Jonarox 3

a0 Haka3y MinicTepcTBa 0X0poHH
3p0poB’s Ykpainu «Ilpo nep:xxaBny
peecTpauiio (mepepeecTpanio) JikapcbKuX
3ac00iB (MeANYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiiHux MarepiajiB»

Bigx 07 :xoBTHs1 2022 poky Ne 1814

ITEPEJIIK
JHIKAPCbKHUX 3ACOBIB (MEANYHUX IMYHOBIOJIOI'TYHHUX ITPEITAPATIB), IOJO SIKUX bYJIH BHECEHI
3MIHMU JO PEECTPAIHIMHUX MATEPIAJIIB, IKI BHOCATBHCA 10 JEPKABHOI'O PEECTPY JIKAPCBKHUX

3ACOBIB YKPAIHHA

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ JlikapcbKo20 (nikapcbka ¢popma, 3asigHUKa eupobHuKa eionycky peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. AOEHI3-H TabneTkn, BKpUTI TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/18175/01/01
nniBkOBOKO "MIKPOXIM" "MIKPOXIM" 3MiHu Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. peuenmom
obonoHkoto, no 80 BeeneHHsa abo 3miHu 4o y3aranbHeHVX AaHUX Npo cuctemy
mr/12,5 mr, no 10 dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
TabneTtok y 6nicrepi, cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
no 3 Gnictepuy BiAnNoBiganbHOI 3a 34iNCHEHHA hapMakoHarnaay; KOHTaKTHOI
navui 3 kKapToHy abo ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
no 9 GnictepiB y hbapmakoHarnsgy B YkpaiHi, aKwo BoHa BigMiHHa Bif
nadui 3 KapToHY; No yMNoBHOBaXeHOI 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
30 TabneTtok y dapmakoHarnsaay (BKIYaym KOHTaKTHI AaHi) Ta/abo 3miHn y
6aHuj, no 1 6aHui y po3milLieHHi MacTep-aiina cuctemu dbapmakoHarnsgy) 3MiHa
nadui 3 KapToHy yNoOBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHoi 3a
dapmakoHarnag,.
[itoua pepakuis: XKyp6a Jlinis BonogumupisHa. MNMponoHoBaHa
pepakuis: €sctpaTtoBa IpuHa IropiBHa. 3MiHa KOHTaKTHUX
[aHWX YNOBHOBaXXEHOI 0cobuM 3asiBHUKA, BiANOBiAanbHOI 3a
dapmakoHarnsg. 3miHa micue3HaxogXeHHs1 MacTep-gaina
cucTeMu chapmakoHarnsgy. 3miHa micus 34iNCHEHHS OCHOBHOI
AisnbHOCTi 3 dhapmakoHarnsay.
2. AOEHI3-H TabneTku, BKPUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu | Tuny - 3a UA/18175/01/02
NniBKOBOO "MIKPOXIM" "MIKPOXIM" 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dpapMakoHarnsay. peuenmom
obornoHkoto, no 160 BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cucTemy
mr/12,5 mr, no 10 hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX JaHUX Npo
TabneTok y 6nictepi, cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
no 3 Gnictepuy BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
nayui 3 kapToHy abo ocobu 3 hapmakoHarnsay 3asBHUKa AN 30IRCHEHHS
no 9 Gnictepis y bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
nayui 3 KapToHY; No YNOBHOBaXEHOT 0cobU, BignoBiganbHoi 3a 34iNCHEHHS
30 TabneTtok y hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
6aHUj, no 1 6aHui y po3milLieHHi MacTep-aiina cuctemu dapmakoHarnsigy) 3MiHa
navui 3 KApTOHYy YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnag.
Litoya pepakuis: >Kyp6a Jlinis BonogumupisHa. MponoHoBaHa
pegakuisa: €sctpaTtoBa IpuHa IropiBHa. 3MiHa KOHTAKTHUX
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[IpooBkeHHs JoaaTka 3

obornoHkoto, no 320
Mmr/25 mr, no 10
Tabnetok y 6nicrepi,
no 3 Gnictepn y
nayui 3 KApTOHy; Mo

BBeneHHs abo 3miHM [0 y3aranbHEHWX AaHWUX Npo CUCTEMY
hapmakoHarnsay (BBeAeHHs y3aranbHEHUX AaHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapMakoHarnsay 3asiBHUKA Anst 30iNCHEHHSs!

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[aHMX YyNOBHOBaXkeHOI ocobu 3asiBHUKA, BiANOBiAanbHOI 3a
apmakoHarnsa. 3miHa micue3HaxogXeHHs macTep-daina
cuctemun chapmakoHarnsgy. 3MiHa micusa 34iCHEHHSI OCHOBHOI
0isnbHOCTI 3 papMakoHarnagy.
3. AOEHI3-H TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/18175/01/03
nniBkOBOKO "MIKPOXIM" "MIKPOXIM" 3MiHuM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy. peuenmom
obonoHkoto, no 160 BBeneHHs abo 3mMiHu 4o y3aranbHeHVX AaHUX Npo cuctemy
mr/25 mr, no 10 dapmakoHarnsgy (BBEAEHHS y3aranbHEeHUX AaHUX npo
TabneTtok y 6nicrepi, cuctemy chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
no 3 Gnictepu y BignoBiganbHoI 3a 34iMCHEHHS dhapMakoHarnsay; KOHTaKTHOI
navui 3 kKapToHy abo ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
no 9 Gnictepis y tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
nauyui 3 KapToHy; No YNOBHOBaXeHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
30 TabneTtok y dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
6aHui, no 1 GaHui y po3MilLeHHi MacTep-caina cuctemm chapmakoHarnsgy) 3MiHa
nadui 3 KApTOHY yNOBHOBa)eHOi 0cobu 3asiBHMKA, BigNoBiganbHOI 3a
dapmakoHarnag,.
[itoua pegakuis: XKypba Jlinis BonogmmupisHa. NponoHoBaHa
penakuis: €sctpaTtoBa IpuHa IropiHa. 3MiHa KOHTaKTHUX
[aHMX YNOBHOBaXXEHOI 0cobM 3asiBHUKA, BiANOBiAanbHOI 3a
capmakoHarnsg. 3MiHa micLe3HaxomkeHHs macTep-tanina
cuctemun chapmakoHarnsgy. 3MiHa micus 34iMCHEHHSI OCHOBHOI
AisnbHOCTi 3 dpapmakoHarmsay.
4. AOEHI3-H TabneTku, BKPUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3a UA/18175/01/04
NniBKOBOIO "MIKPOXIM" "MIKPOXIM" 3MiHu Woao 6es3nekn/edekTMBHOCTI Ta hapMakoHarnagy. peuenmom
obornoHkoto, no 320 BBeneHHs abo 3miHu Jo y3aranbHeHVX AaHnX npo cuctemy
mr/12,5 mr, no 10 hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
TabneTtok y bnicrepi, cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
no 3 6nictepn y BiANOBIAANbHOI 3a 3AIVCHEHHS dbapMaKkoHarnsAy; KOHTaKTHOI
nayyi 3 KapToHy; Nno ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHS
30 TabneTtok y dapmakoHarnagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
6aHuj, no 1 6aHui y yMOBHOBaXeHOoi 0cobu, BignoBiganbHOI 3a 3A4iNCHEHHS
nadui 3 KapToHy hapmakoHarnsigy (BKIoYakym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-aina cuctemu hapmakoHarnsgy) 3MiHa
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAaNbHOI 3a
dapmakoHarnag,.
[itoya pepakuis: XKyp6a Jlinis BonogumupisHa. MNMponoHoBaHa
pepakuia: €sctpaTtoBa IpuHa IropiBHa. 3MiHa KOHTAKTHUX
[OaHux yrnoBHOBaXeHOI 0cobu 3asiBHKKA, BiAnoBiganbHoi 3a
dapmakoHarnsg. 3miHa micuesHaxogXeHHs1 MacTep-gaina
cuctemun chapmakoHarnsgy. 3MiHa micus 34iiCHEHHS1 OCHOBHOT
isnbHOCTi 3 dhapmakoHarmsay.
5. AOEHI3-H TabneTkn, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/18175/01/05
nniBKOBOKO "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsay. peuenmom




3 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
30 Tabnetok y chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHa Big
6aHui, no 1 GaHui y ynoBHOBaxeHoi ocobu, BiANoBiaanbHOI 3a 3A4iNCHEHHS
nayui 3 KapToHy thapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3amiHn y
po3MilLeHHi MacTep-chaina cuctemm hapmakoHarnsgy) 3miHa
yNnoBHOBaXeHOi 0cobU 3asiBHKKA, BiANOBiAaNbHOI 3a
chapmakoHarnsag,.
[itoua pegakuis: XKypba Jlinis BonogmmupisHa. NponoHoBaHa
pepakuis: €sctpaToBa IpuHa IropiBHa. 3MiHa KOHTaKTHUX
[aHWX YNOBHOBaXeHOI 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
capmakoHarnsg. 3miHa micLe3HaxomKeHHs macTep-ganna
cuctemun chapmakoHarnsgy. 3MiHa micus 34iMCHEHHSI OCHOBHOT
0isNbHOCTI 3 hapMakoHarnagy.
6. A3UTPOKC ® TabneTkn, BKpUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/4822/01/02
500 NMiBKOBOO "CaHodi- Pecnybnika 3MiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y peuernmom
o6onoHkoto, no 500 ABeHTIC BUPOBHMLTBI. 3MiHM ¥ npoueci BUPOGHULTBA rOTOBOIO
mr Ne 3: no 3 YkpaiHa" nikapcbkoro 3acoby, BKIMOYAKUM NPOMKHUIA NPOAYKT, LLO
TabneTtkn y bnicrepi; 3aCTOCOBYETLCSA NMPU BUPOOHULTBI FOTOBOIO NiKapCbKOro
no 1 Gnictepy B 3acoby (iHLWi 3MiHK) - 3MiHa y npoueci BupobHuuTea J13:
KapTOHHiI kopooLi nopasaHHa makporony 6000 Ha eTani NigroToBkm
METOLIENOBOro faKy Ta BUiy4yeHHs makporony 6000 Ha eTani
niaroToBku cycnersii 6apBHMKa; 3MiHK | TUNY - 3MiHK 3 SKOCTI.
["oToBMI Nikapcbkuii 3aci6. 3MiHWM y BUPOBHMUTBI. 3MiHK
BUNpoOyBaHb abo AONYCTUMUX MEX, BCTAHOBMEHUX Y
crneumgikalisx, nig Yac BUPOGHMLTBA rOTOBOTO fiKapCbKOro
3acoby (BUny4YeHHsI HECYTTEBOrO BUNPOOYyBaHHS B NpoLeci
BMPOBHMLTBA) - BUITY4YeHHS BUNPOOYBaHHSA Ha BMICT BOSOrM i3
KOHTPOIMKO y NpoLieci BUPOGHMLTBA Ha eTani rpaHynioBaHHs
7. AJINErPA® 120 | TabneTku, BKpUTI TOB YkpaiHa CAHO®I PpaHuis BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - bes UA/8500/01/01
Mr ob6onoHkoto, no 120 "Onenna BIHTPOI 3MmiHu Woao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenma
mr; Ne 10, Ne 20 Xenckea IHOACTPIA - BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHWX Npo cucTemy
(10x2): no 10 Ykpaina" TYP3 dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
TabneTtok y bnicrepi; cuctemy hapmakoHarnsagy, 3miHa ynoBHOBaXeHoi ocobu,
no 1 abo no 2 BignoBiganbHoOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOI
Gnictepu B ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHS
KapTOHHiIN kopobui dapmakoHarnagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHOI 3a 3A4iNCHEHHS
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi macTep-canna cuctemm bapmMmakoHarnsagy).
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKA, BiAnoBiganbHoi 3a
dapmakoHarnsag,.
[iroya pepakuin: Xogakiscbka TeTaHa BayecnasiBHa.
MponoHoBaHa pepakuisi: Muxainos OnekcaHap
BonoavmupoBuy. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobw, BignosiganeHoi 3a hapmakoHarnsg. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemmn hapMakoHarnsgy
Ta oro Homepa. 3MiHa MicLs 34iCHEHHSI OCHOBHOI AisiNbHOCTI
3 chapmakoHarnsgy.
8. ANNErPA® 180 | Tabnetku, BKpUTI TOB YkpaiHa CAHOO®I DdpaHuis BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MmiHu | Tuny - 6e3 UA/8500/01/02
Mr o6onoHkoto, no 180 "Onenna BIHTPOI 3MiHu Woao 6e3nekun/edhekTUBHOCTI Ta papMakoHarnsgy. peuenma
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[IpooBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mr; Ne 10, Ne 20 Xernckea IHOACTPIA - BBeneHHs abo 3MiHM 40 y3aranbHeHUX 4aHUX Npo CUcTeMy
(10x2): no 10 YkpaiHa" TYP3 dapmakoHarnsgy (BBEAEHHS y3aranbHEeHUX AaHUX npo
TabneTtok y 6nicrepi; cuctemy chapmakoHarnsgy, 3miHa ynoBHoBa)eHoi ocobu,
no 1 abo 2 6nictepu BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOI
B KapTOHHi kopobui ocobu 3 hapmakoHarnsay 3asBHUKa ANs 34iRCHEHHS
chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
chapmakoHarnsay (BKMoYaum KOHTaKTHi AaHi) Ta/abo 3MiHW y
po3MiLLeHHi MacTep-channa cuctemm chapMakoHarnsgy).
3MiHa ynoBHOBaXeHoi 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
dapmakoHarnag.
[itoya pepakuin: Xopakiscbka TeTaHa BayecnasisHa.
MponoHoBaHa pepgakuis: Muxavinoe OnekcaHap
Bonogvmuposuy.
3MiHa KOHTaKTHMX JaHMX YNIOBHOBaXeHOi ocobu,
BignoBiganbHoi 3a hapMakoHarnag. 3miHa MicLe3HaxooKeHHs
MacTep-channa cuctemy hapmMakoHarnsay Ta noro Homepa.
3MiHa Micus 30iNCHEeHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy.
9. AJIbBYBEH PO34uH ANs iHdy3in TOB YkpaiHa TOB "BIO®APMA Ykpaina BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/15875/01/01
10 %; no 50 mn, 100 | "BIO®APMA MNA3MA", 3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. KoHTpornb peuenmom
Mn 'y cpnakoni; no 1 MNA3MA" YkpaiHa OOMOMDKHUX pevyoBMH. 3MiHa napameTpie cneuudikauin Ta/abo
nakoHy y navui 3 (BpOBHMLTBO, AONYyCTUMMUX MEX ANSA JOMOMKHOI pe4OBUHU (BUIYYEHHS 3i
KapTOHYy nepBuHHE Ta cneumdikauii He3Ha4YHOro NokasHvKa (Hanpuknazg 3actapinoro
BTOPUHHE nokasHuka)) - BunyyeHHs nokasHvka sikocTi «bakrepianbHi
nakyBaHHS, BUMNYCK €HOOTOKCUHMWY 3i cneumdikaLii 4ONOMiIXHOT peqoBMHM HaTtpito
cepini; KOHTponb kanpunat; 3miHu | Tuny - 3MiHK 3 sKocTi. FOTOBMI NikapcbKuii
SIKOCTI) 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpPobyBaHHSA roTOBOrO fikapcbKoro 3acoby
(He3HayHa 3miHa y 3aTBepAXKEeHUX MeToaax BUNpobyBaHHS) -
3MiHM y MeToAi BUNpobyBaHHSA roTOBOrO fikapCbKoro 3acoby
3a NOKA3HMKOM AKOCTi «AKTMBATOpP NpekanikpeiHy»
10. | AlIbBYBEH PO34uH Anst iHdYy3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/15875/01/02
20 % no 50 mn, 100 "BIOPAPMA MNA3SMA", 3MiHu 3 sKkocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb peuenmom
My donakoHi; no 1 MJTIASMA" YkpaiHa [OMOMDKHUX pevyoBMH. 3MiHa napameTpiB cneuudikadin Ta/abo
dnakoHy y nauui 3 (BpOBHMLTBO, OONYyCTUMMUX MEX ANS JOMNOMKHOI pe4OBUHU (BUIYYEHHS 3i
KapTOHy nepBuHHe Ta cneuudikauii He3Ha4YHOro NokasHwKa (Hanpuknazg 3acrapinoro
BTOPUHHE nokasHuka)) - BunyyeHHs nokasHvika sikocTi «bakrepianbHi
nakyBaHHs1, BUNYCK EeHOOTOKCUHMWY 3i crneumadikaLii JONOMDKHOT pevyoBuHM HaTpito
cepii; KOHTpOnb kanpunart; 3miHu | Tuny - 3MiHK 3 sikocTi. [0TOBMI NikapchKMii
SKOCTI) 3aci6. KoHTporb rotoBoro nikapcbkoro 3acody. 3miHa y
MeToAax BUNpobyBaHHS rOTOBOTO MikapCbKoro 3acoby
(HesHayHa 3miHa y 3aTBepAKEHUX MeToAax BUNPobyBaHHS) -
3MiHn y MeTodi BUNpobyBaHHS rOTOBOTO NikapCbKoro 3acoby
3a NOKa3HWKOM SIKOCTi «AKTMBATOP NpeKkanikpeiHy»
11. | AM-ANITEP Tabnetkn no 8 mr/10 | ToBapucTBO YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/17391/01/04
mr, no 10 TabneTok 3 obmMexeHow 3MiHu Wwoao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsay. peuenmom
y 6nicTepi; no 3 obMexeHow BignoBiganbHIiCTIO BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo CUCTEMY
Gnictepu y nayui 3 BignoBiganb HaykoBo- dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
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[IpooBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapToHY HiCTIO BMpOGHMYa chipma cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
Haykoso- "MIKPOXIM" BiANOBIAANbHOI 3a 34IVCHEHHA dhapMaKkoHarnsay; KOHTakTHOI
BMPOGHMYa ocobu 3 chapmakoHarnsgy 3asiBHUKa ANs 34iIMCHEHHS
bipma chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
"MIKPOXIM" YMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 34iNCHEHHS
hapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MiLLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKA, BiANoBiAansHOI 3a
capmakoHarnsag,.
Litoua pegakuisi: )Kyp6a Jlinis BonogmmupisHa. MNponoHoBaHa
pepakuia: €sctpaTtoBa IpyHa IropiBHa. 3mMiHa KOHTaKTHUX
[aHMX YNoBHOBaXeHOoi ocobu 3asiBHUKa, BiAnoBiganbHoi 3a
capmakoHarnsg. 3MiHa micLe3HaxomkeHHs macTep-tanina
cuctemu chapmakoHarnsgy. 3MiHa micus 34iMCHEHHS! OCHOBHOI
0isNbHOCTI 3 hapMakoHarnagy.
12. | AM-ANITEP Tabnetku no 4 mr/5 ToBapucTeo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MmiHK | Tuny - 3a UA/17391/01/01
mr, no 10 TabneTok 3 obmexeHo 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy. peuenmom
y 6nicTepi; no 3 obMexeHow BigNoBiganbHIiCTIO BBeneHHs abo 3MiHM 0 y3aranbHeHUX 4aHuX Npo cucTemy
6nictepn y nayui 3 Bignosiganb HaykoBo- thapMakoHarnagy (BBeaeHHs yaranbHeHUX 4aHux npo
KapToHy HICTIO BMpOBHMYa chipma cvctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
HaykoBo- "MIKPOXIM" BiAnNoBiganbHOI 3a 34iNCHEHHA hapMakoHarnaay; KOHTakTHOI
BMPOGHMYa ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
dipma apmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
"MIKPOXIM" yMNOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi macTep-anna cuctemn bapmakoHarnsagy).
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKaA, BiAnoBiganbHoi 3a
dapmakoHarnag,.
Hitouwa pepakuis: XKyp6a Jlinis BonogumupisHa. lNponoHoBaHa
pepakuis: €sctpaTtoBa IpuHa IropiBHa. 3MiHa KOHTaKTHUX
[OaHunx yrnoBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBiganbHoi 3a
dapmakoHarnsa. 3miHa micue3HaxogkXeHHs macTep-daina
cucTeMu chapmakoHarnsgy. 3miHa micus 34iNCHEHHs OCHOBHOT
isnbHOCTI 3 dhapmakoHarnsay.
13. | AM-ANITEP Tabnetkn no 4 mr/10 | ToBapucTBO YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3MmiHu | Tuny - 3a UA/17391/01/02
mr, no 10 TabneTok 3 obmexeHo 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenmom
y bnicTepi; no 3 obMexeHow BignoBiganbHiCcTIO BBeneHHs abo 3miHM [0 y3aranbHeEHVX AaHWUX Npo cucTemy
Gnictepu y nayui 3 BignoBigans HaykoBo- dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
KapTOHY HiCTIO BUpOGHMYa chipma cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
HaykoBo- "MIKPOXIM" BignoBiganbHOI 3a 34iNCHEHHS hapMakoHarnsay; KOHTaKTHOT
BMPOGHMYa ocobu 3 hapmakoHarnagy 3asiBHUKa ANS 34iINCHEHHS!
dipma bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
"MIKPOXIM"

yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHi MacTep-chaiina cuctemu bapmMakoHarnsay).
3MiHa ynoBHoBaxeHOi 0cobu 3asiBHUKA, BiANoBigansHoi 3a
dapmakoHarnag,.
[itoya pepakuis: XKyp6a Jlinis BonogumupisHa. MNMponoHoBaHa
pegakuisi: €scTtpaToBa IpyHa IropiBHa. 3miHa KOHTaKTHUX
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[aHMX YyNOBHOBaXeHOI 0cobu 3asBHMKA, BignoBiganbHol 3a
apmakoHarnsa. 3miHa micue3HaxogXeHHs macTep-daina
cuctemun chapmakoHarnsgy. 3MiHa micusa 34iiCHEHHSI OCHOBHOI
0isnbHOCTI 3 papMakoHarnagy.
14. | AM-ANITEP Tabnetku no 8 mr/5 ToeapucTtso YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/17391/01/03
mr, no 10 TabneTok 3 obmMexeHo 3MiHM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy. peuenmom
y 6nictepi; no 3 obmexeHoto BiAMOBIAAMNbLHICTIO BBeneHHs abo 3MiHu 4o y3aranbHeHVX AaHUX Npo cucTemy
6nictepu y nayui 3 Bignosigans HaykoBo- dapmakoHarnsgy (BBEAEHHS y3aranbHEeHUX AaHUX npo
KapToHY HiCTIO BMpOGHMYa chipma cvcTemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
HaykoBo- "MIKPOXIM" BignoBiganbHoI 3a 34iMCHEHHS dhapMakoHarnsay; KOHTaKTHOT
BMPOGHMYa ocobu 3 dhapmakoHarnsgy 3asiBHUKa AN 34IMCHEHHS
cipma tbapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa Big
"MIKPOXIM" YNOBHOBaXeHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
dapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
3MiHa ynoBHOBaeHoi ocobu 3asiBHUKa, BiANoBiaanbLHOI 3a
dapmakoHarnag,.
[itoua pegakuisi: XKyp6a Jlinis BonoammupisHa. MNponoHoBaHa
penakuis: €sctpaTtoBa IpuHa IropiBHa. 3MiHa KOHTAKTHUX
[aHMX YNOBHOBaXXEHOI 0cobM 3asiBHUKA, BiANOBiAanbHOI 3a
capmakoHarnsg. 3MiHa micLe3HaxomkeHHs macTep-canina
cuctemun chapmakoHarnsgy. 3MiHa micus 34iMCHEHHSI OCHOBHOI
AisnbHOCTi 3 dpapmakoHarmsay.
15. | AMIHOBEH PO34MH ANs iHdy3in dpeseHiyc HimeyumH ®peseHiyc Kabi ABCTpis BHECEHHS 3MiH 0 peecTpauinHuX maTtepianis: YTOYHEeHHs 3a UA/4585/01/01
IH®AHT 10 % no 100 mn a6o no Kabi a ABcTpist TM6X peecTpauinHoi npoueaypu B Hakasi MO3 Ykpainu Ne 1498 peuenmom
250 mn y donakoHax LonunaHg BiA 20.07.2021 - 3miHu | TUNY - AOMIHICTPATUBHI 3MiHW.
meX Buny4yeHHs1 BUpOGHMYOT AinbHUL (BKNHOYaOYM AinbHULI Ans

A®I, npomixXHOro MPOAYKTY abo roToBoro nikapcbKoro 3acoby,
[inNbHUL AN NPOBEAEHHS MaKyBaHHS, BUPOOHMKa,
BiANoOBiganbHOro 3a BUNYycK Cepin, Micue NpoBeaeHHs!
KOHTpOMIO cepii) abo nocTayanbHUKa BUXIGHOTO marepiany,
peareHTy abo [ONOMIXKHOT PEYOBUHY (SIKLLO 3a3Ha4YeHO y
[ocbe) - BunyyeHHst BUpobHuyoi ginbHuui ®apma 3enn Mpisat
TimiTen, IHaia ansa giroyoi pevyoBmHY N-aueTun- L-TMpo3uH.
3MiHn | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUpobHuyoi
AinbHWUI (BKNoYatoun ginbHuLi anst APl npomixxHoro
npoAaykTy abo roToBOro nikapcbkoro 3acoby, AinbHuLi Ans
npoBefeHHs NaKyBaHHs!, BUPOOHYKa, BiAnosigansHoro 3a
BUWMYCK Cepili, MicLie NPOBEAEHHS KOHTPOTtO cepii) abo
nocrayanbHuka BUXiZHOrO MaTepiany, peareHTy abo
[OOMOMIXKHOI peqoBUHU (SKLLO 3a3Hay4eHo y [OCkE) - BunyyeHHs
BUPOGHMYOT AinbHUUi Shanghai Kyowa Amino Acid Co. Ltd.
Ons Jitoyoi pevyoBuHU beHinanaxid. 3minu | Tuny -
ALMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUPOGHWYOT AinbHULI
(Bkntovatoum ainbHuui ans A®l, npomMixxHoro npoaykty abo
roTOBOrO fikapCbKoro 3acoby, AinbHWL AN NpoBeAeHHs!
nakyBaHHsi, BAPOOHMKA, BiANOBiAanNbHOro 3a BUMYCK Cepil,
MicLie NpoBeAeHHs KOHTPOMHo cepii) abo nocTavanbHUKa
BMXigHOro MaTtepiany, peareHTy abo JONOMiXHOI pe4oBUHU
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(SIKLLO 3a3HAYEHO Y A0CbE) - BunyyeHHs BUPOBHMYOT AinbHUL
Kyowa Hakko Bio Co. Ltd., ons gito4oi pe4oBuHM NPOrsiiH.
3MiHu | TMNy - AgMiHiCTPaTMBHI 3MiHW. BunyyeHHs BUPOGHUYOT
AOinbHUUI (BKMoYatoun ginbHuui ans A®Il, npomixHoro
npoaykty abo roToBoro nikapcbkoro 3acoby, AinbHuLUi Ans
npoBefeHHs NakyBaHHs!, BUPOOHYKa, BignosigansHoro 3a
BUNYCK Cepili, MicLie NpoBeAeHHS KOHTPOrO cepii) abo
nocTayanbHuka BUXiAHOro maTepiany, peareHty abo
[OMOMDKHOT PEYOBUHM (SIKLLO 3a3HAYeHO Y AOCbE) - BunyyeHHs
BUPOGHMYOI ainbHMui Evonik Rexim S.A.S ans gitoyoi
peyoBuHM TpunTodaH. 3MiHn | Tuny - 3MiHK 3 SKOCTi.
CepTudikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. NMoaaHHs HoBoro abo
OHOBJIEHOro cepTudikarta BiaAnoBigHOCTIi ab0 BUITyYEHHSI
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei: ons
A®I; ona BuxigHoro matepiany/peareHTy/npoMiKHOIo
NpoAyKTy, L0 BUKOPUCTOBYIOTLCSH Yy BUPOOHMLTBI ADI; Ans
[OMOMIDKHOI pe4oBUHM (CepTudikaT BiANOBIAHOCTI
€BponeWcbkin dapmakonei) - OHOBNEHU cepTudgikar Big yxe
3aTBEPAKEHOro BUPOOHUKA - [ogaHHA OHOBMEHOro
cepTuddikaTta BignoBigHoCTi €Bponeinchkin hapmakonei Ne R1-
CEP 1996-002-Rev 05 (3atBepmkeHo: R1-CEP 1996-002-Rev
04) ansa gitoyoi pevosuHn Acetylcysteine (N —auetun L-
uncTeiH) Big BXe 3aTBepaxeHoro BupobHuka Moehs Catalana
S.L. 3MinHun | Tuny - 3miHn 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BignoBigHoCTi €Bponencokin dapmakonei: ans APl ans
BUXigHOro MaTtepiany/peareHTy/NPOMIXKHOTO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BigNoBIiAHOCTI €BpONEChHKin
dapmakonei) - OHoBNeHW cepTudikaT Bif yxe
3aTBepOKeHoro BUpobHUKa - MogaHHsA OHOBMNEHOTO
cepTtudikaTa BignosigHoCTi €Bponevickkin dapmakonei Ne R1-
CEP 2004-086-Rev 05 (R1-CEP 2004-086-Rev 04) ans gitoyoi
peyoBMHM AnaHiH Bi BXe 3aTBEpAXEHOro BUpobHUKa
EVONIK REXIM (NANNING) PHARMACEUTICAL CO., LTD.
3miHu | Trny - 3miHm 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudpikaT BignoBiaHOCTI EBponenchbkil
cbapmakonei/moHorpadii. MogaHHA HOBOro abo OHOBMEHOTO
cepTtudikaTa BignosigHocTi abo BUnyyYeHHs ceptudikaTta
BigNoBigHOCTI €Bponeiceki papmakonei: anst AdDI; ans
BUXiAHOro Martepiany/peareHTy/MPOMIXXHOIO NPOAYKTY, LU0
BVKOPUCTOBYIOTbCH Y BUpobHUUTBI A®I; Ans AonomikHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €EBponeichkil
dapmakonei) - OHoBNeHWI cepTudikaT Bif yxe
3aTBepakeHoro BUpo6HuKa - MogaHHA OHOBMEHOTO
cepTudpikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-




8

[IpooBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

CEP 2007-351-Rev 00 (3atBepmkeHo: RO-CEP 2007-351-Rev
03) ons gitoyoi pevoBuHM AnaHiH Bif BXXe 3aTBEPAXEHOro
BupobHuka SHANGHAI KYOWA AMINO ACID CO., LTD.,

Kutan. 3miHn | Tvny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €EBponenchbkin
capmakonei/moHorpadii. MogaHHA HOBOro abo OHOBNEHOTO
cepTudgikaTa BignoBigHoCcTi abo BUny4eHHs cepTtudikara
Bi4noBigHoCTi €Bponencokin dapmakonei: ana A®l; ans
BUXiAHOro Martepiany/peareHTy/NPOMiXXHOrO NPOAYKTY, LU0
BUKOPUCTOBYHOTLCS Y BUPOBHMUTBI APl; Ana AonomibkHOT
peyoBuHM (cepTudikat BigNoBIiAHOCTI €BpONENCHKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBepOKeHoro BUpo6HuKa - MogaHHsA OHOBMEHOro
cepTtudpikaTa BignosigHocTi €Bponevickbkin hapmakonei Ne R1-

CEP 1998-107-Rev 04 (3atBepmkeHo: R1-CEP 1998-107-Rev

03) gnsa gitoyoi pevoBuHM MNCTUAMH Big BXXe 3aTBEPOYKEHOTO
BMPOBHMKa, KU 3MiHVB Ha3BY (3aTBepxeHo: Ajinomoto
North America Inc.; 3anponoHoBaHo: Ajinomoto Health and
Nutrition North America, Inc.), agpeca BupobH1uTBa
3anuiaeTbes He3MIHHOW. BBeaeHHs nepiogy NOBTOPHOMO
BUNpoOyBaHHS 48 micsauiB. 3MiHK | TMRy - 3MiHM 3 SKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€sponewicbkin bapmakonei/moHorpadii. NMogaHHA Hooro abo
OHOBIEHOro cepTudikata BignosigHocTi abo BUNYYEHHS
cepTudcikaTa BignosigHocTi €Bponeiickkint hapmakonei: ons
A®I; onsa BMxigHOro martepiany/peareHTy/npoMiKHOTO
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUpOOHULTBI ADI; Ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkini hapmakonei) - OHoBNeHWn cepTudikar Bif yxe
3aTBepOKeHoro BUpobHuka- MogaHHs OHOBMNEHOro
cepTudikaTa BignosigHocTi €Bponeiickkinn dapmakonei Ne R1-

CEP 2008-099-Rev 03 (3atBepmxeHo: R1-CEP 2008-099-Rev
02) ansa gitovoi peyvoByHM MMiLKMH Big BXe 3aTBEpOKEHOro

Bupo6Hmka EVONIK REXIM (NANNING) PHARMACEUTICAL

CO., LTD. 3minn | Tuny - 3miHn 3 akocti. CepTudikar
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUnyyYeHHs ceptudikaTta
BigNoBigHOCTI €Bponenchkin dhapmakonei: ana A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NPOMiXXHOro NPOAYKTY, LU0
BVKOPVCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonomikHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponechKin
dapmackonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBepOkeHoro BUpo6HUWKa - MogaHHA OHOBMEHOTO
cepTtudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-

CEP 2012-052-Rev 00 (3aTtBepmxeHo: RO-CEP 2012-052-Rev
01) gnsa gitoyoi pevoBuHM JleruuH Big BXe 3aTBepaKEHOro

BMpo6HMKa Shanghai Ajinomoto Amino Acid Co. Ltd. 3miHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
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cepTudikaT BiaNoBIAHOCTI €BpONENChKin
apmakonei/MoHorpadii. MogaHHs HoBOro abo OHOBNEHOro
cepTudgikaTa BignoBigHoCcTi abo BUny4eHHs cepTtudikara
BigNoBigHOCTI €Bponeichkin thapmakonei: ana A®l; ans
BUXiQHOro martepiany/peareHTy/NPOMiKHOro NPoaykKTy, Lo
BUKOPUCTOBYHOTLCS Yy BUPOBHMUTBI APl; Ana ONOMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
dapmakonei) - OHoBReHWn cepTudikat Bif yxe
3aTBepOkeHoro BUpo6HuKa - MogaHHA OHOBMEHOro
cepTuddikaTta BignoBigHoCTIi €Bponencbkin hapmakonei Ne R1-
CEP 2010-155-Rev 01 (3atBepmxeHo: Ne R1-CEP 2010-155-
Rev 00) gns gitoyoi pevoBuHm JlisvH (y BUrnsgi nisuHy
aueTary) Big Bxe 3ateepaeHoro BupobHuka EVONIK REXIM
S.A.S. 3minu | Tuny - 3miHn 3 gkocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €Bponenchkin
capmakonei/moHorpadii. MogaHHsA HoBOro abo OHOBEHOTO
cepTtudikaTa BignosigHocTi abo BUny4YeHHs ceptudikaTta
BignoBigHoCTI €Bponeichkin hapmakonei: ans Adl; ans
BUXigHOro MaTtepiany/peareHTy/NPOMIXKHOTO NPOAYKTY, L0
BMKOPUCTOBYIOTbCA Y BUpoBHUUTBI ADI; Ans 4ONOMDKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponeiichbKii
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpAKEHOro BUPOOHUKA - [NogaHHA OHOBMEHOro
cepTuddikaTta BignosigHoCTi €Bponeinchkin hapmakonei Ne R1-
CEP 2010-155-Rev 00 (3atBepaxeHo: Ne RO-CEP 2010-155-
Rev 00) ans gitoyoi pevosuHu JlisvH (y BUrnaai nisuHy
aueTarty) Big BXe 3aTBepaxeHoro BupobHuka EVONIK REXIM
S.A.S. 3miHu | Tuny - 3minHm 3 sikocTi. CepTudikat
BignosigHocTi/[E-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
Bi4noBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BUXiQHOro MaTtepiany/peareHTy/NPOMIXKHOTO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpONEChKin
dapmakonei) - OHoBNeHWn cepTudikaT Bif yxe
3aTBepOKeHOro BUpo6HUKa - MogaHHsA OHOBMEHOTO
cepTudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne RO-
CEP 2014-063-Rev 01 (3atBepmkeHo: RO-CEP 2014-063-Rev
00) ans gitovoi peyvoBuHY JlisvH (y BUrNsgi nisvHy aueTary) Big
BXe 3aTBepKeHOro BUpPObHUKa, Sk Hacnigok 3MiHa Ha3Bu
BMpOGHWKa (3aTBepmkeHo: Ajinomoto North America Inc.;
3anpornoHoBaHo: Ajinomoto Health and Nutrition North
America, Inc.), agpeca BUpobHULITBa 3anvLLaeTbCst
He3MiHHOW. BBefeHHs nepiogy NOBTOPHOro BUNpobyBaHHs 48
Micauis. 3miHu | Tuny - 3miHm 3 sikocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €Bponenchkin
capmakonei/moHorpadii. MogaHHA HOBOro abo OHOBMEHOTO
cepTtudikaTa BignosigHocTi abo BUINyYeHHs cepTudikaTta
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BignoBigHOCTI €Bponeichkin dhapmakonei: ana Adl; ans
BUXiAHOro mMartepiany/peareHTy/NPOMIXXHOro NPoAyKTY, LU0
BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBepOKeHoro BUpo6HuKa - MogaHHA OHOBMEHOTo
cepTuddikaTta BignoBigHoCTIi €Bponeinchkin dhapmakonei Ne R1-
CEP 2005-190-Rev 03 (3atBepmxeHo: R1-CEP 2005-190-Rev
02) gns gitoyoi pevyoBMHM MeTiOHIH Big BXXe 3aTBEPOYKEHOTO
Bupo6Hmka EVONIK REXIM (NANNING) PHARMACEUTICAL
CO., LTD. 3minn | Tuny - 3miHn 3 akocti. Ceptudikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €BponenchKin
capmakonei/MmoHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo Buny4YeHHs ceptudikaTta
BignoBigHoCTi €Bponeichkin hapmakonei: ans Adl; ans
BUXigHOro MaTtepiany/peareHTy/NPOMIXXHOTO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUpobHUUTBI A®I; Ans 4onoMikHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponeiichbKin
dapmakonei) - OHoBneHun ceptudikar Big yxe
3aTBEPAKEHOro BUPOOHUKA - [ogaHHA OHOBMEHOro
cepTuddikaTta BignoBigHoCTi €Bponenchbkin hapmakonei Ne R1-
CEP 1999-136-Rev 06 (3atBepmkeHo: R1-CEP 1999-136-Rev
05) ons gitoyoi pevyoBMHYM MeTiOHIH Big BXXe 3aTBEpPOKEHOrO
BUpo6Huka SEKISUI MEDICAL CO., LTD. 3minn | Tuny -
3MiHu 3 akocTi. CepTudikaT BignosiaHocTi/l'E-cepTudikat
BiANoOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBnEHOro cepTudikarta BiANOBIAHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI €Bponeinchkii
dapmakonei: gna ADI; onsa BUxigHoro
maTepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI API; anst fonoMixxHOT
peyoBuHM (cepTudikat BigNoBIiAHOCTI €BpONEChHKin
dapmakonei) - OHoBMNeHu cepTudikaT Bif yxe
3aTBepOKeHOro BUpo6HUKa - MogaHHsA OHOBMNEHOroO
cepTtudpikaTa BignosigHoCTi €Bponevickkin dapmakonei Ne RO-
CEP 2013-211-Rev 01 (3atBepmxeHo: RO-CEP 2013-211-Rev
00) ans gitoyoi pevoBuHN CepuH Bif BXXe 3aTBEPOXKEHOIO
BMPOBHVKa, SKUI 3MIHMB Ha3BY (3anponoHoBaHo: Ajinomoto
Health and Nutrition North America, Inc.), agpeca
BMPOGHMLTBA 3anuaeTbecs He3MiHHOW. BBeaeHHs nepioay
NOBTOPHOro BUNpobyBaHHs 48 micauiB. 3miHu | Tuny - 3miHn 3
skocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BignoBigHocTi €Bponeichkiii hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMEHOTo cepTudikaTa BiANoBIAHOCTI
abo Buny4veHHs ceptucpikata BianoBiAHOCTI €BpONEnchbKin
dapmakonei: gna AdDl; ons BUXigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHUUTBI APIl; ans oonomMikHOT
peyoBUHYM (cepTudikaT BigNoBIAHOCTI €Bponeinchkil
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capmakonei) - OHoBneHun cepTudikar Big yxe

3aTBepAKeHoro BUpobHuka - MNoaaHHs OHOBMEHOro
cepTuddikaTta BignoBigHOCTi €Bponencokin hapmakonei Ne R1-
CEP 2013-211-Rev 00 (3atBepmkeHo: RO-CEP 2013-211-Rev
01) ansa aitoyoi pevoBnHN CepuH Bif BXe 3aTBEPAXEHOrO
BUPOGHMKA. 3MiHu | TUny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €Bponenchkin
apmakonei/MoHorpadii. MogaHHs HoBOro abo OHOBNEHOro
cepTudgikaTa BignoBigHocTi abo BUny4eHHs cepTudikara
BignoBigHOCTI €Bponeinchkin thapmakonei: ana A®l; ans
BMXiAHOro mMartepiany/peareHTy/MPOMIKHOIO NPOAyKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOBHMUTBI APIl; Ana gonomipkHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechbKin
dapmakonei) - OHoBneHWNn cepTudikaT Bif yxe
3aTBepOKeHoro BUpo6HUKa - MogaHHA OHOBMNEHOro
cepTuddikaTta BignoBigHoCTi €Bponeinchkin hapmakonei Ne R1-
CEP 1998-137-Rev 04 (3aTtBepmxeHo: R1-CEP 1998-137-Rev
03) gns gitoyoi pevoBuHM TpunTodbaH Big BXXe 3aTBEPOYKEHOTO
BMPOBHMKa, sIK HAcMigoK 3MiHa Ha3BM BUPOOHUKa
(3aTBepmkeHo: Ajinomoto North America Inc.; 3anponoHoBaHo:
Ajinomoto Health and Nutrition North America, Inc.), agpeca
BMPOGHMLTBA 3anULIAETLCA HE3MIHHOM.

BeeaeHHs nepiogy noBTopHOro BunpobyBaHHs 48 micsuis.
3miHu | Tuny - 3minm 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBponenchbKil
capmaxkonei/moHorpadii. NMogaHHA HOBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BignoBigHoCTI €Bponeickkin chapmakonei: ans Adl; ans
BUXiAHOro Martepiany/peareHTy/MPOMIKHOrO NPoAyKTY, LU0
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BignoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBNeHWn cepTudikaT Bif yxe
3aTBepOKeHoro BUpo6HuKa - MogaHHsA OHOBMEHOTO
cepTudikaTa BignosigHocTi €Bponeiickkinn dapmakonei Ne R1-
CEP 1998-106-Rev 06 (3atBepmxeHo: R1-CEP 1998-106-Rev

05) gns gitoyoi pevyoBuHM BaniH Big Bxe 3aTBEpKEHOro
BMPOBGHMKa, sIK HAcMigoK 3MiHa Ha3BM BUPOOHUKa
(3aTBepmkeHo: Ajinomoto North America Inc; 3anponoHoBaHo:
Ajinomoto Health and Nutrition North America, Inc.), agpeca
BMPOGHMLTBA 3anuaeTbecs He3MiHHOW. BBeaeHHs nepioay
NOBTOPHOro BUNpobyBaHHs 48 micaui. 3miHuv | Tuny - 3miHn 3
skocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BignoBigHocTi €Bponeichkiii hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHoBrnEHoro ceptudikarta BiANOBIAHOCTI
abo Buny4veHHs ceptucpikata BianoBiAHOCTI €BpONEnchbKin
dapmakonei: gna APl; ons BUXigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHUUTBI API; Ans JonoMikHOT

peyoBUHYM (cepTudikaT BigNoBIAHOCTI €Bponeinchkil
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capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBepAKeHoro BUpobHuka - MNoaaHHs OHOBMEHOro
cepTuddikaTta BignoBigHoCTi €Bponeinchkin dhapmakonei Ne R1-
CEP 2008-128-Rev 02 (3atBepmkeHo: R1-CEP 2008-128-Rev
01) ans gitoyoi pevyoBuHM BaniH Big BXxe 3aTBEpaKEHOro
Bupo6Hmka EVONIK REXIM NANNING PHARMACEUTICAL
CO., LTD. 3miHu | Tuny - 3miHu 3 sikocTi. CepTrdpikaT
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €EBponenchbkin
capmakonei/moHorpadii. MogaHHA HoBOro abo OHOBNEHOTO
cepTudgikaTa BignoBigHoCTi abo BUy4eHHs cepTudikarta
Bi4noBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BUXigHOro MaTtepiany/peareHTy/NPOMIXXHOTO NPOAYKTY, L0
BUKOPMUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMikHOT
peyoBuHM (cepTudikat BigNoBIigHOCTI €BPONENChKil
capmakonei) - HoBuin cepTudikaT Ha HecTepunbHuin AP,
AKkuiA Byae BUKOPUCTOBYBAaTUCS AN BUPOOHMLTBA
CTEpUIbHOTO NikapcbKoro 3acoby, SKLO Boda
BMKOPWCTOBYETLCS Ha OCTaHHIX eTanax CMHTe3y Ta Matepian
He BiNbHUI Big 6akTepianbHUX eHOOTOKCUHIB - [NogaHHs
HOBOro cepTudikaTa BignoBiAHOCTI EBponevichbkin dapmakonei
Ne RO-CEP 2013-179-Rev 00 ans gitoyoi pevoBuHm MilmnH Big
HoBoro Bnpo6bHuka AMINO GMBH, HimeuyunHa. 3MiHu | Tuny -
3MiHn 3 axkocTi. CepTudikaT BignosiaHocTi/l E-cepTudikat
BignoBigHoCTI €Bponeiickkin hapmakonei/MmoHorpadii.
MogaHHsa HoBoro abo oHoBnEHoOro cepTudikaTta BiANOBIQHOCTI
abo Buny4YeHHs cepTudikaTta BignoBiAHOCTI €Bponencekii
dapmakonei: gna APl; ons BUXigHOro
maTepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, L0
BMKOPVCTOBYIOTbCH Y BUpobHuUTBI A®I; ANns AONOMiIXHOI
peyoBUHYM (cepTudikaT BignoBigHOCTI €Bponeinchkii
dapmakonei) - HoBuii ceptudikaT Ha HecTepunbHuin AdI,
AKkuiA Byae BUKOPUCTOBYBATUCS AN BUPOOHMLTBA
CTEPUIBHOrO Nikapcbkoro 3acoby, sKLWo Boaa
BUKOPWCTOBYETLCS HA OCTaHHIX eTanax CuHTe3y Ta Matepian
He BiNbHWI Big 6GakTepianbHUX eHOOTOKCUHIB - [ogaHHs
HOBOro cepTudikaTa BignoBiAHOCTI EBponelchbkin apmakonei
Ne RO-CEP 2015-005-Rev 01 ans gitoyoi pe4oBuHN MeTioHiH
Big HOBOro Bupo6Hnka AMINO GMBH, HimeuunHa. 3MmiHu |
TMny - 3MiHK 3 akocTi. ADI. CtabinbHicTb. 3MiHa nepiogy
NOBTOPHUX BUNpobyBaHb/nepioay 36epiraHHst abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpPKEHOMY OChE
cepTudikaTa BignoBigHoCTi €Bponeiichbkin dapmakonei, Lwo
BKItOYa€E nepiof NOBTOPHOro BUNpobyBaHHs1) (nepiog
noBTOpHOro BUnNpobyBaHHsa/nepion 36epiraHHs) - 36inbLUeHHS
abo BBefieHHS nepiofy NOBTOPHOroO BMNpobyBaHHsA/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB A4OCNiAXeHb Yy peanbHOMYy
yaci -
BBeneHHs nepiogy noBTopHoro BunpobyBaHHs 48 micauis ans
aitoyoi peqoBuHM MiynH BUpobHuka Amino GmbH Ha ocHoBi
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pe3ynbTartiB AochigKeHb Y peanbHoMy vaci. 3miHum | Tuny -
3MiHu 3 sikocTi. APl. BUpoBbHMUTBO (iHLWi 3MiHK) - OHOBMNEHHSI
Bepcii ASMF ans gitoyoi pevoBuHn TaypuH BUpoGHMLTBa
Sekisui Medical Co., Ltd (3aTBepaxeHo: Taypun-11/AP/
1501/04-01-2015; 3anponoHoBaHo: TaypuH-II/AP/ 1501/ Rev
02/kBiTeHb 2017 ).
16. | AHTUKATAPA MOPOLLOK ANs CninbHe YkpaiHa JTABOPATOPIOC Icnanis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/7810/01/01
n oparnbHOro Po3ynHy; YKpaiHCbKO- ANKAJTA ®APMA, 3MiHn 3 axocTi. CepTudikat BignosigHocTi/lE-cepTudikat peuenma
no 10 nakeTwukiB 3 icnaHcbke C.J. BignoBigHOCTI €Bponeiickkin hapmakonei/MoHorpadii.
NOPOLLUKOM Yy nayui 3 nignpuemMcTs MogaHHA HoBoro abo oHoBMeHoro cepTudikara BignoBiAHOCTI
KapTOHY o "Cnepko abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €BponemnchKii
YkpaiHa" dapmakonei: gna ADl; ons BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponeichbKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpAKEHOro BUPOBHMKa - MOAaHHSA OHOBMEHOMO
cepTuddikata €sponencobkinn papmakonei Ne R1-CEP 2008-154
- Rev 02 (3atBepmxeHo: R1-CEP 2008-154 - Rev 01) ans A®I
XnopdeHamiHy maneaty Bif 3aTBEpKEHOro BUPOOHMKa
«SUPRIYA LIFESCIENCE LTD.», IHgis
17. | APMAOUH® TabneTkn, BKpUTI ToBapucTtBo YkpaiHa ToBapwucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3miHu | Tuny - 3a UA/12306/02/01
obornoHkoto, no 125 3 obmexeHo 3MiHn wopo 6esnekn/edekTMBHOCTI Ta bapMakoHarnsaay. peuenmom
mr, no 30 TabneTok obMexeHow BignoBiganbHIiCTHO BBeneHHs abo 3miHM [0 y3aranbHeEHVX AaHWUX Npo cucTemy
y 6aHuj; no 1 6aHui Bignosigans HaykoBo- dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHuX Npo
B Nayi 3 KApTOHYy; HICTIO BMpOoBHMYa cipma cvcTemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
no 10 TabneTok y HaykoBo- "MIKPOXIM" BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
6nictepi; no 3 BMPOGHMYa ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
6nictepu y navui 3 dipma dapmakoHarnagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
KapTOHY "MIKPOXIM" yMNOBHOBaXeHOi 0cobu, BiAnoBiAanbHOI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKIoYarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLieHHi MacTep-anna cuctemn bapmakoHarnsagy).
3MiHa ynoBHoBaxeHOi ocobu 3asiBHUKaA, BiANoBiganbHoi 3a
dapmakoHarnag,.
Litouwa pepakuis: XKyp6a Jlinis BonogumupisHa. lNponoHoBaHa
pepakuis: €sctpaToBa IpuHa IropiBHa. 3MiHa KOHTaKTHKX
[OaHunx yrnoBHOBaXeHOi 0cobu 3asiBHMKA, BiAnoBiganbHoi 3a
bapmakoHarnsg. 3miHa micLe3HaxomKeHHs macTep-ganna
cucTeMu chapmakoHarnsgy. 3miHa micus 34iNCHEHHs OCHOBHOT
isnbHOCTi 3 dhapmakoHarmsay.
18. | ACMAHEKC® NMOPOLLOK ANA OpraHoH LLisenuapi MC[ IHTepHeLuHn CiHranyp/ BHECEHHS 3MiH [0 peecTpaLiiHuX MmaTepianis: 3miHu Il Tuny - 3a UA/9255/01/01
iHransuin, CeHTpan lct a 'vm6X (cpinis Benbris 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dpapMakoHarnsay. peuenmom
nosoBaHui, 200 oX Cinranyp), BHeceHHs1 abo 3miHa(n) [o 3060B'A3aHb Ta yMOB BUAAdYi
mkr/go3y; no 30 gos CiHranyp peecTpaLinHOro NocBia4YeHHs, BKIoYaym NnaH ynpaeniHHS
abo no 60 o3 B (BpoBHUK in bulk, pu3nkamm (3aCToCcyBaHHs 3MiH(U), siki(a) BUMaratoTb(€)
iHransaTopi nepBUHHE noAanbLworo obrpyHTyBaHHS HOBUMM JOAATKOBUM AaHVUMU,
TeucTxennep®, nakyBaHHs); LLIO MalOTb HAZABaTUCA KOMNETEHTHUM OPraHOM, OCKISTbKM
ynakoBaHoMy B LepiHr-Mnay BMMaraeTbCs CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
antoMiHieBy dornbry; Jlabo H.B,, 3asBHMKOM HagaHo oHoBNeHWN NnaH ynpaBniHHS pu3vkamu
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no 1 ynakosaHomy Benbris (koHTpOsb Bepcis 4.0. 3MiHM BHeceHo Jo YacTuH:| «3aranbHa
iHransTopy B AKOCTi, BTOPUHHE iHdbopmauisy», || «Cneumndikauis 3 6e3neku» (mogyni ClI
KapTOHHiIN kopooLi nakyBaHHs, BUMYCK «Ekcnosuuis naudieHTiB, 3any4eHux 4o KniHiYHuX
cepii) BUNpobyBaHb», CIV «[Monynsauii, siki He BUBYanuchb nig 4ac
KMiHiYHMX BUNpobyBaHb», CV «[licnsipeecTpauinHuin
poceig»,CVIl «lgeHTudikoBaHi Ta NnoTeHLiHi puaunkmy, CVIII
«Pestome npobnem 6e3snekn»), IV «MnaxHu wopo
nicnspeecTpauinHux gocnigxkeHb edpekTneHocTi», V «3axoamn 3
MiHimi3auii pusukiey», VI «Pestome nnaHy ynpaeniHHA
pusukaMmny y 3B’s13Ky 3 BuAarneHHsmM nutaHb 3 6e3neku Ha
nigctasi Bumor GVP Moaynb V Rev 2.
19. | ACMAHEKC® NMOPOLLOK Anst OpraHoH LLsenuapi MC[ IHTepHeLHn Cinranyp/ BHECEeHHs1 3MiH 40 peecTpauiiHux matepianis: 3MiHu Il Tuny - 3a UA/9255/01/02
iHransauin, CeHTtpan lct a 'M6X (binis Benbris 3MiHuM Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. peuenmom
Ao3osaHwui, 400 mM6X CiHranyp), BHeceHHs abo 3miHa(1) Ao 3000B'A3aHb Ta yMOB Buaadi
MKr/go3y; no 30 gos CiHranyp peecTpaLiiHOro NOCBIAYEHHS, BKoYatoum MnaH ynpaeniHHA
abo no 60 go3 B (BUPOGHUK in bulk, pusnkamm (3actocyBaHHs 3MiH(K), siki(a) BUMararoTb(€)
iHransiTopi nepBUHHE noAaanbLIoro obrpyHTyBaHHs HOBUMMW JOAATKOBUM AAHVMM,
Teuctxennep®, nakyBaHHs1); LLIO MalTb Ha4aBaTUCS KOMMETEHTHUM OPraHoM, OCKiNbKu
yrnakoBaHOMYy B LepiHr-MNMnay BMMaraeTbCsi CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm)
antoMiHieBy dornbry; JNla6o H.B., 3asABHMKOM HagaHo oHoBneHun NnaH ynpaeniHHA pu3nkamm
no 1 ynakosaHomy Benbrist (koHTpOsb Bepcis 4.0. 3MiHM BHeceHo Jo YacTuH:| «3aranbHa
iHransaTopy B SIKOCTi, BTOPUHHE iHdbopmalisi», Il «Cneundikauis 3 6eanekm» (mogyni CllII
KapTOHHiIN kopobui nakyBaHHs1, BUMYCK «Ekcnosuuis naujienTis, 3any4eHnx Ao KiHiYHNX
cepii) BunpobyBaHby», CIV «[lMonynsuii, siki He BUBYanuck nig vyac
KNiHiYHMX BUNpobyBaHby», CV «[icnspeecTpauiiHui
pocein»,CVIl «lgeHTudikoBaHi Ta NoTeHUiHI pusukny, CVIII
«Pestome npobnem 6e3nekny), IV «MnaHu woano
nicnsipeecTpauinHux gocnigkeHb edpekTnBHOCTI», V «3axoam 3
MiHimi3auii pusukiBy, VI «Pe3tome nnaHy ynpasniHHS
pusukamMmy y 3B’si3Ky 3 BUAANeHHsIM nuTaHb 3 6e3neku Ha
nigctasi Bumor GVP Mogynb V Rev 2.
20. | ALEKOP TabneTtku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/9628/01/01
KAPLOIO KMLLKOBOPO34MHHi no | «MIKPOXIM «MIKPOXIM» 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenma

100 wr, no 50 a6bo
no 100 TabneTok y
6aHui; no 1 6aHuUi B
nayui 3 KapToHy; No
10 TabneTok y
6nicTtepi; no 5
GnicTepiB y nayui 3
KapToHy; no 25
TabneTok y 6nictepi;
no 4 6nictepu y
navuji 3 KapToHy

»

BBeneHHs abo 3miHM [0 y3aranbHEHWX AaHUX Npo CUCTEMY
dapmakoHarnagy (BBeOeHHS y3aranbHEeHUX aHUX Npo
cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 chapMakoHarnsay 3asiBHUKa Anst 30iNCHEHHSI
bapmakoHarnsgy B YKpaiHi, skwo BoHa BigMiHHa Big
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLleHHI MacTep-gaina cuctemu papmakoHarnagy) -
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKaA, BiAnoBiganbHoi 3a
dapmakoHarnsg. [Hitoua pegakuis: Xyp6a INinis
BonoanmupisHa.

