkeHHsl Ta ounctka VLP mikpodinbTpadieto Ta KaTioHO-0OMiHHOK
6,11, 16, 18) wnpuuyax Ne 100 Xpomartorpadieto, o4MLLEHHA XpomaTorpadieto Ha rigpokcnanaTuTi,
KBAOPUBAINEHT BiAHOBMEHHs Ta ximivHe 3wunTTs VLP, 3amiHa 6ydepy, cTtepunisdytova
HA dinbTpauis
PEKOMBIHAHTH
A, IN BULK
30. rmiyeEPUH cynosuTopii no AT Pocincbka AT "Hwmxdapm" Pocincbka BHECEHHS 3MiH 4O peecTpaLiiiux matepianis: 3MiHu | Tuny - 3miHa 6e3 peyenma UA/12810/01/02
2,111 Ne 10 (5x2) y "Huxdapm" depnepaui depnepaui HalMeHyBaHHs1 Ta/abo MicLle3Haxo4XeHHS BUPOBHMKa roToBOro
bnictepax A A nikapcbKoro 3acoby, BKMYaym MicLe NpoBeaeHHs KOHTPOIo
SKOCTi(BMPOOHMYA AiNbHULIA BUMYCKY cepii) (3MiHa HalMeHyBaHHs Ta
npuBeAeHHs MicLe3Haxo4)KeHHs1 BUPOGHMKa Yy BignoBigHICTb A0
BucHoBKy LWoA0 NiaTBEpPOKEHHS BigNoBigHOCTI BUpobHuuTea J13
Bumoram GMP (Oepxnikcryx6a Ykpainn) (TepMiH BBEAEHHS 3MiH -
npoTsarom 6-Tn MicauiB nicnsa 3aTBepaxeHHs); 3MiHn | Tuny - 3miHa
HariMeHyBaHHS Ta/abo MicLle3Haxo4KeHHs 3asiBHMKa (BnacHuka
peecTpaLiiHOro NocBiAYeHHs1) (3MiHa HalMeHyBaHHs Ta
MiCLie3HaXOKEHHSI 3asIBHUKA)
31. 03 KPANENbKA Kpanni opanbHi, MJIBA Xopsaris TOB TeBa MonbLia BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3miHu | Tuny - 3a peyenmom | UA/14871/01/01
po3uunH 4000 XpBaTcka OnepenwHs AnMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BW nikapcbkoro 3acoby
MO/mn no 10 mn y 0.0.0. MonaHg (8aTtBepakeHo: MnisiT) BBegeHHs 3MiH NpoTsiroM 6-Tu MicsuiB nicns
dnakoHi- 3aTBepMXeHHs. 3MiHn | Tuny - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta
KpanensHuui, no 1 hapmakoHarnsgy (iHwi 3MiHK) - 3MiHa MapKyBaHHS yNakoBOK y
dnakoHy- 3B'I3KY 3 BUIYYEHHSM iHpopmaLii 3a3Ha4YeHOol Ha POCINChKin MOBI
KpanenbHULi B (3anponoHoBaHO TEKCT MapKyBaHHS YKPaiHCbKO MOBOI). BBeaeHHs
Kopobui 3MiH NPOTAroM 6-Tu MicaLiB Nicns 3aTBEPOKEHHS
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32. OEKACAH® po3unH, 0,2 mr/mn, TOB "lOpis- Ykpaina TOB "lOpis- Ykpaina BHECEHHS 3MiH A0 peecTpauinHmx maTepianis: 3miHu | Tuny - be3 peuenma UA/5364/01/01
no 50 mn a6o no Papm" Papm" AaminicTpaTuBHi 3MiHU. 3MiHa HalMeHyBaHHS Ta/abo agpecu micus
100 mn, abo no NPOBaXeHHS AisnbHOCTI BUpoOHMKa/iMnopTepa roToBoro
200 mn a6o no 400 nikapcbKkoro 3acoby, BKIoYaum AinbHULi BUNYycKy cepii abo micue
MI B NAsLwKax NPOBEAEHHS KOHTPOJIIO AKOCTI. (ZisNbHICTb, 3a 5Ky BignoBsigae
cknsHKux; no 50 mn BMPOGHMK/iMNOpTEp, BKIOYaKUM BUMYCK cepiii) - 3MiHa agpecu
abo no 100 mn,abo BUpobHMKa, 6e3 3mMiHM Micusi BUpOOHULTBA, 3MiHa KOPUANYHOT agpecu
no 250 mn, abo no Ha cbakTnyHe agpecy (MpUBEAEHHS Y BiANOBIAHICTb 40 AOKYMEHTIB
500 mn, abo no BMpOGHUWKa). BBeaeHHst 3amMiH npoTArom 6-Tu MicauiB nicns
1000 mn, abo no 3aTBEPAXEHHS.
2000 mn, abo no
3000 mn, abo no
5000 mn B
KOHTeWHepax
nonimMepHux; no 2
mn abo no 5 mn B
KOHTeWHepi
0AHOA030BOMY, MO
10 KOHTENHepIB B
navui 3 KapToHy
33. OUKNO®PEHAK NMOPOLLIOK MAT YkpaiHa AapTti Oparc IHais BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: - UA/5229/01/01
OIETUNAMIHY (cybeTaHuis) B "Ximdpapmsa Timiten 3MiHu | Tuny - 3miHn 3 akocTi. ADL. KoHtponb A®I. 3miHa y
noABiINHMX BOf, napameTpax cneundikauii Ta/abo AoNyCTUMUX MEX, BUSHa4YEHUX y
nonieTnneHoBnx "YepsoHa cneumdikauisx Ha A®Pl, abo BMXigHWIA/NPOMIXHUIA NpodyKT/peareHT,
naketax ons 3ipka" LLIO BUKOPUCTOBYIOTbCS Y npoleci BupobHuutea APD| (BunyyeHHs
BMPOBHMLTBA He3Ha4yHOro NokasHuka SIKOCTi (Hanpuknag BUIyYeHHsi 3acTapinoro
HeCTepUnbHUX nokasHuka); cynyTHs 3miHa: 3miHu 3 gkocTi. APl. KoHTponb API.
nikapcbknx opm 3miHa y meTogax BunpobysaHHsa A®I abo BuxigHoro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuutea API (iHwi 3MiHM B MeTogax BUNpobyBaHHS
(BKnoYatoum 3amiHy abo JONOBHEHHS) AN peareHTy, Lo He
CMPUYUHSAE ICTOTHOrO BNAMBY Ha sikicTb A®I) - 3miHu 3 gkocTi. API.
BupobHuuTBo. 3miHM B npoueci BupobHuutea API (iHwi 3MiHK)
34. OIAHE-35 TabneTtkn, BKpUTI Banep HimeuumnH Banep ®apma HimeuwunH BHECEHHS 3MiH 40 peecTpaLinHMX maTepianis: 3a peyernmom UA/7893/01/01
obornoHkoto, no 21 Papma Al a Al, HimewuuHa; a 3MiHM | TNy - 3mMiHa nepiody NOBTOPHUX BUNpobyBaHb/Nepioay

Tabnetui y 6nictepi
3 KarneHJapHow
LKarnot; no 1
6nictepy B
KapTOHHIN kopobui

bavep Bavmap
'M6X i Ko. KT,
HimeuunHa

36epiraHHs abo ymoB 36epiraHHst ADI - 3MiHa yMoB 36epiraHHst Ansi
aitovoi pevoBuHN LiunpoTepoHy aueTtaTt (BBOAATHCA TemnepaTypHi
obmexxeHHs Ans 36epiraHHa Ta TPaHCMOPTYBaHHS Ailo40i pevoBUHM);
3MiHM | TNy - 3mMiHa nepiody NOBTOPHUX BUNpobyBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHa ADI - gocnimkeHHs cTabinbHOCTI
(NoBTOpHE TECTyBaHHSA) CKOPOYY€ETbCs A0 9 MicAuiB
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Ne
n/n

Hasea
niKkapcbKo20
3acoby

Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3asisHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymosu
eidnycky

Homep
peecmpauyitiHo
20
noceidYyeHHs1

35.

OOKCUUUKINIH-
TEBA

Kancynu m'ski no
100 mr Ne 10
(10x1) y 6nictepax

patiochapm
mM6X

HimeyvuuH
a

[o3Bin Ha
BWMNYCK Cepil:
Mepkne 'mbX,
HimeyunHa;
BupobHuuTBO
Hepo3adacoBaHoi
npoaykuii,
KOHTPOIb SKOCTI:
KataneHT
HimeyunHa
E6epbax m6X,
HimevuunHa;
MepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPOIb SIKOCTi:
Mepkne 'm6X,
HimeyuynHa

HimeuunH
a

BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3MiHu | Tuny -
AnmiHicTpaTuBHi 3MiHN. 3MiHa Ha3Bu nikapcbkoro 3acoby (BHectu
3MiHM LWOoJ0 ToproBenbHOI Ha3BK 13, sk HacnigokK BiANOBIAHI 3MiHW B
TekcTi MmapkyBaHHs (6yno - JOKCUBEHE) (TepmiH BBe4eHHS 3MiH -
NpPOTArom 6-Tn MiCALIB MiCNSA 3aTBEPKEHHS)

3a peuernmom

UA/3033/01/02
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36. OOKCOPYBIUUH NOpPOLUOK AN AkTasic rpyn Icnanpis CiHgan ®apma PymyHis/ BHECEHHS 3MiH 40 peecTpauiinHux maTepianis: 3minu | Tuny: MoToBuin 3a UA/10273/01/01

po3uMHy Ans AT CPJ1, PymyHis ITanis nikapcbkuin 3aci6. BupobHuutso. 3amiHa abo BBeAeHHSA 40AaTKOBOI peuenmom

iHdy3in Ta iH'ekuin AkTasic ITanis [inbHULI BUPOGHMLTBA AN YaCTMHN abo BCbOro BUPOGHMYOro

no 10 mry C.n.A., Itanis npouecy roToBOro nikapcbkoro 3acody (AinbHUUS AN BTOPUHHOMO

dnakoHax Ne 1

nakyBaHHs )(BBeeHHs1 BUpoOHuka AkTasic ITania C.n.A., ITanis);
3Mminu | TUNY: F'oToBMI Nikapcbkuin 3aci6. Cructema
ynakoBka/ykynopka. 3miHa popmu abo po3mipy KOHTenHepa yn
3aKynoproBarnbHOro 3acoby (MepBUHHOI yNakoBKW) (CTEpUIbHI
nikapcbki 3acobu) (BBeAeHHs gon. cnakoHiB no 10 Mn 3amicTb
3aTBEpPAXEHMX (hNakoHiB 8 Mn Ans AoAaTKOBOro BUPOBHMKA); 3MiHu |
Tuny: FoToBMA nikapcbkuii 3acib. KOHTponb rotoBoro nikapcbKoro
3acoby. 3miHa napameTpiB cnevuudikaLin Ta/abo JonycTUMUX MeX
roToBOro nikapcbkoro 3acoby (4ONOBHEHHS crneundikaLii HOBUM
NoKa3HUKOM 3 BiAMOBIAHUM METOAOM BUMPOOYBaHHS)(BKIOYEHHS
HOBOrO MnokasHuka Ao cneumdikauii Ans CynposigHUX AOMILLIOK
«[dokcopybiumH anmepy»); 3miHn | Trny: FoTOBUIA MiKapCbKMi 3acib.
Brpo6HuuTBO. 3MiHM BMNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIEHMX Y cneuumdikauisx, nig yac BUpobHMLTBA roTOBOro
nikapcbKkoro 3acoby (BUIyYeHHs1 HECYTTEBOIO BUNPOOYBaHHS)
(BNyYeHHs nokasHuka "laeHTudikauis meTunnaparigpokcubeHsoaty"
B npoueci BUpobHULTBa ANs HOBOro BUPoOHWMKa); 3MiHu | Tuny:
loToBMIA nikapcbkuii 3aci6. BupobHuuTBO. 3MiHM BUNpo6yBaHb abo
[OMyCTUMMX MEX, BCTAHOBMNEHUX y cneuudikadisix, nig vyac
BMPOOHMLITBA rOTOBOrO MikapCbKoro 3acoby (BUNyYeHHst HECYTTEBOrO
BMNPoBYBaHHS) (BUNyYEHHsI Noka3Huka "laeHTudikauis
AoKkcopybiumHy" B npoueci BUpobHULTBa ANS HOBOTO BUPOOHWMKA);
3MiHu | TUNy: F'oToBMI Nikapcbkui 3aci6. BupobHuuTBO. 3MiHN
BUNPobyBaHbL abo AONYCTUMUX MEX, BCTAHOBMEHMX Y cneumdikaLisx,
nig Yyac BUPOGHMLITBA rOTOBOTO NiKapCbKOro 3acoby (BUIy4YeHHS
HeCcyTTeBOro BUNpobyBaHHA) (BUYYEHHS TECTY NPSMOro NMoTOKY
nepeg nepwvMm i Apyrum inbTPyBaHHAM i 3aMiHUTU LI TeCT Ha
«TecT Bynbbalku» nicns Apyroro ginbTpyBaHHS TiNlbKM ANS HOBOTO
BMPOGHMKa); 3miHu | Tuny: MoToBuIA nikapcbkuii 3acié. BupobHuuTBo.
3MiHn BUNpobyBaHb abo J4OMYCTUMUX MEX, BCTAHOBMEHNX Y
cneumdikauisx, nig Yyac BUpobHULITBA rOTOBOrO NiKapCbKoro 3acoby
(BUMYYeHHS HeCYTTEBOIO BUNPOBYBaHHS) (BUNYYEHHS MOKa3HUKa
"KinbkicHe BU3Ha4YeHHsi OKCOpybiLMHY" B NpoLeci BUpobHULTBa Ans
HOBOro BMPOGHMKa); 3miHu | Tny: MoToBuIA Nnikapcbkuii 3acio.
Bupo6HuuTBO. 3MiHM BMNpo6yBaHb abo JONYCTUMUX MEX,
BCTaHOBIEHWX Y cneuundikauisx, nig yac BUpoGHMLTBA roTOBOro
nikapcbKkoro 3acoby (BUIyYEHHsS1 HECYTTEBOTO BUMPOOYBaHHSA)
(BnyyeHHs1 nokasHuka "KinbkicHe BU3Ha4YeHHs
MeTunnaparigpokcnbeHsoaTty" B npoLeci BUpobHMUTBa ANs HOBOrO
BMPOGHMKa); 3miHuM | Tuny: MoToBuIA nikapcbkuii 3aci6. BupobHuuTteo.
3MiHM BUNpobyBaHb abo 4OMYCTUMNX MEX, BCTAHOBMEHNX Y
cneumdikauisix, nig Yac BUpobHULITBA rOTOBOrO ikapCbKoro 3acoby
(BONOBHEHHS1 HOBOrO METOAY BUNPOGYBaHHS Ta AONYCTUMUX MEX)
(nopaBaHHsA HoBoro MeToay «MeTtogy Bynb6allku (3 NPOAYKTOM)»
ans BunpobyBaHHs Ha UinicHICTb GinbTpy Micns nepLuoro i Apyroro
GinbTpyBaHHs Ak anbTepHaTuBa Anga metoay «Metoa 6ynbbaluku (3
BOAO0)» B MpoLeci BUpOOHWULTBa AN HOBOrO BUPOGHWKa); SMiHu |
Tuny: FoToBwiA Nnikapcbkuii 3aci6. BupobHuuTeo. 3miHM y npoueci
BMPOOHMLTBA rOTOBOrO NiKapCbKoro 3acoby (iHwwi 3miHu) (y 3B’A3Ky 3
MNOMNAHHIM HOROMFO RUNOBHUKA | MeneHeceHHaIM RUNDOBHUYUOro
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
37. OOKCOPYBIUUH NOpPOLUOK AN AkTasic rpyn Icnanpis CiHgan ®apma PymyHis/ BHECEHHS 3MiH 40 peecTpauiinHux maTepianis: 3minu | Tuny: MoToBuin 3a UA/10273/01/02
po3uMHy Ans AT CPJ1, PymyHis ITanis nikapcbkuin 3aci6. BupobHuutso. 3amiHa abo BBeAeHHSA 40AaTKOBOI peuenmom
iHdy3in Ta iH'ekuin AkTasic ITanis [inbHULI BUPOGHMLTBA AN YaCTMHN abo BCbOro BUPOGHMYOro
no 50 mry C.n.A., Itanis npouecy roToBOro nikapcbkoro 3acody (AinbHUUS AN BTOPUHHOMO

dnakoHax Ne 1

nakyBaHHs )(BBeeHHs1 BUpoOHuka AkTasic ITania C.n.A., ITanis);
3Mminu | TUNY: F'oToBMI Nikapcbkuin 3aci6. Cructema
ynakoBka/ykynopka. 3miHa popmu abo po3mipy KOHTenHepa yn
3aKynoproBarnbHOro 3acoby (MepBUHHOI yNakoBKW) (CTEpUIbHI
nikapcbki 3acobu) (BBeAeHHs gon. cnakoHiB no 10 Mn 3amicTb
3aTBEpPAXEHMX (hNakoHiB 8 Mn Ans AoAaTKOBOro BUPOBHMKA); 3MiHu |
Tuny: FoToBMA nikapcbkuii 3acib. KOHTponb rotoBoro nikapcbKoro
3acoby. 3miHa napameTpiB cnevuudikaLin Ta/abo JonycTUMUX MeX
roToBOro nikapcbkoro 3acoby (4ONOBHEHHS crneundikaLii HOBUM
NoKa3HUKOM 3 BiAMOBIAHUM METOAOM BUMPOOYBaHHS)(BKIOYEHHS
HOBOrO MnokasHuka Ao cneumdikauii Ans CynposigHUX AOMILLIOK
«[dokcopybiumH anmepy»); 3miHn | Trny: FoTOBUIA MiKapCbKMi 3acib.
Brpo6HuuTBO. 3MiHM BMNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBIEHMX Y cneuumdikauisx, nig yac BUpobHMLTBA roTOBOro
nikapcbKkoro 3acoby (BUIyYeHHs1 HECYTTEBOIO BUNPOOYBaHHS)
(BNyYeHHs nokasHuka "laeHTudikauis meTunnaparigpokcubeHsoaty"
B npoueci BUpobHULTBa ANs HOBOro BUPoOHWMKa); 3MiHu | Tuny:
loToBMIA nikapcbkuii 3aci6. BupobHuuTBO. 3MiHM BUNpo6yBaHb abo
[OMyCTUMMX MEX, BCTAHOBMNEHUX y cneuudikadisix, nig vyac
BMPOOHMLITBA rOTOBOrO MikapCbKoro 3acoby (BUNyYeHHst HECYTTEBOrO
BMNPoBYBaHHS) (BUNyYEHHsI Noka3Huka "laeHTudikauis
AokcopybiLmHy" B npoueci BUpobHULTBA ANS HOBOTO BUPOOHWMKA);
3MiHu | TUNy: F'oToBMI Nikapcbkui 3aci6. BupobHuuTBO. 3MiHN
BUNPobyBaHbL abo AONYCTUMUX MEX, BCTAHOBMEHMX Y cneumdikaLisx,
nig Yyac BUPOGHMLITBA rOTOBOTO NiKapCbKOro 3acoby (BUIy4YeHHS
HeCyTTeBOro BUNpobyBaHHA) (BUIYy4YEHHS TECTY NPSMOro NMoTOKY
nepeg nepwvMm i Apyrum inbTPyBaHHAM i 3aMiHUTU LI TeCT Ha
«TecT Bynbbalku» nicns Apyroro ginbTpyBaHHS TiNlbKM ANS HOBOTO
BMPOGHMKa); 3miHu | Tuny: MoToBuIA nikapcbkuii 3acié. BupobHuuTBo.
3MiHn BUNpobyBaHb abo J4oMYCTUMMX MEX, BCTAHOBMEHNX Y
cneumdikauisx, nig Yyac BUpobHULITBA rOTOBOrO NiKapCbKoro 3acoby
(BUMYYeHHS HeCYTTEBOIO BUNPOBYBaHHS) (BUNYYEHHS MOKa3HUKa
"KinbkicHe BU3Ha4YeHHsi OKCOpybiLMHY" B NpoLeci BUpobHULTBa Ans
HOBOro BMPOGHMKa); 3miHu | Tny: MoToBuIA Nnikapcbkuii 3acio.
Bupo6HuuTBO. 3MiHM BMNpo6yBaHb abo JONYCTUMUX MEX,
BCTaHOBIEHWX Y cneuundikauisx, nig yac BUpoGHMLTBA roTOBOro
nikapcbKkoro 3acoby (BUIyYEHHsS1 HECYTTEBOTO BUMPOOYBaHHSA)
(BnyyeHHs1 nokasHuka "KinbkicHe BU3Ha4YeHHs
MeTunnaparigpokcnbeHsoaTty" B npoLeci BUpobHMUTBa ANs HOBOrO
BMPOGHMKa); 3miHu | Tuny: MoToBuIA nikapcbkuii 3aci6. BupobruuTeo.
3MiHn BUNpobyBaHb abo J4OMYCTUMNX MEX, BCTAHOBMEHNX Y
cneumdikauisix, nig Yac BUpobHULITBA rOTOBOrO ikapCbKoro 3acoby
(BONOBHEHHS1 HOBOrO METOAY BUNPOGYBaHHS Ta AONYCTUMMUX MEX)
(mopaBaHHsA HoBoro MeToay «MeTtogy Bynb6allku (3 NPOAYKTOM)»
ans BunpobyBaHHs Ha UinicHICTb GinbTpy Micns nepLuoro i Apyroro
GinbTpyBaHHs AK anbTepHaTuBa Ansa metoay «Metoa 6ynbbalulku (3
BOAO0)» B MpoLeci BUpOOHWULTBa AN HOBOrO BUPOGHWKa); SMiHu |
Tuny: FoToBwiA Nnikapcbkuii 3aci6. BupobHuuTeo. 3miHM y npoueci
BMPOOHMLTBA rOTOBOrO NiKapCbKoro 3acoby (iHwwi 3miHu) (y 3B’A3Ky 3
MNOMNAHHIM HOROMFO RUNOBHUKA | MeneHeceHHaIM RUNDOBHUYUOro
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
38. OOHOPMIN TabneTtku wunyui YICA CAC PpaHuis YINCA CAC PpaHuis BHECEHHS 3MiH A0 peecTpalinHmx maTepianis: 3minu | Tuny - 3miHa be3 peuenma UA/7213/01/01
no 15 mr Ne 10, Ne HaliMeHyBaHHs Ta/abo MicLe3Haxo4KeHHs1 BUpOoBHMKa roToBOro
20 (10x2) y Ty6i y nikapcbKkoro 3acoby, BKnoYaum MicLe NpoBeAeHHS KOHTPOMo
Kopobui SIKOCTi(BMPOOHMYA AiNbHULA BUNYCKY cepil) (3MiHa HaMeHyBaHHS
BMpobHuka 13 Ta npmBeAeHHsA MicLie3Hax0MKeHHS y BiAMNOBIAHICTb
0o BucHoBkiB, Woao nigTBepaKeHHs BianosiaHOCTI BUpobHuuTea J13
Bumoram GMP (Oepxnikcnyx6a Ykpainu), 3 nepenikom J13, 6e3 3miHn
MicLst BUPOOHULITBA. 3MiHM A0 IHCTPYKLiT Ana MeanMYHoro
3aCTOCyBaHHS Yy p. «BUpoBHMK» Ta AONOBHEHHS B iIHCTPYKLT
iHpopmaLieto Woao npeacTaBHMKa 3asBHYKA B YKpaiHi (TepMmiH
BBEAEHHS 3MiH - MPOTAroM 6-T MiCALIB MiCNs 3aTBEPMKEHHS); 3MiHM
Il Tny - 3miHa 3asBHUKa (Nepedada Npas iHWOMY 3asiBHUKY)
39. OOHOPMIN TabneTtku, BKpUTI YICA CAC PpaHuis YINCA CAC PpaHuis BHECEHHS 3MiH A0 peecTpaLlinHmx maTepianis: 3miHu | Tuny - 3miHa be3 peuenma UA/7213/02/01
obornoHkoto, no 15 HaliMeHyBaHHs Ta/abo MicLie3Haxo4KeHHs1 BUpOBHMKa roToBOro
mr Ne 10, Ne 30 y nikapcbKkoro 3acoby, BktoYaruy MicLe NpoBeAeHHS KOHTPOI0
Tybi SIKOCTi(BMPOOHMYA AiNbHULA BUNYCKY cepil) (3MiHa HanMeHyBaHHS
BMpobHuka 13 Ta npmBeAeHHsA MicLie3HaxoMKeHHS y BiAMNOBIAHICTb
0o BucHoBkiB, Woao nigreepa)keHHs BianosigHocTi BupobHuuTea J13
Bumoram GMP (Oepxnikcnyx6a Ykpainu), 3 nepenikom J13, 6e3 3miHn
MicLs BUPOOHULITBA. 3MiHM A0 IHCTPYKLiT Ana MeanYHoro
3aCToCyBaHHS Y p. «BUpoBHMK» Ta AONOBHEHHS B iIHCTPYKLT
iHdbopMmaLieto Wwoao npeacTaBHUKa 3asiBHUKA B YkpaiHi) (TepmiH
BBEAEHHS 3MiH - MPOTAroM 6-T MiCALIB MiCNs 3aTBEPMKEHHS); 3MiHN
Il Tny - 3miHa 3asBHUKa (Nepedada Npas iHWOMY 3asiBHUKY)
40. OYCNATAIIH® Kancynm ABGOTT Hipnepnan MannaHx PpaHuis BHECEHHS 3MiH 40 peecTpauiiHu X MaTepianis: 3MiHu | Tuny - 3a peyernmom UA/8813/02/01
NPOSIOHroBaHoi Aji, Xenckea an JlabopaTopis ApmiHicTpaTBHI 3MiHW. 3MiHa HalMeHyBaHHSA Ta/abo agpecu micus
TBepai no 200 wmr, MNpopakTc CAC NPOBaXeHHs AisrnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
no 10 kancyn y B.B. nikapcbKkoro 3acoby, BKoYaum AinbHuLi BUNycKy cepii abo micue
6nictepi; no 3 NPOBEAEHHSA KOHTPOSIIO AKOCTI. (LisNbHICTb, 3a sIKy BignoBigae
Gnictepu B BMPOGHMK/iIMNopTep, BKIOYaouM BUMYCK cepiit) (3MiHa
KapTOHHIN kopobuj; HaliMeHyBaHHSs1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
no 15 kancyn y (TepmiH BBeAEHHS 3MiH - MpOTArom 6-T MicAUIB micns
6nictepi; no 1, 2, 3aTBEPAXKEHHST)
abo 4 Gnictepu B
KapTOHHI Kopobui
41. E30JIOHI®-20 TabneTku, BKPUTI OpraHocuH IHAis EBepTomkeH IHAis BHECEHHs1 3MiH 40 peecTpauiiHux maTtepianis: 3a peyenmom UA/11328/01/01
NNiBKOBOIO Jland Jland CaeHcus 3MiHuM | TUNY - BBeAeHHs abo 3MiHM 40 y3aranbHEHUX AaHuX Npo
obornoHkoto, no 20 CaeHcuns Nimiten cuctemy dapmakoHarnsaay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHu
mr Ne 7 (7x1), Ne M. l1A4. y PO3MilLleHHi MacTep-hanna cuctemn dpapMmakoHarnagy

14 (7x2) y
Gnictepax y
Kopobui
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3acoby ¢opma, 20
ynakoeka) noceidYyeHHs1
42. E30JIOHI®-20 TabneTtkn, BKpUTI OpraHocuH IHgis EBepTomkeH IHgis BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: - UA/11329/01/01
NMiBKOBOK Jland Jland CaeHcus 3MiHu | Tuny - BBegeHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Npo
obornoHkoto, no 20 CaeHcuns Nimiten cuctemy dbapmakoHarnsay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHm
Mr in bulk Ne 2500 MeT. N1A4. y PO3MilLieHHi macTep-danna cuctemm papmakoHarnsgy
y nakeTax y
KapTOHHIN kopobUi
43. E30JIOHI®-20 TabneTkn, BKpUTI OpraHocuH IHAaisa EBepTomkeH IHAais BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3miHu | Tuny - - UA/11329/01/01
NMiBKOBOK Jland Jland CaeHcus ApmiHicTpaTBHI 3MiHW. 3MiHa HalMeHyBaHHSA Ta/abo agpecu micus
o6ornoHkoto, no 20 CaeHcus Timiteq NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
mr, in bulk: no 2500 MeT. l1A. nikapcbKkoro 3acoby, BKoYaum AinbHULi BUNycKy cepii abo micue
y NoABINHUX NPOBEAEHHS KOHTPOJTIO AKOCTI. (LisNbHICTb, 3a 5Ky BignoBigae
naketax BMPOGHUK/iMNOpTEp, BKIOYaUM BUMYCK cepiii) - 3MiHa
HaniMeHyBaHHS1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
(Tepm iH BBeAEHHS 3MiH - MPOTArom 3-X MiCSALIB MiCNA 3aTBEPKEHHS)
44. E30JIOHI®-20 TabneTku, BKPUTI OpraHocuH IHAis EBepTomkeH IHAis BHECEHHS 3MiH 40 peecTpaLiiHux maTepianis: 3mitu | Tuny - 3a peyenmom UA/11328/01/01
NNiBKOBOIO Tand Jland Caencus ApmiHicTpaTuBHi 3MiHW. 3MiHa HanmeHyBaHHS Ta/abo agpecu micus
o6onoHkoto, no 20 CaeHcus Timiteq NPOBaXeHHS JisnbHOCTI BUpoBHMKa/iMnopTepa rotToBoro
Mr, no 7 TabneTok y MeT. Jl1a. nikapcbKkoro 3acoby, BKNoYaum AinbHUL BUNYcKy cepii abo Micue
6nictepi; no 1 abo NPOBEAEHHS1 KOHTPOIO AKOCTI. (AiSNbHICTb, 3a 5Ky BignoBsigae
2 bnictepn y BMPOBHMK/iMNOpTEpP, BKMOYaYM BUMYCK Cepil) - 3MiHa
KapTOHHIN kopobUj HaliMeHyBaHHs BUpobHuka 113, 6e3 3miHu micus BUpoGHULTBA)
(Tep™ iH BBEAEHHS 3MiH - MPOTAroM 3-x MicsUiB Nicns 3aTBEpAXKEHHS)
45, E30OJIOHI®-40 TabneTtkn, BKpUTI OpraHocuH IHais EBepTomkeH IHais BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3a peyenmom | UA/11328/01/02
NniBKOBOK Jland Jang CaeHcus 3MiHM | TUNY - BBeAeHHst abo 3MiHM 40 y3ararnbHEeHUX AaHKX Npo
ob6onoHkoto, no 40 CaeHcm3 Timiten cuctemy cbapmakoHarnsgy (BKMYa4um KOHTaKTHiI gaHi) Ta/abo 3MiHu
mr Ne 7 (7x1), Ne M. Jl7A4. y PO3MilLieHHi MacTep-hanna cuctemmn apMmakoHarnagy
14 (7x2) y
bnictepax y
Kopobui
46. E30OJIOHI®-40 TabneTku, BKPUTI OpraHocuH IHais EBepTomkeH IHais BHECEHHs1 3MiH 40 peecTpauiiHux maTtepianis: - UA/11329/01/02
NMiBKOBOK Jland Jland CaeHcus 3MiHu | Tuny - BBegeHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Mpo
obornoHkoto, no 40 CaeHcuns Nimiten cuctemy dbapmakoHarnsaay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHm
mr in bulk Ne 2500 M. l1A4. y PO3MilLleHHi MacTep-thanna cuctemmn dbapMmakoHarnagy
y nakeTax y
KapTOHHIN kopobui
47. E30OJIOHI®-40 TabneTkn, BKpUTI OpraHocuH IHAais EBepTomxeH IHAaisa BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3miHu | Tuny - 3a peuyenmom | UA/11328/01/02
NMiBKOBOK Jland Jland CaeHcus ApmiHicTpaTuBHI 3MiHW. 3MiHa HalmMeHyBaHHSA Ta/abo agpecu micus
o6onoHkoto, no 40 CaeHcus Timiteq NPOBaXeHHS disnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
Mr, o 7 TabneTok y MeT. N1A4. nikapcbKkoro 3acoby, BKIoYaum AinbHULI BUNYyCKy cepii abo micue

6nictepi; no 1 abo
2 6nictepu y
KapTOHHIN kopobui

npoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTEpP, BKMOYaUM BUMYCK cepiit) - 3MiHa
HaliMeHyBaHHSs1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBaA)
(Tepm iH BBeAEHHS 3MiH - MPOTArom 3-X MiCsALIB MiCNsA 3aTBEPKEHHS)
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3acoby ¢opma, 20
ynakoeka) noceidYyeHHs1
48. E30JIOHI®-40 TabneTkn, BKpUTI OpraHocuH IHAaisa EBepTomkeH IHAaisa BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3miHu | Tuny - - UA/11329/01/02
NMiBKOBOK Jland Jland CaeHcus ApmiHicTpaTBHI 3MiHW. 3MiHa HanMeHyBaHHSA Ta/abo agpecu micus
o6onoHkoto, no 40 CaeHcus Jimiteq NPOBaXeHHs AisnbHOCTI BUpoOHMKa/iMnopTepa roToBoro
mr, in bulk: no 2500 MeT. l1A. nikapcbKoro 3acoby, BKNoYaum AinbHuLi BUNycKy cepii abo micue
y NoABIHUX NPOBEAEHHS KOHTPOJTIO AKOCTI. (AisNbHICTb, 3a 5Ky BignoBigae
naketax BMPOGHMK/iMNOpTEpP, BKMOYaUM BUMYCK cepiit) - 3MiHa
HanMeHyBaHHS1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
(Tepm iH BBeAEHHS 3MiH - MPOTArom 3-X MiCSALIB MiCNsA 3aTBEPKEHHS)
49. EKCPOPX TabneTku, BKPUTI Hoeapric LLsenuapi Hoeaprtic ®apma | Lsenuapi BHECEHHSA 3MiH 0 peecTpauinHnx maTepianis: 3a peyenmom UA/8102/01/01
NNiBKOBOIO dapma Al A LWrenH AT, s/ IcnaHis 3MiHu |l TNy - 3MiHK o IHCTPYKUIT ANs MeAWYHOro 3aCTOCYBaHHSA Y
o6onoHkot, 5 LLiseriuapis; po3ainu: "MpoTtunokasaHHsa", "Cnocib 3actocyBaHHsA Ta go3un",
mr/80 mr Ne 14 Hoeapric "MobiyHi peakuii”. BBeaeHHA 3MiH npoTsAroM 3-x micsAuiB nicns
(14x1), Ne 28 dapmacbioTuka 3aTBepAKeHHsA
(14x2) y bnictepax C.A,, IcnaHig
50. EKCPOPX TabneTku, BKPUTI Hoeapric LLsenuapi Hoeaprtic ®apma | Lsenuapi BHECEHHSA 3MiH 0 peecTpauinHnx maTepianis: 3a peyenmom UA/8102/01/02
NNiBKOBOIO dapma Al A LWrenH AT, s/ IcnaHis 3MiHu |l TNy - 3MiHK Ao IHCTPYKUIT ANs MeAWYHOro 3aCTOCYBaHHSA Y
o6onoHkoto, 5 LLsenuapis; po3sginu: "MpoTunokasaHHs", "Cnocib 3actocyBaHHsA Ta fo3un”,
mr/160 mr Ne 14 HoBapric "MobiyHi peakuii”. BBeaeHHA 3MiH npoTsaroM 3-x micsAuiB nicns
(14x1), Ne 28 dapmacbioTuka 3aTBepAKeHHsA
(14x2) y bnictepax C.A,, IcnaHig
51. EKCPOPX TabneTku, BKPUTI Hoeapric LLsenuapi Hoeaprtic ®apma | Lsenuapi BHECEHHSA 3MiH 0 peecTpauinHnx maTepianis: 3a peyenmom UA/8102/01/03
NNiBKOBOIO dapma Al A LWtenH AT, s/ Icnanis 3MiHu |l TNy - 3MiHK Ao IHCTPYKUIT 4Ns MeANYHOro 3aCTOCYBaHHSA Y
ob6onoHkoto, 10 LLsenuapis; po3sginu: "MpoTunokasaHHs", "Cnocib 3actocyBaHHsA Ta fo3un",
mr/160 mr Ne 14 HoBapric "MobiyHi peakuii”. BBeaeHHA 3MiH npoTsAroM 3-x micsAuiB nicns
(14x1), Ne 28 dapmacbioTuka 3aTBepAKeHHsA
(14x2) y bnictepax C.A,, IcnaHis
52. EKCPOPX H TabneTku, BKPUTI HoBapric LLsenuapi BUPOBHMUTBO, Lsenuapi BHECEHHS 3MiH 0O peecTpauiiHux maTtepianis: 3miHu |l TUny - 3amiHn 3a peyenmom UA/12679/01/01
NMiBKOBOO Papma Al A KOHTpOnb AKocTi, | £/ IcnaHis [0 IHCTPYKLii ANS MeANYHOro 3acTOCyBaHHA Y po3ainu:
0605oHKoto, Mo 5 nakyBaHHs, "dapmakornorivHi BnactusocTi", "lMpoTunokasaHHs", "Baaemogisi 3
Mr/160 mr/25 mr Ne BUNYCK cepii: iHLWMMK nikapcbknMmy 3acobamu Ta iHLWi BUAM B3aemogin”,
14 (14x1), Ne 28 HoBaprTic ®apma "OcobnumBocTi 3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta
(14x2) y 6nictepax LWTenH AT, po3n","MobivHi peakuii”". BBeaeHHs 3MiH npoTarom 3-x micsilis
LLisenuapis; nicnsa sarBepAXXeHHA
Hogapric
dapmacbloTuka
C.A,, IcnaHisi;