MponoHoBaHa pepakuis: €BcTpaToBa IpuHa IropiBHa. 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu 3asiBHMKA,
BiANOBiganbHOI 3a hapmakoHarnsg. 3mMiHa MicLle3Haxo4KeHHS!
macTtep-darina cuctemu dpapmakoHarnagy. 3MiHa micus
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30iMCHEHHA OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy
21. | ALUETUNCANILU | Ttabnetkn no 500 wmr, MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTtepianis: 3miHu | Tuny - bes UA/7529/01/01
UINOBA no 10 Tabnetok y "Manuudap "Tanuugapm", 3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y peuenma
KUCINOTA ctpunax; no 10 m" YKkpaiHa; BMPOOHMUTBI. 3MiHM BUNpobyBaHb abo [oNyCTUMUX MEX,
TabneTok y MAT BCTAHOBMEHWX y cneumdikauisx, nig yac BMpobHMLTBa
6nictepax; no 10 "KniBmegnpenapa roTOBOro NikapcbKoro 3acoby (BUnyYeHHs HECYTTEBOIO
TabneTok y 6nicTepi; T", YKpaiHa BMNPOBOYBaHHS B NPOLECi BUPOOHULITBA) - BUINYYEHHS
no 2 bnictepu B nokasHuka «Aepocun» 3 KOHTPOSO MPOMIKHOIO NPOAyKTY
naJuj
22. | BEKITO®OPT™ | aeposonb Ans nakcoCmit Benuka nakco Bennkom PpaHuis BHECEHHS 3MiH A0 peecTpauiiHix matepianis: 3miHu |l Tuny - 3a UA/1203/01/01
EBOXAJIIEP™ iHransauin, KnanH BpuTaHis MpopakiwH 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy. peuenmom
[osoBaHuin, 250 Ekcnopt 3MiHM Y KOPOTKil XapaKTepucTULi Nikapcbkoro 3acoby, TEKCTi
MKr/go3y; 1 6anoH 3 TNimiteq MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOrO 3aCTOCYBaHHS Y
[03YI04MM 3B’A3KY i3 HOBMMMW AaHUMW 3 AKOCTi, AOKMIHIYHUMU, KMiHIYHUMUK
knanaHom Ha 200 OaHMMK Ta gaHuMm 3 chapmMakoHarnsgy - 3MiHM BHECEHO B
403 y Kopobui 3 IHCTPYKUIil0 ANst MEAUYHOrO 3acTOCyBaHHSA A0 po3Ainy "Ymosu
KapToHy 36epiraHHa" 3 BiANOBIAHVMM 3MIHAMW Y TEKCTi MapKyBaHHS!
BTOPWHHOI YMaKoBKM MNikapCcbkoro 3acoby (BHeCeHO
iHcpopmauito: "BanoH nepebysae nig TMckoM. He HarpiBaTtu
BuLe 50 °C"), a Takox pegaroBaHoO TEKCT y po3dinax
iHCTpyKUiT "B3aemogis 3 iHWKMKM nikapcbkummn 3acobamm Ta
iHWi Buam B3aemogin", "OcobnmeocTi 3acTocyBaHHs", "Cnocib
3acTocyBaHHs Ta 4o3n". BHeceHHs 3amiH go posginy "Ymosu
36epiraHHa" MKA 113, 3okpeMa: 3a3HaveHHs npumiTku "BanoH
nepebysae nig Tuckom. He HarpiBatu Buwie 50 °C".
BBegeHHs 3MiH NpoTsromM 6-T1 MicsuiB nicnsi 3aTBepaXeHHs
23. | BEPOOYAIN® H | aeposornb BepiHrep HimeuumH BepiHrep HimeuunHa BHECEHHS 3MiH 10 peecTpaLliiHux maTepianis: 3miHu | Tuny - 3a UA/5322/01/01
posoBaHuii no 10 mn IHrenbxanm a IHrenbxanm 3MmiHn 3 skocTi. FoToBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro peuenmom
(200 iHransuin) y IHTEepHeLLHN Papma 'M6X i Ko. nikapcbkoro 3acoby. 3miHa napameTpiB cneundikauiv Ta/abo
MeTanesoMy M6X Kr [ONYCTUMKX MEX FOTOBOTO fikapcbkoro 3acoby (BUnyYeHHs
6anoHuunky 3 HEe3Ha4yHOro NokasHvKa (Hanpuknag 3acTapinoro nokasHvka,
[03yo4nM TaKoro Sk 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB 4m

KnanaHom; o 1
6anoHunky B
KapTOHHiIN kopobui

cmakoBux fobasok)) [Ana nokasHukiB skocTi «Onuc» Ta
«Mpo3opicTb» NPOMOHYETLCA BUAAMNEHHS KPUTEPIIO «BiNlbHa
Bifj CyCMeHA0BaHNX YacTUHOK» i3 nepeniky KpuTepiis
NPUAHATHOCTI, OCKiNbKW YaCTUHKW [OCTaTHbO KOHTPOIIOIOTHCS
napameTpom BUNpobyBaHHA « TBepAi YacTUHKMY. 3MiHn | Tuny
- 3miHu 3 gkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO fikapCbKOro 3acoby (He3HayHa 3miHa
y 3aTBepAXXeHUX MeToaax BUNpobyBaHHs) BHeceHHs
He3HaYHUX pedaKLUiiHNX OHOBMEHb B aHaniTM4Hy MEeToAMKY
«Konip». ®opmat TeKCTy OHOBMEHUI BiANOBIAHO A0 CTaHAapTy
KOMMaHii, 6e3 3MiH JO 3MiCTy MeToAly, KpiM TOro, aHamniTU4Hi
npoueaypv 4ns BUNycKy cepii Ta NpoTAroM TepMiHy
NPUAATHOCTI KOHCONIQOBaAHi B OAMH JOKYMEHT. 3MiHu | Tuny -
3MmiHu 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNPoOyBaHHS
roTOBOrO NiKapcbKoro 3acoby (He3HayHa 3MiHa y
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3aTBEpKEHMX MeToaax BUNpobyBaHHs) BHeCeHHs He3HauYHMX
peAakuinHMX OHOBMEHb B aHaniTM4Hy metoamky «lpo3opicTb
po34nHy». dopmaT TEKCTY OHOBMEHWI BiANOBIAHO OO
cTaHaapTy komnaHii, 6e3 amiH o 3micTy meTogy, KpiM Toro,
aHaniTM4HI Npoueaypw Ana BUMYCKY cepii Ta NpoTarom
TEpMiHy NpMaaTHOCTI KOHCOMiZOBaHI B O4WMH AOKYMEHT. 3MiHuM |
TMny - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkmin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOYyBaHHS roTOBOrO NikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBepXeHUX MeTodax BunpobyBaHHs) BHeceHHs
HEe3Ha4YHUX PeAaKUiHUX OHOBMEHb B aHaniTU4Hy METOAMKY
«KinbkicTb 403, WO BUBINbHAKTLCS, B 6anoH4nky». Popmat
TEKCTY OHOBIIEHMWI BiANOBIAHO A0 CTaHAAPTY KoMnaHii, 6e3
3MiH 0o 3micTy meToay. [logaHa iHdopmaLis CTOCOBHO
MOXITUBOCTi BMBINbHATU BanoHUMK He TiNbKu BpyYHy, ane
aBTOMaTun4HO, 6e3 BNNMBY Ha pe3ynbTaTi BUNPoOyBaHHS.
AnbTepHaTMBHE BM3HAYEHHS BUOANSIETLCS, OCKiNbKM poboT-
cuctema Binblue He goctynHa. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. KOHTponb roToBoro fikapcbkoro
3acoby. 3miHa y meTofax BUNpobyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBEPAYKEHNX
mMeToax BUNpobyBaHHSA) BHECEHHSI HE3HaYHMX peaakuiiHnx
OHOBJIEHb B @aHaNITU4Hy MeToanky « Tucky». Baxnueo, o6
3HaYeHHs! TUCKYy Ha MaHoMeTpi Bynu NocTiMHUMK [0 iX
34nTyBaHHs. 3 ornagy Ha ue, Yac «4epes 15 xBunuH»
NPOMOHYETHLCS 3MIHUTU Ha YMOBY, SIKy HEOOXiAHO BMKOHYBaTU.
Yac «npubnusHo 15 XBUNUH» € OPIEHTOBHUM AN OCATHEHHSI
ctanoi BenuuuHun. 3mium | Tuny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acooy.
3miHa y MeTogax BMNpobyBaHHS roTOBOrO fikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax BUNPOOyBaHHS)
BHeceHHs1 He3HauYHMX pedakuiniHUX OHOBMEHb B aHaNITUYHY
mMeToauky «laeHTudikauis. AHania Ha 6pomiguny». Popmat
TEKCTY OHOBMEHWI BiQNOBIAHO OO CTaHAAPTy KoMnaHii, 6e3
3MiH Ao 3micTy meToay. Ockinbkv aHanis Ha Gpomiau € Tinbku
SAKICHUM METOZ0M, NMPONENEHT HE BMIIMBAE HA BUMIPIOBAHHS Ta
Ha pesynbTar, SKLWO BiH HE NOBHICTIO BMBIMbHUBCS. ToMy
TPVBAariCTb BMBINbHEHHS MPOMNENEHTY 3MEHLLYIOTb AN
CKOPOYEHHS Yacy npoBefeHHs aHanisy. OgnHuusa BuMipy
a30THOI KUCMOTK peaakuiiHo oHoBMETbCS i3 2N Ha 2 Monb/n.
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA Nikapcbkuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
BUNpPobYyBaHHS rOTOBOrO NikapcbKoro 3acoby (He3Ha4yHa 3MiHa
y 3aTBepAXXeHUX MeToaax BUnNpobyBaHHs) BHeceHHs
HEe3HaYHUX pefaKUiiHUX OHOBMEHb B aHarniTM4Hy MeTOAMKY
«OpaHopigHICTb 403K, WO BUBINbHSETLCA, AN GanoHymKa:
SCH 1000 BR (moHorigpaTt) TA TH 1165 BR» Ta
«OpHOpIgHICTb 403K, L0 BMBINBHAETLCS, B Mexax cepii: SCH
1000 BR (moHorigpaTt) TA TH 1165 BR». ®opmat TekcTy
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OHOBJEHWI BIAMOBIAHO 4O CTaHAAPTYy KoMnaHii, 6e3 3miH Ao
3MmicTy meToay. 3miHum | Tuny - 3miHn 3 skocTi. FoToBMiA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y MmeTogax BUNpobyBaHHSi rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBepAKEHUX MeToAax BUNPoOyBaHHS)
BHeceHHs1 He3HaYHMX pedakuiiHUX OHOBMEHb B aHaniTU4Hy
MeToauKy « TBepai YacTUHKMY. PopmaT TEKCTY OHOBIEHUIN
BiANOBIAHO A0 cTaHAapTy KomnaHii, 6e3 3mMiH 4o 3micTy
meTogy. 3MiHu | Tuny - 3MiHKM 3 sKoCTi. FOTOBUIA NikapCbKMi
3aci6. KoHTporsb roToBoro nikapcbkoro 3acoby. 3MiHa y
mMeTofAax BUNpobyBaHHA roTOBOrO fikapcbKoro 3acoby
(He3HayHa 3miHa y 3aTBepAKEHUX MeToAax BUNPobyBaHHS)
BHeceHHs1 He3HaYHWX peAakUiiHUX OHOBMEHb B aHaNTUYHY
MeToauKy «JIMMoHHa kncnotay. PopmMaT TEKCTY OHOBIEHUN
Bi4NOBIgHO 4O cTaHOapTy KoMnaHii, 6e3 amiH o 3micTy
meTogy. 3MiHu | Tuny - 3MiHK 3 sikoCTi. FOTOBUIA NikapCbKMit
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOrO MikapCbKoro 3acoby
(BNyYeHHA MeToAy BUNPOOYBaHHS, SIKLLIO BXe 3aTBEpaAXEHNN
anbTepHaTUBHUIA MeToa) BunyyeHHs ansTepHaTUBHOTO
MeTo4y TUTPyBaHHs 3a Kaprnom diwepom, ockinbku
BMKOPUCTOBYETLCS TiMbKW KyNIOHOMETPUYHE TUTPYBaHHSA. B
pe3ynbTaTi 3anuWaeTbCs TiNMbKU OOUH MEeToq
KYNOHOMETPUYHOIO TUTPYBaHHSA. BuaaneHHs
anbTepHaTMBHOrO METOAY He BNMBAE Ha pe3ynbTar, Tak sk
obuaea meToau AaloTb OAHAKOBI pedynbTaTtu. 3miHu | Tuny -
3MmiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acié. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHS
rOTOBOrO fiKapCbKoro 3acoby (iHLWi 3MiHM y meToaax
BMUNpobyBaHb (BKMoYayy 3aMiHy abo JOMNOBHEHHS))
UnHHa aHaniTM4Ha MeToamKa A58 BU3HAYEHHS KinbKiCHOro
BMicTy/ineHTudikauii (laeHTudikadis, KinbkicHe BU3Ha4eHHs,
ans inpatponito 6pomigy MoHorigpaTy + deHoTepony
rigpobpomigy aepo3onb go3osanuin 0,021/0,05 mr/ iHransuito)
3aMIHIETLCSA HOBOK PO3POBEHOI aHaNITUYHOK METOOMKOHO.
BHocsTbCA 3MiHM 0O YMOB XpomaTtorpadyBaHHs Ta
NPUroTyBaHHSA 3paskiB. Y YNHHIN aHaNiTUYHI MeToauMui
BVIKOPVICTOBYIOTb METOZ, pianHHOI xpomatorpadii (BEPX),
SIKMIA € i30KPaTUYHUM, B TOM Yac 5K HOBUI METO[ €
rpagieHTHUM. HoBwi rpagieHTHUIN MmeTof 3abe3nevye kpally
CenekTMBHICTb. KpuTepii NpUAHATHOCTI ANS BU3HAYEHHS
KiNIbKICHOrO BMICTY, sIk aDCOMIOTHI 3HAYEHHS 3MiHIOKTLCS,
OCKiNbKW, HOBUM KOHTPOMBHWUM 3HaYEHHSAM € PO34MH NPOAYKTY
6e3 nporneneHTy (PO3NWMIOY0i PEYOBMHM) 3aMiCTb PO3YUHY
npoaykTy 3 nponeneHToM. BiacoTkosi kpuTepii npuinHATHOCTI
ANS BU3HAYEHHS KiNbKICHOrO BMICTY 3anuLualoTbes
He3MiHHUMK. 3MiHu | Tuny - 3miHK 3 skocTi. FoToBMI
nikapcbkuii 3aci6. KoHTporb roToBoro nikapcbKkoro 3acooy.
3MiHa y MeTogax BUNpobyBaHHsi rOTOBOTO NikapcbKoro 3acoby
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(iHWi 3miHK y MeTogax BunNpobyBaHb (BKIoYakum 3amiHy abo
[OOMOBHEHHS)) YnHHA aHaniTuyHa meToauka Ans BU3HaYEHHS
npoaykty po3nagy TH 1165 BR 3amiHoeTbCs1 HOBOKO
po3pobneHoto aHaniTUYHOW MeToAMKoW. BHocATECSA 3MiHM 0
YMOB XpomatorpadyBaHHs Ta MPUroTyBaHHSA 3paskiB. Y YMHHIN
aHaniTUYHIA MeTo4MLi BUKOPUCTOBYIOTb METOZ PiAVUHHOT
xpomatorpagii (BEPX), sikuii € i3okpaTuyHUM, B TOM Yac sk
HOBUI MeTOA € rpagieHTHUM. HoBuiA rpagieHTHUIA MeToq
3abesneuvye Kpally cenekTUBHICTb. 3MiHu | Tuny - 3MiHu 3
siKocTi. [oTOBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHA
roToOBOro fikapcbkoro 3acoby (iHWi 3MiHM y MeTodax
BMNpOoOyBaHb (BKMtoYaoum 3amiHy abo A4ONOBHEHHST)) YnHHa
aHaniTMyHa MeToauka AN BU3HAYEHHS NMPOAYKTY po3nagy
SCH 1000 BR 3aMiH0eTbCA HOBOIO pO3pOGIeHO0
aHaniTMYHOI MeToAMKo. BHOCATBECA 3MiHM 4O YMOB
XpomaTorpadpyBaHHs Ta NPUroTyBaHHS 3paskiB. Y YMHHIN
aHaniTMYHIN MeToaMLi BUKOPUCTOBYHOTb METOA PiANHHOI
xpomatorpagii (BEPX), sikuii € i3okpaTuiyHUM, B TOM Yac siK
HOBWI METOA € rpafieHTHUM. HoBWiA rpagieHTHUIA MeToA
3abesneuvye Kpally cenekTuBHICTb. 3MiHuM | Tuny - 3MiHu 3
siKocTi. [oTOBMI Nnikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHA
rOTOBOrO MikapCbKoro 3acoby (iHLWi 3MiHM y MmeToaax
BUNpobyBaHb (BkIoYakoun 3aMiHy abo onoBHEHHS)) YnHHa
aHaniTMyHa MeToauka Ans BU3Ha4YeHHst «AepoanHamiyHe
BU3HaAYEHHS OPiOHNX YaCTUHOK» 3aMiHIOETECS HOBOO
po3po6neHO0 aHamniTUYHOK METOAMKOK. Y YMHHI aHaniTUYHIn
MeTOoAMLji BUKOPUCTOBYIOTb METOZ, PiANHHOI XpomaTorpadii
(BEPX), sikui € i3oKkpaTU4HMM, B TOM Yac sik HOBUIA MeTo €
rpagieHTHUM. HoBwuiA rpagieHTHUIn meTof 3abe3nevye kpally
CeneKTMBHICTb. 3HAaYeHHs ANA peecTpaLii YaCTUHOK
AepoauHamiuyHOro BU3HaYEeHHs1 APiGHUX YaCTUHOK
ckopurosaHe BignosigHo o EP i amiHoeTbes 3 <5,8 MkM Ha
<5,0 mkm. Lle He BNnNuBae Ha METOAUKY, OCKINbKA Lie
BPaxOBYETLCS MPW 0BYMCIEHHI 32 ONOMOro KoedilieHTy
nepepaxyHky. dpakuis 3 giameTpom BigcikaHHA 5,8 MKM
BKITHOYAE NILLIE HEBENMKY KiNbKiCTb hapMaLeBTUYHNX
PEYOBUWH, TOMY KPUTEPIT NPUAHATHOCTI 4N aepoauHaMiYHOro
BMU3HAYEHHS APiIOHNX YaCTUHOK He NOTPiBHO 3MiHIOBaTK.

24.

Biconpronony
DYMAPAT

MOPOLLIOK
(cybeTaHuis) y
naketax noagifHMx
nonieTuneHoBmx
ans
hapmaLeBTUHHOIO
3aCTOCyBaHHS

PycaHn
®dapwma JITa.

IHAis

PycaH ®apma
1o,

IHAis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny -
ApnmiHicTpaTuBHI 3mMiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MicLs NPOBaAXeHHs! AiAnbHOCTI BUpOBOHYMKa (BKMoYatouu, 3a
HeOoOXiAHOCTI, MicLie MPOBEAEHHSI KOHTPOSIO SIKOCTI), abo
BracHvka macTep-ganna Ha A®Il, abo noctavanbHuka
Adl/BuxioHoro matepiany/peareHTy/npoMi>KHOro NpPoayKTy, Lo
3aCTOCOBYOTbCH Y BUPOOHMUTBI ADI (SIKLLIO 3a3HAYEHO Yy AOCHE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BignoBigHOCTi €Bponenchkii papmakonei y 3aTBEpAKEHOMY

UA/19187/01/01
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nocke, abo BUpoOHMKA HOBOI LOMOMIXKHOT pEYOBUHM (SIKLLO

3a3HayeHo y focbe). 3miHa agpecu BUpobHuka cybcTaHLii

Giconponony gymapat PycaH ®apwma J114., IHgis, 6e3 3MiHn
Micusi BUpOGHULTBA

25.

BYNIHEKAIH

PO34MH ANs iH'ekuin
no 5 mn B amnyni;
no 5 amnyn B kaceTi;
no 1 abo no 2
KaceTu B nayui 3
KapToHY

My6niyHe
aKuioHepHe
TOBapuUCTBO

"HaykoBo-
BUPOBHWYMI

LEeHTP
"BopLuariscb

KU XimMiKo-

thapmaueBT
NYHUI
3aeoa”

Ykpaina,

My6niyHe
aKkuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOBHMYMI

LEHTP
"BopLuariBcbkni
XiMiKO-
dapmaueBTUYHUI
3aBog”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3amiHu | Tuny:
3MiHuM 3 skocTi. [oToBMI Nikapcbkuin 3acib. Cuctema
KOHTeNHep/ 3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneuudikauivi Ta/abo 4OMYCTUMMX MEX NEPBUHHOI YNakoBKu
roTOBOro nikapcbKkoro 3acoby (iHwi 3MiHK). CynyTHs 3miHa:
3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cucrema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa y metoaax
BUNPOBYBaHHS NEPBUHHOI YNaKoBKV rOTOBOIO NiKapCbKoro
3acoby (He3HayHi 3MiHW y 3aTBEpMHKEHNX MeTodax
BMNpobyBaHb)

BHeceHHs1 yTouHeHHs o p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBanbHui 3acib, a came BHECEHi 3MiHM Y
cneumdikauito A4NA KOHTPOMO amnyn 5 M (3mMiHa KpUTepito
NPUAHATHOCTI NOKa3HuKa «[igponiTuyHa CTiNKICTb»
(3aTBEpaKeHO: He Binblwe 1,3 (ana amnyn 5 mn);
3anponoHoBaHo: He binbwe 1,0 (ans amnyn 5 mn)); He3HavyHa
3MiHa y 3aTBepAKeHUX MeTofax BuNpobyBaHb; yTOYHEHHS
rigponiTMYHOrO KNacy CTINKOCTi aMmnyn (BUKOPUCTOBYHOTLCS
amnynu 1-ro rigponiTMYHOro Knacy CTinkocTi). 3MiHn | Tuny:
3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3aci6. Cucrema
KOHTelHep/ 3aKkynoptoBanbHuiA 3acib. 3mMiHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX NEPBUHHOI YNaKoBKN
roTOBOro nMikapcbKoro 3acoby (iHLi 3MiHK). BHeceHHs 3MiH B
cneundikauii Ans KOHTPOSO amnyr, a came 3MiHa
nepioaMYHOCTI KOHTporo N. «ligponiTuyHa CTiKiCTb»
(3anponoHoBaHO KOHTPOMOBATH KOXHY NepLuy Ta N'ATy cepito
NMOTOYHOTO POKY KOXHOTO BUPOBHMKA KOXHOrO po3Mipy);
BHECEHi pefakLiiiHi npaBku B p. «Onucy: yHidikoBaHO Ha3By
nokasHuka (3aTBepaKeHo «30BHIiLLHi BArNSA»); BHECEHI
YTOYHEHHS 40 onucy nuie ans 6e3bapBHMX amnyrn, OCKinbKW
Ans BMpobHuUTBa NpenapaTy BUKOPUCTOBYIOTb NULLIE aMnynm
3 6e36apBHOro ckna; BUNy4eHO 3 TEKCTY «amnynu 6pyHaTHOro
KONMbOpy».

3a
peuerimom

UA/8379/01/01

26.

B 12
AHKEPMAH

TabneTkn, BKpUTI
obonoHKoto, Mo 1 mr
(1000 mkr); no 10
Tabnetok y 6nicrepi;
no 5 Gnictepis y
KapTOHHI kopobui

Bbopsar
dapma
voX i Ko.
KIr

HimeyuuH
a

ApTesaH ®apma
rm6X i Ko. KI

Himeyuunna

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny -
ApamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BMacHUKa peecTpaLiniHoOro NocBigYeHHs) - 3MiHa
agpecy 3asiBHMKA. 3MiHWM BHECEHi B TEKCT MapKyBaHHS
BTOPUWHOI yNakoBKW fikapcbkoro 3acoby y 3B"si3ky 3i 3MiHOO
agpecu 3asiBHUKa (BNacHWKa peecTpauinHoro Noceig4yeHHs)

3a
peuerimom

UA/18177/01/01

27.

BAJIEPIAHA
®OPTE

TabneTkn, BKpUTI
NniBKOBOKO
obornoHkoto, no 40
mr no 10 TabneTok y
6nictepi; no 5
OnicTepiB y nayui

NAT
"Manuudap
"

YkpaiHa

MNAT
"KniBmegnpenapa
™

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo AONyCTUMUX MEX,
BCTAHOBIEHWX Y cneumdikauisx, nig yac BUpobHuuTBa
roTOBOrO fikapCbKoro 3acoby (BUNy4YeHHs HECYTTEBOrO
BMNpobyBaHHs B MpoLeci BUPOOHWULTBA) BUMYYEHHS NMOKa3HWKa

6e3
peuenma

UA/0265/02/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
«Tanbk» 3 KOHTPOJKO NMPOMIXKHOIO NPOAYKTY.
28. | BAJIEPIAHU TabneTku, BKpUTI MAT YkpaiHa MAT "Tannudapm” Ykpaina BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3miHum | Tuny - bes UA/0265/02/02
EKCTPAKT o6onoHkoto, no 20 "Manuudap 3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb peuenma
mr, no 10 TabneTok m" [ONOMiXHMX pevoBuH. 3MiHa napameTpiB cneumdikauin Ta/abo
y 6nictepi, no 5 AONYCTUMUX MEX AN51 AONOMDKHOT peqoBUHU (iHLLi 3MiHW)
6nicTepiB y nauuj; BHeceHHs1 amiH go po3ain 3.2. S.2.3. KoHTponb maTepianis,
no 50 TabneTtok y noe’sisaHe 3 HeOOXiaHICTIO BUNYyYeHHS iHdopMaulii Wwoao
6nictepax npoBegeHHs BUNPobyBaHHsA Ans ifeHTUdikalii KoKHOro
TapHoro Micus ans gonomixkHoi peyosuHu ETAHOI (96%)
29. | BUOAHON® TabneTku, BKpUTI TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3miHum | Tuny - - UA/19694/01/01
0bornoHkoto, no 500 "TNEOPAP XENTXKEP MNBT 3MmiHun 3 akocTi. [oToBMI Nnikapcbkui 3acib. Cucrema
mr in bulk no 10 M nTa" nTa KOHTelHep/3aKynoptoBanbHUiA 3aci6. 3MiHa po3mipy ynakoBKu
Tabnetok y bnicrepi; roTOBOrO fikapcbKoro 3acoby (iHLi 3MiHW) - peecTpauis
no 150 6nicTepiB y [0[aTKoBOI yrnakoBku y coopmi in bulk no 10 TabneTtok y
KapTOHHiI kopooLi 6nictepi; no 150 GnicTepiB y KAPTOHHIM KopoobLi.
3aTtBepaxeHo: Bua, po3mip Ta komnnekTHicTb ynakosku: Mo 10
Tabnetok y 6nictepi; no 3 abo no 6 GricTepiB y KAPTOHHIN
ynakoBLi. 3anponoHoBaHo: Bua, po3mip Ta KOMMNMEKTHICTb
ynakosku: Mo 10 TabneTtok y 6nictepi; no 3 abo no 6 Gnictepis
y KapTOHHI ynakosLi; In bulk: no 10 TabneTok y 6nictepi; no
150 6nicTepiB y KapTOHHI kKopobui
30. | BUOAHON® TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/14215/01/01
obornoHkoto, no 500 "TMEOPAP XEJNTTXKEP MBT 3MiHn 3 gKkocTi. FoToBMIA nikapcbkui 3acib. Cuctema peuernmom
mr no 10 TabneTok y mnTao" nTa KOHTeWHep/3akynoptoBanbHuiA 3aci6. 3mMiHa po3mMipy ynakoBku
6nictepi; no 3 abo roTOBOrO fikapcbKoro 3acoby (iHLi 3miHW) - peecTpauis
no 6 Gnictepis y [o[aTkoBoi ynakoBku y chopmi in bulk no 10 TabneTok y
KapTOHHIN ynakoBLi 6nictepi; no 150 GnicTepiB y kapTOHHI kOPOOL.
3aTtBepaxeHo: Bua, po3mip Ta koMmnnekTHicTb ynakosku: Mo 10
TabneTtok y 6nictepi; no 3 abo no 6 GrictepiB y KAPTOHHIN
ynakoBui. 3anponoHoBaHo: Bua, po3Mip Ta KOMMNEKTHICTb
ynakoBku: Mo 10 TabneTtok y 6nictepi; no 3 abo no 6 bnictepis
y KapTOHHI ynakoBLi; In bulk: no 10 TabneTok y 6nictepi; no
150 GnicTepiB y KAPTOHHI KOpobLi
31. | BIBEANOT MOPOLLOK ANA TOB "tOpis- YkpaiHa AHdapm Ennac Ipeuis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - - UA/17050/01/01
po34nHy Ans dapm"” C.A. 3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l' E-cepTudikat

iHdy3in, 200 mrin
bulk Ne 600: 600
bnakoHiB 3
MOPOLLKOM B
KapTOHHiIl kopobui

BignoBigHoCTi €Bponeinchkini hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHoBreHoro cepTudikarta BiANOBIAHOCTI
abo Buny4veHHs ceptucpikata BianoBiAHOCTI €BpONenchbKin
dapmakonei: gna API; ons BUXigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BVIKOPVCTOBYIOTbCH Y BUpobHUUTBI ADI; anst fonomikHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI €Bponeichkiii
dapmakonei) - HoBui ceptudikat Bif HOBOro BUpobHMKa
(3amiHa abo JONOBHEHHS) - MOAaHHSA HOBOro cepTudikara
BignoBigHocTi €Bponeicbkii papmakonei Ne R1 — CEP 2011-
365-Rev 01 gnsa gitoyoi pevosunHM Voriconazole Big HOBOro
BupobHmka ZHEJIANG HUAHAI PHARMACEUTICAL CO.,
LTD., Kutan (BONoBHEHHS [0 BXe 3aTBEPKEHOrO BUPOOHMKa
DISHMAN PHARMACEUTICALS AND CHEMICALS LIMITED,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
IHgis)
32. | BINIATE 1000 MOPOLLIOK Ta Okradapma AscTpis BnpobHuK, AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/17518/01/02
MO PO3YMHHUK ANS dapmaueBT BignoBiganbHUN Himeyuumna/ 3MiHM 3 AkocTi. 3MiHM [0 peecTpaLiiHOro NOCBIgYEHHS! peuenmom
po34nHy ans nKka 3a in bulk LLsewis BHaCMIAOK iHWNX perynsaTopHux npoueayp. NM®/BA3®
iH'ekuin, 100 MO/mn; | MpoaykTioHC BMPOBHMLTBO, (macTep-dain Ha nnasmy/3aranbHuin dann Ha BakLMHHWIA
KapToHHa kopobka rec. m.6.X. nepBUHHY aHTureH). BknoyeHHst HOBOro, OHOBMEHOro abo 3MiHEHOTO
Ne 1: no 1 dpnakoHy yMaKoBKY, mMacTep-danna Ha Nnasmy y peectpauinHe OCbe Ha
3 MOPOLLKOM 1A KOHTPOMb SKOCTI, nikapcbkuii 3acib (npoueaypa 2-ro etany ans NMo)
NPUroTyBaHHs BKIO4A0UN (BKIMHOYEHHS1 OHOBMEHOro/3MiHeHOro MacTep-cdarnna Ha
PO34MHY Ans iH eKLin Bi3yanbHy nnasmy, SKLO 3MiHM He BNANBAOTb Ha BNACTUBOCTI FOTOBOIO
(1000 MO). iHCnekuito nikapcbKkoro 3acoby) - BknioyeHHs OHOBNEHOro macTtep-anna

KapToHHa kopobka
Ne 2: no 1 donakoHy
3 PO3YMHHUKOM
(Boga ons iH'ekuin 3
0,1 % nonicopbatom
80) no 10 mn pasom
3 KOMMMNEKTOM Ans
BHYTPILLHBbOBEHHOIO
BBEAEHHS, 2
NpPOCOYeHi CNMPTOM
TamnoHu. Komnnekt
ans
BHYTPILLHBOBEHHOIO
BBEAEHHS
cknagaetbea 3: 1
Lwnpu
ofHopasosui, 1
KOMMMEKT Ans
nepeHeceHHs, 1
KOMMMEKT Ans
iHdpysin. KapToHHa
kopobka Ne 1 Ta
KapTOHHa Kopobka
Ne 2 o6’egHytoTbCSA
Mix coboto
NnacTUKOBOO
NNiBKOK

NopoLUKy ANst
pO34nHy Ans
iH'eKLiN, BidyanbHy
iHCneKuio
PO34MHHUKa Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
BWMYCK cepii Ans
KiHLeBOro
npoAyKkTy
(nopowok ans
pO34nHyY Ans
iH ekuin Ta
PO3YUHHUK):
OxkTtadapma
dapmaLeBTuKa
MpopykTioHcrec.
M.6.X., ABCTpisi
Bupo6GHuK,
BignoBiganbHUM
3a Bi3yarnbHy
iHCneKuio
PO3YUHHNIKA,
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHs
KiHLIeBOro
npoAyKTy (
NOPOLLKY Ans
pO34nHy Ans

Ha nnasMy y peecTpauiliHe 4oCbe Ha Nikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000008/05/AU/025/G; 3miHu |
TMny - 3MiHM 3 SKOCTi. 3MiHM 0O peecTpaLiiHOro NOCBiAYEHHS
BHaCMiAoK iHWWX perynatopHux npoueayp. NMM®/BA3P
(macTtep-chain Ha nnasmy/3aranbHuii arn Ha BakLUMHHUIA
aHTureH). BknoveHHs HOBOro, oHoBrNeHoro abo 3MiHeHoro
MacTtep-hanna Ha nnasmy y peectpauinHe 4OCbE Ha
nikapcbkuii 3acié (npoueaypa 2-ro etany gns NMV®)
(BKMOYEHHS1 OHOBMNEHOr0/3MiHEHOTO MacTep-darina Ha
nnasmy, sIKLLO 3MiHW He BNIMBalOTb Ha BMacTMBOCTi rOTOBOrO
nikapcbkoro 3acoby) - BknioyeHHs1 oHOBNeHoro MacTep-daiina
Ha nnasmy y peecTpadiiHe AOCbe Ha Nikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000008/05/11/026/G; 3minu | Tuny
- 3MiHK 3 gKocTi. 3MiHM 0 peecTpauiiHOro NOCBigYEHHs!
BHAaCNAOK iHWKNX perynsaTopHux npoueayp. NM®/BA3®
(macTep-chaiin Ha nna3mMy/3aranbHui dain Ha BakLUHHWIA
aHTureH). BknoyeHHs HOBOro, oHoBreHoro abo 3MiHeHOro
mMacTep-danina Ha nnasMy y peectpauiiHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NMV®)
(BKIMKOYEHHS1 OHOBMEHOrO/3MiHEHOrO MacTep-calna Ha
nnasmy, SKLWO 3MiH1 He BNMBalOTb Ha BMIAaCTUBOCTi FOTOBOIO
nikapcbkoro 3acoby) - BknioyeHHs OHOBMNEHOro macTtep-ganna
Ha nnasmy y peecTpauiiiHe Aocbe Ha nikapcbkuid 3acio: PMF
Certificate no: EMEA/H/PMF/000008/05/11/027/G; 3minu | Tuny
- 3MiHK 3 gKocTi. 3MiHM 0 peecTpauiiHOro NOCBIgYEHHs!
BHaCNiZoK iHWKX perynsiTopHux npoueayp. NMM®/BA3®
(macTtep-hann Ha nnasmy/3aranbHuii ann Ha BakLUMHHUIA
aHTureH). BknoyeHHs HOBOro, oHoBreHoro abo 3MiHeHOro
mMacTep-danna Ha nnasmy y peectpauinHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NMV®)
(BKIHOYEHHS1 OHOBMEHOr0/3MiHEHOTO MacTep-caiina Ha

iH eKuin Ta nnasmy, siKLLO 3MiHW He BNNMBaOTb Ha BNACTUBOCTI rOTOBOMO
PO3UYMHHUKA): nikapcbkoro 3acoby) -BknroueHHs oHoBneHoro mactep-canna
OxkTtadapma Ha nnasmy y peecTpauiiiHe Aockbe Ha nikapcbkuid 3acio: PMF
Oeccay Mm6X, Certificate no: EMEA/H/PMF/000008/05/AU/028/G; 3miHu |
Hime4yumHa; TMny - 3MiHK 3 gKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTporb
Bupo6Huk, roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
BignoBiganbHUN cneumdikauin Ta/abo 4ONYCTUMMUX MEX FOTOBOIO fikapCbKOro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3a in bulk 3acoby (3BY)XeHHS1 4ONYCTUMUX MeX) - SMiHWN A0 TeMnepaTypu
BMPOBHMLTBO, BMMIpIOBaHHS NPOBIAHOCTI Yy crneumndikaLii po34YMHHUKa
NepBUHHY BianosigHo Ao Bumor Ph. Eur. 3asHayeHHs nocunaHb Ha
yrnakoBKy Ta MoHorpadii Ph. Eur. Ta USP y cneuudikauii po3ymMHHUKa
KOHTPOIb AKOCTI
PO3YUHHMKA:
Oktahapma Ab,
UBeuis
33. | BIJIATE 500 MOPOLLOK Ta Oktadhapma ABCTpis Bupo6HuK, ABcTpisi/ BHECEHHS1 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/17518/01/01
MO PO3YMHHUK ANS dapmaueBT BignoBiganbHUN Himeyuunna/ 3MiHM 3 AkocTi. 3MiHM [0 peecTpaLiiHOro NOCBIgYEHHSI peuenmom
po34nHy ans nka 3a in bulk Lsewis BHaCMIAOK iHWKX perynsaTopHux npoueayp. NM®/BA3®
iH'ekuin, 100 MO/mn; | MpoaykTioHC BUPOGHMLTBO, (macTtep-cain Ha nnasmy/3aranbHuii arn Ha BakLUMHHUI
KapToHHa kopobka rec. m.6.X. NepBUHHY aHTureH). BknoyeHHs HOBOro, oHoBreHoro abo 3MiHeHOro
Ne 1: no 1 cprnakoHy YyMNaKkoBKy, mMacTep-danna Ha nnasMy y peectpauiiHe OCbEe Ha
3 NOPOLLKOM AN KOHTPOMb AKOCTI, nikapcbkuii 3acié (npoueaypa 2-ro etany gns NMV®)
NPUroTyBaHHs BKIOYA0O4N (BKIMKOYEHHS1 OHOBMEHOro/3MiHEHOro MacTep-calnna Ha
PO34UHY ANS iH'EKLIN BidyanbHy nnasmy, SKLWO 3MiHN He BNMBalOTb Ha BIAaCTUBOCTi FOTOBOIO
(500 MO). KapToHHa iHCcnekujto nikapcbkoro 3acoby) - BknioyeHHs1 oHOBNeHoro MacTep-daiina

kopo6ka Ne 2: no 1
nakoHy 3
PO34MHHMKOM (BOAA
ans iv'ekuini 3 0,1 %
nonicop6atom 80)
no 5 mn pasom 3
KOMMMEKTOM Ansi
BHYTPILLHBOBEHHOIO
BBEOEHHS, 2
NpOCoYeHi CNMpTOM
TamnoHu. Komnnekr
ans
BHYTPILLHBOBEHHOIO
BBE[EHHS
cknagaetbes 3: 1
Lwnpu
opHopasoBui, 1
KOMMMEKT Ans
nepeHeceHHs, 1
KOMMNEKT ans
iHdy3in. KapToHHa
kopobka Ne 1 Ta
KapTOHHa Kopobka
Ne 2 06’egHytoTbCA
Mixx coboto
NnacTMKOBOK
NniBKO

NopoLUKy ANst
PO34mMHY Ans
iH'eKuUin, BidyanbHy
iHCneKuio
PO34MHHUKA Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS,
BUNYCK cepii Ans
KiHLeBOro
npoaykTy
(nopowok ans
pO34nHy Ans
iH ekuin Ta
PO3YMHHUK):
OxkTtadapma
dapmareBTuKa
MpogaykTioHcrec.
M.6.X., ABCTpisi
Brpo6HuK,
BignoBsiganbHUN
3a Bi3yarnbHy
iHCneKujo
PO34MHHWKa,
BTOPWHHE
nakyBaHHs Ta
MapKyBaHHS
KiHLIeBOro
npoaykTy (
NOpOLUKY ANst
PO34MHyY Ans

Ha nnasmy y peecTpauiiHe 4oCbe Ha Nnikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000008/05/AU/025/G; 3MiHu |
Tmny - 3MiHM 3 sIKOCTi. 3MiHM 0O peecTpaLiiHOro NocBiaYeHHs
BHaCMiAoK iHWWX perynatopHux npoueayp. NMM®/BA3®
(macTtep-chann Ha nnasmy/3aranbHuii ann Ha BakUMHHUIA
aHTureH). BknioyeHHs HOBOro, OHOBMIEHOro abo 3MiHEHOro
MacTep-anna Ha nnasmy y peectpauinHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NM®)
(BKIMKOYEHHS1 OHOBMEHOro/3MiHEHOTO MacTep-calna Ha
nnasmy, SKLWO 3MiHW He BNMBalOTb Ha BNAcTUBOCTI FOTOBOIO
nikapcbkoro 3acoby) - BknioyeHHs OHOBMNEHOro macTtep-anna
Ha nnasmy y peecTpauiiHe focbe Ha nikapcbkuii 3acit: PMF
Certificate no: EMEA/H/PMF/000008/05/11/026/G; 3minu | Tuny
- 3MiHM 3 AKOCTi. 3MiHM [0 peeCcTpaLiHOro NOCBIAYEHHS
BHaCNAoK iHWWUX perynsiTopHux npoueayp. NMM®/BA3®
(macTep-chaiin Ha nna3mMy/3aranbHuii dain Ha BakKLUHHWIA
aHTureH). BknoyeHHs HOBOro, oHoBneHoro abo 3MiHeHoro
mMacTep-anna Ha nnasmy y peectpauinHe JOCbE Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NV®)
(BKIMOYEHHSI OHOBINEHOrO/3MIHEHOTO MacTep-darina Ha
nnasmy, SKLWO 3MiHW He BNMBaloTb Ha BNacTMBOCTI FOTOBOIO
nikapcbkoro 3acoby) - BkntoyeHHs1 OHOBNEHOro MacTep-anna
Ha nnasMy y peecTpadiiHe 4OCbe Ha Nikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000008/05/11/027/G; 3minu | Tuny
- 3MiHU 3 sKocTi. 3MiHM A0 peecTpauiiHOro NoCBIgYEHHSs!
BHaCMIAOK iHWKUX perynsTopHux npoueayp. NM®/BA3®
(macTep-thaiin Ha nna3mMy/3aranbHuii dain Ha BakLUHHWIA
aHTUreH). BknioyeHHst HOBOro, OHOBIEHOro abo 3MiHeHoro
mMacTep-aina Ha nnasMy y peectpauiniHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NMV®)
(BKIMKOYEHHS1 OHOBMEHOr0/3MiHEHOrO MacTep-haina Ha
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Biollogxuke Ko,
JIta, Pecny6nika
Kopes
(BUpOBHMLTBO
Hepo3dacoBaHoi
npoayKuir,
nepBuHHE
nakyBaHHs1,
BUNPOOYBaHHS
KOHTPOIO AKOCTi);
®.XocbdpmaHH-Is
Pow ITa,
LLisenuapis
(BunpobyBaHHS
KOHTPOIO AKOCTI,
BTOPWHHE
nakyBaHHs, BUMyCK
cepii); Yyran
dapma
MaHydekTypuHr
Ko, JlTa, AnoHisa
(BunpobyBaHHs
KOHTPOIO SIKOCTi );
Yyran ®apma

MaHydeKkTypuHr

KOHTponb/BunpobyBaHHs cepii) JoaasaHHs aAinbHuui Chugai
Pharma Manufacturing Co., Ltd.(CPMC) 116-3, Kiyohara
Kogyodanchi, Utsunomiya City, Tochigi 321-3231 Japan (UT),
SIK anbTepHaTUBHOI AiNbHULI i3 KOHTPOIO B NpoLeCi
Bupo6HuuTBa (IPC), BinnosiaansHoi 3a BUNpobyBaHHSA
nonepeaHeo 3ibpaHoi kynbTypaneHoi piguHn (PHCCF) Ha
Mikonnasmy. BBeaeHHs 3MiH npoTsarom 6-Tv MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHM 3 akocTi. API.
BupobHuuTBO. 3MiHa BUPOGHMKa BUXiAHOrO/NPOMIXKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTECS Y BUPOBHUYOMY
npoueci A®I, abo amiHa BUpoBGHuMKa (BKtoyarouu, oe
HeobxiaHo, MicLe NpoBeaeHHS KOHTPOo SKocTi) ADI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponeinchkil
cbapmakonei y 3aTBepAXeHOMyY 0CLE)(3MiHM 0 3ax0AiB,
noe'si3aHux 3 koHTporem A®l, abo AogaBaHHs AinbHULI, ae
NpOBOANTLCS KOHTPOMb/BUNpobyBaHHS cepii) [logaBaHHs
anbTepHaTUBHOI OiNMbHMWLI i3 KOHTPOMO B NPOLECI
BMpo6HMUTBa (IPC), BinnosiganbHoi 3a BUNpobyBaHHsI
nonepeaHbo 3i6paHoi kynbTypansHoi piguHn (PHCCF) Ha
mikonna3my BioReliance Ltd, Todd Campus, West of Scotland
Science Park Glasgow, G20 0XA United Kingdom. BBegeHHsi
3MiH NPOTSIroM 6-TW MicsILiB nicns 3aTBEpAKEHHS. 3MiHu | TUNYy
- 3MiHu 3 AkocTi. API. BupobHuuteo. 3miHa BUpoOHMKa
BWXiZHOTO/MPOMIDKHOTO NPOAYKTY/peareHTy, Lo

BUKOPWCTOBYOTbCS Y BUpoGHMYoMY npoueci ADI, abo 3miHa
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
iH ekuin Ta nnasmy, siKLLO 3MiHW He BNNMBaOTb Ha BNACTUBOCTI FOTOBOMO
PO3YMHHMKA): nikapcbkoro 3acoby) -BkntoueHHs1 oHoBneHoro mactep-dainna
OkTadapma Ha nnasmy y peecTpadiiie 4oCcbe Ha Nnikapcbkuii 3acio: PMF
Heccay 'M6X, Certificate no: EMEA/H/PMF/000008/05/AU/028/G; 3MmiHu |
Himeuumnha; Tuny - 3MiHn 3 siKocTi. FoToBWI Nikapcbkuii 3acib. KoHTponb
Bupo6HuK, roToOBOroO Jlikapcbkoro 3acoby. 3miHa napameTpis
BignoBiganbHUn crneungikaui Ta/abo 4ONYCTUMMX MEX FOTOBOIO NiKapCbKoro
3a in bulk 3acoby (3BYXEHHS1 4ONYCTUMUX MeX) - SMiHM Ao TemnepaTypu
BUPOGHMLTBO, BUMIpIOBAHHS NPOBIAHOCTI Y cneuudikauii po34YnHHMKa
NepBUHHY BianosigHo Ao Bumor Ph. Eur. 3asHayeHHs nocunaHb Ha
ynaKkoBKy Ta moHorpadii Ph. Eur. Ta USP y cneuudikauii po3yvMHHUKa
KOHTPOrb SKOCTI
PO3YMHHKMKA:
Oxkradapma AB,
LLiBeuis
34. | FEMJIIBPA® PO34MH ANs iH eKLi d.Xodbdpman | Lsenuapi Pow [iarHocTuke HimeuuunHa/ BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3MiHu | Tuny - 3a UA/16914/01/01
no 30 mr/1 mn; no 1 H-Ns Pow a 'M6X, HimeuunHa Pecny6bnika 3miHn 3 akocTi. A®Pl. BupobHuuTBo. 3miHa BUpoOHMKa peuenmom
mn (30 mr) y Nt (BMNpobyBaHHS Kopesi/ BUXiZHOIO/NPOMIXKHOIO NPOAYKTY/peareHTy, Lo
dnakoHi; no 1 KOHTPOIHO SIKOCTi); LLsenyapis/ BUKOPUCTOBYIOTLCS Y BUPOBHMYOMY npoueci AdI, abo 3miHa
hnakoHy B Pow ®apma AT, AnoHis BMPOGHMKa (BKIKO4alouW, Ae HeobXigHO, Micue NpoBeAeHHS
KapTOHHiI kopooLi HimevuunHa KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
(BMNpobyBaHHS BignoBigHOCTI €Bponeiickkin hapmakonei y 3aTBepaKeHoOMy
KOHTPOIIO SIKOCTi); AOCbE)(3MiHM A0 3axoAiB, MOB'A3aHNX 3 koHTponem AdI, abo
CamcyHr [ofaBaHHs OinbHWLUI, e NPOBOAUTLCS
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Ko, Jltg, Anonisa
(BpPOGHULTBO
Hepo3adacoBaHol
npoAyKuii,
nepBUHHE
nakyBaHHs,
BUNPOOYBaHHSA
KOHTPOIIO SIKOCTi)

BMPOGHMKa (BKIOYakouun, Ae HeobxigHo, Micue NpoBeaeHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikarta
BignoBigHOCTI €Bponeiichkin hapmakonei y 3aTBepayKeHOMY
[0CbkE)(3MiHN 40 3axopfiB, NOB'A3aHNX 3 kKoHTponem AdI, abo
[0AaBaHHSA AiNbHULI, e NPOBOAUTLCS
KOHTpOnb/BUNpobyBaHHs cepii) [logaBaHHs dinbHuui Charles
River Laboratories , Inc. 466 Devon Park Drive, Wayne, PA
19087 USA fo anbTepHaTUBHOI AiNbHULL i3 KOHTPOSIO B
npoueci BupobHuutea (IPC), BignosigansHoi 3a
BMNPOOYBaHHSA NonepeaHbo 3ibpaHoi KynbTypanbHOI pianHn
(PHCCF) Ha Bipycw.

BBegeHHst 3MiH NPOTArom 6-Tu MicAUIB MiCNSA 3aTBEPAKEHHS.
3MinHn | TMny - 3MiHn 3 skocTi. A®l. BupobHuuTBO. 3MiHa
po3mipy cepii (Bkrtoyatoumn gianasoHn) APl abo npomixxHoro
NPOAYKTY, SIKMI 3aCTOCOBYETLCS Y npoLeci BUpobHuutea Ad|
(36inbLeHHs o 10 pasiB NOpPIBHSAHO i3 3aTBEPAKEHUM
po3smipom) 36inbLueHHs po3mipy cepii ADI, wo BnpobnsaeTbes
B 6ygieni W40 Ha ginbHuui Chugai Pharma Manufacturing Co,
Ltd. 5-1, Ukima 5-Chrome, Kita-Ku-Tokyo 115-8543, Japan 3
2000n (3 kr) go 6000 n (9 kr). BeegeHHs 3MiH NpoTAroM 6-Tu
MicsuiB nicns saatBepmKeHHs. 3MiHKM | Tuny - 3MiHK 3 AKOCTI.
A®I. BupobHmuTBO. 3MiHKN BUNpobyBaHb abo AONYyCTUMUX MEX
y npoueci BupobHmuTtea AdI, Lo BCTAaHOBMEHI Y
cneuudikalisix (BUNy4eHHs! HECYTTEBOro BUNPOBYBaHHS)
BupganeHHs HecyTTeBOro TecTy Ha nentocnipy metogom MNJ1P
B PEXMMIi pearnbHOro Yacy nif 4ac KOHTPOIo B NPOLIECi
BUpOGHMUTBaA Ha cTaaii PHCCF BupobHuutea AdI B Byaisni
Building W40 Chugai Pharma Manufacturing Co, Ltd, 5-1,
Ukima 5- Chrome, Kita-Ku-Tokyo 115-8543, Japan. BeeaeHHs
3MiH NPOTSIroM 6-TW MicsLiB nicns 3aTBepAKeHHs. 3MiHu | TUny
- 3miHu 3 gkocTi. APl. Cuctema KoHTeHep/3aKynoptoBanbHU
3aci6. 3miHa y 6e3nocepepHin ynakosui A®I (pigkmux APl
(HecTepunbHKx)) 3MiHn nakyBaHHs ans A®I (3 2 n go 6 n) Ha
ainbHuLi 6yaisni Building W40 Chugai Pharma Manufacturing
Co, Ltd, 5-1, Ukima 5- Chrome, Kita-Ku-Tokyo 115-8543,
Japan 3amicTb ginbHuui Chugai Pharma Manufacturing Co,
Ltd, 5-1, Ukima 5- Chrome, Kita-Ku-Tokyo 115-8543, Japan.
BBeneHHs 3MiH NpoTsrom 6-Tu MicsuiB nicnst 3aTBepOKeHHS.
3Minum |l Tuny - 3miHn 3 sxocTi. A®I. BupobHuuTeo. 3miHa
BUPOGHMKa BUXIAHOMO/MPOMIXXHOIO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHUYoMy npoueci ADI, abo 3miHa
BUpOOHMKa (BKMOYatoum, ae HeobxigHo, Micue NpoBeAeHHs
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BigNoBIgHOCTI €Bponewichkin hapmakonei y 3aTBepaKEHOMY
[ocbe)(BBEAEHHSA HOBOrO BMPOOHUKa A®I, Konu He NnogaeTbes
macTep-cann Ha APl Ta Lo BMMarae 3Ha4Hoi 3MiHWN A0
BignoBigHoro po3giny gocke Ha A®l) BBegeHHS HOBOrO
BUpobHuKka A®I, a came popasanHs 6yaisni W40 Ha ginbHuui
Chugai Pharma Manufacturing Co, Ltd. 5-1, Ukima 5-Chrome,
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Kita-Ku-Tokyo 115-8543, Japan sik BianoBiganbHoi 3a
BMPOBOHMLTBO, BUNpOBYBaHHS Ta 36epiraHHs Aito4oi peYoBUHU.
BBefeHHs 3MiH NpoTsArom 6-TM MicsiLiB Nicnsi 3aTBEpPAYKEHHS

35. | FTEMNIBPA® PO34UH ANS iH eKLN & . Xocpbdpman | Lsenuapi Pow [iarHoctuke Himeuunna/ BHECEHHS 3MiH A0 peecTpauiiHux matepianis: 3miHum | Tuny - 3a UA/16914/01/02

no 150 mr/1 mn; no H-J15 Powwu A 'M6X, HimeuuunHa Pecny6nika 3MiHu 3 skocTi. APl. BupobHuuteo. 3miHa BUpobHMKa peuenmom

0,4 mn (60 mr); no Nt (BUNpobyBaHHS Kopesi/ BUXiZHOTO/NPOMIXKHOIO NPOAYKTY/peareHTy, Lo

0,7 mn (105 mr); no KOHTPOIIO SIKOCTi); LLisenuapis/ BMKOPUCTOBYIOTLCS Y BUPOGHUYOMY npoueci ADI, abo 3miHa

1 mn (150 mr) y Pow ®apma AT, AnoHisa BMPOGHMKa (BKIOYakouu, e HeobxigHo, Micue NpoBeaAeHHs

conakoHi; no 1

dnakoHy y
KapTOHHiIN kopobui

HimeyuunHa
(BUNpobyBaHHS
KOHTPOIIO SIKOCTi);
CamcyHr
BioJlogxuke Ko,
JIta, Pecny6bnika
Kopes
(BMPOGHMLITBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHE
nakyBaHHs1,
BUNPOOYBaHHS
KOHTPOIO AKOCTi);
®.XocbdpmaHH-Ia
Pow ITa,
LLisenuapis
(BunpobyBaHHS
KOHTPOIO AKOCTI,
BTOPVHHE
nakyBaHHs, BUMyCK
cepii); Yyran
dapma
MaHydeKkTypuHr
Ko, JlTa, Anonisa
(BunpobyBaHHs
KOHTPOMO SIKOCTi );
Yyran dapma
MaHnydekTypuHr
Ko, NTa, Anowis
(BUpPOBHULTBO
Hepo3adacoBaHol
npoayKuit,
nepBuHHE
nakyBaHHs1,
BMNpPOOYBaHHS
KOHTPOMIO SIKOCTi)

KoHTponto skocTi) A®I (3a BigcyTHOCTI cepTudpikata
BignoBigHOCTI €Bponeiickkin hapmakonei y 3aTBepaKeHOMY
AOCbE)(3MiHM A0 3axoAiB, MOB'A3aHNX 3 koHTponem AP, abo

[ofaBaHHs OinbHULI, e NpoBOANUTLCS
KOHTponb/BUnpobyBaHHs cepii) JogaBaHHs dinbHuui Chugai
Pharma Manufacturing Co., Ltd.(CPMC) 116-3, Kiyohara
Kogyodanchi, Utsunomiya City, Tochigi 321-3231 Japan (UT),
K anbTepHATUBHOI AiNbHULI i3 KOHTPOMO B NpOLECi
BMpo6HuuTBa (IPC), BinnosiganbHoi 3a BUNpobyBaHHS
nonepeaHbo 3ibpaHoi kynbTypanbHoi pianHn (PHCCF) Ha
Mikonnasmy. BeegeHHs 3miH NpoTarom 6-Tun micauis nicns
3aTBepMkeHHS. 3MiHn | Tuny - 3miHn 3 akocTi. ADI.
Bupo6HMLTBO. 3MiHa BMPOGHMKa BUXIGHOTO/MPOMIDKHOTO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOBGHUYOMY
npoueci A®I, abo 3amiHa BUpoGHuMKa (BKIovarouu, ae
HeobxigHo, MicLe NpoBeAeHHs KOHTPOo SKocTi) ADI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI €EBponeinchbkii
cbapmakonei y 3aTBepaXeHOMY 10ChE)(3MiHM 00 3axX0AiB,
noe'si3aHnx 3 koHTponem A®l, abo gogaBaHHs AinbHULI, ae
NpoBOANTLCS KOHTPOMb/BUNpobyBaHHS cepii) [logaBaHHA
anbTepHaTMBHOI AiNbHWL i3 KOHTPOMIO B MPOLECI
BMpo6HuuTBa (IPC), BinnoeiganbHoi 3a BUNpobyBaHHs!
nonepeaHbo 3ibpaHoi kynbTypaneHoi piguHn (PHCCF) Ha
mikonna3my BioReliance Ltd, Todd Campus, West of Scotland
Science Park Glasgow, G20 0XA United Kingdom. BBegeHHsi
3MiH NPOTSIroM 6-TW MicsLiB nicns 3aTBepAKeHHs. 3MiHu | TUny
- 3MmiHu 3 akocTi. A®I. Bupobruuteo. 3MiHa BUpobHMKa
BVXi4HOro/NMpoMiXKHOro NpPoAyKTy/peareHTy, Lo
BUKOPUCTOBYIOTbCS Y BUpoBHUYoMY npoueci A®I, abo 3miHa
BUpOGHMKa (BKMOYatoum, ae HeobxigHo, Micue NpoBeAeHHs

KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BignoBigHOCTi EBponenchkii hapmMakonei y 3aTBepaKEHOMY
[0ChE)(3MiHM A0 3axopfiB, NOB'A3aHNX 3 KOHTponem AdI, abo

[ofaBaHHs AinbHWLI, e NPOBOAUTLCS
KOHTponb/BunpobyBaHHs cepii) JoaaBaHHs AinbHuui Charles
River Laboratories , Inc. 466 Devon Park Drive, Wayne, PA
19087 USA o anbTepHaTUBHOI AiNbHULL i3 KOHTPOIIO B
npoueci BupobHuuTtea (IPC), BignosigansHoi 3a
BMNpPoOyBaHHSA nonepeaHbo 3ibpaHoi KynbTypanbHOI piauHU
(PHCCF) Ha Bipycu.

BBegeHHs 3MiH NpoTArom 6-Tv MicsiliB Micnsi 3aTBEPOXKEHHS.
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3Mminn | TMny - 3miHn 3 skocTi. A®l. BupobHuuTBO. 3MiHa
po3mipy cepii (Bkntoyatoum gianaszonn) APl abo npomixkHoro
NPOAYKTY, SIKMI 3aCTOCOBYETLCS Y NpoLeci BUpobHuLTBa ADI
(36inbLeHHs o 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHNM
po3mipom) 36inbLueHHs po3mipy cepii API, o BupobnseTbest
B 6ygieni W40 Ha ginbHuui Chugai Pharma Manufacturing Co,
Ltd. 5-1, Ukima 5-Chrome, Kita-Ku-Tokyo 115-8543, Japan 3
2000n (3 kr) go 6000 n1 (9 kr). BeegeHHs 3MiH npoTsArom 6-Tu
MicauiB nicns 3aatBepakeHHs. 3MiHKM | Tuny - 3MiHK 3 AKOCTI.
A®I. BupobHMLTBO. 3MiHKN BUNpobyBaHb abo AONYCTUMUX MEX
y npoueci BupobHmutea AdI, L0 BCTAHOBIEHI Y
cneuudikalisix (BUNy4eHHs1 HECYTTEBOro BUNPOBYBaHHS)
BupaneHHs HecyTTeBOro Tecty Ha nentocnipy metogom MNJ1P
B PEXMMI pearnbHOro 4acy nif Yac KOHTPOIo B NPOLIECi
BUpo6HMLTBa Ha cTagii PHCCF BupoGHuutea APl B Gyaieni
Building W40 Chugai Pharma Manufacturing Co, Ltd, 5-1,
Ukima 5- Chrome, Kita-Ku-Tokyo 115-8543, Japan. BeeaeHHs
3MiH NPOTSArom 6-Tu MicsiLiB Micnst 3aTBepPAKEHHS. 3MiHu | Tuny
- 3MiHuM 3 sikocTi. ADI. Cuctema KOHTenHep/3aKynopoBanbHU
3aci6. 3miHa y 6e3nocepegHin ynakosui A®I (pigknx AdI
(HecTepunbHMX)) 3MiHM nakyBaHHs ans APl (3 2 n go 6 n) Ha
ninbHuui 6ygieni Building W40 Chugai Pharma Manufacturing
Co, Ltd, 5-1, Ukima 5- Chrome, Kita-Ku-Tokyo 115-8543,
Japan 3amictb ginbHuui Chugai Pharma Manufacturing Co,
Ltd, 5-1, Ukima 5- Chrome, Kita-Ku-Tokyo 115-8543, Japan.
BBegeHHs 3MiH NpoTsarom 6-Tu MicsuiB nicns 3aTBepaKeHHS.
3Minu Il Tuny - 3miHn 3 sikocTi. A®I. BupobHuuTeo. 3miHa
BUPOGHMKa BUXiQHOMO/MPOMIXXHOIO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHUYomy npoueci API, abo 3miHa
BMPOGHMKa (BKIOYakouun, Ae HeobxigHo, Micue NpoBeaAeHHs
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BigNOBIQHOCTI €Bponewchkin hapmakonei y 3aTBepaKEeHOMY
Oocbe)(BBEAEHHS HOBOTO BUpOoGHUMKa A®PI, konu He nogaeTbest
mMacTep-cann Ha APl Ta Lo BMMarae 3Ha4yHoi 3MiHW A0
BignoBigHoro po3ainy gocke Ha A®l) BBeaeHHs HOBOrO
BUpobHuKka A®I, a came pgogasanHs 6yaisni W40 Ha ginbHuULi
Chugai Pharma Manufacturing Co, Ltd. 5-1, Ukima 5-Chrome,
Kita-Ku-Tokyo 115-8543, Japan sik BianoBiganbHoi 3a
BMPOGHMLTBO, BUNpobyBaHHA Ta 30epiraHHS Aito40i Pe4YOBUHMU.
BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB Nicns 3aTBepAKEHHS

36.

FENA-MEPL

KOHLEHTpaT Ans
PO34MHy Ans
iHcpy3in, 5 /10 mn;
no 10 mn B amnyni;
no 10 amnyn y
KapTOHHI kopobui

Mepuy
dapmachbtoTi
kanc M6X

HimeyuuH
a

Mpoaykuis in bulk,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs: b.
BpayH MencyHreH
Al', HimewunHa;
BTOPUHHE
nakyBaHHs:
X.E.J1.IM. TmBX,

Himeyuunna

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny -
3miHu 3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwWi 3MiHK) - BHeCceHHs1 3MiH A0
p.3.2.P.5.3 Banigauis aHaniTm4Hnx MeToguk, a came-
OHOBJIEHHS PO3AiNy 3 METOK0 OXOMUTU paHille 3aTBepAXKeHyY
3MiHY JOMNYCTUMUX MeX N. «bakTepianbHi eHOOTOKCUHUY 3 <
0,25 EO/mn pgo < 3 EO/Mn; 3miHm | Tvny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa y MeToax BUNpoGyBaHHS! rOTOBOro

3a
peuerimom

UA/0039/01/01
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HimeuuunHa; nikapcbkoro 3acoby (ans npuBegeHHs y BignosigHicTs 3 4dY
MpecTix abo €Bponeincbkoo hapMakoneeto Ta BUMyYEHHS NOCUNaHHS
MNpomoyLH Ha 3acTapinui BHYTpILLHIN MeToa BUNPOOYyBaHHS i 10ro
Bepkaydctoepae Homep) - BHeceHHs 3MiH o p.3.2.P.5.2 AHaniTu4Hi meToguku,
pyHr & a came- 3MiHEHO METOAUKY KOHTPOSIIO KONbOpPY (KOHTPOMb

Bepbecepsic
'M6X, HimeuyumnHa;
Bupo6HuK,
BignoBiganbHUn
3a BUNycK cepii
KiHLIeBOro
NpoayKTYy:
Mepy ®apma
'm6X i Ko. KlraA,
Himeyunna

3AiMCHIOETBLCA BignoBigHo Ao EP 2.2.2 (3 BukopucTaHHAM
€TarnoHHOro Po34mHy); 3miHu | TMNy - 3MiHK 3 aKocTi. FoTOBUIA
nikapcbkuit 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS roToOBOro fikapcbkoro 3acoby
(BUNyYeHHS MeToAy BUNPOBYBaHHS, SIKLLO BXE 3aTBEPAXEHWIA
anbTepHaTVBHUIA MeToa) - BHeceHHs 3miH go p.3.2.P.5.2
AHaniTU4HI METOAMKM, a caMe - BUITYYEHHS METOANKN
«loeHTudikauis, KinbkicHe BU3Ha4YeHHs Ta YncToTa L-OpHITUHY-
L-acnaptat metogom BEPX ; 3minHm | Tuny - 3MiHun 3 siKOCTi.
[oToBMI Nikapcbkuii 3aci6. KOHTponb roToBoro fikapcbkoro
3acoby. 3miHa y MeTogax BMNpobyBaHHsi rOTOBOMO
nikapcbKoro 3acoby (BMyYeHHst MeTOAY BMMPOOYBaHHSA, AKLLO
BXe 3aTBEpP)KEHWIN anbTepHaTUBHUIN MeToa) - BHeceHHs 3MiH
0o p.3.2.P.5.2 AHaniTU4Hi MeETOAMKN, a caMe - BUNTYYEHHSA
meTtoaukm "Capillar Electrophoresis to determine identity,
assay and impurities in drug product"; 3amitu | Tuny - 3miHu 3
siKocTi. [oTOBMI Nnikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHA
roToBOro MikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEpOKEHMX MeTofax BUNpobyBaHHs1) - BHeceHHs 3aMiH o
p.3.2.P.5.2 AHaniTuyHi MeTOAMKM, a came — He3Ha4yHa 3MiHa y
mMeToauLi BUNpobyBaHHs «laeHTudikauis, KinbkicHe
BM3HAYEHHsI Ta uncToTa L-opHiTUH-L-acnapTaT MeTogom
BEPX (cTangapTHi 3pasku L-opHiTuH rigpoxnopumg i L-
acnapariHoBa KMCrnoTa)» 3 MeTOH BHECEHHS! BUNPaBIiEHb Y
po3paxyHKax KinbKiCHOro BU3Ha4YeHHs i OpHITUH nakTamy, a
TakoX y pakTop BiAryKy y HEBIAOMMX AOMiLLKaX; 3MiHu | TNy -
3MmiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneundikadii Ta/abo
AOMNYCTUMKX MEX rOTOBOrO JiKapCbKOro 3aco0y (3BY>KEHHS
AONyCTUMKX MeX) - BHeceHHs 3miH o p.3.2.P.5.1
Cneuudikauis Ta, sik Hacnigok, B p.3.2.P.5.4. 1a 3.2.P.8.1,a
came- 3BY)XeHHS BMMOT crneumdikaLii 3a n. KonboposicTb»
(cneumdpikauis Ha Bunyck) «Onucy» (cneumdikadis Ha TepMiH
npuaaTHOCTI) y pe3ynbTaTi BBEAEHHSI ETarOHHOro po3udnHy Y5,
BignoBigHo Ao BuMor EP; 3miHu | Tuny - 3miHu 3 AKoCTi.
[oToBMI nikapcbkuii 3acib. KOHTponb roToBOro nikapCbkoro
3acoby (iHLWi 3mMiHK) - OHOBNEHHSI BXE 3aTBEPKEHUX METOLIB
KOHTPOIIO SIKOCTI Mikapcbkoro 3acoby, a came BUKNageHHs
TEKCTY AIEPXKaBHOK MOBOHO 3rigHO Cy4aCHUX BUMOT; 3MiHW |l
TMny - 3MiHK 3 sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTpornb
roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
crneundikai Ta/abo JONyCTUMMX MEX FOTOBOIO NiKapCbKoro
3acoby (3miHa 3HaxoaMTbCsl N03a 3aTBEPKEHNMM
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[OMyCTUMUMK Mexamm crieumdikauiin) - BHeceHHs 3MiH go
p.3.2.P.5.1 Cneumdpikauis, a came- po3LIMpeHHs A0NyCTUMMX
HOpM cneumdikaLii Ha MOMeHT Bunycky ansa M3 3a n.
«[omiLkn, HeigeHTudikoBaHi, ognHu4HiI» 3 < 0,05 % Ha < 0,10
% po3pax. Ha OpPHITUH acnapTar Ta Bif 3asBNEHOro BMICTy
ADI. TakoXX BHECEHHSI pefakLiHMX NpaBokK B crneuudikadito,
SIK HA MOMEHT BUMYCKY, TaK i B cneuumadikaLito Ha TepMiH
npuaaTHocTi 3a N. «OpHITUHY naktam»/ «L-OpHITUHY-O-
nakTam», a came- 3a3HavyeHHsl BUMOT s BigMnoBigHMX
OOMILLIOK 3 pO3paxyHKy Bif, 3asiBneHoro BMicty APl
37. | FTENA-MEPL rpaHynsat, 3 r/5r no Mepu HimeyumnH AciHo ®apwma AT, LLseninapis/ BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miku | Tuny - pe3 peuenma UA/0039/02/01
5 r y nakerti; no 30 dapmachbtoTi a LLsenyapis HimevuunHa 3MmiHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
abo 50 abo 100 kanc M6X (npoaykuis in BignoBigHoOCTI €Bponeiickkin thapmakonei/MmoHorpadii. 3miHu,
NakeTiB Y KapTOHHIW bulk); Knoke NnoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIHICTE A0

Kopobui

dapma-Cepsic
'm6X, HimeuunHa
(nepBuHHe Ta
BTOPVHHE
nakyBaHHs); Knoke
dapma-Cepsic
'm6X, HimeuunHa
(npoaykuis in
bulk); Mepy,
dapma 'M6X i Ko.
KlraA, HimeyunHa
(BMPOBHYMK
BignoBsiganbHUN
3a BUNyCK cepil
KiHL,EeBOro
npoaykry); Mepu
Papma 'M6X i Ko.
KraA, HimeuunHa
(nepBuHHE Ta
BTOPVHHE
nakyBaHHs1);
MpecTix
MpomoyLuH
Bepkaydcdoepae
pyHr &
Bepbecepsic
m6X, HimeyuunHa
(BTOPUHHE
nakyBaHHs1);
X.E.I.M. TmBX,
HimevuunHa
(BTOPUHHE
nakyBaHHs)

MoHorpadii ®Y abo €sponericekoi dhapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C (3miHa y
cneundikauisix, no'sidaHa 3i amiHamu B J®Y, abo

€BponeWcbkin dhapmakonei, abo iHWi HauioHanbHin
cdapmakonei gepxasu €C) 3MiHNM NoBsi3aHi 3 HEOOXiAHICTIO
npuBeaeHHs cneuundikauii Ta aHaniTMYHMX METOANK KOHTPOIO

SIKOCTi il04Oi PeYOBUHM, L0 HanexaTb BUPOOHUKOBI FOTOBOrO

nikapcbkoro 3acoby N'EMA-MEPLL, rpaHynaT, y BignoBigHicTb

[0 oHoBneHoi MoHorpadii Himewpkoi dapmakonei Ha L-
opHiTUHY-L acnapTat. 3MiHu | TUny - 3miHu 3 gkocTi. API.
KoHTponb A®I. 3MiHa y napameTpax cneuudikadin Ta/abo
AONYCTUMUX MEX, BU3HaYeHuX y crneumndikauisx Ha A®l, abo
BUXiAHWUIA/NPOMIXXHWI NPOJYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTea AD| (qonoBHeHHs cneuumdikauii
HOBWM MOKa3HMKOM SIKOCTi Ta BiAMNOBIAHUM METOAOM
BuNpobyBaHHs) BeeaeHHs Tecty «MikpobionoriyHa yncrota» B
cneundikalilo Ha Aitody pevyoBuHy L-opHiTUH-L-acnapTart, wo

HanexuTb BUPOOHUKOBI FOTOBOrO Nikapcbkoro 3acoby ena-

Mepu, rpaHynaT. Bumoru go tecty BignosigaoTe MoHorpadii

€Bp. ®apm. 2.6.12, 2.6.13. 3minHu | Tuny - 3miHK 3 akocTi. ADI.

KoHTponb A®Il. 3miHa y napameTpax cneumdikauin Ta/abo
OOMNYCTUMUX MEX, BU3HaYeHuX y cneuudikauisx Ha A®l, abo
BUXiAHWUIA/NPOMIXXHWI NpOJYyKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobHuutea A®I (qonoBHeHHs cneuudikauii
HOBWM MOKa3HWKOM SIKOCTi Ta BiAMNOBIAHUM MeTOA0M
BuUNpobyBaHHs) BeeaeHHs Tecty «bakTepianbHi eHOOTOKCUHU»
B cneuudikaLito Ha Ajtoyy pevoBuHy L-opHiTuH-L-acnaprar,
LLO HanexwTb BUPOBHMKOBI rOTOBOrO NikapcbKkoro 3acoby
ena-Mepu, rpaHynaT. Bumoru oo TecTy BignoBsigaoTb

MoHorpadii €8p. ®apm. 2.6.14. 3miHu | TUNY - 3MiHK 3 AKOCTI.

AQ®I. KoHTponb ADI. 3miHa y napameTpax cneuudikauin
Ta/abo fonycTUMUX MeX, BU3HAYEHNX y cneumdikauisx Ha
A®I, abo BUXiQHWA/NPOMIKHUIA NPOAYKT/peareHT, Lwo
BUKOPUCTOBYOTbCS Y npoLieci BUpobHuutea APl (BUnyyYeHHs
He3HaYHOro NokasHWKa SKoCTi (Hanpuknag BUNyYeHHs
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3acTapinoro nokasHuka)) BunyyeHHsi tecty «Baxki meTanm» i3
cneuudikaLii Ha aitody pedoBuHy L-OpHiTUH-L-acnapTart, wo
HanexuTb BUPOBHUKOBI rOTOBOrO Nikapcbkoro 3acoby Mena-
Mepu, rpaHynaTt. 3miHu Il Tuny - 3MiHn 3 sakocTi. ADI.
Brpo6bHuuTBO. 3MiHa BUpOGHUMKa BUXIAHOTO/MPOMIXKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOBGHUYOMY
npoueci A®l, abo amiHa BUpoBHuMKa (BKNtoyatouu, ge
HeobxiaHO, MicLie NpoBeAeHHS KOHTPOTO skocTi) AdI (3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTi €Bponenchkiin
chapmakonei y 3aTBepAXeHOMY [0Cbe)(BBEAEHHS HOBOTO
BMpo6HMKa AP| 3 HagaHHSAM macTep-daina Ha APl) BBegeHHS
nogartkoBoro BMpoGHuka A®l Evonik Rexim S.A.S. 3
HagaHHsaM MacTep-daiina Ha A®I L-opHiTuH-L-acnapTar.
3miHu Il Tuny - 3milm 3 axkocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo JonycCTUMUX MeX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiAHWIN/MPOMDKHWI NPOJYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobHmutea AP| (3MiHa no3a mexamu
3aTBepAKEHOro gianasoHy y cneumdikauii Ha A®l) Y 3B's3ky i3
BBEAEHHAM gofdaTkoBoro BupobHvka APl Evonik Rexim
S.A.S., France, 6yno 3aseneHo 3miHy y Crneumndikauii Ha AdI
L-opHiTWH-L-acnapTaT (3MiH1 OMYCTUMUX MEX Ans NoKasHuKa
«3anuWwKoBUIA PO3YNHHWK, METAHOMD).

38.

FENTOP-
®APMEKC

KOHLeHTpaT Ans
PO34MHY Ans
iHdysin, 500 mr/mn;
no 10 Mn y gonakoHi;
no 5 cpnakoHis B
KOHTYPHIl
YapyHKOBIN
ynakoBLj; no 1 a6o 2
KOHTYPHi YapyHKOBI
yNaKkoBKn B
KapTOHHIN nayui

TOB
"®APMEKC
rPymn"

YkpaiHa

TOB "®APMEKC
rPyrm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHX maTtepianis: YTOYHEeHHs
peecTtpauiiHoi npoueaypu B Haka3si MO3 Ykpainu Ne 1421
BiA 05.08.2022 - 3miHn Il Tuny - 3miHn 3 akocTi. AdI.
BupobHuuTBO. 3MiHa BUPOGHMKa BUXiAHOrO/NPOMIXKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTHLCS Y BUPOOHUYOMY
npoteci A®l, abo 3miHa BupobHuKa (Bkntovaroun, ae
HeobxiaHo, MicLe NpoBeaeHHs KOHTPOo SKocTi) ADI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI €EBponeinchkii
dapmakonei y 3aTBepaXeHOMy A0CheE)(BBEAEHHS HOBOrO
BUpOoGHMKa ADI 3 HagaHHsIM MacTep-ganna Ha AdI) -
BBEJEHHS [oAaTKOBOro BUpobHuka AP| 3 HagaHHsM OMO.
3aTtBepaxeHo: "Evonik Rexim S.A.S.", ®paHuisi.
3anponoHoBaHo: "Evonik Rexim S.A.S.",®paHuis abo "Kyowa
Hakko Bio Co., Ltd.", AnoHis.

3a
peuerimom

UA/15641/01/01

39.

FHO®JIOP

TabneTku
BariHanbHi;

no 2 Tabnetku y
6nictepi; no 1
6nictepy B
KapTOHHiIl kopobuyj;
no 6 TabneTok y
6nicTepi; no 1 abo 2
Gnictepu B
KapTOHHiIl kopobui

MepiHoBa
Al

LLisenuapi
A

MegpiHoBa AT,
LLisevuapis
(KOHTpOnNb AKOCTI
Ta BUNYCK cepii);
Xaynt ®apma
Awmaper Mm6X,
HimeuunHa
(BpOBHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs)

LLIseinapis/
Himevumnna

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny -
3MiHu 3 skocTi. CepTudikat BignosiaHocTi/lE-cepTudikat
BignoBigHocTi €Bponeichkili hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMEHOTO cepTudikaTa BiANoBIAHOCTI
abo BMny4YeHHsi cepTudikaTta BignoBigHOCTI €EBpONENChKil
dapmakonei: gna API; ons BUXigHoro
marepiany/peareHTy/NpOMIXXHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €EBponeichkil
dapmakonei) - HoBuii ceptudikat Bif HOBOro BUpobHuKa
(3aMiHa abo AONOBHEHHST) NOAaHHS HOBOTO anbTepHaTUBHOIO
("Sister CEP") ceptudikata BignosigHocTi €EBponeichkii

6e3
peuenma

UA/1851/01/01
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capmakonei Ne RO-CEP 2020-208 - Rev 00 anst A®I ectpion
BnacHvuka ASPEN OSS B.V. 3 anbTepHaTMBHUM MicLieM
BMPOGHMLUTBA AN MyNbTU-€TanHOro CUHTE3y ecTpiony Ta, sk
Hacnigok, amiHa y crneumdikaLii LWoao 3anuLKoBnx
PO3YMHHWUKIB.
40. | TMIOKOBAHC® | TabneTku, BKPUTI Mepk CaHTe PdpaHuis Mepk CaHTe PdpaHLuis BHECEHHS1 3MiH O peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/5390/01/01
NniBKOBOO c.a.c. 3MmiHu 3 akocTi. A®I. KoHtponb A®I. 3miHa y meTogax peuernmom
obornoHkoto, no 500 BunpobyBaHHs A®l abo BuxigHOro maTtepiany/npomMikHOro
mr/2,5 mr; no 15 NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLECI
TabneTtok y 6nicrepi; BUpo6HMLTBa ADI (HE3HaYHI 3MiHW y 3aTBEPAXKEHNX MeToAax
no 2 6nictepu B BUNPOOYBaHHS).
KapTOHHiIN kopooLyj; BHeceHHs1 amiH go p.3.2.S.4.2 AHanitnyHi metoauku (ons Al
no 20 TabneTtok y rnibeHknamigy), a came- B METOAMKY ANs1 KOHTPOSIHO M.
6nictepi; no 3 «Po3Mmip 4acTMHOK», y 3B’A3Ky 3 3amiHOI0 0bnagHaBHHS
Gnictepu B Malvern Mastersizer S, sike BUKOPUCTOBYETLCS AN
KapTOHHiIN kopoOLi BM3HAYEHHS pO3noginy YacTnHoK 3a poamipom (PSD), Ha
6inbLL cy4yacHe Ta ekBiBaneHTHe obnagHaHHA Malvern
Mastersizer 3000 ansi BumiptoBaHHs PSD Ha mangaH4ymnky
KOHTPOIO AKOCTi. TakoX, BHECEHHSA pefakuinHNX 3MiH 4O
p.3.2.5.4.2 AHaniTnyHi METOAMKM, a came — 3MiHa
dopMyroBaHHS 4na nocunaHHsa Ha Drug Master File 6e3
3MiHW 3MICTY; 3amMiHa CroBa «MaTtepianu» Ha «peareHTu», LWo
Oinblue Niaxo4uTb AN aHaniTUYHUX Npouenyp, 6e3 3miHu
3HaYeHHs; OHOBNEHHS dopMaTy Hymepauii
41. | TMIOKOBAHC® | Tabnetku, BKpUTI Mepk CaHte PpaHuis Mepk CaHTte PpaHuis BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MmiHu | Tuny - 3a UA/5390/01/02
NniBKOBOKO c.a.c. 3miHn 3 akocTi. A®I. KoHTponb A®I. 3miHa y meTogax peuenmom
obornoHkoto, no 500 BunpobyBaHHa APl abo BuxigHOro martepiany/npomikHOro
mr/5 mr; no 15 NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPoLeCi
TabneTok y 6nictepi; BUpO6HMUTBa AD| (HE3HaAYHI 3MiHU Y 3aTBEPKEHUX METOAaX
no 2 6nictepu B BUNPOBYBaHHS).
KapTOHHiIN KopobLyj; BHeceHHs 3miH o p.3.2.S.4.2 AHaniTuyHi meToaukm, a cave- B
no 20 TabneTok y MeTOAWKY ANA KOHTPOMHO M. « PO3Mip YacTUHOKY, y 3B’A3KY 3
6nictepi; no 3 3aMiHo obnaaHaBHHA Malvern Mastersizer S, sike
Gnictepu B BMKOPVCTOBYETbLCS AN BU3HAYEHHSI pO3noginy YacTUHOK 3a
KapTOHHiIN kopooLi po3mipoMm (PSD), Ha GinbLu cydacHe Ta ekBiBaneHTHe
obnagHaHHsA Malvern Mastersizer 3000 anst BUMiptoBaHHS!
PSD Ha mMaigaHumKy KOHTPOMIO SIKOCTi. TakoX, BHECEHHS
penakuinHmx 3miH o p.3.2.S.4.2 AHaniTuyHi MeToguku, a
came — 3MiHa cpopmyntoBaHHA Ans nocunaHHsa Ha Drug Master
File 6e3 3miHu 3micTy; 3aMiHa crnoBa «maTepianu» Ha
«peareHTu», WO BinbLue NigxoanTb Anst aHaniTUYHNX
npoueayp, 6e3 3MiHM 3Ha4YEHHS; OHOBINEHHS chopmaTy
HyMmepaLii
42. | BEKPICTON® Tabnetku no 500 TOB "MIBE YkpaiHa Mmibe MmbX HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/18957/01/01
500 MO MO; no 10 TabneTok YKPAIHA" ApuHanmittenn 3MiHu 3 skocTi. CepTudikaT BignosiaHocTi/lE-cepTudikat peuenma

y BnicTepi, no 5 abo
no 10 6nictepis y
navuj

BiANoOBIAHOCTI €Bponencekini hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHoBrEHoOro cepTudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTa BignoBigHOCTI €EBpoNenchKil
dapmakonei: gna ADI; ons BuxigHoro




31

[IpooBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY, LLO
BMKOPWUCTOBYIOTBCS Y BUPOOHMLTBI ADI; Ans 4ONOMiIXKHOT
peyoBuHM (cepTudikat BignoBigHOCTI EBpoONenchKii
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBepAKeHoro BUpobHuka - MNoaaHHs OHOBMNEHOro
cepTuddikaTta BignoBigHoCTIi €Bponeinchkin hapmakonei Ne R1-
CEP 2015-199-Rev 00 (3atBepmkeHo: RO-CEP 2015-199-Rev
02) ans gitovoi pevosmHK Cholecalciferol concentrate (powder
form) Big Bxxe 3aTBepaKeHoro BupobHuka DSM Nutritional
Products Ltd

43.

OEKCKETOIMNP
O®EHY
TPOMETAMON

NMOPOLLIOK
(cybeTaHuin) y
noABiHUA NakeTax
3 NiBKK
nonieTuneHoBoi ansa
hapMaueBTUYHOroO
3aCTOCYBaHHS

TOB HB®
"MIKPOXIM"

YkpaiHa

Knapouem
Ipenang Jlta

Ipnangis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny -
ApMiHicTpaTuBHI 3miHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
3asiBHUKA (BriacHUKa peecTpauiiHoro nocBig4yeHHst). 3MiHn
appecu 3asBHUKA.

UA/16745/01/01

44,

OIALEPEIH

NMOPOLLIOK
(cybecTaHuis) y
nakeTax nogBinHMX
nonieTuneHoBmx
Ans BupobHmuTea
HECTEPUNbHUX
nikapcbkux opm

AT
"KVITprKVI
Z

BITAMIHHM
" 3ABOL"

YkpaiHa

Awmi JlTandhcaneHcia
Mer. Jl14.

lHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHu | Tuny -
3MiHn 3 axocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANoOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBreHoro cepTudikara BiANoBiAHOCTI
abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €BponenchKii
dapmakonei: gna ADI; onsa BUXigHOro
matepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonoMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpONenchbKin
dapmakonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBepAKEHOro BUPOBHMKa - MOAaHHSA OHOBEHOMO
cepTtudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-
CEP 2015-173-Rev 00 (3aTtBepmxeHo: RO-CEP 2015-173-Rev
02); 3miHun | Tuny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
Bi4NOBIigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/NPOMiKHOrO NPOAYKTY, LU0
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpONEChKin
dapmakonei) - OHoBMNeHu cepTudikaT Bifg yxe
3aTBEpAKEHOro BUPOBHWMKa - NOAaHHSA OHOBIIEHOIO
cepTudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-
CEP 2015-173-Rev 01. Ak Hacnigok, BUNy4eHo 3i
cneundikauii A®| nokasHuka «XpoMy; akTyanizoBaHO Ha3By
po3giny «3anuLLKoBi KiNbKOCTi OpraHiYHUX PO3YMHHUKIBY Ha
«3anuLIKoBi PO34YMHHUKNY» Ta BHECEHO HE3HAYHi KOPEeKTUBM [0
TeKCTy Yy BignoBigHocTi Ao oHoBneHoro CEP; 3miHa agpecu
BnacHuka (Holder) CEP

UA/12504/01/01

45.

[OONPOKIH

Tabnetku no 10 mr;
no 10 Tabnetok y

TOB
«YOPNO

YkpaiHa

YOPI
MELMLIVH INAY

TypeyuunHa

BHECEHHS 3MiH 4O peecTpauiHuX maTtepianis: 3MiHa 3asiBHUKa
J13 (MIBIM) (BnacHuka peecTpauinHoro NocBig4YeHHs) (3rigHo

6e3
peyenma

UA/17940/01/01
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6nictepi; no 2 abo
no 3 bnictepu y
KapTOHHiIN kopooLi

MEAVLINH»

CAH. BE TIIDK.
AL

Haka3zy MO3 Big 23.07.2015 Ne 460). TepmiH BBe4EHHSA 3MiH -
npoTArom 6 MicsuiB nicnsa 3aTBEPKEHHS; 3MiHM | Tuny - 3MiHK
oo 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay. BeeaeHHst
abo 3MiHM [0 y3aranbHEHUX 4aHUX NPo CUCTeMY
dapmakoHarnagy (BBe4eHHs y3aranbHeHUX 4aHuX Npo
cuctemy chapmakoHarnsgy, 3miHa ynoBHoBa)eHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapmakoHarnaay 3asiBHUKa ANs 34iINCHEHHS!
chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
YNOBHOBaXeHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
dapmakoHarnagy (BKovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLleHHi MacTep-thaina cuctemmn chapMakoHarnagy) -
3MiHa ynoBHOBa)eHoi 0cobu 3asiBHUKA, BiANOBiAanbLHOI 3a
capmakoHarnag. Litova pegakuis: Mescim Inbkbaxap OiHvens
/ Mrs. Mevsim llkbahar Dincel. NMponoHoBaHa pegakuis: Myano
[aHHa CtaHicnasiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXeHOiI 0cobu 3asiBHMKa, Bi4MOBiAANbHOI 3a
dapmakoHarnag. 3miHa micus 34iNCHEHHs1 OCHOBHOT
nisinbHOCTI 3 hapmakoHarnsay. 3MiHa MicLle3Haxo4KEHHS
macTtep-danna cuctemu papmakoHarnsgy

46.

OOLETAKCEN
AMAKCA

KOHLieHTpaT Ans
PO34MHY Ans
iHcpy3in, 20 mr/mn no
1 mn, 4 mn abo 8 mn
y cbnakoHi; no 1
hnakoHy B
KapTOHHiI kopobui

Amakca T

Benuka
BputaHia

KOHTPO~b cepil,
cepTudikauia Ta
BWMNYCK Cepil:
AkBiga 'moX,
Himeuumnna;
BUPOOHMLTBO in
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOSb cepii:
AkBiga 'voX,
HimeuumnHa;
BUPOGHMLUTBO in
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOSb cepii:
CawmsHr XongiHra
Kopnope#LuH,
Pecnybnika
Kopes;
BTOPUHHE
nakyBaHHsi:
BeHnyc ®apma
Mm6X, HimeuunHa

HimeyuunHa/
Pecny6nika
Kopes

BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny -
ApgMiHicTpaTuBHI 3miHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MicUsi NpOBaPKEHHS AiSNbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO fikapCbKOro 3acoby, BKMo4aoun AinbHULL BUMYCKY
cepii abo MmicLe NpoBeAeHHS KOHTPOMIO SIKOCTI. (OiSNbHICTb, 3a
AIKy BignoBigae BMPOGHMK/iIMNopTep, He BKIOYaoym BUMYCK
cepint) -
3MiHa HalMeHyBaHHS BUpobHuka 13 BignosigansHoro 3a
BMPO6HMUTBO in bulk, nepBrMHHE Ta BTOPMHHE NaKyBaHHS,
KOHTpOrb cepii
3atBepaxeHo: CamsaHr Biodpapmac'ioTikens KopnopeiH,
Pecny6nika Kopes 3anponoHoBaHo: CamsiHr XongiHra
KopnopeiiwH, Pecnybnika Kopesi. 3miHu | Tuny - 3miHu 3
sikocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BiAMNoOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa BiAnoBIgHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI €Bponeinchkii
dapmakonei: gna ADI; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYOTLCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
dapmakonei) - OHoBMNeHu cepTudikaT Bifg yxe
3aTBepAKEeHOro BUpobHYMKa - NogaHHsA OHOBIIEHOrO
cepTtudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-
CEP 2013-185 - Rev 01 ans gitoyoi pevouHu Docetaxe Big
BXe 3aTBepKeHOro BUpobHUKa, ik Hacnifok 3miHa Ha3Bu
BnacHvka CEP Ta BUpoGHMYOT QinbHUL:
3aTBepakeHo: Samyang Biopharmaceuticals Corporation;
3anponoHoBaHo: Samyang Holdings Corporation. 3miHu | Tuny

3a
peuerimom

UA/14900/01/01
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- 3MiHu 3 sikocTi. CepTudpikat BignosigHocTi/E-cepTudikaT
BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBMEeHoro cepTudikara BignoBiAHOCTI
abo BunNy4eHHs ceptudpikata BianoBigHOCTI €BpoONENChbKin
dapmakonei: gna ADI; onsa BUxigHoro
marepiany/peareHTy/NpOMiXXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BigNoBIAHOCTI EBpONENCHKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBepOKeHOro BUPOGHMKa - MoAaHHS OHOBMEHOrO
cepTtudpikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-
CEP 2013-185 - Rev 00 (3aTBepmkeHo: RO-CEP 2013-185 -
Rev 01) gns gitoyoi pevouHn Docetaxe Big Bxe
3aTBepAKeHOro BUpobHuka. 3MiHn | Tuny - 3MiHM 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeiickkin thapmakonei/MoHorpadii. NMoaaHHs HoBoro abo
OHOBJIEHOro cepTudikarta BiaANoBiAHOCTi ab0 BUIyYEHHSs
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei: ons
A®I; onsa BuxigHoro matepiany/peareHTy/npoMiXKHOIo
nNpoaykKTy, L0 BUKOPUCTOBYIOTLCH y BUPOOHMLTBI ADI; Ans
[OMOMIDKHOI peyYoBUHM (CepTudikaT BiaNoBiAHOCTI
€BponeWcbkin dapmakonei) - OHOBNEHU cepTudikaT Big yxe
3aTBepAKEHOro BUPOBHMKA - MOAaHHSA OHOBEHOMO
cepTuddikaTta BignosigHocTi €Bponeichkin hapmakonei Ne RO-
CEP 2014-105 - Rev 01 (3atBepaxeHo: RO-CEP 2014-105 -
Rev 00) ons gitoyoi pevouHm Docetaxel Big Bxe
3aTBepakeHoro BupobHuka QILU PHARMACEUTICAL CO.,
LTD. 3minu | Tvny - 3minHm 3 sikocTi. CepTuddikat
BignosigHocTi/[E-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
Bi4noBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BUXiQHOro MaTtepiany/peareHTy/NPOMIXKHOTO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechbKin
dapmakonei) - OHoBneHWn cepTudikaT Big yxe
3aTBEpOKEHOro BUPOBHUMKa - MOAaHHS OHOBMEHOMO
cepTtudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-
CEP 2014-105 - Rev 00 gns gitoyoi pevouHu Docetaxel Big,
BXe 3aTBepmxeHoro BupobHuka QILU PHARMACEUTICAL
CO., LTD. 3minn | Tuny - 3miHn 3 skocti. Ceptudikar
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI €Bponenchkin
apmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUnyyYeHHs ceptudikaTta
BignoBigHOCTI €Bponenchkin dapmakonei: ana A®I; ans
BUXiAHOro MaTtepiany/peareHTy/NPOMIXXHOTO NPOAYKTY, LU0
BVIKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonomikHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoONeEChKi
dapmakonei) - OHoBNeHWI cepTudikaT Bif yxe
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3aTBepOKeHOro BUpo6HUKa - MoAaHHsA OHOBMEHOrO
cepTudpikaTa BignosigHocTi €Bponevichbkin dapmakonei Ne R1-
CEP 2014-105 - Rev 01 gns gitoyoi pevouHn Docetaxel Big,
BXe 3aTBepaeHoro BmpobHuka QILU PHARMACEUTICAL
CO., LTD. Ak Hacnigok 3miHa agpecu BUpPobHuKa:
3aTBepakeHo: Ne243 Gong Ye Bei Road. 250100 Jinan,
Shandong Province; 3anponoHoaHo: Ne 23999 Gong Ye Bei
Road. 250100 Jinan, Shandong Province
47. | OYTACTEPUO kancynu Teepai, 0,5 3eHTiBa, K.C. Yecbka BUPOBHMLUTBO Icnanis/ BHECEHHS 3MiH 4O peecTpalinHmx maTtepianis: 3miHu | Tuny - 3a UA/18219/01/01
T mr/0,4 mr; no 30 abo Pecny6bnik NPOMiXXHOTO PymyHis 3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y peuenmom
90 kancyn B NASLLL; a nNpoayKTy - M'SKUX BMPOBHMUTBI. 3MiHM y NpoLeci BUPOGHMLITBa rOTOBOIO
no 1 nnawuiy KenaTmHOBUX nikapcbkoro 3acoby, BKIoYayy NPOMIXKHUA NPOAYKT, Lo
KapTOHHiIN nayui Kancyn Ta 3aCTOCOBYETLCS MPY BUPOBHULITBI FOTOBOTO NiKapCbKOro

BUpo6bHMuTBO M3,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOJb SIKOCTI,
BignoBsiganbHUN
3a BUNyCK cepi:
JIABOPATOPIOC
JIEOH ®APMA
C.A,, IcnaHisi;
BUPOBHMLUTBO
NPOMiXXHOTO
NPOAYKTY - rpaHyn
TamCyrosuHy 3
moaudpikoBaHUM
BUBINbHEHHSIM,
KOHTPOMb SIKOCTI:
C.K. BEHTIBA
C.A., PymyHis;
KOHTPOIb SIKOCTI
(anbTepHaTUBHUIA)

NTABOPATOPIO
EYEBAPHE, CA,
Icnanis;
KOHTPOMb SKOCTI:
Ximiko-piznyHe
TECTYBaHHs:
$YHAOACIOH
TEKHANIA
PECEPY &
IHHOBATIOH,
IcnaHis;
KOHTPOMb SKOCTI:
Ximiko-piznyHe Ta
MikpobionoriyHe

3acoby (He3HayHa 3miHa y npoueci BUpoOHMLTBA) HE3HAYHI
3MiHW y NpoLeci NiAroTOBKM XXenaTMHOBOI Macu NpoAyKTy Ans
onTumisauii npouecy. BignosigHo 4O ONMCYy TEXHOMOrYHOro
npotecy, BkrtoyeHo B p.3.2.P.3.3 Etan 1: MNpurotyBaHHs
XenaTMHOBOI MacK BiAbyBaeTbCA LUNAXOM AoAaBaHHSA
XenaTuHy nepea BOAOIO Ta rriLepuHOM. BHocATbCS HacTymHi
3MiHW: - ANS NOMErUeHHs NoAanbLLOro 3aBaHTAXEHHS Ta
PO3UYMHEHHSI XenaTuHy B PO34UHI, 4OAABAHHSA rMiLepuHy
NpoBOANTLCSA Nepen 3aBaHTAKEHHSAM XenaTuHy; - 36inbLIeHHs
LIBUAKOCTI 3AINCHIOETBCSA AN NONEreHHs 3MillyBaHHA Ta
MOBHOTO PO3YMHEHHS KENaTUHY B PO34MHI, @ TaKOX Ans
nonerweHHs aeaepadii po3vuHy. 3miHu | Tuny - 3miHn 3
skocTi. CepTudikaT BignosigHocTi/l' E-cepTudikat
BignoBigHoCTi €Bponenchkii hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa BiANoBIAHOCTI
abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €Bponenceki
dapmakonei: gna API; ons BUXigHOro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMIKOPUCTOBYIOTbCH Y BUpobHUUTBI ADI; Ans AonoMixHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeinchkii
apmakonei) - HoBuii ceptudikat Bif HOBOro BUpoGHMKa
(3amiHa abo gonoBHeHHs) noaaHHsA HoBoro CEP (RO-CEP
2016-126-Rev 01) ans A®I [lytactepuay Big HOBOro
BMpoGHMKa (gonoBHeHHs) Hetero Labs Limited, India;
BBeAEHHS AinbHUUI BianosiaanbHoi 3a «Production of
Intermediate»: Hunan Yuxin Pharmaceutical Co., Ltd, China -
NpVBEAEHHS Y BiANOBIAHICTb 40 cepTudikaty BignoBigHOCTI
€Bponeicbkint hapmakonei.
3miHu | TUny - 3minm 3 sikocTi. CepTudikat BignosigHocTi/TE-
cepTudpikaT BignoBiaHoOCTI EBpoNenChKil
cbapmakonei/MmoHorpadii. MogaHHA HOBOro abo OHOBMNEHOTO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BigNoBigHOCTI €Bponenchkii papmakonei: ans AdDI; ana
BUXiAHOro Martepiany/peareHTy/MPOMIKHOIO NPOAYKTY, L0
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonoMixxHOT
peyoBUHYM (cepTudikaT BigNoBIAHOCTI €Bponeinchkil
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TECTYBaHHS: capmakonei) - OHoBneHun cepTudikar Big yxe
HET®APMAIAB 3aTBEPAKEHOrO BUPOOHMKa -
KOHCANTIHI nofaHHsi oHoBneHoro ceptudikaty CEP (RO-CEP 2014-306-
CEPBAWCIC, Rev 02) Big yxe 3atBepaeHoro BupobHuka Aurobindo
IcnaHis; Pharma Limited gna A®l ytactepuay. 3atBepmxeHo: CEP -
nepBuHHE Ta RO-CEP 2014-306-Rev 01 3anponoHoBaHo: CEP - RO-CEP
BTOPUHHE 2014-306-Rev 02. 3miHu | TMny - 3miHn 3 akocTi. FoToBMI
naKkyBaHHs: nikapcbkuin 3aci6. 3MiHW y BUpobHMUTBI. 3aMiHa abo BBeAEHHS
JTABOPATOPIOC [0AaTKOBOI AiNbHULI BUPOBHULTBA A4NS YacTUHU abo BCbOro
JIIKOH3A, C.A., BMPOBHMYOro NpoLecy roToBoro fikapcbkoro 3acoby
Icnanis; (BinbHUUS 4Ns BTOPUHHOTO NaKyBaHHS) BBEAEHHS
BUPOGHMK, anbTepHaTUBHOI AiNbHULI Ans BTOPUHHOMO NakyBaHHs J13 -
BignosiganbHUn JIABOPATOPIOC NIKOH3A, C.A., IcnaHis. 3minu | Tuny -
3a BTOPUHHE 3MiHu 3 gKocTi. FoToBUIA Nikapcbkuii 3acid. 3miHn y
nakyBaHHs BUPOGHMLTBI. 3aMiHa abo BBeAEeHHN A0AaTKOBOI OifbHULL
(anbTepHaTMBHUIA) BUPOBHMLTBA NS YacTUHM abo BCbOro BUPOBHUYOro npouecy
: roTOBOro MiKapCbKOro 3acoby (AiNbHWLS ANs NEPBUHHOTO
MAHAHTIAT nakyBaHHs1) BBE,eHHS1 arlbTepHaTUBHOI AiNbHULI 4NN
IHTEIPA, C.J1.1O., nepeuHHoro nakyeaHHs J13 - IABOPATOPIOC JIIKOH3A,
IcnaHis; C.A., IcnaHis. 3miHn | TNy - 3miHn 3 akocTi. FoToBMN
BUPOBHMK, nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa abo BBeAeHHS
BignoBsiganbHUn [0AaTKOBOI AiNbHULI BUPOBHULTBA A4S YacTUHU abo BCbOro
3a BTOPVHHE BUPOBHMYOro npoLecy roToBoro nikapcbkoro 3acoby
nakyBaHHs! (BiNbHMUS ANst BTOPUHHOTO NaKyBaHHS) BBEOEHHS
(anbTepHaTUBHMIA) anbTepHaTUBHOI AiNbHULI ANt BTOPUHHOTO nakyBaHHs 13 -
: ATOIC ®APMA, C.J1., IcnaHisa. 3miHu | Tuny - 3MiHM 3 sIKOCTI.
ATIIC ®APMA, [oToBMI Nikapcbkuit 3aci6. 3MiHKM y BUpobHUUTBI. 3MiHa
C.N., IcnaHis iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY Cepii Ta KOHTPOIo

SIKOCTi rOTOBOTO nikapcbkoro 3acoby (3amiHa abo fonaBaHHSA
OiNbHULI, Ha SIKil 3AINCHIOETBCSA KOHTPOMNbL/BUNPOBOYBaHHS
cepii) popaeaHHs ginbHuui PYHOACIOH TEKHATIA PECEPY
& IHHOBATIOH, IcnaHisi, Ha siKi 30iCHIOITBCA KOHTPOIb
SIKOCTI: XiMiko-cpianyHe TecTtyBaHHs 113. 3miHu | Tuny - 3miHu 3
sikocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BiANoOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOTO cepTudikaTa BiAMOBIAHOCTI
abo Buny4YeHHsi cepTudikaTa BignoBigHOCTI €EBponeinchKii
dapmakonei: gna ADI; onsa BUxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoONeCchKin
dapmakonei) - HoBui cepTudikat Bi HOBOro BUpoOHMKa
(3amiHa abo fLonoBHEHHS) nogaHHs Hooro CEP (R1-CEP
2010-144-Rev 02) ans A®| TamcynosuHy rigpoxnopuay Big
HOBOro B1pobHuKa (aonoBHeHHs) Cadila Healthcare Limited,
India; BBeaeHHsa ainbHULI BignosiaanbHoi 3a «Production of
Intermediate»: Rampex Labs Pvt. Ltd, India - npuBeaeHHs y
BiNOBIOHICTb 4O cepTudikaTy BiANOBIAHOCTI €BpONENChKin
dapmakonei. 3miu | Tuny - 3miHuK 3 sikocTi. FoToBMIA
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nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa macu NoKpUTTS
nikapcbkux bopM Ans nepopasnbHOro 3acTocyBaHHsi abo 3MiHa
Macu obonoHku kancyn (TBepai nikapcbki dhopmu ons
nepoparnbHOro 3acTocyBaHHs) 3MiHa Macu 06OMOHKM Kancyn
nikapcbkoro 3acoby 3 90-102 mr Ha 103-117 mr. 3minHm | Tmny -
3MiHM 3 AkocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis cneuudikadin Ta/abo
AO0MYyCTUMMX MEX FOTOBOTIO NiKapcbkoro 3acoby (iHLi 3mMiHW)
3MiHa napameTpiB crneumdikaLii LWoao onncy 30BHILLHLOrO
Burnsaay kancynu J13(sateepaxeHo: «[Josracta TBepaa
xenatuHosa kancyna Ne 0 poamipom npubnusHo 21,4 x 7,4
MM, TiflO Kancynv KOPUYHEBOIO KOMNbopY, KpuLleYka
nomapaH4eBoro Konbopy 3 Hagnucom C001 yopHuMM
YopHMNamum...», 3anponoHoBaHo: «[loBracta Teepaa
XenaTunHoBa kancyna Ne OEL poamipom npubnusHo 24,2 x 7,7
MM, TiflO Kancynv KOPUYHEBOTO KOMNbopy, KpuLleyka 6exeBoro
koneopy 3 Hagnucom C001 YOpHMMYK HYOpHUNAMMW. ..». 3MiHK
BHECEHI B iIHCTPYKLit0 ANs MeanYHOro 3acToCyBaHHs!
nikapcbkoro 3acoby y po3ain "Ilikapcbka oopma” (OCHOBHI
i3nKo-xiMiYHi BnacTneocTi). BBeaeHHs 3miH npotarom 6-tu
MicsuiB nicns saatBepmKeHHs. 3MiHKM | Tuny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuii 3aci6. 3miHKM y BUpOBHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOIo
SIKOCTi FOTOBOrO fNikapcbKoro 3acoby (3amiHa abo foaaBaHHS
OiNbHULI, Ha SIKil 3AINCHIOETBCSA KOHTPOMNbL/BUNPOBOYBaHHS
cepii) gopaBanHs ginbHuui HETOAPMAJIAB KOHCAJTIHI
CEPBAWCIC, Icnanis, Ha siKil 30iiiCHIOITECA KOHTPOMb SIKOCTI:
XimMiko-gpi3nyHe Ta MikpobionoriyHe TecTtyBaHHs J13.

48.