KOHTPOIb SIKOCTI:
dapmaHanituka
CA, Weenuapis;
naKyBaHHS:
Onnak Npyn AT,
LLisenuapis;
Konadapma AT,
LLsenuapis;
IBepc-Jli Al',
LLsenuapis
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3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
53. EKC®OPX H TabneTtkn, BKpUTI Hogapric LLisenuapi BMPOGHMLITBO, Lsenuapi BHECEHHS 3MiH A0 peecTpauinHMX maTepianis: 3MiHu |l Tuny - 3amimn 3a peyenmom | UA/12679/01/02
NMiBKOBOO Papma Al A KOHTpOnb AKocTi, | £/ IcnaHis [0 IHCTPYKLii ANS MeANYHOro 3acTOCyBaHHA Y po3ainu:
o6onoHkoto, no 10 nakyBaHHs, "dapmakonorivHi BnactusocTi", "lMpoTunokasaHHs", "Baaemogisi 3
Mmr/160 mr/25 mr Ne BUNYCK cepii: iHLWIMMKM NikapcbknMKM 3acobamu Ta iHLWi BUAK B3aemogin",
14 (14x1), Ne 28 HosaprTic ®apma "OcobnuBocTi 3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta
(14x2) y 6nictepax LTenH AT, po3n","MobivHi peakuii". BBeaeHHs 3MiH npoTarom 3-x micsilis
LLsenuapis; nicns 3aTBepAXeHHs
Hogapric
dapmacbloTuka
C.A., IcnaHis;
KOHTPO~b SKOCTI:
dapmaHanituka
CA, WBenvuapis;
nakyBaHHSI:
Onnak Npyn AT,
LLiseriuapis;
Konadapma AT,
LLisenuapis;
IBepc-Jli Al',
Lsenuapis
54, EKCPOPX H TabneTtkn, BKpUTI Hosapric LLiseriLapi BUPOBHMUTBO, Lseruapi BHECEHHS 3MiH A0 peecTpaLiiHMX maTepianis: 3MiHu |l Tuny - 3amiHm 3a peyenmom | UA/12679/01/03
NNiBKOBOIO dapma Al A KOHTpOnb skocTi, | s/ IcnaHis 00 IHCTPYKUiT Ans MeAMYHOro 3aCTOCYBaHHS Y PO3Ainu:
00ornoHkoto, no 5 nakyBaHHS, "®apmakornorivHi BnactusocTi", "lMpoTunokasaHHs", "Baaemogisi 3
mr/160 mr/12,5 mr BWNYCK Cepil: iHLWMMK nikapcbknMmy 3acobamu Ta iHWi BUAM B3aemogin”,
Ne 14 (14x1), Ne 28 HoBaprtic ®apma "OcobnueocTi 3actocyBaHHs", "Cnocib 3actocyBaHHA Ta
(14x2) y 6nictepax LWTenH AT, po3n","MobivHi peakuii”". BBeaeHHs1 3MiH npoTarom 3-x micsauis
LLisenuapis; nicna 3aTBepAXXeHHA
Hogapric
dapmacboTrka
C.A., IcnaHis;

KOHTPOIb SIKOCTi:
®apmaHaniTuka
CA, WBenuapis;
nakyBaHHsI:
Onnak Npyn AT,
LLisenuapis;
Konadpapma AT,
LLiseriuapis;
IBepc-Jli Al',
LLiseruapis
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[Iponosxenus gogaTtka 3

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
55. EKC®OPX H TabneTtkn, BKpUTI Hogapric LLisenuapi BMPOGHMLITBO, Lsenuapi BHECEHHS 3MiH A0 peecTpauinHMX maTepianis: 3MiHu |l Tuny - 3amimn 3a peyenmom | UA/12679/01/04
NMiBKOBOO Papma Al A KOHTpOnb AKocTi, | £/ IcnaHis [0 IHCTPYKLIi ANS MeAnYHOro 3acTOCyBaHHA Y po3ainu:
o6onoHkoto, no 10 nakyBaHHs, "dapmakornorivHi BnactusocTi", "lMpoTunokasaHHs", "Baaemogis 3
mr/160 mr/12,5 mr BUNYCK cepii: iHLWMMK niKkapcbknMy 3acobamu Ta iHLWi BuaM B3aemogin”,
Ne 14 (14x1), Ne 28 HosaprTic ®apma "OcobnumBocTi 3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta
(14x2) y 6nictepax LTenH AT, po3n","MobivHi peakuii”". BBeaeHHs 3MiH npoTarom 3-x micsilis
LLsenuapis; nicns 3aTBepAXeHHs
Hogapric
dapmacbloTuka
C.A., IcnaHis;
KOHTPO~b SKOCTI:
dapmaHanituka
CA, WBenvuapis;
nakyBaHHSI:
Onnak Npyn AT,
LLiseriuapis;
Konadapma AT,
LLisenuapis;
IBepc-Jli Al',
Lsenuapis
56. EJTIOKOM® noceioH 0,1 % no Wepinr-Mnay | LWeenuapi Bariep IHk KaHapa BHECEHHS 3MiH A0 peecTpaLlinHux maTepianis: 3miHu | Tuny - 3a peuyenmom UA/6293/03/01
30 mn y donakoHi- CenTtpan Ict A ApmiHicTpaTuBHI 3MiHW. 3MiHa HanmeHyBaHHS Ta/abo agpecu micus
KpanensHuui; no 1 Al

dnakoHy y
KapTOHHIN kopobui

NPOBaXXEHHS OiANbHOCTI BUPOOHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKMOYarun AinbHNL BUNYCKy cepii abo Micue
NPOBEAEHHS KOHTPOSO AKOCTI. (AisSNbHICTb, 3a 5Ky BignoBsigae
BMPOGHMK/IMNOpTEpP, BKMIOYaUM BUMYCK Cepil) - 3MiHa
HallMeHyBaHHs Ta NpPYBEeAEHHS MicLie3HaxoKeHHs BUpobHuka 13
00 BMCHOBKyY o0 nigTBepAXXeHHs BiANOBiAHOCTI BUPOOHULTBA
nikapcbkunx 3acobiB BUMOram HamnexHoi BupobHuyoi npaktukm (GMP),
BuaaHoro lepxxaBHoto cry»60t0 YkpaiHu 3 nikapcbkux 3acobis, 3
nepenikom J13. BBeaeHHs1 3mMiH npoTaromM 3-x MicsiliB nicnsi
3aTBepAXeHHS. 3MiHu | Tuny - AaMiHicTpaTuBHI 3MiHW. BunyyeHHs
BMPOGHMYOT AinbHULI (BKMtoYatoum AinbHuui Ana A®Il, npomixkHoro
npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHuUU Ansi
npoBefeHHs NakyBaHHs, BUPOGHMKa, BiANOBiAanbHOro 3a BUnyck
cepiii, MicLie NpoBeAeHHS KOHTPOrio cepii) abo nocTayanbHKKa
BUXiQHOro MaTepiany, peareHTy abo OMOMIXHOI peYOBUHY (SKLLO
3a3HaYEHO Y AOCHLE) - BUINYYEHHs anbTepHaTUBHOIO BUPOGHUKa
roToBoOro fnikapcbkoro 3acoby - Lepinr-Nnay C.A., Icnanis. BBeaeHHs
3MiH NpoTsirom 3-X MicsLiB Nicnsl 3aTBEPKEHHS
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
57. EMETOH po3unH Ang iH'ekuin | TOB "HIKO" Ykpaina TOB "HIKO", Ykpaina/ BHECEHHS 3MiH 40 peecTpauiiHMx maTtepianis: 3miHun | Tuny - 3miHn 3 | 3a peyenmom | UA/13447/01/01
2 mr/mn, no 2 mn YkpaiHa; Ipeuis sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHM y BUpoGHMLTBI. 3amiHa abo
abono4 mns HepoadacosaHu BBeAEHHs 40AaTKOBOI AiNbHULI BUPOBHMLTBA ANSt YaCcTUHW abo
amnyni, no 5, 20 " NPOAYKT, BCbOro BUPOBHMYOro NpoLecy roToBOro fikapcbKkoro 3acoby
abo 50 amnyn'y nepBuHHa (AinbHUUSA, Ha Akin npoBoAATbCA ByAb-Aki BUPOOHMYI cTagii, 3a
nauyui 3 KapToHy ynakoBka, BUHATKOM BUMYCKY Cepii, KOHTPOIIO SKOCTi Ta BTOPUHHOO NaKyBaHHS
BTOPVHHA ONs CTepunbHUX Nikapcbkunx 3acobiB (BKMYaoum BUPOOIeHi
yrnakoBka, acenTVYHUM METOAOM), KpiM NikapCbkunx 3acobis
KOHTpOnb:! GionoriyHoro/iMyHOMNOr4YHOro NOXOAXXeHHS) (BBeAEHHS A0OaTKOBOI
OEMO CA AinbHUUi BUpobHuuTea J13, Ha SKil 34iNCHI0ETLCS BUPOOHULITBO
PAPMACBIOTIK Hepo3dacoBaHOro NPoaykTy, NepBMHHa Ta BTOPMHHA yrnakoBKa:
AN IHOACTPI, OEMO CA ®APMACBIOTIKAN IHOACTPI, peuist). CynyTHsi 3amiHa -
[peuis 3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3acib. 3MiHWM y BUPOBHMUTBI.

3amiHa abo BBeEHHs1 [OAATKOBOI AiNbHULI BUPpOBHMUTBA Anst
YacTuHU abo BCbOro BUPOBGHNYOrO NPOLIECY rOTOBOTO fiKapCbKOro
3acoby (4inbHMUA Ans BTOPUHHOIO NakyBaHHs); 3MiHu | Tuny - 3MiHn
3 gKkocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHM y BUPOOHMLUTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTBCS BUMYCKY Cepii Ta KOHTPOIO SKOCTI
roToBOro fikapcbkoro 3acoby (3amiHa abo goaaBaHHS AinbHULI, Ha
AKil 3AIMCHIOETBCA KOHTPOMbL/BUNPOOYBaHHSA cepii) (BBeAEHHS
[0[AaTKOBOI AiNbHULI ANS NpoBeAeHHS KOHTPonMto/BUNpobyBaHHs
cepii MM3: AEMO CA ®APMACBLIOTIKAIN IHOACTPI, 'peuis); 3miHn
| Tny - 3miHK 3 akocTi. FoToBMI Nikapcbkui 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpiB cneumdikaLin
Ta/abo [onyCTUMUX MEX roTOBOrO MikapcbKoro 3acoby (BUMyYeHHs
He3Ha4yHOro NokasHuka (Hanpvknaz 3acTapinoro nokasHuka, Takoro
SIK 3anax Ta cMak, abo ineHTugikaLis 6GapBHUKIB UM CMaKOBUX
nob6aBok) (BunyyeHHst 3 MKA 113 Tecty «[MiporeHu», 3a HasiBHOCTI
nokasHuka sikocTi «bakTepianbHi eHgoTokcuHn» OPY 2.6.14. CynyTHA
3MiHa - 3MiHK 3 akocTi. FoToBWMIA Nikapcbkuit 3acib. KoHTposb
roToBOro fnikapcbkoro 3acoby. 3miHa y meTogax BUNpobyBaHHs
roToBOro fikapcbKkoro 3acoby (He3HayHa 3MiHa y 3aTBEPIKEHMX
mMeToaax BunpobyBaHHs); 3MiHn | Tuny - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcebkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHsSI rOTOBOrO Mikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBepO)KeHVX MeTofax BUnpobyBaHHs) (
3MiHM y meToAi BunpobysaHHs 13 3a nokasHukom «[omiwka By (y
NPUroTyBaHHi PO34MHY NOPIBHSAHHSA (a) BUaaneHo nocunaHHa Ha PC3
Ta JonoBHeHo nocunaHHsa Ha EP CRS); 3a nokasHukom "CynpoBigHi
OoMilwkn" yTouHeHo Ha3sy ctaHgapTy BP CRS; nonoBHeHo
nocunaHHsa Ha EP CRS, yTo4yHeHo Ha3By KOMOHKM Ta pyxomoi dasn,
BiJHOCHE CTaHZapTHE BiOXWIEHHS BUKNAAEeHo 3rigHo 3 n. 2.2.46 Y
"MpuaatHictb cuctemmn”); 3MiHn | TUNy - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuin 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepii
(BkntoyatouM fiana3oH po3mipy cepii) roToBOro nikapcbkoro 3acoby
(36inblueHHst go 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM PO3MiIpOM)
(36inbweHHs po3mipy cepii J13, NopiBHAHO i3 3aTBEpAXeHUM, AN
HOBOI AinbHuLi BUpobHuuTea JEMO CA ®APMACBLIOTIKAIN
IHOACTPI, Mpeuis - 300 n (3aTBepaxeHo anst TOB «HIKO» 150 n);
3MmiHu | TMny - 3MiHKM 3 AKkocTi. [oTOBUI Nikapcbkui 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKMoYakum giana3oH po3Mipy
cepii) rotoBoro nikapcbkoro 3acoby (3meHwweHHs ao 10 pasis)
(3MeHLLeHHs po3mipy cepii J13, NopiBHAHO i3 3aTBEpAXeHUM, AN
HOROT NinkHUI runobHuiitra MEMO CA OAPMACKKTIKAN
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[Iponosxenus gogaTtka 3

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
58. EHANANPUN Tabnetkn, no 10 mr MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 40 peecTpauinHux atepianis: 3miHu | Tuny - FoToBuiA 3a UA/8867/01/01
Ne 20 (10x2) y "KviBmeanpe "KniBmegnpenap nikapcbkui 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa peuenmom
6nictepax B navui napar" ar"

napameTpiB cneundikaui Ta/abo 4oNyCTUMKX MEX rOTOBOrO
nikapcbKkoro 3acoby (iHwi 3miHn). BBegeHHs 3MiH NpoTsirom 6-Tu
MicauiB nicnsa 3aTBepaxeHHs. CynyTHs 3MiHa. - [0TOBMI NikapcbKui
3acib. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTtogax
BMNPOOYBaHHS rOTOBOrO MikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
BMNpoOyBaHb (BKMOYao4m 3amiHy abo JoNoBHEHHS). 3MiHa
napameTpiB cneundikauii Ta meToaiB BunpobyBaHHs 113 y 3B°a3Ky 3i
3MiHOI0 Y CKNnagi 4OMOMDKHMX pevyoBuMH 3a p. "Onuc”, p.
"laeHTudikauia" amiHa copmynioBaHHs, p. "CepeaHs maca”, p.
"OfHOpIfHICTb A030BaHMX oanHUUb"(OPY,2.2.29 ), meToA NpsAMoro
BM3HayeHHsi, BEPX)- amiHa B npobonigroToBui, 3viHa ymoB
XpomaTorpadpyBaHHs; NpuaaTHOCTI XxpoMaTorpadiyHoi cuctemu; B
po3paxyHKoBii dopmyni; p. "CynposigHi gomilkun", (MeTon
BEPX,A®VY,2.2.29) amiHa B npobonigrotosLi, 3MmiHa yMOB
XpomaTorpadpyBaHHs, BBEEHHS PO3paxyHKOBOI (hopmMynu; p.
"Po3unHeHHs" 3amiHa meToay (MeTod BEPX (AdY,2.9.29), amiHa B
npo6oniaroToBLi, 3MiHa yMOB XxpomaTorpadyBaHHsi, 3MiHa B
po3paxyHkoBin copmyni; MpuseaeHHs p. "MikpobionoriyHa uncrora”
[0 BUMoOTr gitovoro BugaHHa OdY p. "KinbkicHe BU3Ha4YeHHsA" 3MiHa B
MeToauui metogom BEPX (O®Y 2.2.29) 3miHa B npobonigroTosL,
3MiHa YMOB xpomaTorpadpyBaHHs; 3MiHa B po3paxyHKOBiV hopMyri.
3MiHn | TUny - FoToBWI Nikapcbkuin 3acib. Cuctema
ynakoBka/ykyrnopka. 3miHa y NepBuHHII ynakoBLji FOTOBOro
nikapcbKoro 3acoby (SKICHWI Ta KiNbKiCHUIA cknaa) - TBepai Nikapcbki
copmmn
3MiHa nniBku Gnictepa. 3mMiHa MaTepiany NepBUHHOIO NakyBaHHS
(3miHa nniBku Briictepa) y 3B'A3Ky 3 MPUBEAEHHSM Y BiANOBIAHICTL A0
pedepeHTHoro J13 PeHitek, Tabnetkn no 10 mr a6o 20 wmr,
BMpo6HMUTBa Mepk LLapn i [loym Ta Ha OCHOBI AaHKX
hapmaLeBTMYHOT po3pobKu LLoAo 6ap EpHUX BNacTUBOCTEN
NepBUHHOIO NakyBaHHA. BBeAeHHSA 3MiH NpOTSArom 6-Tu MicauiB nicns
3aTBEPAXEHHS
3MiHn | TUny - FoToBMI Nnikapcbkuin 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs roToBOro NikapcbKoro
3acoby: (3MeHLUEeHHsi TepMiHY MPUAATHOCTI FOTOBOTO NiKapCbKOro
3acoby:) - ANs TOProBernbHOI YNaKoBKW (3aTBEPKEHO: 3 poKu,
3anponoHoBaHo: 1 pik). Takox 3MiHW B iIHCTPYKLi ANs MegnyHoro
3acTocyBaHHA y p.«TepMiH npuaaTHOCTI». BBeAeHHs1 3MiH NpoTaroMm
6-Tn MicauiB nicna 3aTBepaXeHHs. 3minu Il Tuny - FoToBUIA
nikapcbkuin 3aci6. Onuc Ta cknad. 3miHa y cknagi (onoMiKHUX
peyoBMHaX) rOTOBOTO fikapcbkoro 3acoby (iHLLi 4OMOMiKHI pe4YOoBUHM)
- 3MiHa, fKa NiaTBEPOXKYETbCA AOCMIAKEHHSAMW 3 €KBIBANEHTHOCTI -
3MiHa JONOMKHUX pe4yoBUHaX. 3MiHa JONOMKHUX pe4oBUHaX y
3B'A3KY 3 NPMBEAEHHAM Y BiAMNOBIAHICTb A0 pedepeHTHoro J13
PeniTek, Tabnetkn no 10 mr abo 20 mr, BupobHuutea Mepk LWapn i
[oym , 3 MeTolo nonunweHHs skocTi J13.5K HacniAoK YTOYHEHHS
nikapcbkopi oopmu.
TakoX 3MiHM B IHCTPYKLii 4N MeQUYHOro 3aCTOCYBaHHS y p.
«Cknagy. BBeeHHsi 3mMiH npoTaroM 6-tu micsauis nicns
3aTBEPAXEHHS.

3miHu 1l TUny - FoTOBMIA NikapcbkMi 3aci6. BupobHMLTBO. 3MiHN y

nnotieci RUNOBHUIITRA FMOTOROIO AIKANCKKOFO 2acobhv (aMiHa v nnotieci
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
59. EHANANPUN Tabnetkn, no 20 mr MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 40 peecTpauinHux atepianis: 3miHu | Tuny - FoToBuiA 3a UA/8867/01/02
Ne 20 (10x2) y "KviBmeanpe "KniBmegnpenap nikapcbkuin 3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby. 3miHa peuenmom
6nictepax B navui napar" ar"

napameTpiB cneundikadi Ta/abo 4oNyCTUMKX MEX rOTOBOrO
nikapcbKkoro 3acoby (iHwi 3miHn). BBegeHHs 3MiH NnpoTsirom 6-Tu
MicauiB nicnsa 3aTBepaxeHHs. CynyTHs 3MiHa. - [0TOBWI NikapcbKui
3acib. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTtogax
BMNPOOYBaHHS rOTOBOrO MikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
BMNpoOyBaHb (BKMOYao4m 3amiHy abo JoNoBHEHHS). 3MiHa
napameTpiB cneundikauii Ta meToaiB BunpobyBaHHs 113 y 3B°a3Ky 3i
3MiHOI0 Y CKNnagi 4OMOMDKHMX pevyoBuMH 3a p. "Onuc”, p.
"laeHTudikauia" amiHa copmynioBaHHs, p. "CepeaHs maca”, p.
"OfHOpIfHICTb A030BaHMX oanHUUb"(OPY,2.2.29 ), meToA NpsAMoro
BM3HayeHHsi, BEPX)- amiHa B npobonigroToBui, 3viHa ymoB
XpomaTorpadpyBaHHs; NpuaaTHOCTI XxpoMaTorpadiyHoi cuctemu; B
po3paxyHKoBii dopmyni; p. "CynposigHi gomilkun", (MeTon
BEPX,A®VY,2.2.29) amiHa B npobonigrotosLi, 3MmiHa yMOB
XpomaTorpadpyBaHHs, BBEEHHS PO3paxyHKOBOI (hopmMynu; p.
"Po3unHeHHs" 3amiHa meToay (MeTod BEPX (AdY,2.9.29), amiHa B
npo6oniaroToBLi, 3MiHa yMOB XxpomaTorpadyBaHHsi, 3MiHa B
po3paxyHkoBin copmyni; MpuseaeHHs p. "MikpobionoriyHa uncrora”
[0 BUMoOTr gitovoro BugaHHa OdY p. "KinbkicHe BU3Ha4YeHHsA" 3MiHa B
MeToauui metogom BEPX (O®Y 2.2.29) 3miHa B npobonigroTosL,
3MiHa YMOB xpomaTorpadpyBaHHs; 3MiHa B po3paxyHKOBiV hopMyri.
3MiHn | TUny - FoToBWI Nikapcbkuin 3acib. Cuctema
ynakoBka/ykyrnopka. 3miHa y NepBuHHII ynakoBLji FOTOBOro
nikapcbKoro 3acoby (SKICHWI Ta KiNbKiCHUIA cknaa) - TBepai Nikapcbki
copmmn
3MiHa nniBku Gnictepa. 3mMiHa MaTepiany NepBUHHOIO NakyBaHHS
(3miHa nniBku Briictepa) y 3B'A3Ky 3 MPUBEAEHHSM Y BiANOBIAHICTL A0
pedepeHTHoro J13 PeHitek, Tabnetkn no 10 mr a6o 20 wmr,
BMpo6HMUTBa Mepk LLapn i [loym Ta Ha OCHOBI AaHKX
hapmaLeBTMYHOT po3pobKu LLoAo 6ap EpHUX BNacTUBOCTEN
NepBUHHOIO NakyBaHHA. BBeAeHHSA 3MiH NpOTSArom 6-Tu MicauiB nicns
3aTBEPAXEHHS
3MiHn | TUny - FoToBMI Nnikapcbkuin 3aci6. CtabinbHicTb. 3miHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs roToBOro NikapcbKoro
3acoby: (3MeHLUEeHHsi TepMiHY MPUAATHOCTI FOTOBOTO NiKapCbKOro
3acoby:) - ANs TOProBernbHOI YNaKoBKW (3aTBEPKEHO: 3 poKu,
3anponoHoBaHo: 1 pik). Takox 3MiHW B iIHCTPYKLIi ANs MegnyHoro
3acTocyBaHHA y p.«TepMiH npuaaTHOCTI». BBeAeHHs1 3MiH NpoTaroMm
6-Tn MicauiB nicna 3aTBepaXeHHs. 3minu Il Tuny - FoToBUIA
nikapcbkuin 3aci6. Onuc Ta cknad. 3miHa y cknagi (onoMiKHUX
peyoBMHaX) rOTOBOTO fikapcbkoro 3acoby (iHLLi 4OMOMiKHI pe4YoBUHM)
- 3MiHa, fKa NiaTBEPOXKYETbCA AOCMIAKEHHSAMW 3 €KBIBANEHTHOCTI -
3MiHa JONOMKHUX pe4yoBUHaX. 3MiHa JONOMKHUX pe4oBUHaX y
3B'A3KY 3 NPMBEAEHHAM Y BiAMNOBIAHICTb A0 pedepeHTHoro J13
PeniTek, Tabnetkn no 10 mr abo 20 mr, BupobHuutea Mepk LWapn i
[oym , 3 MeTolo nonunweHHs skocTi J13.5K HacniAoK YTOYHEHHS
nikapcbkopi oopmu.
TakoX 3MiHM B IHCTPYKLii 4N MeQUYHOro 3aCTOCYBaHHS y p.
«Cknagy. BBeeHHsi 3mMiH npoTaroM 6-tu micsauis nicns
3aTBEPAXEHHS.

3miHu 1l TUny - FoTOBMIA NikapcbkMi 3aci6. BUpobHMLTBO. 3MiHN y

nnotieci RUNOBHUIITRA FMOTOROIO AIKANCKKOFO 2acobhv (aMiHa v nnotieci
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
60. EHBPEN NIO / NOpPOLUOK AN Mdpansep CLUA BepuHrep HimeuwunH BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: 3a peyenmom | UA/13012/01/01
ENBREL® LYO po3uMHy Ans Eny.Ci.Mi. IHrenbxanm a/ BMMpPaBIIEHHS TEXHIYHOI NMOMUIIKMN B TEKCTIi MApKyBaHHS BTOPUHHOT
iH’exuin no 25 mry KopnopenwH dapma 'M6X & IpnaHgis yMakoBKW Ta CTUKepy B po3dini «HanmeHyBaHHs Ta
dnakoHi Ne 4 y Ko. KT, MicLe3HaxomkeHHs BUpoOHvKka Ta/abo 3asiBHUKa», a came
KOMMMEKTi 3 HimeuunHa; Baet [o[aBaHHs iHpopmaLii Woao agpecu mMicLe3Haxo4KeHHs1 BUpobHMKa
PO3YMNHHMKOM (1 PapmaceyTukan
MI1) y nonepeaHbo ¢, Benuka
HanoBHeHOMY Bputatnisi; Betep
wnpwui Ne 4 Ta Papma-
CTepUnbHUM DepTuryHr FTmM6X
KOMMMEeKToM Ans & Ko KT,
iH'exuin y HimeyuunHa;
NnacTMKOBOMY Mdpansep IpneHg
KOHTEWHepi dapmaceyTukan
c, lpnaHgia
61. EHTEPOCTEINb kancynu no 0,32 r MpAT "EO® Ykpaina BWMNYCK cepil, Ykpaina BHECEHHS 3MiH A0 peecTpaLinHMX MaTepianis: be3 peuenma UA/4415/03/01
EKCTPAKATINC Ne 14 (7x2), Ne 28 "KPEOMA- KOHTPOIb AKOCTI: 3MmiHum |l Tuny - 3amiHa gkepena ogepXaHHSA AOMOMIKHOI PeYOBUHMN
(7x4) y 6nictepax DAPM" MpAT "EOD abo peakTuBy, LLIO CTAaHOBUTb pU3unK nepedadi 36yaHukis ME (3amiHa
"KPEOMA- abo gogaBaHHSA peqoBUHMU, WO CTAaHOBUTL PU3KK Nepedadi 36yaHNKiB
DAPM", I'E, abo 3amiHa peyoBUHM, LLO CTAHOBUTb PU3NK Nepeaadi 30yaHUKIB
YkpaiHa; I'E, Ha iHLY pe4yoBUHY, LLO CTAHOBUTL pU3uK Nnepedadi 36yaHukis I'E,
BUPOBHMLTBO, ans sikoi Hemae E-cepTudikarta BignoBiaHOCTI €BpONEnChbKin
yrnakoBka, hapmakonei) - AoAaBaHHS HOBOTO anbTePHATUBHOIO BUPOOHMKa
MapKyBaHHs: TBEpAOi XenaTnHOBOI Kancynu
TOB
"AcTpadchapm”,
YkpaiHa
62. EYTUPOKC TabneTtku no 25 mkr Mepk Klr'aA HimeuumnH Mepk KraA HimeuwunH BHECEHHS 3MiH 40 peecTpaLinHMX MmaTepianis: 3a peyernmom UA/8388/01/01
Ne 50 (25x2), Ne a a 3MiHu Il TMny - 3MiHW [0 IHCTPYKUIT ANA MEAWNYHOrO 3aCTOCYBaHHS y

100 (25x4) y
6nictepax B
KapTOHHI Kopobui

po3ginu: "®apmakoTepaneBTuyHa rpyna” (yTOYHEHHsI Ha3BM

BiANOBIAHO A0 knacudikatopa dapmrpyn i kogis ATX BOO3),
"®apmakornoriyHi BnactueocTi", "Baaemopisa 3 iHLWMMKM nikapcbkumm
3acobamu Ta iHWi Buamn Baemogin", "OcobnmeocTi 3acTocyBaHHS",

"34aTHICTb BNAMBATU Ha LUBMAKICTb peakuii Npy KepyBaHHi
aBTOTpaHcrnopToM abo iHWnMK MexaHiamamu", "Cnocio
3acTocyBaHHs Ta gosun", "MepenosysaHHs". BBeAeHHs 3MiH
npoTArom 3-x MicsiliB nicnsa 3aTBepaAXeHHSA
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
63. EYTUPOKC Tabnetku no 50 MKr Mepk Kl'aA HimeuumnH Mepk KraA HimeuwunH BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: 3a peyernmom UA/8388/01/02
Ne 50 (25x2), Ne a a 3MiHu Il TMny - 3MiHW [0 IHCTPYKUIT ANA MEANYHOro 3aCTOCYBaHHS y
100 (25x4) y po3ginu: "®apmakoTepaneBTuyHa rpyna” (yTO4HEHHs! Ha3Bu
6nictepax B BiANOBIAHO A0 knacudikatopa dapmrpyn i kogis ATX BOO3),
KapTOHHI Kopobui "®apmakonoriyHi BiactmsocTi", "B3aemogia 3 iHW1MKN nikapCbknMm
3acobamu Ta iHWi Buamn Bzaemogin", "OcobnmeocTi 3acTocyBaHHS",
"34aTHICTb BNAMBAaTU Ha LUBMAKICTb peakuii Npy KepyBaHHi
aBTOTpaHcrnopToM abo iHWnMK mexaHiamamu', "Cnocio
3acTocyBaHHsA Ta gosun”, "MepenosysaHHs". BBeAeHH:A 3MiH
npoTArom 3-x MicsiliB nicnsa 3aTBepaAXeHHSA
64. EYTUPOKC TabneTtku no 75 mkr Mepk KlraA HimeuuunH Mepk KlraA HimeyunH BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a peyernmom UA/8388/01/03
Ne 50 (25x2), Ne a a 3MiHK |l TRy - 3MiHK Ao IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS Y
100 (25x4) y po3ainu: "®apmakoTepaneBTUYHa rpyna” (YTOYHEHHs1 Ha3Bu
6nictepax B BiANOBIAHO A0 KnacudikaTtopa dapmrpyn i koais ATX BOOS3),
KapTOHHIN kopobLj "®apmakonoriyHi BnactnsocTi", "Baaemogis 3 iHLWMMK nikapCbknumun
3acobamu Ta iHWi Buam B3aemopain”, "OcobnmneocTi 3acTocyBaHHA",
"3QaTHICTb BMNMBATU Ha LWBMAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHCNopToM abo iHWMMK MexaHismamn", "Cnoci6
3acTocyBaHHsl Ta go3un", "MepenosyBaHHs". BBegeHHs 3MiH
NpoTArom 3-x MicsiliB nicnsa 3aTBepAXeHHSA
65. EYTUPOKC Tabnetkn no 100 Mepk Klr'aA HimeyvuuH Mepk Klr'aA HimeuwunH BHECEHHSA 3MiH 0 peecTpauinHnx maTepianis: 3a peyenmom UA/8388/01/04
mkr Ne 50 (25x2), a a 3MiHu |l TNy - 3MiHK Ao IHCTPYKUIT ANs MeANYHOro 3aCTOCYBaHHSA Y
Ne 100 (25x4) y po3sginu: "®apmakoTepaneBTnyHa rpyna” (yTO4HEHHst Ha3Bu
6nictepax B BianoBigHo Ao knacudikatopa dapmrpyn i kogis ATX BOOS3),
KapTOHHiIN kopobui "®apmakonoriyHi BnactusocTi", "Baaemopis 3 iHWMMKM nikapCbkumm
3acobamu Ta iHWi Buam B3aemopain”, "OcobnmneocTi 3acTocyBaHHA",
"3paTHICTb BNNMBATU Ha LWBMAKICTb peakuii Npy KepyBaHHi
aBTOTpaHCNopToM abo iHWMMK MexaHismamn”, "Cnocid
3acTocyBaHHs Ta go3n", "lMepenosysaHHs". BBeAeHHs 3MiH
npoTsirom 3-x MicsAiluiB nicnsa 3aTBepaXeHHs
66. EYTUPOKC Tabnetkn no 125 Mepk KlMaA HimeuumnH Mepk KraA HimeuwunH BHECEHHS 3MiH 40 peecTpaLinHMxX maTepianis: 3a peyernmom UA/8388/01/05
mkr Ne 50 (25x2), a a 3MiHu Il TMny - 3MiHW JO IHCTPYKUIT ANS MEAWMYHOrO 3aCTOCYBaHHS y

Ne 100 (25x4) y
bnictepax B
KapTOHHIN kopobui

po3ginu: "®apmakoTepaneBTuyHa rpyna” (yTOYHEHHsI Ha3Bu

BiANOBIAHO A0 knacudikatopa dapmrpyn i kogis ATX BOO3),
"®apmakonoriyHi BnactueocTi”, "Baaemopisa 3 iHWMMM nikapCbkumm
3acobamu Ta iHWi Buamn Baemogin", "OcobnueocTi 3acTocyBaHHS",

"34aTHICTb BNAMBATU Ha LUBMAKICTb peakuii Npy KepyBaHHi
aBTOTpaHCNOpPTOM abo iHWKMMK MexaHismamn”, "Cnocib
3acTocyBaHHs Ta gosun", "MepenosysaHHs". BBeAeHHs 3MiH
npoTArom 3-x MicsiliB nicnsa 3aTBepaAXeHHSA
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
67. EYTUPOKC Tabnetkn no 150 Mepk KlMaA HimeuumnH Mepk KraA HimeuwunH BHECEHHS 3MiH 40 peecTpaLinHMX maTepianis: 3a peyernmom UA/8388/01/06
mkr Ne 50 (25x2), a a 3MiHu Il TMny - 3MiHW [0 IHCTPYKUIT ANA MEAWNYHOro 3aCTOCYBaHHS y
Ne 100 (25x4) y po3ginu: "®apmakoTepaneBTuyHa rpyna” (yTO4HEHHs! Ha3Bu
6nictepax B BiANOBIAHO A0 knacudikatopa dapmrpyn i kogis ATX BOO3),
KapTOHHI Kopobui "®apmakonoriyHi BnactmsocTi", "B3aemogis 3 iHWK1MKN nikapCbknMm
3acobamu Ta iHWi Buamn Bzaemogin", "OcobnmeocTi 3acTocyBaHHS",
"34aTHICTb BNAMBAaTU Ha LUBMAKICTb peakuii Npy KepyBaHHi
aBTOTpaHcnopToM abo iHwWnMK mexaHiamamu', "Cnocio
3acTocyBaHHsA Ta gosun", "MepenosysaHHs". BBeAeHH: 3MiH
NpoTArom 3-x MicsiLiB nicnsa 3aTBepaAXeHHSA
68. E®EPAITAH TabneTku LWunnyui YMNCA CAC PpaHuis YMNCA CAC PpaHuis BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3miHu | Tuny - 3miHa 6e3 peyenma UA/5237/01/01
no 500 mr Ne 16 HalMeHyBaHHs1 Ta/abo MicLle3Haxo4XeHHS BUPOBHMKa roToBOro
(4x4) y cTpunax nikapcbKoro 3acoby, BKMYaym MicLe NpoBeAeHHs KOHTPOI0
AKOCTi(BMPOBHUYa AiNbHULIA BUMYCKY cepii) (3MiHa HalMeHyBaHHS
BMpoGHuka 13 Ta npuBeaeHHs MicLe3HaXxo4XKeHHs Y BiANOBIAHICTb
0o BucHoBkiB, Woao nigTBepaXeHHs BignosigHOCTi BupobHuuTea J13
Bumoram GMP (Oepxnikcnyx6a Ykpainn), 3 nepenikom 13, 6e3 3miHn
Micust BUpoGHMUTBA. 3MiHM [0 IHCTPYKLIT ANs MegnyHoro
3acToCcyBaHHS y p. «BMpoOHUK» Ta 4ONOBHEHHS B iHCTPYKLi
iHbopmaLieto Woao NpeAcTaBHUKA 3asBHMKa B YkpaiHi (TepmiH
BBEAEHHS 3MiH - MPOTAroM 6-T MicALIB MiCNs 3aTBEPKEHHS); SMiHM
| Tuny - 3miHn wopao 6esnekn/edeKTUBHOCTI Ta hbapmakoHarnsgy
(iHwi 3miHW) (3amiHa rpadpiyHoro 306paxeHHs ynakoBKu Ha TeKCT
MapKyBaHHs Ans NEPBUHHOI Ta BTOPUHHOI ynakoBku) (TepmiH
BBEJEHHSI 3MiH - MPOTArom 6-Tu MicsauiB nicna 3aTBepaXKeHHs1); 3MiHu
Il Tny - 3miHa 3asgBHUKa (Mepedada Npas iHWOMY 3asiBHUKY)
69. E®PEPAINTAH PO34MH opanbHuiA 3 YTMNCA CAC DdpaHuia YTMNCA CAC DdpaHuia BHECEHHS 3MiH O peecTpauiiinx matepianis: 3MiHu | Tuny - 3miHa 6e3 peyenma UA/5237/02/01