EFOJIAH3A

TabneTkn, BKpUTI
NniBkOBOIO
06onoHKoto, Mo 5 mr;
no 7 Tabnetok y
6nicTepi; no 4 abo 8
GnictepiB y
KapTOHHIN ynakoBLji

3AT
dapmauesT
MYHUI 3aBO[,

ErIC

YropwuHa

3AT
dapmaLeBTUHHUIA
3aBop ElC

YropuHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MmiHu 3 skocTi. MoToBUMIA Nikapcbkuii 3acié. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneundikaui Ta/abo
[0NyCTUMMUX MEX rOTOBOTO fikapcbKoro 3acoby (40NOBHEHHS

crneungikaLii HOBUM MOKa3HWMKOM 3 BiAMOBIAHUM METOAOM
BUNpobyBaHHs) - [lonoBHeHHs cneumdikaLii HoBUM
nokasHukom «Po3mip» 3 BiaNoBiAHUM METOOOM
BUNpobyBaHHs; 3MiHK | Tuny - 3miHK 3 sikocTi. [oToBMNIA
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acofy.
3miHa y MeTogax BUNpobyBaHHSA roToBOro fikapcbKoro 3acoby
(HesHayHa 3miHa y 3aTBepAXKEHUX MeToAax BUNPoOyBaHHS) -
MpuBeaeHHs 3aTBEPIKEHNX aHANITUYHNX METOAUK AN
nokasHukiB «Onucy, «lgeHTudikauisi» y BianoBigHicTb 4o
p.3.2.P.5.2 «AHaniTnyHi MeToankun»; 3miHu | Tuny - 3MiHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTodax BUNpobyBaHHSA
roTOBOrO fikapCbKkoro 3acoby (HesHayHa 3miHa y
3aTBEpKEHNX MeToAax BUNpobyBaHHs) - MNpuBeaeHHs
3aTBEPPKEHNX aHamNiTMYHUX METOAMK ANS MOKa3HWKa
«KinbkicHui BMICT» Yy BignosigHicTe Ao p.3.2.P.5.2 «AHaniTuyHi
MEeTOAMKMY; 3MiHUM | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui
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3aci6. KoHTporsb roToBoOro nikapcbkoro 3acoby. 3MiHa y
mMeToAax BUNpobyBaHHS rOTOBOTO MikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKeHNX MeTofax BUNpobyBaHHS) -
MpvBeaeHHs 3aTBEPAXKEHNX aHANITUYHNX METOAMK ANS
nokasHuka «CynpoBigHi AOMILLKMY Y BiANOBIAHICTb A0
p.3.2.P.5.2 «AHaniTu4Hi MeToaukn»; 3MiHn | Tuny - 3miHu 3
sKocTi. FoToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTodax BUNpobyBaHHS
roToBOro MikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEpKEHMX MeToAax BUNpobyBaHHs) - MpuBeaeHHs
3aTBEPAKEHNX aHAMITUMHUX METOAMK AN NOKAa3HMKa
«Po34mHHicTb» y BignoBigHicTb Ao p.3.2.P.5.2 «AHaniTnyHi
MEeTOAMKNY; 3MiHM | TUny - 3MiHK 3 AKoCTi. [OTOBUIA NikapCbKWi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOrO fikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHNX MeToAax BUNPobyBaHHS) -
[MpuBeneHHs 3aTBEPAKEHNX aHANITUYHUX METOAUK OIS
nokasHukie «CepegHsi Macay, «OgHopigHicTb Macuy, «BmicT
BOAWY» Y BIANOBIAHICTb 40 p.3.2.P.5.2 «AHaNiTU4HI METOOUKNY;
3MiHn | Tuny - 3MiHK 3 akocTi. [oToBMI Nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTtogax
BMNpPoOyBaHHS rOTOBOrO NikapcbKoro 3acoby (He3Ha4yHa 3MiHa
y 3aTBEepXeHUX MeToaax BunpobysaHHs) - MpreeaeHHs
3aTBEPOKEHMX aHamMiTUYHMX METOAMK ANt MOKa3HUKIB
«OpHopigHicTb 4o30BaHMX oanHULbLY, «MikpobGionoriyHa
yuctoTta» Ta «Maca NnonoBMHOK TabneTok» y BiANOBIQHICTE OO
p.3.2.P.5.2 «AHaniTnyHi MeToamkmn»

49.

EFONAH3A

TabneTku, BKPUTI
NniBKOBOO
obornoHkoto, no 10
Mr; no 7 TabneTok y
onictepi; no 4 abo 8
GnictepiB y
KapTOHHIN ynakoBLi

3AT
dapmaLeBT
MYHUI 3aBO[,

ETIC

YropwuHa

3AT
dapmMaLeBTUYHWIA
3aBop ElC

YropwuHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MmiHu 3 AkocTi. FoToBUI nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneundikadii Ta/abo
[ONYyCTUMKX MeX roTOBOro fikapCbKoro 3acoby (AONOBHEHHS

crneundikaLii HOBUM MOKa3HMKOM 3 BiAMOBIAHUM METOOOM
BUNpobyBaHHs) - [lonoBHEHHs cneumdikaLii HoBUM
nokasHukom «Po3mip» 3 BignoBigAHUM METOAOM
BUNPoOyBaHHS; 3MiHW | Tuny - 3miHK 3 skocTi. [oToBMI
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acofy.
3MiHa y MeTofax BUNpobyBaHHS roTOBOro NikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax BUNpobyBaHHS) -
MpuBeaeHHs 3aTBEPIKEHNX aHANITUYHNX METOAMK ANs
nokasHukis «Onucy, «lgeHTugikauisi» y BignosigHicTb o
p.3.2.P.5.2 «AHaniTu4Hi MeToauKn»; 3MiHN | TUny - 3MiHu 3
sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpoGyBaHHS
roTOBOro NiKapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpKEHNX MeToAax BUNpobyBaHHs) - MNpuBeaeHHs
3aTBEPPKEHNX aHANITUYHNX METOAMK NS NOKa3HUKa
«KinbkicHui BMICT» y BignoBigHicTe 0o p.3.2.P.5.2 «AHaniTnyHi
MeTOAMKMY; 3MiHM | TUny - 3MiHK 3 sikoCTi. [OTOBMI Nikapcbkuit

3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

3a
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MeTofax BUNpobyBaHHSA roTOBOro fikapcbKoro 3acoby
(He3HauHa 3miHa y 3aTBEepAKEHUX MeToaax BUNPobyBaHHS) -
MpuBeaeHHs 3aTBEPAXKEHNX aHAMITUYHNX METOAMK AN
nokasHuka «CynpoBigHi JOMILLKM» y BIANOBIOHICTb 80
p.3.2.P.5.2 «AHaniTM4Hi MeToanKN»; 3MiHN | TUnYy - 3MiHu 3
siKocTi. [oTOBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
roTOBOrO fikapCbKoro 3acoby (HesHayHa 3miHa y
3aTBEpAKEHMX MeToAax BUNpobyBaHHst) - MpuBeaeHHs
3aTBEPKEHNX aHanNITMMHUX MEeTOAMK ANS NoKasHuKa
«Po3umHHiCTbY y BignosigHicTb 00 p.3.2.P.5.2 «AHaniTnyHi
MEeTOAMKNY; 3MiHM | Tuny - 3MiHK 3 aAKkocTi. [oToBWUI NMikapcbkui
3aci6. KoHTporb roToBOro nikapcbkoro 3acoby. 3MiHa y
mMeToAax BUNpPobyBaHHA roTOBOrO MikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHNX MeToAax BUNPoByBaHHS) -
MpuBeaeHHs 3aTBEPOAXKEHNX aHAMITUYHNX METOAMK NS
nokasHukiB «CepegHs macay, «OgHopigHIiCTb Macuy, «BmicT
BOAWY» Y BIANOBIAHICTb A0 p.3.2.P.5.2 «AHanNiTU4HI METOOUKNY;
3MiHu | TRy - 3MiHK 3 sikocTi. FoToBMIA Nikapcbkmit 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BMNpPoOYyBaHHS roTOBOrO NikapcbKoro 3acoby (He3Ha4yHa 3MiHa
y 3aTBepXeHUX MeToaax BunpobyBaHHs) - MpuBeaeHHs
3aTBEPIKEHNX aHANITUYHUX METOAMK AN MOKa3HMKIB
«OpaHopigHicTb 030BaHUX oaMHULbLY, «MikpobionoriyHa
ynctota» Ta «Maca NonoBMHOK TabneTok» y BiANOBIQHICTb A0
p.3.2.P.5.2 «AHaniTnyHi MeToamkmn»

50.

EFONAH3A

TabneTku, BKpUTI
NniBKOBOO
obornoHKoto, Mo 15
Mr; no 7 TabneTok y
6nicTepi; no 4 abo 8
Gnictepi y
KapTOHHIN ynakoBLi

3AT
dapmauesT
VYHUIA 3aBOA

ETIC

YropwuHa

3AT
dapmaLeBTUHHUIA
3aBop ElC

YropwuHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MmiHu 3 skocTi. MoToBUMIA Nnikapcbkuii 3acié. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikadin Ta/abo
[ONYCTUMKX MeX roTOBOro fikapCbKoro 3acoby (AONOBHEHHS

crneunikaLii HOBUM MOKa3HWKOM 3 BiAMNOBIAHUM METOO0M
BUNpobyBaHHS) - [lonoBHeHHS cneuyndikauii HOBUM
nokasHukom «Po3mip» 3 BignoBigAHUM METOAOM
BUNpobyBaHHs; 3MiHK | Tuny - 3MiHK 3 sikocTi. [oToBMNI
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acooy.
3MiHa y MeTofax BUNpobyBaHHSi rOTOBOTrO NikapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEepAKEHUX MeToAax BUNPobyBaHHS) -
MpvBeaeHHs 3aTBEPAXKEHNX aHAMITUYHNX METOAMK ANS
nokasHukie «Onucy, «lgeHTudikauisi» y BignosigHicTb o
p.3.2.P.5.2 «AHaniTn4Hi MeToankmn»; 3miHu | Tuny - 3MiHu 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeToax BUNpoGyBaHHS
roTOBOrO fikapCbKoro 3acoby (HesHayHa 3miHa y
3aTBepKEeHMX MeToAax BUnNpobyBaHHs) - MpuBeaeHHs
3aTBEPKEHNX aHANITUYHUX METOAMK ANS NOKa3HUKa
«KinbkicHui BMICT» Yy BignosigHicTe 4o p.3.2.P.5.2 «AHaniTnyHi
MeToAMKMY; 3MiHW | Tuny - 3MiHK 3 AKocTi. [OTOBMI NikapCbKUi
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHs rOTOBOTO fikapCbKoro 3acoby
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(He3HayHa 3MiHa y 3aTBepKeHNX MeTofax BUNpobyBaHHS) -
[MpuBeaeHHs 3aTBEPAKEHNX aHANMITUMHUX METOAMK AN
nokasHuka «CynpoBigHi AOMILLKM» Y BiAMOBIAHICTb 40
p.3.2.P.5.2 «AHaniTu4Hi MeToaukn»; 3MiHn | Tuny - 3MiHu 3
sikocTi. FoTOBMIA Nikapcbkuid 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
roTOBOro MikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEPKEHNX MeTodax BUNpobyBaHHs) - MNpuBeaeHHs
3aTBEPKEHNX aHaNITMMHUX MEeTOAMK ANS NoKasHWKa
«Po34ymHHiCTbY y BignosigHicTb 0o p.3.2.P.5.2 «AHaniTU4Hi
MeTOAWKMY; 3MiHW | Tuny - 3MiHK 3 AKoCTi. [O0TOBMI NiKapCbKUI
3aci6. KoHTporsb roToBOro nikapcbkoro 3acoby. 3MiHa y
MeToAax BUNpobyBaHHS roTOBOrO fikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax BUNPobyBaHHS) -
MpuBeaeHHs1 3aTBEPOXKEHNX aHAMITUYHKX METOAMK ANs
nokasHukie «CepegHsi Macay, «OgHopigHicTb Macuy, «BmicT
BOAM» Y BiAMNOBIAHICTb A0 p.3.2.P.5.2 «AHaniTU4Hi MeToanKNY;
3MiHu | TRy - 3MiHK 3 sikocTi. FoToBMIA Nikapcbkmit 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y Metogax
BUNPOOYBaHHA rOTOBOIO MikapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBepXeHUX MeToaax BunpobyBaHHs) - MpuBeaeHHs
3aTBEPOKEHMX aHamMiTUYHMX METOAMK AN NMOKa3HUKIB
«OpHopigHicTb 4O030BaHUX oaMHULbLY, «MikpobionoriyHa
ynctota» Ta «Maca nNonoBMHOK TaBnNeTok» Yy BiAMNOBIHICTb A0
p.3.2.P.5.2 «AHaniTn4Hi MeToamkmn»

51.

EFOJIAH3A

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 20
Mr; no 7 TabneTok y
6nicTepi; no 4 abo 8
GnictepiB y
KapTOHHIN ynakoBLji

3AT
dapmauesT
MYHUI 3aBO[,

ErIC

YropwuHa

3AT
dapmaLeBTUHHUIA
3aBop ElC

YropuHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MmiHu 3 skocTi. FoToBUIA Nikapcbkuii 3acié. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikadii Ta/abo
[0NyCTUMMUX MEX rOTOBOrO flikapCbKoro 3acoby (AOoNOBHEHHS

crneunikaLii HOBUM MOKa3HWKOM 3 BiAMOBIAHUM METOO0M
BUNpobyBaHHs) - [lonoBHeHHs cneumdikaLii HoBUM
nokasHukom «Po3mip» 3 BiaNoBiAHUM METOOOM
BUNpoByBaHHs; 3MiHK | Tuny - 3miHK 3 sikocTi. [oToBMNI
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acoby.
3miHa y MeToaax BunpobyBaHHSA roToBOro fikapcbKoro 3acoby
(He3HayHa 3miHa y 3aTBepAXKEeHUX MeToaax BUNpobyBaHHS) -
MpuBeaeHHs 3aTBEPKEHNX aHANITUYHNX METOAUK ANS
nokasHukiB «Onucy, «lgeHTudikauisi» y BianoBigHicTb 4o
p.3.2.P.5.2 «AHaniTnyHi MeToankuny»; 3miHu | Tuny - 3MiHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHSA
roTOBOrO fikapCbKoro 3acoby (HesHayHa 3miHa y
3aTBEpKEHNX MeToAax BUNpobyBaHHs) - MNpuBeaeHHs
3aTBEPKEHNX aHanNITMMHUX METOAUK ANS MoKasHuKa
«KinbkicHui BMICT» Yy BignosigHicTe 4o p.3.2.P.5.2 «AHaniTnyHi
MeToAMKMY; 3MiHM | Tuny - 3MiHK 3 saikocTi. FOTOBMI Nikapcbkui
3aci6. KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
MeToAax BUNpobyBaHHS rOTOBOTO MikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpAXKEHMX MeToaax BUNpobyBaHHS) -
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MpuBeneHHs 3aTBEPMKEHNX aHAMITUYHUX METOAMK NSt
nokasHuka «CynpoBigHi AOMILLKMY Y BiAMOBIAHICTb A0
p.3.2.P.5.2 «AHaniTu4Hi MmeToaukun»; 3miHu | Tuny - 3miHu 3
siKocTi. [oTOBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTodax BUNpobyBaHHS
roTOBOro Nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEepOKEHNX MeTodax BUNpobyBaHHS) - MNpuBeaeHHs
3aTBEPAXKEHNX aHANITUMHUX METOAMK ONSA NOKa3HMKa
«Po34ymHHicTbY y BignosigHicTb 0o p.3.2.P.5.2 «AHaniTuyHi
MEeTOAMKNY; 3MiHM | TUny - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbKWN
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHsi rOTOBOrO flikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepIKEHMX MeToAax BUNPobyBaHHS) -
[MpuBeneHHs 3aTBEPMKEHNX aHANMITUMHUX METOAMK AN
nokasHukie «CepegHsi Macay, «OgHopigHicTb Macuy, «BmicT
BOAWY» Y BIANOBIAHICTb A0 p.3.2.P.5.2 «AHanNiTU4HI METOOUKNY;
3MiHn | Tuny - 3MiHK 3 akocTi. [oToBMI Nikapcbkuin 3acib.
KoHTporb roToBoro fikapcbkoro 3acoby. 3miHa y metogax
BUNPOOYBaHHS rOTOBOIO fikapCcbkoro 3acoby (He3Ha4yHa 3miHa
y 3aTBEepXEeHUX MeToAax BunpobysaHHs) - MNMpreeaeHHs
3aTBEPAKEHNX aHaNITUYHMX METOAMUK A MOKa3HMKIB
«OpaHopigHicTb 030BaHUX oguHULbLY, «MikpobionoriyHa
yuctoTta» Ta «Maca NnonoBMHOK TabneTok» y BiANOBIQHICTE 4O
p.3.2.P.5.2 «AHaniTn4Hi MeToankmn»

52.

E3AHTAI

TabneTku, BKPUTI
NniBKOBOO
obornoHkoto, no 10
mr; no 10 TabneTok
y bnictepi, no 3 abo
6 6nicTepis y nayui 3
kapToHy, no 30 abo
60 Tabnetok y
6aHuj, no 1 6aHui y
nadui 3 KapToHy

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM",
YkpaiHa
(ropuaunyHa
agpeca Ta
naboparopis
i3nKO-xiMmi4HOro
aHanisy Ta
KOHTpOTO
BUPOGHMLTBA;
BMPOGHMYa
OinbHUUS;
naboparopis
GionoriyHoro
aHaniay)

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy.
BBeneHHs abo 3miHM [0 y3aranbHeEHVX AaHWUX Npo cucTemy
hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHOoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 34iCHEHHs!
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNoBHOBaXeHOi 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsigy (BKIoYakym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHi macTep-danna cuctemn bapmakoHarnsagy) 3MiHa
ynoBHOBaXeHoi ocobu 3asiBHUKA, BiAMOBiganbHOI 3a
dapmakoHarnag,.

[itouwa pepakuis: XKyp6a Jlinis BonogumupisHa. lNMponoHoBaHa
pepakuisi: €scTpaTtoBa IpvHa IropiBHa. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBiganbHoi 3a
bapmakoHarnsg. 3miHa micLe3HaxomKeHHs macTep-ganna
cucTeMu chapmakoHarnsgy. 3miHa micus 34iMCHEHHs1 OCHOBHOT
isnbHOCTI 3 dhapmakoHarmsay.

3a
peuernmom

UA/18515/01/01

53.

E3AHTAN

TabneTkn, BKpUTI
NniBKOBOKO
obornoHkoto, no 20
mr; no 10 TabneTok
y 6nicTtepi, no 3 abo
6 6ricTepis y nayui 3

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM",
YkpaiHa
(ropuanyHa
agpeca Ta
nabopartopis

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
BBeneHHsa abo 3MiHu 4o y3aranbHeHVX AaHuX npo cuctemy
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHuX Npo
cucTeMy chapMakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOI

3a
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UA/18515/01/02




41

[IpooBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
kapToHy, no 30 abo pi3nko-ximivHOro ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSs!
60 TabneTok y aHanisy Ta dapmakoHarnsgy B YKpaiHi, AKLO BOHa BiAMIHHA Bif
6aHui, no 1 6aHui y KOHTpOro YNOBHOBaXeHOT 0cobMU, BignoBigansHoi 3a 34iMCHEHHS
nayui 3 KapToHy BMPOOHMLTBA; hapmakoHarnsaay (BKMYaoyn KOHTaKTHI AaHi) Ta/abo 3MiHW y
BMPOOHMYa po3MilLieHHi macTep-anna cuctemm bapmakoHarnsagy) 3MiHa
ninbHUUS; YNOBHOBa)eEHOi 0cobu 3asiBHMKA, BigNOBiAanbHOI 3a
naboparopis capmakoHarnsag,.
GionoriyHoro Hitova pepakuis: XKyp6a Iinis BonogumupieHa. MNponoHoBaHa
aHanisy) penakuis: €sctpaTtoBa IpuHa IropiBHa. 3MiHa KOHTaKTHUX
[aHMX YyNOBHOBaXeHOI 0cobu 3asBHMKA, BignoBiganbHoi 3a
apmakoHarnsa. 3miHa micue3HaxooXeHHs macTep-daina
cuctemun chapmakoHarnsgy. 3MiHa micus 34iMCHEHHSI OCHOBHOI
OisNbHOCTI 3 hapMakoHarnagy.
54. | EKCTPAKT 3 €KCTPaKT rycTuw MAT YkpaiHa MAT "Tannudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - - UA/9744/01/01
NNCTA (cybeTaHuin) y "Manuudap 3MiHn 3 skocTi. ADI. KoHTponb A®Il. 3miHa y napameTpax
EBKANIOTY 6oukax noniMepHux m" crneungikaii Ta/abo 4ONYyCTUMUX MEX, BU3HAYEHMNX Y
ryctum Ans BupobHmuTea crneundikauisx Ha A®l, abo BUXiGHNA/NPOMIXXHWIA
HeCcTepunbHMNX NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLEC
nikapcbkux dopm BUpobHMuTBa ADI (iHWi 3MiHM) - BHeceHHs 3MiH go po3sgin 3.2.
S.2.3. KoHTponb maTepianis, Nos’A3aHe 3 HEOOXigHICTIO
BUYYEHHS iHdopMaLiil Woao NpoBeAeHHst BUNpobyBaHHs ans
ineHT1dikauii KoXXHOro TapHoro micus ans cybeTaHuji
ETAHOI (96%)
55. | ENEBIT® TabneTku, BKpUTI Banep LLsenuapi PotTenpopd HimevyunHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 6es UA/9996/01/01
NMPOHATAJb NniBKOBOIO KoHcbromep a dapma 'mM6X 3miHun 3 akocTi. CepTudikar BignosigHocTi/l E-cepTudpikat peuenma
obornoHkoto; no 10 Kep AI' BiANoBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
TabneTok y 6nictepi; MogaHHsa HoBoro abo oHoBREHOro cepTudikaTta BiANOBIQHOCTI
no 3 abo 10 abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €BpoNenchKi
onictepiB y dapmakonei: gna ADI; onsa BUXigHoro
KapTOHHiIl kopobuy; maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
no 20 TabneTtoky BVIKOPVCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMIKHOT
6nictepi; no 5 peyoBuHYM (cepTuddikaT BigNOBIAHOCTI €EBpONENChKii
GnictepiB y dapmakonei) - OHoBNeHW cepTudikaT Bif yxe
KapTOHHiIl kopobui 3aTBEpOKEHOro BUPOBHMKA.
MoaaHHsa oHoBneHoro cepTudikaTty BignosigHocti €P Ne R1-
CEP 1998-140-Rev 04 (3atBepmxeHo R1-CEP 1998-140-Rev
03) ans A®I LliaHokobanamiHy Bif Bxe 3aTBEPKEHOrO
BupobHmka SANOFI CHIMIE, France. Ak Hacnigok BHECEHI
HaCTYMHi 3MiHW:
- opaBaHHs igeHTUdIKaLil pignHHOT xpomaTorpadii Ta
BUAAneHHs TOHKOLLIapoBoi xpomarorpadii; - OHOBNEHHS yMoB
pianMHHOT XpomaTorpadii 4N AHaniTUYHOT METOAUKN
«CynpoBigHux gomiwok» (imnnemenTauis UHPLC); -
OHoBneHHs «CynpoBigHVX JOMILLIOKY.
56. | ENEBIT® TabneTku, BKPUTI Banep LLisenuapi PotteHpopd HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - 6e3 UA/9996/01/01
NMPOHATAJb NniBKOBOKO KoHcbromep a ®apma 'mM6X 3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenma
060roHKO; Kep Al BiANoBigHOCTI €Bponencekii hapmakonei/moHorpadii.

no 10 TabneTok y
6nictepi; no 3 abo

MoaaHHsa HoBoro abo oHOBREHOro cepTudikaTta BiANOBIAHOCTI
abo BUNy4YeHHs cepTudpikata BigNoBiAHOCTI €BpoNenchbkin
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10 GnicTepiB y dapmakonei: gna Adl; ons BuxigHoro
KapTOHHiN kopobuyj; marepiany/peareHTy/npOMDKHOIO MPOAYKTY, O
no 20 Tabnetok y BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; anst 4ONOMIDKHOT
6nictepi; no 5 peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
6nictepiB y dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
KapTOHHiI kopooLi 3aTBEPAKEHOr0 BUPOOHMKA.
MogaHHA oHoBReHoro cepTudikaty BignoeigHocTi €O Ne R1-
CEP 2004-110-Rev 05 (3atBepmxeHo Ne R1-CEP 2004-110-
Rev 04) gnsa A®| HikoTvHamig Big BXe 3aTBEpPO)KEHOrO
BUPOGHMKA, Yy 3B’s13KY 3i 3MiHOK Ha3Bu BUpobHMKa 3 LONZA
Guangzhou Nansha Ltd., China Ha LONZA Guangzhou
Pharmaceutical Ltd., China.
57. | ENEBIT® TabneTkn, BKpUTI Bariep LLsenuapi Pottengopd HimeuunHa BHECEHHS 3MiH [0 peecTpauiHux maTtepianis: 3miHun | Tuny - pe3 peuenma UA/9996/01/01
NMPOHATAJb NniBKOBOIO KoHcbromep a dapma 'mM6X 3miHun 3 akocTi. CepTudikar BignosigHocTi/l' E-cepTudpikat
060mOHKOI0; Kep Al BignoBigHoCTI €Bponewichkin hapmakonei/MmoHorpadii.

no 10 TabneTtok y
6nictepi; no 3 abo
10 GnicTepiB y
KapTOHHiIN kopooLyj;
no 20 TabneTtok y
6nictepi; no 5
GnicTepiB y
KapTOHHiIN kopobui

MogaHHA HoBoro abo oHoBReHoro cepTudikara BiANoBiAHOCTI
abo Buny4YeHHst cepTudikaTta BignoBigHOCTI €BponenchKi
dapmakonei: gna ADl; ons BuxigHoro
matepiany/peareHTy/NpoOMiKHOro NPOAYKTY, Lo
BMIKOPUCTOBYIOTbCA Y BUpobHuuTBi A®I; Ans AoNOMiKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponechbKin
capmakonei) - OHoBneHun ceptudikar Big yxe
3aTBEpAKEHOro BUPOBHMKa - MOAaHHSA OHOBEHOMO
Ceptudpikaty BignosigHocTi €Bponeickkin dapmakonei CEP
R1-CEP 2004-232-Rev 02 (3aTBepaxeHo: CEP R1-CEP 2004-
232-Rev 01) ana cyberaHuii ferrous fumarate Big Bxe
3aTBepakeHoro BupobHuka Dr. Paul Lohmann GmbH KG,
Germany
3miHu | Trny - 3minm 3 AkocTi. CepTudikat BignosigHocTi/TE-
cepTudikaT BignoBiaHOCTI EBpONENChHKiIl
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTudikaTa BignosigHocTi abo BUNyyYeHHs ceptudikaTta
BignoBigHocTI €Bponenchkin dhapmakonei: ans Adl; ans
BMXiAHOro MaTepiany/peareHTy/NpOMIKHOrO NPOAYKTY, LLO
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI A®I; Anst 4ONOMIKHOT
peyoBUHY (cepTudikaT BignoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBNeHW cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBOHUKA -
nogaHHsi oHoeneHoro CepTtudikaTy BignoBigHOCTI
€Bponelicbkint hapmakonei R1-CEP 2004-232-Rev 03 ans
cybcTaHuii ferrous fumarate Big Bxxe 3aTBEpPOKEHOMO
BupoGHuka Dr. Paul Lohmann GmbH & Co. KGaA, Germany
(6yno Dr. Paul Lohmann GmbH KG, Germany). Ak Hacnigok
Bigbynacs amiHa Ha3Bu BUpobHuKa APl 3anisa cdoymapary, 6e3
3MiHM Micus BUpoGHMUTBa 3aTBepmxeHo: Dr. Paul Lohmann
GmbH KG, Germany 3anponoHoaHo: Dr. Paul Lohmann
GmbH & Co. KGaA, Germany [ljogaHo Risk Management
Summary (RMS) wono enemeHTHMUX AoMiwok ans ferrous
fumarate Ta npuBegeHHsi cneundgikadii A®I go MoHorpagii €O
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«FERROUS FUMARATE»
58. | ENOKCATUH® KOHUeHTpaT ans TOB YkpaiHa CaHodi-ABeHTic Himeuunna BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: TEXHIYHa 3a UA/9385/02/01
PO34MHy ans "CaHodi- Honunang MvbX nomurka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460). peuenmom
iHdpy3in, 5 mr/mn, Ne ABeHTiC BunpasneHo TexHiYHy NOMWIKY B IHCTPYKUIT ANS MEeAUYHOro
1:no 10 mn Ykpaina" 3acTocyBaHHS fnikapcbkoro 3acoby B TekcTi po3ainy "MobiyHi
KOHLEHTpaTYy, Lo peakuii, a came gogaHa iHopmauis «TpaBMu, OTPYEHHN Ta
MicTaTb 50 mMr npoueaypHi ycknagHeHHs. YacTto: nagiHHsA», sika 6yna
okcaninnatuHy, y nonepeaHbo 3ateBepaxeHa Hakaszom MO3 Ykpainu Bif
nakoHi a6o 20 mn 03.02.2021 Ne 171 nig 4ac npouenypu 3miHn. 3asHayeHe
KOHLEHTpaTYy, Lo BUNpPaBfeHHs BigNoBiAae apxiBHMM MaTepianam
Mictate 100 mr peecTpaLiiHOro 4ocbe
okcaninnatuny, y
dnakoHi; B NiaaoHi,
3anasHomy
KpWLLKOIO, B
KapTOHHiIN kopobLi
59. | ENIOHBA PO34uH ANs iH eKuin OpraHoH LLisenuapi BupobHuuTtBO Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3minu Il Tuny - 3a UA/13125/01/01
no 100 mkr/0,5 mn; CeHTtpan lct A Hepo3dgacoBaHoI Higepnanam 3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cuctema peuenmom
no 0,5 mn po3unHy B m6X npoaykuii Ta KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa y nepBuHHIN
nonepeaHLo nepBuHHa yMaKkoBLii FOTOBOTO NiKapCbKOro 3acoby (AKICHWI Ta KinbKiCHWIA
HamnoBHEHOMY ynakoBka, cknag) - CtepunbHi nikapcbki 3acobu Ta nikapcbki 3acobu
winpwui; no 1 KOHTPOMb SIKOCTI, 6ionoriYyHOro/iMyHONOriYHOro NOXOAXXEHHs! - 3MiHa cknagy
nonepeaHLo TEeCTyBaHHs CUNIKOHOBOT €MYIbCii 5Ka BUKOPUCTOBYETLCSA AN CUIIKOHi3aLii
HarnoBHEHOMY CTepuUnbHOCTI Ta wnpwuuis HypakTM nepsuHHoi ynakosku M3 (nepexig, 3
LUNpULlY pa3om 3i BakTepianbHUX emynbcii DC 365 Ha DC 366 3 aHanoriyHuMu BnacTMBOCTAMU
CTEepPUrbHOI €HOTOKCUHIB 3 METO NPUBEAEHHS Y BIAMNOBIAHICTb A0 PErynsaToOpHUX BUMOT

iH’EKLIINHOI ronkow
y BigKpUTOMy
NnacTyKoBOMY JOTKY
B KapTOHHII kopobui

roToBOro
nikapcbkoro
3acoby (KOHTporb
SIKOCTi), BidyanbHa
iHcnekuia: BeTtTtep
Papma-dPepTuryHr
Mv6X i Ko. KT,
Himeuumnna;
KoHTponb skocTi,
TECTYBaHHs
CTepunbHOCTI Ta
DakTepianbHNX
€HOO0TOKCUHIB
roToBOro
niKapcbKoro
3acoby (KOHTponb
SIKOCTI), BidyanbHa
iHcnekuis: BeTTtep
dapma-depTuUryHr
Mv6X i Ko. KT,
HimeyuunHa;
BisyanbHa
iHcnekuin: BetTtep

REACH (Registration, Evaluation, Authorisation and
Restriction of Chemicals)). OcHOBHa BigMiHHICTb 3aKNOETLCS Y
BuaaneHHi Octylphenoxy polyethoxy ethanol (Triton® X- 00),
AKUIA BXOAWTb [0 CNUCKY PEYOBUWH, BUMYYEHWX i3 3aranbHoro
NPOMWMCIIOBOro BUKOPUCTaHHS B €Bponi Ta napabeHis (Methyl
p-hydroxybenzoate (methylparaben), p-hydroxybenzoate
(propylparaben)). O6uaBa cunikoHOBI cknaau BUPOGNSAOTLCS
OOHWUM i TUM >Ke BUPOBHNKOM.
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dapma-depTuryHr
Mv6X i Ko. KT,
Himeuumnna;
KoHTponb sKoCTi
Ta TeCTyBaHHS
crabinbHocTi,
BTOPUHHA
yrnakoBka, A03BiN
Ha BUMYCK cepii:
H.B. OpraHoH,
Higepnanaw; Tect
Ha
iIMYHOAKTMBHICTb:
MC[ Biotek B.B.,
Higepnangu
60. | ENMOHBA PO34MH ANs iH eKuin OpraHoH LLsenuapi Bupo6HuLTBO HimeuuunHa/ BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3MiHu Il Tuny - 3a UA/13125/01/02
no 150 mkr/0,5 mn; CeHntpan lct A Hepo3dacoBaHoi Hinepnanau 3MiHn 3 gKkocTi. FoToBMI Nikapcbkui 3acib. Cuctema peuernmom
no 0,5 mn po34ynHy B mM6X npoaykuii Ta KOHTelHep/3aKynoptoBarnbHUii 3aci6. 3mMiHa y NepBUHHIN
nonepegHL0 nepBuHHA yNaKoBLi FOTOBOrO NikapCbkoro 3acoby (SKiCHWUIA Ta KinbKiCHUIA
HanoBHEHOMY YyNakoBkKa, cknag) - CtepunbHi nikapcbki 3acobm Ta nikapcbki 3acobu
wnpuui; no 1 KOHTPOMb AKOCTI, GionoriYyHoro/iMyHONOri4YHOro NOXOAXKeHHs! - 3MiHa cknagy
nonepeaHLo TeCTyBaHHSA CUNIKOHOBOI EMYINbCIl SIka BUKOPUCTOBYETLCA ANst CUMIKOHI3aLii
HarnoBHeHOMY CTepunbHOCTI Ta wnpwuuis HypakTM nepsuHHoi ynakosku M3 (nepexia 3
LINpuLy pasom 3i BakTepianbHNX emynbcii DC 365 Ha DC 366 3 aHanoriyHuMu BnacTMBOCTAMU
CTEPUIIBHO €HIOTOKCUHIB 3 METOI0 NPUBEAEHHS Y BIiAMNOBIAHICTE A0 PerynsaTopHUX BUMOT

iH’EKLIIIHOIO rONKO
y BigKkpuTOMy
nnacTUKOBOMY NOTKY
B KapTOHHIN kopobui

roToBOro
nikapcbKoro
3acoby (KOHTponb
SIKOCTi), BidyanbHa
iHcnekuia: BeTtTtep
dapma-dPepTUryHr
v6X i Ko. KT,
Hime4umnHa;
KoHTponb sikocTi,
TECTYBaHHs
cTepunbHOCTi Ta
GakTepianbHUX
€HIOTOKCHHIB
roToBOro
nikapcbkoro
3acoby (KOHTpornb
SIKOCTI), BidyanbHa
iHcnekuia: BeTtTtep
Papma-dPepTuryHr
m6X i Ko. K,
Hime4umnHa;
BizyanbHa
iHcnekuia: BeTtTep
Papma-PepTuUryHr

REACH (Registration, Evaluation, Authorisation and
Restriction of Chemicals)). OcHoBHa BiAMIHHICTb 3aKINOETLCS Y
BuaaneHHi Octylphenoxy polyethoxy ethanol (Triton® X- 00),
AKUIA BXOOWTb [0 CMUCKY PEYOBUWH, BUMYYEHWX i3 3aranbHOro
NPOMWCIIOBOro BUKOpUCTaHHS B €Bponi Ta napabeHis (Methyl
p-hydroxybenzoate (methylparaben), p-hydroxybenzoate
(propylparaben)). O6uasa cunikoHOBI CkNaan BUPOGNAOTLCS
OOHWUM i TUM K€ BUPOBHMKOM.
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Mv6X i Ko. KT,
HimeuumnHa;
KoHTponb sKoCTi
Ta TecTyBaHHs
cTabinbHOCTI,
BTOPUHHA
ynakoBka, 403Bif
Ha BUMNYCK cepil:
H.B. OpraHoH,
Higepnangu; Tect
Ha
iIMYHOAKTMBHICTb:
MC[ Biotek B.B.,
Higepnangm
61. | ENbAENPUN TabneTtkn no 5 mr, OpioH diHnaHaisa OpioH diHnaHaisa BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny - 3a UA/5566/01/01
no 100 TabneTok y Kopnopenw KopnopenwwH, 3MmiHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenmom
dnakoHi; no 1 H ®iHnsnais; OpioH BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
c¢nakoHy B KopnopenwwuH, MogaHHA HoBoro abo oHoBneHoro cepTudikara BignoBigHOCTI
KapTOHHiI kopooLi diHnaHais abo BuNy4YeHHs ceptudikata BianoBiaHOCTI €BponencbKin
(anbTepHaTUBHUIA dapmakonei: gna ADI; onsa BUXigHoro
BMPOBHMK, LLO marepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, LLO
30iACHI0E BUKOPUCTOBYHOTbCS Y BUPOBHMUTBI ADI; anst 4onoMidKHOT
nepBuHHe Ta peyoBuHYM (cepTudikaT BigNOBIAHOCTI €BpONENChKil
BTOPUHHE dapmakonei) - OHoBNeHu cepTudikaT Big yxe
nakyBaHHs, BUNYyCK 3aTBEPKEHOr0 BUPOBHUKA -
cepin) NoAaHHs OHOBNEHOro cepTudikaTta BiANOBIAHOCTI
€sponevicbkinn papmakonei Ne R1-CEP 1998-014-Rev 04
(3aTBepokeHo: R1-CEP 1998-014-Rev 03) ans A®I cenerininy
rigpoxnopuay Bif BXe 3aTBepaXeHoro BMpobHuka Chinoin
Pharmaceutical and Chemical Works Private Co Ltd,
YropluHa, skvi 3MiHMB Ha3By Ha Euroapi Hungary LTD,
YropLmHa. YTOUYHEHHS HanucaHHsA agpecy BUPOGHWYoiI
OinbHUL.
62. | EHTEPOXEPMI | cycneHsis opanbHa TOB YkpaiHa NABOPATOPIT ®paHuis/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MmiHu | Tuny - 6es UA/4234/01/01
HA® Ne 10; Ne 20 (10x2): "Onenna IOHITEP, ITanis 3MiHu 3 akocTi. [oToBMI Nnikapcbkui 3aci6. 3miHn y peuenma
no 5 mn y cnakoHi; Xerckea PpaHuisi; CaHodi BUPOGHMUTBI. 3MiHM y npoueci BUpOGHMLTBA rOTOBOIO
no 10 dnakoHis, YkpaiHa" C.p.n., Itanis nikapcbkoro 3acoby, BKIKOYAK4M NPOMKHUIA NPOAYKT, LLO

3'eHaHNX MiX
coboto
nonieTuneHoBow
NepeMuYKoto, y
kaceTi; no 1 abo 2
KaceTu B KapTOHHIW
Kopobui

3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOIO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci BUPOOHMLTBA BOOHOT
cycneHsii ANns nepopansbHOro 3acToCyBaHHS) BHECEHHS
He3Ha4HMX 3MiH Y npouec BUPOBHMLTBA rOTOBOTO fiKapCbKOro
3acoby, 3okpema: 3MiHa TemnepaTtypu cTepunisauii oumnLeHol
Boau (3 125°C po 123-125°C), L0 BUKOPUCTOBYETLCS OISt
NPOMVBKU PO34YMHHUKA Ta NOCYAY ANS 3aBaHTaXyBaHHS, a
TaKoX ANs NPUroTyBaHHs 3aMicy nepea AoAaBaHHAM Crop
Bacillus clausii Ha niHito nogadi. 3miHu | TUNY - 3MiHK 3 SIKOCTI.
[oToBMI Nikapcbknin 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHU Y
npoueci BUpobHMLTBa rOTOBOrO fikapCbKoro 3acoby,
BKIIIOYa04M NMPOMIDKHWIA NPOAYKT, L0 3aCTOCOBYETHCS NPU
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMPOGHMLTBI FOTOBOrO NiKapCbKoro 3acoby (He3HayHa 3miHa y
npoueci BUpobHWLTBa BOAHOI CycneHsii Ans nepopanbHoro
3acTOCyBaHHS) BHECEHHSI HE3HAYHWX 3MiH Y npoLec
BMPOGHMLTBA roTOBOrO flikapcbKkoro 3acoby, 3okpema: 3MiHa
TemnepaTtypu ctepunisauii yuctum napom (3 125°C go 123-
125°C) nyctoro obnagHaHHs, PO34MHHUKIB Ta nocyay Ans
3aBaHTaXXyBaHHSA nepen gogaBaHHAM crnop Bacillus clausii.
3MinHu | TUny - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuin 3aci6.
3MiHM y BUpoOHMLTBI. 3MiHa po3Mipy cepii (BknoYatoum
fiana3oH po3Mipy cepii) roToBOro nikapcbkoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAXKEHUM
po3mipom). BBegeHHs goaaTkoBoro po3mipy cepii - 8000 n (1
600 000 nnswok).

63.

EHTEPOXEPMI
HA® ®OPTE

cycneHsis oparnbHa
Ne 10; Ne 20 (10x2):
no 5 mMn y dnakoHi;
no 10 dnakoHis,
3'egHaHNX MixX
coboto
nonieTuneHoBow
nepemMmnyKkoto, y
kaceTi; no 1 abo 2
KaceTun B KapTOHHIl
Kopobui

TOB
"Onenna
Xenckea
YkpaiHa"

YkpaiHa

CaHodi C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3MiHu | Tuny -
3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y
BUPOBHMLTBI. 3MiHM ¥ npoueci BUPOGHULTBA rOTOBOIO
nikapcbKoro 3acoby, BKIOYayy NPOMIXKHUA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y npovleci BUpobHMLUTBa BOAHOI
cycneHsii Ans nepopanbHOro 3aCTOCyBaHHS) BHECEHHS
He3HaYHMX 3MiH Y NpoLiec BUPOBHULTBA roTOBOrO NiKapCbKoro
3acoby, 30kpema: 3miHa TemnepaTtypu ctepunisadii oumLeHol
Boau (3 125°C po 123-125°C), w0 BUKOPUCTOBYETLCS ANS
NPOMMBKW PO3YMHHKKA Ta NocyAy ANA 3aBaHTaXyBaHHSA, a
TaKoX ANs NPUroTyBaHHs 3aMicy nepea AoAaBaHHAM Crop
Bacillus clausii Ha niHito nogadi. 3miHn | TMNY - 3MiHK 3 SKOCTI.
[oToBMI Nikapcbkuii 3aci6. 3MiHM Yy BUPOOHMUTBI. 3MiHU Y
npoueci BUpobHMLTBa rOTOBOrO fikapCbKoro 3acoby,
BKITH0HA04M NPOMIDKHUIA NMPOAYKT, WO 3aCTOCOBYETLCS Npu
BMPOOHMLTBI rOTOBOrO NMikapCcbKoro 3acoby (He3HayHa 3MiHa y
npoteci BUpoGHMLTBa BOAHOI CyCreHsii Ansi nepopanbHOro
3aCTOCYBaHHS) BHECEHHSI HE3HAYHWNX 3MiH Y npoLiec
BMPOOHWLTBa rOTOBOrO Mikapcbkoro 3acoby, 3okpema: 3MiHa
TemnepaTtypu ctepunisadii yuctum napom (3 125°C go 123-
125°C) nycToro o6nagHaHHs, PO34YMHHWMKIB Ta nocyay Ans
3aBaHTaxyBaHHS nepeq AogasaHHaM crop Bacillus clausii.
3miHu | TMny - 3miHKM 3 sikocTi. FoToBUIA Nikapcbkuii 3acib.
3MiHM y BUpOOHMLTBI. 3MiHa po3Mipy cepii (BknoYaoum
Aiana3oH po3mipy cepii) roToBoro nikapcbkoro 3acoby
(36inbLueHHst go 10 pasiB NOPIBHSHO i3 3aTBEPAXKEHUM
po3mipom). BBefeHHs foaaTkoBoro po3mipy cepii - 8000 n (1
600 000 nnsLwoK).

6e3
peuenma

UA/15608/01/01

64.

EMKNKO3A™

TabneTku, BKPUTI
NniBKOBOIO
o6GornoHkoto, no 400
mr/100 wmr; no 28

lneapg
CalieHcus
IHTepHeLHN
N1

Benuka
Bputanis

lneap CalieHcus
Avieneng tOC,

IpnaHgis (Bunyck
cepii, nepBuMHHa

Ipnangis/
CLIA/
KaHaga

BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3miHu Il Tuny -

3miHu wopo 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy. IHuwi

3MiHW, SKi He BBIWLLMAW Y Ler po3ain, sKi BKIoYaloTb NOAAHHS
pe3ynbTaTiB AOoCNiMKeHb A0 KOMMNETEHTHOrO OpraHy.

TabneTok y chnakoHi; yrnakoBka, 3asfBHMKOM HalaHO OHOBIIEHWI Y 3B’A3KY 3 3aBEpLUEHHSAM
no 1 conakoHy B BTOPUHHA pocnimxkeHHs kateropii 3 (gocnimkeHHs GS-US-248-0123) Ta
KapTOHHI kopobui ynakoBka, BHECEHHAM iHpopmalii 3 papmakoHarnsgy, 3rigHo 3

3a
peuenmom

UA/17003/01/01
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[IpooBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTpOnb cepii); piweHHsM EMA [MnaH ynpaeniHHs puaunkamm Bepcis 7.0. 3MiHn
lneap CalieHcus, Il Tvny - 3miHn WwWopno 6e3neku/edekTUBHOCTI Ta
IHk., CLLA capmakoHarnsgy. BHeceHHs abo 3amiHa(n) oo 3060B'A3aHb Ta
(koHTpONb cepii); YMOB BuAaui peecTpauinHoro nocsigyeHHs, skrtodarodm NnaH
Mikpoxem ynpaBniHHA pu3nKamu (3acTocyBaHHS 3MiH(K), ski(a)
JlabopaTtopis BMMaratoTb(€) noganbLoro obrpyHTyBaHHs HOBUMM
Anenenp NTa., [00aTKOBUM AaHUMM, LLO MalOTb HaAaBaTUCA KOMNETEHTHUM
T/A €spodiHC OpraHoM, OCKifnbK1 BUMaraeTbCs CyTTEBA OLliHKa
INankactep KOMMETEHTHVM OpraHom). 3asiBHYKOM Ha4aHO OHOBIEHWI
JlabopaTopis, 3rigHo 3 BuMoramu o CtaHgaptusoBaHoro copmary MyP
Ipnangis (EMA/PRAC/613102/2015 Rev.2 accompanying GVP , Module
(koHTpoOnb cepii V Rev.2, Human Medicines Evaluation Guidance on the format
(mikpobionoriyHe of the risk management plan (RMP) in the EU — in integrated
TECTYBaHHs)); format) nnaH ynpasniHHa pusnkamu Bepcis 8.0
MinmayHT
Xenckea Jlta,
Ipnangis
(BTOpWHHA
ynakoBka);
MaTteoH IHkK.,
KaHaga
(BUPOGHMLTBO,
nepBrHHA
ynakoBka,
BTOPVHHA
ynakoBka,
KOHTpOnb cepii);
nng
[eBenonmMeHT,
nn, CWA
(koHTpOIb cepii)

65. | 3ABILE®TA MOPOLLOK ANA NOAN3EP CLUA BMPOGHMLTBO Benuka BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu |l Tuny - 3a UA/17440/01/01
KOHUeHTpaTy Ans ENY. CI. M. CTepUnbHOro BpuTaHis/ 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsgy. peuenmom
po34MHy Ans KOPTIOPEN HaniBNpoayKTy: ITania 3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
iHdpysin, no 2000 LH "makco MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYBaHHS y
mr/500 mr no 10 OnepenwH3 FOK 3B’A3KY i3 HOBUMUW AaHUMW 3 AKOCTI, AOKMNIHIYHUMU, KMiHIYHUMUK
dnakoHiB 3 IItp Tpewnaidr ec AaHVMU Ta AaHMMK 3 dpapmakoHarnsgy. 3mMiHM BHECEHO A0
NMOPOLLKOM Y nakco Bennkom IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS MikapCbKOro 3acoby
KapTOHHIl kopobui OnepenLuHs, 0o posginis "®apmakotepanestuyHa rpyna. Kog ATX."

Benvka bpuTaHisi; (BHeceHHs1 piBHIB AeTanisauii rpynv 6e3 3amiHu kogy),
BMPOGHMLTBO, "®apmakornoriyHi BnacTMBocTi" (YTOYHEHHS iHcbopmallii),
nakyBaHHs1, "MokazaHHs" (YyToUHEHHs1 iHopMaLii), "OcobnmsocTi
KOHTPOIb SKOCTi 3actocyBaHHs", "MobiyHi peakuii”, a Takox BHECEHi pefaKLinHi
Ta BUMYCK cepii: YTOYHEHHS A0 TeKcTy po3ainy "Cknaa". BBeaeHHs 3MiH
EiCiEc Oobdap NPOTHArom 6-Tv MicsILiB NicNsi 3aTBEPOXEHHS.
C.n.A, Itanis

66. | I30-MIK® 5 MI" | TabneTku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3a UA/3186/03/01

cybniHreanbHi no 5 "Mikpoxim" "Mikpoxim" 3MiHu Wwopao 6e3nekn/edekTMBHOCTI Ta papMakoHarnsgy. peuyenmom
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[IpooBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Mr no 25 TabneTok y BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cuctemy
6aHui; no 1 GaHui y dapmakoHarnsgy (BBEAEHHS y3aranbHEeHUX AaHUX npo
nayui 3 KapToHy; Nno cvcTemMy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
40 TabneTok y BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOI
6aHui, no 1 GaHui y ocobu 3 hapmakoHarnsay 3asBHUKa ANs 34iRCHEHHS
nauyui 3 KapToHy; No chapmakoHarnsgy B YkpaiHi, AKLwo BoHa BiaMiHHa Big
50 TabneTtok y YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
6aHui, no 1 GaHui y chapmakoHarnsay (BKMoYaum KOHTaKTHi AaHi) Ta/abo 3MiHW y
nayui 3 KapToHy PO3MiLLieHHi MacTep-thanna cuctemm hapMakoHarnagy) -
3MiHa ynoBHOBaXeHoi 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
dapmakoHarnsg. Hitoua pegaxuis: Xypba Ninis
BonogumupisHa.
[MponoHoBaHa pefakuis: €scTpaTtoBa IpuHa IropiBHa. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXXeHOi 0cobu 3asiBHMKa,
BignoBiganbHoi 3a papMakoHarnsg. 3miHa MicLie3HaxomKeHHs
mMacTep-daiina cuctemu papmakoHarnsgy. 3miHa micus
3AiNCHEHHSA OCHOBHOI QiSNbHOCTI 3 hapmakoHarnsgy

67. | IH-ANITEP TabneTtku no 2 TOBAPUCT YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/17135/01/01
mr/0,625 mr; no 10 BO 3 OBMEXXEHOKO 3MiHu Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. peuenmom
Tabnetok y bnicrepi; OBMEXEH BIOMNOBIOAJIbHI BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX NPO CUCTEMY
no 3 Gnictepuy (e]}0} CTHO HAYKOBO- thapMakoHarnagy (BBeaeHHs yaranbHeHUX 4aHux npo
nadui 3 KApTOHY BIOMOBIOA BMPOBHNYA cuctemy chapmakoHarnsay, 3miHa ynoBHoBaxeHoi ocobu,

JIbHOCTIO PIPMA BiANOBIAANbLHOI 3a 3AIVCHEHHS dhapMaKkoHarnsay; KOHTakTHOI
HAYKOBO- "MIKPOXIM", ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
BWPOBHWY YkpaiHa hbapmakoHarnsgy B YkpaiHi, aKWwo BoHa BigMiHHa Bif
A ®IPMA (ropuanyHa YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
«MIKPOXIM appeca Ta hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
» naboparopis po3milLeHHi macTep-ghaina cuctemu papmakoHarnsgy) -
i3nKo-xiMmiyHOro 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHUKA, BiAMNOBiAanbLHOI 3a
aHanisy Ta apmakoHarnsg. Hitoua pegakuis: Xyp6a Jinis
KOHTpOro BonoaumupisHa.
BMPOBHMLTBA; lMponoHoBaHa pepakuia: €sctpaTtoBa IpuHa IropiBHa. 3miHa
36epiraHHs KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0COOU 3asiBHYKA,
roToBOI NPOAYKLUIT, BigMNOBiganbHOi 3a hapmakoHarnsg. 3MiHa MicLle3Haxo4KeHHs
mMarepianis; macTtep-darna cuctemu dapmakoHarnagy. 3MmiHa Micus
BUPOGHMYa 3AINCHEeHHS1 OCHOBHOI AiiNbHOCTI 3 dhapMakoHarnagy
AinbHWUs (BC
cragii
BUPOGHMYOro
npouecy);
naboparopis
GionoriyHoro
aHanisy)

68. | IH-ANITEP TabneTku no 4 TOBAPUCT YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/17135/01/02
mr/1,25 wmr; no 10 BO 3 OBMEXEHOK 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenmom
TabneTok y 6nictepi; | OBMEXXEH BIAMNOBIOANBHI BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo CUCTEMY
no 3 6nictepn y (6],0) CTHO HAYKOBO- dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
nadui 3 KapToHy BIOMNOBIOA BUPOBHNYA cucTeMy chapMakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,

JIBHOCTHO OIPMA BignoBiganbHOI 3a 34iMCHEHHs hapMakoHarnsay; KOHTaKTHOI
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[IpooBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
HAYKOBO- "MIKPOXIM", ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSs!
BWPOBHWY Ykpaina dapmakoHarnsgy B YKpaiHi, AKLO BOHa BiAMIHHA Bif
A ®IPMA (topuanyHa YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
«MIKPOXIM agpeca Ta thapmakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo 3amiHn y
» naboparopist po3milLieHHI MacTep-hanna cuctemu papmakoHarnagy) -
i3nko-ximiyHOro 3MiHa ynoBHOBaXeHoi 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
aHanisy Ta dapmakoHarnag. Hitova pegakuis: Xyp6a Ninis
KOHTpOIo BonoanmupisHa.
BUPOOHMLTBA; [MponoHoBaHa pegakuis: €cTpaTtoBa IpuHa IropiBHa. 3miHa
36epiraHHs KOHTaKTHUX JaHWX YNMOBHOBaXXEHOI 0COOU 3asiBHYKA,
roToBOI NpOAYyKLUil, Bi4NoBiganbHoi 3a papMakoHarnsag. 3miHa MicLe3HaxX0mKEHHS
marepianis; mMacTep-daiina cuctemu papmakoHarnsgy. 3miHa micus
BUPOGHMYa 3AINCHEeHH OCHOBHOI AiANbHOCTI 3 hapMakoHarnagy
AinbHUUs (BCi
cTaaii
BUPOBHMYOro
npouecy);
naboparopis
GionoriyHoro
aHanisy)
69. | IH-ANITEP Tabnetku no 8 TOBAPUCT YkpaiHa TOBAPNCTBO 3 YkpaiHa BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/17135/01/03
mr/2,5 mr, no 10 BO 3 OBMEXXEHOKO 3MiHu Wwoao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. peuenmom
TabneTtok y bnictepi; OBMEXEH BIOMNOBIOAJIbHI BBeneHHs abo 3miHM 00 y3aranbHEHUX AaHUX NPO CUCTEMY
no 3 6nictepu y (0]}0) CTHO HAYKOBO- hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
nadui 3 KapToHy BIOMNOBIOA BUPOBHWYA cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
JIbHOCTHO OIPMA BignoBiganbHoI 3a 30iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
HAYKOBO- "MIKPOXIM", ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
BWPOBHWY YkpaiHa hbapmakoHarnsgy B YkpaiHi, aKWwo BoHa BigMiHHa Bif
A ®IPMA (ropugnyHa YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
«MIKPOXIM appeca Ta hapmakoHarnsigy (BKIoYakym KOHTaKTHI AaHi) Ta/abo 3miHu y
» naboparopis po3milLeHHi macTep-gaina cuctemu papmakoHarnsgy) -
Di3nKo-xiMmiyHOro 3MiHa ynoBHOBaXeHoi 0coby 3asiBHUKA, BiAMNOBiAanNbLHOI 3a
aHanisy Ta apmakoHarnsg. Hitoua pegakuis: Xyp6a Jinis
KOHTpOro BonoagnmupisHa.
BMPOBHMLTBA; MponoHoBaHa pepakuia: €sctpaTtosa IpmHa IropiBHa. 3miHa
36epiraHHs KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0COOU 3asiBHWMKA,
roToBOI NPOAYKLUIT, BigMNOBiganbHOi 3a hapmakoHarnsg. 3mMiHa MicLle3HaX04XKeHHS
Marepianis; macTep-darina cuctemu dpapmakoHarnagy. 3MmiHa Micus
BUPOGHMYa 3AINCHEeHHS1 OCHOBHOI AiSiNbHOCTI 3 dhapMakoHarnagy
AinbHWUs (BC
cragii
BUPOGHMYOro
npouecy);
naboparopis
GionoriyHoro
aHanisy)
70. | IPUHOTEKAH KOHLeHTpaT ang Awmakca JIT[ Benwuka KOHTPOrb cepii Ta HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/14902/01/01
AMAKCA pO34MHy Ans BpuTaHis BUMYCK cepii: 3MmiHu 3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro peuenmom
iHdpysin, 20 mr/mm; AkBiga 'm6X, nikapcbkoro 3acoby. 3MiHa napameTpiB cneundikaLi Ta/abo
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[IpooBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 2 mn, 5 mn abo HimeuumnHa; [OMYCTUMMUX MEX FOTOBOrO fiKapCbKoro 3acoby (iHLWi 3miHn) -
15 mMn y dprakoHi; no BMPOBHMLTBO in 3MiHa gonyCcTUMUX MexX Ans N. «KonbopoBiCcTb» 3aTBEPAXKEHO:
1 conakoHy B bulk, nepBuHHE Ta 3abapBrieHHs po34nHy He nepeBuLlye eTanoH GY3.
KapTOHHiI kopobuy; BTOPUHHE 3anponoHoBaHo: 3abapBneHHst po3ynHy He NepeBuLLYE
no 2 mn, 5 mn abo nakyBaHHs, eTtanoH GY1; aminn Il Tuny - 3miHn 3 skocTi. [oToBMI
15 Mn y dprnakoHi; no KOHTPOIb cepii: nikapcbkuii 3aci6. Cuctema KoHTenHep/3akynoptoBansHUin
1 conakoHy B AkBiga 'm6X , 3aci6. 3miHa y NepBUHHI ynakoBLji roTOBOro NikapCbKoro
KapTOHHiN Kopobui Himeuumha; 3acoby (sKicHWIA Ta KinbkicHWA cknaa) - CTepunbHi nikapcbki
BTOPUHHE 3acobu Ta nikapcbki 3acobu GionoriyHoro/iMyHonoriYHoro
nakyBaHHsi: BeHyc NOXOPKEHHS - 3aMiHa 3aTBepaXKeHoi Npobky 3 GpoMOByTUNOBOI
dapma 'M6X, rymu 3 noKpuTTAM «OMHibneKe» (Lie MOKPUTTS CKNagaeTbes 3
Himeyunna dTopoBaHOro noniMepy, kUi gie sk iHepTHUIA Gap’ep Mix
rymoto NpoGKu Ta roTOBUM NPOAYKTOM) Ha Npobky 3
XNop6yTUNOBOI r'ymMun Ta NOKPUTTS, AKE CBOEI0 MOBEPXHEID
CTUKAETLCS 3 FOTOBUM NMPOAYKTOM (Lie MOKPUTTS BUTOTOBIEHO 3
nonitetpadtopetuneHy (MTPE), skuii cTaB cTaHAaPTHUM
matepianom i LUMPOKO BUKOPUCTOBYETLCS AN CTEPUNBHUX
niKkapcbkux 3acobiB Yepes CBO iHEPTHICTb
71. | KAMOHKO TabneTkn, BKpUTI CmeHmapk IHgis PenaiieHc Jland IHgis BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/14664/01/01
NniBKOBOIO dapmacbioT CaiiHcec IMBT. 3MmiHu Wwoao 6esnekn/edekTUBHOCTI Ta hapMakoHarnsagy. peuenmom
o6onoHkoto, no 500 nkans Jita. Jita. 3MiHa y KOpOTKill XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
mr; no 10 TabneTok MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3acTOCyBaHHS Ha
y bnicTtepi; no 1 nigcTaBsi perynspHoO OHOBMIOBAHOTO 3BiTy 3 6e3neku
Gnictepy y nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neky 3acToCcyBaHHS
KapTOHHiIl kopobuy; nikapcbkoro 3acoby B nicrnsipeecTpaLiiHmi nepiod, abo sk
no 10 TabneTtoky pesynbTaT OLiHKU 3BIiTY 3 AOCNIAXEHb, NPOBEAEHMX BiAMNOBIAHO
6nicTepi; no 1 [0 nnaHy negiatpnyHux gocnigxersb (PIP) (3MiHy y3rogeHo 3
Gnictepy y KOMMETEHTHNM YNOBHOBAaXEHUM OpraHoM). 3MiHM BHECEHI [0
KapTOHHiIN kopobuyj; IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
no 10 ao no 12 po3gin "Mobiyni peakuii" BignoBiaHo o OHOBREHOI iHopmauii
KapTOHHWUX KOPOGOK 3 B6e3neku gio4oi pevoBuHWU. BBeaeHHst 3amMiH npoTsarom 6-tu
B OJHY 3ararbHy MiCSILIiB MiCNsi 3aTBEPOXKEHHS.
KapTOHHY KOpobky
72. | KBITIB eKCTpaKT piakun MAT YkpaiHa MAT "Tannydapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - - UA/12458/01/01
POMALLKU (cybcTaHuis) B "Mannydap 3miHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
EKCTPAKT 6oykax noniMepHux M" cneuudikauin Ta/abo JONYCTUMUX MEX, BUHAYEHUX Y
PIOKUA 3 KpULLIKaMu s cneuudikauisx Ha ADI, abo BUXigHUA/MPOMIXKXHWIA
BMpPOGHMLTBA npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
HeCTepPUnbHUX BUPOGHMLUTBA ADI (iHLWIi 3MiHW) - BUNYyYeHHs iHdbopMmalii Wwoao
nikapcbkux ¢opm npoBefeHHs BUNpobyBaHH:A Ans ineHTudikawii KoXXHoro
TapHoro micus cybctanuii ETAHOJ (96%), 3 BignosigH1mMu
3MiHamu B p. 3.2.S.2.3. KoHTponb mMaTepianis
73. | KENNPA® PO34UH OparnbHUiA, OCb Benebriga Hekct®apma CAC PpaHuis BHECEHHS 3MiH IO peecTpauiiHnx maTepianis: 3miHu | Tuny - 3a UA/9155/02/01
100 mr/mn; no 300 dapma C.A. 3miHu 3 akocTi. APl. KoHTponb A®I. 3miHa y napameTpax peuenmom

My donakoHi; no 1
nakoHy 3 MipHUM
nnacTuKoBUM
LUNPMLIOM Y nayui 3
KapToHy

cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®I, abo BUXIgGHUA/NPOMIXKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMPOGHMUTBa AD| (BUNYYEHHS HE3HAYHOTO MOKa3HUKa SIKOCTI
(Hanpvknag BUNMyYeHHs 3acTapinoro nokasHuka)) BunyyeHHs
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n. PO34mnHHICTb i3 cneumdikauii giro4oi pevyoBmHM
neseTupaueTamy BupobHuka Zhejiang Huahai Pharmaceutical
Co., Ltd., Kutair. 3minn | Tvny - 3miHm 3 sikocTi. A®I. KoHTponb

A®l. 3miHa y meTogax BunpobyeaHHsa APl abo BMXigHOrO
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y NpoLeci BUpobHuuTea AP (He3HauHI
3MiHW Y 3aTBEPAXKEHNX METOAAaX BUNPOOYyBaHHSA) Y3rogXeHHs
bopmMynioBaHb 3aTBEPAXKEHNX METOAIB KOHTPOIHO, SIKi
BUKOPUCTOBYIOTLCSA BUpoGHMKamn APl USB Pharma S.A.,
Belgium Ta USB Farchim S.A. Switzrland Ta BBegeHHs meToay
(BEPX-Y®) y cneuudikauijio A®I ans n. Enantiomeric purity
uch L060 [1na HoBOI cucteMu ynpaeniHHA AOKYMeEHTaUien
nponoHoBaHo 3miHa kogy metogy (TDAAM 0029 Braine) Ha
meth 001385 (BEPX-Y®) 6e3 3miHv npuHumny metoay i €
nepeBaxHO pefakuiiHMM OHOBIEHHSM. YMOBM Ta npoueaypa
meToay 6e3 3MmiH. 3MiHu | Tuny - 3miHn 3 skocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AP| abo
BUXiAHOro MaTtepiany/npoMiXXHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y npoueci BUpobHuLTBa AP (HE3HauHI
3MiHW Y 3aTBEpPAXKEHNX MeToAax BUNpobyBaHHS) 3MiHn 40
meTtony meth 001385 onsa BM3HaYeHHs XipanbHOT YNCTOTH, a
came HesHayHe 36inblueHHsi koedilieHTy cumeTpii niky 3 "He
Oinbwe 2,0" go "He GinbLe 2,3" y 3B'A3KY 3 Y3rogXeHHSM
MeTOoZiB KOHTPOIHO , SIKi BUKOPUCTOBYIOTLCS BUPOGHMKamun AdI
USB Pharma S.A., Belgium (TDA AM 0029) USB Farchim S.A.
Switzrland (RRAEX - 40-3020-01) 3 BUKOPUCTaAHHSIM O[HOTO
meTtogy meth 001385 (BEPX-Y®). 3minu | Tuny - 3miHu 3
akocTi. A®l. KoHtponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®| abo BMxigHOro martepiany/npoMixXHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLECI
BUpoGHMUTBa ADI (iHWi 3MiHM y MeToaax BUNpobyBaHHs
(Bkrtoyaroum 3amiHy abo gonosHeHHs) ADI abo
BMXigHOro/nMpomixkHoro npoaykTy) 3amiHa metoagy aAns
BMU3Ha4YeHHs xipanbHoi ynctotn T. TDAAM 0029 Ha meToq
meth 001385 EP 2535.

74.

KEMNNPA®

TabneTku, BKpUTI
obonoHkoto, no 250
mr; no 10 TabneTok
y bnicTtepi; no 3 abo
6 bnictepiB y
KapTOHHIN nayui

OCb
dapma C.A.

Benbris

HOCB ®apma C.A.

Benbria

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
3miHu 3 skocTi. APl. KoHTponb A®I. 3miHa y napameTpax
crneungikali Ta/abo JONyCTUMMX MEX, BUSHAYEHUX Y
cneuudikauisx Ha ADI, abo BUXigHUA/MPOMiXKXHMIA
NpOAYKT/peareHT, O BUKOPUCTOBYIOTLCS Y NPOLECI
BMPOGHMLTBa ADI (3BY>KEHHS JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikaLii) 3By>KEHHS LONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii ans BunpobysaHHs «ldentification by density»
NS peakTuBy eTaHoNy abComnTHOrO, L0 BUKOPUCTOBYETLCH Y
BUPOGHMLUTBI ADI neBeTupaLeTamy. Takox Ha3By
BMNPOOYBaHHS NpyBeAeHO Y BiANOBIAHICTL A0 ONuUCy
BMNPOOYBaHHSA Ta KPUTEPIiB MPUAHATHOCTI, OCKINbKM akTU4HO
BMNPOOYBaHHS nonsrae y BU3HaveHHi ryctuHu (density), a He
BiHOCHOI rycTuHu (relative density) (6yno: Identification by

3a
peuerimom

UA/9155/01/01
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relative density (20 oC): Less than 0.7904; ctano:
Identification by density (20 oC): 0.7885 - 0.7904 kg/l). 3miHu |
TMny - 3MiHKM 3 akocTi. CepTrdikaT BignosigHoOCTI/lE-
cepTudikat BignoBigHOCTI EBpONENCHKI
apmakonei/MoHorpadii. MogaHHs HoBoro abo OHOBREHOro
cepTudgikaTa BignoBigHoCTi abo BUy4eHHs cepTudikarta
BigNoBigHOCTI €Bponeichkin thapmakonei: ana A®l; ans
BMXigHOro matepiany/peareHTy/NPOMIKHOIO NPOAyKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNenchbKii
dapmakonei) - OHoBRNeHWn cepTudikaT Bif yxe
3aTBEpOKEHOro BUPOGHMKa - MOAaHHS OHOBMEHOMO
cepTuddikaTta BignoBigHoCTi €Bponeinchkin dhapmakonei Ne R1-
CEP 2014-079 - Rev 01 (3atBepmkeHo: R1-CEP 2014-079 -
Rev 00) ans A®l neeetupaveTamy Big Bxe 3aTBepAKEHOro
BuUpobHuka Divi's Laboratories Limited, India y Hacnigok 3miH y
METOAML BUSHAYEHHS 3aNMLLKOBUX PO3YMHHUKIB.

75.

KEMNNPA®

TabneTkn, BKpUTI
o6onoHkoto, no 500
mr; no 10 TabneTok
y BnicTepi; no 3 abo
6 GnictepiB y
KapTOHHIN nayui

OCB
dapma C.A.

Benbria

KOCB dapma C.A.

Benbria

BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny -
3MiHn 3 skocTi. ADI. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JOMYCTUMUX MEX, BUSHAYEHUX Y
crneungikauisx Ha A®l, abo BUXIgHUIA/NPOMIXXHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLEC
BMPOGHMLTBA AP (3BY>KEHHS AONYCTUMUX MEX, BUSHAYEHNX Y
cneuudikauii) 3By>KEHHS AOMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii ans BunpobysaHHst «ldentification by density»
Ans peakTuBy eTaHoNy abComnoTHOrO, L0 BUKOPUCTOBYETLCS Y
BUpOGHMLUTBI ADI neseTupaLeTamy. Takox Ha3By
BMNPOOYBaHHS NpyBeAEHO Y BiANOBIAHICTL A0 Onucy
BUNPOOYBaHHSA Ta KpUTEPIiB MPUNHATHOCTI, OCKINbKN aKTU4HO
BMNPOOYBaHHA nonsrae y BU3HaYeHHi ryctuHu (density), a He
BiAHOCHOI rycTuHu (relative density) (6yno: Identification by
relative density (20 oC): Less than 0.7904; ctano:
Identification by density (20 oC): 0.7885 - 0.7904 kg/l). 3minu |
Tuny - 3miHn 3 sikocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIn
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BiNoBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/NpoOMiKHOrO NPOAYKTY, LU0
BMKOPUCTOBYOTbCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpONechKin
dapmakonei) - OHoBMNeHu cepTudikaT Bifg yxe
3aTBepAKEHOro BUpobHYMKa - NogaHHA OHOBIIEHOrO
cepTtudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-
CEP 2014-079 - Rev 01 (3atBepaxeHo: R1-CEP 2014-079 -
Rev 00) ans A®| neseTupaueTamy Bi BXe 3aTBEPAKEHOTO
Bupo6Huka Divi's Laboratories Limited, India y Hacnigok 3miH y
MeToAwLji BUSHAYEHHS 3aIMLLKOBMX PO3YUHHUKIB.

3a
peuerimom

UA/9155/01/02

76.

KENNPA®

TabneTku, BKPUTI

OCb

Benbris

HOCB ®apma C.A.

Benbris

BHECEHHS 3MiH 10 peecTpaLliiHix maTepianis: 3minu | Tuny -

3a

UA/9155/01/03
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obonoHkoto, no 1000
mr; no 10 TabneTok
y BnicTepi; no 3 abo
6 GnictepiB y
KapTOHHIN nayui

dapma C.A.

3miHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauini Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
crneungikauiax Ha A®l, abo BUXIGHUA/NPOMIXKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BUPOOHMUTBa AD| (3BYXXEHHS AONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii) 3By>KEHHS AOMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauii gna BunpobysaHHs «ldentification by density»
Ansi peakTuBy eTaHoNy abCconTHOrO, L0 BUKOPUCTOBYETLCS Y
BUpo6HMLTBI AD| neBeTupaleTamy. Takox HasBy
BuUNpobyBaHHs NpVYBEeAEHO Y BiAMNOBIAHICTL 4O OnuCy
BMNPOOYBaHHSA Ta KPUTEPIiB MPUNHATHOCTI, OCKINbKM aKTU4HO
BUNPOBYyBaHHSA Monsrae y BU3Ha4YeHHi ryctuHu (density), a He
BigHOCHOI rycTuhu (relative density) (6yno: Identification by
relative density (20 oC): Less than 0.7904; ctano:
Identification by density (20 oC): 0.7885 - 0.7904 kg/l). 3MiHu |
TMny - 3MiHK 3 akocTi. CepTrdikaT BianosigHocTi/l'E-
cepTudikat BiANOBIAHOCTI EBpONENCHKIN
capmakonei/MmoHorpadii. MogaHHA HoBOro abo OHOBNEHOTO
cepTudgikaTa BignoBigHocTi abo BUNy4eHHs cepTudikarta
BiANoBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BUXiQHOro MaTtepiany/peareHTy/NPOMiXXHOro NPOAYKTY, LU0
BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMiKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI €BpONENCHKIn
dapmakonei) - OHoBNeHu cepTudikaT Big yxe
3aTBEpOKEHOro BUPOBHUMKa - MOAaHHS OHOBMEHOMO
cepTtudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-
CEP 2014-079 - Rev 01 (3atBepaxeHo: R1-CEP 2014-079 -
Rev 00) ans A®| neseTupaueTamy Bif BXe 3aTBEPOKEHOIO
Bupo6Huka Divi's Laboratories Limited, India y Hacnigok 3miH y
MEeTOAMLi BU3HAYEHHS 3aNMULLKOBUX PO3YMHHUKIB.

peuerimom

UA/2566/01/01

77.

KETOPON

pPO34MH Ans iH'ekuin,
30 mr/Mnno 1 mn B
amnyni; no 10 amnyn
y bnicTepi

A-p Penni'c
Jlabopatopi
cllta

IHAis

A-p Peapi'c
JlabopaTtopic
Nimiten

IHAis

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHu 3 gKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3MiHM y npoueci BUpOGHMLTBA rOTOBOIO
nikapcbkoro 3acoby, BKMOYaYM NPOMIXKHWA NPOAYKT, LLO
3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOIO NiKapCbKOro
3acoby (iHwWwi 3MiHK) - 3miHM B Npoueci BupobHuuTBa ,
noB'si3aHi 3i 36inbLEHHAM f0AaTKOBOro po3Mipy cepii (B 06'emi
biHanbHOro po3umHy Ta cragii terminal sterilization - B
KiNbKOCTi MapTill HANMMBHOIO PO34UHY).

BBegeHHs 3MiH NpOTArom 6-Tv MicsLiB Micnsi 3aTBEPOXKEHHS;
3MiHM | Tuny - 3MiHK 3 sKkocTi. [oToBMIN Nikapcbkuin 3acib.
3MiHM y BUpoBHMLTBI. 3MiHa po3Mipy cepii (Bkovaroum
Aiana3oH po3mipy cepii) roToBoro nikapcbkoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM
po3mipom) - BBeeHHs foaaTkoBoro po3mipy cepii
(3aTBepmkeHo: 230,0 n; 3anponoHoBaHo: 230,0 n ta 300,0 n).
BBefeHHs 3MiH NpOTArom 6-Tu MicsILiB MicNsi 3aTBEPOKEHHS;
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa napameTpis

3a
peuernmom
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JliKapcbK020
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(nikapcbka ¢ghopma,
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Ymoeu
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Homep
peecmpayiliHo2o
noceio4yeHHs1

78.

KITPYOA®

KOHUeHTpaT anda

Mepk LWapn i

LLsenuapi

BUPOGHMK

Ipnangis/

crneungikaui Ta/abo 4ONyCTUMMX MEX FOTOBOIO NiKapCbKoro
3acoby (iHLi 3miHK)
CynyTHs1 3MiHa
- 3MiHu 3 sikocTi. FoTOBMIA Nikapchkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHSA rOTOBOIO NiKapCbKoro 3acoby (iHLwwi 3MiHK) -
Buny4yeHHs TecTyBaHHsi HATPItO xnopuay 3 cneumdikaLii Ta
meTopiB koHTpornto 13 Ha nigcTaBi 06rpyHTYBaHHS, L0
NigKpinneHi ctTaTUCTUYHUMKM JaHUMK Ta 3BiTOM. BBeeHHA 3MiH
NPOTArom 6-Tu MicsILiB Micnsi 3aTBEPAKEHHS; * 3MiHK | Tuny -
3MmiHu 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. KoHTpons rotoBoro
nikapcbkoro 3acoby (iHwi 3MiHun) - MNepeknag MKA M3 Ha
yKpaiHCbKy MOBY BifnoBigHoO 4o 3akoHogaBcTBa YKpaiHu.
BBeneHHs 3MiH NpOTArom 6-Tv MicsILiB MiCNsi 3aTBEPOXKEHHS;
3MiHu | TRy - 3MiHK 3 sikocTi. FoToBMIA NikapcbkuMin 3aci6.
Cuctema koHTelHep/3akynoptoBanbHuii 3aci6. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTUMmMX MeX NepBUHHOT
yMaKoBKW FOTOBOIO Nikapcbkoro 3acoby (iHwWi 3amiHK) - 3MiHa
cneumdikalii amnynu, a came onvcy amnynu (3aTBepAXeHo —
OypLUTUHOBOIO KOMNbOPY, 3aNpPOMNOHOBAHO: aMmnynia TEMHO-
OypLUTMHOBOrO KONbopy). BBEAEHHS 3MiH NpoTarom 6-Tu
MicsuiB nicns saatBepmKeHHs; 3MmiHu || Tuny - 3MiHM 3 SIKOCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHK
BunNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBMEHUX Y
cneumdikauisix, nig Yac BUpobHULITBA FOTOBOrO NiKapCbKOro
3aco0y (iHwWwi 3miHn) - BBeAeHHSA nepioANYHOCTI KOHTPOIHO
nokasHukie: «Onucy, «pH», «Xnopug HaTpito», «KinbkicHe
BM3Ha4YeHHs» Ha cTagii in bulk - i3 yacToToto: 1 cepis 3 20
cepivi abo 1 cepia Ha pik. BBeaeHHs 3MiH npoTsrom 6-Tn
MicsiLiB nicns 3aTBepAKEHHS

PO34MHy Ans
iHcpy3in, 25 mr/mn;
no 4 mn
KOHLEHTpaTy y
donakoHi; no 1
dnakoHy 3
npenapaTom B
KapTOHHIl kopobui

Ooywm IOEA
m6X

|

Hepo3dacoBaHoi
npoayKuir,
KOHTPOIb SKOCTI
Ta TecTyBaHHs
cTabinbHOCTI,
nepBUHHE
nakyBaHHs:
MC[ IHTepHeLuHN

rmex/MC[
IpnaHpis
(Kaprioy),
Ipnangis;
KOHTPOIb AKOCTI
Ta TecTyBaHHs
cTabinbHOCTI:
MC[ IHTepHeLHn
rmex/MC[

Ipnaxgis (BpiHHi),

Hinepnanamn
/

Benuka
Bpurtanis/
HimevuunHa/
Benbria

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
AnmiHicTpatuBHi 3MiHK. 3miHa kogy ATX - 3miHKM BHECEHO A0
IHCTPYKUii ANs MeanYHOro 3acTocyBaHHs! Nikapcbkoro 3acoby
0o posginy "®apmakotepanesTuyHa rpyna. Kog ATX". o
3aTBEPKEHHS PeKOMEeHAYETbCH IHCTPYKUIS AN MEAUYHOTO
3aCTOCyBaHHsI Nikapcbkoro 3acoby i3 kogom ATX, skui
BiANoBigae oHOBMNEHOMY MixXHapogHoMy knacudikatopy BOO3
(http://www.whocc.no/atc_ddd_index/): 3atBepaxeHo — LO1X
C18, 3anponoHoBaHo — LO1F F02. BBeeHHs1 3MiH NpoTarom
6-T MicsiLiB nicnsa 3aTBepAXeHHs. 3miHu | Tuny - 3miHK Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy. 3miHa y KOpoTKil
XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha NiacTasi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3neku fikapcbkoro
3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiHnii nepioa, abo sik peaynbTar
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHMX BiAMNOBIAHO A0 NnaHy
nepiatpuyHux gocnigxeHs (PIP) (3MiHy y3romkeHo 3

KOMMNETEHTHUM YNOBHOBaXXeHUM OpFaHOM) 3MiHM BHeceHo 0

3a
peuernmom

UA/16209/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ipnangis; IHCTPYKUiT ANst MeanYHOro 3acTocyBaHHS nikapcbkoro 3acoby

KOHTPOIb AKOCTI
Ta TecTyBaHHs
cTabinbHocTi
roToBOro
nikapcbKoro
3acoby,
BMKITHOYAK4M
TECTYBaHHs
akTuBHocTi ELISA
(akTuBHICTb Ta
iaeHTudiIKaLin):
H.B. OpraHoH,
HigepnaHau;
KOHTPOrb SKOCTI
Ta TecTyBaHHsi
cTabinbHoCTi
roToBOro
nikapcbKoro
3acoby:
MC[ Biotek B.B.,
Higepnanaw;
KOHTPOIb AKOCTI
Ta TecTyBaHHs
cTabinbHoCTi
roTOBOro
nikapcbKoro
3acoby,
BVKITHOYAKYM
TECTYBaHHs
akTuBHocTi ELISA
(akTuBHICTb Ta
ineHTUdikauis):
MC[ Biotek B.B.,
Hinepnanawu;
TECTYBaHHS
cTabinbHocCTi:
aKkTuBHIiCTb ELISA:
KoBaHc
JlabopaTopis
Timiten (KoaHc),
Benvka bpuraHis;
TECTYBaHHS
CTabinbHOCTI:
TECTyBaHHS
uinicHocri
3aKpUTTH
KOHTEeWHepy:
HygicaH Tm6X,

0o po3aginy "Mo6ivni peakuii" BignosiaHo Ao pekomeHaadii
PRAC EMA. BeefeHHsi 3MiH NpoTArom 6-Tu MicsiliB nicns
3aTBEPOKEHHS
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Himeuumnna;
BTOPWHHE
nakyBaHHs Ta
MapKyBaHHS,
[A03BiN Ha BUMYCK
cepii:
LWepiHr-MNMnay
Jla6o H.B.,
Beneris
abo
Mepk Wapn i
Ooym B.B.,
Higepnangu
79. | KNOTPUMA3O mMasb 1% no25ry My6nivyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHux maTepianis: 3miHu | Tuny - 6e3 UA/1645/02/01
n Ty6i; no 1 Ty6i y aKuioHepHe akuioHepHe 3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. Cuctrema peuyenma
navui 3 KapToHy TOBapuCTBO TOBapuCTBo KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa napameTpis
"HaykoBo- "HaykoBo- cneumndikaui Ta/abo 4oNyCTUMMX MEX NEePBUHHOT YNaKOBKU
BUPOBHMYMI BUPOGHMYNIA roTOBOro NiKapcbkoro 3acoby (iHLi 3MiHWM) OHOBMNEHHS P.
LeHTp LEeHTp 3.2.P.7. Cuctema KoHTelrHep/3akynoptoBanbHui 3acio:
"bopLuariscb "BopLuariBCbkumn BHECEHHS 3MiH B cneundikauii 4ns KOHTponto Tyou
KW XimMiKko- XiMiko- anoMiHIieBOI, a came NpuBeAeHHN Y BiANOBIAHICTbL A0
dapmauesT dhapmaLueBTU4HNIA €sponevicbkux ctaHaapTiB EN 15384-1 (3 BukopuctaHHAM
NYHUN 3aBoa” HaTpito xnopuay) Ta EN 15384-2 (3 BUKOPUCTaHHAM Migi
3aBog" cynbdarty) n. «MopucTiTe/piBHOMIPHICTE NakoBOi NNiBKMN», 6e3
3MiHM MeToAy KOHTPOIIH.
80. | KOPBA3AH® TabneTku, BKpUTI MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis: 3MiHu | Tuny - 3a UA/1371/01/01
NniBKOBOO "KviBmeanp "KviBmegnpenapa AamiHicTpaTvBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu peuernmom
000rnoHKoto, no 25 enapart” T MiCList NPOBaKEHHS AisiNbHOCTI BUPOOHWMKA (BKItOYatouu, 3a
mr no 10 TabneTok y HeobXxiaHOCTI, MicLe NpoBeAeHHS KOHTPOIO SIKOCTi), abo
6nictepi; no 3 BnacHvika mactep-ganna Ha A®Il, abo noctavanbHuka
6nictepu y nayui Adl/BuxigHoro matepiany/peareHTy/npoMiXKHOro NpoayKTy, Lo
3aCTOCOBYOTbCS Y BUpOOHUUTBI ADI (sIKLLO 3a3HaveHo y AoCkE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiANoOBIAHOCTI €Bponencokini hapmakonei y 3aTBepaKeHoOMy
pocbe, abo BUpobHMKa HOBOI JOMOMIXXHOT PEHOBUHM (SIKLLIO
3a3Ha4yeHo y Aocbe). 3miHa agpecy Micus NpoBagKeHHs
pisinbHocTi BUpobHmka A®l SUN Pharmaceutical Industries
Ltd., IHgis. 3miHa o6ymoBneHa HeobXiaHICTIO BUNPaBEHHS
TEXHIYHOT NOMUIKW Y 3a3HavYeHHi agpecu BUPOBHNYOT AinbHUL
3 METOI0 3aMiHM MOMWITKOBO BKa3aHOI IOpUANYHOI agpecu
BMPOGHWKa Ha agpecy BUPOBHUYOI AinbHULI Y BignosigHoCTI
[0 niueHsii Ha BUpOGHMLUTBO Ta MaTepianis peecTpauiiHoro
pocke BupobHuka AdI.
81. | KOPBA3AH® TabneTku, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3MiHu | Tuny - 3a UA/1371/01/02
NniBKOBOO "KvniBmeanp "KviBmegnpenapa AfMiHicTpaTuBHI 3MiHN. 3MiHa HaMeHyBaHHs Ta/abo agpecu peuernmom
obonoHkoto, no 12,5 enapart” T MicLst NPOBaKEHHS AisiNbHOCTI BUPOOHWMKA (BKItoYatouu, 3a

mr no 10 TabneTok y
6nicTepi; no 3

HeobxiaHOCTI, MicLie NpoBeAEeHHS KOHTPONKO sIKOCTi), abo
BnacHuKa mactep-ganna Ha A®I, abo noctayanbHuka
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n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepu y nayui Adl/BnxigHoro maTepiany/peareHTy/NpoMiXKHOrO NPOAYKTY, LU0
3acTOCOBYOTbCH Y BUPOOHMLTBI ADI (KO 3a3HaYeHo y AOCkE
Ha nikapcbkuiA 3acib) 3a BigcyTHOCTI cepTudikaTa
BignoBigHOCTI €Bponeiicbkin thapmakonei y 3aTBepaKeHOMY
pocbe, abo BUpoBHMKa HOBOI AOMOMIXKHOT PEYOBUHU (SIKLLIO
3a3HayeHo y Aocbe). 3MiHa agpecy Micus NpoBagKeHHs
pisinbHocTi BUpo6bHmka APl SUN Pharmaceutical Industries
Ltd., IHgis. 3miHa o6ymoBneHa HeobXiaHICTIO BUNPaBNEHHs
TEXHIYHOT MOMWIIKN Y 3a3HaYeHHi agpecu BUPOOHMYOI AinbHUL
3 METOH 3aMiHM NMOMUIIKOBO BKa3aHOI HOPUAMYHOI agpecu
BMpOBHMKa Ha agpecy BUPOOHMYOI AinbHWLI Y BiNOBIQHOCTI
00 niueHsii Ha BUpoBHULTBO Ta MaTepianiB peecTpauiinHoro
nocbke BupobHuka AdI.
82. | KO-PEHITEK® Tabnetkn no 20 OpraHoH LLisenuapi BUPOBHMK Benuka BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHa 3asBHVKa 3a UA/4279/01/01
mr/12,5 mr; no 14 CeHTtpan lct a Hepo3adacoBaHol BpuTaHis/ J13 (MIBIM) (BnacHuka peecTpauiiHoro NocBig4eHHs) (3rigHo peuenmom
TabneTtok y 6nicrepi; mM6X npoaykuit, Hioepnanaun Haka3zy MO3 Big 23.07.2015 Ne 460). 3miHu | Tuny - 3miHn
no 2 6nictepu B TEeCTyBaHHSA: / Benbris oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs
KapTOHHiIl kopobui OpraHoH ®apma abo 3miHM [0 y3aranbHeHUX aHuX Npo cucTemy
(UK) Nimiteg, thapMakoHarnagy (BBeaeHHs yaranbHeHUX 4aHux npo
Benuka bpuranis; cvctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
MepBuHHa Ta BiAnNoBiganbHOI 3a 34iNCHEHHA hapMakoHarnaay; KOHTakTHOI
BTOPUHHA ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
yrnakoBka, dapmakoHarnsaay B YKpaiHi, AKWO BOHA BiAMiHHA Bif
KOHTPOMb AKOCTI, yMNOBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
[003BiN Ha BUNYCK hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
cepii: po3MiLLeHHi MacTep-channa cuctemy chapmakoHarnsagy).
Mepk LWapn i 3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKaA, BiAnoBiganbHoi 3a
Ooym B.B., dapmakoHarnag. Hitova pegakuia: JokTop Man Jemon.
Hinepnangu; MponoHoBaKra pepakuis: MapiaHHa Bank- KopteHnpaaa. 3miHa
BUNYCK cepii: KOHTaKTHUX JaHMX YNOBHOBaXEHOI 0COOU 3asiBHYKA,
WepiHr-MNMnay BignoBiganbHoi 3a hapmakoHarnsg. 3MiHa KOHTaKTHOi ocobu
JNla6o H.B., 3asBHUKA, BiAMOBIAaNbHOI 3a hapMakoHarnsag B YKpaiHi.
Benbris Ditoya pepakuisi: AHgpiyua OneHa OmutpisHa. MponoHoBaHa
pepakuis: MotuniHcbka OneHa BitaniiBHa.3miHa KOHTaKTHUX
[AaHNX KOHTAKTHOT 0cobu 3asBHMKA, BiANOBiAaNbHOI 3a
papmakoHarnsig B YkpaiHi. 3miHa micus 34iicCHEHHS OCHOBHOI
AisnbHoCTi 3 dpapmakoHarnsgy. 3MiHa MicLe3HaxooKeHHs
MacTep-canna cuctemy papmakoHarnsgy Ta noro Homepa
83. | NA30JIBAH® Tabnetku no 30 wmr, TOB YkpaiHa Henbdapm Peiimc dpaHuis BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | Tuny - 6e3 UA/3430/03/01
no 10 TabneTok y «Onenna 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenma
6nicTepi; o 2 abo Xenckea BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cucTemy
no 5 Gnictepis y YkpaiHa» hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPo

KapTOHHIl kopobui

cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXEHOT 0co6WU, BignoBiganbHoi 3a 34iCHEHHS
hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHI MacTep-haina cuctemu papmakoHarnsay).
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiHa ynoBHOBaXeHoi 0cobu 3asiBHUKA, BiANOBiAanbLHOI 3a
dapmakoHarnsag,.
[itoya pepakuin: Xopakiscbka TeTsaHa BayecnagiBHa.
MponoHoBaHa pepakuisi: Muxanos OnekcaHgp
Bonoavmunposuy. 3MiHa KOHTaKTHUX AaHWX YMOBHOBaXEHOT
ocobu, BignosiganbHoi 3a hapmakoHarnag. 3miHa
MicLe3Haxo4XXeHHA macTep-danna cuctemu papmakoHarnsagy
Ta noro Homepa. 3MiHa Micus 34iINCHEHHS OCHOBHOI AisiNbHOCTI
3 papmakoHarnagy
84. | NEBOUWH-H PO34MH Ans iHdY3in, TOB YkpaiHa HeposdacosaHui peuis/ BHECEHHS1 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/12842/01/01
500 mr/100 mn, no "®APMACE NPOAYKT, YkpaiHa 3MiHn wopo 6esnekn/edeKTMBHOCTI Ta bapMakoHarnsay. peuernmom
100 mn abo no 150 " nepBuHHA BBeneHHs abo 3MiHM 00 y3aranbHeHUX 4aHuX Npo cucTemy
My donakoHi; no 1 ynakoBka, hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX aHUX Npo
dnakoHy B nayui 3 BTOPUHHA cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
KapTOHYy ynakoBka, BiAnNoBiganbHOI 3a 34iNCHEHHA hapMakoHarnaay; KOHTakTHOI
KOHTPOb: ocobu 3 chapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHHS
BIOCEP C.A. apmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
NMAPEHTEPAN YNOBHOBa)eHOT 0cobWu, BignoBiganbHoi 3a 34iCHEHHS
CONOWHC tapMakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo amiHn y
IHOACTPI, po3milLieHHI MacTep-danna cuctemu papmakoHarnagy) -
[peuis; 3MiHa ynoBHoOBaeHoi ocobu 3asiBHUKA, BiANOBiAanbLHOI 3a
KoHTponb, Bunyck capmakoHarnag. Litoya pegakuis: MNMpoueHko MNanuHa
cepil: AHaToniiBHa.
TOB MponoHoBaHa pepakuis: CynpyH Egyapa Bonoavmuposuy.
"OAPMACEN", 3MiHa KOHTaKTHMX AaHuX YNOBHOBaXEHOI 0cobu,
Ykpaina BiANoBiganbHOI 3a hapmakoHarnag. 3MiHa Homepa macTep-

aina cuctemu papmakoHarnagy; aminu | uny: 3miHu 3
sikocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BiANoBiAHOCTI €Bponencoki hapmakonei/MmoHorpadii. 3MiHn,
noB'si3aHi 3 HeoOXigHICTIO NPUBEAEHHS Y BIiAMNOBIAHICTE A0
MoHorpadii APY abo €sponencbkoi hapmakonei, abo iHLwoi
HauioHanbHoi dhapmakonei gepxasu €C (3miHa y
cneuudikauisix, noB's3aHa 3i amiHamu B 1Y, abo
€Bponelicbkiit hapmakonei, abo iHLWiA HauioHanbHin
dapmakonei gepxasn €C) -3miHa NoB’si3aHa 3 akTyanisauieto
crneundikaii Ha 4ONOMibXKHY pevoBuHY HaTpito xnopug
BigNoOBiAHO 0 BMMOr MoHorpadii «Sodium chloride» (EP
04/2021:0193); 3miHun | Tuny: 3miHm 3 akocTti. CepTudikat
BignoBigHocTi/E-cepTudikat BianosigHocTi €Bponenchbkin
dapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3 HeobXiAHICTIO
NpVBEAEHHS Y BIANOBIAHICTb A0 MOHorpadii AdY abo
€Bponeiicbkoi hapmakonei, abo iHLWOT HalioHanbHOI
apmakonei aepxasu E€C (3miHa y cneuudikaLisix, nos's3aHa
3i amiHamu B [1®Y, abo €Bponevickkin dapmakonei, abo iHLwin
HaLljioHanbHi hapmakonei gepxasu €C) -3MiHa nos’sizaHa 3
akTyanisauieto cneuudikauii Ha JONOMiDKHY pevoBuHY HaTpito
rigpokcua BiaNoBiaHO 4o BUMOTr MoHorpadii «Sodium
hydroxide» (€® 01/2017:0677); 3miHu | Tuny: 3MiHK 3 siKOCTi.
Ceptudpikat BignosigHocTi/[E-cepTudikaT BignoBigHOCTi
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€Bponencbkin dhapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHs Y BiANOBIAHICTE 40 MoHorpadii
[®Y abo €sponelicbkoi hapmakonei, abo iHLWOoI HaLioHanbHOT
dapmakonei gepxaeu €C (3MiHa y cneumdikaLisix, nos'sdaHa
3i 3miHamu B APY, abo €Bponeickkin chapmakonei, abo iHLwin
HauioHanbHi hapmakonei gepxxaesu €C) - 3MiHa nos’si3aHa 3
akTyanisauieto cneuudikauii Ha JONOMDKHY pe4oBUHY
XnopuctoBogHeBa K1CnoTa po3sBeAeHa BiAmnoBigHO A0 BUMOT
mMoHorpadii «Hydrochloric Acid, dilute» (€® 07/2022:0003);
3MiHuM | Tuny: 3miHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo JonycCTUMUX MeX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BUXIOHWMI/NMPOMIDKHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS
y npoueci Bupo6Huutea AP (iHWwi 3MiHK) - 3MiHK y
cneumdikauii Ha 4ONOMiXHY pedoBuHy «HaTpito xnopua» 3a
nokasHukom «MikpoGionoriyHa YnctoTa», a came goaaHe
nocunaHHs Ha € 5.1.4. Ta 3miHeHO POPMYOBAHHSI BUMOT,
6e3 3MiH KpUTEpIiiB NPUAHSATHOCTI

85.

NEANPOPENIH
CAHOO3®

imnnaHTaT no 3,6 mr,
no 1 wnpuuy 3
iMnnaHTaTom Ta
BOJIOrONornMHa4Yem
y nakerti; no 1, abo
3, abo 6 nakeTiB B
KapTOHHiI kopobui

CaHpos
dapmacboTi
Kans a.a.

CnoBeHis

EBEBE ®apma
ec.m.6.X. Hoor.
KTI., ABCTpisi
(Bunyck cepii);
EBEP ®apma
Mena MmbX,
HimeyuunHa
(BMpOBHMLTBO "in
bulk", nakyBaHHs,
BUMYCK cepii,
BTOPWHHE
nakyBaHHs1);
CaHpos 'mM6X -
BupobHnya
ainbHUUSA
AHTUHiIHDEKUIAHI
M3 ta XimiyHi
onepauii KyHanb
(AIXO N3
Kynane), ABcTpisi
(Bunyck cepii)

AscTpis/
HimeyunHa

BHECEHHS 3MiH 4O peecTpaLliHuX maTepianis: 3MiHu | Tuny -
3MiHn 3 axkocTi. CepTudikaT BignosiaHocTi/l E-cepTudikat
BignoBigHoCTI €Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikarta BiANoBiAHOCTI
abo Buny4YeHHst cepTudikaTta BignoBiAHOCTI €EBPONENChHKIN
dapmakonei: gna Adl; ons BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNOMiKHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeinchkii
dapmakonei) - HoBuii ceptudikaT Ha HecTepunbHuii AdI,
AKkuiA Byae BUKOPUCTOBYBATUCH ANS BUpobHULTBa
CTepunbHOro fikapcbKkoro 3acoby, AKLo BoAa
BMKOPUCTOBYETLCS HA OCTaHHIX eTanax CMHTe3y Ta matepian
He BiNbHUI Big 6akTepianbHUX eHOO0TOKCUHIB. MNogaHHs HOBOro
cepTudikaTa BignosigHocTi €Bponeiickkinn dapmakonei Ne RO-
CEP 2017-193 - Rev 00 ons HecTepunbHOI Ail040i pe4oBUHU
nennpopeniH Big BupobHnka BCN PEPTIDES S.A., ES.
(3aTBepakeHo: CEP Ne R1-CEP 2000-078 - Rev 04 ans
cTepunbHoi aitovoi pedoBuHu Leuprorelin BupobHuutesa BCN
PEPTIDES S.A., ES). BBegeHHsi 3miH npoTaroM 6-tu micsiuis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHu 3 skocTi. ADI.
KoHTponb A®Il. 3MiHa y napameTpax cneuundikaini Ta/abo
OOMNYCTUMUX MEX, BU3HaYeHuX y crneumdikauisax Ha A®l, abo
BUXiAHUA/NPOMiXXHWI NPOJYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoteci BupobHuuTBa AD| (qonoBHEHHs cneumdikadii
HOBWM MOKa3HUKOM SIKOCTi Ta BiANOBIOHUM METOA0M
BUNPOBYBaHHS)

[0OMOBHEHHS cneundikalii 4ns HeCTepUIbHOI Aitoyoi
PEYOBMHM NennpoperniH HOBUM NnokasHukom sikocTi Microbial
Limit Ta BiznoBigHUM MeTo4OM BUNPOGYBaHHS (MeXi
BcTaHoBneHi ans TAMC <=200 CFU/g i TYMC <=50 CFU/g.).

3a
peuernmom

UA/13229/01/01
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BBefeHHs 3MiH NpOoTArom 6-Tu MicsiLiB Micnsi 3aTBEPXKEHHS.
3MinHu | TUny - 3mikn 3 sakocTi. A®I. CtabinbHicTb. 3miHa
nepiogy NoBTOpPHMX BUNpobyBaHb/nepiogy 36epiraHHa abo
ymoB 36epiraHHst A®I (3a BigCyTHOCTI y 3aTBEPKEHOMY LOCHE
cepTudikaTa BiANOBIAHOCTI €BpONenchbkin hapmakonei, Wo
BKITHOYa€E nepios NOBTOPHOrO BUNpoByBaHHs1) (nepiod
NOBTOPHOro BMNpobyBaHHs/nepion 36epiraHHst) - 36inbLIeHHs
abo BBefeHHS nepiogy NoBTOpHOro BUNpobyBaHHs/nepioay
30epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCNIMKEHb Yy pearlbHOMy
yaci. BBegeHHs1 nepiogy NOBTOpPHOro BUnpobyeaHHsA 36
MiCALIB ANs HECTEPUIBbHOI Ail04OT PEYOBUHN NeinpopeniH
CEP Ne RO-CEP 2017-193 - Rev 00 ansi BupobHuka BCN
PEPTIDES S.A., ES. BeegeHHs 3MiH npoTsrom 6-Tu Micsiuis
nicns 3atBepakeHHs. 3MiHu | Tuny - 3miHu 3 gkocTi. API.
KoHTponb A®l. 3miHa y napameTpax cneumdikauin Ta/abo
OOMyCTUMMUX MEX, BU3HaUYeHUX y crneumdikauiax Ha AP, abo
BUXiAHWIN/MPOMDKHWI NPOJYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobHuuTea AD| (ZonoBHeHHs cnewuundikadii
HOBWM MOKa3HUKOM SIKOCTi Ta BiANOBIOHMM METOAOM
BMNPOOyBaHHSA) AONOBHEHHS creumdikalii Ans HecTepunbHoI
LitoYoi pevoBMHK nennpopeniH Big Bupo6Hnka BCN
PEPTIDES S.A., ES. HoBuM nokasHukom sikocTi Residual
Solvent Trifluroacetic acid Ta BignoBigHUmM meTogom
BUNpobyBaHHs. BBegeHHs 3MiH NpoTsirom 6-Tu MmicsUiB nicns
3aTBEPKEHHS.

86.

NIBUHONPUI-
TEBA

TabneTtku no 5 wmr,
no 10 TabneTok y
6nicTepi; no 3 abo 6
GnictepiB y kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

Mepkne M'moX
(BUpOBHMLTBO
Hepo3adacoBaHol
npoaykuii, A03BiN
Ha BUMYCK cepii;
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPOSb SAKOCTi)

Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHnX maTtepianis: yTO4YHEeHHS
peecTpauiiHoi npoueaypu B Haka3i Ne 1246 Big 18.07.2022
- 3miHu | Tvny - 3miHm 3 sikocTi. CepTudikat BignosigHocTi/lE-

cepTudikaT BiaNOBIAHOCTI €EBpONENChKin
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO

cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
Bi4noBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BMXiAHOro MaTepiany/peareHTy/NpoOMKHOrO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst fonoMixxHOT

peyoBuHM (cepTudikat BigNoBIAHOCTI €BpONECHKin

dapmakonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBepAKEeHOro BUPOobHYKa - NoAaHHSA OHOBIIEHOrO
cepTudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-

CEP 2001-311 - Rev 04 (3aTBepmxeHo: R1-CEP 2001-311 -

Rev 03) ans A®I nisuHonpuny aurigpaTy Big BXe
3aTBepAKeHoro BMpoGHuka Lupin Limited, IHgis, Ta, sk
Hacnigok, 3MiHM y cneumadikaLii Ta MeToauLi BU3HaYeHHs
3aULLIKOBMX PO3YMHHUKIB.

3a
peuerimom

UA/1572/01/01

87.

NIBUHONPUN-
TEBA

Tabnetku no 20 mr,
no 10 TabneTok y
6nicTepi; no 3 abo 6
GnicTtepiB y kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

Mepkne M'm6X
(BUpOBHMLTBO
Hepo3dacoBaHol
nNpoAayKLuii, AO3BIN
Ha BUMYCK cepii;
nepBWHHa Ta

Himeyuunna

BHECEHHS 3MiH O peecTpauiiHnX maTepianis: yTO4YHEeHHS
peecTpauiiHoi npoueaypu B Haka3i Ne 1246 Big 18.07.2022
- 3miHu | Tvny - 3miHm 3 sikocTi. CepTudikat BignosigHocTi/lE-

cepTudikat BiaNOBIAHOCTI EBpONENCHKIN
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUINyYeHHs cepTudikaTta

3a
peuerimom

UA/1572/01/02
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[IpooBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BTOPWUHHA BiNoBigHOCTI €Bponeichkin thapmakonei: ansa Adl; ans
ynakoBka, BUXigHOro mMatepiany/peareHTy/NPOMIKHOIO NPOAyKTY, LLO
KOHTPOIb SIKOCTI) BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBepOKeHOro BUPOGHMKa - MoAaHHSA OHOBEHOrO
cepTuddikaTta BignoBigHoCTi €Bponeinchkin dhapmakonei Ne R1-
CEP 2001-311 - Rev 04 (3atBepmxeHo: R1-CEP 2001-311 -
Rev 03) ansa A®I nisnHonpuny gurigparty Big, Bxe
3aTBEepAKeHoro BMpoGHuka Lupin Limited, IHgis, Ta, sk
Hacnigok, 3aMiHn y cneumdikadii Ta MeToamLi BUSHAYEHHS
3aMNLLIKOBMX PO3YUHHMKIB.
88. | NIBUHOMPUN- Tabnetku no 10 mr, TOB "TeBa YkpaiHa Mepkne M'mM6X HimeuunHa BHECEHHS 3MiH O peecTpauiiHMX maTepianiB: yTOYHEeHHs 3a UA/1572/01/03
TEBA no 10 TabneTtoky YkpaiHa" (B1poBHMLTBO peecTpauiiHoi npoueaypu B Haka3i Ne 1246 Big 18.07.2022 peuernmom
6nictepi; no 3 abo 6 Hepo3adacoBaHoi - 3MiHu | Tuny - 3miHn 3 skocTi. CepTuddikat signosigHocTi/lE-
GnicTepiB y kopobui npoaykuii, 403BiN cepTudikat BignoBigHOCTI €BpoONEnCchbKin
Ha BUMNYCK cepil; dapmakonei/moHorpadii. NMogaHHa HoBoro abo oHOBNEHOro
nepBuHHa Ta cepTudikaTa BignoBigHocTi abo BUNy4eHHs cepTudikata
BTOpPUHHA BignoBigHoCTi €Bponeichkin hapmakonei: ans Adl; ans
yrnakoBkKa, BMXiAHOro martepiany/peareHTy/MPOMIKHOIO NPOAyKTY, L0
KOHTPOb SIKOCTI) BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; anst ONoMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponeichbKin
dapmakonei) - OHoBRNeHWn cepTudikaT Bif yxe
3aTBEpOKEHOro BUPOBHUMKa - MOAaHHS OHOBMEHOrO
cepTudikaTa BignosigHocTi €Bponeiickkinn dapmakonei Ne R1-
CEP 2001-311 - Rev 04 (3atBepmxeHo: R1-CEP 2001-311 -
Rev 03) ans A®I| nisuHonpuny gurigpaTy Bif BXe
3aTBepkeHoro BupobHuka Lupin Limited, IHgis, Ta, sk
Hacnigok, 3MiHM y cneumdikaLii Ta MeToauLi BUSHAYEHHS
3aNNLLIKOBUX PO3YUHHMKIB.
89. | NIMEHOA cynosutopii TOB YkpaiHa yorPng TypeuunHa BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHa 3asBHUKa 3a UA/14636/01/01
BariHanbHi no 7 "YOPIA MEONLUNH 11AY J13 (MIBIM) (BnacHuka peecTpauiiHoro NocBig4eHHs) (3rigHo peuenmom
cynosuTopiis y MEOMLINH" CAH. BE TIDXK. Haka3y MOS3 Big 23.07.2015 Ne 460): 3miHu BHeceHi y po3gain
6nicTepi; no 1 A.L. "3asBHMK" B IHCTPYKLiO ANs MeQn4HOro 3acTocyBaHHS

onictepy y
KOMnNnekTi 3 7
Hananb4YHUKamMm
0OHOPa30BOro
BMKOPUCTaHHs abo
no 2 6nictepu y
KomnnekTi 3 14
Hananb4YHUKamMm
0HOPa30BOro
BUKOPWUCTaHHS y
KapTOHHI kopobui

nikapcbkoro 3acoby y 38"A3Ky 3i 3MiHOIO 3asBHUKa (BnacHUKa
peeCcTpaLinHOro NOCBIAYEHHS) Ta SIK HACNIAOK - Y TeKCT
MapKyBaHHs! yakoBKM Nikapcbkoro 3acoby. BBegeHHs 3MiH
npoTarom 6-Tu MicsuiB nicns 3aTBepaXeHHs. 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHEHVX AaHWUX Npo CUCTEMY
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX Npo
cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 chapmakoHarnsay 3asiBHUKA AN 34iINCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiaMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKo4arymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHi MacTep-aiina cuctemu dbapmakoHarnsigy) 3MiHa
ynoBHOBaXeHoi ocobu 3asiBHUKa, BiANOBiganbHoI 3a
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[IpooBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
capmakoHarnag. Litova pegakuis: Casiwesa Jlapuca /
Savishcheva Larisa. lNponoHosaHa peaakuis: MNyano MNaHxa
CraHicnaBiBHa. 3MiHa KOHTaKTHMX AaHUX YNOBHOBaXEHOT
ocobu, BignosigansHoi 3a hapMakoHarnsg. 3miHa micus
3[iNCHEHHsA OCHOBHOI AiSNbHOCTI 3 dpapmakoHarnagy. 3MiHa
agpecu mactep-anna cucteMmu dpapmakoHarnsay.
90. | NOAUKCEM PO34UH ANS iH eKLiN TOB "lOpis- YkpaiHa TOB "lOpis- Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/16708/01/01
50 mr/mn, no 2 mn dapm"” ®apm" AOMiHicTpaTuBHI 3MiHW. BunydeHHs BUpOBHWUYOT AinbHUUI peuernmom
no 5 amnyn B (Bkntoyatoum ginbHUui gns APl npomixkHOro npoaykTy abo
KOHTYPHI roTOBOro NikapcbKoro 3acoby, AinbHUUI Ansi NpoBeaeHHs
YapyHKOBI nakyBaHHs1, BUpOOHWKa, BiANoBiAanbHOro 3a BUMyCK Cepii,
ynakosui, no 2 MicLie NpoBefeHHs KOHTPOSO cepii) abo nocTavyanbHUKa
KOHTYPHi YapyHKOBI BUXiQHOro mMatepiany, peareHTy abo 4ONOMiIXKHOI pe4oBUHU
yNakoBKM B nadui; no (IKLLO 3a3HAYEHO Y AOCbE) - BUNYYEHHS 3aTBEPAKEHOro
5 mn no 5 amnyn B BnpobHmka APl OO0 "BNOH", Pocilicbka ®eaepalisi; 3amiHm 11
KOHTYpPHIl THny - 3MiHu 3 sikocTi. ASl. BupobHmuTBO. 3MiHa BUpOGHMKa
YapyHKOBI BVXiAHOrO/NMPOMIXKHOrO NPOAYKTY/peareHTy, Lo
ynakosui, no 1 BUKOPUCTOBYIOTLCS Y BUPOBHMYoMY npoueci APl, abo 3miHa
KOHTYPHI BUpOGHMKa (BKMOYatoum, e HeobXigHo, Micue NpoBeaAeHHs!
YapyHKOBIV ynakoBsLi KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikata
B navui BignoBigHOCTI €Bponeiickkin hapmakonei y 3aTBepaKeHOMY
[ocbe)(BBEAEHHS HOBOrO BMPOOHMKka AD| 3 HagaHHAM MacTep-
danna Ha AdIl) - gogaBaHHSA HoBOro BMpobHuka APl TOB
«Papmxim», YkpaiHa
91. | NO3AN® TabneTtkn, BKpUTI TOB YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/3906/01/03
obornoHkoto, no 50 "CaHodi- dapmacbtoTikana”, | Pecnybnika/ 3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l E-cepTudikat peuenmom
mr, Ne 30 (10x3), Ne ABeHTiC CnoBaubka Yecbka BignosigHocCTi €Bponeickki hapmakonei/moHorpadii.
30 (15x2), Ne 60 YkpaiHa" Pecny6bnika Pecny6bnika MogaHHA HOBOro abo oHOBMEHOro cepTudikara BignoBiAHOCTI
(10x6), Ne 60 (15x4), (B1pOBHMLTBO abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €Bponencekii
Ne 90 (10x9), Ne 90 N3, nepsuHHe Ta dapmakonei: ana A®l; ans suxigHoro
(15x6): BTOPUHHE marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
no 10 TabneTtoky nakyBaHHs, BMKOPUCTOBYIOTbCA Y BUpobHuUTBi A®I; Ans AonomixHOI

6nicTepi; no 3, 6 abo
9 bnictepiB y
KapTOHHIN kopobLyj;
no 15 rabnetok y
6nicTepi; no 2, 4 abo
6 GnictepiB y
KapTOHHI kopobui

KOHTPOMb Ta
BUNYCK cepint);
TOB "3eHTiBa",
Yecbka
Pecnybnika
(B1poBHMLTBO
N3, nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOMb Ta
BUWMYCK Cepiit)

peyoBUHYM (cepTudikaT BignoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBEpAKEHOro BMPOOHWMKa. [NofgaHHsi OHOBMNEHOIrO
cepTudikaTa BignosigHocTi €Bponeiickkinn dapmakonei Ne R1-
CEP 2010-139 - Rev 01 (3atBepaxeHo: R1-CEP 2010-139 -
Rev 00) ans A®| nosapTtaH Kanito Bif BXe 3aTBepAKEHOro
BUpoGHuKa Zhejiang Huahai Pharmaceutical Co., Ltd., Kutan.
3miHu | TUny - 3minm 3 sikocTi. CepTudikat BignosigHocTi/TE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIN
apmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BiNoBigHOCTI €Bponenchkin dapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/NpoOMiKHOrO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
dapmakonei) - OHoBRNeHu cepTudikaT Bifg yxe
3aTBepAKeHoro BUpobHuka. MNogaHHa OHOBEHOro
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[IpooBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

cepTuddikaTta BignoBigHoCTIi €Bponeinchkin hapmakonei Ne R1-
CEP 2010-139 - Rev 02 gna A®I no3apTtaH kanito Big Bxe
3aTBepakeHoro BMpobHuka Zhejiang Huahai Pharmaceutical
Co., Ltd., Kutait. 3minn | Tvny - 3miHm 3 sikocTi. CepTudpikaT
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €Bponenchbkin
capmakonei/moHorpadii. MNogaHHA HOBOro abo OHOBMEHOTO
cepTudgikaTa BignoBigHoCcTi abo BUny4eHHs cepTtudikara
BignoBigHocTi €Bponencokin dapmakonei: ana APl ana
BMXiAHOro MaTtepiany/peareHTy/NpPOMIXKHOTO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BigNoBIiAHOCTI €BpONENCHKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpKEHOro BMpobHUKa. [NogaHHs OHOBMNEHOro
cepTtudikaTa BignosigHoCTi €Bponewchkin dapmakonei Ne R1-
CEP 2010-139 - Rev 03 gna A®I nosapTaH Kanito Big Bxe
3aTBepakeHoro BMpobHuka Zhejiang Huahai Pharmaceutical
Co., Ltd., Kutan. 3minm | Tvny - 3minm 3 akocTi. Ceptudikart
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €BponenchKin
capmakonei/moHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
cepTtudikaTa BignosigHocTi abo BUnyyYeHHs ceptudikarta
BignoBigHoCTi €Bponeichkin hapmakonei: ans Adl; ans
BUXigHOro MaTtepiany/peareHTy/NPOMIXXHOTO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUpobHUUTBI A®I; onsg 4onoMikHOT
peyoBUHY (cepTuddikaT BigNoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBEpPAKEHOro BMPOOHWMKA. [NogaHHsi OHOBMNEHOTrO
cepTudikaTa BignosigHocTi €Bponeiickkinn dapmakonei Ne R1-
CEP 2010-139 - Rev 04 ana A®I nosapTtaH kanito Big Bxe
3aTBepakeHoro BupobHuka Zhejiang Huahai Pharmaceutical
Co,, Ltd., Kutan.