% no 90 mn y
dnakoHax Ne 1y
KOMMMeKTi 3
MipHOIO NTOXKKOIO Y
KapTOHHI Kopobui

HaliMeHyBaHHs Ta/abo MicLe3Haxo4KeHHs1 BUpOBHMKa roTOBOro
nikapcbKkoro 3acoby, BKIoYaum MicLie NPOBEAEHHSA KOHTPOMO
AKOCTi(BMPOBHUYa AiNbHULA BUNYCKY cepii) (3MiHa HalMeHyBaHHsI
BMpobHuka M3 Ta npuBeAeHHs1 MiCLIe3HaxXO0MKEHHS Y BigMNOBIQHICTb
0o BucHoBKiB, Woao nigTBepaKeHHs BianoBiaHOCTI BupobHuuTea J13
Bumoram GMP (Oepxnikcnyxba Ykpainu), 3 nepenikom J13, 6e3 3miHn
Micus BUPOOHMUUTBA. 3MiHM A0 IHCTPYKLUIiT Ans Mean4Horo
3acTOCyBaHHSA y p. «BMpOOHUK» Ta 4ONOBHEHHS B iHCTPYKLi
iHcbopMaLieto Woao NpeAcTaBHUKa 3asiBHUKA B YkpaiHi) (TepMiH
BBEJEHHS 3MiH - MPOTArom 6-Tu MicsauiB nicna 3aTBepaXKeHHs1); 3MiHW
| Tuny - 3miHn Wwopo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
(iHwi 3miHK) (3amiHa rpadpivHoro 306paxeHHs ynakoBKu Ha TEKCT
MapKyBaHHS A5 NePBUHHOI Ta BTOPUHHOT ynakoBku) (TepMmiH
BBEAEHHS 3MiH - MPOTAroM 6-T MiCALIB MiCNs 3aTBEPMKEHHS); 3MiHN
Il Tvny - 3miHa 3asBHUKa (Nepedada Npas iHWOMY 3asiBHUKY)
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
70. EBPO®DACT Kancynu €Bpo Benuka MapkcaHc IHAaisa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: be3 peuenma UA/14043/01/01
XXenaTuHOBI M'siKi Nandkep BputaHis Papma T4 BUMpPaBIIEHHS TEXHIYHUX MOMUIOK y po3aini Cneundikauisa
no 200 mr Ne 10 Jita, «3anuLWKoBI KiNbKOCTi opraHiyHMX PO34YMHHWMKIB. |3onponinosui
(10x1), Ne 20 CNUpT» B METOAAX KOHTPOIO SAKOCTi
(10x2) y bnictepax
71. EBPODACT Kancynu €Bpo Benuka MapkcaHc IHais BHECEHHs1 3MiH 40 peecTpauiiHux maTtepianis: - UA/14044/01/01
XenaTWHOBI M'sKi Tlandpkep BpuTaHia dapma N1a BUNPABIIEHHA TEXHIYHNX NOMUIOK Y po3aini Cneundikauis
no 200 mr in bulk Nt «3anuLKoBI KiNbKOCTi OpraHiYHNX PO34MHHKKIB. |30mponinosui
Ne 1000 y 6aHkax CNMPTY» B METOAAX KOHTPOSIHO AKOCTI
72. EBPODACT Kancynu €Bpo Benuka MapkcaHc IHAaia BHECEHHS 3MiH 40 peecTpaLinHMxX maTepianis: be3 peuenma UA/14043/01/02
XenaTtuHoBI M'AKi Jandkep BpuTtaHis dapma 14, BUMNpPaBIIEHHS TEXHIYHUX MOMUINOK y po3aini Cneuudikauisa
no 400 mr Ne 10 Jita IHgis «3anuLKoBiI KifbKOCTi OpraHiYHMX PO34YMHHUKIB. I3onponinosui
(10x1), Ne 20 CNUpT» B METOAAX KOHTPOIO SAKOCTI
(10x2) y bnictepax
73. EBPO®DACT Kancynm €Bpo Benuka MapkcaHc IHgis BUNPaBEHHS TEXHIYHNX NOMWUIOK Y po3dini Cneundikauis - UA/14044/01/02
XXenaTuHOBI M'siKi Nandkep BputaHis Papma T4 «3anuLKoBI KiNbKOCTi OpraHiYHNX PO34MHHKKIB. |30omponinosui
no 400 mr in bulk Jita CMMPT» B METOOAX KOHTPOSIHO AKOCTI
Ne 1000 y 6aHkax
74. 3ENTON Tabnetkn no 200 CaH IHais CaH IHais BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a peyernmom UA/4870/01/01
mr no 10 Tabnetok | ®apmacbioTit dapmacboTukan 3MiHu | TUNY - BBEAEHHA abo 3MiHM A0 y3aranbHeHVX AaHuX Npo
y ctpuni; no 10 Kan IHgacTpis NlTA4. cuctemy dapmakoHarnsay (BKooYarym KOHTaKTHI gaHi) Ta/abo 3miHu
cTpuniB y IHpacTpi3 y PO3MilLieHHi macTep-danna cuctemu papmakoHarnagy
KapTOHHIN ynakoBLi JTA.
75. 30BIPAKC™ Tabnetkn no 200 nakcoCmitK Benuka "makco Bennkom Icnania/ BHECEHHS 3MiH 40 peecTpaLinHMX maTepianis: 3a peyernmom UA/8281/03/01
mr Ne 25 (5x5) y NARH BputaHis C.A., IcnaHis; Monbla 3MiHu Il TMNy - 3MiHW 4O IHCTPYKUIT ANA MEAWNYHOro 3aCTOCYBaHHS y
Gnictepax B Ekcnopt nakyBaHHs Ta po3sginu: "OcobnmeocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
KapTOHHIN kopobui Timiten BUNYCK cepii: nosun”, "3actocyBaHHs y nepiod BariTHOCTi abo rogyBaHHs rpyaar”,
"nakcoCmiTKnsin "Mo6iuHi peakuii”, "B3aemogisi 3 iHLWIMMKM nikapcbkumn 3acobamu Ta
H iHWi BUan B3aemopain". BBeaeHHs 3MiH npoTArom 3-x micsuis
dapmacbioTukan nicns 3aTBepAXeHHs
3 C.A., Nonbwa
76. 30TEK®-200 TabneTku, BKPUTI OpraHocuH IHais OnTimyc IHais BHECEHHs1 3MiH 40 peecTpauiiHux maTtepianis: - UA/11502/01/01
NNiBKOBOIO JNand [xeHepikc 3MiHu | TUNY - BBeAeHHst abo 3MiHM 4O y3aranbHEHUX AaHuX Npo
obornoHkoto, no 200 CaeHcuns Timiten cuctemy dbapmakoHarnsaay (BKoYaum KOHTaKTHI AaHi) Ta/abo 3miHu
mr in bulk: no 2500 M. Jl7A4. y PO3MilLleHHi MacTep-hanna cuctemmn hapMmakoHarnagy

Tabnetok y
noABiNHMX nakeTax
3 doonbru
nonieTuneHoBoi y
KapTOHHI Kopobui
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
77. 30TEK®-200 TabneTkn, BKpUTI OpraHocuH IHAaisa Ontimyc IHAaisa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a peyenmom | UA/11501/01/01
NMiBKOBOO Nand [xeHepikc 3MiHM | Tuny - BBeAeHHs abo 3MiHM A0 y3aranbHEeHUX AaHuX npo
obornoHkoto, no 200 CaeHcuns Nimiten cuctemy dbapmakoHarnsay (BKnoYarum KOHTaKTHI AaHi) Ta/abo 3amiHm
mr no 10 TabneTok MeT. N1A4. y pO3MilLleHHi MacTep-thanna cuctemmn papMmakoHarnagy
y bricTepi; no 1
abo 10 6nictepiB y
KapTOHHIN kopobui
78. 30TEK®-200 TabneTkn, BKpUTI OpraHocuH IHAis EBepTomkeH IHAis BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3miHu | Tuny - - UA/11502/01/01
NniBKOBOKO Jland Jang CaeHcus AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu micus
obonoHkoto, no 200 CaeHcms Nimiten NPOBaIXeHHS AiSnbHOCTI BUpoOHMKa/iMnopTepa rotoBoro
Mr in bulk: no 2500 MeT. N1A. nikapcbKoro 3acoby, BKIoYaum AinbHULI BUNYCKy cepii abo micue
TabneTok y NpoBEeAEHHS KOHTPOIO SIKOCTI. (QisNbHICTb, 3a SKy BignoBigae
NOABINHMX NakeTax BMPOOHUK/iIMMOpTEp, BKITIOYa04M BUMYCK CEPIit) - 3MiHa
3 cbonbru HallMeHyBaHHs BUpobHuka 113, 6e3 3miHu micusa BUpoOHULITBa)
nonieTuneHoBoi y (Tepm iH BBEAEHHS 3MiH - NPOTAroM 3-X MicsILIB MiCNs 3aTBEPKEHHS)
KapTOHHIN kopobui
79. 30TEK®-200 TabneTtkn, BKpUTI OpraHocuH IHais EBepTomkeH IHais BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3mibu | Tuny - 3a peuyenmom | UA/11501/01/01
NniBKOBOK Jland Jang CaeHcus AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu micus
obonoHkoto, no 200 CaeHcms Timiten NPOBaXeHHS AisnbHOCTI BUpoOHMKa/iMnopTepa rotToBoro
mr no 10 TabneTok MeT. 1A, nikapcbKkoro 3acoby, BKIoYaum AinbHULI BUNYCKy cepii abo micue
y 6nictepi; no 1 NpoBEAEHHS KOHTPOIO SIKOCTI. (QisiNbHICTb, 3a SKy Bignoeigae
abo 10 6nicTepiB y BMPOOHUK/iIMMOpTEp, BKIIIOYa04M BUMYCK CEPIit) - 3MiHa
KapTOHHIN kopobui HaliMeHyBaHHs1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHMLTBA)
(Tepm iH BBeAEHHS 3MiH - MPOTArom 3-x MicsILiB Micns 3aTBEPKEHHS)
80. 30TEK®-300 TabneTkn, BKpUTI OpraHocuH IHAaisa Ontimyc IHAisa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: - UA/11502/01/02
NNiBKOBOK Jland [xeHepikc 3MiHn | TUNY - BBeAeHHs abo 3MiHM A0 y3aranbHEeHUX AaHKX Npo
obornoHkoto, no 300 CaeHcus NMimiten cuctemy dbapmakoHarnsay (BKooYarum KOHTaKTHI gaHi) Ta/abo 3miHu
Mr in bulk: no 2500 MeT. N1A4. y pO3MilLleHHi MacTep-thanna cuctemmn papMmakoHarnagy
TabneTok y
noABiIfHMX NakeTax
3 chonbru
nonieTuneHoBoi y
KapTOHHIN kopobUi
81. 30TEK®-300 TabneTtkn, BKpUTI OpraHocuH IHais OnTimyc IHais BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3a peyenmom | UA/11501/01/02
NNiBKOBOK Jland [bxeHepikc 3MiHM | TUNY - BBeAeHHS abo 3MiHM A0 y3aranbHEeHUX AaHKX Npo
obornoHkoto, no 300 CaeHcus Nimiten cucTtemy dbapmakoHarnsay (BKoYarym KOHTaKTHI gaHi) Ta/abo 3amiHu
mr no 10 Tabnetok Mer. IiTa. y PO3MilLieHHi macTep-danna cuctemu papmakoHarnagy

y bnicTepi; no 1
abo 10 6nictepiB y
KapTOHHI Kopobui
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[Iponosxenus gogaTtka 3

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs1
82. 30TEK®-300 TabneTkn, BKpUTI OpraHocuH IHAais EBepTomkeH IHAais BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3miHu | Tuny - - UA/11502/01/02
NMiBKOBOK Jland Jland CaeHcus ApmiHicTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHSA Ta/abo agpecu micus
o6onoHkoto, no 300 CaeHcus Nimiten NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
Mr in bulk: no 2500 MeT. N1A4. nikapcbkoro 3acoby, BKNoYaum AinbH1Li BUNYyCKy cepii abo micue
Tabnetok y NPOBEAEHHS KOHTPOSTIO AKOCTI. (ZisNbHICTb, 3a 5Ky BignoBsigae
NoABINHUX nakeTax BMPOGHMK/iMNOpTEpP, BKMOYaUM BUMYCK cepiii) - 3MiHa
3 cponbru HaiMeHyBaHHSs1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
nonieTuneHoBol y (Tepm iH BBEAEHHS 3MiH - MPOTAroM 3-X MICALIB MiCNA 3aTBEPKEHHS)
KapTOHHIN kopobui
83. 30TEK®-300 TabneTkn, BKpUTI OpraHocuH IHAaisa EBepTomkeH IHAaisa BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3miHu | Tuny - 3a peyenmom | UA/11501/01/02
NMiBKOBOK Jland Jland CaeHcus ApmiHicTpaTnBHI 3MiHW. 3MiHa HallMeHyBaHHSA Ta/abo agpecu micus
o6ornoHkoto, no 300 CaeHcus TNimiteq NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
mr no 10 TabneTok MeT. N1A4. nikapcbKoro 3acoby, BKoYaum AinbHULi BUNYyCKy cepii abo micue
y 6nictepi; no 1 NPOBEAEHHS KOHTPOJTIO AKOCTI. (LisNbHICTb, 3a 5Ky BignoBsigae
abo 10 6nictepiB y BMPOGHUK/iMNOpTEp, BKMOYaUM BUMYCK Cepiii) - 3MiHa
KapTOHHiIN kopobui HaliMeHyBaHHSs1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
(Tepm iH BBeAEHHS 3MiH - MPOTArom 3-X MicsALIB MiCNA 3aTBEPKEHHS)
84. 30TEK®-400 TabneTku, BKPUTI OpraHocuH IHais OnTimyc IHais BHECEHHs1 3MiH 0 peecTpauiiHux maTtepianis: - UA/11502/01/03
NNiBKOBOIO TNand [xeHepikc 3MiHu | TUNY - BBeAeHHs abo 3MiHM 4O y3aranbHEHUX AaHuX Npo
obornoHkoto, no 400 CaeHcuns Timiten cuctemy dbapmakoHarnsaay (BKoYaum KOHTaKTHI AaHi) Ta/abo 3miHm
mr in bulk: no 2500 M. Jl7A4. y PO3MilLleHHi MacTep-hanna cuctemn dbapmakoHarnagy
Tabnetok y
noABiNHMX nakeTax
3 doonbru
nonieTuneHoBoi y
KapTOHHI Kopobui
85. 30TEK®-400 TabneTku, BKPUTI OpraHocuH IHAis OnTimyc IHAis BHECEHHs1 3MiH 40 peecTpauiiHux maTtepianis: 3a peyenmom UA/11501/01/03
NNiBKOBOIO TNand [xeHepikc 3MiHu | TUNY - BBeAeHHs abo 3MiHM 4O y3aranbHEHUX AaHuX Npo
obornoHkoto, no 400 CaeHcuns Nimiten cuctemy dapmakoHarnsaay (BKnoyaoum KOHTaKTHI AaHi) Ta/abo 3miHm
mr no 10 TabneTok M. Jl7A4. y PO3MilLleHHi MacTep-thanna cuctemmn dbapMmakoHarnagy
y 6nictepi; no 1
abo 10 b6nictepiB y
KapTOHHIN kopobUi
86. 30TEK®-400 TabneTtkn, BKpUTI OpraHocuH IHais EBepTomkeH IHgis BHECEHHS 3MiH JO peecTpauiiHux matepianis: 3MiHu | Tuny - 3a peyernmom UA/11501/01/03
NNiBKOBOK Jland Jland CaeHcus AamiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micus
o6ornoHkoto, no 400 CaeHcus Nimiteq NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
mr no 10 TabneTok MeT. Nl1A. nikapcbKoro 3acoby, BKIoYaym AinbHULI BUNYCKy cepii abo micue

y bnicTepi; no 1
abo 10 6nictepiB y
KapTOHHI Kopobui

npoBefeHHs KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a SKy Bignoeigae
BMPOGHUK/iMNOpTEp, BKIOYaUM BUMYCK cepiit) - 3MiHa
HaliMeHyBaHHS1 BUpo6Huka 113, 6e3 3miHu micusa BUpoOHMLITBA)
(Tepm iH BBeAEHHS 3MiH - MPOTAroM 3-X MicsILIiB Micns 3aTBEPKEHHS)
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[Iponosxenus gogaTtka 3

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
87. 30TEK®-400 TabneTkn, BKpUTI OpraHocuH IHAais EBepTomkeH IHAais BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3miHu | Tuny - - UA/11502/01/03
NMiBKOBOK Jland Jland CaeHcus ApmiHicTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHSA Ta/abo agpecu micus
o6onoHkoto, no 400 CaeHcus Nimiten NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
Mr in bulk: no 2500 MeT. N1A4. nikapcbkoro 3acoby, BKNoYaum AinbH1Li BUNYyCKy cepii abo micue
Tabnetok y NPOBEAEHHS KOHTPOSTIO AKOCTI. (ZisNbHICTb, 3a 5Ky BignoBsigae
NoABINHUX nakeTax BMPOGHMK/iMNOpTEpP, BKMOYaUM BUMYCK cepiii) - 3MiHa
3 cponbru HaiMeHyBaHHSs1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
nonieTuneHoBol y (Tepm iH BBEAEHHS 3MiH - MPOTAroM 3-X MICALIB MiCNA 3aTBEPKEHHS)
KapTOHHIN kopobui
88. INAPIC NOpPOLUOK AN Hogapric LLisenuapi BMPOGHMLITBO, Lsenuapi BHECEHHS 3MiH 40 peecTpaLinHMX MaTepianis: 3a peyenmom | UA/14525/01/01
po3uMHy Ans Papma Al A KOHTPOIb AKOCTI, a/ 3MiHu Il TMny - 3MiHW [0 IHCTPYKUIT ANA MEAWNYHOro 3aCTOCYBaHHS y
iH ekuin no 150 mr nepBUHHE Ta DdpaHuia po3ginu: "®apmakornoridHi BnactmeocTi", "B3aemogisa 3 iHwWumMmn
y cbrnakoHax Ne 1 BTOPVHHE nikapcbkumMu 3acobamu Ta iHwWi BuAn B3aemogin", "OcobnmeocTi
abo Ne 4 nakyBaHHs1, 3acTocyBaHHs", "Cnocib 3actocyBaHHs Ta ao3un”, "MepenosyBaHHNA",
BUNYCK cepii: "Mo6iyHi peakuii”, "OiTn". BBeA€HHA 3MiH NpoOTArom 3-x Micsauis
HoBaprtic ®apma nicns 3aTBepAXeHHs
Ltein AT,
LLisenuapis;
KOHTPOIb SIKOCTi:
Hendapm
XtoHiHr CAC,
®paHuis;
6ioananis:
HoeapTic ®apma
Al, WBenuapis
89. IHAOMETALUH TabneTtkn, BKpUTI MAT YkpaiHa BMPOOHULITBO Bonrapisi/ BHECEHHS 3MiH JO peecTpaLiiHux maTtepianis: 3a peyernmom UA/2304/03/01
CODAPMA 06O0roHKol10, "BitaMiHn" Hepo3dgacoBaHol YkpaiHa 3MiHu | Tuny - 3miHn woao 6eanekun/edekTUBHOCTI Ta
KULLKOBOPO3YMHHI npoaykuii, apmakoHarnsgy. BeeaeHHst abo 3miHuM 4o y3aranbHeHUX AaHuX Npo
no 25 mry nepBuHHa cvctemMy chapmakoHarnsgy; 3mMiHa ynoBHOBaXeHoi ocobu,

6nictepax Ne 30
(30x1) y KapTOHHiW
nayui

ynakoBka abo
BMPOBHMUTBO 32
NOBHUM LIMKMOM:
AT "Codpapma”,
Bonrapis;
BTOPWUHHA
ynakoBka, 403Bin
Ha BUMYCK cepii:
MAT "Bitaminun",
YkpaiHa

BignoBiganbHOI 3a 30iNCHEeHHsT apMakoHarnsay
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[Iponosxenus gogaTtka 3

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
90. ICEHTPECC TabneTtku, BKpUTI Mepk Wapni | Leenuapi BMPOBHMK Cinranyp/ BHECEHHS 3MiH 0O peecTpauiiHux maTtepianis: - UA/14320/01/01
NnNiBKOBOIO Ooym lgea | Hepo3adacoBaHoi | HigepnaH TEXHiYHa MOMUIIKA B METOAAX KOHTPOJSO SIKOCTI NikapCbKoro 3acoby B
ob6onoHkoto, no 400 IHK npoaykuii: MCI1 am po3aini "TekcT MapKyBaHHS CTUKEPY, LLO HaKMeleTbCs Ha
mr in bulk: no 120 IHTEepHeLWwHN TPaHCMNOPTHY KApPTOHHY yNakoBKy" Ans nakyBaHHs in bulk, a came:
dnakoHiB B MmM6X (cpinis A0AaHHS BUpoOHMKa BiAMOBIAANbHOrO 3a NEPBMHHE Ta BTOPUHHE
rpynoBiv ynakoBsLy Cinranyp), nakyBaHHs, [O3BiN Ha BUNYCK cepii BiANOBIAHO A0 peecTpaLiiHOro
CinHranyp; NoCBiQYEHHS Ta 3aTBEPAKEHNX METOAAX KOHTPOIO SAKOCTI
nepBuHHE Ta nikapcbKoro 3acoby
BTOPWHHE
nakyBaHHS1,
[03BiN Ha
BUNYCK cepii:
Mepk Wapn i
Ooym B.B.,
Higepnanau
91. ICEHTPECC TabneTtku, BKpUTI Mepk Wapni | Lsenuapi BMPOBHUK Cinranyp/ BHECEHHS 3MiH A0 peecTpaLinHMxX maTepianis: 3a peyernmom UA/9325/01/01
NnNiBKOBOIO Ooym lgea | Hepo3adacoBaHoi | HigepnaH TEXHIYHa MOMUIIKA B METOAAX KOHTPOJSO SIKOCTI NikapCbKoro 3acoby B
obornoHkoto, no 400 IHK npoaykuii: MC[l an po3aini "TekcT MapKyBaHHS CTUKEPY, LLO HaKMeleTbCs Ha
Mr no 60 TabneTok IHTEepHeLWHN TPaHCMNOPTHY KApPTOHHY ynakoBKy" Ans nakyBaHHs in bulk, a came:
y donakoHi; no 1 M'mM6X (cpinis [0AaHHA BUpoOHMKa BiAMOBIAANbHOrO 3a NEPBMHHE Ta BTOPUHHE
dnakoHy B Cinranyp), nakyBaHHs, [03BIN Ha BUNYCK cepii BiANOBIAHO A0 peecTpaLiiHoOro
KapTOHHIN kopobui Cinranyp; NOCBIQYEHHS Ta 3aTBEPAKEHNX METOAAX KOHTPOIO SAKOCTI
nepBuHHE Ta nikapcbKoro 3acoby
BTOPWHHE
nakyBaHHs1,
[03Bin Ha
BUNYCK cepii:
Mepk Wapn i
Ooym B.B.,

Higepnanau
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[Iponosxenus gogaTtka 3

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs1
92. KAPOUMNPUN 10 kancynu no no 10 AHaHTa CronyyeH ®namiHro IHAaisa BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3miHu | Tuny - 3a peyernmom UA/5200/01/04
mr Ne30 (10x3) y Megikeap e dPapmacbiloTukan AOMiHIiCTpaTUBHI 3MiHWU. Buny4yeHHs BUPOGHMYOT AinbHULI
6nictepax JitAa. KoponiscT clita. (Bkntovatoun ainbHuui ans A®l, npomixxHoro npoaykTy abo rotoBoro
BO nikapcbKkoro 3acoby, AinbHWLI ANsi NPOBeAEHHS NaKyBaHHS,
BMpoBHMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepiii, MicLie NPOBEeAEHHS
KOHTpoOnto cepii) abo nocTayanbHWKa BUXIQHOTO MaTepiany, peareHTy
abo AONOMIKHOT PE4OBMHM (SIKLLO 3a3HAYeHO y A0Cbe); 3MiHm | Tuny -
ApmiHicTpaTnBHI 3MiHW. 3MiHa HallmMeHyBaHHSA Ta/abo agpecu micus
NpoBaXXeHHs! OinNbHOCTI BUPOOHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKoYaudm AinbHULI BUNYyCKy cepii abo micue
npoBeAeHHS KOHTPOIIO SKOCTI. (AiSNbHICTb, 3a AKy Bianosigae
BMPOGHMK/iIMNOpTep, BKIOYaoum BUMYCK cepiit) (3MiHa
MicLle3Haxo4KeHHS BUpOOHMKa: NpMBeAeHHS aapecu BUPOOHMKa, sika
3a3HayeHa y peecTpauiiHiX maTtepianax y BiAnoBigHICTb A0 agpecu
3a3HayeHoi y BUCHOBKY LLOAO NiATBEpAXEHHS BiANOBIQHOCTI
BupobHuuTea J13 Bumoram GMP BugaHoro [epxaBHoto cnyxboto
YkpaiHu 3 nikapcbkux 3acobis. BuaaneHHs opuanyHoi agpecu
BMPOGHMKa)
93. KAPOUNPUN 2,5 Kkancynu no 2,5 mr AHaHTa Cnony4eH dnamiHro IHgis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a peuernmom UA/5200/01/02
Ne10 (10x1), Ne30 Megikeap e dPapmacbiloTukan AOMiHIiCTpaTUBHI 3MiHWU. Buny4yeHHs BUPOGHMYOT AinbHULI
(10x3) y 6nictepax Nra. Koponisct c nra. (Bkntovatoun ginbHuui ons A®l, npomixkHoro npoaykTy abo rotoBoro
BO nikapcbKoro 3acoby, AinbHWLI ANsi NPOBeAEHHS NaKyBaHHS,

BMpoBHMKa, BiANOBIAANbLHOIO 3a BUMYCK CepiA, MicLie NPpOBEeAEHHS
KOHTpONIO cepii) abo nocTayanbH1Ka BUXiGHOTO MaTepiany, peareHty
abo AONOMIKHOT Pe4OBMHM (SIKLLO 3a3HAYeHO y A0Cbe); 3MiHm | Tuny -

ApmiHicTpaTnBHI 3MiHW. 3MiHa HallMeHyBaHHSA Ta/abo agpecu micus
NpoBaXXeHHS AifAnNbHOCTI BUpOBOHWKa/imnopTepa rotosoro
nikapcbkoro 3acoby, BKoYauy AinbHULi BUNYyCKy cepii abo micue
npoBeAeHHS KOHTPOIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNopTep, BKIOYaoum BUMYCK cepiit) (3MiHa
MiCLle3Haxo4KeHHS BUpOBHMKa: NpMBeAeHHS aapecu BUPObHMKa, sika
3a3HayeHa y peecTpauiiHiX maTtepianax y BiAnoBigHICTb A0 agpecu
3a3HayeHoi y BUCHOBKY LLOA0 NiATBEpAXEHHS BiANOBIQHOCTI

BupobHuuTea J13 Bumoram GMP BugaHoro JepxaBHoto cnyx6oto

YkpaiHu 3 nikapcbkux 3acobis. BuaaneHHs opuanyHoi agpecu
BMPOGHMKa)




35 [IponoBxkeHHsa nonarka 3
Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
94. KAPOUMNPUN 5 Kancynu no no 5 mr AHaHTa CnonyyeH ®namiHro IHAisa BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3miHu | Tuny - 3a peyernmom UA/5200/01/03
Ne30 (10x3) y Megikeap e PapmacbiloTukan AOMiHIiCTpaTUBHI 3MiHWU. Buny4yeHHs BUPOGHMYOT AinbHULI
6nictepax JitAa. KoponiscT cJita. (Bkntovatoun ainbHuui ans A®l, npomixxHoro npoaykTy abo rotoBoro
BO nikapcbKkoro 3acoby, AinbHWLI ANsi NPOBeAEHHS NaKyBaHHS,
BMpoBHMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepiii, MicLie NPOBEeAEHHS
KOHTpoOnto cepii) abo nocTayanbHWKa BUXIQHOTO MaTepiany, peareHTty
ab0 AONOMIKHOT Pe4OBMHM (SIKLLO 3a3HAYeHO y A0oCbe); 3MiHu | Tuny -
ApmiHicTpaTBHI 3MiHW. 3MiHa HallmMeHyBaHHSA Ta/abo agpecu micus
NpoBaXXeHHs! OiSnNbHOCTI BUPOOHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKoYauy AinbHULI BUNYycKy cepii abo micue
npoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNopTep, BKIOYaoum BUMYCK cepiit) (3MiHa
MiCLle3Haxo4KeHHS BUpOOHMKa: NpMBeAeHHS aapecu BUPObHMKa, sika
3a3HayeHa y peecTpauiiHiX maTtepianax y BiAnoBigHICTb A0 agpecu
3a3HayeHoi y BUCHOBKY LLOAO NiATBEpAXEHHS BiANOBIQHOCTI
BupobHuuTea J13 Bumoram GMP BugaHoro [epxaBHoto cnyxboto
YkpaiHu 3 nikapcbkux 3acobie. BuaaneHHs opuanyHoi agpecu
BMPOGHMKa)
95. KBETUKCOI TabneTtku, BKpUTI 3AT JlnToBCcbka AkTasic JlTa. ManbTa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a peuernmom UA/13882/01/01
NMiBKOBOO «®apmnira» | Pecnybnik 3minHu Il Tuny - oHoneHHss DMF Bupo6Hwuka YHioH Kimiko; 3Minum Il Tuny
060o5oHkoto no 25 a - oHoBneHHs DMF BupoGHuka gitoyoi pevoBuHu NeTepo Jabe
mr no 10 TabneTok
y 6nictepi, no 3
Gnictepn y
KapTOHHIN nayuj
96. KBETUKCON TabneTtkn, BKpUTI 3AT JlnToBCbKa AxTtasic JlTa. ManbTta BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3a peyenmom | UA/13882/01/02
NNiBKOBOIO «®Papmnira» | Pecny6nik 3MinHu Il Tuny - oHoneHHst DMF Bupo6Hwuka YHioH Kimiko; 3Minm Il Tuny
obonoHkoto, no 100 a - oHoBneHHss DMF Bupo6Huka gitouoi pevoBuHu NeTepo JNabe
mr no 10 TabneTok
y 6nictepi, no 3
bnictepn y
KapTOHHIN nayui
97. KBETUKCON TabneTku, BKPUTI 3AT JlnToBcbKka AkTasic JlTa. ManbTa BHECEeHHs1 3MiH 40 peecTpauiiHux maTtepianis: 3a peyenmom UA/13882/01/03
NNiBKOBOIO «®apmnira» | Pecnybnik 3MiHu |l Tuny - oHoneHHsi DMF Bupo6Huka YHioH Kimiko; 3miHun Il Tuny
o6onoHkoto, no 200 a - oHoBneHHss DMF BupoGHuka gitoyoi pevoBuHu NeTepo Jabe

mr no 10 TabneTok
y 6nictepi, no 3
Gnictepn y
KapPTOHHIN navui
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[Iponosxenus gogaTtka 3

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs

98. KNATIHON® TabneTtkn, BKpUTI OpraHocuH IHgis MawnaH IHgis BHECEHHS 3MiH JO peecTpauiiHux maTtepianis: 3a peuernmom UA/5974/01/01

obornoHkoto, no 250 Nand JlabopaTopis 3MiHM | Tuny - BBeAeHHs abo 3MiHM A0 y3aranbHEeHUX AaHuX Mpo

mr, 500 mr + CaeHcuns Nimiten, IHais; cuctemy dbapmakoHarnsay (BkoYarum KOHTaKTHI AaHi) Ta/abo 3miHm

kancynu no 30 mr, MeT. N1A4. CiHmeguk y PO3MilLleHHi MacTep-thanna cuctemmn papMmakoHarnagy

KOMOiHOBaHMI JlabopaTopis,

Habip ans IHgis; OnTimyc

nepoparbHOro [xeHepikc

3acTocyBaHHs Ne
42: 2 Tabnetkn
YKOBTOIO KONMbOpY
Kpyrnoi doopmu
(knapuTpOMILMHY)
+ 2 Tabnetkn
)KOBTOrO KONbOpY
[oBractoi oopmMu
(TuHigasony) + 2
Kancynm
(naHconpasony) - y
cTpuni; no 7
cTpuniB y
KapTOHHIN nauui;
KOMGiHOBaHMI
Habip ons
nepoparnsHoro
3acTocyBaHHs1 Ne
42: 2 TabneTkn
YKOBTOrO KONMbOpY
Kpyrnoi doopmmn
(knapuTpOMILMHY)
+ 2 TabneTkun
YKOBTOIO KONMbOpY
posracTtoi opmm
(TwHigasony) + 2
Kancynu
(naHconpasony) - y
6nictepi; no 7
GnicTtepiB y
KapTOHHIN nayui

Nimiten, IHAis
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[Iponosxenus gogaTtka 3

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
99. KNAUMO® rpaHynu ans ABGOTT HimeuumnH A6GBI C.p.n. ITanisa BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: 3a peyernmom UA/2920/04/01
opanbHoi JlabopaTopis a 3MiHu | TNy — nogaHHs Hosoro CEP Ne R1-CEP 2009-134-Rev 00
cycneHsii, 125 mr/5 meX ans A®| knaputpomiuuHy Big HoBoro BupobHuka HEC Pharm Co.,
M, 1 donakoH 3 Ltd. Kutan po Bxe 3atBepaxeHux BupobHukiB Abbott Healthcare
rpaHynamv ans (Puerto Rico) Ltd., MyepTo-Puko Ta AbbVie Inc., CLLUA
npurotyeaHHs 60
mn abo 100 mn
cycneHxsii 3 MipHoto
noxkoto abo
MipHUM LUMPULIOM B
KapTOHHI Kopobui
100. | KNALUUMO® rpaHynu ans AGGOTT HimeyuuH A668i C.p.n. ITanisa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3a peyenmom UA/2920/04/02
opanbHoi JlTabopaTtopis a 3MiHu | Tuny — noganHHsa Hoeoro CEP Ne R1-CEP 2009-134-Rev 00
cycneHsii, 250 mr/5 mM6X ans A®| knaputpomiuuHy Bif HoBoro BupobHuka HEC Pharm Co.,
mn, 1 donakoH 3 Ltd. Kutan no Bxe 3atBepmkeHux BupobHukis Abbott Healthcare
rpaHynamv ans (Puerto Rico) Ltd., NMyepTo-Puko Ta AbbVie Inc., CLLA
npurotyBaHHs 60
mn a6o 100 mn
cycneHsii 3 MipHoto
noxkoto abo
MiIPHVM LUNPULIOM B
KapTOHHIN kopobui
101. | KNNOBEUT® masb, 0,5 mr/r no TOB YkpaiHa dapm3saBog MonbLa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3a peyernmom UA/3512/02/01
25y Ty6ax Ne 1 "BAJIIEAHT E€nbda A.T. 3MiHU | TUNY - 3MiHW B TEKCTi MapKyBaHHs1, a came, KoperyBaHHs
SAPMACBLIO BUKNaAeHHs iHpopmalii Wwoao Homepa cepii Ta TepMiHy NpMAaTHOCTI
TIKAINZ" Ha BTOPWHHIV Ta NepBUHHIA ynakoBKax
102. | KNOTPUMA3O0N TabneTkn OpraHocuH IHAis OnTimyc IHAis BHECEHHs1 3MiH 40 peecTpauiiHux maTtepianis: 6e3 peyenma UA/8794/02/01
BariHanbHi no 100 Tand [xeHepikc 3MiHuM | TUNY - BBeAeHHs abo 3MiHM 4O y3aranbHEHUX AaHuX Npo
Mr no 6 TabneTok y CaeHcuns Timiten cuctemy dbapmakoHarnsay (Bknovarum KOHTaKTHI AaHi) Ta/abo 3miHm
cTpuni; no 1 ctpumni M. l7A4. y PO3MilLleHHi MacTep-hanna cuctemmn dbapmakoHarnagy
3 annikatopoM y
KapTOHHIN nauui;
no 6 Tabnetok y
6nictepi; no 1
Gnictepy 3
annikaTopom y
KapTOHHIN nayuj
103. | KNOTPUMA3O0N mMasb 1 % no20ry OpraHocuH IHais EHk't06 ETikans IHais BHECEHHS1 3MiH 0 peecTpauiiHux maTtepianis: 6e3 peyenma UA/8794/01/01
Ty6i; no 1 Ty6i B Jland MpausiT JlimiTeq 3MiHM | TUNY - BBeAeHHst abo 3MiHM 40 y3ararnbHEeHUX AaHKX Npo
navui 3 KapToHy CaeHcuns cuctemy dbapmakoHarnsaay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHm
Met. Jl70. Y PO3MilLieHHi MacTep-anna cuctemun dbapMmakoHarnagy
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs1
104. | KOOAPEKC cupon no 60 mny POTEK NTO | Benukobp Bisimep Jlabc IHais BHECEHHS 3MiH 0O peecTpauiiiux matepianis: 3MiHu | Tuny - 3a peyenmom | UA/10749/01/01
dnakoHi 3 MipHUM UTaHis Jitg ApmiHicTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHSA Ta/abo agpecu micus
KOBMaykom ; ro 1 NpoBaXXeHHs! OiSnbHOCTI BUpOGHMKa/imnopTepa rotoBoro
dnakoHy y nikapcbKoro 3acoby, BKoYaum AinbHULI BUNYCKy cepii abo micue
KapTOHHIN kopobui NPOBEAEHHS KOHTPOJTIO AKOCTI. (LisNbHICTb, 3a 5Ky BignoBsigae
BMPOGHMK/iMNOpTEp, BKIOYaUM BUMYCK cepiii) - 3MiHa agpecu
BMpobHuka M3, 6e3 3amiHn micust BUpobHMUTBA (peopraHisadis
wrarty)
105. | KOMBITPUN Tabnetku in bulk: OpraHocuH IHAis OnTimyc IHAis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: - UA/2069/01/01
OEKCA® no 5000 TabneTok Nand xeHepikc 3MiHu | TUNY - BBeAeHHs abo 3MiHM 4O y3aranbHEHUX AaHuX Npo
y nakeTax CaeHcuns Timiten cuctemy dbapmakoHarnsaay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHm
Met. Jl10. Y PO3MilLieHHi MacTep-anna cuctemmn dpapMmakoHarnagy
106. | KOMBIrPUN Tabnetku no 4 OpraHocuH IHAisa Ontimyc IHAaisa BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: be3 peuyenma UA/2068/01/01
OEKCA® Tabnetkn y Nand [xeHepikc 3MiHM | TUNY - BBeAeHHs abo 3MiHM A0 y3aranbHEeHUX AaHKX Npo
6nicTepi; no 1 CaeHcus Nimiten cucTtemy dbapmakoHarnsay (BKooYarym KOHTaKTHI gaHi) Ta/abo 3miHu
6nictepy B navui; MeT. N8 y PO3MilLleHHi MacTep-thanna cuctemmn papMmakoHarnagy
no 8 Tabnetok y
6nictepi; no 1
6nictepy B nauui;
no 10 nayok y
rpynosiv nayui
107. | KOMBIrPUN Tabnetku no 4 OpraHocuH IHAais EBepTomxeH IHAaisa BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3miHu | Tuny - be3 peuenma UA/2068/01/01
OEKCA® Tabnetkn y JNand Jland CaeHcus AaMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micus
6nictepi; no 1 CaeHcus Nimiteqn NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
6nictepy B navui; MeT. N1A4. nikapcbKkoro 3acoby, BKoYaum AinbHULI BUNYyCKy cepii abo micue
no 8 Tabnetok y npoBefeHHs KOHTPOTIO SIKOCTI. (BiSNbHICTb, 3a SKy Bignoeigae
6nictepi; no 1 BMPOGHMK/iIMNOpTep, BKIOYakouM BUMYCK cepiit) (3MiHa
6nictepy B navui; HaliMeHyBaHHS1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
no 10 navok y (TepmiH BBEAEHHS 3MiH - NPOTAroM 3-X MICALIB MiCNs 3aTBEPAXEHHS)
rpynosiv nayui
108. | KOMBITPUN Tabnetku in bulk : OpraHocuH IHais EBepTomkeH IHais BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/2069/01/01
OEKCA® no 5000 TabneTok JNand Jland CaeHcus AaMmiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micus
y nakeTtax CaeHcus Nimitea NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
MeT. l1A. nikapcbKoro 3acoby, BKIoYaum AinbHULI BUNYCKy cepii abo micue