92.

JIO3AN®

TabneTku, BKpUTI
obonoHkoto, no 100
mr, Ne 30 (10x3), Ne
30 (15x2), Ne 60
(10x6), Ne 60 (15x4),
Ne 90 (10x9), Ne 90
(15x6):

no 10 Tabnetok y
6nicTepi; no 3, 6 abo
9 bnictepiB y
KapTOHHIN kopooLyj;
no 15 tabnetok y
6nicTepi; no 2, 4 abo
6 GnictepiB y
KapTOHHI kopobui

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

AT "CaHeka
dapmacbioTikana",
CnoBalbka
Pecnybnika
(B1pOBHMLTBO
N3, nepsuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPOSb Ta
BUNYCK cepint);
TOB "3eHTiBa",
Yecbka
Pecnybnika
(BUpOBHMLTBO
N3, nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOMb Ta
BUWMYCK cepiit)

CnoBaubka
Pecny6bnika/
Yecbka
Pecnybnika

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHn 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BignoBigHocTi €Bponeichkini hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa BiAnoBIgHOCTI
abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €Bponencekii
dapmakonei: gna API; ons BUXigHOro
maTepiany/peareHTy/NnpoOMiKHOrO NPOAYKTY, LLO
BVIKOPMCTOBYIOTbCH Y BUpobHUUTBI A®I; Ans AonomikHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeichkili
dapmakonei) - OHoBMNeHu cepTudikaT Bifg yxe
3aTBepAKeHOro BMpobHuka. lNogaHHs OHOBMNEHOro
cepTudpikaTa BignosigHocTi €Bponeiickkint dapmakonei Ne R1-
CEP 2010-139 - Rev 01 (3aTBepmxeHo: R1-CEP 2010-139 -
Rev 00) ans A®| nosaptaH Kanito Bif BXe 3aTBEpAXKEHOrO
BUpoGHuKa Zhejiang Huahai Pharmaceutical Co., Ltd., Kutan.
3miHu | TUny - 3miHm 3 sikocTi. CepTudikat BignosigHocTI/TE-
cepTudikaT BiaNOBIAHOCTI €EBpONEnChKin
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUINyYeHHs cepTudikaTta

3a
peuernmom

UA/3906/01/04
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[IpooBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BiNoBigHOCTI €Bponeichkin thapmakonei: ansa Adl; ans
BUXigHOro mMatepiany/peareHTy/NPOMIKHOIO NPOAyKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOBHMUTBI APl; Ana ONOMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponechKin
dapmakonei) - OHoBneHWn cepTudikaT Bif yxe
3aTBEpKEeHOro BMpobHuKa. [NogaHHs OHOBMNEHOro
cepTuddikaTta BignoBigHoCTIi €Bponeinchkin dhapmakonei Ne R1-
CEP 2010-139 - Rev 02 gna A®I no3apTtaH kanito Big Bxe
3aTBepakeHoro BMpobHuka Zhejiang Huahai Pharmaceutical
Co., Ltd., Kutair. 3minn | Tuny - 3miHm 3 sikocTi. CepTudpikaT
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €Bponenchkin
capmakonei/MmoHorpadii. MogaHHsA HoBOro abo OHOBNEHOTO
cepTugikaTa BignoBigHocTi abo BUny4eHHs ceptudikara
BiANoBigHOCTI €Bponenchkin dapmakonei: ana A®l; ans
BUXigHOro MaTtepiany/peareHTy/NPOMIXKHOTO NPOAYKTY, L0
BUKOPMUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMikHOT
peyoBuHM (cepTudikat BigNoBIAHOCTI €BpONENCHKin
dapmakonei) - OHoBneHun cepTudikar Big yxxe
3aTBEpKEHOro BMpobHUKa. [ogaHHs OHOBMNEHOro
cepTtudpikaTa BignosigHocTi €Bponewichkin dapmakonei Ne R1-
CEP 2010-139 - Rev 03 gna A®I nosapTaH Kanito Big Bxe
3aTBepakeHoro BMpobHuka Zhejiang Huahai Pharmaceutical
Co., Ltd., Kutan. 3minm | Tvny - 3minm 3 akocTi. Ceptudikart
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs ceptudikaTta
BignoBigHoCTI EBponelchkin dhapmakonei: ans AdDl; ans
BUXiAHOro MaTtepiany/peareHTy/NPOMiXXHOTO NPOAYKTY, LU0
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMKHOT
peyoBUHYM (cepTudikaT BignoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBNeHu cepTudikaT Bif yxe
3aTBEpAKEHOro BMPOOHWMKa. [NofgaHHsi OHOBMNEHOIrO
cepTudikaTa BignosigHocTi €Bponeiickkinn dapmakonei Ne R1-
CEP 2010-139 - Rev 04 ana A®I nosapTtaH kanito Bia Bxe
3aTBepakeHoro BupobHuka Zhejiang Huahai Pharmaceutical
Co., Ltd., Kutan.

93.

MABEHKNALQ®

Tabnetku no 10 mr;
no 1, 4 abo 6
TabneTok B
antomiHieBomy
Gnictepi,
3anevaTaHomy y
KapTOHHY
obKknagmnHKy, sIKy
BMILLYIOTb Y
KOHTYPHY YapyHKOBY
ynakoBKy Ta
BKNagawTb y
KapTOHHY KOpobKy

Apec
Tpenginr
C.A.

LLsenuapi
a

Bupo6Huk
(BUpOBHMLTBO

Hepo3dacoBaHoro

npenapary,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOSb SIKOCTi,
BUNYCK cepint):
Hep®apMa
C.P.N., Itanis;
Bupo6Huk

(KOHTpOIb SKOCTI:

ITanis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
AnMiHicTpaTuBHI 3MiHN. 3MiHa HalMeHyBaHHs Ta/abo agpecu
MicLsl NpOBaXXeHHS OisiNbHOCTI BUpOGHMKa/imnopTepa
roTOBOrO fiKapCbKoro 3acoby, BKMo4aoun AinbHULI BUMYCKY
cepii abo MicLie NpoBeLEeHHSA KOHTPOMIO SAKOCTI. (AiANbHICTb, 3a
AIKy BignosiAae BUPOOHUK/iIMNOpTep, He BKIOYa4umn BUMYCK
cepi) 3miHa NoLWTOBOroO iHAEKCY B aApeci BUpoBHWMKa, SKuit
NPOBOAWTL KOHTPOIb SKOCTi (BU3HAYEHHS €NEMEHTHMX
OOMILLOK) - koMmnaHii €spodpiHc Bionab C.P.J1., Itanis.

3a
peuenmom

UA/17515/01/01
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BU3HaAYEHHS
€eNeMEeHTHUX
OOMILLIOK):
€BpocpiHc bionad
C.P.J1., Itania
94. | MAKCITPAH® TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/18255/01/01
NniBKOBOIO "MIKPOXIM" "MIKPOXIM" 3MiHu Wwopo 6e3nekn/edpekTMBHOCTI Ta dbapMakoHarnsgy. peuenmom
obornoHkoto, no 500 BBeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cuctemy
mr, no 10 TabneTok hapmakoHarnsgy (BBeAEHHS y3aranbHEeHUX 4aHuX Npo
y bnicTtepi, no 3 cvctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobw,
Gnictepn y nayui 3 BiAnNoBiganbHOI 3a 34iNCHEHHA hapMakoHarnaay; KOHTaKTHOI
KapToHy; no 30 ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 34iNCHEHHs!
TabneTok y 6aHuj, apmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
no 1 6aHuji y nayui 3 YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
KapToHY tapMakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo amiHn y
po3MilLieHHI MacTep-anna cuctemn papmakoHarnsagy).
3MiHa ynoBHoOBa)eHoi 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
chapmakoHarnsag,.
Hitouwa pepakuis: XKyp6a Jlinis BonogumupisHa. lNMponoHosaHa
penakuis: €sctpaTtoBa IpuHa IropiBHa. 3MiHa KOHTaKTHUX
[aHMX YNOBHOBaXeHOoI 0cobu 3asiBHUKA, BiANoBiAanbHoI 3a
apmakoHarnsa. 3miHa micue3HaxooXeHHs macTep-daina
cucTeMu dhapmakoHarnsgy. 3miHa micusi 34iNCHEHHS OCHOBHOIT
isnbHOCTI 3 dhapmakoHarnsaay.
95. | MAPBEJIOH® TabneTku; no 21 OpraHoH LLisenuapi H.B. OpraHoH, Hinepnangu BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/10176/01/01
Tabnetui B 6nictepi; | CeHtpan lcT a Hinepnanam (3a 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenmom
no 1 6nictepy B mM6X MOBHUM LIMKITOM) 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro 3acoby, TeKCTi
cawe; no 3 cawe B MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYyBaHHS Ha
KapTOHHIN ynakoBLi nigcraBsi perynsipHoO OHOBMOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHsb 3 6e3nekn 3acToCyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpaliinHui nepiod, abo sk
pes3ynbTarT OUiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigxkeHb (PIP) (iHwi 3miHn). 3miHn
BHECEHO [0 iHCTPYKLUiT ANst MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao po3aainis "OcobnuBoCTi 3acTocyBaHHNA",
"Mo6iyHi peakuii" BigNoBigHO [0 OHOBMNEHOI iHhopMalLlii Lwoao
6e3nekn 3acTocyBaHHSA fnikapcbkoro 3acoby. BBeaeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
96. | MEQOTUNIH PO34UH ANS iH eKuin, TOB YkpaiHa Medpap Inay CaH. TypeuunHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHa 3asiBHVKa 3a UA/18506/01/01
1000 mr/4 mn; no 4 «YOPNQ A.LL J13 (MIBIM) (BnacHuka peecTpaLiiHOro NocBig4eHHs) (3rigHo peuenmom
MmN B amnyni; no 3 MEONUNH» Hakady MOS3 Big 23.07.2015 Ne 460). TepmiH BBEA€HHS 3MiH

amnynu y KOHTYpHil
YapyHKOBIN
ynakosui; no 1
KOHTYPHIl
YapYHKOBIN yrakoBLi
B KapTOHHII kopobui

npoTarom 6 micauiB nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn
oo 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsay. BeegeHHs
abo 3MiHM [0 y3aranbHEHUX faHUX NPo CUCTEMY
chapmakoHarnsiay (BBeeHHsi y3aranbHeHUX AaHnx npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapMakoHarnsay 3asiBHUKA Anst 30iNCHEHHSs!
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chapmakoHarnsgy B YkpaiHi, aKwo BoHa BiaMiHHa Big
YMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoi 3a 34iNCHEHHS
thapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3amiHn y
po3MiLLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKA, BiANOBiAansbHOI 3a
capmakoHarnsg. Litova pegakuis: Mescim Inbk6axap OiHyenb
/ Mrs. Mevsim llkbahar Dincel. NMponoHoBaHa pegakuis: Myano
[aHHa CtaHicnagiBHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBa)eEHOi 0cobu 3asiBHMKA, BigNOBiAanbHOI 3a
dapmakoHarnag. 3miHa micus 34iNCHEHHs1 OCHOBHOT
DisiNbHOCTI 3 hapmakoHarnsaay. 3MiHa MiCLIe3Haxo4KEHHS
MacTtep-channa cuctemum papmakoHarnagy.

97.

MENnocco

Tabnetkn no 7,5 wr,
no 10 Tabnetok y
6nictepi, no 2
Gnictepn y nayui 3
kapToHy; no 20
Tabnetok y 6aHui,
no 1 6aHuji y nayui 3
KapTOHY

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHu | Tuny -
3MiHn wopo 6esnekn/edeKTMBHOCTI Ta bapMakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHWX Npo cucTemy
hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy hapmakoHarnsaay, 3miHa ynoBHoBaXeHoi ocobu,
BiAnNoBiganbHOI 3a 34iNCHEHHA hapMakoHarnaay; KOHTakTHOI
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 34iNCHEHHs!
bapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMiHHA Bif
YNOBHOBa)eHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
thapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo amiHn y
pO3MilLieHHI MmacTep-anna cuctemn papmakoHarnsagy).
3MiHa ynoBHoBaxeHOi ocobu 3asiBHUKaA, BianoBiganbHoi 3a
dapmakoHarnag,.

Hitouwa pepakuis: XKyp6a Jlinis BonogumupisHa. lNponoHoBaHa
pepakuis: €sctpaTtoBa IpuHa IropiBHa. 3MiHa KOHTaKTHUX
[OaHnx yrnoBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBiganbHoi 3a
dapmakoHarnsa. 3miHa micue3HaxogXeHHs macTep-dainna
cucTeMu chapmakoHarnsgy. 3miHa micus 34iNCHEHHs OCHOBHOT
OisnbHOCTI 3 dhapmakoHarmsay.

3a
peuernmom

UA/18276/01/01

98.

MEJIOCCO

TabneTku no 15 mr
no 10 TabneTok y
GnicTepi; no 2
6nictepu y navui 3
KapToHy; no 20
TabneTok y 6aHuj;
no 1 6aHuji y nayui 3
KapToHY

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHWX Npo cucTemy
dapmakoHarnagy (BBeOeHHS y3aranbHEeHUX aHUX Npo
cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTakTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKA Anst 30iNCHEHHSsI
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3milLieHHi MacTep-aiina cuctemm bapmMakoHarnsay).
3MiHa ynoBHOBaxeHOi ocobu 3asiBHUKa, BiAnoBiganbHoi 3a
dapmakoHarnag,.

[itoya pepakuis: XKyp6a Jlinis BonogumupisHa. MNMponoHoBaHa
pepakuisi: €scTtpaTtoBa IpmHa IropiBHa. 3MiHa KOHTaKTHUX
[aHWX YNOBHOBaXXeHOI 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
dapmakoHarnsg. 3miHa micue3HaxogKeHHs1 MacTep-gaina
cucTeMu chapmakoHarnsgy. 3miHa micus 34iMCHEHHs OCHOBHOIT

3a
peuerimom

UA/18276/01/02




67

[IpooBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
0isNbHOCTI 3 papMakoHarnagy.
99. | MOPKBU EKCTPaKT rycTui MAT YkpaiHa MAT "Tannudapm” Ykpaina BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3miHum | Tuny - - UA/13985/01/01
OUKOI NNoAiB | (cy6cTaHuis) B "Manuudap 3miHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
I HArigoK 6oykax noniMepHUx m" cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
KBITIB Ans BUpobHuLTBa cneuudikauisix Ha AdI, abo BUXigHUA/MPOMIXKHUIA
EKCTPAKT HecTepunbHUX NpoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
ryctum nikapcbknx opm BUPoOHMUTBa ADI (iHLWi 3MiHW) - BHeceHHs 3MiH go po3ain 3.2.
S.2.3. KoHTponb maTepianis, nos’si3aHe 3 HEOBXiOHICTO
BUITyYeHHs iHdopMmaLlii LLoAo NpoBeAeHHs BUNPobyBaHHS Ans
ineHTudikauii KOXXHOro TapHoOro micus ansi cyécTaHuii
ETAHOI (96%)
100.| HAMQoK HacTonka MAT YkpaiHa MAT "Tannydapm” YkpaiHa BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny - - UA/14428/01/01
HACTOMKA (cybcTaHuis) B "Mannydap 3miHu 3 akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
6oykax noniMepHux m" cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
ans crneungikauisx Ha A®l, abo BUXIgHUIA/NPOMIKHWIA
dapMaueBTUYHOTO NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeCi
3acToCcyBaHHS BMpOoGHMUTBa ADI (iHLWi 3MiHKM) - BHeceHHs 3MiH Ao po3sain 3.2.
S.2.3. KoHTporb maTepianis, noe’s3aHe 3 HeobxigHICTio
BUITyYEHHS iHbopMmalLii LLoA0 NpoBeAeHHS BUNpoOyBaHHSA A4S
iBeHTndiKauii KOXXHOro TapHOro micusa Anst cyocTaHuji
ETAHOI (96%)
101.| HA3BO®AH crpew HasanbHUi, TOB «TeBa YkpaiHa TeBa Yex Yecbka BHECEHHS 3MiH [0 peecTpauinHmx matepianie: 3miHu | Tuny - Ba peuenmom UA/6758/01/01
cycnenasisi, 50 Ykpaina» IHgacTpis c.p.o. Pecny6nika 3MiHn 3 axkocTi. CepTudikaT BignosiaHocTi/l E-cepTudikat
Mkr/go3sy, no 120 BignoBigHocTi €Bponeichkii hapmakonei/MoHorpadii. 3MiHu,
abo no 150 po3s y NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIOHICTE A0
dnakoHi; no 1 MoHorpadgii ®Y abo €sponericbkoi hapmakonei, abo iHwoi
dnakoHy B HauioHanbHoi hapmakonei gepxasu €C (3miHa y
KapTOHHiIN kopobui cneuudikauisx, nos'a3aHa 3i amiHamu B 1Y, abo
€Bponencbkin dapmakonei, abo iHWi HauioHanNbHIN
dapmakonei aepxasu €C) npuBeaeHHs cneuudikauii A®I
nyTMKa3oHy NpomMioHaTy y BiAMOBIAHICTbL A0 MOHOrpadii
«Fluticasone propionate» €®, 10.4, a came: 3a NOKa3HMKOM
«Related substances» HPLC gogaHo napameTp «cyma
pomiwok J Ta K» (kputepivi npuiHaTHocTi: NMT 0,15 %). A
TaKoX BHOCSATbCH peAakLiiHi 3miHu B cneumdikauito APl Ta
nepeHoc HoOMepIB BHYTPILWHIX aHaniTUYHUX METOAIB 3 po3ainy
3.2.S.4.1. Cneuundpikauis B po3ain 3.2.S.4.2. AHaniTu4Hi
METOAMKN.
102.| HEBIHOPM TabneTku no 5 wmr, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/19237/01/01
no 10 TabneTtoky «MIKPOXIM «MIKPOXIM» 3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dbapMakoHarnsay. peuernmom

6nictepi; no 2
Gnictepu y navui 3
KapToHY

»

BBeneHHs abo 3miHM [0 y3aranbHeHNX AaHUX Npo CUCTEMY
hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHoI 3a 30iMCHEHHS dhapMakoHarnsaay; KOHTaKTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiNCHEHHS
tbapmakoHarnsgy B YkpaiHi, Ko BoHa BigMiHHA Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKIoYaym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLleHHiI MacTep-danna cuctemu papmakoHarnsgy) aMmiHa
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YNOBHOBa)eEHOi 0cobu 3asiBHMKA, BigNOBiAanbHOI 3a
dapmakoHarnsag,.
[itoua pegakuis: XKypba Jlinis BonogmmupisHa. MNponoHoBaHa
pepakuisa: €sctpaTtoBa IpuHa IropiBHa. 3MiHa KOHTAKTHUX
[aHuxX yrnoBHOBaXeHOI 0cobu 3asiBHKKA, BignoBigansHoi 3a
capmakoHarnsg. 3miHa micLe3HaxomKeHHs macTep-ganna
cuctemun chapmakoHarnsgy. 3MiHa micusa 34iCHEHHSI OCHOBHOI
AisnbHOCTi 3 dhapmakoHarnsgy.
103, HEO®JA3IA ryCTUi eKCcTpakT ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - - UA/16520/01/01
(cybeTaHuin) y 3 obmMexeHo AOMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
E€MHOCTSX 3 obmexeHoto BiAMOBIAAMNbLHICTIO 3asBHUKA (BracHUKa PeECTPaLinHOroO NOCBIAYEHHS) 3MiHa
HepXxaBito4oi cTani BignoBsiganb "HaykoBo- agpecu 3asBHMKa
abo kaHicTpax HicTIo BUPOGHMYa
nnacTMacoBux ans "HaykoBo- KOMNaHisi
thapmaueBTUYHOrO BUpoBHMYa "Ekochapm”
3aCTOCyBaHHSs! KOMMaHisi
"Ekodapm”
104.| HE®POTEKT PO34uH ANS iHAY3in, PpeseHiyc HimeuumnH ®peseriyc Kabi AscTpis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3MiHu | Tuny - 3a UA/10733/01/01
no 250 mn a6o no Kabi a AscTpis TM6X 3MmiHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenmom
500 mn 'y dnakoHi; Honunang BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
no 10 conakoHis y MmM6X

KapTOHHiI kopobui

[MoaaHHa HoBoro abo oHOBMEHOTO cepTudikaTa BiANOBIAHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI €Bponeinchkii
dapmakonei: gna ADI; onsa BUxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BigNoBiAHOCTI €BpONEChKin
dapmakonei) - OHoBNeHWn cepTudikaT Bif yxe
3aTBEepAKEHOro BUpOobHYKa - NoJaHHA OHOBIIEHOrO
cepTtudpikaTa BignosigHocTi €Bponevickbkin dapmakonei Ne R1-
CEP 2008-099-Rev 04 (3atBepmxeHo: R1-CEP 2008-099-Rev
03) ansa gitovoi peyvoBuHK Glycine, Big Bxe 3aTBEpAXEHOro
Bupo6Huka Evonik Rexim (Nanning) Pharmaceutical Co. Ltd.,
Kutaw; aminm | Tuny - 3mim 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTi €Bponenchbkin
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNyyYeHHs ceptudikaTta
BignoBigHoCTI €Bponelickkin dhapmakonei: ans Adl; ans
BMXiAHOrO MaTepiany/peareHTy/NPOMiKHOrO NPOAYKTY, LU0
BVIKOPMCTOBYIOTbCH Y BUpobHUUTBI A®I; Ans AonomikHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI €EBponeinchkili
dapmackonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBepOKeHOro BUPOGHUKa - MOAaHHSA OHOBIEHOMO
cepTudpikaTa BignosigHocTi €Bponeiickkint dapmakonei Ne R1-
CEP 2013-157 - Rev 00 (3aTBepmxeHo: RO-CEP 2013-157 -
Rev 00) gns gitoyoi pevoBuHmu Alanine Bif BXe 3aTBEPKEHOro
Bupo6Huka AMINO GMBH, HimeuuunHa; 3miHu | Tuny - 3miHn 3

sikocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
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BignoBigHoOCTI €Bponevickkin hapmakonei/MmoHorpadii.
MopaHHa HoBoro abo oHoBneHoro cepTudikaTta BiANOBIQHOCTI
abo BuNy4YeHHs ceptudpikata BianoBiaHOCTI €BpoONenchbKin
dapmakonei: gna ADl; ons BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
dapmakonei) - OHoBReHWn cepTudikat Bif yxe
3aTBepOKeHOro BUpo6HUKa - MoAaHHsA OHOBMEHOro
cepTuddikaTta BignoBigHoCTIi €Bponeinchkin hapmakonei Ne R1-
CEP 2004-086-Rev 06 (R1-CEP 2004-086-Rev 05) ans gitoyoi
peyoBuMHM Alanine Big Bxxe 3aTBepa)eHoro BupobHuka Evonik
Rexim (Nanning) Pharmaceutical Co. Ltd., Kutai; aminu | Tuny
- 3miHm 3 akocTi. CepTudikat BianosigHocTi/l E-cepTudikart
BignoBigHoCTI €Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikarta BignoBigHOCTI
abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €BponenceKin
dapmakonei: gna ADl; ons BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponeichbKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBepAKEHOro BUPOBHMKA - MOAaHHSA OHOBEHOMO
cepTuddikaTta BignosigHocCTi €Bponeinchkin hapmakonei Ne R1-
CEP 1999-136-Rev 07 (3aTBepmxeHo: CEP 1999-136-Rev 06)
ans gitoyoi pevouHu Methionine Big yxxe 3aTBepaKeHOro
Bupo6Huka SEKISUI MEDICAL CO., LTD., AnoHisi; 3MiHu |
Tuny - 3miHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI €BpONENCHKIn
dapmakonei/moHorpadii. MogaHHs HoBoro abo oHOBNEHOrO
cepTtudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTta
BignoBigHoCTi €Bponencokin dapmakonei: ana Adl; ans
BUXiQHOro MaTtepiany/peareHTy/NPOMIXKHOTO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyoBuHM (cepTudikat BigNoBIiAHOCTI €BpONENChHKin
dapmakonei) - OHoBNeHWn cepTudikaT Bif yxe
3aTBEpOKEHOro BUPOBHUMKa - MOAaHHS OHOBMEHOMO
cepTtudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-
CEP 2004-277-Rev 02 (3atBepmxeHo: R1-CEP 2004-277-Rev
01) ans gitodoi pevoBuHM Threonine Bi Bxe 3aTBEPKEHOTO
BUpobHMKa Amino GmbH, HimeuurHa; 3Mitm | Tuny - 3miHm 3
skocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BignoBigHocTi €Bponeickkini hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMEHOTo cepTudikaTa BiANoBIAHOCTI
abo Buny4veHHs ceptucpikata BianoBiAHOCTI €BpONEnchbKin
dapmakonei: gna APl; ons BUXigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BVIKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AonomikHOT
peyoBUHYM (cepTudikaT BigNoBIAHOCTI €Bponeinchkil
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capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpAKEHOro BUPOBHYMKa - NOAaHHSA OHOBIIEHOIO
cepTuddikaTta BignoBigHoCTIi €Bponeinchkin dhapmakonei Ne R1-
CEP 2014-132-Rev 00 (3atBepmxeHo: RO-CEP 2014-132-Rev
00) ansa gitovoi pevosmHn Phenylalanine Big Bxe
3aTBepakeHoro BMpobHuka Shanghai Ajinomoto Amino Acid
Co., Ltd. Kutan (BnacHuk CEP Ajinomoto Co., Inc.); 3miHm |
Tuny - 3MiHn 3 akocTi. CepTtudikaTt BignosigHocTi/l E-
cepTudikat BignoBigHOCTI EBpONENChKin
capmakonei/moHorpadii. MNogaHHA HOBOro abo OHOBMEHOTO
cepTtudikaTa BignoeigHocTi abo BUnyyYeHHs ceptudikaTta
BignoBigHoCTi €Bponeicokin hapmakonei: ans Adl; ans
BUXigHOro MaTtepiany/peareHTy/NPOMIXXHOTO NPOAYKTY, L0
BMKOPUCTOBYOTbCA Y BUpobHUUTBI A®I; Anst 4ONOMDKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponeichbKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEpAKEHOro BUPOBHMKa - MOAaHHSA OHOBEHOMO
cepTuddikaTta BignoBigHoCTIi €Bponeinchkin hapmakonei Ne R1-
CEP 2014-063-Rev 00 (3atBepmkeHo: RO-CEP 2014-063-Rev
01) gnsa gitoyoi pevoBuHK Lysine acetate Big Bxe
3aTBepakeHoro BMpobHuka Ajinomoto Health and Nutrition
North America, Inc. CLUA; amiHu | Tny - 3miHn 3 sKOCTi.
Ceptudpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOBIEHOro cepTudikaTa BignosigHoCcTi abo BUNYyYeHHS:
cepTtudbikaTa BignoBigHOCTI €Bponeinchbkin hapmakonei: Ans
A®I; ons BMXxigHOro matepiany/peareHTy/npoMiXKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUpOOHMLTBI ADI; ans
AOMOMDKHOT peqoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHOBNeHWI cepTudikar Big yxe
3aTBEpOKEHOro BUPOGHUMKa - MOAaHHS OHOBMEHOMO
cepTtudikaTa BignosigHocTi €Bponevickkin dapmakonei Ne R1-
CEP 2006-315 - Rev 03 (3atBepaxeHo: R1-CEP 2006-315 -
Rev 02) ans gitoyoi pevoBuHN Serine Bif BXe 3aTBEPAXEHOrO
BupobHmka AMINO GMBH, HimeuuuHa; 3miHn | Tuny - 3miHu 3
skocTi. CepTudikaT BignosigHocTi/l' E-cepTudikat
BignoBigHocTi €Bponeichkini hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHoBrneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4veHHs ceptucpikata BianoBiAHOCTI €BpONenchbKin
dapmakonei: gna Adl; ons BUXigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BVKOPVCTOBYIOTbCH Y BUpobHUUTBI A®I; Ans AonomikHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI €Bponeinchkili
dapmakonei) - OHoBNeHun cepTudikaT Bif yxe
3aTBepKeHOro BUPOGHMKa - MOAaHHSA OHOBIEHOTO
cepTudikaTa BignosigHocTi €Bponeiickkin dapmakonei Ne R1-
CEP 1999-014 - Rev 04 (3atBepmkeHo: R1-CEP 1999-014 -
Rev 03) gns gitoyoi pevoBuHm Isoleucine Big Bxe
3aTBepakeHoro BupobHuka KYOWA HAKKO BIO CO,, LTD.,
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AnoHis; 3MiHKW | TuNy - 3MiHK 3 sikocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €EBponenchbkin
capmakonei/moHorpadii. MogaHHA HOBOro abo OHOBMEHOTO
cepTudgikaTa BignoBigHoCTi abo BUny4YeHHs cepTtudikara
BignoBigHoCTi €Bponencokin dapmakonei: ans Al ans
BMXiAHOro MaTtepiany/peareHTy/NpPOMiIXKHOTO NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BigNoBIAHOCTI EBpONENCHKin
dapmakonei) - HoBuin cepTudpikat Big HOBOro BUPOGHMKa
(3amiHa abo JOMNOBHEHHS) - BBEAEHHSI HOBOrO BUPOOHUKA ANnst
pitoyoi pevosumHu Proline STARLAKE BIOSCIENCE CO., INC.
ZHAOQING GUANGDONG, Kutait, B ikOoro HasiBHuWI
cepTudikat BignosigHocTi €Bponencbkin hapmakonei Ne R1-
CEP 2002-047 - Rev 02 (30NOBHEHHS); 3MiHu | TUNY - 3MiHK 3
sikocTi. CepTudpikat BignosigHocTi/l'E-cepTudikat
BignoBigHoCTI €Bponeiickkin hapmakonei/MoHorpadii.
MoaaHHa HoBoro abo OHOBMEHOTO cepTudikaTa BiAMOBIAHOCTI
abo BUNy4eHHs ceptudpikata BianoBiaHOCTI €BponencobKin
dapmakonei: gna ADl; ons BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans onoMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BponeiichbKin
dapmakonei) - HoBuii ceptudikaT Ha HecTtepunbHuii AdI,
AKkuiA Byae BUKOPUCTOBYBATUCS AN BUPOOHMLTBA
CTEPUIBHOrO Nikapcbkoro 3acoby, sKLWo Boaa
BMKOPVCTOBYETLCH Ha OCTaHHIX eTanax cuHTe3y Ta matepian
He BiNbHUI Big 6akTepianbHUX eHOOTOKCUHIB - NogaHHs
HOBOro cepTudikaTa BignoBiaHOCTI EBponeWichbkin dhapmakoner
Ne R1-CEP 2014-366 - Rev 00 gns gitouoi pevoBuHM Serine
Big Hosoro Bupo6Hmka EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD. KuTait (3onoBHeHHS).
BignosigHo no CEP nepiof NOBTOPHOrO BUNPOGYBaHHsI
CTaHOBUTb 6 pokiB; 3MiHuM | TMNy - 3MiHKW 3 sikocTi. ADI.
CrabinbHicTb. 3MiHa nepioy NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHs abo ymoB 36epiraHHsa ADI
(3a BiOCYTHOCTI y 3aTBEpOKEHOMY [40OChE cepTudikaTa
BiQMNOBigHOCTI E€Bponerchkin hapMakonei, Wo BKMoYae nepios
NOBTOPHOro BUNpobyBaHHs) (nepiof NOBTOPHOIO
BMNpobyBaHHsA/nepioa 36epiraHHs) - 36inbLieHHs abo
BBEJEHHS nepiofly NOBTOPHOro BUNpoGyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3yrnbTaTiB AOCNiAKEeHb Y peanbHOMY
yaci - BBeleHHS nepiofly NOBTOPHOro BMNpobyBaHHA 36
MicsauiB ans gitodoi pevoBuHN Proline BUpoGHMUTBa
STARLAKE BIOSCIENCE CO., INC. ZHAOQING
GUANGDONG, Kutan Ha ocHOBi pe3ynbTaTiB AOCHiMKEHD Y
pearnbHOMY 4aci

105.

HIBOPAN®

kpem, 20 mr/r; no 15
ry Ty6i; no 1 Ty6i B
KapTOHHIN ynakoBLi

MakHin
MpogakTc
TNimiten

AHrnis

AHcceH
dapmaueBTuKa
HB

Benbris

BHECEHHS 3MiH 10 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosiaHocTi/lE-cepTudikat
BignoBigHocTi €Bponenchkiii hapmakonei/MoHorpadii.

6e3
peuenma

UA/9849/01/01
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MogaHHA HoBoro abo oHoBMeHoro cepTudikara BignoBiAHOCTI
abo BunyyYeHHs cepTudikaTa BiAnNoBiAHOCTI €Bponeicebkin
dapmakonei: gna ADl; ons BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMKOPWUCTOBYIOTBCS Y BUPOOHULTBI ADI; Ans AONOMIXKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNeEchKin
dapmakonei) - HoBuin cepTudpikat Big HOBOro BUpOGHMKa
(3amiHa abo gonoBHeHHs1) MoaaHHs HoBoro cepTudikarta
BignoBigHocTi €Bponeicokin dapmakonei Ne R1-CEP 1999-
049-Rev 09 gna AdI keTokoHa305y Big HOBOrO BUPOOHMKA
Piramal Pharma Limited, India (aonoBHeHHs). 3MiHn | TRy -
3MinHn 3 sikocTi. A®l. BupobHuuTBo. 3MiHM B NpoLECi
BupobHMuTBa ADI (iHWi 3miHW) [logaBaHHsA anbTepHaTUBHOT
ninbHUUi Janssen Pharmaceutical Sciences Unlimited
Company, Ireland, ge BiobyBaeTbcs nakyBaHHS AitoYOi
PEYOBUHM KETOKOHa301y, WO BUPOBNAETLCA BUPOOHNKOM
Piramal Pharma Limited, India (akuin mae CEP). 3minu | Tuny -
3MiHn 3 skocTi. A®l. BupobHuuTBO. 3MiHM B NpOLECi
BUpobHMuTBa ADI (iHLWi 3MiHWM)
[opaBaHHs anbTepHaTMBHOI AinbHULI Janssen
Pharmaceutical Sciences Unlimited Company, Ireland, ge
BifOYyBa€eTbCSA KOHTPOIb SIKOCTi 4it040T pe4oBUHM
KETOKOHa301y, Lo BUpobnseTbcs BUpobHMKoM Piramal
Pharma Limited, India (skun mae CEP).
106.| HIKCAP® Tabnetku no 20 mr; MeHapiHi ITrokcemby BupobHuuTBO “in Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/13866/01/01
no 10 TabneTtoky IHTEepHeLLoH pr bulk”, nakyBaHHs, Himeuunna/ 3miHu 3 akocTi. A®I. KoHtponb A®I. 3miHa y meTogax peuernmom
6nicTepi; no 1 abo an KOHTPOIb Cepin: ITania BunpobyBaHHa APl abo BuxigHOro martepiany/npomikHOro
no 2, abo no 3 abo OnepenLoH PAEC PAPMA, npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLECI
no 5 Gnictepis y ¢ C.A., IcnaHis; BMpo6HMUTBa A®I (iHWi 3MiHWM y MeToaax BUNpobyBaHHS
KapTOHHiI kopobui ITrokcembypr BupobHuuTBO “in (Bkntoyaroumn 3amiHy abo gonosHeHHs) ADI abo
C.A. bulk”, nakyBaHHs, BUXiAHOro/NPOMIXKHOrO NMPOAYKTY) - A0AaBaHHA MeToay ra3oBoi
KOHTpOIb Ta xpomatorpadii (MX), Sk anbTepHaTUBHOrO MeToAy
BUMYCK Cepilt: BunpobyBaHHa AP| BinacTuHy 3a NOKa3HUKOM «3anuLLKoBI
MeHnapiHi-®oH pO34nHHMKM» BUpoBHUKoM 13 A. Menarini manufacturing
XevipeH M'm6X, Logistics and Services S.r.l., ITanisa; 3miHun | Tuny - 3miHu 3
Himeuumnna; akocTi. A®Il. KoHtponb A®l. 3miHa y meTogax BUNpobyBaHHS
BupobHuuTBO “in A®I| abo BuxigHOro matepiany/npoMixxHoro
bulk”, nakyBaHHs, NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLECi
BUMYyCK cepint: A. BUpoGHMUTBa ADI (iHWi 3MiHM y MeToaax BUNPoByBaHHS
MeHapiHi (Bkntovaroumn 3amiHy abo gonosHeHHs) ADI abo
MaHydakTypiHr BVXiAHOrO/MPOMIXKHOIrO MPOAYKTY) - AoAaBaHHA MeToay
JloricTikc eHp, BMCOKOE(EKTUBHOI piguHHOT xpomaTtorpadii (BEPX), sik
Cepsicec C.p.J1., anbTepHaTUBHOro MeToay BunpobysBaHHs AD| binacTuHy 3a
ITanis; KoHtponb nokasHukoMm «laeHTudikadisi, KinbkicHe BU3Ha4yeHHs Ta
cepiii: A. MeHapiHi CynyTHi gomiwwkny BupobHukom 13 A.Menarini manufacturing
MaHydakTypiHr Logistics and Services S.r.l., ITanis; amiHu | Tuny - 3miHn 3
ToricTikc eHn sKocTi. [oToBMI Nikapcbkuii 3aci6. KoHTpornb rotoBoro
Cepsicec C.p.J1., nikapcbkoro 3acoby. 3miHa y MeTogax BUNPoOyBaHHS
ITanis roTOBOrO fikapcbKkoro 3acoby (iHwWi 3MiHM y MeTofax
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BUNpobyBaHb (BKNOYayy 3amiHy abo JOMNOBHEHHS)) -
Ao[aBaHHS MeToay ynbTpa edPeKTUBHOI PiAUHHOI
xpomatorpadii (YEPX ), sik anbTepHaTMBHOro MeToay
BUNpobyBaHHs 113 3a nokasHukom «lgeHTudikadis, KinbkicHe
BU3HaveHHs, OgHopigHicTb BMICTY Ta CynyTHi AOMILLIKM».
BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB Micnsi 3aTBEPOXKEHHS;
3MiHu |l Tuny - 3miHn 3 skocTi. Al BupobHuuteo. 3MiHa
BMPOBHYMKa BUXiAHOrO/NPOMiIXKHOrO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOBHMYOMY npoueci APl, abo 3miHa
BMPOGHMKa (BKIOYakouun, Ae HeobxigHo, Micue NpoBeaeHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikata
BignoBigHOCTI €Bponeiickkin hapmakonei y 3aTBepaKeHOMY
[ocbe)(BBEAEHHS HOBOrO BMPOOHMKa AD| 3 HagaHHAM MacTep-
davina Ha A®I) - gonasaHHsa FAES FARMA S.A. Icnanis, sik
anbTepHaTUBHOI AiNbHWL, WO BignoBigae 3a BUPOOGHULTBO
A®I| GinactuH, 3 nogaHHam ASMF

107.

HIKCAP® 10
mr

TabneTku, LWo
AVCNepPryoTbes B
POTOBIV NOPOXKHWHI,
no 10 mr no 10

TabneTtok y 6nicrepi;

no 1 abo no 3
6nictepu B
KapTOHHiI kopooLi

MeHapiHi
IHTEpHELOoH
an
OnepenLoH
c
TTrokcembypr
C.A.

JTiokcemby
pr

BupobHuuTBO “in
bulk”, nakyBaHHs,
BUMYCK cepin: A.
MeHapiHi
MaHydakTypiHr
TNoricTikc eHa
Cepsicec C.p.J1.,
ITanis; KoHTponb
cepin: A. MeHapiHi
MaHyakTypiHr
TNoricTikc eHa
Cepsicec C.p.J1.,
ITanis; €spodiHc
Bionab cpn, ITanis

ITanis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MmiHn 3 sikocTi. ADI. KoHTponb A®PI. 3miHa y MmeTogax
BunpobyBaHHsA APl abo BMXigHOro mMaTepiany/npomikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NMPOLECI
BUpobHMLTBa ADI (iHWi 3MiHWM y MeTogax BUNpobyBaHHs
(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BVXiAHOro/NMpomiXkHoro npoaykTy). logasaHHs meToay
BMCOKOE(EKTUBHOI piguHHOI xpomaTorpadii (BEPX), sk
anbTepHaTUBHOro MeToay BunpobysaHHs AD| BinacTuHy 3a
nokasHukom «lageHTudikadisi, KinbkicHe Bu3Ha4yeHHs Ta
CynyTHi gomiwwkuny BupobHukom 13 A.Menarini manufacturing
Logistics and Services S.r.l., Itanis. 3minu | Tvny - 3miHK 3
akocTi. A®l. Kontponb A®I. 3miHa y meTogax BUnNpobyBaHHS
A®I| abo BuxigHOro matepiany/npoMixxHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLEC
BMpo6HMUTBa ADI (iHWi 3MiHM y MeToaax BUNpoOyBaHHSA
(Bkntoyaroumn 3amiHy abo gonosHeHHs) ADI abo
BUXigHOro/npomixkHoro npoaykty). logaBaHHs MeToAy rasoBoi
xpomatorpadii (MX), Sk anbTepHaTUBHOrO MeToAy
BunpobyBaHHa AP| BinacTuHy 3a Noka3HUKOM «3anuLUIKoBI
PO34nHHMKMY» BUpoBHUKoM 13 A. Menarini manufacturing
Logistics and Services S.r.l., ITanis.
3MiHu Il Tuny - 3miHn 3 sikocTi. A®l. BupobHuuTBo. 3miHa
BMPOOHYKa BMXiAHOrO/NPOMIXKHOrO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHMYoMy npoueci A®I, abo 3miHa
BMPOOHMKa (BKntovatouu, Ae HeobxigHo, MicLe nNpoBeaeHHst
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BigNoBIgHOCTI €Bponewichkin hapmakonei y 3aTBepaKEHOMY
Aocbe)(BBeAeHHS HOBOro BUpobHuka A®| 3 HagaHHsIM MacTep-
aina Ha ADI). JogaaHHs FAES FARMA S.A.,IcnaHis, sik
anbTepHaTUBHOI AiNbHWL, WO BiANOBIAA€E 32 BUPOOHULITBO
A®I GinactuH, 3 nogaHHam ASMF.

3a
peuerimom

UA/13866/02/01

108.

HOBOKC®-500

TabneTku, BKPUTI

OPIrAHOCH

OAE

EBepTomkeH

IHAais

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -

3a

UA/12673/01/01
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NNiBKOBOO H JNand CaeHcma 3MiHM 3 AkocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb rotoBoro peuenmom

obonoHkoto, no 500 NANGCAEH Timiteq nikapcbkoro 3acoby. 3miHa y meToAax BUNpobyBaHHS

Mmr, no 5 TabneTok y CH3 (E® roTOBOro Nikapcbkoro 3acoby (He3HayHa 3MiHa y

6nictepi; no 1 3ET ) 3aTBEPAKEHNX METOAAX BUNPOOYBaHHS) - LONMOBHEHHS TECTY

6nictepy B
KapTOHHIN ynakoBLi

«laeHTndikauis. 3anisa okcma» oNMCOM NPUroTyBaHHS
pPo60oUMX PO3UMHIB; 3MiHM | TUNY - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro 3acoby.

3MiHa y MeTofax BUNpobyBaHHsi rOTOBOTO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEeHNX MeTofax BUNpobyBaHHS)
CynyTHs 3MiHa
- 3MiHu 3 AkocTi. FoToBUIA nikapcbkuii 3acib. KoHTpornb
roToBOro slikapcbkoro 3acoby. 3miHa napameTpis
crneundikaui Ta/abo 4ONyCTUMMX MEX FOTOBOIO NiKapCbKoro
3acoby (iHWi 3MiHW) - JONOBHEHHS METOAB KOHTPOIO TeCTy
«OpHopigHICTb 4030BaHUX OOMHULIL» OMUCOM
hbapmakonenHnx sumor EP 2.9.40; BKNOYEHHS Y BUMOTH
cneumdikauii KOHKpeTusauii, Lo BUNpobyBaHHS NPOBOANTLCS
BiZ4NOBIgHO A0 BMMOT dhapmMakonei; amiHu | Tuny - 3miHn 3
siKocTi. FoToBMI NnikapcbkniA 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHA
roTOBOro MikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEPKEHUX MeToAax BUNPoOYBaHHS) - BKIMOYEHHS BinbLu
KOPEKTHOI hopmynu B TecTi "Po3umHeHHs", BianoBiaHO Ao
BanigauiiHux BUMOr Ta MeTOoZiB KOHTPOI0 BUPOGHMKa Anst
OTPUMaHHS KOPEKTHUX pe3ynbTaTiB aHanisy; 3amMiHu | Tuny -
3MmiHu 3 AkocTi. FoToBuUIA Nnikapcbkuii 3acid. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHS
roTOBOroO MikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEPKEHNX MeToAax BUNPobyBaHHS)
OHOBMEHHS aHaniTU4Hoi MeToamkmn "CynpoBifaHi AoMiLLKkn"
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BUNpPoOYyBaHHS rOTOBOrO NikapCbKoro 3acoby (He3Ha4yHa 3MiHa
y 3aTBEpAXEHUX MeToAax BUNpobyBaHHs);
CynyTHSA 3miHa
- 3MiHu 3 gkocTi. FoToBUIA nikapcbkuii 3acit. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
crneundikaui Ta/abo JONYCTUMMX MEX FOTOBOIO NiKapCbKoro
3aco0y (iHLWi 3MiHW) - BHECEHHSI HE3HAYHMX 3MiH 40 METOLMUKM
koHTponto «KinbkicHe BU3HAaYEHHS»; BUKIMIOYEHHS i3
cneumdikauii nocunaHHs, wo BMnNpodyBaHHSA NPOBOAUTLCA
ans neBognokcaumHy; aminuy | Tuny - 3MiHu 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcekoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo onycTMMmnx mex
roToOBOro MikapcbKoro 3acoby (iHLi 3MiHN)
CynyTHs1 3miHa
- 3MiHu 3 gkocTi. FoToBUIA nikapcbkuii 3acio. KoHTpornb
roTOBOrO flikapcbKkoro 3acoby. 3miHa y meTogax
BMNpPoBYyBaHHS rOTOBOrO NikapcbKoro 3acoby (He3HayHa 3MiHa
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
y 3aTBepAXeHUX MeToAax BUNpobyBaHHs) - BHECEHHS 3MiH B
cneuudikaLiio Ta METOAM KOHTPOIO 3@ NOKa3HUKOM
«MikpobionoriyHa YncToTay - NpUBEAEHHS Y BiANOBIAHOCTI 4O
nitoumx Bumor BP; amiHn | Tuny - 3miHun 3 sikocTi. FoToBuMiI
nikapcbkuin 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby
(iHWi 3miHn) - nepeknag po3ginie MKA 13 3 pociicbkoi MoBu
Ha YKpaiHCbKy MOBY
109.| HOBOKC®-500 | TabneTku, BKpUTI OPrAHOCHU OAE EBepTomkeH IHAis BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - - UA/12674/01/01
NNiBKOBOO H JNand CaeHcma 3MiHM 3 AkocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
ob6onoHkoto, no 500 NAVSCAEH NimiTeq nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
mr, in bulk: no 1000 CH3 (E® roTOBOro NiKapcbkoro 3acoby (He3HayHa 3MiHa y
TabneTok y 3ET ) 3aTBEpAKEHNX MeTodax BUNPOOYyBaHHS) - LONMOBHEHHS TECTY

noAaBinHOMY nakeTi;
no 1 nakeTy B
KapTOHHIN ynakoBLji

«loeHTudikauis. 3anisa okcma» ONMCOM NPUroTyBaHHS
po60ouMxX po3unHiB; 3MiHu | TUNY - 3MiHK 3 AKkoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro 3acoby.

3miHa y MeTogax BUNpobyBaHHS roTOBOrO fikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTofax BUNpobyBaHHS)
CynyTHs1 3MiHa
- 3MiHM 3 sikocTi. MoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa napameTpis
crneunikaLi Ta/abo JONYyCTUMMX MEX FOTOBOIO NiKapCbKoro
3acoby (iHLWi 3MiHW) - LONOBHEHHSI METOLIB KOHTPOSO TECTY
«OfHOpIgHICTb 4O30BAaHUX OAMHWLIbY ONUCOM
apmakonenHux sumor EP 2.9.40; BknOYEHHS y BUMOTN
cneumdikauii KOHKpeTu3aLii, Lo BUNpobyBaHHsi NPOBOAUTLCS
BiZNOBIgHO [0 BMMOT (hapmMakonei; 3miHu | Tuny - 3miHn 3
sikocCTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHS
roTOBOro NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeToaax BUNPoBYBaHHS) - BKIOYEHHS BinbLu
KOpEeKTHOI popmynu B TecTi "Po3umHeHHs", BianoBigHO Ao
BanigauiiHux BUMOr Ta METOZIB KOHTPOIO BUPOOHMKa Ans
OTPUMaHHS KOPEKTHUX pe3ynbTaTiB aHanisy; 3amMiHu | Tuny -
3MmiHu 3 skocTi. MoToBUMIA Nikapcbkuii 3acié. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHSA
roTOBOroO MikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEPKEHUX MeToaax BUNpPobyBaHHs)
OHOBJIEHHS aHaniTMYHOT MeToaMkK "CynpoBigHi AOMiLKN"
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meToaax
BUNPOOYBaHHA rOTOBOIO fikapCbKoro 3acoby (He3HayHa 3miHa
y 3aTBEPAXEHUX MeToAax BUNpobyBaHHs);
CynyTHs1 3miHa
- 3miHu 3 gkocTi. FoToBUIA nikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo ONyCTUMUX MEX rOTOBOTO fiKapCbKOro
3aco0y (iHLi 3MiHW) - BHECEHHSI HE3HAYHMX 3MiH 40 METOLMUKM
KOHTponto «KinbKicHe BU3HAYEHHS»; BUKIMIOYEHHS i3
cneumdikauii nocunaHHs, Wo BunpobyBaHHS NpOBOAUTLCS
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Ons neBognokcaumHy; aMmiium | Tuny - 3MiHu 3 sakocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikaui Ta/abo 4oNyCTUMUX MEX

rOTOBOrO NiKapCcbKoro 3acoby (iHLi 3MiHW)
CynyTHSA 3miHa
- 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTopax

BUNPOBYBaHHsI rOTOBOTO Nikapcbkoro 3acoby (HeaHavyHa 3MiHa

y 3aTBepAXeHUX MeToAax BUNpobyBaHHs) - BHECEHHS 3MiH B

cneumgikauito Ta METOAN KOHTPOSIO 3a NOKa3HUKOM

«MikpobionoriyHa uncToTa» - NpUBEAEHHS Y BiANOBIAHOCTI OO
nitoumx Bumor BP; aminn | Tuny - 3miHun 3 sikocTi. FoToBMiI
nikapcbkuii 3aci6. KoHTpornb rotToBoro nikapcbkoro 3acoby

(iHwi 3miHn) - nepeknag po3sainis MKA J13 3 pocincbkoi MoBu
Ha YKpaiHCbKY MOBY

110.