npoBefeHHs KOHTPOIO SIKOCTI. (BiSNbHICTb, 3a SKy Bignoeigae
BMPOGHMK/iIMNopTep, BKIOYaouM BUMYCK cepiit) (3MiHa
HaliMeHyBaHHS1 BUpo6Huka 113, 6e3 3miHu micusa BUpoOHMLITBA)
(TepmiH BBeAEHHS 3MiH - NPOTArom 3-x MicALIB MiCns 3aTBEpAXEHHS)
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
109. | KOMBITPUN® Tabnetku no 8 OpraHocuH IHAais EBepTomkeH IHAais BHECEHHS 3MiH 4O peecTpauinHux maTepianis: 3miHu | Tuny - be3 peuenma UA/2913/01/01
TabneTok y Nand Nand CaeHcns AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo agpecu micus
6nictepi; no 1 CaeHcus Nimiten NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
6nictepy y navui 3 MeT. N1A4. nikapcbkoro 3acoby, BKIoYaum AinbHULI BUNYyCKy cepii abo micue
KapToOHy; no 8 NPOBEAEHHSA KOHTPOJTIO AKOCTI. (LisNbHICTb, 3a 5Ky Bignosigae
TabneTok y BMPOGHMK/iIMNOpTep, BKIOYaoum BUMYCK cepiit) (3MiHa
6nictepi; no 1 HaliMeHyBaHHS1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
6nictepy y nayui 3 (TepmiH BBEAEHHS 3MiH - NPOTAroM 3-X MICALIB MiCNS 3aTBEPAXEHHS)
KapToHy; no 10
nayokK y rpynosin
navui 3 KapToHy
110. | KOMBITPUN® TabneTkn in bulk : OpraHocuH IHAis EBepTomkeH IHAis BHECEHHS 3MiH 40 peecTpaLliiHux maTepianis: 3mibu | Tuny - - UA/2914/01/01
no 5000 TabneTtok TNand Jland CaeHcus ApmiHicTpaTuBHi 3MiHW. 3MiHa HanmeHyBaHHS Ta/abo agpecu micus
y naketax CaeHcus Nimiten NPOBaIXeHHS JiSnbHOCTI BUpOOHMKa/iMnopTepa roToBoro
Met. Jl1a. nikapcbkoro 3acoby, BKNOYaum AinbHUL BUNYCKy cepii abo Micue
NPOBEAEHHS KOHTPOSO AKOCTI. (AiANbHICTb, 3a 5Ky BignoBsigae
BMPOGHMK/iIMNOpTEp, BKIOYaouM BUMYCK Cepiit) (3MiHa
HaliMeHyBaHHs BUpobHuka 113, 6e3 3miHu micus BUpoGHULTBA)
(TepMiH BBEAEHHS 3MiH - NPOTAroM 3-x MicsiLiB Nicns 3aTBEPKEHHS)
111. | KOMBICNA3M® Tabnetku no 10 OpraHocuH IHais OnTimyc IHais BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 6e3 peyenma UA/3088/01/01
TabneTok y Jland IxeHepikc 3MiHM | TUNY - BBeAeHHst abo 3MiHM 40 y3ararnbHEeHUX AaHKX Npo -Ne 10; 3a
6nictepi; no 1 abo CaeHcus Timiteq cuctemy dbapmakoHarnsay (BKMoYarum KOHTaKTHI AaHi) Ta/abo 3miHu peuernmom -
10 GnicTtepiB y MeT. N1A. y PO3MilLleHHi MacTep-thaina cuctemm papMakoHarnagy Ne 10x10
nayui 3 KapToHy; Nno
10 TabreTok B
antoMiHieBomy
6nictepi; no 1
onictepy y
KapTOHHIN naywy;
no 10 KapTOHHUX
nayokK y rypToBi
navui 3 KapToHy
112. | KOMBICNA3M® Tabnetku in bulk: OpraHocuH IHAis OnTimyc IHAis BHECEHHs1 3MiH 40 peecTpauiiHux maTtepianis: - UA/3089/01/01
no 1200 TabneTtok Tand [xeHepikc 3MiHu | TUNY - BBeAeHHs abo 3MiHM 4O y3aranbHEHUX AaHuX Npo
y nakeTax y nadkax CaeHcuns Nimiten cuctemy dbapmakoHarnsaay (Bknovarum KOHTaKTHI AaHi) Ta/abo 3miHm
3 KapTOHY M. JlT0. Y PO3MilLieHHi MacTep-hanna cuctemmn dpapMmakoHarnagy
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
113. | KOHTPUBEH pO34MH Ansi TOB "3 Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: 3a peyenmom | UA/10355/01/01
iH'ekuin, 10 000 "BIO®APMA "BIO®APMA", 3MiHum Il Tuny - 3miHn 3 akocTi. A®I. BupobHuuteo. 3miHa BUpobHuKa
KIO/Mn no 1 mn " Ykpaina; TOB BVXiHOro/NpOMiXKHOro NPOAYKTY/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
abono5wmnes "®3 BUpobHMYomy npoueci A®I, abo 3amiHa BUpoGHuKKa (BkNovaruu, ae
amnynax Ne 5, Ne "BIODAPMA", HeobXigHO, MicLe NpoBeAeHHs KOHTponto skocTi) APl (3a BigcyTHOCTI
10 y nayui 3 YkpaiHa cepTudikaTa BignoBigHOCTi €Bponeinchkini hapmakonei y
KapToHy; No 1 Mn B 3aTBEpAXEHOMY A0Cbe)(BBEAEHHS1 HOBOro BUpo6Huka APl 3
amnynax Ne 10 HapaHHAM macTep-dainna Ha API) - BHeCEHO anbTepHaTUBHOMO
(5x2), no 5 mn B BMpoGHMKa AP| (anpoTuHiHY)
amnynax Ne 5 (5x1)
y brictepax y nayui
114. | KCAJIKOPI kancynu no 250 mr Mdpansep CWA MNdpanzep HimewunH BHECEeHHS 3MiH 0o peecTpauiiHuxmarepianis: 3MiHu | Tuny - 3miHn 3a peyenmom UA/14081/01/02
no 60 kancyn y Eny.Ci.Ii. MeHtodek4ypuHr a woao 6esneku/edbekTUBHOCTI Ta dhapMakoHarnagy (iHwi 3miHm) -
dnakoHax; no 10 KopnopenH Honuneng MmM6X BrpaneHHs TeKCTy MapKyBaHHS CTUKepY ANs NEPBUHHOT YNaKoBKU
kancyn y 6nictepi; (6nictepa).
no 1 abo no 6 BBegeHHs 3MiH NpoTSArom 3-x MicsAUiB NiCns 3aTBEPAXKEHHS.
6nictepis y
KapTOHHIN kopobUi
115. | KCAJIKOPI kancynu no 200 mr Mdbansep CLUA Mdcpansep HimeuwunH BHECEHHS 3MiH 40 peecTpauiiHuxmarepianis: 3MiHu | Tuny - 3miHn 3a peyenmom | UA/14081/01/01
no 60 kancyn y Eny.Ci.Mi. MeHtodekvypuHr a oo 6esnekn/edheKTMBHOCTI Ta dhapmakoHarnagy (iHwi 3miHw) -
cdnakoHax; no 10 KopnopenwH Honuneng MeX BupaneHHs TekCTy MapKyBaHHS CTUKePY ANS NePBUHHOI YNaKoBKU
Kancyn y 6nictepi; (bnictepa).
no 1a6ono6 BBeneHHs 3MiH NpoTsirom 3-x MicauiB Nicrsa 3aTBEpAXEHHS.
GnictepiB y
KapTOHHIN kopobui
116. | JIASOJIBAH® 3 cupon, 30 mr/5 mn BepiHrep HimeuumH Henbcapm Icnanis/ BHECEHHS 3MiH 4O peecTpaLiiHux maTtepianis: 6e3 peyenma UA/13771/01/01
NMONYHUYHO- no 100 mn, 200 mn IHrenbxanm a Penmc, ®paHuis; DdpaHuia 3MiHK |l TRy - 3MiHK Ao IHCTPYKUIT ANs MeANYHOro 3aCTOCYBaHHS Y
BEPLUKOBUM y cbnakoHi Ne 1 IHTEepHeLWwHN BepiHrep posginu: "®apmMakonorivHi BnactueocTi", "3acTtocyBaHHs y nepioa
CMAKOM mM6X IHrenbxanm BariTHocTi abo rogysaHHs rpyaar”, "MobiyHi peakuii”. BBeaeHHA
EcnaHa, CA, 3MiH NpoTarom 3-x MicsuiB nicnsa 3aTBepAXeHHA
Icnanis
117. | NIA3OJIBAH® 3I cupon, 15 mr/5 mn BepiHrep HimeuumnH BepiHrep Icnanis/ BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 6e3 peyenma UA/9887/01/01
CMAKOM no 100 mn a6o no IHrenbxanm a IHrenbxanm DdpaHuia 3MiHK |l TRy - 3MiHK Ao IHCTPYKUIT ANs MeAWYHOro 3aCTOCYBaHHS Y
nicoBux Arig 200 mn y conakoHi IHTEpHEeLWHN EcnaHna, CA, po3ainu: "®apmakonoriyHi BnactneocTi", "3acTocyBaHHs y nepiog,
Ne 1 y komnnexTi 3 mM6X Icnanis; BariTHoOCTi abo rogyBaHHs rpyaar”, "MobivHi peakuii”. BBeaeHHA
MipHMM KOBMa4ykom Henbdapm 3MiH NpoTarom 3-x micsuiB nicnsa 3aTBepAXeHHA

Ne 1y kapTOHHI
Kopobui

Pevimc, ®paHuis
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118. | NNA3OJIEKC pO34MH Ansi TOB "HIKO" Ykpaina TOB "HIKO", Ykpaina/ BHECEHHS 3MiH 40 peecTpauiiHMx maTtepianis: 3miHun | Tuny - 3miHn 3 | 3a peyenmom | UA/12750/01/01
iH'ekuin, 7,5 mr/mn, YkpaiHa; Ipeuis sikocTi. [oToBUI Nikapcbkui 3aci6. 3miHM y BUpobHMUTBI. 3amiHa abo
no 2 mn B amnyrni; HepoadacosaHu BBEAEHHS [,0AaTKOBOI AiNlbHUL BUPOOHMLTBA ANst YacTuHM abo
no 5, 20 a6o 50 " NPOAYKT, BCbOro BUPOBHMYOro npoLecy roToBOro fikapcbKkoro 3acoby
amnyn y nayui 3 nepBuHHA (BinbHMUSA, Ha SAKiIM NpoBOAATLCS Byab-AKki BUPOOHUYI cTagii, 3a
KapToHY ynakoBka, BUHATKOM BUMYCKY Cepii, KOHTPOIIO SKOCTi Ta BTOPUHHOO NaKyBaHHS
BTOPVHHA ONs CTepunbHUX Nikapcbkunx 3acobiB (BKMYaoum BUPOOIeHi
yrnakoBka, acenTVYHUM METOAOM), KpiM NikapCbkunx 3acobis
KOHTpOnb:! GionoriyHoro/iMyHOMNOr4YHOro NOXOAXXEHHS) (BBeAEHHS A0OaTKOBOI
OEMO CA AinbHUUi BUpobHuuTea J13, Ha SKil 34iNCHI0ETLCS BUPOOHULITBO
PAPMACBIOTIK Hepo3dacoBaHOro NPoaykTy, NepBMHHa Ta BTOPMHHA yrnakoBKa:
AN IHOACTPI, OEMO CA ®APMACBIOTIKAN IHOACTPI, peuist); CynyTHsi 3aMiHa -
Ipeuis 3MiHu 3 sikocTi. [oToBMI Nikapcbkuii 3acib. 3MiHWM y BUPOBHMUTBI.

3amiHa abo BBeEHHs1 [OAATKOBOI AiNbHULI BUPpOBHMUTBA Anst
YacTuHU abo BCbOro BUPOBGHNYOro NPOLIECY rOTOBOTO fiKapCbKOro
3acoby (4inbHMUA Ans BTOPUHHOIO NakyBaHHs); 3MiHu | Tuny - 3MiHn
3 AkocTi. [0TOBMI Nikapcbkuii 3aci6. KOHTponb rotoBoro nikapcbkoro
3acoby. 3miHa napameTpiB cnevuudikaLin Ta/abo JonyCTUMUX MeX
roTOBOrO fikapCbKoro 3acoby (BUIy4YeHHs! HE3HAYHOro NokasHuKa
(Hanpuvknag 3acTapinoro NokasHuka, Takoro sk 3anax Ta cMak, abo
ineHTUdikauis 6apBHUKIB Yu cMakoBUX [06aBOK)) (BUNYYEHHS 3i
cneundikauii M3 TecTy «lliporeHn» 3a HasBHOCTI MOKa3HWKa AKOCTI
«BbakTtepianbHi eHgoToKCUHMY DY 2.6.14.; BunyyeHHs TecTy
«AHOMarnbHa TOKCMYHICTb»); CynyTHS 3miHa - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuin 3aci6. KoHTpornb roToBoro nikapcbkoro 3acoby.
3MiHa y meTofax BUnpobyBaHHsi FOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepAXXeHMX MeTofax BUNpobyBaHHs1) (3MiHu |
TUny - 3MiHK 3 sikocTi. Fo0TOBMI Nikapcbkuil 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, L0 CTOCYIOTLCSA BUMYCKY cepii
Ta KOHTPOIIO AKOCTi FOTOBOrO fikapCbKoro 3acoby (3amiHa abo
[ofaBaHHs AinbHULI, Ha KA 30iINCHIOETECS KOHTPONb/BUNPOGYBaHHS
cepii) (BBeAEHHs1 4OAATKOBOI OiNMbHULI AN NPOBEAEHHS
koHTponto/BunpobysaHHs cepii [M3: AEMO CA ®APMACBLIOTIKAI
IHOACTPI, peuis) Ta ik HACNIAOK 3MiHW B IHCTPYKUIT AN MEAUYHOro
3aCToCyBaHHA y p. «BupobHukmy, «MicLe3HaxoakeHHsi BAPOOHUKa Ta
agpeca MicLus NpoBaXeHHs ii AiSNbHOCTI», AOAAHHSA B iHCTPYKLIIO p.
«3asBHUK», «MicLe3HaxomKeHHS 3asiBHMKa» 3rigHO 3 NignyHKTOM
7.20 Jopatky 20 Mopsaky NpoBeAeHHst ekcrnepTusmn matepianis Ha
nikapcbki 3acobu, Lo NOAAOTLCA Ha AepXKaBHY peecTpaliio
(nepepeecTpallis), a TakoX eKCnepTN3n maTepianis NPO BHECEHHS
3MiH IO peecTpaLiiHiX MaTepianis NpoTArom Aii peecTpauinHoro
NocBigYeHHs1, 3aTBepaKeHoro Hakazam MO3 YkpaiHu Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 Ne 460)
«IHCTPYKList ANS MEAUYHOIO 3aCTOCYBaHHS MOBUHHA MICTUTK
HallMeHyBaHHs Ta MicLie3Haxo[KeHHs1 BUpoOHuKa BianoBigansHoro
3a BUNycK cepii nikapcbkoro 3acoby, a 3a 6axxaHHsM 3asiBHUKA —
HaViMeHyBaHHS i MiCLLe3Haxo4XKEeHHS 3asiBHMKa Ta/abo npeacTaBHUKA
3asBHUKa».
3miHu | TUNY - 3miHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelNHep/3akynoptoBanbHui 3aci6. 3miHa chopmu abo poamipy
KOHTEeWHepa Y1 3aKynopioBarnbHOro 3acoby (NepBUHHOT yNakoBKM)
(cTepunbHi nikapcbki 3acobu) (no 2 mn amnynu nonieTuneHosi Ne5
iHWOT reomeTpuyHoi opmu anst BupobHuka JEMO CA
ODAPMACKKTIKAN IHAOACTPI I'periia) Rmidu | Tunv = RMiHK 2
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119. | IEBOCTAO® TabneTkn, BKpUTI CTAOA HimeuumnH Bunyck cepin: HimeuwunH BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3miHu | Tuny - 3a peyenmom | UA/11890/01/01
NnNiBKOBOIO ApuHanmiTTe a CTAOA a/ ApMmiHicTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
o6onoHkoto, no 250 ne Al ApuHanmitTenb IcnaHia 3asBHMKa (BNacHWKa peecTpauinHoro noceia4eHHs) (3MiHa agpecu
Mmr, no 5 TabneTok y Al’, HimeuunHa; 3asBHMKA); 3MiHM | TUNY - AOMiHICTPaTUBHI 3MiHWN. 3MiHa
6nicrepi; no 1 JlabopaTopis HariMeHyBaHHA Ta/abo agpecu micLsa NPoBafKEHHSs OisiNbHOCTI
Gnictepy B MegikameHTOC BMPOGHMKa/imnopTepa roToBoro fikapcbKoro 3acoby, BKIoYaun
KapTOHHIN kopobui IHTepHaTioHecC, [inbHULI BUNYCKy cepii abo MicLe NpoBeAeHHSI KOHTPOIHO SIKOCTI.
C.A., IcnaHis; (DisnbHICTb, 3a AKy BianoBiaae BUPOOHMK/iMNOPTEP, BKMOYaOUM
Bupo6bHuuTBO BUMNYCK cepiit) (NpuBeaeHHst agpecy BupobHuka CTAOA
Hepo3sdacoBaHo ApuHanmittens AlN, HimeyuuHa y BignoBigHICTb A0 OpuriHanNbHNX
ro NpoAykTY, OOKYMEHTIB, 6€3 3MiHM MicLis BUpOOHULITBA)
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOSb Cepiit:
JlabopaTtopis
MegikameHTOC
IHTepHaTioHec,
C.A., IcnaHis
120. | NEBOCTAA® TabneTkn, BKpUTI CTAOA HimeuumnH Bunyck cepin: HimeuunH BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3mibu | Tuny - 3a peyenmom | UA/11890/01/02
NNiBKOBOIO ApuHanmiTTe a CTAOA a/ AaMiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
ob6onoHkoto, no 500 nb Al ApuHanmitTenb Icnanis 3asiBHMKa (BracHMKa peecTpauiiHoro noceigveHHs) (3mMiHa agpecu

mr, no 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopobui

A", HimeuuuHa;
JlabopaTopis
MepikameHTOC
IHTepHaTioHeC,
C.A,, IcnaHisi;
BupobHuuTtBo
Hepo3dacoBaHo
ro NpoaykTy,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOnb Cepil:
JlabopaTopis
MegikameHTOC
IHTepHaTioHeC,
C.A., Icnanisa

3asBHMKa); 3MiHM | TUNY - AQMiHICTPaTVBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecy MicLsa NPoBafKeHHS AisrNbHOCTI
BMpoOHMKa/iMnopTepa roToBOro fikapCbKoro 3acoby, BKIO4aum
AiNbHULI BUMYCKy cepii abo micLie MpoBeAEHHS! KOHTPOIO AKOCTI.
(misnbHicTb, 3a AKy BignoBigae BUpobHUK/iMMoOpTEp, BKIOYa4un

BMNYyCK cepin) (npuBeaeHHst agpecy BupobHuka CTAOA
ApuHanmittens AlN, HimeyuunHa y BiaNoBiAHICTb 4O OpuriHANbHUX

[OKyMeHTIB, 6e3 3MiHN MicLs BUPOBHMLTBA)
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3acoby ¢opma, 20
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121. | NIMEHOA cynosuTopii POTA®APM | TypeuuuH 3enTia Carnuk | TypeydmH BHECEHHS 3MiH 40 peecTpauiliHux atepianis: 3miHu | Tuny - 3a peyenmom | UA/14636/01/01
BariHanbHi Ne 7 INTAYNAPI a YpyHnepi CaH. a AamiHictpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo agpecu micus
(7x1), Ne 14 (7x2) y nTA. Wrl. Be Tigx. A.LL., NpoBaXXeHHS AifAnNbHOCTI BUpOBOHWKa/imnopTepa rotosoro
bnictepax nikapcbKoro 3acoby, BKNoYaum AinbHULI BUNYyCKy cepii abo micue
npoBeAeHHSA KOHTPOTIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BKMOYaUM BUMYCK Cepiit) -
npuBeAeHHs Micue3HaxomxeHHs BupobHuka 13 y BignoBigHicTb Ao
BucHoBKy W00 NiATBEpAKEHHS BiANOBIAHOCTI BUPOOHMLTBA
nikapcbkunx 3acobiB BUMOram HamnexHoi BupobHuyoi npaktukm (GMP),
BuaaHoro [lepxxaBHoto cnyx6ot YkpaiHu 3 nikapcbkux 3acobis, 6e3
3MiHM MicLa BUPpOOHMLTBA. TakoX 3MiHM B IHCTPYKLIT Ana MeanyHoro
3acTocyBaHHs y p. «Micue3HaxomkeHHs BUpobHuka Ta 1ioro agpeca
Micusi NpOBaKEHHS AiNbHOCTI», SK BiANOBIAHI 3MiHW B TEKCTI
MapKyBaHHS1 YNiakoBOK.
122. | NNIHKOMILUUHY kancynu no 250 mr My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHnx maTepianis: 3a peyenmom UA/1562/01/01
rigpoxnoprug no 10 kancyn y akuioHepHe akuioHepHe BMNPAaBMEHHSI TEXHIYHOT MOMUIIKM B TEKCTI MapKyBaHHS1 BTOPUHHOI
6nicTepi, o 2 TOBapucTBo TOBapucTBo yNakoBKU B po3aini «[ito4i pe4oBUHN»
Gnictepu y nayui "HaykoBo- "HaykoBo-
BMPOBOHNYMNI BMPOBOHNYMI
LeHTp LieHTp
"BopLuariscb "BopLariBCbkumn
KMI XiMiko- Ximiko-
dapmaueBTn hapmMaLeBTUYHN
YHUM 3aBof" 1 3aBog"
123. | NIHKOMILUUHY kancynu no 250 mr My6niyHe YkpaiHa My6nivHe YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: - UA/11133/01/01
rigpoxnoprug in bulk: no 1000 aKuioHepHe aKuioHepHe BUMpPaBIEHHSA TEXHIYHOI MOMUIIKM B TEKCTi MapKyBaHHS BTOPUHHOI
Kancyny TOBapUCTBO TOBapUCTBO ynakoBKu B po3aini «[itoui pe4oBUHN»
KOHTelHepi "HaykoBo- "HaykoBo-
BMPOBHUYNIA BMPOBHUYNIA
LEeHTp LEeHTp
"BopLuariscb "BopLuariBcbkum
KWI XiMiKo- Ximiko-
cdapmaueBTn capmMaueBTUYHN
YHUI 3aBoa" 11 3aBon"
124. | NOKOIQ KPENO emynbCis Actennac HinepnaH Temmnep Itania ITanis BHECEHHS1 3MiH 0 peecTpauiiHux maTtepianis: 3a peyenmom UA/4471/03/01
HawkipHa, 1 mr/r no dapma an C.p.n. 3MiHU | TUNY - BUNYyYeHHs BUPOOHNYOT AiNbHULI (BKIOYaouM OinbHULI
30 r y donakoHi; no Opon B.B. ans A®l, npomixxHoro npogykTy abo rotToBoro nikapcbkoro 3acoby,
1 donakoHy B OiNbHULI ANs NPOBEeAEHHS NakyBaHHSA, BUPOOHMKa, BiANOBiAanbHOro
KapTOHHIN navui 3a BUMNYCK Cepil, MicLie NpoBeAeHHS KOHTpOrto cepii) abo
nocravanbHUKa BUXiAHOro maTtepiany, peareHTy abo AONOMIKHOT
PEYOBUHM - BUNyYeHHs BUpobHunka APl PFIZER-USA
125. | nokoig kpem, 1 mr/rno 30 r Actennac HigepnaH Temmnep ITania ITania BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a peyenmom UA/4471/02/01
NINOKPEM y Tybi anomiHieBin, Papma an C.p.n. 3MiHM | TNy - BUNyyYeHHs BupobHuyoi ainbHuui ansa A®| PFIZER
no 1 Ty6i B HOpon B.B. (Pharmacia & Upjohn), USA

KapTOHHIN kopobUj
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LLIOA0 SKUX 3asIBHUK HE HAZA€ XXOAHUX HOBUX A0AATKOBUX AAHUX) -
3MiHW OO IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS Y PO3Ainu:
"MpoTunokasaHHa", "OcobnmBocTi 3acTepexeHHs", "Cnocid
3acTocyBaHHs Ta go3u”, "Oitn", "MobivnHi ecdoekTn". BBeAeHHA 3MiH

npoTsrom 3-x mMicsAiuiB nicnsa 3aTBepAXKeHHs
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n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs1
126. | NOKOIO® kpem, 1 mr/rno 30 r Actennac Hipepnax Temmnep Itania ITanisa BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: 3a peyernmom UA/4471/04/01
B Ty6i; no 1 Ty6i B Papma an C.p.n. 3MiHW | TNy - BUNyYeHHs BUPOOHNYOI AiNbHWLI (BKOYaouM QinbHULI
KapTOHHIN nayui Opon B.B. ans A®l, npomixkHoro npoaykTy abo rotoBoro nikapcbKoro 3acoby,
OinbHULI AN NPOBEeAEHHs NakyBaHHS, BUPOOHMKa, BiANOBIAaNnbHOIo
3a BUMNYCK Cepil, MicLie NPOBeAEHHS KOHTPOo cepii) abo
nocTayanbHvKa BUXIQHOTO MaTepiany, peareHTy abo JOMOMiXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y JOCHE) - BUITyYEHHs1 BUPOOHUka ADI
PFIZER-USA
127. | NONEPAMIA- TabneTku no 2 mr ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiinx matepianis: 3MiHu | Tuny - 3miHn 6e3 peyenma UA/1674/01/01
300POB'A Ne 10 (10x1), Ne 20 3 obMmexeHo wono 6e3nekun/edekTnBHOCTI Ta hapmakoHarnagy. 3MiHa y KOpoTKin
(10x2) y 6nictepax obmexeHoto BignoBiganbHicT XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLi
BignoBigansH 10 st MeQUYHOro 3aCTOCYBaHHS Ha NiAcTaBi peryrnsipHoO OHOBMHOBAHOMO
icTio "®apmaueBTNYH 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
"®apmauesT a KoMnaHis 3aCTOCyBaHHS NikapcbKoro 3acoby B MmicrnspeecTpauiiHin nepioa,
M4yHa "3popos'a” abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNiAKEHb, NPOBEAEHMX
KOMMNaHisi BigMNOBIAHO 40 MnaHy negiatpuyHnx gocnigxeHs (PIP) (3miHy
"3popos's" Y3rO[PKEHO 3 KOMMNETEHTHUM YMOBHOBAXEHUM OpraHom) (3miHv o
IHCTPYKLUIiT ANA MeAMYHOro 3aCTOCYBaHHS Y po3ainu: MNMokasaHHs,
dapmakoTepaneBTuyHa rpyna, [NpotunokasaHHs, Baaemogis 3
iHLWMMK NikapcbknMK 3acobamu Ta iHWi BUOM B3aEMOIN,
OcobnuBoCTi 3aCTOCyBaHHs, 34aTHICTb BNMBATK Ha LUBUAKICTb
peakuii Npu kepyBaHHiI aBTOTPaAHCMOPTOM abo iHLWMMKU MexaHi3amamu,
Cnocib 3actocyBaHHs Ta fosu, [litn, MepeposyBanHs, MobivHi
peakuii, 3rigHo 3 iHdbopMmaLi€eto WoA0 MeAUYHOTO 3aCTOCYBaHHS
pedepeHTHoro (IMOIYM) nikapcbkoro 3acoby (TepMiH BBEAEHHSsI
3MiH - mpoTsarom 3-X MicsuiB nicns 3aTBepAKEHHS)
128. | NONEPAMIOY kancynu no 2 mr Ne ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHnx maTepianis: 6e3 peyenma UA/6599/01/01
rigpoxnoprug 10 (10x1), Ne 20 3 obMmexeHo 3MiHu | Tuny - Jlikapcbki 3acobu. BHeceHHs 3miH(1) Ha Bumory MO3
(10x2) y bnictepax obmexxeHo BignoBiganbHicT 3rigHO 3 pekoMeHAaLUi MU HaLioHaNbHMX KOMMETEHTHUX OPraHiB,
y kopobui, Ne 10 y BignosiganbH 10 "XapkiBcbke MiXXHapOAHWX OpraHisauin, perynaTopHUX areHuin iHWnX KpaiH nicns
bnicrepax icTio dapmaueBTnyHE OL|iHKM HeraHoro obmexeHHs Woao 6e3neku, MapKyBaHHs,
"XapkiBcbke niaNpMEMCTBO XapaKkTepHoro Ans neBHoi dhapmakonoriyHoi Ta/abo
capmaueBTn "300poB'sa hapMakoTepaneBTUYHOI rpynu, perynsapHoO OHOBIIIOBAHOrO 3BiTY 3
4yHe Hapoay" 6e3neku, NnaHy ynpasniHHA pU3nMKaMu, KOHTPONbHUX
nignpuemMcTs 3axogis/cneuianbHuXx 3000B’s13aHb, 3MiH N5 BiJoOpaXKeHHs1 KOPOTKOT
0 "3nopos's XapaKTepuCTMKM NiKapCbKoro 3acoby Ta iHCTPYKLii Ans MeanyHoro
Hapoay" 3acToCyBaHHS (BNPOBaAXXEHHS Y3roMKeHMX 3MiH y (DOPMYIOBaHHi,
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n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
129. | NIOPATAOUH Tabnetku no 10 mr MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: be3 peuenma UA/7014/01/01
no 10 TabneTok y "KviBmeanpe "KniBmegnpenap 3MiHu | Tuny - 3miHn Wwopao 6e3neku/edekTnBHOCTI Ta
6nictepi; no 1 napar" ar" hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuL, NnikapcbKoro
6nictepy B nayui 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT ANa MeandYHOro
3aCTOCYBaHHSI reHepUYHUX/TiIBPMAHMX/BioNoAiBHMX NiKapCbKUX
3acobiB nicns BHECEHHSI TiEi camoi 3MiHK Ha pedepeHTHUIA Npenapat
(3miHa He noTpebye HagaHHS XOOHUX HOBUX OOAATKOBUX AAHUX) -
BHECEHHS 3MiHV [0 iHCTPYKLUii y po3ain:"lNobiyHi peakuii”. BBegeHHs
3MiH NpoTarom 3-x MicsiuiB nicns 3aTBepAXXEeHHA
130. | MEBCIH kancynu no 200 mr OpraHocuH IHgis Cinmeguk IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a peuernmom UA/8968/01/01
PETAPO® no 10 kancyn y Nand JlabopaTopis, 3MiHM | TUNy - 3MiHa ynoBHOBaXeHOi 0cobw, BiAMOBIAANbHOI 3a
6nictepi; no 3 CaeHcus IHais; MannaH 3AiNCHeHHs hapmakoHarnagy (BKnoYvakudm KOHTaKTHi AaHi) Ta/abo
6nictepn y nayui 3 MeT. N1A4. JlabopaTtopis 3MiHM Y pO3MiLLeHHi MacTep-arna cuctemu bapmakoHarnsgy
KapTOHY Nimitea, IHais;
OnTimyc
[xeHepikc
TimiTen, IHAis
131. | MEBCIH kancynu no 200 mr OpraHocuH IHAis CiHmeauk IHais BHECEHHS 3MiH O peecTpaLinHuX maTepianis: - UA/8969/01/01
PETAPO® in bulk: no 1000 y Nand JTabopaTopis, 3MiHuM | TUNYy - 3MiHa ynoBHOBaxeHoi ocobu, BiaNoBiganbLHOI 3a
nakeTax y nakertax CaeHcms IHpis; MannaH 3[iCHEHHS hapMakoHarnsay (BKIOYauy KOHTaKTHI AaHi) Ta/abo
M. Jl1A4. JlabopaTopis 3MiHM Y pO3MiLLEeHHi MacTep-ganna cuctemu hapmakoHarnsgy
Nimiten, IHpis;
OnTimyc
IxeHepikc
NimiTen, IHais
132. | METPOOEHT® renb 3y6Hui, OpraHocuH IHais EHk't06 ETikans IHais BHECEHHS 3MiH JO peecTpaLiiHux maTtepianis: 6e3 peyenma UA/7951/01/01
opuriHanbHUI, No Jland MpausiT JlimiTeq 3MiHM | TUNY - BBeAeHHst abo 3MiHM 40 y3ararnbHEeHUX AaHKX Npo
20 r B anoMiHieBin CaeHcm3 cuctemy cbapmakoHarnsgy (BKMYa4uM KOHTaKTHI gaHi) Ta/abo 3MiHu
Ty6i; no 1 TyGi y MeT. NTA. y PO3MilLieHHi MacTep-hanna cuctemun hapmakoHarnagy
KapTOHHIN kopobUi
133. | METPOOEHT® renb 3yoHuwn, OpraHocuH IHais EHk'106 ETikans IHais BHECEHHS 3MiH JO peecTpaLiiHux maTtepianis: 6e3 peyenma UA/7952/01/01
NIMMOHHUI apomaTt Jland MpausiT JlimiTeq 3MiHn | TUNY - BBeAeHHS abo 3MiHM A0 y3ararnbHEeHUX AaHKX Npo
no20rs CaeHcus cuctemy dbapmakoHarnsay (BKoYarym KOHTaKTHI gaHi) Ta/abo 3miHu
antoMiHiesin Ty6i; Mer. JiTA. y PO3MilLieHHi macTep-daina cuctemu papmakoHarnagy
no 1 1y6i y
KapTOHHIN kopobUj
134. | METPOOEHT® renb 3yoHun, OpraHocuH IHais EHk'106 ETikans IHais BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 6e3 peyenma UA/7953/01/01
aHaHacoBun Jland MpausiT JlimiTeq 3MiHM | TUNY - BBeAeHHS abo 3MiHM A0 y3aranbHEeHUX AaHuX Npo
apomat, no 20 r B CaeHcm3 cuctemy cbapmakoHarnsgy (BKMYa4uM KOHTaKTHiI gaHi) Ta/abo 3MiHu
antoMiHiesin Ty6i; Mer. JiTa. y PO3MilLieHHi macTep-daina cuctemu papmakoHarnagy

no 1 1y6i y
KapTOHHIN kopobui
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135. | METPOOEHT® renb 3yoHuNn, OpraHocuH IHgis EHK' 106 ETikans IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 peyenma UA/7954/01/01
MONYHUYHUI Nand Mpawmsit IimiTen, 3MiHM | Tuny - BBeAeHHs abo 3MiHM A0 y3aranbHEeHUX AaHuX Mpo
apomat, no 20 r B CaeHcuns cuctemy dbapmakoHarnsay (BKnovarum KOHTaKTHI AaHi) Ta/abo 3miHm
antomiHiesin Tybi; MeT. N1A4. y pO3MilLleHHi MacTep-thanna cuctemmn papMakoHarnagy
no 1 1y6iy
KapTOHHIN kopobUi
136. | METPOHIOA30I- | tabnetkn no 250 ToapucTso YkpaiHa TosapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLinHmx maTepianis: 3a peyernmom UA/6100/01/01
300POB'A mr Ne 10, Ne 20 3 obMexeHo 3MiHu | Tuny - 3miHn Wwoao 6e3nekn/edPeKTUBHOCTI Ta
(10x2), Ne 20 o6MmexeHo BignosiganbHicT dapmakoHarnagy. 3miHa y KOpoTKili XxapakTepucTuLi fikapCbKoro
(20x1) y 6bnictepax | BignoBiganbH 10 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT ANs MeandYHOro
icTio "®apmaueBTUYH 3aCTOCyBaHHS Ha MiACTaBi perynspHO OHOBIIOBAHOIO 3BiTy 3 6e3nekn
"dapmaueBT a KkoMnaHis nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHS
M4Ha "3gopos'sa", nikapcbKoro 3acoby B nicrnsipeecTpauiviHuin nepiod, abo sk pesynbtaT
KOMMNaHis YkpaiHa; TOB OLjiHKM 3BITY 3 AOCMiAXeHb, NPOBEAEHMX BIANOBIAHO OO NnaHy
"3popos'a” "OAPMEKC negiatpuyHux gocnigxkeHnb (PIP) (3MiHy y3rogkeHo 3 KOMNeTEHTHUM
FPYIM", YkpaiHa YNOBHOBaXXEHUM OpPraHoM) - 3MiHM A0 iHCTPYKUii ANs MEAUYHOIO
3aCTOCYBaHHS
137. | MET®OPMIH- TabneTkun no 850 TeBa I3painb TOB TeBa MonbLua BHECEHHS 3MiH 40 peecTpaLiiHux maTepianis: 3mibu | Tuny - 3a peyenmom UA/7795/01/02
TEBA mr no 10 TabneTok dapmaueBTik OnepenwHs AamiHicTpaTvBHI 3MiHK. 3MiHa Ha3BK nikapcbKkoro 3acoby (BHecTn
y 6nicTepi; no 3 an IlHgacTpis MonaHg 3MiHM LLOJ0 TOproBenbHOI Ha3Bu 13, Ak Hacnigok BiANOBIAHI 3MiHN B
Gnictepu y kopobui ITo. TEKCTi MapkyBaHHsi ynakoBok) (byno - JIAHOPMET® 850) (TepmiH
BBEJEHHS 3MiH - NPOTArom 6-Tu MicAUiB Nicnsa 3aTBepAXKEHHS)
138. | ME®EHAMIHOBA | kancynu no 250 mr dnamiHro IHais dnamiHro IHais BHECEHHS 3MiH A0 peecTpaLlinHux maTepianis: 3mibu | Tuny - 6e3 peyenma UA/4974/01/01
KUCINOTA Ne 20 (10x2) y dapmacboTn dapmacbloTukan ApamiHicTpaTuBHI 3MiHW. 3MiHa HaimeHyBaHHs Ta/abo agpecu micus
bnictepax kanc Jltg. cla. NPOBaXeHHSs AisnbHOCTI BUpoOHMKa/iMnopTepa rotoBoro

nikapcbKkoro 3acoby, BKNOYaum AinbHNL BUNYCKy cepii abo Micue
NpoBEeAEHHS KOHTPOIO SIKOCTI. (QisNbHICTb, 3a SKy Bignoeigae
BUPOBHMK/IMNOPTEP, BKIOYAKOYM BUMNYCK Cepiit) (3MiHa
MicLie3HaxoXeHHst BUpOOHMKa: NpuBeAeHHS agpecy BUPobHUWKa, sika
3a3HaveHa y peecTpauinHux MaTepianax y BignoBigHICTb 40 agpecu
3a3HaveHoi y BucHoBky Woao nigTBepaXeHHs BignoBigHOCTI
BMpo6HuuTBa J13 BMoram GMP BuaaHoro [lepxaBHoto cry»60to
YkpaiHu 3 nikapcbkux 3acobis. BuganeHHs topuanyHoi agpecu
BMPOOHMKa. TakoX 3MiHM B iHCTPYKLIT A1 MEAMYHOro 3aCTOCYBaHHSI
y p. «Ha3Ba i MicLe3HaxoaxeHHs1 BUPOOHMKa», SK Hacnigok
BiANOBIAHI 3MiHW B TEKCTi MapKyBaHHS yNakoBOK)
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n/n

Hasea
niKkapcbKo20
3acoby

Popma sunycky
(nikapcbka
¢opma,
ynakoeka)

3asisHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymosu
eidnycky

Homep
peecmpauyitiHo
20
noceidYyeHHs1

139.

ME®EHAMIHOBA
KUCNOTA

kancynu no 500 mr
Ne 20 (10x2) y
6nictepax

dnamiHro
®apmacbioTn
kanc JTa.

IHAis

dnamiHro
dapmacbioTukan
cta.

IHais

BHECEHHS 3MiH 0O peecTpauiiHux matepianis: 3MiHu | Tuny -
ApmiHicTpaTBHI 3MiHW. 3MiHa HalMeHyBaHHSA Ta/abo agpecu micus
NpoBaXXeHHS AiAnNbHOCTI BUpOOHWKa/imnopTepa rotosoro
nikapcbKoro 3acoby, BKoYaum AinbH1Li BUNycKy cepii abo micue
npoBeAeHHS KOHTPOIIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNopTep, BKIOYaoum BUMNYCK cepiit) (3MiHa
MicLle3Haxo4KeHHS BUpOOHMKa: NpMBeAeHHS aapecu BUPObHMKa, sika
3a3HayeHa y peecTpauiiHiX maTtepianax y BiAnoBigHICTb A0 agpecu
3a3HayeHoi y BUCHOBKY LLOAO0 NiATBEpAXEHHS BiANOBIQHOCTI
BupobHuuTea J13 Bumoram GMP BugaHoro JepxaBHoto cnyxboto
YkpaiHu 3 nikapcbkux 3acobie. BuaaneHHs opuanyHoi agpecu
BMPOGHMKa. TakoX 3MiHW B iHCTPYKLIi ANt MEAUYHOrO 3aCTOCYBaHHS
y p. «HasBa i micue3HaxoaeHHs1 BUPOOHUKay, SIK Hacnigok
BiANOBIAHI 3MiHW B TEKCTi MapKyBaHHS yMakoBOK)

6e3 peyenma

UA/4974/01/02

140.