HOBOKC®-750

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 750
Mr no 5 TabneTtok y
onictepi; no 1
Gnictepy B
KapTOHHIN ynakoBLi

OPFAHOCH
H
NANSCAEH
CU3 (Ed
3ETI)

OAE

EBepTomkeH
Jland CaeHcma
JimiTeq

lHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHu | Tuny -
3MmiHu 3 AkocTi. FoToBUIA Nnikapcbkuii 3acid. KoHTpons rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpoOyBaHHS
roTOBOro MikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEpPAKEHNX MeToAax BUNPOOyBaHHS) - LONMOBHEHHS TECTY
«loeHTudikauis. 3anisa okcmMa» oNMCOM NPUroTyBaHHS
po60oUMX PO3UMHIB; 3MiHM | TMNY - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTporb roToBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS roTOBOrO fikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHNX METoAax BUNPOByBaHHS) -
[OMOBHEHHS MeToAiB KOHTporto TecTy «OaHOpIaHICTb
[030BaHNX OAUHULb» OnMcom chapmakoneHux sumor EP
2.9.40; BKNIOYEHHSA Y BUMOTMK crnieumdikaLii KOHKpeTuaauii, Wwo
BMNPobyBaHHA MPOBOANUTLCS BiAMOBIAHO A0 BUMOT
dapmakonei.

CynyTHs1 3miHa
- 3MiHu 3 gkocTi. FoToBUIA nikapcbkuii 3acit. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo ONyCTUMUX MEX rOTOBOTO fikapCbKOro
3acoby (iHLWi 3MiHKn);
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTtogax
BUNPOOYBaHHA rOTOBOTO fikapCcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEPXXEHUX MeToaax BUNPOOYBaHHS) - BKIOYEHHS GinbLu
KOpeKTHOI popmynu B TecTi "Po3umHeHHs", BignoBigHO A0
BanigauiiHux BUMOr Ta METOZiB KOHTPOIO BUPOGHMKa Ans
OTPUMaHHS! KOPEKTHUX pe3ynbTaTiB aHani3y;
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Mikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y metogax
BUNpPoBYyBaHHS rOTOBOrO NikapCbKoro 3acoby (He3HayHa 3MiHa
y 3aTBEPXXEHUX MeToAax BUNPoOYBaHHS1) - OHOBIEHHSI
aHaniTMyHoi metoaukm "CynpoBigHi AoMilkun";
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y MeToaax

3a
peuernmom

UA/12673/01/02
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BMNPoOyBaHHS roTOBOrO NikapCbKoro 3acoby (He3HayHa 3MiHa
y 3aTBEPXXEHUX MeToAax BUNPOOYBaHHS) - BHECEHHS
He3HaYHUX 3MiH 4O MeToAuKM KoHTporto «KinbkicHe
BU3HAYEHHS»; BUKIIOYMEHHS i3 cneuudikauii nocunaHHs, wo
BUNPOBYBaHHS NPOBOAUTLCA Ans NeBOdIIOKCaLUHY;
CynyTHs 3MiHa
- 3MiHu 3 sikocTi. FoTOBUMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
crneungikauii Ta/abo 4ONYyCTUMMX MEX FOTOBOIO NiKapCbKoro
3aco0by (iHwWi 3MiHKn);
3MiHn | Tuny - 3MiHK 3 aKkocTi. [oToBMI Nikapcbkuin 3acib.
KoHTposb roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
crneundikaui Ta/abo 4ONyCTUMMX MEX FOTOBOIO NiKapCbKoro
3aco0by (iHwWi 3MiHKn);

BHECEHHS 3MiH B cneumdikauilo Ta MeToam KOHTPOSO 3a
nokasHukom «MikpobionoriyHa YncToTa» - NPUBEAEHHS Y
BiANOBIQHOCTI 4O Aitoumx Bumor BP.

CynyTHs1 3MiHa
- 3MiHM 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa y meTogax
BMNpPoOYyBaHHS roTOBOrO NikapcbKoro 3acoby (He3Ha4yHa 3MiHa
y 3aTBepAXEHUX MeToaax BUnpobyBaHHs);
3MiHn | Tuny - 3MiHK 3 aKkocTi. [oToBMI Nikapcbkuin 3acib.
KoHTponb roToBoro nikapcbkoro 3acofy (iHLui 3miHu) -
nepeknag po3ainis MKA J13 3 pociiicbkoi MOBM Ha yKpaiHCbKy
MOBY

111.

HOBOKC®-750

TabneTku, BKpUTI
NniBkOBOIO
obornoHkoto, no 750
mr; in bulk: no 1000
TabneTok y
NoABIMHOMY NakeTi;
no 1 nakety B
KapTOHHIN ynakoBLji

OPFAHOCH
H
NAN®CAEH
CU3 (Ed
3ET1)

OAE

EBepTomkeH
TNang CaeHcus
Jlimiten

IHAis

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3miHu 3 skocTi. FoToBUMIA Nikapcbkuii 3acié. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNnpobyBaHHSA
roTOBOro fikapCbKoro 3acoby (HesHayHa 3MiHa y
3aTBEpAKEHUX MeToAax BUNPOBYBaHHS) - JOMOBHEHHS TECTY
«lpeHTndikauis. 3anisa okcma» ONUMCOM NPUroTyBaHHS
po6ounx po3ymHiB; 3amiHu | Tuny - 3miHK 3 sikocTi. FoToBMNI
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acoby.
3miHa y MeToaax BunpobyBaHHSA roToBOro fikapcbKoro 3acoby
(He3HayHa 3miHa y 3aTBepAXKEeHUX MeToaax BUNpobyBaHHS) -
[OMOBHEHHS MEeTOAIB KOHTPOMto TecTy «OaHOpIAHICTE
[030BaHNX OOUHMLb» ONMCOM chapmakoneiHux sumor EP
2.9.40; BKNIOYEHHS Y BUMOMK cneumdikaLii KoHKpeTusauii, Wwo
BMNPOOYBaHHSA NPOBOAMTLCS BiANOBIAHO A0 BUMOT
dapmakonei.

CynyTHs1 3miHa
- 3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo ONyCTUMMUX MEX rOTOBOTO fikapCbKOro
3acoby (iHLi 3MiHW);
3MiHn | Tuny - 3MiHK 3 sKkocTi. [oToBMI Nikapcbknin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHSI roTOBOrO Nikapcbkoro 3acoby (He3HavyHa 3miHa

UA/12674/01/02
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y 3aTBEepAXXEeHUX MeToaax BUNpoOyBaHHS) - BKIOYEHHS GinbLu
KOpEKTHOI hopmynu B TecTi "Po3umHeHHs", BianoBigHO A0
BasigauiiHux BUMOr Ta MeTOZiB KOHTPOI0 BUPOBHMKa Ans

OTPUMAaHHS! KOPEKTHUX pe3ynbTaTiB aHanisy;
3MiHu | Tuny - 3MiHK 3 siKocTi. [0TOBMIA NikapCbkuiA 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTtogax
BMNPoOyBaHHS roTOBOro NikapCbKoro 3acoby (He3HayHa 3MiHa
y 3aTBEpPKEHVX MeToAax BUNPODBYBaHHS) - OHOBIEHHSI
aHaniTM4yHoi metoankn "CynpoBigHi JOMiLLKn";
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkmin 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BMNpPoOyBaHHS rOTOBOrO NikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBEPXXEHUX MeToAax BUNPOOYyBaHHS) - BHECEHHS
He3Ha4yHWX 3MiH A0 MeToanku KoHTporito «KinbkicHe
BU3HAYEHHS»; BUKINIOYEHHS i3 cneumadikauii nocnnaHHs, Wwo
BMUNPoByBaHHS NPOBOAUTLCA ANs NeBodIIOKCaLuHY;
CynyTHS 3miHa
- 3MiHM 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro slikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTMMMX MEX rOTOBOrO JliKapCbKOro
3aco0by (iHwWi 3MiHKn);
3MiHu | TRy - 3MiHK 3 sikocTi. FoToBMIA Nikapcbkmit 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOTO FiKapCbKOro
3acoly (iHLi 3miHK);

BHECEHHS 3MiH B crieumdikaLito Ta MeToan KOHTPOIo 3a
nokasHukom «MikpobionoriyHa YnctoTay - NpPUBEOEHHS y
BiQNOBIQHOCTI 40 Aitoumnx Bumor BP.

CynyTHSA 3miHa
- 3MiHu 3 AkocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y meTopax
BUNPOOYBaHHA rOTOBOTO MikapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEpAXEHUX MeToAax BUNpobyBaHHs);
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3miHu) -
nepeknag posainis MKA J13 3 pociiicbkoi MOBM Ha yKpaiHCbKy
MOBY

112.

HOKCA®IN®

cycreHsisi opanbHa,
40 mr/mn; no 105 mn
y chnakoHi; no 1
nakoHy 3 MipHOLO
NOXEYKO Y
KapTOHHI kopobui

Mepk LWapn i
Ooywm IOEA
B6X

LLisenuapi
A

BUPOGHMK
Hepo3adacoBaHol
npoayKuir,
nepBuHHE
naKyBaHHs:
[aTeoH IHkK.,
Kanapa;
BTOPUHHE

nakKyBaHHA, BUMYCK

cepil:
CEHEKCI HSC -
EPYBIJ1Ib CEHT

Kanapga/
®paHuia/
Benbris

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKkoro 3acoy, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT AnA MEANYHOro 3aCTOCYyBaHHS Ha
niacTasi perynsipHo OHOBIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiui nepiod, abo sk
pe3ynbTarT OUiHKK 3BiTY 3 OCNIMKEHb, NPOBEAEHNX BiANOBIAHO
00 nnaHy negiatpuyHux gocnigpkens (PIP) (iHwi 3mMiHM) 3MiHK
BHECEHO [0 iHCTPYKLiT ANst MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao posginy "B3aemogis 3 iHWMMK

nikapcbknMun 3acobamu Ta iHWi BUan B3aeMogin" BignosigHo

3a
peuerimom

UA/9269/01/01
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113.

HO-NAr

TabneTku, BKpUTI

Lepinr-MNMnay
Jlabo H.B.,
Benbria

0o pekomeHgauin PRAC. BeBegeHHs 3MiH NpoTarom 6-tu
MicsiLiB nicnsi 3aTBepaXeHHS. 3MiHu | Tuny - 3miHu woao
6e3nekn/ecbekTUBHOCTI Ta hbapmakoHarnsgy (iHwi 3miHu)

3MiHV BHECEHO [0 iHCTPYKLiT ANsi MeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao po3ainie "OcobnuneocTi 3acTocyBaHHS"
BignoBigHo 4o pekomeHaauii CHMP. BegeHHs 3MiH
npoTsArom 6-Tn MicsaUiB nicns 3aTBepakeHHs. 3MiHun Il Tuny -
3MiHun wopao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnaay.
3MiHM Y KOPOTKil XapaKTepucTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUiT 4NA MEAWYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW AaHUMW 3 AKOCTi, AOKMIHIYHUMU, KMiHIYHUMUK
OaHUMK Ta gaHuMK 3 hapmakoHarnsgy - 3MiHM BHECEHO 40
IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHS fikapCbKoro 3acoby
0o posginis "®apmMakornorivyHi BnactueocTi”,
"MpoTmnokasaHHs", "B3aemogisa 3 iHWMMM NikapCbKuMmu
3acobamu Ta iHwWi Buam B3aemopin”, "Cnocib 3actocyBaHHs Ta
po3un”, "OcobnmBocTi 3acTocyBaHHA", "3aaTHICTb BNNMBATK HA
LIBUAKICTb peakuii Npu kepyBaHHi aBToTpaHcnopToM abo
iHWKMK mexaHismamn”. "Mepeno3ysaHHs", "MobivHi peakuii”
BiZNOBIOHO [0 MaTepianiB peecTpauinHoro gocbe. BBeaeHHs
3MiH NpOTSArom 6-Tu MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu ||
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
apmakoHarnsaay. 3miHW y KOpOTKil XxapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MELMYHOrO 3aCTOCYBaHHS y 3B’sI3Ky i3 HOBUMM AaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNIHIYHUMW OAHUMW Ta AaHUMK 3
dapmakoHarnsigy
3MiHM BHECEHO A0 iHCTPYKLUii AN MEAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainis "lMpoTunokasaHHs",
"B3aemogis 3 iHWK1MKM nikapcbkMu 3acobamu Ta iHLWi BUam
B3aemogin", "OcobnmeocTi 3acTocyBaHHs" BigNoOBIAHO A0

MaTepianiB peecTpauiiHoro gocke. BBegeHHs 3MiH NpoTsarom

6-TW MicAUiB nicnsa 3aTBepAXXEeHHS

obornoHkot, 20 mr;
no 10 TabneTok y

6nicTtepi, no 9
6nicTepiB y nayui 3
KapToHYy

TosapucTtBo
3
obmexeHoo
BignoBsiganb

HiCTIO
HaykoBo-
BMPOGHUWYa
dipma
«MIKPOXIM
»

YkpaiHa

TosapucTBo 3
obmexeHo
BignoBiganbHiCcTIO
HaykoBo-
BMpOGHMYa chipma
"MIKPOXIM",
YkpaiHa
(ropuanyHa
agpeca Ta
nabopatopis
i3nKo-XiMi4YHOro
aHanisy Ta
KOHTPOTO
BUPOOHMLTBA;
BUPOGHMYa

AinbHWUs (BCi

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3miHu | Tuny -
3MiHn Wwopo 6esnekn/edeKTMBHOCTI Ta bapMakoHarnsaay.
BeeneHHsa abo 3miHu 4o y3aranbHeHVX AaHuX npo cuctemy
apmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHux npo
cuctemy chapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BignoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiNCHEHHS

tbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsigy (BKIoYakym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLleHHI MacTep-danna cuctemu papmakoHarnsgy) aMmiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
dapmakoHarnsag.
[itouwa pepakuis: XKyp6a Jlinis BonogumupisHa. lNMponoHoBaHa
pepakuisi: €scTtpaTtoBa IpmHa IropiBHa. 3MiHa KOHTaKTHUX

3a
peuernmom

[aHuX yrnoBHOBaXeHOi 0cobu 3asiBHMKA, BiAnosiganbHoi 3a

UA/17026/01/01
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cragii chapmakoHarnsg. 3MiHa micLe3HaxomKeHHs macTep-ganna
BMPOBHMYOro cvucTemun hapmakoHarnsagy. 3miHa mMicus 34iNCHEHHA OCHOBHOIT
npouecy); fisanbHoCTI 3 hapmakoHarnsagy.
naboparopis
GionoriyHoro
aHaniay)
114 HYTPUDIEKC emynbCia Ans B. bpayH HimeuumnH BnpobHuuTBO, HimeuunHa BHECEHHS 3MiH A0 peecTpauiiHux matepianis: 3miHum | Tuny - 3a UA/13231/01/01
OMETA iHdpysin; no 1250 Menb3ayHreH a nepBuHHa Ta 3MiHu 3 sikocTi. MoToBWI Nikapcbkuid 3aci6. KoHTponb rotoBoro peuernmom
CMEUIANBHUNA | mn, 1875 mny Al BTOPWUHHA nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
MiLLIKY ynakoBka, BUNYCK roTOBOrO JlikapCcbKkoro 3acoby (iHLi 3MiHM y MeTogax
nnacTMKoBOMy cepii: b. bpayH BMNpobyBaHb (BKMOYaouy 3aMiHy abo AOMOBHEHHS)) 3MiHa Y
TpykamepHomy; no 1 Menb3yHreH Al', mMeTax BunpobyBaHHs y T13: - OHOBNEHHS MeToaMK
MiLLKY HimeyuuuHa; BU3Ha4YeHHs n. 1.2. «Onuc po3umnHy» 3 BidyanbHOro Ha
nnacTMKoBOMy KoHTponb cepii: B. meTtoanky A74A35-00;
TpYKaMepHoMy B BpayH - OHOBMEHHS METOAVK AN BU3HAYEHHS 3aranbHoro BMICTy
3aXMCHOMY MILLKY; Menb3yHreH Al', Tpurniuepuais, B kamepi xmpoBoi emynbcii (TP-74357-78 Ha
no 5 3axmMcHux HimeyunHa meToanky TP-74A62-78; -oHOBNEHHSA HymepaLii y

MILLIKIB Y KAPTOHHIN
Kopobui

cneymdikauii 3rigHo AodaBaHHSAM HOBWUX NapameTpiBs; -
po3aineHHs cneumdikauii «4na BUNyCKy» Ta «4nsa TepMiHy
NPVAATHOCTI» -OHOBMNEHHSA METOAIB KOHTPOIO Anst
BU3HaYEeHHS NokasHuka «bakTepianbHi eHAOTOKCUHMY» B Kamepi
CYMiLLl PO34MHIB TPbOX KaMep; -OHOBIEHHSI METOAIB KOHTPOIO
ans nokasHuka «Tpurmniuepynam cepeqHboro naHura» B
Kamepi X1poBoi emynbcii. BBegeHHs 3MiH npoTsarom 6-tu
MicauiB nicnsa 3aTBepaxeHHs. 3MiHu | Tuny - 3MiHK 3 sKOCTi.
[oToBWI Nikapcbkuin 3aci6. KOHTponb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo gonycTumMmux
MEX roTOBOro Nikapcbkoro 3acoby (iHLUi 3MiHM) OHOBMNEHHS
pO3A4iny onucy po3vnHy Anst KaMepy amMmiHOKUCIIOT, Ta kKamMepu
TTOKO3W, @ CaMe: BUITYYEHHSI CINIOBa «NPaKTUYHO». 3MiHM
BHECEHO B iHCTPYKLIiO ANs MeanyHoro 3actocyBaHHs J13 y p.
«OCHOBHI Di3VKO-XiMiYHi BNAaCTUBOCTi».

BBefeHHs 3MiH NpOTArom 6-Tv MicsLiB Micns 3aTBEPOXKEHHS.
3miHu | TMny - 3miHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo ONyCTUMUX MEX rOTOBOTO fiKapCbKOro
3acoby (BUINyYEHHsI HE3HAYHOTO MOKa3HKKa (Hanpuknaza
3acTapinoro NokasHuka, Takoro sk 3amnax Ta cmak, abo
ineHTUdikauis 6apBHUKIB Y1 cMakoBMX 406ABOK)) BUOANEHHS
nokasHuka Cy6BuanMI YacTUHKM ONsi KAMepPW KUPOBOI
emynbcii. BBegeHHs 3MiH npoTsirom 6-Tu MicsuiB nicns
3aTBepKeHHs. 3MiHu | Tuny - 3MiHK 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo onycTMMnx mex
roTOBOrO NMiKapCbKOro 3acoby (3BYXEHHS [OMYCTUMUX MEX)
3BY)XXEHHS1 Mex Ansi (3-sn-poccatnamn)xoniHy nokasHuka
KaMepw XMpoBoi eMyrnbeii B Cneumdikauii ons Bignycky;
BBegeHHs 3MiH NpOTArom 6-Tu MicsLiB Micnsi 3aTBEPOXKEHHS.
3miHu | TMny - 3MiHK 3 sikocTi. FoToBUIA Nikapcbkuii 3acib.
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KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMMX MEX FOTOBOTO NiKapCbKOro
3acoby (fonoBHEHHs cneuudikauii HOBUM NMOKa3HUKOM 3
BigMOBIAHMM METOAOM BUNPoByBaHHS) [OMNOBHEHHSA
crneundikaLii HOBUMM NOKa3HMKaMK 3 BigNOBIOHMMM
Kputepismmn Ta MeTogamu BunpobyBaHHs, a came: - (3-sn-
docaTnann)xoniHy NokasHUKa KaMepw XXUPOBOI eMyIbCil; -
«JlisodbocaTnainxoniH» B KamMepi XMPOBOi eMyIbCil;

4.3 Kamepa xmpoBoi emynbcii 4.3.3 (3-sn-chocchatmamnn) xoniH
Howminan: 9,00-10,08 r/n Mexi: 8,55 - 10,58 r/n Hominan: 9,00-
10,08 r/n Mexi: 6,71 - 10,58 r/n n. 4.3.3 MKA, TP-74A71-46
4.3.4 Jlisodpocartuginxonin Mexi: < 0,800 r/n Mexi: 2,000
r/nn. 4.3.4 MKA, TP-74A71-46 BeegeHHs1 3MiH NpoTsrom 6-tu
MicauiB Micnsa 3aTBepAxXeHHS. 3miHu | Tuny - 3MiHM 3 AKOCTiI.
[oToBMI Nikapcbkuii 3aci6. KOHTponb roToBoro fikapcbkoro
3acoby. 3miHa napameTpie cneundikaui Ta/abo gonycTUMmnX
MEXX rOTOBOIO NikapCbKOro 3acoby (AONoBHEHHs1 abo 3amiHa
nokasHuka crneuudikadii 3a pesynbtatamm SOCHIOKEHDb 3
Ge3nekn abo AKOCTI (3a BUHATKOM flikapcbkux 3acobis
6ionoriYHOro/iMyHONOr4YHOro NMOXOMKEHHS)) AOMOBHEHHS
BUMOT A0 nokasHukis 4.3.2 Tpurniuepnan cepeaHboro
naHutora, 4.3.3 Onist coeBa, BU3HaAYaloTb SIK NIHOMEBY KUCIOTY
Ta 4.3.4 Tpurniuepnan omera-3 KUCIOT, BU3HAYalTb SK CyMy
Tpuiiko3aneHTaeHoiHoBoi (C20: 5n-3) Ta
Tpuaoko3sarekcaeHoiHoBOi (C22: 6 n -3) kMCNoT Ans kKamepu
XVPOBOI eMynbCii cneundikadii. BBegeHHs amiH npotdrom 6-
T MicsiliB nicnsi 3aTBepakeHHs. 3MiHu | Tuny - 3MiHK 3 siKOCTi.
[oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa y meTofax BUNpobyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBEPOYKEHNX
MeToAdax BUNPOoOyBaHHS) HE3HAYHI 3MiHU Y 3aTBEPHKEHUX
mMeToaax BUNpobyBaHHSA- OHOBMEHHS METOAWKM Ans
BU3Ha4YeHHs pH B kamepax aMiHOKUCOT, FMKO3U, XXMPOBOT
emynbcii 3 TP-74611-78 Ha dapmakoneiiHy (Eur. Ph. 2.2.3);
OHOBIEHHS METOAVK Af151 BU3HAYEHHS nokasHuka « CTyniHb
3a6apBneHHs1 PO3UMHY» ANt KAMEPWU aMiHOKMUCIIOT Ta FMoKo3m
3 TP-74605-79 Ha cpapmakoneiiHy (Eur. Ph. 2.2.2); oHoBRneHHs
METOAMKM As BU3HAYEHHS Nnoka3Huka «[l1po3opicTb i CTyniHb
onanecLeHLUii» B kKamepi rnioko3n Ta aMiHOKMCoT 3 TP-74614-
37 Ha papmakoneinHy (Eur. Ph. 2.2.1); OHOBNEHHSI METOAMKM
Ha BM3HAYeHHs MokasHrka « OCMONANbHICTb» B Kamepi CymiLui
po3uuHiB 3 TP-74610-78 Ha dpapmakoneriny (Eur. Ph. 2.2.35);
OHOBIEHHS METOAMKM ANsi BU3HAYEHHS Noka3Huka «CepeaHin
po3mip yactuHok (PCS)» B kamepi xunpoBoi emyrnbcii 3 TP-
74355-82 Ha TP-74355-82.

BBegeHHs 3MiH NpOTArom 6-Tu MicsLiB Micnsi 3aTBEPOXKEHHS.
3miHu | TMny - 3miHm 3 AkocTi. FoToBUIA NikapcbKuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4ONYCTUMMUX MEX FOTOBOIO MikapCbKOro
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

3acoby (gonoBHEHHs cneuudikauii HOBUM NMOKa3HUKOM 3
BiANOBIAHMM MeTo4oM BUNPoByBaHHS) 3MiHa NoJaeTbCs Y
3B’A3KY 3 oAaBaHHAM HOBOro nokasHuka «Cyma rnytamiHoBOi
KMCIOTN pa3oM 3 NipornyTamiHOBOK KMCITOTOK» 3 Bi4NOBiAHUM
MeToAOM BUNpPobyBaHHS y kamepi amiHokMcnoT. BBegeHHs
3MiH NPOTSArom 6-Tu MicsiLiB Micnst 3aTBEPMKEHHS. 3MiHK | TNy
- 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYyBaHHSA rOTOBOrO NiKapCbkoro 3acoby (iHLi 3MiHM y
MeToAax BunpobyBaHb (BKOYa4um 3aMiHy abo 4ONOBHEHHS))
3MiHa nokasHuka «[liporeHn» Ha «bakTepianbHi eHOGOTOKCUHNY
Ta OHOBIMEHHSM BiAMNOBIQHOIO METOAY OISt BU3HAYEHHS;
OHOBMEHHS METOAVWK AN BUHAYEHHSI aMiHOKUCIOT Y Kamepi
aMiHOKMCIOT.

BBeaeHHst 3MiH NPOTArom 6-Tu MicAUIB NiCNSA 3aTBEPAXKEHHS.
3minn Il TMny - 3miHm 3 sikocTi. [oTOBMI NikapcbkuiA 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa napameTpis
crneundikaui Ta/abo 4ONyCTUMMX MEX FOTOBOIO NiKapCbKoro
3acoby (3miHa 3HaxoaMTbCS No3a 3aTBEepPKEHNMMN
A0NyCTUMUMMN Mexamm crieumdikaLinn) OHOBNIEHHAM BUMOT
LLIOAO MIKPOCKONIYHOI OLiHKM A4NA KaMepu 1 XMPOBOI eMYIbCil,
po3ain 3.3.2 cneundikauii 4ns Bignycky Ta Ansa TepMiHy
NPVAATHOCTI; OHOBMNEHHSI BUMOT Ans noka3Huka «CepeaHin
diameTp YacTUHOK» AN KaMepu XMPOBOi eMyrnbCii, po3ain
3.3.3 cneumdikauii ans Bignycky Ta Ans TepMiHy NpuaaTHoCTi;
OHOBIEHHSAM BUMOT AMNS NOKasHuKa «BinbHi XXUpHi KMCnoTu»
ONs KaMmepu XMpoBoi eMynbCeil, po3ain 3.3.6 cneundikadii Ans
TepMiHy NpuaaTHOCTI; OHOBMEHHSIM BUMOT LLIOAO NMOKa3HMKa
«OcMonNAnbHICTbY ANS KaMepu CyMiLli pO34MHIB TPbOX Kamep,
po3ain 3.4.4 cneumdikaLii onsa Bignycky Ta Ans TepMiHy
NPVUAATHOCTI; OHOBMEHHAM BUMOT LWoAo «Anbda-Tokodepon»
ONs KamMepu XXMpoBOi eMynbCii, po3ain 4.3.8 cneundikadii gns
TepMiHy NpuaaTHOCTI; OHOBIEHHSI BUMOT A5l NOKa3HUKa
«CTyniHb 3a6apBnNeHHs1 pO34KHY» A5t KAMEPW rTHKO3K,
po3gin 3.2.2 cneumndikauii 4ns BignNycky Ta Ans TepMiHy
npuaaTHocTi. BBeAeHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPKEHHS.

115.

OPACENT®

cnpen opanbHun 1,4
%; no 177 mn cnpeto
Y NNacTUKOBUX
nakoHax

An "CTAOA-
YKPAIHA"

YkpaiHa

damap A.B.E.
ABnoH NnaHT

Ipeuis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny -
3miHu wopao 6e3nekun/edekTMBHOCTI Ta papMakoHarnsay (iHwi
3MiHK). 3MiHU BHECEHI B TEKCT MapKyBaHHS! yNaKoBKU
nikapcbkoro 3acoby (M. 17) WoAo 3a3HavyeHHs WTpux-kody Ta
iHLLOT TexHiYHOT iHopMaLii. BBegeHHs 3MiH NpoTsirom 6-Tn
MicsLiB nicns 3aTBepAKEHHS

6e3
peuenma

UA/7397/01/01

116.

NAKNITAKCEN
AMAKCA

KOHLIeHTpaT Ans
PO34MHy Ans
iHdpy3in, 6 mr/mn no
5 wmn, 16,7 mn abo
50 mn y cnakoHi; no
1 donakoHy B

Amakca 1T

Benuka
BpuTaHis

KOHTPOMb Ta
BUNYCK cepii:
AkBiga M'voX,
HimeyuunHa;
BUPOGHMLUTBO in
bulk, nepBuHHE Ta

Himeuunna/
Pecny6nika
Kopes

BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3MiHu | Tuny -
ApamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MicLs NpOBadXXEHHS QisiNbHOCTI BUPOBHUKa/imnopTepa
roTOBOrO fiKapCbKOro 3acoby, BKMOYAKYM SinbHUL BUNMYCKY
cepii abo MicLe NpoBeAEeHHS KOHTPOMI SIKOCTI. (AiSNbHICTb, 3a
Ky Bignosigae BUPOOHUK/iMNopTep, He BKINOYa4un BUMYyCK

3a
peuerimom

UA/15145/01/01
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KapTOHHiIN kopooLyi: BTOPUHHE cepin) - 3MiHa HalMeHyBaHHS BUpobHMKa, Lo BignoBiaae 3a
no 5 mn, 16,7 mn naKyBaHHs: BMPOOHMLTBO in bulk, NnepBMHHE Ta BTOPUHHE NaKyBaHHS 3
abo 50 mny CamsHr XongiHra CawmsHr biodhapmac’totikena KopnopeiiwH (Samyang
conakoHi; no 1 KopnopeWnLuH, Biopharmaceuticals Corporation) Ha CamsaHr XongiHra
hbnakoHy B Pecnybnika KopnopenwH (Samyang Holdings Corporation) Ta 3miHa
KapTOHHiI kopooLi Kopes; iHOekcy BUpOoBHMYOI ainbHuui (byno: 306-230; ctano: 34324);
BUPOOBHMLTBO in 3MiHuM | TUny - 3MiHK 3 akocTi. CepTudikat BignosigHocTi/lE-
bulk, nepsuHHe cepTudpikaT BiANOBIAHOCTI EBpPONENCHKIN
nakyBaHHS: capmakonei/moHorpadii. MogaHHA HOBOro abo OHOBMEHOTO
OnkoTek ®apma cepTudgikaTa BignoBigHoCTi abo BUy4eHHs cepTudikarta
MpoaykuioH MvbX, BignoBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
HimeuumHa; BUXiQHOro MaTepiany/peareHTy/npoMiXKHOrO NPOAYKTY, L0
BUPOBHMLTBO in BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans 4onoMikHOT
bulk, nepsuHHe peyoBMHM (cepTudikaT BigNOBIAHOCTI €BpONENChKil
nakyBaHHs, capmakonei) - OHoBneHun cepTudikar Big yxe
BTOPUHHE 3aTBEpOKEHOro BUPOGHMKa - MOAaHHS OHOBMEHOMO
nakyBaHHs, cepTtudcpikaTa BignosigHocTi €Bponewichkin dapmakonei Ne R1-
KOHTPO~b cepil: CEP 2009-255 - Rev 02 (3aTBepm«eHo: R1-CEP 2009-255 -
AkBiga 'moX, Rev 00) ans A®Il naknitakceny Big Bxe 3aTBepAykKeHoro
Hime4yumha; BMpobH1Ka Samyang Biopharmaceuticals Corporation, sxun
BTOPUHHE 3MiHMB Ha3By Ha Samyang Holdings Corporation Ta 3miHa
nakyBaHHS: iHOekecy y agpeci BUpOGHUYOI AinbHMLi 6e3 3MiHK Micus
BeHnyc ®apma BMPOBHMLUTBA
MM6X, HimewunHa
117.| NAHFACTPO® TabneTku CaHpos CnoBeHis BMPOGHMLUTBO "in CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/13512/01/02
racTpope3nCTEHTHI dapmachboTi bulk", ynakoBska, TypeuuunHa/ 3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peuenmom
no 40 mr; no 7 Kan3 g.g. TEeCTyBaHHS, PymyHis KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa dopmu abo
TabneTtok y 6nicrepi, BUMYCK cepii; PO3Mipy KOHTEWMHEepa Y1 3aKyrnoptoBarnibHOro 3acoby
no 2 abo 4 6nictepu ynakoBka, BUMYyCK (NepBMHHOI ynakoBKku) (HeCTepurbHi Nikapcbki 3acobu) amiHa
B KapTOHHIN cepii: Ilek po3mipy YapyHku bnictepa (blister pocket) onsi BupobHuyoi
kopobui; no 14 dapmaueBTnyHa ainbHui ek C.A. (Bapwasa, MNonbLua)
TabneTok y 6nictepi, KomMnaHis a.Aa.,
no 1 abo 2 Gnictepu CnoBeHisi;

B KapTOHHIN kopobui

BUPOOHMLTBO "in
bulk", ynakoBka,
TECTyBaHHS:
eHBeoH Inak
CaHai Be Tikapet
A.C., TypeuuunHa;
TECTYyBaHHS:
C.K. CaHpos
C.P.J1., PymyHisi;
BMPOGHMLUTBO "in
bulk", TecTyBaHHs:
Canpos Npyn
Carnuk YpyHnepi
Inaknapi CaH. Be
Tik. A.C.,
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TypeyymHa
118 NAPA®Y3IB PO34uH ANs iHAY3in, dapma MopTyrani C.M. ITanisa BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/17329/01/01
no 10 mr/mn no 50 BaBapis a dapmayeyTivi 3MiHuM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsay. peuenmom
mn abo 100 mn'y IHTepHaujioH C.P.JL 3MiHa y KOpOTKili XapakTepucTuui nikapcbkoro 3acoby, TekcTi
cbnakoHi; no 1 abo an (®bl) MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYBaHHS Ha
10 dpnakoHiB y MopTyraniq, nigcTaBi perynsipHoO OHOBIOBAHOIO 3BiTy 3 6e3neku
KapTOHHIN ynakosLi HOHin. Ilga. nikapcbkoro 3acoby, abo gocnigxkeHb 3 6e3neku 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHuiA nepiog, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 AOCNiOKeHb, NPOBeAeHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHNM OpraHoM) 3MiHU BHECEHO [0
IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y
po3ainu: "B3aemogis 3 iHWMMK nikapcbknuMy 3aco6amm Ta iHLWi
Buan B3aemogin”, "OcobnmeocTi 3acTocyBaHHA" BigNOBIgHO 4O
OHOBJIEHOI iHpopmalii 3 6e3nekn 4iko4oi pe4OBUHM.
119./ NEHTANTIH kancynu, no 10 TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/10881/01/01
®C EKCTPA kancyn y 6nictepi; "ACIHO Crapt" 3MiHn 3 axocTi. CepTudikaT BignosiaHocTi/l E-cepTudikar peuernmom
KAMNCYnu no 1 abo 2 6nictepu YKPATHA" BignoBigHoCTI €Bponeiickkin hapmakonei/MoHorpadii.

B KAPTOHHIN nayui

[MoaaHHa HoBoro abo OHOBMEHOTO cepTudikaTa BiAMOBIAHOCTI
abo Buny4YeHHst cepTudikaTta BignoBigHOCTI €Bponemncoki
dapmakonei: gna ADl; ons BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, O
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI A®I; Ans 4ONOMDKHOT
peyoBUHYM (cepTudikaT BignoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBneHun cepTudikaT Bif yxe
3aTBEPKEHOrO BUPOBHUKa
— nopaHHsi oHosneHoro CepTudikaTy BignoBigHOCTI
€sponencbkin dapmakonei R1-CEP 2000-124-Rev 09 ans
A®I MNapaueTamon Bif 3aTBepAXKeHOro BUpobHuka "Angiu
Lu'an Pharmaceutical Co. Ltd.", Kutai. 3rigHo oHoBReHoro
CEP popaHo noctayanbHuka NpoMidKHOroO MpoayKTy 4-
amiHodeHony - "Phoenix Industrial Co.,Ltd.", Kutan.
3atBepaxeHo: R1-CEP 2000-124-Rev 08;
3anponoHoBaHo: R1-CEP 2000-124-Rev 09. 3MiHu | Tuny -
3MiHn 3 axkocTi. CepTudikaT BignosiaHocTi/l E-cepTudikar
BignoBigHocTi €Bponeichkini hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa BiAnoBIgHOCTI
abo Buny4veHHs ceptucpikata BianoBiAHOCTI €BpONenchbKin
dapmakonei: gna APDl; ons BUXigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPMCTOBYIOTbCH Y BUpobHUUTBI A®I; Ans AonomikHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI €EBponeinchkili
dapmackonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - -NOAaHHA OHOBMEHOro
CepTudikaTy BignosigHocTi €Bponenchkini papmakonei R1-
CEP 2000-124-Rev 10 ana A®I MNMapauetamon Big
3aTBepAkeHoro BMpobHuka "Angiu Lu'an Pharmaceutical Co.
Ltd.", Kutai. 3rinHo oHoBneHoro CEP BunyyeHo paHiwe
BBEEHOro BUpPOGHMKa NPOMiXXHOTO NpoAykTy 4-amiHodpeHony
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Ymoeu

Homep

Ne
n/

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢ghopma,

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

aidnycky

peecmpayiliHo2o

noceio4yeHHs1

3acoby

ynakoeka)

"Phoenix Industrial Co., Ltd.", Kutait 3 nepeniky BUpobHukiB
NpPOMiXHOro NpoaykTy. Kpim TOro 3AincHeHo nepeHeceHHs
BMPOGHMYOro canTy 3aTBEPAXEHOro BUPOBHUKA NPOMIDKHOTO
npopykty 4-amiHodpeHony Anhui Bayi Chemical Industry CO.,
Ltd, China (3atBepmxeHo: 1369 Tushan Road China-233 000
Bengbu, Anhui Province; 3anponoHoBaHo: 1369 Jintuo Road
Mokehou Industrial Park Huaishang District China-233 000
Bengbu, Anhui Province). lNpun Lbomy LWINSX cUHTE3y,
BMPOBHMYMI NpoLiec, obnagHaHHs, cneumdikalisa Ta MeTogm
KOHTPOMIO SIKOCTi 3anuLuaoTbCs HE3MIHHUMU. 3aTBEepKEHO:
R1-CEP 2000-124-Rev 09; 3anponoHoBaHo: R1-CEP 2000-
124-Rev 10.

3a

UA/2617/01/01

120.| NEHTAJTIIH-
»C

Tabnetku no 10
TabneTtok y bnicrepi;
no 1 Gnictepy B
KapTOHHIN naduj; no
10 TabneTok y
Gnictepax

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l E-cepTudikar
BignoBigHoCTI €Bponeiickkin hapmakonei/MoHorpadii.
MogaHHA HoBoro abo oHoBneHoro cepTudikarta BignoBigHOCTI
abo Buny4YeHHst cepTudikaTta BignoBigHOCTI €BponenchKi
dapmakonei: gna ADl; ons BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponechbKin
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOBHUKa
- nogaHHs oHoBneHoro CepTudikaTy BignoBigHOCTI
€sponelicbkint hapmakonei R1-CEP 2000-124-Rev 09 ans
A®I MNapaueTamon Bif 3aTBepAXKeHOro BUpobHuka "Angiu
Lu'an Pharmaceutical Co. Ltd.", Kutai. 3rigHo oHoBReHoro
CEP popaHo noctayanbHuka NpoMipKHOro NpoayKTy 4-
amiHodeHony - "Phoenix Industrial Co.,Ltd.", Kutan.
3atBepaxeHo: R1-CEP 2000-124-Rev 08;
3anponoHoBaHo: R1-CEP 2000-124-Rev 09. 3MiHu | Tvny -
3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l' E-cepTudikar
BignoBigHocTi €Bponeinchkiii hapmakonei/MoHorpadii.
MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa BiAnoBIgHOCTI
abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €Bponencekii
dapmakonei: gna API; ons BUXigHOro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUpobHUUTBI A®Il; ons nonomMikHoT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeichkili
dapmakonei) - OHoBMNeHu cepTudikaT Bifg yxe
3aTBepOKeHOro BUPOGHUKa - MOAaHHSA OHOBIEHOMO
CepTudikaTy BignosigHocTi €Bponenchkini papmakonei R1-
CEP 2000-124-Rev 10 ana A®I MNMapauetamon Big
3aTBepAkeHoro BMpobHuka "Angiu Lu'an Pharmaceutical Co.
Ltd.", Kutai. 3rinHo oHoBneHoro CEP Buny4eHo paHiwe
BBEAEHOro BUPOGHMKa NPOMIXXHOTO NpoAyKTy 4-amiHodeHony
"Phoenix Industrial Co.,Ltd.", Kutan 3 nepeniky BupobHukis
NPOMiXXHOro NpogykTy. KpiM Toro 34iicHeHo nepeHeceHHs

BMPOBGHUYOTO calTy 3aTBepAXXeHOro BUPOGHUKA NMPOMIKHOIO

peuernmom
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npopykty 4-amiHodpeHony Anhui Bayi Chemical Industry CO.,
Ltd, China (3atBepmxeHo: 1369 Tushan Road China-233 000
Bengbu, Anhui Province; 3anponoHoBaHo: 1369 Jintuo Road
Mokehou Industrial Park Huaishang District China-233 000
Bengbu, Anhui Province). lNpun Lbomy LINSX CUHTE3Y,
BMPOBHMYMI NpoLiec, obnagHaHHs, cneumdikalisa Ta MeTogm
KOHTPOMIO SIKOCTi 3anuLuaoTbC HE3MIHHUMU. 3aTBEepPKEHO:
R1-CEP 2000-124-Rev 09; 3anponoHoaHo: R1-CEP 2000-
124-Rev 10.
121 NIKOMPEN NMOPOLLOK Anst DdeppiHr HimeyumH Bupo6Humk Kutai/ BHECEHHS1 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/10979/01/01
oparnbHOro Po3ynHy; MmM6X a roToBOro Himeuunna 3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l E-cepTudikar peuernmom
no 2 cawle 3 npoaykty: deppiHr BignoBigHoCTI €Bponeiickkin hapmakonei/MmoHorpadii.
NOPOLLUKOM Y dapmaveBTikans MogaHHA HoBoro abo oHoBneHoro cepTudikara BignoBigHOCTI
KOMMMEKTi 3 MipHOIO (Kutan) Ko., N1a., abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €BpoNenchKi
TNOXKOI Y KAPTOHHIN KuTan; dapmakonei: gna ADl; ons BuxigHoro
ynakoBLji BignosiganbHMn MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
3a BUNyCK cepii: BMKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMDKHOT
®eppiHr MmbX, peyoBuHM (cepTudikat BignoBigHOCTI €BponeiichbKin
Himeyunna dapmakonei) - HoBuin cepTudikat Big HOBOro BUPOGHMKa
(3amina abo gonoBHeHHS) - MNogaHHsa Hoeoro CepTudikaty
BignosigHocTi €Bponevickkin Papmakonei RO-CEP 2016-005-
Rev 02 ans pjto4oi peyoBMHK KMCNOTa NMMOHHA 6Ge3BoaHa Bif
HoBoro Bnpo6bHuka Jungbunzlauer Ladenburg GmbH,
HimeyymHa (4onoBHEHHS)
122.| NIPALUETAM- PO34UH ANS iH'eKuin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/3225/02/01
OAPHMLUA 200 mr/Mnno5mnB | "®apmaueBT "®apmaueBTUYHa 3miHn 3 akocTi. A®PI. KonTpornb A®I. 3miHa y napameTpax peuenmom
amnyni; no 5 amnyn n4yHa dipma cipma "OapHuus” cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
Y KOHTYpHIN "OapHuus” cneundikauisx Ha A®l, abo BUXigGHNA/NPOMIKHWUIA
YapyHKOBIN NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLECi

ynakoBLi; o 2
KOHTYPHi YapyHKOBI
yNakoBKM B navuli

BMPOGHMUTBa ADI (BUNYYEHHS HE3HAYHOTO NMOKa3HUKa SIKOCTI
(Hanpvknag BUNYyYeHHS 3acTapinoro NoKasHMKa)) BUNyYeHHs
He3HayHoro nokasHvika skocTi APl «Baxki metanu»
BignosigHo Ao Bumor ICH Q3D Guideline for Elemental
Impurities. BBeaeHHs 3MiH NpOTArom 6-Tu MicsuiB nicns
3aTBepAKeHHS. 3MiHun | Tuny - 3miHun 3 akocTi. API. KoHTponb
A®Il. 3miHa y napameTpax cneuudikaui Ta/abo gonyctumumx
MeX, BU3Ha4eHux y crneumdikaisx Ha A®l, abo
BUXiAHWI/MPOMIKHWI NPOJYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobHuutea ADI (iHwi 3MiHK). CynyTHS 3MiHa-
3miHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y MeTogax
BunNpobyBaHHA APl abo BMXigHOro maTepiany/npomikHOro
NpPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NpOLECi
BUpoGHMUTBa ADI (iHWi 3MiHM y MeToaax BUNpobyBaHHS
(Bkrtoyaroum 3amiHy abo gonoBHeHHs) ADI abo
BVXiQHOro/NMpoMiXKHOro NpPoAyKTy) 3aMiHM Ao cneumdikadii Ta
meTogiB koHTponto A®I 3a nokasHnkoM «CynpoBigHi 4OMILLKN»
- NpVBEAEHO Y BiANOBIAHICTb 4O BUMOT MOHorpadii
«Piracetam» €sponelicbkoi ®apmakonei Ta maTepianis
BUpOGHWKa. BBeaeHHs 3MiH npoTsirom 6-T1 MicaUiB nicns
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3aTBepAKeHHs. 3MiHK | Tuny - 3miHn 3 skocTi. API. KoHTponb
A®I. 3miHa y napameTpax cneumdikauini Ta/abo gonycTumMmx
MeX, BU3Ha4eHux y cneumdikauisx Ha Adl, abo
BUXIOHWI/MPOMIDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS
y npoueci BupobHuuTBa AD| (qonoBHEHHS cneumdikauii
HOBWM MOKa3HUKOM SIKOCTi Ta BiANOBIiAHUM METOA0M
BUNPOOYBaHHS) AONOBHEHHS cneumdikauii A®| nokazHukom
«bakTepianbHi eHOOTOKCUHMY 3 BiONOBIQHMM METOAOM
BUNpobyBaHHs. BBeaeHHs 3MiH NpoTarom 6-Tu micsuiB nicns
3aTBEPAKEHHS.
123.| NK-MEPL, PO34uH ANS iHAY3in, Mepy HimeuumnH Bupo6Huk Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/9031/02/01
0,4 mr/mn, no 500 dapmachbtoTi a roToBOro HimevuunHa 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro peuenmom
My cpnakoni; no 2 kanc M6X nikapcbKoro nikapcbkoro 3acoby (iHwi 3MiHun). Mepeknag meTtoais

hnakoHn y
KapTOHHiI kopooLi

3acoby: b. BpayH
Mepaukan, CA,
Icnanis;
Bupo6HuK,
BignoBsiganbHUN
3a BUMYCK cepil:
Mepu ®apma
'M6X i Ko. KlMaA,
HimeyuumHa;
Bupo6HuK,
BignoBsiganbHUn
3a BTOPUHHE
nakyBaHHsi:
MpecTix
MpomoyLuH
Bepkaydcdoepae
pyHr &
Bepbecepsic
'm6X, HimeuunHa;
Bupo6HuK,
BignoBsiganbHUN
3a BTOPVHHE
nakyBaHHs:
X.E.J1.M. T'mM6BX,
Himeyumna

KOHTPOIIO SIKOCTi 3 POCINCHKOT MOBW Ha YKpaiHCbKy. 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
capmakoHarnsgy (iHwi 3miHM). OHOBIEHHS TEKCTY
MapKyBaHHS NEPBMHHOI T@ BTOPUHHOI YMaKOBKMN MiKapCbKOro
3acoby. 3miHu | TMny - 3miHm 3 sikocTi. A®Il. KoHTponb ADL.
3miHa y napameTpax cneuudikauivi Ta/abo JonyCcTUMNX MeX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXIOHWMI/MPOMIDKHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYOTHCS
y npoueci BupobHMUTBa AD| (3BY>KEHHS AONYCTUMUX MEX,
BM3Ha4eHuX y cneuudikauii). 3miHn B cneumdikadii 3a
nokasHukoMm «CynpoBigHi AOMILLKMY, a Came 3BY>KEHHS
OOMyCTUMUX MeX ANS BiAOMUX AOMILLOK, HEBIOMUX Ta iX CyMu
Ta BUpaXXeHHS pe3ynbTaTiB 3a BiANOBiAHUM NOKa3HUKOM Y
BigcoTkax (%) Ta 3 AgBoMa 3Hakamu nicns komu. 3miHa
obymoBrneHa nNpuBeAeHHSIM HOPMYBaHHS 3a aHUM
NOKa3HMKOM Y BiANOBIAHICTb 4O pekoMeHAaLi kepiBHULTBA
ICH Q3A(R2). Kpim Toro, 6ynu BHeceHi pefakLiiiHi npaBku B
po3gini 3.2.S.4.1 (3atBepmxeHo: N-AueTinamiHo-agamaHTaH <
1,000 ppm
1-TigpokcunamaHtagmH 1,000 ppm. Hesigomi cynposigHi
OOMILLKW, OOUHWYHI, po3pax. NO BiJHOLUEHHIO 40 BMICTY
amaHTaguHy cynbdaty < 1,000 ppm. Hesigomi cynposigHi
OOMILLIKK, CyMa, po3pax. No BigHOLLIEHHIO A0 BMICTY
amaHTaguHy cynbdaty < 5,000 ppm
3anponoHoBaHo: N-AueTinamiHo-agamanTaH < 0,10 %. 1-
lpopokcuamarnTaguH < 0,10 %. HeBigomi cynpoBigHi goMilkuy,
OOMHUYHI, po3pax. No BiAHOLIEHHIO [0 BMICTY aMaHTaguHy
cynbdaty < 0,10 %. CynposigHi Aomilku, cyma
(Bigomi/Hesigomi) < 0,50 %)
3MiHu | TUny - 3miHu 3 sikocTi. APIl. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHs AD| abo BuxigHoro
mMaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y Npoueci BUpobHuuTea AD| (He3HauHi
3MiHW Y 3aTBEPAXKEHNX METOAaX BUNPOOYBaHHS).
He3HauHi 3miHM y 3aTBepaXeHux MeTogax BUunpobyBaHHs 3a
nokasHukoMm «CynpoBigHi AOMILLKWY, a8 caMe aHaniTu4Ha
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MeToavKa AornoBHeHa iHdopmMaLlieto Wwoao obnagHaHHS, ske
BVKOPVCTOBYETLCS MPW KOHTPOSTi CYNpPOBIAHNX AOMILLIOK,
penakuinHi npaBku
3MinHn | TMNy - 3MiHK 3 siKOCTi. [oTOBUMIA NikapcbkKiA 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napametpis
crneungikaui Ta/abo 4ONYCTUMMX MEX FOTOBOIO NiKapCbKoro
3acoby (iHwi 3miHK). MpuBeaeHHs cneumdikauii Ha BUNyck Ta
Ha TepMiH NPUAATHOCTI 3a NOKa3HUKOM «YuncToTa» ans
roTOBOro Nikapcbkoro 3acoby y BiANOBIAHICTbL 80
pekomeHaauin kepisHmuTea ICH Q3B(R2). BctaHoBneHi
BMMOT/ HOPMYBAHHS Ansi CYMMU BiZOMUX i HEBIQOMMX [OMILLIOK.
CkacyBaHHsi 4YaCcTOTM TeCTYBaHHS AN AOMILLKM 1-
rigpokcvagamaHTaHy.
3miHu | Trny - 3miHm 3 AkocTi. [oToBUIA Nikapcbkuii 3acio.
KoHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa napameTpis
crneundikaLi Ta/abo 4ONyCTUMMX MEX FOTOBOIO NiKapCbKoro
3acoby (BHECEHHS! 3MiH [0 AOCLE MiCMsi OHOBMNEHHSI 3aranbHoi
cTaTTi Ha roToBy nikapcbky chopmy y [Y/EBponeiichbkin
dapmakonei). MNprBeaeHHs cneuudikadii 3a n. MexaHiyHi
BKITHOYEHHS fo Bumor EP 2.9.19; pegakuinHi npasku. 3miHum |
Tmny - 3MiHK 3 sikocTi. FoToBUIA NikapcbkMin 3aci6. 3MiHK y
BUPOGHMLTBI. 3aMiHa abo BBeAEeHHS A0AaTKOBOI OifbHULL
BUPOOHMLTBA AN YaCcTUHM abo BCbOro BUPOOHUYOro npouecy
roTOBOrO fikapCbKoro 3acoby (AinbHUUS Anst BTOPUHHOIO
nakyBaHHs1).