MOTOPUKYM

Tabnetku no 10 mr
Ne 20 (10x2) y
6nictepax

Mepokemi
nTa

Kinp

Mepokemi NTM

Kinp

BHECEHHS 3MiH 0O peecTpauiiiux matepianis: 3MiHu | Tuny -
Jlikapcbki 3acobu. 3MiHa y KOPOTKi XxapakTepucTuLi nikapcbKoro
3acoby, iHCTPYKLUiT 4na MeanM4HOro 3actocyBaHHsi abo MapKyBaHHi
ynakoBok (noTpebye BHECEHHS BiANOBIigHO A0 iHbopMmalLii
pedepeHTHOro/opuriHanbHOro nikapcbkoro 3acoby 6e3 HagaHHs
XKOOHWX HOBUX A0AATKOBUX AAHMX 3aSBHUKOM) (3MiHM [0 iHCTPYKLIT Y
po3ainu: MNokasaHHa, PapmakoTepaneBTUyHa rpyna,
[MpoTunokasaHHs, HanexHi 3axoan 6e3neku npy 3acTocyBaHHi,
3acTocyBaHHA y nepioa BariTHOCTi abo rogyBaHHs rpyaato, 3aaTHicTb
BMMMBATW Ha LWBMAKICTb peakLii Npn kepyBaHHi aBTOTPaHCMOPTOM
abo poborTi 3 iHWKUMKN MexaHidamamu, [itn, Cnocib 3actocyBaHHs Ta
nosu, Nepeno3syBaHHs, [MNobivHi edpekTn, Baaemogis 3 iHWnMun
nikapcbknmu 3aco6amu Ta iHWi BUAM B3aeMOgii, 3rigHo 3
iHdbopMmaLieto Woa0 MeguyHOro 3acTocyBaHHs pedepeHTHOro
(MOTWIIYM) nikapcbkoro 3aco6y(TepmiH BBEAEHHS 3MiH - MPOTArom
3-x MicsUiB nicns 3aTBEpAKEHHS)

6e3 peyenma

UA/8733/01/01

141.

MYJNIbTUMAKC®

TabneTtku, BKpUTI
obornoHkoto, no 30
TabneTok y
6nictepi, no 1, 2
abo 3 6nictepu B
Kopobui

lOHidpapm,
IHK.

CLUA,

FOHidbapm, IHK.

CLWA

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis:
3MmiHu | TNy - 3miHa napameTpiB cneumdikauin Ta/abo gonycTumMmnx
MEX roTOBOrO fikapcbkoro 3acoby (AonoBHEHHS abo 3aMiHa
nokasHuka cneuudikadii 3a pesynbtatamm gocnigxeHo 3 6esneku
abo AKOCTi (3a BUHATKOM rlikapcbkux 3acobis
6ionoriYHoro/iMyHONOr4YHOro NMOXOMXEHHST) - 3MiHa 40 p.
"MikpobionoriyHa yncToTa"y 383Ky 3 npuBeAeHHsm o Bumor EP; B
cneundgikauito oo p. "KinbkicHe BU3Ha4eHHs" BHECEHO BUMOTM
[00AaTKOBO Ha TEPMiH NPMAATHOCTI Ta 3i 3MiHOK BEPXHBLOI MeXi Ans
Moni6aeHy, Ceneny, Xpomy, Hukento, Banagito, Onosa 3 200 % Ha
160% BignosigHo BuMor USP; 3minu Il Tuny - 3miHa napameTpis
cneuudikauin Ta/abo 4OoNyCTUMUX MEX rOTOBOTO fikapcbkoro 3acoby
- OMOBHEHHSA cneumdikauii n. "laeHTndikadis”, "KinbkicHe
BM3HAYEHHS MIOTEIHY"

6e3 peyenma

UA/4668/01/01
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
142. | HABENbBIH KOHUEeHTpaT ans M'ep ®abp PpaHuis M'ep ®abp PpaHuis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a peyernmom UA/6149/01/01
po3uMHy Ans MegavkameHT MegavikameHT 3MiHW | TUNY - 3MiHW [0 IHCTPYKLIT ANA MeAWYHOro 3acTOCYyBaHHS Y
iHdpy3in, 10 mr/mn MpopakwH po3ginu: "®apmakonoriyHi BnactmeocTi", "MNpoTunokasaHHs",
no 1 mn (10 mr), 5 "B3aemogis 3 iHWMMKM nikapcbkumm 3acobamm Ta iHWi Buam
mn (50 wmr) y B3aemogin", "OcobnmeocTi 3acTocyBaHHs", "3acTocyBaHHS y nepioa
dnakoHax Ne 10 BariTHocTi abo rogyBaHHs rpyaaro”, "3gaTHicTb BINuBaTtu Ha
LWBMAKICTb peakuii Npyn kepyBaHHi aBTOTPaAHCNOPTOM abo iHLMMMK
mMexaHiamamu", "Cnocib 3actocyBaHHsa Ta gosu", "Oitn", "MobivHi
peakuii" 3rifHo 3 OHOBMEeHo iHdopMalLlieto 3 6e3nekn 3acTocyBaHHs
BiHOpenbbiHy TapTpaTty
143. | HABO®AH criper HasanbHUM, TeBa I3painb TeBa Yex Yecbka BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a peyenmom UA/6758/01/01
cycneHsisi, 50 dapmaLeBTik IHgacTpis c.p.o. Pecnybnik | 3miHu | TUny - 3miHa y MeTogax BUNpo6yBaHHS AOMOMIKXHOI peYOBUHM
MKkr/go3sy no 120 an lHgacTpis a (3amiHa meToay ineHTUdiIKaLil XMpHUX K-T Ana nonicopbaty 80);
no3 abo no 150 gos nra. 3MiHu | TUNY - 3MiHK, NOB'AA3aHI 3 HEOOXIAQHICTIO NPUBEAEHHS Y
y donakoHi, no 1 BignoBigHicTb 4o MoHorpadii Y abo €sponeickkoi Papmakoner;
dnakoHy B 3MiHu | TNy - 3MiHa y napameTpax cneundikauin Ta/abo gonycTtummx
KapTOHHIN kopobui MeX, BU3Ha4YeHux y cneumdikauisx Ha A®I, abo BUXigHWUI/MPOMDKHUI
NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCS Y NpoLeci BUpobHuUTBa
ADI; 3miHu | TUNY - 3miHa napameTpiB cneuudikauin Ta/abo
[OMYCTUMUX MEX A1 AONOMIKHOT PEYOBUHU (JOMOBHEHHS
cneumdikaLii HOBUM MOKa3HMKOM 3 BiAMOBIAHUM METOAOM
BMNpobyBaHHs1) (qoaaHHs MBY ans nonicopbaty 80); 3miHn | Tuny -
3MiHa napameTpiB cneumdikauin Ta/abo 4ONyCTUMUX MEX Ans
[OMOMIKHOT PEYOBUHM (JONOBHEHHS crieumdikaLii HOBUM NOKa3HMKOM
3 BigNOBigHMM MeToA0M BuNpobyBaHHsA) (aogaHHa MBY go
MIKPOKPUCTamiYHOI LEentonosn i Kapmernosmn HaTpito); 3miHu | Tuny -
3MiHa NnapamMeTpiB cneundikauii Ta/abo AoNycTUMUX MeX Ans
[OOMOMDKHOI pe4OBMHM (QOMOBHEHHS cneuudikauii HOBUM NMOKa3HUKOM
3 BigNOBigHMM MeToA0oM BUNpobyBaHHs) (aoaaHHsa MBY ans rniokosun
6e3B0AHOI); 3MiHM | TUNY - 3mMiHa NapameTpiB cneumdikauin Ta/abo
[OMyCTUMMUX MEX AN AONOMIKHOT pe4OBUHU (GOMOBHEHHS
cneundikaLii HOBUM MOKa3HMKOM 3 BiAMOBIAHUM METOAOM
BMNpobyBaHHs) (qogaHHs MBY ansa 6eH3onakToHilo xnopuay)
144. | HEOTPU30N® TabneTkn OpraHocuH IHAaisa Ontimyc IHAais BHECEHHS 3MiH A0 peecTpaLinHMxX maTepianis: 3a peyenmom | UA/10674/01/01
BariHanbHi no 4 Nand [xeHepikc 3MiHM | Tuny - BBeAeHHs abo 3MiHM A0 y3aranbHEeHUX AaHuX npo
TabneTku y cTpuni; CaeHcus Timite cucTemy dhapmakoHarnsay (BKnoYaroum KOHTaKTHI faHi) Ta/abo 3miHu
no 2 cTpunu pasom MeT. N1A4. y PO3MilLleHHi MacTep-thanna cuctemmn papMmakoHarnagy

3 annikatopom y
KapTOHHIi kopobLyi;
no 8 rabnetok y
6nicTepi; no 1
6nictepy pasom 3
annikaTopom y
KapTOHHI Kopobui
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
145. | HEOTPU30N® TabneTku OpraHocuH IHAais EBepTomkeH IHAais BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3miHu | Tuny - 3a peyenmom | UA/10674/01/01
BariHanbHi no 4 Jland Jland CaeHcus ApmiHicTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHA Ta/abo agpecu micus
TabneTkun y cTpuni; CaeHcus Nimiten NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
no 2 cTpunu pasom MeT. N1A4. nikapcbkoro 3acoby, BKoYaum AinbHULi BUNycKy cepii abo micue
3 annikatopoM y NPOBEAEHHS KOHTPOJSIIO AKOCTI. (LisNbHICTb, 3a 5Ky BignoBsigae
KapTOHHiIN kopobuj; BMPOGHMK/iIMNopTep, BKIOYaoum BUMYCK cepiit) (3MiHa
no 8 rabnetok y HaliMeHyBaHHS1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
6nicTepi; no 1 (TepmiH BBEAEHHS 3MiH - NPOTAroM 3-X MICALIB MiCNS 3aTBEPAXEHHS)
6nictepy pasom 3
annikaTopom y
KapTOHHI Kopobui
146. | HEOTPU3OJI® TabneTkn OpraHocuH IHAis EBepTomkeH IHAis BHECEHHS 3MiH 10 peecTpaLliiHux maTepianis: 3miHu | Tuny - 3miHu 3 3a peyenmom UA/10674/01/01
BariHanbHi no 4 Tand Jland CaeHcus sKocCTi. FoToBUIA NikapcbkMi 3acib. KOHTpOnb roTOBOro MikapCbKOro
TabneTkun y cTpuni; CaeHcuns Timiten 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo AonycTMMmnx Mex
no 2 CTpunu pasom M. Jl7A4. roToBOro fnikapcbkoro 3acoby (iHwi 3miHu) - 3miHa go p. "Cknag 3",

3 annikatopoM y
KapTOHHIN kopobul;
no 8 Tabnetok y
6nictepi; no 1
6nictepy pasom 3
annikaTopom y
KapTOHHIN kopobui

p. "KinbkicHe BM3Ha4eHHs" Ansi 4ito4oi pe4oBNHU HEOMILMHY
cynbdaT, 3aMiHa OANHULb BYMIPIOBaHHS BMICTY HEOMILIMHY
cynbdaty 3 «Mr Ha 1 TabneTky» Ha «OguMHWLi aKTUBHOCTI
(MixxnapogHi OgunHuui MO)», ockinbkn HeOMiLMHY cynbdaTt NposiBrsie
aHTUMIKPOGHY aKTUBHICTb, ika BU3HAYaETbCA METOAOM
BMNpoGyBaHHSA BiANOBIAHO A0 BUMOr MoHorpadii BP (Appendix XIY A
MikpobionoriyHni MeToa)
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
147. | HEYNIACTUM / PO34MH ANs iH'eKuUin AMOKeH HigepnaH AmpxeH €spona | HigepnaH BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3MiHu | Tuny - FloToBui 3a 669/12-
NEULASTIM® no 6 mr/0,6 mny €spona b.B. an B.B., on/ CLUA nikapcbkuii 3aci6. BupobHuuteo. 3aMiHa abo BBeAEHHsSI [OAATKOBOI peuenmom 300200000
nonepeaHLo Higepnanan AiNbHWLI BUPOOHULTBA ANSA YacTUHKM abo BCLOro BUPOBHNYOro
HanoBHEHOMY (BTOpPUHHE npouecy roToBOro nikapcbkoro 3acody (AinbHUUS 4N BTOPUHHOMO
wnpuui Ne 1 nakyBaHHs, nakyBaHHs); 3miHu | Tuny - A®| abo pitoya peyoBmHa. BupobHmuTBO.
BUNPOOYBaHHSA 3MiHn BUNpobyBaHb abo AOMYCTUMMX MEX, LLIO BCTAHOBMEHI Y
KOHTPOIO cneundikauisx, y npoueci BupobHuutea APl abo aitouoi pevoBuHU
AKOCTI, BUMYCK (BopaBaHHa HOBOro BUNPODyBaHHSA Ta AONYCTUMMX MeX) (JoaaBaHHA
cepii); NOKa3HMKIB KOHTPOMIO KPUTUYHMX TOYOK B MPOLIECi BUPOOHMLITBA
AMOKeH Lit0Y0i pevOBUHW, 5K paHille KOHTPOMBanues B cneuudikadii Ha
MaHydek4ypiHr AiloYy peyoBVHY NpY BUMYCKY i y cneundikauii Ha NPOMKHUIA NPOAYKT
Timiteq, CLLA ®inrpactum: «Yuctota metogom RP-HPLC», «3aranbHuii 6inok»,
(BUpOGHMLTBO «pH»); 3minn | TNY - A®| abo gitova pedoBuHa. BupobHuuteo. 3miHn
Hepo3dacoBaHoi BMNpoOyBaHb abo AOMYCTUMUX MEX, LLIO BCTAHOBMEHI y
npoaykuii, cneuudikauisx, y npoueci Bupobnuutea APl abo aitoyoi peqoBuHu
nepBuHHE (BUNy4eHHs HecyTTeBOro BUNpobyBaHHS) (BunyyeHHs napameTpis
nakyBaHHs1) ANs KOHTPOMIO Y npoueci BUpobHuuTea: «4Ynctota metogom SE-

HPLC», "Buxig npoaykty"); 3miHu | Tuny - A®| abo gitoya peyoBuHa.
KoHTponb A®I abo gitoyoi pevoBuHU. 3MiHa y napameTpax
crneundikaLi Ta/abo 4ONYCTUMUX MEX, BU3HAYEHMX Y cneLmdikavisx
Ha APl abo fitovy peqoBuHy, abo BUXiAHWUIA/MPOMIXKHMIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLECi BUPOBHMLITBA
A®I| abo fjtouoi peyoBUHM (3BYXKEHHS AOMYCTUMUX MEX, BUSHAYEHUX
y cneuudikauii) (3By>keHHS [ONYCTUMUX MeX AN napaMeTpy
«BbakTepianbHi eHOOTOKCUHMY Y cnieundikauii ANs NPOMDKHOro
npoaykty ®inrpactum); 3mitm | Trny - A®| abo pitoya peyoBuHa.
KoHTponb A®I abo gitoyoi pevoBuHu. 3MiHa y meTogax
BunpobyBaHHsa A®Il abo gitoyoi pevoBuHU abo BMXiAHOTO/MPOMIXKHOrO
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y NpoLeci BUpoOHMLTBa
A®I| abo pjtoyoi peyoBUHM (BUOANeHHsS meToay BUNpobyBaHHSA Ans
A®I| abo gitoyoi peyoBMHM /peareHTy/NPOMIXKHOTO NMPOAYKTY, SKLLO
anbTepHaTUBHWUIA METOA BXe 3aTBepmxeHuin) (Bupanerns i3
cneuudikauii Ha Ailovy pe4oBUHY Npu BUNYCKY METOAY
enektpodope3sy B noniakpinamigom reni (SDS-PAGE), wo
BMKOPVCTOBYBABCS 4151 BU3HAaYEeHHSA napameTpy «Yuctora»); 3MiHu |
Tuny - A®l abo gitoya pevosuHa. KoHtponb APl abo gitovoi
peyoBuHM. 3MiHa y napameTpax cneuudikauin Ta/abo gonycTummnx
MeX, BU3Ha4YeHuX y cneuudikadisx Ha APl abo gitoduy pevoBuHy, abo
BUXiAHWI/NPOMIDKHUIA NPOAYKT/peareHT, WO BUKOPUCTOBYIOTECS Y
npoueci BupobHuutea APl abo aitoyoi peyoBuHM (iHLWi 3miHK) (BMiHa
A0NycTUMKX NapameTpiB cneumdikauii ANS NPOMiKHOro NpoayKTy
dinrpacTum 3a nokasHukamu «Yuctota», a came 3amiHa metoay RP-
HPLC ta meToay enektpodopesy y noniakpunamigHomy reni (SDS-
PAGE) Ha meTop SE-HPLC 3 HopmyBaHHS, A4S MoKasHuKa
«AKTUBHICTb» TEKCTOBI YTOYHEHHS 6€3 3MiHWM HOPMYBaHHS); 3MiHu |
Tuny - A®l abo gitoua pevosuHa. KoHtpons APl abo gitovoi
peyoBuHU. 3MiHa y napameTpax cneumdikauin Ta/abo gonycTumMmx
MeX, BU3HayeHux y crneumdikauisx Ha APl abo gitouwy peyoBuHy, abo
BUXiQHWI/NPOMIKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTHCS Y
npoueci BupobHuutea APl abo gitouoi pevoBuHM (BUNYyYEHHS
He3Ha4HOro MoKasHWKa SIKOCTi (Hanpuknag, BUMyYeHHs 3acTapinoro
nokasHuka)) (BunyyeHnHs 3i cneundikauii gns A®I npu Bunycky
NoKasHUKIB: «|QEHTUYHICTb» MeTOAO0M enekTpodopesy B
noniakninaminHomyv reni (SNS-PAGF) «RarankHum 6inok»y « nH»  «
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3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
148. | HOBOKAIH- pPO34uMH Ansi ToBapucTteo YkpaiHa TosapucTso 3 Ykpaina BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: 3a peyernmom UA/4539/01/02
300POB'A iH'ekuin, 20 mr/mn 3 obmMexeHo BUNPABIIEHHSI TEXHIYHOI MOMMUIKM B crieundikaLii 3a NoOka3HUKOM
no 2 mn B amnynax obmexeHoro BignoBiganbHicT «O06’eM, WO BATAraeTbCA» (B pamkax O4HOro JOKYMEHTY), B MeToAax
Ne 10 B kopo6ui, Ne | BignoBiganbH 10 KOHTPOIIO SIKOCTi 3a Noka3HWKoM «CynpoBigHi JOMILLKM»
5 (5x1), Ne 10 icTio "®apmaueBTUYH
(5x2), Ne 10 (10x1) | "®apmaueBT a KoMnaHist
y bnictepax B M4Ha "3popos'a"
Kopobui KOMMaHisi
"3gopos's"
149. | HOBOKC®-500 TabneTkn, BKpUTI OpraHocuH IHAaisa Ontimyc IHAisa 3MiHu | TUNY - BBeAEHHS abo 3MiHM A0 y3ararnbHEeHUX AaHnX Npo 3a peyenmom | UA/12673/01/01
NMiBKOBOO Nand [xeHepikc cucTemy dbapmakoHarnsaay (BKoYaum KOHTaKTHI AaHi) Ta/abo 3miHu
o6onoHkoto no 500 CaeHcus Nimiten y PO3MilLieHHi MacTep-thanna cuctemmn dbapmakoHarnagy
Mmr, no 5 TabneTok y MeT. l1A.
6nicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLi
150. | HOBOKC®-500 TabneTkn, BKpUTI OpraHocuH IHAis Ontimyc IHAis 3MiHM | TUNY - BBeAeHHs abo 3MiHM A0 y3aranbHEeHUX AaHKX Npo - UA/12674/01/01
NNiBKOBOIO TNand [xeHepikc cuctemy dbapmakoHarnsay (BKovarym KOHTaKTHI gaHi) Ta/abo 3miHu
obonoHkoto no 500 CaeHcms Timiten y PO3MilLleHHi MacTep-thanna cuctemmn papMakoHarnagy
Mmr in bulk: no 1000 M. Nl74.
TabneTok y
NnoABINHOMY NakeTi;
no 1 nakety B
KapTOHHIN ynakoBLi
151. | HOBOKC®-500 TabneTkn, BKpUTI OpraHocuH IHAaisa EBepTomkeH IHAais BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3miHu | Tuny - - UA/12674/01/01
NNiBKOBOK Jland Jland CaeHcus AamiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micus
o6onoHkoto no 500 CaeHcus Timiteq NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
Mr in bulk: no 1000 MeT. N1A4. nikapcbKkoro 3acoby, BKoYaum AinbHULI BUNYycKy cepii abo micue
TabneTok y npoBeAeHHs KOHTPOTIO SIKOCTI. (BiSNbHICTb, 3a SKy Bignoeigae
NnoABIMHOMY NakeTi; BMPOGHUK/iMNOpTEp, BKMOYaUM BUMYCK cepiii) - 3MiHa
no 1 nakety B HaliMeHyBaHHS1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBA)
KapTOHHIN ynakoBLi (Tepm iH BBeAEHHS 3MiH - MPOTArom 3-X MicsILIiB Micns 3aTBEPKEHHS)
152. | HOBOKC®-500 TabneTku, BKPUTI OpraHocuH IHAis EBepTomkeH IHAis BHECEHHS 3MiH 40 peecTpaLlinHux maTepianis: 3miHu | Tuny - 3a peyenmom UA/12673/01/01
NMiBKOBOK Jland Jland CaeHcus ApmiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHSA Ta/abo agpecu micus
ob6onoHkoto no 500 CaeHcus Timiteq NPOBaXeHHs disnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
Mr, no 5 TabneTok y MeT. Jl1a. nikapcbkoro 3acoby, BKNoYaum AinbHUL BUNYCKy cepii abo Micue

6nictepi; no 1
Gnictepy B
KapTOHHIN ynakoBLi

npoBeAeHHS KOHTPOIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, BKMOYaOUM BUMYCK cepiit) - 3MiHa
HaliMeHyBaHHs BUpobHuka 113, 6e3 3miHu micus BUpoGHMLTBA)
(Tepm iH BBeAEHHS 3MiH - MPOTArom 3-X MiCSALIB MiCNA 3aTBEPKEHHS)
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
153. | HOBOKC®-750 TabneTkn, BKpUTI OpraHocuH IHAaisa Ontimyc IHAisa 3MiHM | TUNY - BBeAEHHS abo 3MiHM A0 y3ararnbHEeHUX AaHuX nNpo 3a peyenmom | UA/12673/01/02
NMiBKOBOO Nand [xeHepikc cucTemy dbapmakoHarnsaay (BKoYaruy KOHTaKTHI AaHi) Ta/abo 3miHm
06onoHkoto, no 750 CaeHcus Nimiteq y PO3MilLieHHi MacTep-hanna cuctemmn hapMmakoHarnagy
Mmr, no 5 TabneTok y MeT. l1A.
6nicTepi; no 1
Gnictepy B
KapTOHHIN ynakoBLi
154. | HOBOKC®-750 TabneTkn, BKpUTI OpraHocuH IHAis OnTimyc IHAisa 3MiHM | Tuny - BBeAeHHs abo 3MiHM A0 y3aranbHEeHUX AaHuX Mpo - UA/12674/01/02
NNiBKOBOIO TNand [xeHepikc cuctemy dapmakoHarnsay (BKoYarum KOHTaKTHI gaHi) Ta/abo 3miHu
ob6onoHkoto no 750 CaeHcms Timiten y PO3MilLleHHi MacTep-thanna cuctemmn papMmakoHarnagy
Mmr in bulk: no 1000 M. Nl70.
TabneTok y
NoABINHOMY NakeTi;
no 1 nakety B
KapTOHHIN ynakoBLi
155. | HOBOKC®-750 TabneTkn, BKpUTI OpraHocuH IHAais EBepTomxeH IHAaisa BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3miHu | Tuny - 3a peyenmom | UA/12673/01/02
NNiBKOBOK Jland Jland CaeHcus AamiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micus
o6ornoHkoto no 750 CaeHcus Timiteq NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
Mmr, no 5 TabneTok y MeT. N1A4. nikapcbKoro 3acoby, BKoYaym AinbH1Li BUNYycKy cepii abo micue
6nictepi; no 1 NPOBEAEHHS KOHTPOJTIO AKOCTI. (ZisiNbHICTb, 3a 5Ky BignoBigae
6nictepy B BMPOGHUK/iMNOpTEp, BKMOYaOUM BUMYCK Cepiit) - 3MiHa
KapTOHHIN ynakoBLi HaliMeHyBaHHSs1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
(Tepm iH BBeAEHHS 3MiH - MPOTArom 3-X MiCSALIB MiCNsA 3aTBEPKEHHS)
156. | HOBOKC®-750 TabneTku, BKPUTI OpraHocuH IHais EBepTomkeH IHais BHECEHHS 3MiH 40 peecTpaLiiHux maTepianis: 3mibu | Tuny - - UA/12674/01/02
NNiBKOBOIO Jland Jland CaeHcus ApmiHicTpaTuBHi 3MiHW. 3MiHa HanmeHyBaHHS Ta/abo agpecu micus
ob6onoHkoto no 750 CaeHcus Timiten NPOBaXeHHs disnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
mr in bulk: no 1000 Met. Jl1a. nikapcbKkoro 3acoby, BKNoYarum AinbHUL BUNYcKy cepii abo Micue
Tabnetok y NPOBEAEHHS1 KOHTPOSO SAKOCTI. (AiANbHICTb, 3a 5Ky BignoBsigae
noABINHOMY NakeTi; BMPOGHMK/iMNOpTEpP, BKMOYaUM BUMYCK cepiii) - 3MiHa
no 1 nakety B HaliMeHyBaHHs BUpobHuka 113, 6e3 3miHM micus BUpoGHMLTBA)
KapTOHHIN ynakoBLi (Tep™ iH BBEAEHHS 3MiH - MPOTAroM 3-x MicsUiB nicns 3aTBEpAXKEHHS)
157. | OKTPAN[ PO34MH ansi CaH IHais CaH IHais BHECEHHSs1 3MiH O peecTpauiiHux maTtepianis: 3a peyernmom UA/6395/01/01
iH'ekuin, 50 mkr/mn dapmacbkoTn dapmacbloTukan 3MiHM | TUNY - BBeAeHHst abo 3MiHM 40 y3ararnbHEeHUX AaHKX Npo
no 1 mn B amnyni; Kan IHpacTpis Nta cuctemy dbapmakoHarnsaay (BKoYaum KOHTaKTHI AaHi) Ta/abo 3miHm
no 1 amnyni B IHgacTpi3 y PO3MilLieHHi MacTep-hanna cuctemun hapMmakoHarnagy
KOHTYpPHIn Nto
NNacTUKOBIN
ynakosLi B

KapTOHHIN ynakoBLi
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[Iponosxenus gogaTtka 3

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs1
158. | OKTPAUA pO34MH Ansi CaH IHgis CaH IHgis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3a peuernmom UA/6395/01/02
iH'ekuin, 100 dapmacbioTn PapmacbtoTukan 3MiHM | Tuny - BBeAeHHs abo 3MiHM A0 y3aranbHEeHUX AaHuX Mpo
MKr/mn no 1 mn B Kan IHpacTpis Jltg cuctemy dbapmakoHarnsay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHm
amnyni; no 1 IHpacTpis y PO3MilLleHHi MacTep-thanna cuctemmn papMmakoHarnagy
amnyrni B KOHTYPHI Nt
NNacTuKoBIN
ynakoBLi B
KapTOHHIl ynakosLi
159. | OJI®EH®-100 CP Kancynm TeBa I3painb AunHo Papma LLesenuapi BHECEHHSA 3MiH [0 peecTpauinHnx maTepianis: 3a peyenmom UA/5124/01/01
LOEMNOKANC NPOSIOHroBaHoI Aji dapmaueBTik AT, Wsenuapis; al 3MiHuM | TUNY - BBeAeHHs abo 3MiHM 4O y3aranbHEHUX AaHuX Npo
no 100 mr Ne 20 an lngactpis noparkosa HimeuunH | cuctemy pbapmakoHarnsgy (BKMHOYaYM KOHTaKTHI AaHi) Ta/abo 3miHu
(10x2) y 6nictepax Jita. nabopartopis, Lo a y pO3MilLieHHi MacTep-thanna cuctemmn dhapMmakoHarnagy
y kopobui npunmae yyactb
B KOHTpOmi
SKOCTI:
YHTEep3yXyHrciHC
TUTYT Xennernep,
HimeyuynHa
160. | OPHI3ON® po34uH Ans MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: 3a peyenmom | UA/12227/01/01
iHdpysin, 5 mr/mn no | "Tannydapm "ranuydapm", 3MiHM | Tuny - 3miHn woao 6e3nekun/edekTMBHOCTI Ta
100 mn y nnsiwkax " YkpaiHa; TOB hapmakoHarnsgy. BeegeHHs abo 3miHM A0 y3aranbHEHUX AaHuX Npo
y navui dipma cuctemy papmakoHarnsgy; 3miHa ynoBHoBaXeHoi ocobu,
"HoBodapm- BigNoBiganbHOI 3a 30iNCHEHHs1 hapMakoHarnsay
BiocnHTes"
161. | OCNAMOKC AT TabneTku, LWo CaHpos CnoBeHis CaHpgos 'moX - ABCTpis BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3MiHu | Tuny - 3a peuernmom UA/3975/04/01
avcneprytotbest, no | ®apmachbloTik TexOnc AamiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micus
500 mr Ne 12 an3 g.ao. NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
(12x1) y 6nictepax nikapcbKoro 3acoby, BKIoYaum AinbH1Li BUNYycKy cepii abo micue

npoBefeHHs KOHTPOIO SIKOCTI. (BiSNbHICTb, 3a SKy Bignoeigae
BMPOGHMK/iIMNopTep, BKIOYakouM BUMYCK cepiit) (3MiHa
HaViMeHyBaHHS BUPOOHMKa Ta NpUBEAEHHS MICLLE3HAXOMKEHHS Y
BiANOBIAHICTb 40 BMCHOBKY LLOAO NiATBEPAKEHHS BiANOBIAHOCTI
BMPOBHULTBA fikapcbkux 3acobiB BUMOraM HanexHoi BUpoGHMYOT
npaktukm (GMP), BugaHoro [epxxaBHoto cnyx6oto Ykpainu 3
nikapcbkux 3acobis, 3 nepenikom J13, 6e3 3MiHK MicLa BUpOBHMLTBA)
(TepmiH BBeAEHHS 3MiH - NpoTArom 6-T MicauiB nicns
3aTBEPAXKEHHS)
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
162. | OCNAMOKC AT TabneTku, LWo CaHpos CnoBeHis CaHpgos 'moX - ABCTpif BHECEHHS 3MiH 0O peecTpauiiHux matepianis: 3MiHu | Tuny - 3a peuernmom UA/3975/04/03
avicneprytotbes, no | ®apmachbloTik TexOnc AgamiHictpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo agpecu micus
1000 mr Ne 12 an3 o.ao. NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
(6x2) y briictepax nikapcbKoro 3acoby, BKoYaum AinbHULi BUNYycKy cepii abo micue
NpoBeAeHHS KOHTPOIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNopTep, BKIOYaoum BUMYCK cepiit) (3MiHa
HaViMeHyBaHHS BUPOOHMKa Ta NpUBEAEHHS MICLLE3HAXOMKEHHS Y
BiANOBIAHICTb 4O BMCHOBKY LIOAO NiATBEPKEHHS BiANOBIAHOCTI
BMPOBHULTBA NikapCbknx 3acobiB BUMOraMm HanexHoi BUpoOHMUYOT
npaktukm (GMP), BugaHoro [epxxaBHoto cnyx6oto Ykpainu 3
nikapcbkux 3acobis, 3 nepenikom J13, 6e3 3MiHM MicLsa BUpOGHMLTBA)
(TepmiH BBeAEHHS 3MiH - NpoTArom 6-T1 MicauiB nicns
3aTBEPAXKEHHS)
163. | OTPUBIH crper HasanbHUM, Hogapric LLiseriuapi Hogapric Lseruapi BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 6e3 peyenma UA/13560/01/01
EKCTPA nosoBaHuin no 10 KoHcbtomep 2] KoHcbtomep a 3MiHK | TUNY - NogaHHA OHOBNEHOro cepTudikaTy BignosigHocTi EP
My ¢prakoHi 3 Xenc CA Xenc CA R1-CEP 1998-083-Rev 05 Big 3aTBEpaXEHOrO BUPOBHMKa
[03yo4nM SIFAVITOR S.R.L. ltaly, ans aitoyvoi peyoBuHm Ipratropium bromide
npuctpoem Ne 1
164. | OPJIOKCUH® 200 | TabneTtku, BKPUTI TOB Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH A0 peecTpaLinHMX MaTepianis: NPUBEAEHHS Y 3a peyernmom UA/8147/02/01
obornoHkoto, no 400 "3eHTiBa" Pecny6bnik Pecnybnik BiAMOBIAHICTb EAMHOT IHCTPYKLUIT Y 3B’A3KY i3 3MiHOIO y cknagi
mr Ne 10 (10x1) y a a (QOMOMI>XKHMX pEeYOBMHAX) FOTOBOrO NiKapCbKOro 3acoby
bnictepax y O®PJNIOKCHH® 400 3 BignosigHumu 3miHamu y p. «Cknag» eguHoi
KapTOHHi Kopobui iHCTPYKLii, 3aTBepaxeHoi Hakasom MO3 Ykpainu Big 16.03.2016 Ne
195
165. | OPOP® TabneTku, BKPUTI OpraHocuH IHAis EBepTomkeH IHAis BHECEHHS 3MiH 40 peecTpaLlinHux maTepianis: 3miHu | Tuny - 3a peyenmom UA/7732/01/01
NNiBKOBOIO TNand Jland Caencus ApmiHicTpaTuBHI 3MiHW. 3MiHa HanmeHyBaHHS Ta/abo agpecu micus
ob6onoHkoto, no 10 CaeHcus Timiteq NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
TabneTok y Met. Jl1a. nikapcbkoro 3acoby, BKNoYaum AinbHUL BUNYCKy cepii abo Micue
6nictepi; no 1 NPOBEAEHHS1 KOHTPOIO AKOCTI. (AiANbHICTb, 3a sKy BignoBsigae
Gnictepy B BMPOGHMK/iIMNopTep, BKIOYaoum BUMYCK cepiit) (3MiHa
KapTOHHIN nayuj HaliMeHyBaHHs BUpobHuka 113, 6e3 3miHu micus BUpoGHULTBA)
(TepMiH BBEAEHHS 3MiH - NPOTAroM 3-X MicsiLiB Nicns 3aTBEPKEHHS)
166. | OPOP® TabneTkn, BKpUTI OpraHocuH IHais EBepTomkeH IHais BHECEHHS 3MiH A0 peecTpaLlinHux maTepianis: 3mibu | Tuny - - UA/7733/01/01
NniBKOBOKO Jland Jang CaeHcus ApamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu micus
060roHKoI0, in CaeHcuns Nimiten NPOBaXXEHHS OiANbHOCTI BUPOOHMKa/imnopTepa rotoBoro
bulk: no 2500 MeT. N1A. nikapcbkoro 3acoby, BKNOYarum AinbHNL BUNYCKy cepii abo Micue

TabneTok y nakeri;
no 1 nakety y
Kopobui i3
ropokapToHy

NpoBEeAEHHS KOHTPOI SIKOCTI. (QisNbHICTb, 3a SKy BignoBigae
BMPOGHMK/iIMNOpTEp, BKIOYaouM BUMYCK Cepiit) (3MiHa
HaMeHyBaHHs BUpobHuka 113, 6e3 3miHu micus BUpoGHULTBA)
(TepMmiH BBeEHHSI 3MiH - NpOTArom 3-x MicsLIB Micns 3aTBEPAXEHHS)
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167. | NAHFACTPO NOpPOLUOK AN CaHpos CrnoBeHis Jlek CrnoBeHis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3a peuernmom UA/14142/01/01
po3uMHy Ans ®apmachbHoTik dPapmaueBTNyHa 3MiHM | TMNy - 3aMiHa nocTayanbHKKa NakyBanbHUX MaTepianis abo
iH’exuint no 40 mry ans a.n. KoMnaHis g.4. KOMMNEKTYIOUNX — 3i cneumadikauii Ans dnakoHiB BUAanNeHHs
dnakoHax Ne 1, Ne BMpobHMkiB - Nuova Ompi Ta Forma Vitrum; 3i cneumdikauii Ha
5, Ne 10 npobku BuaaneHHs BupobHuka - Helvoet Pharma; 3i cneundikauii
ONs KoBMaykiB BuaaneHHs BupobHuka West Pharmaceutical Services;
3MiHu | TUNY - 3MiHa NnapameTpiB cneundikaLii Ta/abo gonycTuMmx
MeX MePBUHHOT YNaKOBKN FOTOBOTO NiKAPCbKOro 3aco0y - AONOBHEHHSI
cneumdikauii HoBUMM NokasHukamu «Arsenic», «Glass grains test» 3
BigNoBigHMMM MeTogamu BUNpoOyBaHHSA Ans rakoHiB (MpuBeaeHHs
y BiANOBiAHICTb 40 BUMOr EP); 3amiHn | Tuny - 3miHa y meTogax
BUNPOOYBaHHSA NEPBUHHOI YNaKoBKV rOTOBOTO fikapcbkoro 3acoby —y
MeTodax BUMNpobyBaHHSI NEPBUHHOI YNakoBkX (nakoHiB) roTOBOro
nikapcbkoro 3acoby n. «Hydrolytic Resistance of Inner Surface»
0OAAETbCs aHaNITUYHUIA MeTo, ANs BU3HAYeHHS rigponiTU4HOI
CTIKOCTi BHYTPILLHiIX NOBEPXOHb BignosigHo Ao USP (3ateepaxeHo
no EP). Metoguku 3srigHo EP 1a USP ekBiBaneHTHi
168. | MAHKPEATUH TabneTku, BKPUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHux maTepianis: 3miHu | Tuny - 6e3 peyenma UA/7539/01/01
8000 060MOoHKo10, "TepHodapm "TepHodchapm" AamiHicTpaTBHI 3MiHW. 3MiHa Ha3BM nikapcbkoro 3acoby (byno -
KVLLKOBOPO3YMHHI " MAHKPEATUH)
no 0,24 r Ne 10, Ne
50 (10x5) y

bnictepax
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n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
169. | MAPAKO[ IC® Tabnetkun Ne 10 ToBapucTteo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHMX MmaTepianis: 3a peyenmom | UA/12054/01/01
(10x1) y 6nictepax 3 [00aTKOBOKO 3MiHu | Tuny: 3miHn 3 sikocTi. A®I. KoHTponb A®I. 3miHa y meTogax
y nayui, Ne 10y [0AaTKOBOKO BignosiganbHiCT BunpobyeaHHsa APl abo BuxiaHOro maTtepiany/npoMixxHOro
bnictepax BignosigansH 1o "IHTEPXIM" npoayKkTy/peareHTy, Lo BUKOPUCTOBYETBLCS Y NpoLeci BUpobHuuTBa
icTio
"IHTEPXIM"

A®| (He3HauHi 3MiHM y 3aTBepAXXeHX MeTofax BUNpobyBaHHs) - Ans
nitoyoi pevosuHu Kogeiny cocdaty; amiHm | Tuny: 3miHu 3 SKocTi.
oToBUI nikapcbkun 3aci6. KOHTPONb AONOMIDKHMX peYOBUH. 3MiHa

napameTpiB crneundikaLi Ta/abo JoNyCTUMUX MEX ANst [ONOMIXKHOT

pPEeYvYoBUHYM - NpUBEAEHHSA cneundikalii MeToaiB KOHTPOSH
OOMOMDKHMX PEYOBUH Y BigMnoBigHicTb A0 BUMor EP; 3aMiHu | Tuny:
3miHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo onycTUMUX MeX, BU3HAYEHNX Y cnieumdikaulisx
Ha A®I, abo BUXiAHNA/NPOMIXXHUIA NPOAYKT/peareHT, Wo
BMKOPUCTOBYIOTbCS Y Mpoueci BupobHuutea A®I (iHwi 3miHW) - Ans
AitoyoT peyvyoBMHN NapaveTamory; 3MiHu | Tuny: 3miHM 3 AKOCTi.

[oToBUI Nikapcbkmit 3acib. KOHTPONb roToBOro fikapCbKoro 3acoby.

3miHa napameTpiB cneuudikauin Ta/abo oNyCTUMNX MEX rOTOBOrO
nikapcbKkoro 3acoby - npvBedeHHs T. «MikpobGionoriyHa yicToTax

roTOBOroO fnikapcbkoro 3aciby BignosiaHo Ao BumMor AdY; amiHu | Tuny:
3MiHn 3 skocTi. A®I. KoHTtponb A®I. 3miHa y MeTogax BunpobyBaHHs
A®I| abo BMxigHOro MaTepiany/nMpoMiXXHOro NpoAyKTy/peareHTy, Lo

BMKOPUCTOBYETbLCS y Npoueci BUpo6HuUTBa AD| (HEe3HaYHI 3MiHU Yy
3aTBEPAXXEHUX MeToaax BUNpobyBaHHs) - ANS Ail040i pevoBUHU

napaueTtamony; 3miHu | Tuny: 3miHn 3 gkocTti. A®l. KoHTpons AdPI.

3MiHa y napameTpax cneundikadii Ta/abo AonycTUMUX MEX,
BM3HA4YeHMX y cneuudikauisx Ha ADI, abo BUXIOHWMIA/MPOMIDKHUI

NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECi BUPOBHMLITBA

A®I (iHwWi 3miHK) - onsa gitovoi peyoBuHu KogeiHy docdarty; amiHu |

Tuny: 3MiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax

cneuudikauin Ta/abo 4oNyCTUMUX MeX, BU3HAYEHNX Y cnieumdikaulisx

Ha A®Il, abo BMXigHWI/NPOMIXXHUI NpoayKT/peareHT, Lo

BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea A®I (BunyyeHHs

He3Ha4yHOro nokasHuka AKOCTi (Hanpuknag BUIy4YeHHs 3acTapinoro

nokasHuka); amiHu | Tuny: 3minu 3 skocti. A®l. KoHtponb A®I. 3miHa

y napamMeTpax cneumdikauin Ta/abo JonyCTUMUX MeX, BUSHAYEHUX Y
cneumdikauisx Ha A®I, abo BMXigHWIA/NPOMIXXHUIA NpoayKT/pearexT,
LLIO BUKOPUCTOBYHOTLCS y Npoueci BUpobHuuTBa AP (iHLWi 3MiHK) -

npuBeaeHHS N. "3anuLKoBi KiNbKOCTi OPraHiyHNX PO3YMHHKKIB"

BianosiaHo Ao sumor EP;
3MiHu | Tuny: 3miHn 3 akocTi. AL, KonTponb A®I. 3miHa y MmeTogax
BunNpobyBaHHs APl abo BuxigHOro martepiany/npomikHOro
NpOAYKTYy/peareHTy, LU0 BUKOPUCTOBYETLCA Y NPOLIECi BUPOOHULTBa
A®I (iHWi 3mMiHKM y MeTofax BUNpobyBaHHs (BKINoYaroun 3aMiHy abo

AonoBHeHHs) APl abo BMXiAHOro/NpoMIDKHOTO MPOAYKTY) - ANSA AitoHoi

peyoBuHM KopeiHy cdocdaty
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
170. | MAPOKCWUH TabneTtku, BKpUTI TOB "®apma Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH A0 peecTpalinHmx maTepianis: 3miHu | Tuny - 3miHn 3a peyernmom UA/3184/01/01
NniBKOBOO Crapt" Crapt" wopno 6e3nekn/edpekTnBHOCTI Ta hapmakoHarnagy. 3MiHa y KOpoTKin
o6onoHkoto, no 20 XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
mr no 10 TabneTok AN MeguyHoro 3acTocyBaHHS Ha MigcTaBi perynsipHO OHOBIHOBAHOIo
y 6nictepi no 3 abo 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
6 6nicTepis y nayui 3acTocyBaHHS Nikapcbkoro 3acofy B nicnsipeecTpauiiinid nepioa,
3 KapTOHYy abo sk pe3ynbTar OLUiHKK 3BiTY 3 4OCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy neaiatpnyHux gocnigxeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXeHUM opraHom) (BHecTu
3MiHM J0 IHCTPYKUIii y po3ainu: MNMoka3saHHsA, PapmakonorivHi
BNacTuBOCTi, lMpoTunokasaHHs, Baaemogis 3 iHWuMK nikapCbkuMmn
3acobamu Ta iHwWi BuAK B3aemogini, OcobnmBocCTi 3acTocyBaHHS,
3paTHICTb BNNMBATK Ha LIBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK MexaHisamamu, Crnocib 3acTocyBaHHsI
Ta fosu, MobivHi peakuii, 3rigHo 3 iHbopmaLlieto LoA0 MeANYHOTO
3acTtocyBaHHs pedepeHTHoro (MAKCUIT™) nikapcbkoro 3acoby
(TepmiH BBEAEHHS 3MiH - NPOTArom 3-x MICSALIB MiCNs 3aTBEPAXKEHHS)
171. | NAC rpaHynu POTEK NNTO | Benukobp Bisimen J1labc IHAis BHECEHHS 3MiH 4O peecTpaLiiHux maTepianis: 3mibu | Tuny - - UA/10446/01/01
KMLLKOBOPO34MHHi, uUTaHisa Nto ApmiHicTpaTnBHi 3MiHW. 3MiHa HanmeHyBaHHS Ta/abo agpecu micus
80 r/100 r in bulk: NPOBaXXEHHS OiANbHOCTI BUPOOHMKa/imnopTepa rotoBoro
no100ry nikapcbKoro 3acoby, BKMOYaum AinbHUL BUNYCKy cepii abo Micue
nakeTuKy 3 NpoBeAeHHS KOHTPOO AKOCTI (AiANbHICTb, 3a AKy Bignosigae
antoMiHieBoi BMPOBOHMK/iMNOpTEp, BKMOYa4M BUMYCK cepiii) (3MiHa agpecu
donbru, BMpo6Huka 13, 6e3 3MiHN MicLa BUpOGHMLTBa (peopraHisadlis

BKIageHoOMY Y
nonieTuneHoBuin
nakeTuk; no 100
NakeTUKIB Y MILLKY;
no100ry
nakeTukax 3
antoMiHieBoT
donbru,
BKINageHoMy Yy
nonieTuneHoBuin
nakeTuK, KN
pasom 3 MipHOIo
TOXKOIO Ta
nakeTUKoM
cunikarento
BKIageHi y
NMacTUKOBUNA
KOHTenHep; no 100
KOHTENHepIB y
Kopobui

wrarty)
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172. | NAC rpaHynu POTEK NTO | Benukobp Bisimen Jlabc IHAaia BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3miHu | Tuny - 3a peyernmom UA/8971/01/01
KULLKOBOPO34MHHi, nTaHisa Nta ApmiHicTpaTuBHI 3MiHW. 3MiHa HanmMeHyBaHHSA Ta/abo agpecu micus
80r/100rno 100 r NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
y NakeTukax 3 nikapcbKoro 3acoby, BKoYaum AinbH1Li BUNYyCKy cepii abo micue
antoMiHieBoT NPOBELEHHS KOHTPOJO SAKOCTI (AisNbHICTb, 3a AKy Bignosigae
donbru, BMPOGHMK/iMNOpTep, BKMOYakuM BUMYCK cepiit) (3MiHa agpecu
BKIlajeHoOMYy Y BMpobHuka M3, 6e3 3miHn micust BUpobHMUTBA (peopraHisadis
nonieTueHoBMn wirarty)
nakeTuk, y
KOMMNNEKTi 3
MipHOIO JTOXKOHO Ta
nakeTom
cunikareno y
nnacTuKkoBoMy
KOHTENHepI
173. | NE®PPAKEIb D5 Kpanni ans CAHYM- HimeuumnH CAHYM- HimeuwunH BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3MiHu | Tuny - be3 peuenma UA/11526/01/01
nepoparbHOro Ta Kenbb6ek a Kenbbek MmM6X i a BBeAleHHs1 abo 3MiHM [0 y3aranbHEHUX AaHWX NPO CMCTemy
MicueBoro m6X i Ko. Ko. KI hapmakoHarnsgy, BKI0Yayn KOHTaKTHI faHi Ta/abo 3MiHu y
3acToCyBaHHS No Kr po3MilLeHHI MacTep-chaina cuctemm papmakoHarnsay
10 mn y chnakoHax
3 KpanenbHuLEe
Ne 1
174. | NIPAUETAM- PO34MH Ansi ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHun | Tuny - 3miHn 3 | 3a peyenmom UA/7498/01/01
300POB'A iH'ekuin, 200 mr/mn 3 obMexeHow sikocTi. [oToBWIA Nikapcbkui 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
no 5 mn B amnynax oBMmexeHo BignoBiganbHiCT npuaaTHocTi abo ymoBax 36epiraHHs rOTOBOro NikapcbKoro 3acoby
Ne10 y kapTOHHiIn BignosigansH 10 (36inbLUEHHS TepMiHY NPUAATHOCTI rOTOBOTO Mikapcbkoro 3acoby) -
kopobui, Ne 5 (5x1), icTio "®apmaueBTUYH [ina ToproBoi ynakoBku (NiATBEPAXKYETHCS AaHUMMN pearibHOro Yacy)
Ne 10 (5x2) y "®apmaueBT a KoMnaHis (36inbLueHHs TepmiHy npupaTHocTi 13 3 2-x Ao 4-x pokis) (TepmiH
6nictepax B n4Ha "3popos's" BBEIEHHS 3MiH - MPOTArom 3-X MIiCALIB MiCNs 3aTBEPAXKEHHS)
KapTOHHIlN kopobLj KOMNaHisa
"3gopos's"
175. | NPEHECA® Tabnetku no 8 mr KPKA, £.4., CnoBeHis KPKA, £.4., CnoBeHisi BHECEHHS 3MiH [0 peecTpaliiHMx maTepianis: 3miHu | Tuny: 3miHn 3a peuyenmom UA/5145/01/03
Ne 30 (10x3), Ne 60 HoBo mecTO HoBo mecTO wopao 6e3neku/edekTMBHOCTI Ta bapmakoHarnagy. 3MiHu y KOpoTkin

(10x6), Ne 90
(10x9) y 6nictepax

XapaKkTepucTuui nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii
Onsi MeQnyHoOro 3acTocyBaHHS reHepuyYHuX/ribpnaHmnx/GionodibHmnx
nikapcbkunx 3acobiB nicns BHECEHHS! TiEl camoi 3MiHN Ha
pedepeHTHUI npenapaT (3MiHa He NoTpebye HagaHHS XOAHUX HOBUX
[0[AaTKOBUX AaHKX) - 3MiHK o po3giny "Mobivni peakuii” npu
nepepeecTpadii fo3yBaHb 2 Mr abo no 4 Mr y 3B's3Ky 3 €QUHOO
iHCTPYKLUi€o Ans BCix 403yBaHb BiANOBIAHO 40 pedepeHTHOro
npenapary
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3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
176. | MPOTEKOH® TabneTkun, BKpUTI OpraHocuH IHAisa Ontimyc IHAaisa BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: be3 peuenma UA/3347/01/01
obornoHkoto, Ne 30 Jland [xeHepikc 3MiHu | TUny - BBegeHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Npo
(10x3), Ne 90 CaeHcuns Nimiten cuctemy dbapmakoHarnsay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHm
(10x3)x3) y MeT. N1A4. y PO3MilLleHHi MacTep-thanna cuctemmn papMmakoHarnagy
6nictepax, Ne 60 y
KOHTENHepax
177. | NPOTEKOH® TabneTkun, BKpUTI OpraHocuH IHAaisa Ontimyc IHAaisa BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: - UA/3348/01/01
000rnoHKoH, in Jland [xeHepikc 3MiHu | Tuny - BBegeHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Npo
bulk: no 2500 CaeHcus Nimiten cucTtemy dbapmakoHarnsay (BKoYarym KOHTaKTHI gaHi) Ta/abo 3miHu
Tabnetok y MeT. N1A4. y PO3MilLleHHi MacTep-thanna cuctemmn dpapMmakoHarnagy
nakeTax y kopobui
3 roopoKapToHy
178. | PEMAHTO TabneTku, LWo AnBoreH JTiokcemby NOBHUIN LMKN Ipeuis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3a peuernmom UA/13991/01/01
AVCNepryoTbes B IMKo C.ap.n. pr BUpOGHMUTBA: 3MiHu | TNy - 3mMiHa po3Mipy cepii (Bkntovatoum gianasoHn) APl abo
POTOBI NOPOXHMHI eHedapm CA, nito40i peqoBnHU abo NPOMIXKHOrO NPOAYKTY - 36iNbLUEHHS PO3Mipy
no 5 mr Ne 42 Mpeuis; cepii npomixHux npoayktis 1,3-DMA (1,3-gumeTun agamaHTuH) (eTan
(14x3) y bnictepax anbTepHaTUBHUNI I'i Il); 3miHm | TUNY - 3amiHa nocTavyanbHUKa BUXigHoro matepiany 1,3-
BMPOBHUK avmeTtun agamaHTuHy (1,3-DMA), sikuii BUKOPUCTOBYETLCS B MPOLECI
BTOPWHHOIO BUPOBHMLUTBA aKTUBHOT PE4YOBMHN MEMAHTUHY FiApOXIopyay Ha ABOX
nakyBaHHs, HOBUWX NOCTavanbHUKIB
BignoBsigae 3a
BUMYCK cepin
MM3: PoHTic
Xennic Megaikan
eHp
dapmachbtoTikan
Mpopaktc CA,
peuis
179. | PEMAHTO TabneTtku, Wwo AnsoreH ITrokcemby NOBHUN LUK Ipeuis BHECEHHSA 3MiH O peecTpauinHnx maTepianis: 3a peuenmom UA/13991/01/02
AncnepryoTbes B IMKo C.ap.n. pr BUpOBOHMUTBA: 3MiHM | TNy - 3mMiHa po3Mipy cepii (Bkntovatoum gianasoHn) APl abo
POTOBIV NOPOXHUHI [eHedapm CA, Lito40i pevoBMHN abo NPOMIDKHOIO NPOAYKTY - 36iNbLUEHHS po3Mipy
no 10 mr Ne 30 Mpeuis; cepii npomixxHux npoaykTie 1,3-DMA (1,3-aumeTvn agamaHTuH) (eTan
(15x2), Ne 56 anbTepHaTUBHUN I'i 11); 3miHm | TMNY - 3amiHa nocTavanbHWKa BUXigHOro matepiany 1,3-
(14x4) y 6nictepax BMPOBHMK anmeTtnn agamaHTtuHy (1,3-DMA), sikuin BUKOPUCTOBYETLCH B MPOLIECi
BTOPVHHOIO BMPOOHMLITBA aKTUBHO| PEYOBWMHY MEMaHTUHY TiapOXNopuay Ha ABOX
nakyBaHHs, HOBMX NocTayanbHWKiB

BiAgnoBsigae 3a
BUNYCK cepin
I'N13: PoHTic
Xennic Megikan
eHa

dapmacbtoTikan

MpopakTc CA,

[peuis
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180. | PEMAHTO TabneTku, LWo AnBoreH JTokcemby NOBHUN LMKN Ipeuis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3a peuernmom UA/13991/01/03
AucnepryoTLes B INKo C.ap.n. pr BMPOGHMLTBA: 3MiHM | TUNY - 3mMiHa po3Mipy cepii (Bkntovatoum gianasoxn) APl abo
POTOBIV NOPOXHUHI eHecbapm CA, LitoY0i peqyoBnHU abo NPOMIXKHOrO NPOAYKTY - 36iNbLUeHHS po3mipy
no 20 mr Ne 30 Mpeuis; cepii npomixHux npoayktis 1,3-DMA (1,3-gumeTun agamaHTuH) (eTan
(15x2) y bnictepax anbTepHaTUBHUN I'i Il); 3miHm | TUNY - 3amiHa nocTavyanbHWKa BUXigHOro matepiany 1,3-
BMPOBHUK avmeTtun agamaHTuHy (1,3-DMA), sikuii BUKOPUCTOBYETLCS B MPOLECI
BTOPWHHOIO BUPOBHMLUTBA aKTUBHOIT PE4YOBMHN MEMAHTUHY FiApOXIopyay Ha ABOX
nakyBaHHs, HOBMX NOCTayanbHWKIB
Bignosigae 3a
BUNYCK cepin
"M3: PoHTic
Xennic Megikan
ena
dapmachbtoTikan
MpopakTc CA,
peuis
181. | POTALE® NOpPOLLOK AN POTA®APM | TypeyuuH 3eHnriBa Carnvk | TypeyuunH BHECEHHS 3MiH [0 peecTpauiiHux atepianis: 3MiHu | Tuny - 3a peyenmom | UA/14808/01/01
pO34MHy Ans INAYNAPI a YpyHnepi CaH. a AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu micus
iH'ekuinno1ry NTh. WTI. Be Tigk. A.LL. NPOBaXeHHs AisnbHOCTI BUpoOHMKa/iMnopTepa rotToBoro

CKINSIHMX cprakoHax
Ne 10; y cknsiHomy
dnakoHi Ne 1 B
KoMnnekTi 3 1
amnynoto
po34MHHKKa (Boga
ans iH’ekuin) no 10
MI1 B KAPTOHHIN
kopobui abo y
CKINSTHOMY pnakoHi
Ne 1 B kOMNnexTi 3
1 amnynoto
PO3YNHHMKE
(po34mH nigokaiHy
rigpoxnopug 1 %)
no 3,5vnB
KapTOHHIN kopobui

nikapcbKoro 3acoby, BKIoYayM AinbHULI BUNYCKy cepii abo micue
npoBeaeHHs KOHTPOTIO SIKOCTI. (BiSNbHICTb, 3a SKy Bignoeigae
BMPOOHMK/iMNOpTEp, BKIOYAK4YM BUMNYCK CEpIit) - NpMBEAEHHS
MicLie3HaxomKkeHHs BUpobHuka 13 y BignosigHicTb 4o BucHoBKY
o4O NiATBEPMKEHHS Bi4NOBIAHOCTI BUPOOHULTBA NiKapCbKUX
3acobiB BMMOram HanexHoi BupobHuyoi npaktukm (GMP), BugaHoro
[epxaBHoto cnyx60t0 YkpaiHu 3 nikapcbkux 3acobis, 6e3 3miHu
Micus BUPOBHMLUTBA. TakoX 3MiHU B iHCTPYKLii Ans Mean4Horo
3acTocyBaHHS y p. «BupobHuk», «MicLueaHaxogXeHHs1 BUpobHuKa Ta
1I0ro agpeca MmicLs NpoBaXeHHN OisNbHOCTI», AK HAacniaoK
BiANOBIAHI 3MiHWM B MapKyBaHHi YNakoBOK




61

[Iponosxenus gogaTtka 3

Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
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182. | POTALE® NOpPOLUOK AN POTA®APM | TypeyuuH 3enTia Carnuk | TypeydmH BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3miHu | Tuny - 3a peuyenmom | UA/14808/01/02
po3uMHy Ans INTAYNAPI a YpyHnepi CaH. a AgamiHicTpaTuBHi 3MiHM. 3MiHa HalMeHyBaHHS Ta/abo agpecu micus
iH'ekuinno 0,5ry NTO. WTI. Be Tigx. A.LL. NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
CKISIHMX chrnakoHax nikapcbKoro 3acoby, BKIoYaym AinbHULI BUNYCKy cepii abo micue
Ne 10; y cknsiHomy NPOBEAEHHS KOHTPOJTIO AKOCTI. (LisNbHICTb, 3a 5Ky BignoBigae
c¢onakoHi Ne 1 B BMPOGHMK/iIMNOpTEp, BKIOYaouM BUMYCK Cepiii) - NpUBeAEHHS
KoMnnekTi 3 1 Micue3HaxomkeHHs BupobHuka 13 y BignosigHicTe 4o BucHoBKy
amMnynowo LOA0 NiATBEPKEHHS BiANOBIAHOCTI BUPOOHMLITBA NiKaPCbKUX
pO34nHHKKa (BoAa 3acobiB BMMoram HanexHoi BupobHuyoi npaktuku (GMP), BugaHoro
ANs iH’ekyin) no 5 LepxaBHoto cnyx60to YkpaiHu 3 nikapcbkux 3acobis, 6e3 3miHu
MIT B KAPTOHHIN Micusi BUpoOHUUTBA. Takox 3MiHW B iHCTPYKUIT ANst MEONYHOTO
kopobui abo y 3aCTOCyBaHHs y p. «BupobHuky, «MicuesHaxoaxeHHs BUpobHuKa Ta
CKISIHOMY (praKoHi 10ro agpeca MicLs NpoBaaXXeHHs QisinbHOCTI», AK HAacniaoK
Ne 1 B koMnnexTi 3 BiAMOBIAHI 3MiHW B MapKyBaHHi ynakoBOK
1 amnynoto
PO3YMHHMKa
(po3uuH nigokaiHy
rigpoxnopug 1 %)
no2mns
KapTOHHI Kopobui
183. | CEHU NUCTA nucTs (cybeTaHuis) MpAT YkpaiHa KomnaHis IHais BHECEHHS 3MiH 40 peecTpaLinHu x maTepianis: 3MiHn | Tuny - 3MiHn 3 - UA/11600/01/01
y MilLKax, ToKax, "NikTpasun" "Opuung skocTi. A®I. KoHTponb A®L. 3miHa y meTogax BunpobyBaHHs ADI abo
Kinax ans IHTepHeWLWwHN BMXiQHOro Martepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMPOGHMLTBA BMKOPUCTOBYETLCS Y npoueci BUpobHuutea API (iHWwi 3MiHN y
HeCTepUnbHUX MeTodax BMNpobyBaHHs (BKkMoYaroumn 3aMiHy abo gonoBHeHHs) ADI
nikapcbknx opm abo BMXigHOro/MpoMiXKHOTO NPOAYyKTY) (NMpuBeAeHHA MeToaiB
BMNpobyBaHHSA 3a n. «MBY» y BignoBigHicTb Ao Bumor €® sk
Hacnigok, BHeCEHHs1 3MiH 3a n. «MBY» go Cneuundikauii; yTO4HEHHs
meToaukm . «KinbkicHe BU3Ha4YeHHs»); 3MiHun | Tuny -
AaMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecwu
3asiBHMKa (BracHMKa peecTpauiiHoro noceigveHHs) (3miHa Ha3Bu Ta
appecu 3asiBHVIKa)
184. | CEPMIOH® TabneTkn, BKPUTI Mdpaiizep CWA Mdpaiizep ITanis ITanis BHECEeHHs1 3MiH 40 peecTpauiiHux maTtepianis: 3a peyenmom UA/5183/01/01
NNiBKOBOIO IHK. C.p.n. 3MiHu |l Tuny - 3MiHK Ao IHCTPYKUIT ANs MeANYHOro 3aCTOCYBaHHSA Y

obonoHkoto, no 30
mr Ne 30 (15x2) y
bnicrepax

po3ginu: ®apmakonoriyHi BnacTneocTi. Bsaemogis 3 iHwummn
nikapcbknmu 3acobamu Ta iHWi BuAK B3aemogin. OcobnueocTi
3acTocyBaHHs. 3aCTOCYBaHHs y nepioa BariTHOCTi abo rogyBaHHS
rpyaAato. 3AaTHICTb BINMBATU Ha LBMAKICTL peakLii Mpy KepyBaHHi
aBToTpaHcnopToM abo iHWMMKN MexaHiamamu. Cnocib 3acTocyBaHHs
Ta go3u. MNobivHi peakuii. BBegeHHs 3MiH npoTsAirom 3-x micauis
nicns 3aTBepAXeHHs
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185. | CEPMIOH® TabneTkn, BKpUTI Mdpansep CLUA Mdpanzep Itanisa ITanisa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a peyernmom UA/5183/01/02
LIlyKpOBOIO IHK. C.p.n. 3MiHu Il TMny - 3MiHW [0 IHCTPYKUIT ANA MEAWNYHOro 3aCTOCYBaHHS y
0605oHKoto, Mo 5 po3ginu: ®apmakonoriyHi BnacTneocTi. Bsaemogis 3 iHwmummn
mr Ne 30 (15x2) y nikapcbknumun 3acobamum Ta iHWi BMAK B3aemogin. OcobnueocTi
6nictepax 3acTocyBaHHs. 3aCTOCyBaHHS y nepiod BariTHOCTi abo rogyBaHHS
rpyaAato. 3aaTHICTb BINMBATU Ha LIBMAKICTL peakLii Npy KepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK MexaHismamn. Cnocib 3acTocyBaHHs
Ta pgosu. MNobiyvHi peakuii. BBegeHHs 3MiH npoTsirom 3-x micauiB
nicns 3aTBepAXeHHSA
186. | CEPMIOH® TabneTkun, BKpUTI Mdpansep CLUA Mdpanzep Itanisa ITanisa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a peyernmom UA/5183/01/03
LIlyKpOBOIO IHK. C.p.n. 3MiHu Il TMny - 3MiHW [0 IHCTPYKUIT ANA MEANYHOro 3aCTOCYBaHHS y
obornoHkoto, no 10 posginu: ®apmakonoriyHi BnactneocTi. Baaemogis 3 iHwmnmn
mr Ne 50 (25x2) y nikapcbknumun 3acobamum Ta iHWi BMAW B3aemogin. OcobnueocTi
6nictepax 3acTocyBaHHs. 3aCTOCyBaHHS y nepiod BariTHOCTi abo rogyBaHHS
rpyaaro. 34aTHiCTb BNAMBATKU Ha LWBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK MexaHismamn. Cnocib 3acTocyBaHHs
Ta fgosu. MNobiyvHi peakuii. BBegeHHs1 3MiH npoTsirom 3-x micauiB
nicnsa 3aTBepAXeHHsA
187. | CIHMETOH TabneTtku, BKpUTI OpraHocuH IHAais EBepTomxeH IHAaisa BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3miHu | Tuny - 3a peyenmom | UA/10667/01/01
obornoHkoto, no 500 Nand Nand CaeHcns AgamiHicTpaTuBHi 3MiHn. 3MiHa HalMeHyBaHHS Ta/abo agpecu micus
mr, no 10 TabneTok CaeHcus Timiteq NPOBaXeHHs AisrbHOCTI BUpoBHMKa/iMnopTepa roToBoro
y 6nictepi; no 1 MeT. N1A4. nikapcbkoro 3acoby, BKoYauy AinbH1Li BUNYycKy cepii abo micue
abo 10 6nicTepiB y NPOBEAEHHS KOHTPOJTIO AKOCTI. (LisiNbHICTb, 3a sIKy BignoBigae
nadui 3 KapToHy BMPOGHUK/iMNOpTEp, BKMOYaOUM BUMYCK Cepiit) - 3MiHa
HaliMeHyBaHHSs1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
(Tepm iH BBeAEHHS 3MiH - MPOTArom 3-X MiCSLIB MiCNA 3aTBEPKEHHS)
188. | CIHMETOH TabneTku, BKPUTI OpraHocuH IHAis EBepTomkeH IHAis BHECEHHS 3MiH 40 peecTpaLinHux maTepianis: 3miHu | Tuny - 3a peyenmom UA/10667/01/02
ob6onoHkoto, no 750 TNand Jland CaeHcus ApmiHicTpaTuBHi 3MiHW. 3MiHa HanmeHyBaHHS Ta/abo agpecu micus
mr, no 10 TabneTok CaeHcus Timiteq NPOBaXeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa rotToBoro
y 6nictepi; no 1 MNet. l1a. nikapcbKkoro 3acoby, BKNoYaum AinbHUL BUNYCKy cepii abo Micue
abo 10 6nicTepiB y NPOBEAEHHS KOHTPOSO AKOCTI. (AiANbHICTb, 3a 5Ky BignoBsigae
nayui 3 KapToHy BMPOGHMK/iMNOpTEpP, BKMOYaUM BUMYCK Cepilt) - 3MiHa
HaliMeHyBaHHs BUpobHuka 113, 6e3 3miHu micus BUpoGHULTBA)
(Tep™ iH BBEAEHHS 3MiH - MPOTAroM 3-x MicsUiB Nicns 3aTBEpAKEHHS)
189. | CIHMETOH TabneTkn, BKpUTI OpraHocuH IHais EBepTomkeH IHais BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3miHu | Tuny - - UA/10668/01/02
o6oroHkoto, no 750 Jland Jandg CaeHcus AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu micus
mr, in bulk: no 1000 CaeHcus TimiTen NPOBaIXeHHS JiSnbHOCTI BUpOOHMKa/iMnopTepa rotoBoro
TabneTok y Mer. JITo. nikapcbkoro 3acoby, BKMOYaum AinbHUL BUNYCKy cepii abo Micue
nakeTax i3 gonbru NpoBeAEHHS KOHTPOI SIKOCTI. (QisiNbHICTb, 3a SKy Bignoeigae
antoMiHieBoi BMPOBHMK/IMNOpTEpP, BKMIOYaYM BUMYCK Cepii) - 3MiHa

HanmeHyBaHHs BUpobHuka 113, 6e3 3miHu micus BUpoGHULTBA)
(Tepm iH BBeAEHHS 3MiH - NPOTArom 3-x MicsILiB Micns 3aTBEPKEHHS)
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190. | CIHMETOH TabneTtku, BKpUTI OpraHocuH IHais EBepTomkeH IHgis BHECEHHS 3MiH 00 peecTpauiiiux matepianis: 3MiHu | Tuny - - UA/10668/01/01
obornoHkoto, no 500 Nand Nand CaeHcns AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo agpecu micus
mr, in bulk: no 1000 CaeHcus Timiteq NPOBaXeHHS AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
Tabnetok y MeT. N1A4. nikapcbKkoro 3acoby, BKoYaum AinbHuLi BUNycKy cepii abo micue
naketax i3 ponbru NPOBEAEHHS KOHTPOSO AKOCTI. (AisNbHICTb, 3a 5Ky BignoBsigae
arntomiHieBoi BMPOGHMK/iMNOpTEpP, BKMOYaUM BUMYCK cepiii) - 3MiHa
HaniMeHyBaHHSs1 BUpo6Huka 113, 6e3 3miHu micusa BUpobHuLTBa)
(Tepm iH BBeAEHHS 3MiH - MPOTArom 3-X MiCSALIB MiCNA 3aTBEPPKEHHS)
191. | CNOA3ro Tabnetkn Ne 10 dnamiHro IHAis dnamiHro IHAis BHECEHHS 3MiH 4O peecTpauiiiux matepianis: 3MiHu | Tuny - Ne 10 - 6e3 UA/4544/01/01
(10x1), Ne 100 dapmacbioTn dapmacbioTukan ApmiHicTpaTuBHI 3MiHW. 3MiHa HanmeHyBaHHS Ta/abo agpecu micus peuyenma, Ne
(10x10) y kanc Jlta. c NnTa. NPOBaXXEHHS OiANbHOCTI BUPOOHMKa/imnopTepa rotoBoro 100 - 3a
6nictepax nikapcbKkoro 3acoby, BKNoYarum AinbHUL BUNYcKy cepii abo Micue peuenmom
NPOBEAEHHS KOHTPOSO AKOCTI. (AiANbHICTb, 3a 5Ky BignoBsigae
BMPOGHMK/iIMNOpTEp, BKIOYaouM BUMYCK Cepiit) (3MiHa
MiCLie3HaxXOXXEHHs1 BUPOOHMKA: NpMBEAEHHS agpecy BUPOGHMKa, sika
3a3HaveHa y peecTpauinHux maTepianax y BianoBigHICTb 40 agpecu
3a3HayveHoi y BucHoBky LLoao niaTBEpAKEHHS BiaNOBIOHOCTI
BMpo6HMUTBa J13 BUMoram GMP BugaHoro [lepxxaBHoto cry60to
YKpaiHu 3 nikapcbkux 3acobis. BuganeHHs topugnyHoi agpecu
BMPOGOHMKA. TakoX BHECEHHS B iIHCTPYKLIitO ANS MEANYHOro
3acTocyBaHHs p. «HasBa i MmicLe3HaxomXeHHs BUpOOHMKa» Ta
BUMYyYeHHs p. «HasBa i MicLe3HaxomKeHHS 3asBHMKa», K HAacnigoK
BiANOBIAHI 3MiHW B TEKCTi MapKyBaHHS ynakoBok); 3miHu | Tuny -
ALMiHIiCTpaTUBHI 3MiHWN. Buny4eHHs BUPOGHMYOT AinbHALI
(Bkntovatoum ginbHuui ana A®I, npomixkHoro npoaykTy abo rotoBoro
nikapcbKkoro 3acoby, AinbHWLI ANS NPOBEAEHHS NaKyBaHHS,
BMPOGHWKa, BiANOBiAanbHOro 3a BUMyCK Cepiii, MicLe NpoBeaeHHS
KOHTpOnto cepii) abo nocTayanbHMKa BUXIQHOrO MaTepiany, peareHTy
ab0 AOMOMIXKHOI Pe4OBUHM (SKLO 3a3HA4YEHO y A0CLE) (BUMYYEHHS
BMpoGHMYOI AinbHWLi Pabane, Hasi Mym6ai 400701, IHgis)
192. | CNIPUBA® po34uH Ans Bepinrep HimeuumnH Bepinrep HimeuwunH BHECEHHS 3MiH A0 peecTpaLinHMxX maTepianis: 3a peyernmom UA/6495/02/01
PECMIMAT® iHranauin, 2,5 IHrenbxanm a IHrenbxanm a BUNPAaBIEHHSI TEXHIYHOI MOMUITKM B crieumdikaLii Ta metoaax
MKr/iHransuito no 4 IHTEpHeLWHN dapma 'mbX i KOHTPOIIO SIKOCTIi Y BiAMNoOBIiAHOCTI A0 OPUriHanNbHUX OKYMEHTIB,
MmN B kapTpuaxi (60 mM6X Ko. KI' YTOYHEHHS y nepeknagi 3a nokasHnkom « O4HOPOAHOCTL

iHransauin); no 1
KapTpuoxy B
KOMMIekTi 3 1
iHransaTopom
Pecnimat®

BbICBOGOXJaeMoi 103bI»
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n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
193. | CTPYKTYM® Kancynu Teepai no M'ep ®abp PpaHuis M'ep ®abp PpaHuis BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3minum | Tuny - 3miHn 3 | 3a peyenmom UA/7504/01/01
500 mr Ne 60 MepaukameHT MepgukameHT sKocTi. [oToBMI Nikapcbknii 3acib. Cuctema
(12x5), Ne60 (20x3) MpopakwH KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa po3mipy ynakoBku
y 6nictepax roToOBOro fikapcbkoro 3acoby (3miHa KinbkoCTi OAMHMLbL (Hanpuknaa
TabreTok, amnyn ToLlo) B ynakosLi:) - 3mMiHa y Aiana3oHi
3aTBEPXXEHUX PO3MIpIB YNakoBKu (BBEAEHHS [OAATKOBOI YNaKoBKM
Ne60(20x3) y briicTepi B KapTOHHIN ynakoBLi B JOMNOBHEHHS A0
3atBepaxeHnx Ne60(12x5) 3 BianosigHUMu 3amMiHamu y p. «YnakoBka»)
(TepmiH BBeAEHHS 3MiH - NpoTArom 6-T MicaUiB nmicns
3aTBEpAXEHHS); 3MiHu | TUNy - AaMiHicTpaTBHI 3MiHW. 3MiHa
HaviMeHyBaHHsA Ta/abo agpecu micLa NPoBaaKEeHHs OisNbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbKoro 3acoby, BKIoYaun
AinbHULI BUNYCKy cepii abo micLe NpoBeAeHHS] KOHTPOIHO SIKOCTI.
(DisinbHICTb, 3a AKy BianoBiaae BUPOOHMK/iMNOPTEP, BKMOYaOuM
BWNYCK Cepill) (NpuBeAeHHs agpecy BUpobHUKa y BiANOBIAHICTb A0
BucHoBKy Woao niaTBepaKeHHS BignoBigHOCTI BUPOOHMLTBA
nikapcbkunx 3acobiB BUMOram HamnexHoi BupobHuyoi npaktuku (GMP),
BuaaHoro [lepxxaBHoto criy>60t0 YkpaiHu 3 nikapcbkux 3acobis, 6e3
3MiHK micusi BUpobHuuTBa) (TepmiH BBEAEHHSI 3MiH - NTPOTArom 6-Tu
MicSLIB MiCnsA 3aTBEPKEHHS)
194. | CYNb®ALUN kpanni o4Hi 30 % TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHu X MaTepianis: 3miHu | Tuny - 3a peyenmom UA/5006/01/01
HATPIIO no10 mny "BIOPAPMA "BIODPAPMA" AaMiHiCTpaTBHI 3MiHW. BunyyeHHs BUPOOHMYOT QinbHULL
nnacTMKoBOMY " (Bkmtovatoun ginbHuui ana A®I, npomixxHoro npoaykTy abo rotoBoro
donakoHi 3 nikapcbKkoro 3acoby, AinbHWLi ANS NPOBEAEHHS NaKyBaHHS,
KPULLIKOLO- BMpobHMKa, BiANOBIAANbLHOIO 3a BUMYCK Cepiii, MicLle NpOBeAEeHHS
KpanesnbHuLeto; no KOHTPOIIO cepii) abo nocTayanbHuKa BUXIQHOTO MaTepiany, peareHTy
1 donakoHy y nayui abo JONOMIXKHOI peqoBUHM (KO 3a3HaveHo y Aocbke) (BunyyeHHs
3 KapTOHY BMpobHuyoi ainbHuui MNpAT "biodapma”, YkpaiHa); CynyTHs 3miHa
- 3miHu 3 gKocTi. FoToBUIA Nnikapcbkuii 3acid. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3MiHa po3mipy ynakoBKku
roTOBOro fikapcbKoro 3acoby (BMyYeHHS1 yNakoBKu NEBHOIO
po3Mipy) (BUMYYEHHS YNAKOBOK MikapCbKoro 3acoby - MpUNMHEHHs
BMPOGHMLTBA Nikapcbkoro 3acoby Ha BUpobHWuin ainbHuui MpAT
"Biocapma", YkpaiHa)
195. | CYCTAMAP® TabneTtkn, BKpUTI Ecnapma HimeuuunH dapma HimeyunH BHECEHHS 3MiH 4O peecTpaLiiHux maTtepianis: 6e3 peyenma UA/12869/01/01
NNiBKOBOIO mM6X a BepHirepoae a 3MiHu | TNy - 3mMiHK BUNpobyBaHb abo AONYyCTUMUX MEX,
obonoHkoto, no 480 bX BCTaHOBNEHUX y cneuudikauisx, nig yac BMpobHULTBa roTOBOro

mr Ne 20 (10x2), Ne
50 (10x5), Ne 100
(10x10) y
6nictepax

nikapcbKoro 3acoby — BUTyYEHHS1 BUMIpIOBaHHSI BUCOTU TabneTku y
npoteci BUpobHULTBa nikapcbkoro 3acoby; 3miHu | Tuny - 3MiHa
napameTpis cneundikaui Ta/abo AONyCTUMUX MEX FOTOBOro
nikapcbKoro 3acoby — BUIy4YeHHs 3i cneuudikauii rotoBoro
nikapcbkoro 3acoby napameTtpy «Bucota» TabneTku
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3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
196. | TABEIN pO34MH Ansi Hogapric LLisenuapi Takepa ABcTpis AscTpis BHECEHHS 3MiH 40 peecTpaLinHMX maTepianis: 3a peyernmom UA/1238/01/01
iH'ekuin, 1 Mr/mn no KoHcbtomep A mM6X 3MiHu Il TMny - 3MiHW [0 IHCTPYKUIT ANA MEAWYHOro 3aCTOCYBaHHS y
2 mn B amnynax Ne Xenc C.A. po3ginu: ®apmakonoriyHi BnacTneocTi. Bsaemogist 3 iHwummn
5 Ne10y nikapcbknMmu 3acobamu Ta iHWi BUAM B3aemogin. 3aCTOCyBaHHS y
KapTOHHIN kopobui nepiog BariTHOCTi abo roayBaHHsA rpyaaro. 34aTHIiCTb BIIMBATH Ha
LIBMAKICTb peakuii Npy KepyBaHHi aBTOTpaHCNOPTOM abo iHLWMMK
MexaHiamamu. MNobivHi peakuii. BBegeHHs 3miH npoTsirom 3-x
MmicsauiB nicnsA 3aTBepAXKeHHs
197. | TAKHI Kancynu TeepAi no TeBa I3painb INaGopaTopies IcnaHis BHECEHHS 3MiH 40 peecTpauinHmx maTepianis: 3MiHu | Tuny - 3MiHn 3a peyenmom UA/14248/01/01
0,5 mr, no 10 dapmaueBTik Linndpa C.A,, wopno 6e3nekun/edekTMBHOCTI Ta chapmakoHarnsay. 3miHa y KopoTkin
kancyn y bnictepi, an lngactpis Icnanis XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLi
no 5 GnictepiB y 1o, (BupobHuuTtBO AN MeguyHOro 3acTocyBaHHS Ha NigcTaBi perynsipHO OHOBIIOBaHOIoO
nakeTi pa3om i3 Hepo3dacoBaHoi 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
BOJIOronornmHaoym npoaykuii, 3aCTOCyBaHHS NikapcbKoro 3acoby B MmicrnspeecTpauiiHin nepioa,
M MaKeTUKOM Y nepBuHHa Ta abo sk pe3ynbTaT OLiHKM 3BIiTY 3 AOCNiAKEHb, NPOBEAEHMX
Kopobui BTOPVHHA BigNOBIAHO 40 MnaHy negiatpuyHnx gocnigxeHb (PIP) (iHwWwi 3miHn)
yrnakoBKa; (3MiHM po iHCTpyKUii y po3ainu: Moka3aHHsA, Cnocib 3acTocyBaHHA Ta
lNepBuHHa Ta no3u, MobiuHi peakuii, 3acTocyBaHHs y nepioa BariTHOCTi abo
BTOPVHHA rogyBaHHs rpyaato, OcobnuBocTi 3acTocyBaHHs1, Baaemopis 3
ynakoBKa, 403BiN iHLWIMMK NikapcbknMuK 3acobamu Ta iHWi BUAM B3aEMOIN,
Ha BUMycK cepii) dapmakonoriyHi BNacTMBOCTI, 3rigHO 3 iH(hopMaLlieto LWoao
Mean4yHoro 3actocyBaHHs pedepeHTHoro (MPOIMPA®) nikapcbkoro
3acoby Ta 3rigHo 3 iHopMalLlieto Woao 6e3nekn 3acToCyBaHHs
Aitoyoi pevoBuHN Takponimyc) (TepmiH BBeAEHHSI 3MiH - MPOTAroM 3-x
MiCsILiB Micnsi 3aTBEPAXKEHHS)
198. | TAKHI Kancynu Teepai no TeBa I3paine JlabopaTopies Icnanis BHECEHHS 3MiH 10 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3miHn 3a peyenmom | UA/14248/01/02
1 mr, no 10 kancyn dapmaueBTik LunHdpa C.A., wopao 6e3nekun/edpekTnBHOCTI Ta hapmakoHarnsgy. 3MiHa y KOpoTKin
y 6nictepi, no 5 an lHgacTpis IcnaHis XapakTepucTuui nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii
6nicTepiB y nakeri ITa. (BupobHuuTtBo ANs MeAUYHOro 3aCTOCYBaHHA Ha MiACTaBi perynspHO OHOBIIOBAHOIO
pasom i3 Hepo3dgacoBaHol 3BiTYy 3 6Ge3neku nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
BOSIOronornmMHaym npoaykuii, 3acTocyBaHHS NikapcbKoro 3acoby B nicnsipeecTpauiinui nepioa,
M MaKeTUKOM y nepBuHHa Ta abo Ak pe3ynbTaT OLiHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
Kopobui BTOPVHHA BiANOBIAHO A0 NnaHy negiatpuyHux gocnigxkeHs (PIP) (iHLwi 3miHW)
yMNaKoBKa; (3miHn go iHcTpykuii y po3ainu: MokasaHHs, Cnocib 3acTocyBaHHA Ta
MepBuHHa Ta no3n, MobivHi peakuii, 3acTocyBaHHs y nepioa BariTHoOCTi abo
BTOpPUHHA rogyBaHHs rpyaato, OcobnuBocTi 3acTocyBaHHs, B3aemogisi 3

ynakoBka, 403BiN
Ha BUMYCK cepii)

iHWMMK nikapcbknMu 3acobamu Ta iHWi BUAM B3aeMOAin,
dapmakonorivyHi BNacTMBOCTI, 3riaHO 3 iH(hopMalLlieto Lwoao
MeAnYHoro 3actocyBaHHs pechepeHTHoro (MPOIMPA®) nikapcbkoro
3acoby Ta 3rigHo 3 iHdopMalLieto LWoao 6e3nekn 3acToCyBaHHs
Aitoyoi pevoBuHM Takponimyc) (TepmiH BBEAEHHS 3MiH - MPOTArom 3-x
MicsILiB MiCns 3aTBEPXKEHHS)
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3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
199. | TAKHI Kancynu Teepai no TeBa I3painb Jlabopatopies Icnanis BHECEHHS 3MiH A0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3miHn 3a peuyenmom | UA/14248/01/03
5 wr, no 10 kancyn PapmaLeBTik LinHpa C.A., wopno 6e3nekn/edpekTnBHOCTI Ta hapmakoHarnsagy. 3MiHa y KOpoTKin
y 6nicTepi, no 5 an lHpacTpis IcnaHia XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
6nictepiB y nakeri JiTa. (BnpobHuuTteo AN MeguyHoro 3acToCcyBaHHS Ha NigcTaBi perynsipHO OHOBIHOBAHOro
pasom i3 Hepo3dacoBaHoi 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
BOJIOrOMNorfIHayn NPOAYKUIT, 3acTocyBaHHS Nikapcbkoro 3acofy B nicnsipeecTpauiiinid nepioa,
M NaKeTUKOM Y nepBuHHa Ta abo sk pe3ynbTarT OUiHKK 3BiTY 3 4OCNIMKEHb, NPOBEAEHNX
KopooLi BTOPVHHA BiAMNOBIAHO A0 NnaHy negiatpuyHux gocnigxkeHs (PIP) (iHwwi 3miHW)
ynaKkoBKa; (3MiHM po iHCTpyKUii y po3ainu: Moka3aHHsA, Cnocib 3acTocyBaHHsA Ta
MepBuHHa Ta no3u, MNobivHi peakuii, 3acTocyBaHHs y nepioq BariTHOCTi abo
BTOPVHHA rogyBaHHs rpyaato, OcobnmueocTi 3acTocyBaHHs, B3aemogis 3

ynakoBka, 403Bin
Ha BUMYCK cepii)

iHLWMMK NikapcbknMuK 3acobamu Ta iHWi BUOM B3aEMOAIN,
dapmakonorivHi BNacTMBOCTI, 3rigHO 3 iH(bopMaLlieto Woao
MeOn4yHoro 3actocyBaHHs pedepeHTHoro (MPOIMPA®) nikapcbkoro
3acoby Ta 3rigHo 3 iHhopMmallieto Lwoao 6e3nekn 3acTocyBaHHS
LitoY0i pevoBuHM Takponimyc) (TepmiH BBe4eHHS 3MiH - NpOTArom 3-x
MicSLIB MiCnsA 3aTBEPKEHHS)
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n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
200. | TAKCABAIN KOHUEeHTpaT ans AnBoreH ITiokcemby BMPOGHMUK, Benuka BHECEHHS 3MiH A0 peecTpaLinHmxX maTepianis: 3a peyernmom UA/5812/01/01
po3uMHy Ans INKO pr BiAnNoBiAanbHUA Bputanis/ 3MmiHu | TNy - 3miHa napameTpiB cneumndikauin Ta/abo gonycTumMmnx
iHdpysin, 6 mr/mn no C.AP.JI. 3a BUMYCK cepin: | AscTpanis MeX NepPBUHHOT YNaKOBKN rOTOBOrO NiKapCbKoro 3acoby (BUIyYeHHs
5 mn, abo no 16,7 Xocnipa FOK / 3i cneumikaLii 4nsa CkNsAHOro nakoHy TeCcTy Ha xnopug 4o BUMmor
mn, abo no 25 mn, NimiTen, Benuka | HigepnaH USP 660 ta EP, 3.2.1.); amiHn | Tvny - 3miHa napameTpis
abo no 50 mn'y BpuraHis; aw/ cneuudikauin Ta/abo 4onyCTUMNX MeX NEePBUHHOT yNakoBKN FOTOBOMO
dnakoHax Ne 1 BUPOBHMUTBO "in Yecbka nikapcbKkoro 3acoby (BBegeHHs 4o cneuudikadii/meToais
bulk", nepsuHHe | Pecny6nik BMNPOOYBaHHA AN CKNAHOro hriakoHy TecTy ANS NMoBepXHi ckna
Ta BTOPUHHE a/ benbris BianosigHo go Bumor USP 660 ta EP, 3.2.1.); amiHu | Tuny - 3miHa

nakyBaHHS1,
KOHTPOIb SKOCTI
BUNYLLEHNX
cepini: Xocnipa
Asctpanis MNTI
JITO, AscTpanis;
BUPOBHMUK,
BiAnoBiganbHUN
3a BTOPUHHE
nakyBaHHs:
HOrNcC CKC
(Higepnanawn)
Hinepnanaw;
BUPOBHMK,
BiANoBiganbHUN
3a BTOPUHHE
nakyBaHHs:
CBYC dapma,
a.c., Yecbka
Pecnybnika;
BUPOBHMUK,
BiANOBIANbHUNA
3a BTOPUHHE
nakyBaHHs:
EHecTis Benbris
HB, Benbris

napameTpiB cneundikauii Ta/abo 4ONYCTUMMX MEX NEPBUHHOT
yMakoBKM FOTOBOrO NiKapCbKOro 3acoby (Buny4eHHst 3i cneumdikawii
ANSA CKNSHOro hnakoHy TecTy ANs MOPOLLKOBOro CKNa BiANoBIAHO A0
Bumor USP 660 ta EP, 3.2.1.); 3amiHu | Tuny - 3miHa napameTpis
crneundikai Ta/abo 4ONYCTUMUX MEX NEPBUHHOT YNAKOBKWN rOTOBOTO
nikapcbKkoro 3acoby (BBegeHHs Ao crneumdikaii/meToais
BUNPOBYBaHHs ANs CKNSHOrO akoHy TeCTy ANsi rpaHyn ckna
BignoeigHo oo sumor USP 660 Ta EP, 3.2.1.)
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3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
201. | TAHTYM PO3A® pO34nH AsieHge ITanisa AsieHpe Kimike ITanisa BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3miHu | Tuny - be3 peuenma UA/4012/02/01
BariHanbHun 0,1 % Kimike PiyHiTe AHxeniHi AgamiHictpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo agpecu micus
no 140 mny PiyHite dpaHyecko NPOBaXeHHS AisnbHOCTI BUpoOHMKa/iMnopTepa roToBoro
dnakoHi, AHXeniHi AKP.A®. nikapcbKkoro 3acoby, BKoYaum AinbHuLi BUNycKy cepii abo micue
OCHalleHoMy ®paHyecko C.n.A. NPOBEAEHHSA KOHTPOSTIO AKOCTI. (LisNbHICTb, 3a AKy BignoBsigae
KaHtoneto 3 AKP.A.®. BMPOGHMK/IMNOpTEp, BKIOYaouM BUMYCK cepiii) (3MiHa Ha3BM Ta
KpULLIEYKO ANns C.n.A. npvBeAeHHs agpecu BUPoOHMKa (BUOaneHHs lopuanyHoi agpecu) y
3aKpuTTS; Mo 5 BiANOBIAHICTb 4O BMCHOBKY LLOAO NiATBEPIKEHHS BiANOBIAHOCTI
nakoHiB y BMPOBHMLTBA NMikapCbknx 3acobiB BMMOraMm HanexHoi BUpobHMUYOT
KapTOHHIN kopobui npaktukm (GMP), BugaHoro [epxxaBHoto cnyx6oto Ykpainu 3
nikapcbknx 3acobiB BupobHuka, 6e3 3amiHun Micusi BUpobHMLTBA)
(TepmiH BBeAEHHS 3MiH - NpoTArom 6-T MicaUiB micns
3aTBEpAXEHHS); 3MiHu | TUNy - AaMiHiCTpaTVBHI 3MiHW. 3MiHa
HariMeHyBaHHSs Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpaLiniHoro
noceigyeHHs) (3mMiHa Ha3Bu 3asiBHWKa) (TepMiH BBEAEHHS 3MiH -
NpOTSIroM 6-TW MiCALIB Nicns 3aTBEPAXKEHHST)
202. | TUPNOKC TabneTtkn, BKpUTI Mini Benuka Menpo IHais BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a peyernmom UA/8062/01/01
o6onoHkoto, Ne 10 Xenckepe BputaHis | ®apmacbioTukan 3MiHM | TUNY - 3MiHa ynoBHOBaxeHoi ocobu, BignosiganeHoi 3a
y bnictepax Timiten c MNpieat Jlimiteq 34icHeHHs dhapmakoHarnagy (BKIoYaoumn KOHTaKTHI AaHi) Ta/abo

3MiHM Y po3MilleHHi MacTep-caiina cucteMu papmakoHarnsgy
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n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
203. | TIAKTAM NOpPOLUOK AN AkTasic rpyn Icnanpis BMPOBHMLITBO Mpeuis/ BHECEHHS 3MiH A0 peecTpauinHmx maTepianis: 3minu | Tuny - NotoBuii | 3a peyenmom | UA/10159/01/01
po3uMHy Ans AT Hepo3dacoBaHoi ITanis nikapcbkui 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
iHdysin, 500 npoaykuii, napameTpiB cneundikadi Ta/abo 4oNyCTUMKX MEX roTOBOro
mr/500 mry nepBuHHa Ta nikapcbKkoro 3acoby (iHwWi 3MiHW) (OHOBEHO NPOQinb JOMILLOK Y
dnakoHax Ne 1 BTOPVHHA cneumdikaLii ANs roToBOro nikapcbkoro 3acoby - Aiski
yrnakoBka: HeigeHTUdikoBaHi gomiwkm (Impurity RRT 2.3 - He 6inbwe 0,15% Big
AHdapm Xennac BMICTY iMineHemy; Impurity 5 - He GinbLue 0,5 % Big BMicTy
C.A,, lNpeuis; uunacTtaTuHy Hatpito; Impurity 8 - He 6inbwe 0,2% Big BmicTy
nepBuHHa Ta uunacTaTMHy HaTpito) cTany BigOMVMMU iAeHTUdIKoBaHUMM
BTOPVHHA Aomiwkamm (Impurity RRT 1.6 - He 6inbwe 0,15% Big BmicTy

ynakoBKa, 403BiN
Ha BUMYCK cepil:
dakta
dapmachboTik
C.n.A,, Itanis

iminenemy; Impurity 5 (unnactatuHy gomiwka D EP) - He 6inbwe 0,5
% Bif BMiCTy umnactatuHy HaTpito; Impurity 8 (LiunactaTuHy isomep
E) - He 6inblie 0,2% Big BMICTy uunactaTuHy HaTpito), OCKINbK1 B
OM® ctanu HasiBHI faHi Ans iaeHTrudikauii unux gomiwok. Hasswm i
MeXi AOMILIOK 3anuiumnnucs 6e3 3amiH). TepMiH BBEAEHHS 3MiH -
nNpoTArom 6-Tv MicsLiB nicnst 3aTBepaXeHHs. 3MiHu | Tuny - FloToBUA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHA rOTOBOrO MikapCbKoro 3acoby (HesHayHa
3MiHa y 3aTBepAXeHUX MeToaax BUnpobyBaHHs) (YTOUYHEHHS 3HaYeHb
BiJHOCHUX YaciB yTPMMYBaHHS BiZOMUX AOMILLOK y MeToAax
KOHTPOIIO SIKOCTi Ans BUpobHMKka Pakta GapmacktoTik C.n.A., ITanis
nicnsa npoueaypu NepeHeceHHst MeToAMKN BUNPOOyBaHHS Ha
cynpoBiaHi AoMiwku Big BUpobHuka ACS Dobfar (BupobHumk
CTepunbHOi cyMmili cybcTaHuin). BigHoCHi Yacy yTpuMyBaHHs
BiJOMUX AOMILLOK Y MeToax KOHTPOIO SIKOCTi Ans BUpOoBHWMKa
3Ha4yeHb BiAHOCHMX YaciB YTPUMYBaHHS BiAOMMX AOMILLIOK Y MeToaax
KOHTPOIIO SIKOCTi Ans BUpo6HMKa Pakta ®apmacktoTtik C.n.A., ITanis
Tenep Taki X cami sk i y BupobHuka ACS Dobfar); 3minu | Tuny -
[oToBMI Nikapcbkuin 3acib. KOHTponb roToBOro nikapcbkoro 3acoby.
3MiHa y MeTodax BMNpoGyBaHHSA roTOBOro MikapcbKoro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BKNoYaum 3amiHy abo JONOBHEHHS)
(nofpaBaHHs anbTepPHATUBHOIO KIHETUYHOTO MEeTOAY 3 BUKOPUCTAHHSM
XPOMOreHHOro NenTnay ANS BU3HAYEHHS BiAMOBIAHOCTI KOHLEHTpaLii
GakTepianbHNX eHOOTOKCUHIB y nMikapcbkoMy 3acobi Ans BUPoGHMKa
®akra PapmacstoTik C.n.A., ITanis); 3miHn | Tuny - F'oToBMn
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcebkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA roTOBOrO MikapCcbkoro 3acoby (HesHayHa
3MiHa y 3aTBepOXXeHVX MeTofax BUNPOOyBaHHS) (3MiHa eH3uMy
HeobXigHOro ANs NPoBeAeHHS BUNPOOYBaHHS Ha CTEPINbHICTb,
OCKiNbKM nocTavanbHuK GinbLue He Moxe oro 3abesnedysaTn);
3miHu | TUNy - 3miHa HaMeHyBaHHS Ta/abo MicLe3HaxXomXKeHHs
BMPOBHMKa roTOBOrO MikapCbKoro 3acoby, BKMoYaloymn MicLe
NPOBEAEHHS KOHTPOIMIO SKOCTi(BUPOBHUYa AinbHULA BUNYCKY cepii)
(3miHa noyToBOrO iHAEKCY B agpeci BupobHuka Pakta PapmacbioTik
C.n.A., Itanisi. TepmiH BBe4eHHSA 3MiH - NPOTAroM 6-T1 MicsLiB nicns
3aTBEPAXKEHHS.
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3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
204. | YBICTE3UH PO34MH ANs iH'eKuUin 3M HimeyvuuH 3M [Jonunanpg, HimeuunH BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3a peuernmom UA/10196/01/01
no1,7mvmny Honunang a m6X a TEXHIYHa NOMUIIKA y po34ini 3MiH O METOAIB KOHTPOIHO SIKOCTI
KapTpuaki; no 50 m6X «CMNEUNPIKALIA (npoTarom TepmiHy npuaaTHOCTI)», Wwo byna
KapTpuoxie y gonyuieHa nig Yac po3apyKyBaHHS 3MiH O METOZIB KOHTPOMIO SKOCTI
meTanesivi 6aHLui Ha Bi3yBaHHS y 3a3Ha4eHHi BUMOT METOZjB KOHTPOJTHO SKOCTi Y M.
«KinbkicHe BU3HaYeHHS eniHepUHY»
205. | YNMCAPUH YICA TabneTtku wunyui YTCA CAC PpaHuis YINCA CAC PpaHuis BHECEHHS 3MiH A0 peecTpaLlinHmx maTepianis: 3miHu | Tuny - 3miHa be3 peuenma UA/2308/01/01
500 MI no 500 mr Ne 16 HalMeHyBaHHs Ta/abo MicLie3Haxo4XeHHS BUPOOHMKa roToBOro
(4x4) y ctpunax nikapcbkoro 3acoby, BKMoYaloym MicLie NPOBEAEHHSI KOHTPOIO
SKOCTi(BMPOOHMYA AiNbHULA BUNYCKY cepil) (3MiHa HanMeHyBaHHS
BMpobHuka 13 Ta npmBeAeHHsA MicLie3Hax0MKeHHS y BiAMNOBIAHICTb
0o BucHoBky, Wwoao nigTBepakeHHs BianosigHocTi BupobHuuTtea J13
Bumoram GMP (Oepxnikcnyx6a Ykpainu), 3 nepenikom J13, 6e3 3miHn
Micusi BUpOOHULTBA); 3MiHM 4O iHCTPYKUiT AN MeauyHoro
3aCTOCYBaHHs y p. «BUpOBHMK» Ta JONOBHEHHS B iHCTPYKLi
iHpopmaLieto Woao npeacTaBHMKa 3asBHYKA B YKpaiHi (TepMmiH
BBEAEHHS 3MiH - MPOTAroM 6-T MiCALIB MiCMSA 3aTBEPMKEHHS); 3MiHN
| Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) (3MiHa rpadhivyHOro 306pakeHHs Ha TEKCT MapKyBaHHS
Ans NepBMHHOI Ta BTOPUHHOI ynakoBku) (TepMiH BBEAEHHS 3MiH -
npoTtsarom 6-Tn MicsuiB nicns 3aTBepakeHHs); 3Minn |l Tuny - 3miHa
3asiBHVKa (Nepefdada npas iHWOMY 3asiBHUKY)
206. | YNCAPUH YINCA TabneTku wunyui YIMNCA CAC PdpaHuis YIMNCA CAC PdpaHuis BHECEHHS 3MiH 4O peecTpaLiiiux matepianis: 3MiHu | Tuny - 3miHa 6e3 peyenma UA/7598/01/01
3 BITAMIHOM C Ne 10 (10x1), Ne 20 HalMeHyBaHHs1 Ta/abo MicLle3HaxooXeHHs BUpOBHMKa roToBOro
(10x2) y Ty6i y nikapcbKoro 3acoby, BKMYaym MicLe NpoBeAeHHs KOHTPOIo
KapTOHHi Kopobui AkocTi(BMpobHUYa AinbHMLA BUNYCKy cepii) (1.5. (a) IA)
3MiHa HaliMeHyBaHHs BUpobHuka 113 Ta npuBeaeHHst
MicLle3HaxoMKeHHS y BignoBigHicTb 0 BucHoBKIB, Woao
nigTBEpAXXeHHs BianoBigHOCTi BUpobHuuTBea J13 BuMoram GMP
(Oepxnikcnyxba Ykpainu), 3 nepenikom J13, 6e3 3miHu micus
BMpOBHMUTBA; 3MiHM 40 IHCTPYKUIT ANst MEAWYHOrO 3aCTOCYBaHHS y p.
«BnpobHMK» Ta AONOBHEHHS B iHCTPYKLT iHdopmaLlieto Lwoao
npeacTaBHUKa 3asiBHUKA B YKpaiHi. BBeaeHHs 3MiH npoTarom 6-tn
MicauiB nicns 3atBepmkeHHs. 3MiHm Il Tuny - 3miHa 3asBHMKa
(nepepava npas iHWOMY 3asBHMKY)
207. | YPCOOEKC TabneTku, BKPUTI CaH IHAis CaH IHAis BHECEHHs1 3MiH 40 peecTpauiiHux maTtepianis: 3a peyenmom UA/11855/01/01
NNiBKOBOIO dapmacbioTn dapmacbioTukan 3MiHuM | TUNY - BBeAeHHs abo 3MiHM 4O y3aranbHEHUX AaHuX Npo
obornoHkoto, no 150 Kan IHpacTpis Jltg cuctemy dbapmakoHarnsaay (BKovarum KOHTaKTHI AaHi) Ta/abo 3miHm
mr no 10 TabneTok IHaacTpi3 y PO3MilLleHHi MacTep-thanna cuctemmn dbapmakoHarnagy
y 6nictepi; no 1 Jitg

abo no 5 Gnictepis
Y KapTOHHIN
ynakoBLji
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208. | YPCOOEKC TabneTtku, BKpUTI CaH IHgis CaH IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a peuernmom UA/11855/01/02
NnNiBKOBOIO dapmacbioTn dapmacbloTukan 3MiHu | Tuny - BBegeHHs abo 3MiHM [0 y3aranbHEHUX AaHUX Npo
o6ornoHkoto, no 300 Kan IHpacTpis Jltg cuctemy dbapmakoHarnsay (BKnoYarum KOHTaKTHI AaHi) Ta/abo 3miHu
mr no 10 TabneTok IHpacTpis y PO3MilLleHHi MacTep-thanna cuctemmn dpapMmakoHarnagy
y bricTepi; no 1 Nt
abo no 5 Gnictepis
Y KapTOHHIl
ynaKkoBLi
209. | YPCOINIB kancynu no 250 mr Mera TainaHg Mera TainaHg BHECEHHS 3MiH O peecTpauiiinx matepianis: 3MiHu | Tuny - 3miHn 3a peyenmom UA/12805/01/01
Ne 50 (10x5) B JlandpcaneHc JlandcaneHcis woao 6e3nekn/edpekTnBHOCTI Ta hapmakoHarnsgy. 3MiHa y KOpPoTKin
6nictepax i3 Mabnik Mabnik Komnai XapaKkTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLi
KomnaHi Nimiten AN MeguyHoro 3acTocyBaHHSA Ha NigcTaBi perynspHO OHOBIIOBaHOro
Nimiten 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku

3aCcTOCyBaHHS NikapcbKoro 3acoby B MmicrnspeecTpauiiHmi nepioa,

abo sk pe3ynbTaT OLiHKM 3BIiTY 3 AOCNiAKEHb, NPOBEAEHMX
BigMNOBIAHO 40 MnaHy negiatpuyHnx gocnigxeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YMOBHOBAaXeHUM opraHom) (BHecTn
3MiHM o iHCTpYKLUii y po3ainu: MNokasaHHs, MpoTunokasaHHs, Cnoci6

3acTocyBaHHs Ta Jo3u, MNobivHi peakuii, MNepenosyBaHHs,

3acTocyBaHHs1 y nepiog BariTHOCTi abo rogyBaHHs rpyaato, ditu,

OcobnuBocTi 3acTocyBaHHs1, B3aemogis 3 iHLIMMKM nikapcbkumm

3acobamu Ta iHLWi BuAnM B3aEMOAiN, 3rigHo 3 iHopMaLieto Wwoao
MeanyHoro 3actocyBaHHs pedepeHTHoro (YPCODAJBLK)

nikapcbkoro 3acoby
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210. | PAPMAKCOH pO34MH Ansi TOB "HIKO" Ykpaina TOB "HIKO", Ykpaina/ BHECEHHS 3MiH 40 peecTpauiiHMx maTtepianis: 3miHun | Tuny - 3miHn 3 | 3a peyenmom | UA/13932/01/01
iH'ekuin, 250 mr/mn YkpaiHa; Ipeuis skocTi. FoToBUIA Nikapcbkui 3acib. KOHTpOrb roTOBOro NikapCbKoro
no2wmn,4 mns HepoadacosaHu 3acoby. 3miHa y MeTofax BUNpobyBaHHS roTOBOro MikapCbKoro
amnynax Ne 5 " NPOAYKT, 3acoby (iHWi 3mMiHK y MeToAax B1NpobyBaHb (BKMoYa4ym 3amiHy abo
nepBuHHa AOMOBHEHHS)) (3MiHW B 3aTBEPXKEHI METOAMLI BUSHAYEHHS CYMyTHIX
ynakoBka, OOMILLIOK, Ta SIK HACMiAoK, KiNMbKiICHOro BU3HAYEHHS: 3aMiHa KOMOHKN
BTOPVHHA Kromasil 100-5 C18 Ha anbTepHaTuBHY KoroHky Purospher STAR
yrnakoBka, RP-18e; BBEAEHO NOKa3HMK Yac YTPMMyBaHHS MiKy 3amiCTb
KOHTpOnb: BiJHOCHOrO Yacy yTpumyBaHHs niky (RRT); 3MiHeHo npoboniaroToBky
OEMO CA po3unHy «Po3unH UDPC (ypuanHdocdaTtxoniHy)», npu ubomy 6e3
PAPMACBIOTIK 3MiHW KOHUeHTpaLii po3yunHy); 3MiHu | TUny - 3miHu 3 gKocTi. FoToBUIA
Al IHOACTPI, nikapcbkuin 3aci6. CuctemMa KoHTelHep/3akynopioBarnbHui 3aci6.
[peuis 3miHa opmu abo po3mipy KOHTENHEpa YK 3aKynopBanbHOro

3acoby (MepBVHHOI yNakoBKW) (CTepWribHi Nikapcbki 3acobu) (3miHa
reomMeTpu4HOi hopMM NEPBMHHOIO NakyBaHHS (ammnyn) Ans HOBOT
AinbHui BupobHuutea M13: JEMO CA ®APMACBIOTIKAI
IHOACTPI, Mpeuis); 3miHn | TUNY - 3miHK 3 gKkocTi. FoToBUIA
nikapcbkuin 3aci6. 3mMiHu y BUpo6GHMUTBI. 3MiHa imnopTepa/amiHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SIKOCTi FOTOBOrO fiKapCbKOro
3acoby (3amiHa abo foaaBaHHA AiNbHWLI, Ha AKi 30INCHIOETLCS
KOHTpOnb/BUNpobyBaHHS cepii) (BBeAeHHS AOAATKOBOI AiNbHULI Ans
npoBefeHHs KoHTpornto/BunpobysaHHs cepii [T13: AEMO CA
DPAPMACBHIKOTIKAJT IHOACTPI, peuis (21-1n km HauioHanbHOT
Hoporu Adinu-Iamis, KpioHepi ATTuka, 14568, Npeuis) Ta Ak
Hacnigok 3mMiHW A0 IHCTPYKUiT ANS MEAWYHOro 3aCTOCYBaHHS 3MiH Y p.
«BurpobHukmy, «MicLesHaxomkeHHst BUpOOHUKa Ta agpeca micus
NPOBaPKEHHS ii AISNbHOCTI», AOAAHHS B iHCTPYKLIiO p. «3asBHUKY,
«MicuesHaxomkeHHs 3asBHMKa» 3rigHo 3 3 nignyHkTom 7.20 JoaaTtky
20 MNopsiaky NpoBeAeHHs eKCnepTn3n maTepianis Ha Nikapcbki
3acobw, Lo NnoJalTbCsa Ha AepXaBHY peecTpaliio (nepepeecTpadisi),
a TaKoX eKCrnepTu3n maTepianis NPo BHECEHHS 3MiH A0
peecTpauiiHnux MaTepiaris NPOTArom Aii peecTpauiniHoro
NnocBigYeHHs1, 3aTBepakeHoro Hakazam MO3 YkpaiHu Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 Ne 460):
«IHCTPYKList ANS MEAUYHOIO 3aCTOCYBaHHSI MOBUHHA MICTUTK
HalMeHyBaHHs Ta MicLie3HaxXo[KeHHs1 BUpoOHuKa BianoBigansHoro
3a BUNycK cepii Nnikapcbkoro 3acoby, a 3a 6axxaHHsM 3asiBHUKa —
HaiMEHYBaHHS i MiCLLe3HaxXOooKEHHS 3asiBHMKa Ta/abo npeacTaBHUKA
3asiBHMKa»); 3MiHu | Tuny - 3miHK 3 skocTi. FoToBMIA Nikapcbkui 3acib.
3MiHn y BUpo6HMUTBI. 3amiHa abo BBeAEHHS 4OAaTKOBOI AiNbHULI
BMPOOHMLITBA ANS YacTUHU abo BCbOro BUPOBHMYOro npouecy
roTOBOrO fikapcbkoro 3acoby (AinbHUUSA, Ha Skl NpoBoAATLCSA OyAb-
sIKi BAPOGHUWYI cTafii, 3a BUHATKOM BUMYCKY cepii, KOHTPOIO SKOCTi Ta
BTOPVHHOTO NakKyBaHHS A5 CTEPUNbHUX MikapCbkux 3acobiB
(Bkntoyaroun BUpOBGNEHi acenTUYHUM MeToAoM), KpiM NiKapCbKUX
3acobiB 6ionoriyHoro/iMyHONoriYHOro NOXoAXeHHs1) (BBEAEHHS
[0AaTKOBOI AinbHUL BUpobHMUTBa J13, Ha SKil 34iNCHI0ETLCS
BMPOGHMLTBO Hepo3dacoBaHOro NPOAYKTY, MEPBUHHA Ta BTOPMHHA
ynakoBka: JEMO CA ®APMACbBLIOTIKAN IHOACTPI, Mpeduis (21-# km
HauionanbHoi Joporu AdiHn-Namis, KpioHepi ATTuka, 14568,
pedis). CynyTHsi 3MiHa - 3MiHK 3 gKocTi. F0TOBUIA NikapcbKuii 3acio.
3MiHn y BUpo6HMUTBI. 3amiHa abo BBeAEHHS OAaTKOBOI AinNbHULI
BMPOOHULTBA AN YacTuHU abo BCbOro BUPOBGHNYOro npouecy
rOTOROIO MAIKANCKKOO 220060V (AIiNkHAIIG A9 RTODUHHOMO NAkKvVRAHHG)
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211. | ®EHTAHIN pO34MH Ansi TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH A0 peecTpaLinHMxX maTepianis: 3a peyernmom UA/5185/01/01
iH'ekuin, 0,05 mr/mn "XapkiBcbke "XapkiBcbke 3MiHu | Tuny - FoToBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
no 2 mn B amnynax | dgapmauestn tapmaueBTUYHE nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikadin Ta/abo
Ne 100 (5x20) 4yHe nignpuemMcTeo AONYyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby — npmBeaeHHs
nignpuemMcTs "3poopoB's nokasHuka «MexaHiYHi BKNOYEHHsI» 00 BUMOT Aito4oro BuaaHHsa AdY;
0 "3pgopoB'a Hapoay" 3MiHu | Tuny - F'oToBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
Hapoay" nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
AONYCTUMMX MEX rOTOBOrO NiKapCbKOro 3acoby (3BY>KEHHS
O0NYyCTUMMUX MEX)
212. | ®EPBEKC OnA NOpPOLUOK AN YICA CAC PpaHuis YINCA CAC PpaHuis BHECEHHS 3MiH A0 peecTpaLlinHmx maTepianis: 3miHu | Tuny - 3miHa be3 UA/7600/01/01
OITEW oparnbHoro HaliMeHyBaHHs Ta/abo MicLe3Haxo4KeHHs1 BUpOBHMKa roToBOro peuenma
pO34uHy y calue nikapcbKkoro 3acoby, BktoYaruy MicLie NpoBeAeHHS KOHTPOIO
Ne 8 SIKOCTi(BMPOOHMYA AiNbHULA BUNYCKY cepil) (3MiHa HanMeHyBaHHS
BMpobHuka 13 Ta npmBeAeHHSA MicLie3Hax0MKeHHS y BiAMNOBIAHICTb
0o BucHoBkiB, Woao nigreepa)keHHs BignosigHocTi BupobHuuTea J13
Bumoram GMP (Oepxnikcnyx6a Ykpainu), 3 nepenikom J13, 6e3 3miHn
MicLs BUPOOHULITBA. 3MiHM A0 IHCTPYKLiT Ana MeanMYHoro
3aCTOCyBaHHs y p. «BUpoBHMK» Ta JONOBHEHHS B iHCTPYKLi
iHdbopMmaLieto Wwoao npeacTaBHUKa 3asiBHUKA B YkpaiHi) (TepMmiH
BBEAEHHS 3MiH - MPOTAroM 6-T MiCALIB MiCNs 3aTBEPMKEHHS); 3MiHN
Il Tny - 3miHa 3asBHUKa (Nepedada Npas iHWOMY 3asiBHUKY)
213. | ®EPBEKC OnA NOPOLLOK AN YICA CAC PpaHuis YINCA CAC PpaHuis BHECEHHS 3MiH A0 peecTpaLlinHmx maTepianis: 3minu | Tuny - 3miHa be3 UA/5441/01/01
OOPOCINUX BE3 oparnbHoro HaliMeHyBaHHs Ta/abo MicLe3Haxo4KeHHs1 BUpOBHMKa roToBOro peuenma

LYKPY

pO34uHy y calue
Ne 8

nikapcbkoro 3acoby, BKkMoYaloyn MicLie NPOBEAEHHSI KOHTPOIO
SIKOCTi(BMPOOHMYA AiNbHULA BUNYCKY cepil) (3MiHa HanMeHyBaHHSA
BMpobHuka 13 Ta npmBeAeHHsA MicLie3Hax04KeHHS Y BiAMNOBIAHICTb
0o BucHoBkiB, Woao nigreepakeHHs BianosigHocTi BupobHuuTea J13
Bumoram GMP (Oepxnikcnyx6a Ykpainu), 3 nepenikom J13, 6e3 3miHn
MicLs BUPOOHULITBA. 3MiHM A0 IHCTPYKLiT Ana MeanMYHoro
3aCTOCyBaHHs y p. «BUpoBHMK» Ta JONOBHEHHS B iHCTPYKLi
iHdbopMmaLieto Woao npeacTaBHUKa 3asiBHUKA B YKpaiHi.) (TepMiH
BBEAEHHS 3MiH - MPOTAroM 6-T MiCALIB MiCMs 3aTBEPMKEHHS); 3MiHN
| Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) (3amiHa rpadivHOro 306paXKeHHs yNakoBKN Ha TEKCT
MapKyBaHHS AN NEPBUHHOI Ta BTOPUHHOI ynakosku) (TepmiH
BBEAEHHS 3MiH - NPOTAroM 6-Tv MicALIB NiCNs 3aTBEPXKEHHS); 3MiHM
Il Tuny - 3miHa 3asBHMKa (MepegaYa NpaB iHWOMY 3asiBHUKY)
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
214. | ®EPBEKC OnA NOpPOLLOK AN YICA CAC PpaHuis YINCA CAC PpaHuis BHECEHHS 3MiH A0 peecTpalinHmx maTepianis: 3miHu | Tuny - 3miHa be3 UA/3128/01/01
OOPOCIUX 3 opanbHOro HaliMeHyBaHHs Ta/abo MicLe3Haxo4KeHHs1 BUpOBHMKa roTOBOro peuenma
MANMMHOBUM pO34uMHy y calle nikapcbKkoro 3acoby, BkoYaum MicLe NpoBeAeHHS KOHTPOMo
CMAKOM Ne 8 SIKOCTi(BMPOOHMYA AiNbHULA BUNYCKY cepil) (3MiHa HanMeHyBaHHS
BMpobHuka 13 Ta npmBeAeHHsA MicLie3HaxoMKeHHS y BiAMNOBIAHICTb
0o BucHoBKiIB, LWoao nigTBepaKeHHs BianosiaHOCTI BUpobHuuTea J13
Bumoram GMP (Oepxnikcnyx6a Ykpainu), 3 nepenikom J13, 6e3 3miHn
MicLs BUPOOHULITBA. 3MiHM A0 IHCTPYKLiT Ana MeanMyHoro
3aCTOCyBaHHS Yy p. «BUpoBHMK» Ta AONOBHEHHS B iIHCTPYKLT
iHbopMmalieto Woao npeacTaBHUKa 3asiBHUKA B YKpaiHi.) (TepMiH
BBEAEHHS 3MiH - MPOTAroM 6-T MiCALIB MiCNs 3aTBEPMKEHHS); 3MiHN
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay
(iHWi 3miHW) (3amiHa rpadivHOro 306paXKeHHs yNakoBKN Ha TEKCT
MapKyBaHHS AN NEPBUHHOI Ta BTOPUHHOI ynakosku) (TepmiH
BBEAEHHS 3MiH - MPOTAroM 6-T MicALIB MiCNs 3aTBEPKEHHS); SMiHM
Il TNy - 3miHa 3asBHMKa (Mepegava Npas iHWOMY 3asiBHUKY)
215. | ®EPUHXEKT® PO34nH ANs iH eKuin Bichop LLisenuapi BMPOBHMLITBO HimeuyunH BHECEHHS 3MiH A0 peecTpaLinHuX maTepianis: 3a peyenmom | UA/13356/01/01
Ta iHdpysin, 50 (IHTepHeLwHn a Hepo3adacoBaHoi a/ 3MiHK |l TRy - 3MiHK Ao IHCTPYKUIT ANs MeANYHOro 3aCTOCYBaHHS Y
mr/mn no 2 mn abo ) IHK. npoaykuii, Lsernuapi po3ainu: "OcobnueocTi 3actocyBaHHs", "Cnocib 3acTocyBaHHs Ta
no10 mny nepBUHHa Ta a nosun", "MobivHi peakuii”
dnakoHax Ne 1, Ne BTOPUHHA
5 yrnakoBkKa:
BINCO 'mbX,
HimeyuunHa;
BMPOOHULITBO
Hepo3dacoBaHoi
NPOAYKUT,
nepBuHHa Ta
BTOPWUHHA
ynakoska: I0T
Bionorika M16X,
Himeuunha;
[03Bin Ha
BUNYCK cepii:
Bichop
(IHTepHeLwHn)
IHK., LLBenuapis
216. | ®NIAMIAE3TENb | renbno 20T, 30T, OpraHocuH IHgis EHk'106 ETikans IHgis BHECEHHS1 3MiH IO peecTpaLiiHux maTtepianis: 6e3 peyenma UA/12794/01/01
abo40rs Jland MpausiT JlimiTeq 3MiHM | TUNY - BBeAeHHst abo 3MiHM 40 y3ararnbHEeHUX AaHKX Npo
namiHoBaHin Ty6i; CaeHcu3 cuctemy cbapmakoHarnsgy (BKMYa4uM KOHTaKTHI gaHi) Ta/abo 3MiHu
no 1 1y6i B Mer. JiTa. y PO3MilLieHHi macTep-daina cuctemm papmakoHarnagy

KapTOHHIN kopobUi
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
217. | ®ONIEBA MOPOLLIOK OCM LLiseriuapi OCM Lsernuapi BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: - UA/5660/01/01
KUCINOTA (cybecTaHuis) y HyTpiweHnan A HyTpiwinan A 3MiHM | TUNY - NpuBeAeHHS cneundikauii Ta aHaniTMYHNX METOAMK 3a
anoMiHieBnx Mpopaktc Al MpoaykT IlTQ NOKa3HUKOM «laeHTudikauis» y BiANOBIAHICTL 4O BUMOr MOHOrpadil
naketax ans «Folic acid» EP; npuBegeHHs aHaniTU4HOT METOAMKN 32 NMOKa3HMKOM
BMPOGHMLTBA «CynpoBigHi AoMilLKu» Yy BiANOBIAHICTE A0 BUMOr MoHorpadii «Folic
HeCTepUnbHUX acid» EP
nikapcbknx gopm
218. | ®YPOCEMIA Tabnetku no 40 mr ToBapucTBo YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiux matepianis: 3MiHu | Tuny - 3a peyernmom UA/5153/02/01
Ne 10x5 y 3 BUPOBOHMUTBA, AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs1 Ta/abo agpecu
bnictepax obMmexeHo KOHTPOIb SIKOCTI, 3asiBHMKa (BracHMKa peecTpaLiiHoro noceigveHHs) (3miHa agpecu
BiAnNoBiAanbH BWMNYCK Cepil: 3asiBHMKa). BBeAeHHs 3MiH npoTsarom 6-Tu micauis nicns
icTio ToBapucTso 3 3aTBEPAXEHHS.; 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
"[ocnigHui obmexeHoto HaviMeHyBaHHs Ta/abo agpecu micusa NpoBafXKEeHHs OisiNbHOCTI
3aBof BignoBiganbHiCcT BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro 3acoby, BKIoYayn
"THUNC" to "docnigHni AinbHULUI BUNYycKy cepii abo Miclie NpoBeAEHHSI KOHTPOIO SIKOCTI.

3aBog "MHLJIC",
YkpaiHa;

BCi cTaaii
BUpOBHMLTBA,
KOHTPOIb SIKOCTI,
BUNYCK cepii:
ToBapucTBo 3
obMmexeHo
BignosiganeHicT
10 "OAPMEKC
FPYM", YkpaiHa;
BCi cTagii
BUpPOBHMLTBA,
KOHTPOIb SIKOCTI,
BUNYCK cepii:
ToBapucTBo 3
obMmexeHo
BignosiganbHicT
10
"®apmaueBTUYH
a KoMmnaHis
"3gopos's",
YKpaiHa

(BisnbHICTb, 3a Ky BignoBiaae BUpobHMK/iMNoOpTep, BKMOYaoum
BUMYCK cepiit) (3MiHa HallMeHyBaHHS Ta NpYBEAEHHS aapecu
BMPOGHWKIB 40O opuriHanbHUX JOKYMEHTIB, 6€3 3MiHu Micus
BUpO6OHMLUTBA). BBeaeHHs 3MiH npoTsirom 6-Tu micauiB nicns
3aTBepAXKEHHS.; 3MiHu | Tuny - 3MiHK 3 siKoCTi. [OTOBMI NiKapCbKknii
3aci6. 3MiHM y BUpoOHMUTBI. 3MiHa iMnopTepa/amiHu, L0 CTOCYHTHCA
BMNYCKY Cepii Ta KOHTPOIO SIKOCTi FOTOBOrO MikapcbKoro 3acoby
(3amina abo gogaBaHHA BUPOGHMKA, LLO BiANOBIAAE 3@ BBE3EHHS
Ta/abo Bunyck cepii) - Bkniovatoum KoHTponb/BUNpobyBaHHS cepii
(BHECEHHS1 pyHKUIT - BUNYCK cepii A0 BUKOHYBaHUX pyHKUin (BCi cTagii
BMPOOHMLITBA, KOHTPOIb SIKOCTi) ANst BUpobHUkiB ToBapmcTBO 3
obmexeHoto BignosiaanbHicTio "®APMEKC MPYIM" ta ToBapucTBo 3
obmexeHoto BignoBiganbHicTo "®apmaueBTUYHa KOMMNaHis
"3popoB'a"). TepmiH BBEAEHHS 3MiH - NPOTArom 6-Tu MicauiB nicns
3aTBEPAXEHHS.
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
219. | XJfOPO®ININT Tabnetku no 25 mr ToBapucTteo Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH A0 peecTpalinHmx maTepianis: 3miHu | Tuny - be3 peuenma UA/1556/01/01
Ne 20 (20x1), Ne 20 3 BMPOGHMLTBA, AaminicTpaTuBHi 3MiHU. 3MiHa HalMeHyBaHHS Ta/abo agpecu micus
(10x2) y bnictepax; | obmexeHoto KOHTPOIb SIKOCTI, NPOBaXeHHS AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
Ne 40y BignosigansH BUNYCK cepii: nikapcbKkoro 3acoby, BKNOYao4n AinbHNL BUNYCKy cepii abo micue
KOHTeViHepax y icTio ToBapucTBo 3 npoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
navui "OocnigHni obMmexeHo BMPOGHMK/iIMNopTep, BKIOYaouy BUMNYCK Cepiil) (NpuBeaeHHS
3aBof BianoBiganbHicT Micue3HaxomKeHHs BUpobHukiB 113 y BianoBigHicTb Ao
"rHuic" 10 "docnigHun opuriHanbHWX JOKYMEHTIB (Konii niueHsii Ha BUpOBGHMLUTBO), 6e3 3MiHK
3aBog "MHLJIC", Micus BUpo6HMLUTBA); 3MiHK | Tuny - 3miHK 3 skocTi. FoToBMIA
YkpaiHa; nikapcbkuii 3aci6. 3miHn y BMpobHMUTBI. 3MiHa iMnopTepa/3amiHu, LWo
BCi cTagii CTOCYITbCS BUMYCKY Cepii Ta KOHTPOIHO SKOCTi FOTOBOrO MiKapCbKOro
BMPOGHMLTBA, 3acoby (3amiHa abo goaaBaHHs BUpoOHUMKa, Lo BiANoBigae 3a
KOHTPOIb SIKOCTI, BBE3€eHHs Ta/abo Bunyck cepii) - Bkniovyatoun
BWMNYCK Cepil: KOHTpOnb/BMNPOOYyBaHHSA cepii (BHeCeHHst pyHKLii - BUNycK cepii Ao
ToBapucTBo 3 BVKOHYBaHWUX (OyHKLi (BCi cTadii BUpPOBHMLTBA, KOHTPOMb SKOCTI) AN
obMmexeHo BMpobHuka TOB "dapmaLeBTuyHa komnaHisa "3gopos's"”, Ykpaina);
BignoBsiganbHicT 3miHu | TUNy - AgMiHicTpaTUBHI 3MiHW. 3MiHa HanMeHyBaHHSA Ta/abo
10 agpecy 3asiBHVKa (BnacHWKa peecTpauiiHoro nocBigveHHs1) (3miHa
"®apmMaueBTUYH Ha3BW Ta MicLe3HaxokeHHs 3asiBHVKa (TepMiH BBeOEHHS 3MiH -
a KkoMnaHis npoTArom 6-Tn MicsuiB 3 4aTh 3aTBEPAXEHHS)
"3popos's",
YkpaiHa
220. | XJIOPO®ININT Tabnetkun no 12,5 ToBapucTBo YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiux matepianis: 3MiHu | Tuny - 6e3 peyenma UA/1556/01/02
mr Ne 20 (20x1), Ne 3 BMPOGHMLTBA, ApamiHicTpaTuBHI 3MiHW. 3MiHa HaimeHyBaHHs Ta/abo agpecu micus
20 (10x2) y 0oBMmexeHo KOHTPOIb SIKOCTI, NPOBaXeHHs AiSnbHOCTI BUpoOHMKa/iMnopTepa rotToBoro
6nictepax y navui BiAnoBiganbH BUMNYCK Cepil: nikapcbKkoro 3acoby, BKINOYa4M AinbHNL BUNYCKy cepii abo micue
icTio ToBapucTso 3 npoBefeHHs KOHTPOTIO SIKOCTI. (BiSNbHICTb, 3a SKy Bignoeigae
"OocnigHun obMmexeHo BUPOBHMK/IMNOPTEP, BKITIOYAOYM BUMYCK Cepiil) (NpMBeaeHHSs
3aBop BignoBiganbHicT MicLie3HaxomKeHHs BUpobHukiB 113 y BignoBiaHicTb Ao
"rHuic” 10 "OocnigHui opuriHanbHWX AOKYMEHTIB (konii niueHsii Ha BUpo6HMLUTBO), 6e3 3MiHK

3aBog "MHLUJIC",
YkpaiHa;

BCi cTagii
BUpOBHMLTBA,
KOHTPOIb SIKOCTI,
BUNYCK cepii:
ToBapucTBo 3
obmexeHo
BignosiganeHicT
10
"®apmaueBTUYH
a KomnaHis
"3popos's",
YKkpaiHa

Micusi BUpobHuuTBa); 3miHn | Trny - 3MiHK 3 sikocTi. [oToBMI
nikapcbkui 3aci6. 3mMiHu y BUpOBGHMUTBI. 3MiHa imnopTepa/amiHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMIO AKOCTi FOTOBOTO fiKapCbKOro

3acoby (3amiHa abo goaaBaHHA BUPOOHMKA, WO BigNoBiAae 3a

BBe3eHHs Ta/abo Bunyck cepii) - Bkntoyatoun

KOHTpOnb/BUNpoByBaHHSA cepii (BHeceHHst pyHKLii - BUNycK cepii Ao

BMKOHYBaHMX PyHKUiN (BCi cTaaii BUpOOHMLTBA, KOHTPOMb SIKOCTi) ANst

BMpobHuka TOB "dapmaueBTnyHa komnanisa "3gopos's”, Ykpaina);

3miHu | TUNY - AgMmiHicTpaTuBHI 3MiHWU. 3MiHa HaiMeHyBaHHs Ta/abo

agpecy 3asiBHUKa (BNacHUKa peecTpauinHoro noceigyeHHs) (3amiHa

Ha3BW Ta MiCLle3HaxokeHHS 3asiBHVKa (TepMiH BBeAEHHS 3MiH -

npoTarom 6-Tn MicsLiB 3 4aTh 3aTBEPOKEHHS)
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Ne
n/n

Hasea
niKkapcbKo20
3acoby

Popma sunycky
(nikapcbka
¢opma,
ynakoseka)

3asisHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymosu
eidnycky

Homep
peecmpauyitiHo
20
noceidYyeHHs1

221.

XOJTYOEKCAH

Kancynu Teepai no
300 mr no 10
kancyn y 6nicrepi;
no 2 6nictepu B
KapTOHHi Kopobui

«YOPIO
MEOWLUWH
NIMITEO»

Benuka
BputaHis

«ABIl IBPAXIM
Inay CaHai Be
Tipxkapet A.LL.»,
TypeyuuHa;
yorPna
MEOVLIVH INAY
CAH. BE TIDXK.
AL, TypeyuunHa

TypevunH
a

BHECEeHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHun | Tuny - 3miHu 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHM y BUpoGHMLTBI. 3amiHa abo
BBeAEHHS 404aTKOBOI AiNbHULI BUPOBHMLTBA ANSt YaCTUHM abo
BCbOro BUPOBHMYOro npoLecy roToBOro fikapcbKkoro 3acoby
(BinbHMUSA, Ha SAKiIM NpoBOAATLCS Byab-AKki BUPOOHUYI cTagii, 3a
BMHSATKOM BUMYCKY CEpil, KOHTPOMIO AKOCTi, NePBUHHOIO Ta
BTOPWHHOIO NakyBaHHS, AN HECTEPUIbHUX NiKapCbKkunx 3acobis) -
BBEAEHHS [0AaTKOBOI BUPOOHMYOI ainbHuui YOPNO MEAMLMH
INTAY CAH. BE TIIXK. A.LL., TypeyunHa. CynyTHS 3miHa - 3MiHu 3
siKkocTi. [oToBUI Nikapcbkmi 3acib. 3miHM y BUpobHMUTBI. 3amiHa abo
BBEAEHHS [0AAaTKOBOI AiNbHULI BUPOOHMLTBA ANs YacTuHu abo
BCbOro BUPOGHNYOro NpoLiecy roToBOro fikapCbKoro 3acoby
(AiNnbHMUS AN BTOPUHHOIO NakyBaHHSA) - 3MiHM 3 gKocTi. [oToBMI
nikapcbkui 3aci6. 3miHn y BUpobHMUTBI. 3amiHa abo BBeAEeHHS
[04aTKOBOI AiNbHULI BUPOBHMLTBA ANS YAaCTUHM abo BCbOro
BUPOBHMYOro npoLecy roToBoro fikapcbkoro 3acoby (QinbHuUsS Ans
NEepBUHHOIO NakyBaHHS) - BBEAEHHS JOAAaTKOBOI BUPOOHNYOI
AinebHuLi YOPNA MEAWLIVH INTAY CAH. BE TIIK. A.LL.,
TypeyunHa.
3MiHn | TUNy - 3MiHK 3 gKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3amiHK, L0 CTOCYOTLCS BUMYCKY cepii
Ta KOHTPOIIO AKOCTi FOTOBOrO fikapcbKoro 3acoby (3amiHa abo
[0AaBaHHSA BUPOOHWMKA, Lo BiAMOBiAae 3a BBE3eHHS Ta/abo Bunyck
cepii) - Bkntoyatoum KOHTpOnNb/BUNPOGYBaHHS cepii - BBEAEHHS
[ogaTtkoBoi BUpobHuYoi ginbHuui YOPO MEOVUWH INAY CAH. BE
TIOK. AL, Type4ymHa

3a peuernmom

UA/14162/01/01

222,

XYMANOr® MikC
25

cycneHsis ans
nigLwkipHoro
BBeAeHHs, 100
MO/mn no 3 mny
CKNsIHOMY
KapTpuaxi; no 5
KapTpuoxis y
KapTOHHiN
ynakoBLji; no 3 mny
CKNAAHOMY
KapTpuaxi,
BKIafeHoOMY Yy
LUNPULI-pYYKyY
KsikleH; no 5
LLNPULI-PYYOK
KsiklMeH y
KapTOHHIN ynakoBLi

Eni Ilinni
HenepneHng
B. B.

HigepnaH
an

Jlinni ®paxc
C.A.C.

DdpaHuis

BHECEHHSA 3MiH O peecTpauinHnx maTepianis:
BMNPAaBMEHHSI TEXHIYHOT MOMUIKM Ha TUTYMbHIV CTOPIHLI MeToAaiB
KOHTPOIIO SIKOCTi MikapcbKoro 3acoby y HanucaHHi Buay Ta posmipy
ynakoBkn 06yMOBNEHO TvM, LLO Nif Yac npouenypu peectpadii
[04aTKOBOI YNakoBKW, a caMe y KapTpuaxi no 3 mn, BKnageHomy y
wnpuu-pyydky KeiklleH; Ne5, aka HekopekTHO Gyna 3a3HadveHa Ha
TUTYMbHIN CTOPIHLi METOAIB KOHTPOMIO SIKOCTi NikapcbKoro 3acoby

3a peuenmom

UA/8352/01/01
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
223. | XYMAIOI'® MIKC | cycneHsis ans Eni Ninni Hipepnan Ninni ®paHc PpaHuis BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: - UA/8353/01/01
25 nigLwkipHoro Henepneng an C.A.C. BMMNPAaBMEHHSI TEXHIYHOT MOMUIIKM Ha TUTYMbHI CTOPIHL MeToAiB
BBefeHHs, 100 B. B. KOHTPOIMIO SIKOCTi NMikapcbKoro 3acoby y HanucaHHi Buay Ta po3mipy
MO/mn in bulk: no ynakoBkM 0OyMOBMEHO TUM, LLO M4 Yac npouenypv peecTpadii
3,0mny [0[AaTKOBOI YNakoBKK, a came y KapTpuapxi No 3 M, BKNageHoMmy y
KapTpugkax, no wnpuu-pyydky KeiklMeH; Ne5, ska HekopekTHO Byna 3a3HadveHa Ha
325 abo 330 TUTYNbHIN CTOPIHLI METOAIB KOHTPOMIO AKOCTI NiKapCbKoro 3acoby
KapTpUoXiB y
noTkax
224. | XYMAIOI'® MIKC | cycneHsis ans Eni Ninni Hipepnan Ninni ®paHc PpaHuis BHECEHHS 3MiH 40 peecTpaLinHMxX maTepianis: - UA/8353/01/02
50 nigLwkipHoro Henepneng an C.A.C. BMNPAaBMEHHsI TEXHIYHOT MOMUIIKM Ha TUTYMbHI CTOPIHL MeToAiB
BBefeHHs, 100 B. B. KOHTPOIMIO SIKOCTi NMikapcbKoro 3acoby y HanucaHHi Buay Ta po3mipy
MO/mn in bulk: no ynakoBku 0OyMOBMEHO TUM, LLO M4 Yac npouenypw peecTpadii
3,0mny [O[AaTKOBOI YNakoBKK, a came y KapTpuapxi No 3 MI1, BKNageHoMmy y
KapTpuoxi; no 330 wnpuu-pydky KeiklMeH; Ne5, sika HekopekTHO Byna 3a3HadveHa Ha
KapTpuoxis y TUTYNbHIN CTOPIHLI METOAIB KOHTPOMIO AKOCTI NiKapCbKoro 3acoby
noTkax
225. | XYMANOI'® MIKC | cycneHsis ans Eni Ninni HigepnaHn Tinni ®paxc dpaHuis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3a peyenmom UA/8352/01/02
50 nigLwKipHoro Henepneng an C.AC. BMNPAaBMEHHsI TEXHIYHOT MOMUIKM Ha TUTYMbHIV CTOPIHLI MeToAaiB
BBeAeHHs, 100 B. B. KOHTPOIMIO SKOCTi NikapcbKoro 3acoby y HanucaHHi Buay 1a po3Mipy
MO/mn no 3 mny ynakoBku 06yMOBREHO TUM, LLO Mif Yac npoueaypu peectpauii
CKISIHOMY [04aTKOBOI YNakoBKW, a caMe y KapTpuaxi no 3 mn, BKnageHomy y
KapTpuaxi; no 5 winpuu-pyydky KeiklleH; Ne5, aka HekopekTHO Byna 3a3HadveHa Ha
KapTpuoxis y TUTYMbHIN CTOPIHLi METOAIB KOHTPOMIO SIKOCTi NikapcbKoro 3acoby
KapTOHHIN
ynakoBLj; no 3 mny
CKISTHOMY
KapTpuaxi,
BKIaAeHoOMY Y
LUNPULI-PYYKY
KsikleH; no 5
LUNPUL-pYYOK
KgikleH y
KapTOHHIN ynakoBLi
226. | LE®AKCOH NOPOLLOK ANs JToniH IHais Tonin JliviTeg IHais BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a peyenmom UA/9108/01/01
pO34MHy Ans Nimiten 3MiHu | TNy - 3MiHa napameTpiB cneuudikauin Ta/abo gonycTumMmnx
iH'ekuinno1ry MeXX FOTOBOrO NiKapCbKOro 3acoby
donakoHax Ne 1
227. | ULE®AKCOH NOpOLLOK Ans JTtoniH IHaisa TNioniH Jimite IHais BHECEHHS 3MiH O peecTpaLinHuX maTepianis: - UA/0211/01/01
po3uMHy Ans Timiten 3MmiHM | TNy - 3miHa napameTpiB cneuudikauin Ta/abo gonycTumMmnx

iH'ekui no 1 rin
bulk y dpnakoHax
Ne 25

Me>X FOTOBOrO NiKapCbKOro 3acoGy
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs1
228. | LE®AHTPAN NOpPOLUOK AN JToniH IHaisa TNioniH JimiTen IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/0523/01/01
po3uMHy Ans Timiten 3MmiHu | TNy - 3miHa napameTpiB cneumndikauin Ta/abo gonycTumMmnx
iH'ekuin no 1 rin MeX roToBOroO fikapcbKoro 3acoby
bulk y dpnakoHax
Ne 25
229. | ULE®AHTPAN NOpOLLOK Ans JTroniH IHaisa TNioniH JimiTeq IHais BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a peyenmom UA/0522/01/03
pO34MHy Ans Timiten 3MiHu | TUNY - 3MiHa NnapameTpiB cneundikaLii Ta/abo gonycTuMmx
iH'ekuinno1ry MeX FOTOBOIO NiKapCbKoro 3acoby
cdnakoHax Ne 1
230. | LE®ONEKTAM NOpPOLUOK AN My6niyne Ykpaina My6niyne Ykpaina BHECEHHS 3MiH 40 peecTpaLinHMxX MmaTepianis: 3a peyenmom | UA/13412/01/01
pO34MHy Ans aKuioHepHe aKuioHepHe 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMI Nikapcbkui 3aci6. KoHTponb
iH'ekuin, 500 mr/500 | TOBapUCTBO TOBapUCTBO roToBOro nikapcbkoro 3acoby. 3MiHa y meToax BunpobyBaHHs
Mr no 1 donakoHy 3 "HaykoBo- "HaykoBo- roToBOro fikapcbKoro 3acoby (He3Ha4yHa 3MmiHa y 3aTBEpIKEHMNX
nopowkom; no 1 BMPOGHNYMI BMPOBGHNYMIA mMeTofax BunpobyBaHHS); 3miHu | Tuny - 3miHuK 3 skocTi. FoToBMNIA
dnakoHy 3 LEeHTp LeHTp nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
MOPOLLKOM B Nnauuj "BopLuariscb "BopLuariBcbkumn napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX FOTOBOro
3 KapTOHy; Mo 5 KWI XiMiKo- XiMmiKo- nikapcbkoro 3acoby; 3miHu | Tuny - 3miHn 3 skocTi. FoToBMIA
cdnakoHiB 3 cdapmaueBTn cdapmMaueBTUYHN nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
MOPOLLIKOM Y KaceTi; | 4Hui 3aBoa" 1 3aBog" napameTpiB cneundikauii Ta/abo AoNyCTUMMX MEX FOTOBOro
no 1 kaceTi 'y nikapcbKoro 3acoby (A0NOBHEHHS crieumdikaLlii HOBUM MOKa3HMKOM 3

neHani 3 KapToHY

BiANOBIAHMM MeToAoM BUNPoByBaHHs); 3MiHU | TUNY - 3MiHK 3 SIKOCTi.
oToBuUi nikapcbkun 3aci6. 3miHM y BUpOOHULTBI. 3MiHN BUNpobyBaHb
abo fonycTMMX Mex, BCTAHOBIEHMX Y cneundikaLisx, nig yac
BMPOGHMLITBA rOTOBOTO NiKapCbKoro 3acoby (iHLi 3MiHK); 3MiHK | TUny
- 3MiHn 3 skocTi. A®I. KonTponb A®I. 3miHa y meTogax
BunNpobyBaHHsa APl abo BuxigHOro martepiany/npomikHOro
NpOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECi BUPOOHULTBa
AQD| (He3HaYHi 3MiHW y 3aTBEpIKEHMX METOAAaX BUNPOOYBaHHS) -
3MiHM B MeTogax kKoHTponio A®| cynbbakramy HaTpieBa Cinb; 3MiHu |
T1ny - 3miHn 3 akocti. APL. KonTponb A®I. 3miHa y meTogax
BunpobyBaHHsa APl abo BuxigHOro matepiany/npomikHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y NpoLeci BUpOOHMLTBA
A®I — 3miHM B MeToAax KoHTpornio AP| uedonepasoHy HaTpieBa Cinb;
3MiHu | Tuny - 3miHn 3 akocTi. ADL. KoHtponb A®I. 3miHa y
napameTpax cneuudikadivi Ta/abo JonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®I, abo BMXigHUI/NPOMIXXHUIA NpoayKT/pearexT,
LLIO BMKOPUCTOBYIOTbCS Y nNpoueci BUpobHuutea A®I (iHwi 3mMiHKn) —
3MiHM y Cneuwndikauii gnsa koHTporio A®I uedonepasoHy HaTpieBa
Cinb; 3MiHu | Tuny - 3MmiHu 3 akocTi. AP KoHTponb A®I. 3miHa y
napameTpax cneuudikauiv Ta/abo onyCTUMUX MeX, BUSHAYEHUX Y
cneumdikauisx Ha A®Pl, abo BMXigHWUI/NPOMIKHWIA NpOAYKT/pearexT,
LLIO BUKOPUCTOBYHOTLCS y NpoLeci BUpobHMLUTBa ADI — 3MiHW y
Creundikauii gnsa koHTponto APl cynbbaktamy HaTpieBa Cinb
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoeka) noceidYyeHHs
231. | LE®ONEKTAM NOpPOLUOK AN My6niyne Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 40 peecTpaLinHMxX maTepianis: 3a peyenmom | UA/13412/01/02
po3uMHy Ans aKuioHepHe aKuioHepHe 3MiHn | Tuny - 3miHK 3 skocTi. FoToBMI Nikapcbkui 3aci6. KoHTponb
iH'ekuin, 1 r/1rno 1 TOBapUCTBO TOBapUCTBO roToBOro nikapcbkoro 3acoby. 3MiHa y meToax BunpobyBaHHS
dnakoHy 3 "HaykoBo- "HaykoBo- roToBOro fikapcbKoro 3acoby (He3HayHa 3MmiHa y 3aTBEpPIKEHMNX
MopOLLKOM; o 1 BMPOBHUYNIA BMPOBHUYNIA mMeTofax BUNpobyBaHHS); 3MiHu | Tuny - 3miHK 3 skocTi. FoToBuMIA
donakoHy 3 LeHTp LeHTp nikapcbkuin 3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby. 3miHa
MOPOLLKOM B nauuj "BopLuariscb "BopLuariBcbkumn napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX FOTOBOro
3 KapTOHy; Mo 5 KW Ximiko- Ximiko- nikapcbkoro 3acoby; 3miHu | Tuny - 3miHn 3 skocTi. FoToBMIA
c¢nakoHiB 3 thapmaueBTn capmMaLeBTUYHU nikapcbkuin 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
MOPOLLIKOM Y KaceTi; | 4Hui 3aBoa" 1 3aBog" napameTpis cneundikauii Ta/abo AoNyCTUMMX MEX FOTOBOro
no 1 kaceTi 'y nikapcbKoro 3acoby (A0NOBHEHHS crieumdikaLlii HOBUM MOKa3HMKOM 3
neHani 3 KapToHy BiAMNOBIAHMM MeToAOM BUNPobyBaHHs); 3MiHu | TUNY - 3MiHK 3 SIKOCTi.
oToBuUI nikapcbkun 3aci6. 3miHM y BUpOOHULTBI. 3MiHKN BUNpobyBaHb
abo fonycTMMX Mex, BCTAHOBIEHMX y cneundikaLisx, nig yac
BMPOGHMLITBA rOTOBOTO NiKapCbKoro 3acoby (iHLi 3MiHK); 3MiHK | TUny
- 3MiHn 3 skocTi. A®I. KonTponb A®I. 3miHa y meTogax
BunNpobyBaHHs APl abo BuxigHOro martepiany/npomikHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECi BUPOOHULTBa
A®I (He3HauHi 3MiHM Yy 3aTBEpPAXXEHUX MeToAax BUNPODOyBaHHs) -
3MiHM B MeTogax koHTponio A®| cynbbakramy HaTpiesa Cinb; 3MiHu |
Tuny - 3miHun 3 akocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHA A®l abo BuxigHOro matepiany/npomixxHoOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCS Y NpoLeci BUpOOHMLTBA
A®| — 3miHn B MeTopax koHTponto APl LedonepasoHy HaTpieBa Cinb;
3MiHu | Tuny - 3miHn 3 akocTi. APL. KoHTponb A®I. 3miHa y
napameTpax cneuudikadivi Ta/abo JonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®I, abo BMXigHWIA/NPOMIXXHUIA NpoayKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHMuTBa ADI (iHLWi 3MiHK) —
3MiHM y Cneuwndikauii ansa koHTporio A®I uedonepasoHy HaTpieBa
cinb; 3miHu | TMny - 3miHun 3 akocTi. API. KoHTponb API. 3miHa y
napameTpax cneundgikadi Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®Pl, abo BMXigHWI/NPOMKHWIA NpOAYKT/pearexT,
LLIO BUKOPUCTOBYHOTLCS y NpoLeci BUpobHMLUTBa AD| — 3MiHK y
Cneuudpikauii ansa koHTponto A®| cynbbaktamy HaTpieBa cinb
232. | LE®OTAKCUM NOPOLUOK Ans TToniH IHgis ToniH NimiTeq IHAis BHECEHHS 3MiH O peecTpauiiHux maTtepianis: - UA/10743/01/01
po34MHy Ans Nimiten 3miHu | TNy - 3miHa napameTpiB cneumdikauin Ta/abo gonycTuMmnx
iH'ekuin no 1 rin MeXX FOTOBOIO NiKapCbKOro 3acoby
bulk y dpnakoHax
Ne 25
233. | LE®OTAKCUM NOpPOLLOK AN JToniH IHgis ToniH NimiTeq IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a peuernmom UA/10742/01/01
po3uMHy Ans Timiten 3MmiHu | TNy - 3miHa napameTpiB cneuudikauin Ta/abo gonycTumMmnx

iH'ekuinno1ry
dnakoHax Ne 1

Me>XX FOTOBOrO NiKapCbKOro 3a006y
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Ne Haszea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbK0o20 (nikapcbka eidnycky peecmpauyitiHo
3acoby ¢opma, 20
ynakoseka) noceidYyeHHs1
234. | UE®TPUAKCOH NOpPOLUOK AN JToniH IHgis ToniH NimiTeq IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a peuernmom UA/10744/01/01
po3uMHy Ans Timiten 3MmiHu | TNy - 3miHa napameTpiB cneuudikauin Ta/abo gonycTumMmnx
iHekuinno1ry MeX roToBOro fikapcbkoro 3acoby
dnakoHax Ne 1
235. | LE®TPUAKCOH NOPOLUOK Ans TToniH IHgis ToniH NimiTeq IHais BHECEHHS 3MiH O peecTpauiiHux maTtepianis: - UA/10745/01/01
pO34MHy Ans Nimiten 3MmiHu | TNy - 3mMiHa napameTpiB cneuudikauin Ta/abo gonycTumMmnx
iH'ekuin no 1 rin MeXX FOTOBOIO NiKapCbKOro 3acoby
bulk y dpnakoHax
Ne 25
236. | UUTPAMOH-® Tabnetku no 6 abo MAT Ykpaina MAT "®itodapm” Ykpaina BHECEHHS 3MiH 40 peecTpaLinHMX maTepianis: be3 peuenma UA/2317/01/01
no 10 TabneTok y "®iTocpapm” 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta
6nictepax dapmakoHarnagy. 3miHa y KOpoTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIi ANs MeanYHOro
3acTOCyBaHHs Ha MiACTaBi perynsipHO OHOBIIOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHs
nikapcbKoro 3acoby B nicrnsipeecTpauiviHuin nepiod, abo sk pesynbtaT
OL|iHKM 3BITY 3 AOCMigXeHb, NpoBeAeHMX BIANOBIAHO 4O NnaHy
negiatpuyHux gocnigxkeHnb (PIP) (3MiHy y3rogkeHo 3 KOMNEeTEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHM A0 iHCTPyKLUii. BBeaeHH:A 3MiH
npoTArom 3-x MicsiliB nicnsa 3saTBepAXeHHSA
237. | UWUTPAMOH-® Kancynu no 6 MAT YkpaiHa MAT "®itochbapm” YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHnx maTepianis: 6e3 peyenma UA/2317/02/01
®OPTE kancyn y 6nictepi; "®itodapm” 3MiHu | Tuny - 3miHn woao 6e3nekn/edeKTUBHOCTI Ta

no 1 a6o 2
6nictepu B nayui 3
KapTOHYy

hapmakoHarnsgy. 3MiHa y KOpOTKili XapakTepucTuL NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLii ANs MeguyHoro
3acTocyBaHHS Ha MiAcTaBi perynspHoO OHOBMIOBAHOrO 3BiTy 3 6e3nekun
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku 3acToCcyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiHui nepiod, abo sik pesynbTaT
OLjiHKM 3BiTYy 3 AOCMiAXeHb, NpoBeAEeHMX BIANOBIAHO OO NnaHy
negiatpnyHux gocnigxkeHb (PIP) (3MiHy y3rogkeHo 3 KOMNeTEHTHUM
YMNOBHOBaXXEHWM OpraHoM) - 3MiHW A0 iHCTpYKLii. BBeaeHHs 3MiH
npoTArom 3-x MicsiliB nicnsa 3aTBepaAXeHHSA
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238. | UADPNIOKC pO34MH Ansi AnoTekc IHK. KaHapa EnCiEc Jobdap | Lsenuapi BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3miHu | Tuny - 3a peyenmom | UA/13400/01/01
iHdpysin, 200 IHdo EcEn A Nikapcbki 3acobu. 3miHa y KOPOTKil xapaKTepucTuLli nikapcbKoro

mr/100 mn no 100
mn B nakeTtax Ne 10
y Kopobuji

3acoby, IHCTpyKUiT AN MeauYHoro 3actocyBaHHs abo MapKyBaHHi
ynakoBoK (NoTpebye BHeCeHHs BiAnoBiaAHO A0 iHdopmauii
pedepeHTHOro/opuriHanbHOro nikapcbkoro 3acoby 6e3 HagaHHs
YKOOHUX HOBUX A0AATKOBUX AAHUX 3asiBHUKOM) (SMiHM A0 iHCTPYKLT
0N MeQu4YHOro 3acTocyBaHHs y po3ainu: MNokasaHHs,
MpoTunokasaHHs, Baaemogis 3 iHLWMMKM nikapcbknumun 3acobamu Ta
iHWi BMAam B3aemogin, OcobnmBocTi 3acTocyBaHHs. 34aTHICTb
BMAMBATW Ha WBUAKICTb peakLii Npu kepyBaHHi aBTOTPaHCNOPTOM
abo iHWKMMK MexaHiamamu. Cnocib 3acTocyBaHHS Ta 403U,
Mepepno3yBaHHsi, MobGiyHi peakuii, 3rigHo 3 iHdopMmaLieto Woao
Meaun4yHoro 3actocyBaHHs pedepeHTHoro (Ciproxin solution for
infusion) nikapcbkoro 3acoby, Lo He 3apeecToBaHO Ha TepiTopii
Ykpainu (TepmiH BBeAEHHSI 3MiH - NpoTArom 3-x mMicsAuiB nicns
3aTBEPAXKEHHS)

Ha4vyanbHUK YnpaBniHHA
chapmaueBTUYHOI AiANBLHOCTI Ta
AKOCTi (papmaLieBTUYHOI NpoAyKLil

T.M. JlackoBCbKUM