BBeaeHHsa anbTepHaTuBHOI AinbHuUui MNpecTik MpomoyLuH
BepkaydcdoepaepyHr & Bepbecepsic MM6X, HimeuunHa, sika
Oyae 3aificHIoBaTN BTOPUHHE NakyBaHHs. 3MiHu | Tuny - 3miHn
3 gKocTi. FoToBUI Nikapcbkuii 3aci6. 3MiHM y BUPOOHWLTBI.
3amiHa abo BBeeHHS A40AaTKOBOI AiNbHULi BUPOGHMLTBA ANst
YacTuHM abo BCbOro BUPOGHUYOro NpoLecy rotToBoro
nikapcbkoro 3acoby (QinbHUUA ANS BTOPUHHOIO NaKyBaHHS).
BBeneHHs anbTepHaTuBHOI AinbHuui X.E.JI.T.
'm6X,HimewunHa (H.E.L.P. GmbH, Germany), sika 6yae
3[iNCHIOBaATV BTOPVHHE NMakyBaHHA. 3MiHu | Tuny -
AfMmiHicTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHs Ta/abo agpecu
MicLsl NpOBadXXeHHS QisNbHOCTI BUpObHUKa/imnopTepa
roTOBOrO fikapCbKOro 3acoby, BKMYa4M SinbHUL BUMYCKY
cepii abo MicLie NpoBeLEHHS KOHTPOMIO AKOCTI. (AiANbHICTL, 3a
SIKy Bianosigae BUPOGHMK/iIMNOpTEp, HEe BKMOYaUM BUMYCK
cepit). 3MiHN Ha3BM KOHTpPaKTHOI nabopaTopii, ska BignoBigae
3a KOHTPOJ1b MiKPOBGIOMNOriYHOT YNCTOTU, CTEPUNBHICTD,
KOHTpOnb GakTepianbHUX EHOOTOKCUHIB Ta MeXaHidHi
BKIOYEHHS (HeBuammi vyactku) B J13. 3aTBepaxeHo: 3.2.P.8.1
KoHTponb Mikpo6ionoriyHoi YNCTOTU, CTEPUITBHOCTI,
GakTepianbHUX eHOO0TOKCHHIB Ta BUNPOOOBYBaHHS Ha
MeXaHiYHi BKIMIOYEHHS (HEBUAUMI YaCTWHKM) MPOBOASATL Ha
ainaHui Jlabop 1N + C Al MaHrenbccenba 4, 5, 6 97708 baa
BokneT-IpocceHbpax, HimewunHa Labor L+S AG Mangelsfeld
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4,5,6 97708 Bad Bocklet-Grofenbrach Germany.
3anponoHoBaHo: 3.2.P.8.1 KoHTponb mikpobionoriyHoi
YUCTOTU, CTEPUNBHOCTI, HakTepianbHUX eHOOTOKCHHIB Ta
BUNPOOOBYBaHHSA Ha MEXaHIiYHI BKIMOYEHHS (HEBUOUMI
YacTWHKM) NpoBOAATL Ha AinsHui JTabop JIC CE & Ko KI
MaHrenbcoenbg 4, 5, 6 97708 bag bokneT-I'pocceHbpax,
HimeuumHa Labor LS SE & Co. KG Mangelsfeld 4, 5, 6 97708
Bad Bocklet-GroRRenbrach Germany
124.| NNATUDIIH- PO34MH Ans iH'ekuin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiinHmx matepianis: amiHu Il Tuny - 3a UA/4042/01/01
OAPHUUA 2 Mmr/mn; no 1 mn B "®apmaueBT "®apmaueBTUYHa 3MiHM Wwopao 6e3nekun/edekTUBHOCTI Ta dhapmakoHarnagy (iHLi peuenmom
amnyni; no 5 amnyn nyHa cipma dipma "JapHunua" 3MiHW) - 3MiHW BHECEHO B IHCTPYKLIiO 451 MEAUYHOTO
Y KOHTYpPHin "NapHuus" 3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
YapyHKOBIN «®apmakornoriyHi BnacTuBoCTi» (4oAaHo Bigomy iHpopmalito
ynakoBLiji; no 2 woao M-xoniHo6nokyto4oi Aii nnaTndiniHy Npu 3acTocyBaHHi
KOHTYPHi YapyHKOBI nikapcbkux 3acobiB 3 4il0400 PEYOBMHOK «MNaTUIniHy
yrnakoBKM B nayLi rigpoTapTpaT») BignoBigHO A0 MaTepianiB peecTpaLiiHoro
[OCbE Ta BUCHOBKIB KOHCYIbTaTUBHO-EKCNEPTHMX rpyn
«Xipyprisi, aHecTesionorisi/peaHimaTororis, remMaTonoris,
TpaHcdysionoris. Jlikapcbki 3acobu» Ta «Jlikapcbka
TOKCUKONOrisi». BBeAEHHs1 3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPOKEHHS
125.| NPIOPUKC- nioginizoBaHuin nakcoCwmit Benuka "makcoCmiTKnsanH Benebriga BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/16549/01/01
TETPA™ NMOPOLLOK ANA KnsnH Bputanis Bionogxikans C.A. 3MmiHu 3 AkocTi. MoToBUIA Nnikapcbkuii 3acid. KoHTponb rotoBoro peuernmom
KOMBIHOBAH iH’ekuin; 1 dpnakoH 3 Ekcnopt nikapcbkoro 3acoby. 3MiHa napameTpiB cneundikadii Ta/abo
A BAKLUUHA NMOPOLLKOM Y Nimiteq AOMNYCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby (3BY>KEHHSI
ansa KOMMMEKTi 3 OOMNYCTUMUX MEX). 3BY)XXEHHS KPUTEPIiB NPUAHATHOCTI Npu
NPO®INAKTUK | po3unHHukoMm (Boga BW3HAYeHHI aKTUBHOCTI BipyCy KOpy Ta Bipycy napoTuTy npu
N KOPY, Aans iH’ekuin) no 0,5 BUWMYCKY rOTOBOrO NiKapCbKOro 3acoby 3a NMoKasHNKOM
ENIAEMIMHOI mn (1 gosa)y «CneumndiyHa akTUBHICTbY.
O NAPOTUTY, nonepegHLo 3atBepaxeHo: CneundivyHa akTuBHiCTb. Kopy — He MeHLwwe 3,5
KPACHYXU TA | HanoBHeHOMY log10 TUA50/p03y. MapoTtuty — He meHwe 4,8 log10
BITPAHOI Wwnpuui (y KOMMeKTi TUA50/p03y
BICMNU, XKUBA 3 ;BOMA rofnkamu B3anponoHoBaHo: CneuudivyHa akTnBHiCTb. Kopy — He MeHLue
ATEHYAOBAH abo 6e3 ronok) abo 3,6 log10 TLA50/p03y. MapoTtuTy — He MeHwe 5,0 log10

A

y amnymnax y
BaKyyMHiIn
CTEepUnbHIn
ynakosui; no 1
BaKyyMHiIn
CTEepPWIbHIN ynakoBsLi
Y KapTOHHI Kopobui;
1 donakoH 3
MOPOLLKOM Y
KOMMIEKTi 3
PO34MHHMKOM (BOAA
ans iH’ekyin) no 0,5
mn (1 gosa) y
nonepeaHLo
HanoBHEHOMY

TUA50/p03y
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LINpULi Y BakyyMHin
CTepUIbHI
ynakosui; no 1
BaKyyMHin
CTEpPWIbHIN ynakoBLi
Y KapTOHHI KopobLi;
1 conakoH 3
MOPOLLIKOM Y
KOMMNNEeKTi 3
pPO34YMHHMKOM (BOAa
ans iH'ekuin) no 0,5
mn (1 gos3a) B
amnyni y BakyyMHin
CTEepUIbHIN
ynakosui; no 1
BaKyyMHin
CTEPWIbHIN ynakoBLi
Y KapTOHHI kopobui
126, NPOTOMUN ryCTUI eKCTpakT ToBapucTeo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4O peecTpaliinHmux maTtepianis: 3miHu | Tuny - - UA/17258/01/01
(cybcTaHuis) B 3 obmexeHo AamiHicTpaTvBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu
EMHOCTSX i3 obMexXeHow BigNoOBiganbHIiCTIO 3asiBHMKA (BracHUKa peecTpauiiHoro NocBig4yeHHs1) amiHa
HepXxaBito4oi cTani BignoBsiganb "HaykoBo- agpecu 3asBHMKa
ans HiCTIO BUPOOHMYa
thapmaueBTUYHOroO "HaykoBo- KOMNaHis
3acToCyBaHHS BMPOGHUWYa "Exkochapm"
KOMMaHisi
"Exodpapm”
127.| PENNATAN KOHUeHTpaT ans LWarnep IpnaHgis BiAMNoBiganbHUi Ipnangis/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/15890/01/01
po34nHy Ans dapmachbtoTi 3a BMNYCK cepil: Himeuumnna/ 3miHu 3 skocTi. A®I. KoHTponb A®Il. 3miHa y meTogax peuenmom
iHdy3in, 1 mr/mn; no Kans Lanep CLA/ BunpobyBaHHA APl abo BMxigHOro matepiany/npomikHOro
3,5 Mn KoHLEeHTpaTy Ipnangis dapmachbioTikans Cnony4yeHe nNpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y NPoLECi
y cbnakoHi, no 1 Nimiteq Ipnangis Iliviteq, | KoponiBcTBo BUpoGHMUTBa ADI (iHWi 3MiHM y MeToaax BUNpobyBaHHs

dnakoHy y
KapTOHHiIN kopobui

Ipnangis;
BUPOBHMLTBO
nikapcbKoro
3acoby, KOHTPOIb
SIKOCTI cepil,
BidyarnbHa
iHcnekuia: BeTtTtep
dapma-depTirtoHr
mM6X EHng Ko. KT,
HimeuumHa;
BUPOBHMLTBO
nikapcbkoro
3acoby, KOHTPOIb
akocTi M3:
KeHpxiH
Bavo®apma, JITO

/
Hinepnanamn

(Bkntoyaroumn 3amiHy abo gonosHeHHs) ADI abo
BVXiAHOrO/MPOMiXKHOIrO MPOAYKTY) - BBEAEHHSA HOBOIO
poboyoro ctaHgapTHoro 3pa3ka RS-50012B000 (WRS) ans
AitoYoi pevoBUHM arancuaasa anbda Ta BCTaHOBNEHHS
[BOPIBHEBOI CUCTEMM CTaHOAPTHUX 3paskiB (two-tired
reference standart system). BBeaeHHsi 3MiH npoTsirom 6-Tu
MicsILIB Micns 3aTBEPKEHHST; 3MiHM | TUny - 3MiHK 3 SIKOCTI.
[oToBMI nikapcbkuii 3acib. KOHTponb roToBOro nikapCbkoro
3acoby. 3miHa y MeToax BUNpoGyBaHHS rOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHM y MeToAax BUNpobyBaHb
(Bkrtoyatoum 3amiHy abo JOMNoBHEHHS)) - BBeaeHHs HoBOro
poboyoro ctaHgapTHoro 3paska RS-500128B000 ans
roTOBOro fikapcbkoro 3acoby arancugasa anbda. BeegeHHs
3MiH NPOTArom 6-Tu MiCSILiB MiCNsi 3aTBEPKEHHS
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(06a EmepaxeHT
BarioConywwiHa
(CibiAin), CLUA;
KOHTPOIb SKOCTI
cepii, BisyanbHa
iHCnekuis: BeTTep
dapma-depTirtoHr
'm6X Eng Ko. KT,
HimeyuuHa;
Bettep dapma-
®eprirtoHr MTM6X
EHpa Ko. KT,
HimeyuumHa;
BidyanbHa
iHCnekuis: BeTtTep
dapma-depTirtoHr
'mM6X EHg Ko. KT,
HimeyuumHa;
KOHTPOrb SKOCTI
N3: Warep
XblomeH [keHeTik
Tepanic, CLUA;
KOHTPOIb AKOCTI
cepii: Yapnb3a
Pisep
JlabopaTtopis
Anneng NTa,
Ipnangis; KoBaHc
JlabopaTtopis
Nimiten,
Cnony4yeHe
KoponiscTBo;
MapKyBaHHsi Ta
nakyBaHHs1,
ancTpubyuis
roToBOro
nikapcbKoro
3acoby: EmiHeHT
Cepsices
Kopnope#LuH,
CLUA; OIEAYER
Cannnain YenH,
HigepnaHaw;
OIEnYEn Cannnan
YenH, Higepnanam

128.

PUOAMNILNH
75
Mr/I3OHIA3UA
50

TabneTku
avcneprosaHi, no 75
mr/50 mr/150 mr, Ne
100 (10x10): no 10

Makneoac
dapmackoT
nKanc
TNimiten

IHAis

Makneopc
dapmackroTrKarnc
Nimiten

IHAis

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny -
3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta dbapMakoHarnsaay.
BBeneHHsa abo 3MiHu 4o y3aranbHeHVX AaHuX npo cuctemy
hapmakoHarnsay (BBeAeHHs ysaranbHeHUX AaHnX npo

3a
peuenmom

UA/17008/01/01
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MI/NIPASUHA TabneTok y cTpuni; cuctemy chapmakoHarnsgy, 3miHa ynosHoBaXeHoi ocobu,
Mig 150 Mr no 10 ctpuniB y BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
KapTOHHIN ynakoBLyj; ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHs!
Ne 84 (28x3): no 28 chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
TabneTok y cTpuni; YMNOBHOBaXeHOI 0cobu, BignoBiaanbHoi 3a 34iNCHEHHS
no 3 ctpunn y thapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo 3miHn y
KapTOHHIN ynakoBLyj; po3MiLLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
Ne 100: no 100 3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKA, BiANoBiAansHOI 3a
TabneTok B dapmakoHarnsg.
nonieTuneHoBoMy [itoya pepakuia: AHxy Arapsan. lNponoHoBaHa pegakuis: Dr.
nakerti, BKnageHomy Ashish Mungantiwar. 3miHa KOHTaKTHVX AaHWNX YNIOBHOBaXXEHOI
y namiHoBaHe calue; ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmakoHarnsg. 3miHa
no 1 namiHoBaHomy KOHTaKTHOI 0cobu 3asiBHUKA, BignoBiganbHOI 3a 3AiNCHEeHHs
cawle B dapmakoHarnsaay B YkpaiHi. [litova pepakuis: MNetperuyk
NnnacTUKOBOMY OneHa BiktopieHa. NMponoHoBaHa peaakuis: Kyumba TeTsHa
KOHTENHepI BacuniBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu
3asBHUKA, BiAMNOBIAANbLHOI 3a hapMakoHarnsag B YKpaiHi.
3miHa Homepa macTep-ganna cuctemmn dapmakoHarnagy.
129.| PIBOJIEB TabneTkn, BKpUTI Pisodhapm LLsenuapi PiBodapm CA LLisenuapis BHECEHHS 3MiH 0O peecTpaLlinHnX maTepianis: 3MiHu | Tuny - 3a UA/14758/01/01
NniBKOBOIO CA a 3miHun 3 akocTi. CepTudikar BignosigHocTi/l' E-cepTudikat peuenmom
o6onoHkoto, no 250 BignoBigHoCTI €Bponeiickkin hapmakonei/MoHorpadii.
mr; no 10 TabneTok MogaHHA HoBoro abo oHoBReHoro cepTudikarta BiANoBiAHOCTI
y brictepi; no 3 abo abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €BpoNenchKi
no 6 Gnictepis y dapmakonei: gna ADl; ons BuxigHoro
KapTOHHiI kopobui maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
BVKOPUCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AoNOMiKHOT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €Bponeinchkii
dapmakonei) - OHoBNeHWI cepTudikaT Bif yxe
3aTBepOkeHOro BUPo6HUWKa - MogaHHA OHOBMEHOTO
cepTudikaTa BignosigHocTi €Bponeiickkinn dapmakonei Ne R1-
CEP 2014-113 - Rev 01 (3aTBepaxeHo: R1-CEP 2014-113 -
Rev 00) ans A®| neseTupaueTamy Bif BXe 3aTBEPAKEHOIO
Bupo6Hvka HETERO LABS LIMITED, IHgis
130.| PIBOJIEB TabneTku, BKpUTI Pisocapm LLsenuapi Pisodgapm CA LLisevinapis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/14758/01/02
NniBKOBOIO CA a 3miHun 3 akocTi. CepTudikar BignosigHocTi/l'E-cepTudikat peuenmom
obornoHkoto, no 500 BignoBigHocTi €Bponeichkini hapmakonei/MoHorpadii.
mr; no 10 TabneTok MogaHHs HoBoro abo OHOBMEHOrO cepTudikaTa BiAnoBIgHOCTI
y brictepi; no 3 abo abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €BponenchKi
no 6 Gnictepis y dapmakonei: gna Adl; ons BUXigHOro
KapTOHHI kopobui maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCA Y BUpobHuUTBI A®I; Anst 4onomikHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI €EBponeinchkili
dapmackonei) - OHoBMNeHW cepTudikaT Bif yxe
3aTBepOkeHoro BUpo6HuKa - MogaHHA OHOBMEHOTO
cepTudpikaTa BignosigHocTi €Bponeiickkint dapmakonei Ne R1-
CEP 2014-113 - Rev 01 (3atBepaxeHo: R1-CEP 2014-113 -
Rev 00) ans A®| neBeTupaveTamy Bif Bxe 3aTBEpIAKEHOrO
Bupo6Hvka HETERO LABS LIMITED, IHgis
131.| PIBOJIEB TabneTku, BKPUTI Pisodpapm LLisenuapi Pisodapm CA LLisenuapis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/14758/01/03
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NNiBKOBOO CA a 3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenmom
obonoHkoto, no 1000 BiANOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
mr; no 10 TabneTok MogaHHA HoBoro abo oHoBReHoro ceptudikara BianoBiZHOCTI
y BnicTepi; no 3 abo abo BunNy4eHHs ceptudpikata BianoBiaHOCTI €BpoONenchbKin
no 6 Gnictepis y dapmakonei: gna ADI; onsa BUxigHoro
KapTOHHiI kopooLi MaTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BigNOBIAHOCTI EBpONEnChKii
capmakonei) - OHoBneHun cepTudikar Big yxe
3aTBepOKeHoro BUpo6HuKa - MogaHHA OHOBMEHOTo
cepTtudpikaTa BignosigHocTi €Bponewichkin dapmakonei Ne R1-
CEP 2014-113 - Rev 01 (3aTBepmxeHo: R1-CEP 2014-113 -
Rev 00) ans A®l neeetupaveTamy Big Bxe 3aTBEpAKEHOro
BupobHmka HETERO LABS LIMITED, IHgis
132.| PIOMNAH CycneHsia oparnbHa, Takepa HimeuvuuH Takega MM6X HimevuunHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3miHu | Tuny - 6e3 UA/11741/02/01
800 mr/10 mn no 10 meX a 3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3acib. Onuc Ta cknag peuenma

M B cawe; no 10,
abo no 20, abo no
50 cawe B

KapTOHHiIN kopobui

(iHWi 3miHW) pegakuiviHi NpaBKku B cKragi 4ONOMDKHOT
peYoBUHM - eMynbCii cumeTnkoHy 30% (3a3HayeHHs B
nigpo3aini 3.2.P.1. «Onuc Ta cknag nikapcbkoro 3acoby»
KopekTHoro kinbkicHoro cknagy SILFAR SE 4). 3minu | Tuny -
3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3aci6. Onuc Ta cknag,.
3MiHa y cknagi (QONOMKHUX pe4OBMHAX) FOTOBOIO NiKapCbKoro
3aco0y (iHLWi 4ONOMiKHI peqoBuHN) - 3aMiHa ogHiel
AOMNOMDKHOT Pe4OBUHU Ha iHLLY 3 TUMX CaMUMK
DYHKLiOHaNbHUMKN XxapakTepucTukamu Ta Ha ToMy camomy
piBHI. 3anponoHOBaHO BUKOPUCTOBYBaTH arnbTepHATUBHWI
maTepian AONOMKHOT Pe4OBUHM eMynbCii cumeTukoHy 30%, a
came 3acib Antifoam C (3atBepaxeHo SILFAR SE 4). 3Mminu |
Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHoOCTI EBpoNenchKil
dapmakonei/MoHorpadii. 3miHW, NoB'A3aHi 3 HeobXiaHICTIO
NpVBEAEHHS Y BIANOBIAHICTb A0 MOHorpadii AdY abo
€Bponeiicbkoi hapmakonei, abo iHLWOi HaLioHanbHOoI
apmakonei aepxasu E€C (3miHa y cneuudikauisix, NoB's3aHa
3i amiHamu B [1®Y, abo E€Bponevickkin dapmakonei, abo iHLwin
HauioHanbHin chapmakonei aepxasu €C) 3aMiHa Ha3BuM
[OOMOMiXHOT peqoBUHU akauii (rymiapabiky), BignosigHo oo
OHOBIEHMX BUMOT MoHorpadii Ph.Eur. 3atBepakeHo: Acacia,
spray dried 3anponoHoBaHo: Acacia, dried dispersion. 3MiHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIn
dapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3 HeobXiaHICTIO
npuBeaeHHs y BiANoBigHICTbL o MoHorpadii APY abo
€Bponenckkoi hapmakonei, abo iHLWOoi HauioHanbHoT
apmakonei aepxasu E€C (3miHa y cneuudikauisix, NoB's3aHa
3i amiHamu B 1Y, abo E€Bponeiicbkinnt hapmakonei, abo iHLin
HaujioHanbHi dapmakonei fepxasn €C) BUNy4YeHHs TecTy
«Baxki meTanuy 3i cneumdikaLii JONOMDKHUX PEYOBUWH
KapamenbHuii apomaTtunsaTop 1a KpemoBui apomatmsatop
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133.

PIOMNAH

cycrneHsisi oparbHa,
1600 mr/10 mn no 10
mn B cawe; no 10,
abo no 20, abo no
50 cawe B
KapTOHHiI kopooLi

Takepa
meX

HimeyvuuH
a

Takepa 'mM6X

HimevumnHa

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. MoToBWI NikapcbkuiA 3acib. Onuc Ta cknaa
(iHWi 3miHW) pegakLuiiHi NpaBku B cKnagi 4ONOMIKHOT
peYoBUHM - eMynbCii cumeTnkoHy 30% (3a3HayeHHs B
nigpo3aini 3.2.P.1. «Onuc Ta cknag nikapcbkoro 3acoby»
KOpEeKTHOro kinbkicHoro cknagy SILFAR SE 4). 3miHu | Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkuii 3acib. Onuc Ta cknag,.
3MiHa y cknagi (BOMOMIKHUX Ppe4OBMHAX) FOTOBOTO fiKapCbKoro
3aco0by (iHwWi gonomixkHi pe4yoBuHN) - 3amiHa OaHiel
[OOMOMIXKHOT peYOBUHU Ha iHLLY 3 TUMU CaMUMK
PyHKLIOHaNbHNMMN XapakTepucTMkammn Ta Ha TOMy camomy
piBHI. 3anponoHoBaHO BUKOPUCTOBYBATW arnbTepHaTUBHWI
mMarepian JONOMiKHOT pevoBUHU eMyrbCeii cumeTukoHy 30%, a
came 3aci6 Antifoam C (3atBepaxeHo SILFAR SE 4). 3minn |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3 HeobXiAHICTIO
NpyBEeAEHHS Yy BIANOBIOHICTL 40 MOHorpagii AdY abo
€Bponeiicekoi hapmakonei, abo iHWOoi HauioHanbHoT
dapmakonei gepxasu €C (3miHa y cneuudikauisx, nos'asaHa
3i amiHamu B [10Y, abo €Bponelicbkii hapmakonei, abo iHLwin
HauioHanbHin papmakonei aepxaeu €C) aMmiHa Ha3Bu
AOMOMDKHOI peqoBUHU akauii (rymiapabiky), BianosigHO 4o
OHOBEeHuX BUMor moHorpadii Ph.Eur. 3atBepgkeHo: Acacia,
spray dried 3anponoHoBaHo: Acacia, dried dispersion. 3miHu |
Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHOCTI EBponenchKil
dapmakonei/MoHorpadii. 3miHW, NoB'A3aHi 3 HeobXiaHICTIO
NpVBEAEHHS Y BIANOBIAHICTb A0 MOHorpadii AdY abo
€Bponeiicbkoi hapmakonei, abo iHLWOi HalioHanbHOoI
dapmakonei aepxasu E€C (3miHa y cneuudikauisix, nos's3aHa
3i amiHamu B [1®Y, abo E€Bponevickkin dapmakonei, abo iHLwin
HauioHanbHi chapmakonei aepxasu €C) BUNYyYEHHs TECTY
«Baxki meTanu» 3i cneumdikaLii JOMNOMDKHUX PEYOBUH
KapamenbHuii apomaTtunsatop 1a KpemoBuii apomatmsarop

6e3
peuenma

UA/11741/02/02

134.

PO3ATON

Kpanni O4Hi, po3ynH
no 0,3 mr/mn; no 3
MIT PO34MHY Y
donakoHi-
KpanensHuuj; no 1
abo 3 dhnakoHu-
KpanenbHuLi B
KapTOHHI kopobui

AT "Apamep
dapma”

MNonblia

AT "Apnamvep
®apma", MonbLa
(Bunyck cepii);
K.T. POM®APM

KOMMAHI C.P.J1,,

PymyHis
(BMpOBHMLTBO "in

bulk", nakyBaHHs i

KOHTPOMb cepii)

Monbwa/
PymyHis

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
3MiHa y KOpOTKil XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha
niacTasi perynsipHo OHOBIIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiHui nepiod, abo sk
pes3ynbTarT OUiHKK 3BiTY 3 OCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpnyHux gocnigkeHb (PIP) (iHwi 3mMiHW) 3miHK
BHECeHi [0 iHCTPYKLUIi Ans MeAWUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnmBocTi 3acTocyBaHHs",
"MoGiyHi peakuii" BiANoBigHO 4O OHOBMEHOI iHhopMaLii 3
6e3neku git4oi pe4oBUHM.

3a
peuerimom

UA/17942/01/01

135.

PO3ATON

Kpanni OYHi, po34ynH

AT "Apnamvep

MNonblua

AT "Apamven

Monbwa/

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -

3a

UA/17942/01/01




95 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 0,3 mr/mn; no 3 dapma” dapma", MonbLia PymyHis 3MiHM Wwopao 6e3nekun/edeKkTUBHOCTI Ta dhapmakoHarnagy (iHLwi peuenmom
MIT PO3YMHY Y (Bunyck cepii); 3MiHW) 3MiHW BHECEHI A0 IHCTPYKLIi ANs MeanyHoro
hnakoHi- K.T. POM®APM 3acTocyBaHHs nikapcbkoro 3acoby y po3ain"OcobnmeocTi
KpanenbHuui; no 1 KOMMAHI C.P.1., 3acTocyBaHHs" BignoBiaHO 4O OHOBMEHOT iHbopmalii 3
abo 3 dnakoHu- PymyHis 6e3neku Aitlo4oi pevoBUHM.
KpanenbHuLi B (BUPOBHMLTBO "in
KapTOHHiIN kopooLi bulk", nakyBaHHs i
KOHTpOIb cepii)
136./ PO3YCTAT TabneTkn, BKpUTI Makneoac IHAis Makneoac IHAis BHECEHHS1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/16734/01/01
NniBKOBOO dPapmacbioT dPapmacbioTukanc 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuenmom
obornoHkot, no 5 mr; nkanc Timiteq BeeaeHHs abo 3miHn J0 y3aranbHeHVX AaHnX npo cuctemy
no 10 Tabnetok y Jlimiteq thapmakoHarnagy (BBeaeHHs yaranbHeHUX 4aHux npo
6nictepi, no 3 abo 9 cuctemy chapmakoHarnsgy, 3miHa ynosHoBa)eHoi ocobu,
6nictepi y BiANOBIAANbLHOI 3a 3AICHEHHS dhapMaKkoHarnsay; KOHTakTHOI
KapTOHHiIN kopooLyj; ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 34iNCHEHHs!
no 30, 60, 90 bapmakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHa Bif
TabneTok y dnakoHi, YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
no 1 onakoHy B capMakoHarnagy (Bkrovarumn KOHTaKTHI AaHi) Ta/abo amiHn y
KapTOHHiI kopooLi po3MilLleHHi MacTep-chaina cuctemn chapMakoHarnsgy) amiHa
YNOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAANbHOI 3a
chapmakoHarnsag,.
[itoya pepakuin: AHXxy Arapsan. lNponoHoBaHa pegakuis: Dr.
Ashish Mungantiwar. 3miHa KOHTaKTHVX AaHWNX YNIOBHOBaXXEHOI
ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKA, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsays YkpaiHi. [litova pepakuis: MeTperyyk
OneHa BiktopiBHa. MNponoHoBaHa pepakuis: Kyuuba TeTsaHa
BacuniBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapMakoHarnsag B YKpaiHi.
3miHa HomMepa macTep- danna cuctemu dpapmakoHamsay.
137.| PO3YCTAT TabneTkn, BKpUTI Makneoac IHAis Makneoac IHAais BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/16734/01/02
NniBKOBOKO dapmachoT dapmacbkroTrKarnc 3MmiHu Woao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenmom
obornoHkoto, no 10 mkanc Nimiten BBeneHHs abo 3miHM [0 y3aranbHeEHVX AaHWUX Npo cucTemy
mr; no 10 TabneTok Nimiteq hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX JaHUX Npo

y bnictepi, no 3 abo
9 bnictepiB y
KapTOHHiIl kopobuyj;
no 30, 60, 90
TabneTok y cnakoHi,
no 1 pnakoHy B
KapTOHHiIN kopobui

cuctemy hapmakoHarnsagy, 3miHa ynoBHOBaXeHoi ocoou,

BignoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans 3aiiCHEHHS
tbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS

hapmakoHarnsigy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y

po3milLleHHI MacTep-danna cuctemu papmakoHarnagy) aMmiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BiANOBiAanbHOI 3a

dapmakoHarnsag.

[Hitoua pepakuisi: Anxy Arapsan. lNMponoHoBaHa pepakuis: Dr.
Ashish Mungantiwar. 3MiHa KOHTaKTHUX J4aHWX YNOBHOBaXeHOI
ocobu 3asiBHUKA, BiANOBiganbHOI 3a chapmakoHarnsg. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnagys YkpaiHi. [itova pegakuis: MNeTpeHuyk
OneHa BiktopiBHa. MNponoHoBaHa pefakuis: Kyuuba TeTsiHa
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n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BacuniBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapMakoHarnsag B YKpaiHi.
3miHa Homepa macTep- ganna cuctemun dhapMmakoHarnagy.
138./ PO3YCTAT TabneTku, BKPUTI Makneogc IHais Makneonc IHAis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/16734/01/03
NniBKOBOIO dapmacbioT dapmacbioTmkanc 3MiHu Wwopo 6e3nekn/edPekTMBHOCTI Ta dbapMakoHarnsay. peuenmom
obornoHkoto, no 20 mkanc Nimiten BBeneHHs abo 3MiHM 00 y3aranbHeHUX 4aHUX Npo cUcTemy
mr; no 10 TabneTok Nimiteq dapmakoHarnagy (BBe4eHHs y3aranbHeHUX 4aHuX Npo
y 6nictepi, no 3 abo cuctemy cbapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobwm,
9 GnictepiB y BignoBiganbHoI 3a 34iMCHEHHS dhapMakoHarnsay; KOHTaKTHOT
KapTOHHiIN kopooLyj; ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 30iNCHEHHSs!
no 30, 60, 90 apmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
TabneTok y dnakoHi, YNOBHOBa)eHOT 0cobWu, BignoBigansHoi 3a 34iNCHEHHS
no 1 onakoHy B tapMakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo amiHn y
KapTOHHiIN kopobui po3milLieHHI macTep-danna cuctemu papmakoHarnagy) aMmiHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BigNoBiAanbHOI 3a
chapmakoHarnsag,.
[Hitoua pepakuis: Anxy Arapsan. lNponoHosaHa peaakuis: Dr.
Ashish Mungantiwar. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOI
ocobu 3asiBHMKA, BignoBiganbHoI 3a hapmakoHarnsg. 3miHa
KOHTAKTHOI 0COOM 3asiBHUKA, Bi4NOBI4aNbHOI 3a 34iIMCHEHHS
thapmakoHarnagys YkpaiHi. [litova pegakuis: MeTpeHuyk
OneHa BiktopieHa. NMponoHoBaHa peaakuis: Kyumba TeTsHa
BacuniBHa. 3miHa KOHTaKTHMX JAHWUX KOHTaKTHOI 0cobu
3asiBHMKa, BigNOBiAanbHOI 3a hapMakoHarnsg B YKpaiHi.
3miHa HoMepa macTep- danna cuctemu dpapmakoHarmsay.
139.| PO3YCTAT TabneTkn, BKpUTI Makneoac IHAis Makneoac IHAais BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/16734/01/04
NniBkOBOIO dapmacbioT dapmacbloTmkanc 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuenmom
obornoHkoto, no 40 ukanc Nimiteq BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHnX Npo cuctemy
mr; no 10 TabneTok Nimiteq dapmakoHarnagy (BBeOeHHS y3aranbHEeHUX JaHUX Npo
y bnicTepi, no 3 abo cucTemMy chapMakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
9 GnictepiB y BigNoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsaay; KOHTaKTHOT
KapTOHHiIn kopobuyj; ocobu 3 dhapmakoHarnagy 3asiBHUKa ANS 34IMCHEHHS
no 30, 60, 90 hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHa Bif
TabneTok y dnakoHi, yMNOBHOBaXeHOI 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS
no 1 dnakoHy B dapmakoHarnsaay (BKIYaum KOHTaKTHI AaHi) Ta/abo 3miHn y
KapTOHHiI kopobui po3MmilLleHHI MacTep-gaina cuctemu papmakoHarnagy) aMmiHa
yNoBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
dapmakoHarnag,.
[itova pepakuin: Arxy Arapsan. lNponoHoBaHa pegakuis: Dr.
Ashish Mungantiwar. 3MiHa KOHTaKTHUX A4aHWX YNOBHOBaXEHO|
ocobu 3asBHUKaA, BiAMOBIAanbLHOI 3a dapmakoHarnag. 3MiHa
KOHTaKTHOI 0cobu 3asBHUKA, BiAnNoBiAanbHOI 3a 3[iNCHEHHSA
dapmakoHarnagys YkpaiHi. [itoua pegakuis: MNeTpeHuyk
OneHa BiktopiBHa. NponoHoBaHa pepakuis: Kyuuba TetaHa
BacuniBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobu
3asiBHMKa, BignosiganbHoi 3a hapMakoHarnsg B YkpaiHi.
3miHa HoMepa macTep- danna cuctemm dapmakoHarmsay.
140, CENNCENT® Kancynu no 250 wmr; & . Xocppmar | Lsenuapi Brpo6HuuTBO ITanis/ BHECEHHS 3MiH 0 peecTpauinHux maTepianis: 3miHu | Tuny - 3a UA/6612/01/01
no 10 kancyn y H-J1s1 Powu A Hepo3dacoBaHoi LLiBenuapis 3MiHu 3 gkocTi. CepTudikaT BignosigHocTi/l E-cepTudikat peuyenmom
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6nictepi; no 10 Nt npoayKuit; BignoBigHOCTI €Bponeiickkin hapmakonei/MoHorpadii.
GnictepiB y nakyBaHHs, MogaHHsa HoBoro abo OHOBMEHOTO cepTudikaTa BiANoBIAHOCTI
KapTOHHIN nayui BUNPOOYBaHHSA abo BuNy4eHHs ceptudpikata BianoBiaHOCTI €BpONENChbKin
KOHTPOIO SKOCTI: dapmakonei: gna ADl; ons BuxigHoro
Henbdapm marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
Minano, C.P.J1., BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; anst ONOMiKHOT
ITania pevoBuHu (CE-cepTudikaT BignoBigHOCTI €Bponencbkin
MakyBaHHs, capmaxkonei gna Adl/BuxigHoro
BUNYCK cepii: maTtepiany/peareHTy/NpoMiXKHOro NPoAyKTy abo JOMOMIKHOT
®.XoppmaHH-J1s peyoBuHM) - HoBWIA cepTudikat 4nsa BuxigHoro
Pow NTg, marepiany/peareHTy/npomiKHOro NPoayKTy abo AOMOMiIKHOI
LLsenyapis pPEeYOoBUHM Big HOBOro abo BXe 3aTBEpAXEeHOro BUpOOHMKa -
Bunyck cepit: noaaHHs Hoeoro E-cepTudikarta BianoBigHOCTI €Bponencobkin
®.XodpdpmaHH-J1s dapmakonei Ne R1-CEP 2000-050 - Rev 02 ans xenaTuHy Big
Pow 174, HoBoro BnpobHuka Gelita Group, Eberbach, Germany. 3minu |
LLiseviLapis TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/l'E-

cepTudikat BiANOBIAHOCTI EBpONENCHKIN
capmakonei/MmoHorpadii. MNogaHHsA HoBOro abo OHOBNEHOTO
cepTudgikaTa BignoBigHocTi abo BUNy4eHHs cepTudikata
BiANoBigHOCTI €Bponencokin dapmakonei: ana A®l; ans
BMXiAHOro MaTepiany/peareHTy/NpOMiKHOrO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; ans onoMiKHOT
peyosuHu (FE-cepTudpikat BignosigHoCTI €EBponenchKin
dapmakonei gna Adl/BuxigHoro
maTepiany/peareHTy/npomikHOro NpoaykTy abo AoMOMiXKHOI
peyoBuHM) - OHOBMNEHWI cepTudikaT Bif BXe 3aTBepaAXEeHOro
BMPOGHUWKa - noAaHHs oHoBneHux ME-cepTudikatis
BignoBigHocTi €Bponelickki papmakonei Ne R1-CEP 2000-
045 - Rev 04 ta R1-CEP 2005-217 - Rev 02 (3aTBEpAXEHO:
R1-CEP 2000-045 - Rev 03 Ta R1-CEP 2005-217 - Rev 00)
Ans XenaTuHy Bif 3aTBepaXeHunx BUpobHukiB Tessenderlo
Group N.V. Divivion PT Leiner, Vilvoorde, Belgium Ta Nitta
Gelatin INC., Osaka, Japan BignoBigHo. 3miHu | Tuny - 3miHn 3
sikocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BiANoOBIAHOCTI €Bponencokini hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOTO cepTudikaTa BiAMOBIAHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI €Bponeinchkii
dapmakonei: gna ADI; onsa BUxigHoro
marepiany/peareHTy/NpOMIKHOIO NPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUpobHULTBI ADI; Anst JonomixxHOT
peyoBuHu (FE-cepTudikat BignosigHocCTi €EBponerichkin
dapmakonei ans Adl/BuxigHoro
matepiany/peareHTy/npoMikHOro NpoaykTy abo AOMOMiKHOI
peyoBUHM) - BunyyeHHs ceptudikaTis (y BUNagKy HasBHOCTI
MynbTUNNeTHOro ceptudikata Ha maTtepian) - Buny4eHHs 'E-
cepTudikaTiB BignoeigHocTi €Bponeiicbkint hapmakonei Ne R1-
CEP 2004-247 - Rev 00 Ta R1-CEP 2004-320 - Rev 00 ans

xenatuHy Bif BupobHuka Nitta Gelatin INC., Osaka, Japan.

3miHu | Tuny - 3minm 3 sikocTi. CepTudikat BignosigHocTi/lE-
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepTudikat BignoBigHOCTI EBpONENCHKi
apmakonei/MoHorpadii. MogaHHs HoBOro abo OHOBNEHOro
cepTudgikaTa BignoBigHoCcTi abo BUny4eHHs cepTtudikara
BigNoBigHOCTI €Bponeichkin thapmakonei: ana A®l; ans
BUXiQHOro martepiany/peareHTy/NPOMIKHOro NPoAyKTy, LU0
BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; anst ONOMiKHOT
pevoBuHu (CE-cepTudikaT BignoBigHOCTI €Bponencbkin
capmaxkonei gna Adl/BuxigHoro
maTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY abo JOMOMIKHOT
peyoBuHM) - OHOBMEHUIA cepTUdiKaT Big BXe 3aTBEPOYKEHOIO
BUpobHMKa - nogaHHsi oHoBneHoro ME-ceptudikara
BignoBigHocTi €Bponeicokin dhapmakonei Ne R1-CEP 2000-
344 - Rev 03 (3aTBepaxeHo: R1-CEP 2000-344 - Rev 02) ons
XenaTtuHy Bif 3aTBepaxeHoro BupobHuka Nitta Gelatin,
Cochin, Kerala, India.
141 CUMBACTATWU | Tabnetku, BKpUTI AHaHTa Benwka MapkcaHc ®apma IHgis BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/14019/01/02
H 20 AHAHTA NniBKOBOIO Megikeap BpuTaHis Jito. 3MmiHu Woao 6es3nekn/edekTMBHOCTI Ta hapMakoHarnsagy. peuenmom
o6onoHkoto, no 20 ITa. BunyueHHs (cuna gii) - BUny4eHHs go3yeBaHHs CumBacTaTuH
Mmr; no 14 TabneTtok 10 AHaHTa. 3MiHM BHeceHo y po3gain "Cknag" Ao iHCTpykuii ans
y 6nicTepi; no 2 MEeOUYHOro 3aCTOCYyBaHHS NiKapcbKoro 3acoby Lwoao
Gnictepu B BUyYeHHs cunm gii 10 Mr Ta sik Hacnigok y po3aainu "Cnocio
KapTOHHiI kopooLi 3acTocyBaHHA Ta fo3n", "Ynakoska". BunyyeHo TekcT
MapKyBaHHS Ans BignosigHoro gosyeaHHsA 10 mr. BBegeHHs
3MiH NpoTsArom 3-X MicsaUiB Nicns 3aTBepAXKEHHs
142 CUMBACTATU | Tabnetku, BKpUTI AHaHTa Benuka MapkcaHc ®apma IHAais BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/14019/01/03
H 40 AHAHTA NniBKOBOKO Megikeap BpuTaHis Jito. 3MiHu Woao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenmom
obornoHkoto, no 40 ITa. Buny4yeHHs (cvuna gii) - BUNy4eHHs gosyBaHHs CumBacTaTuH
mr; no 14 TabneTtok 10 AHaHTa. 3MiHM BHeceHo y po3gain "Cknag" Ao iHCTpykuii ans
y 6nicTepi; no 2 MEeOUYHOro 3aCTOCYyBaHHS NiKapCbKoro 3acoby Lwoao
Gnictepu B BUny4eHHs cunu gii 10 Mr Ta sik Hacnigok y po3ainu "Cnoci6
KapTOHHiIN kopobui 3acTocyBaHHS Ta fosun", "Ynakoska". BunyyeHo TekcT
MapKyBaHHS A4S BignoBigHoro no3yeaHHsA 10 mr. BBegeHHs
3MiH NpoTsArom 3-X MicsaUiB nicns 3aTBepAXKEHHs
143.| CUHIYNAP® TabneTku xyBarnbHi Mepk Wapni | Lsenuapi Bupo6Huk Benuka BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/10208/01/02
no 5 mr; no 14 Hoym IOEA a Hepo3dacoBaHoi Bpurtanis/ AOMiHICTpaTMBHI 3MiHN. Buny4yeHHs BUPOGHMYOT AinbHUL peuernmom
TabneTok y 6nictepi; m6X npoayKuir, Higepnanaun (Bkntovatoum ainbHuui ans A®l, npomixxHoro npoaykty abo
no 2 6nictepu B nepBuHHa Ta / roTOBOrO NiKapcbKoro 3acoby, AiNbHUL ANst NPOBeAeHHS
KapTOHHiIl kopobuyi BTOPWHHA Benebris nakyBaHHsi, BUpOOHWKa, BiAnoBiAanbHOro 3a BUMycK Cepii,
ynakoBka, MicLie NpoBeAeHHS KOHTPOMo cepii) abo nocTavanbHUKa

KOHTPOSb SIKOCTi:
OpraHoH ®apma
(UK) Nimiten,
Benuka bpuTaHis
MepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPOSb SKOCTi,
[03BiN Ha BUNYyCK
cepil:

BMXiQHOro mMartepiarny, peareHTy abo JONOMiXXHOI pe4yoBUHU
(sKL0 3a3HaYveHo y fockbe) 3MiHa Y 3B'A3KY BUIYyYEHHS OYHKLT
KOHTPOMIO sIKOCTi napTii nikapcbkoro 3acoby Ans BUpobHUKa
Hepo3sdacoBaHoi npoaykuii, komnaHii OpraHoH ®apma (UK)
JlimiTen, Benuka Bputanis, 3rigHo TOproeoi yrogu nepioay
noct-bpekcity mixx €C Ta Benukoto BputaHieto. Mpu Lpomy
OpraHoH ®apma (UK) JlimiTeq sik BUpobHUK nikapcbkoro
3acoby byae i Hagani NPOBOAUTYN BHYTPILLHIA KOHTPOIb AKOCTI
Hepo3dpacoBaHoi Nnpoaykuii. [laHa 3MiHa CTOCYETbs NuLle
Mogynto 3. Ta MKA J13 3anuwatotbest 6€3 3MiH.
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n 3acoby ynakoeka) noceio4yeHHs1
Mepk LWapn i
Hoym B.B.,
Higepnangu
[o3Bin Ha Bunyck
cepil:
LWepiHr-MNMnay
Na6bo H.B.,
Benbris
144 CUHIynsaprP® TabneTkn, BKpUTI Mepk LWapni | LWeenuapi Bupo6Humk Benwka BHECEHHS 3MiH 4O peecTpalinHmx maTtepianis: 3miHu | Tuny - 3a UA/10208/01/03
NNiBKOBOO Ooym IOEA a Hepo3adacoBaHol BpuTaHis/ AZMiHICTpaTVBHI 3MiHW. BunyyeHHs1 BUPOOHMYOI OinbHUL peuenmom
obornoHkoto, no 10 m6X npoayKuit, Hinepnanan (Bkntoyatoum ginbHULi ans APl npomixkHoro npoaykty abo
mr; no 14 TabneTok nepBuHHa Ta / roTOBOro MikapcbKoro 3acoby, AinbHWLI AN NPoBeAeHHS
y BnicTepi; no 2 BTOPUHHA Benbria nakyBaHHsi, BUpOOHMKa, BiANOBiAanbHOro 3a BUMYCK CEpil,
6nictepu B yrnakoBkKa, MicLie NpoBeAeHHS KOHTPOMIo cepii) abo noctavansHUKa
KapTOHHiI kopooLi KOHTPOSb AKOCTi: BUXiQHOro Matepiany, peareHTy abo 4ONOMiIXKHOI pe4oBUHU
OpraHoH ®apma (SIKLLO 3a3HAYeHO y Aocbe) 3MiHa y 3B'A3KY BUINYyYEHHS YHKLLT
(UK) Nimiten, KOHTPOIMIO SKOCTi NapTii nikapcbkoro 3acoby Ans BUpobHuka
Benwvka bputaHis Hepo3adpacoBaHoi npoaykuii, komnaHii OpraHoH ®apma (UK)
MepBuHHa Ta JimiTen, Benvka BputaHis, 3rigHO TOproeoi yroan nepiogy
BTOPUHHA noct-bpekcity mixx €C Ta Benukoto Bputanieto. Mpu upomy
ynakoBka, OpraHoH ®apma (UK) JlimiTeq sik BUPOGHWMK Nikapcbkoro
KOHTPOMb AKOCTI, 3acoby byae i Hagani NPOBOANTUN BHYTPILLHIA KOHTPOIb SIKOCTI
[03BiN Ha BUMYCK Hepo3dacoBaHoi Npoaykuii. [laHa 3miHa cTocyeTbs nue
cepil: Mogynio 3. Ta MKA 13 3anuwatotbes 6e3 3MmiH.
Mepk LWapn i
Ooym B.B.,
Higepnanan
[o3sBsin Ha BMNyck
cepil:
WepiHr-Mnay
JNa6bo H.B.,
Benbris
145 CUHIYNAP® TabneTku xyBarnbHi Mepk Wapni | Lsenuapi Bupo6Huk Benuka BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3miHu | Tuny - 3a UA/10208/01/01
no 4 wmr; no 14 Ooym IOEA a Hepo3sdacoBaHol BpuTaHis/ AOMiHiCTpaTMBHI 3MiHU. Buny4eHHs BUPOGHMYOI AinbHULI peuenmom
TabneTtok y bnicrepi; m6X npoayKuit, Hinepnanamn (Bkntovatoum ginbHULi ans APl npomixkHoOro npoaykty abo
no 2 6nictepu B nepBuHHa Ta / roTOBOro MikapcbKoro 3acoby, AinbHULI AN NpoBeAeHHS
KapTOHHiI kopobui BTOPUHHA Benbris nakyBaHHs1, BUpoOHWKa, BiAnoBiganbHOro 3a BUMycK cepii,
ynakoBKa, MicLle NpoBeAEeHHS KOHTPOSO cepii) abo nocTavyanbHUka

KOHTPOMb SKOCTi:
OpraHoH ®apma
(UK) Nimiten,
Benwvka bpuTtaHis
[MepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPOMb SKOCTi,
[03BiN Ha BUMYCK
cepii:

Mepk LWapn i

BUXigHOro MaTtepiany, peareHTy abo JOMNOMiXXHOI pe4yoBUHU
(sIKLLO 3a3HaYveHo y focbe) 3MiHa Y 3B'I3KY BUINYYEHHS (OYHKLIT
KOHTPOIMIO SKOCTi MapTii Nikapcbkoro 3acoby Ans BUpoOHMKa
Hepo3dacoBaHoi npoaykuii, komnaHii OpraHoH ®apma (UK)
IlimiTea, Benuka BputaHis, 3rigHo Toprosoi yroau nepioay
noct-bpekcity mix €C Ta Benukoto bputanieto. Mpu Lpomy
OpraHoH ®apma (UK) Jlimite sik BUpoBHUK nikapcbkoro
3acoby byae i Hagani NPOBOAUTU BHYTPILLHI KOHTPOMb SKOCTI
Hepo3dacoBaHoi npoaykuii. [laHa 3miHa cTocyeTbs nue
Mogaynio 3. Ta MKA J13 3anuwatotbes 6e3 3miH.
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n 3acoby ynakoeka) noceio4yeHHs1
Ooym B.B.,
Higepnangn
[o3Bin Ha Bunyck
cepii:
Lepinr-MNMnay
Na6bo H.B.,
Beneris
146., CUPOANYOA® TabneTku no 2 wr; HosaprTic LLisenuapi Hosaprtic Carnik, Typeuuunna/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/1655/01/01
no 10 Tabnetok y dapma Al a lipa Be Tapim HimeuuunHa/ AZMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHMYOI OinbHUL peuenmom
6nictepi; no 3 YpyHnepi CaH. Be PymyHis (Bkntoyatoum ginbHULi gns APl npomixkHOro npogykTy abo
6nictepu B Tik. A.C., roTOBOro MiKapCbKoro 3acoby, AiNbHWLI ANSA NPOBEAEHHS
KapTOHHiIN kopoOLi TypedunHa nakyBaHHsi, BUpOOHMKa, BiANOBiganbHOro 3a BUMYCK CEpIl,
(BMpPOOHMLTBO 3a MicLie NpoBedeHHs KOHTPOMHo cepii) abo nocTayanbHUKa
MOBHUM LIMKITOM); BMXiAHOro mMartepiany, peareHTy abo JONOMiIXKHOI pe4yoBUHM
HoBapTic ®apma (SIKLLO 3a3HAYEHO Y AoCbe) BUNyYeHHs «Rohner AG»
'M6X, HimewunHa (Gempenstrasse 6 CH-4133 Pratteln, Switzerland),
(Bunyck cepii); BUPOBHMYOT OinbHULi, BiaNOBiAanbHOI 3a BUPOOHULITBO Ta
C.K. CaHpo3 KOHTponb sikocTi A®I «TusaHiguHy rigpoxnopuay». BupobHuua
C.P.J1., PymyHis OiNbHULA, WO 3anuwmnnacsa BUKOHYE Ti cami yHKLUiT, Wo
(koHTpOMb AKOCTI) BunydeHa. 3miim | Tuny - 3minm 3 skocTi. A®I. Kontponb AdI.
3miHa y napameTpax cneuudikauivi Ta/abo JonycTUMNX MeX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiAHWI/MPOMDKHWI NPOJYKT/peareHT, L0 BUKOPUCTOBYOTLCS
y npoueci BupobHuuTea AP (iHwi 3amiHW) 3amiHn y n.3.2.S.2.3.
«KoHTponb maTepianiBy», 3o0kpema AogaBaHHs cneuudikauii
ans EtaHony, WO BUKOPUCTOBYETLCH NS OYMLLIEHHS
BMXigHOro matepiany BupobHukom A®| Zhejiang Raybow
Pharmaceutical Co., Ltd., Kutan.
147 CUPOANYOA® TabneTku no 4 wr; Hosaprtic LLisenuapi Hosaprtic Carnik, Typeyuunna/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/1655/01/02
no 10 TabneTok y dapma Al a lpa Be Tapim Himeuumnna/ AOMiHiCTpaTMBHI 3MiHU. Buny4eHHs BUPOGHMYOI AinbHULI peuenmom
6nictepi; no 3 YpyHnepi CaH. Be PymyHis (Bkrtovatoum ginbHuui Ana A®l, npomixxHoro npoaykTty abo
6nictepu B Tik. A.C., roTOBOro MiKapCbKOro 3acoby, AiNbHWLi ANSA NPOBEAEHHS
KapTOHHiI kopobui TypeyunHa nakyBaHHs!, BUpoOHWKa, BiAnoBiganbHOro 3a BUMycK cepin,

(BMpPOGHMLTBO 3a
NMOBHUM LIMKIOM);
HosapTic ®apma
'MG6X, HimeuunHa
(Bunyck cepii);
C.K. CaHpos
C.P.J1., PymyHis
(koHTpOMb AKOCTI)

MicLie NpoBeAeHHs KOHTPOMto cepii) abo noctavanbHUKa
BMXiQHOro martepiarny, peareHTy abo JONOMiXXHOI pe4yoBUHM
(sKWO 3a3Ha4veHo y focbke) Buny4YeHHst «Rohner AG»
(Gempenstrasse 6 CH-4133 Pratteln, Switzerland),
BUPOBHMYOT AinbHULI, BiANOBiAanbHOI 3a BUPOOHULITBO Ta
KOHTponb sikocTi A®I «TusaHiguHy rigpoxnopuay». BupobHuya
OinNbHULS, WO 3anuwimnacs BUKOHYE Ti caMi cyHKUiT, Wo
BunyyeHa. 3MiHm | Tuny - 3miHm 3 sikocTi. A®Il. KoHtponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo 4onyCTUMUX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BUXiAHWIA/MPOMIKHWI NPOJYKT/peareHT, L0 BUKOPUCTOBYHOTLCS
y npoueci BupobHuutea A®I (iHwi 3miHW) 3miHn y n.3.2.S.2.3.
«KoHTponb maTepianiBy», 3okpema AogaBaHHs cneuudikauii
ans EtaHony, WO BUKOPUCTOBYETLCS NS OYMLLIEHHS
BMXigHOro matepiany BupobHukom A®| Zhejiang Raybow
Pharmaceutical Co., Ltd., Kutai.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
148./ CKIHOPEH® renb 15 %, no5r JIEO dapma HaHis JIEO dapma ITania BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/1074/01/01
abo no 30 ry Ty6i; A/IC MaHyakTypiHr ApnmiHicTpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHS Ta/abo agpecun peuenma
no 1 1y6i B ITanis CPJ MicLsi NpoBaKeHHS AisnbHOCTI BUPOOHWMKa/imnopTepa
KapTOHHIN nayui roTOBOrO JlikapCbKOro 3acoby, BKMOYa4M QinbHULL BUMYCKY
cepii abo micue NpoBeAEeHHS KOHTPOSIO SKOCTI. (AisnbHICTb, 3a
SIKy Bignosigae BUPOGHMK/iMNopTep, BKIOYaoUM BUMYCK
cepin). 3miHa iHgekca (zip-code) B agpeci BUpoOHMKa
nikapcbkoro 3acoby. TepmiH BBeAEHHS 3MiH - NpoTsirom 6
MicsUiB MicNsa 3aTBepAXEHHS.
149, CMO®KABIBE emMynbCia ans dpeseHiyc HimeyumH ®peseHiyc Kabi LLseuis BHECEHHS1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/14345/01/01
H iHdpy3in; Kabi a Ab 3MiHn 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y peuernmom
NEPUDEPUYH no 1206 mn, no LonunaHg BUPOBHMLTBI. 3MiHM ¥ npoueci BUPOGHULTBA rOTOBOIO
un 1448 mn, no 1904 m6X nikapcbkoro 3acoby, BKIoYayy NPOMIKHUA NPOAYKT, LLO
MI B TPUKaMepHOMY 3aCTOCOBYETBCSA NMPU BUPOOHULTBI FOTOBOIO NiKapCbKOro
nnacTMKoBOMY 3acoby (He3Ha4yHa 3miHa y npoLleci BUpobHMUTBA)
KOHTEWHepi 3anpornoHoBaHa 3MiHa CTOCYETbCS! OHOBIIEHHS Y
«BiogiH», AKkui n.3.2.P.1.0nuc i cknag nikapcbkoro 3acoby Ta
pasom 3 n.3.2.P.3.2.Cknapg Ha cepito. [1o rigpaToBaHMX enekTponiTie,
aHTUOKMNCHUKOM SIKi BXOOSTb 4O PO34MHY aMiHOKUCIIOT 3 eneKTponiTaMmu
BMIiLLYIOTb Y (AmiHoBeH 10%), [oAaHO NPUMITKY CTOCOBHO TOrO, LLO
30BHILLHIN rigpaToBaHi enekTponitu 6yayTb KOMNEeHCoBaHi 3a paxyHoK
NNaCTUKOBUI MILLIOK; BMICTY BOAM, NpY HEOOXiAHOCTI; KiNbKiICHWUI BMICT €NeKTponiTie
no 1206 mn, no He 3MIHIOETBCS, BiANOBIAHO HOMIHANbHA KOHLEHTpaLis
1448 mn, no 1904 KanbLjto, HaTpito, pocdopy, MarHito Ta umHky y 113
M1 B TPUKaMepHOMY 3anuwaeTbcs HeaMiHHo. 3MiHu | TUnY - 3MiHKM 3 AKOCTI.
nnacTUKOBOMY [oToBMI nikapcbkuii 3aci6. KOHTponb roToBOro nikapCbkoro
KOHTEWHepi 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo gonycTumMmux
"BiodpiH", sKnn MEX roTOBOrO fikapcbkoro 3acoby (AonoBHEHHS cneuudikauii
pasom 3 HOBWM MOKa3HUKOM 3 BiAMNOBiAHNM METOAOM BUMPOOYBaHHSA)
AHTUOKUCHUKOM 0o cneumdikauii 4ns xupooi emynbcii Cmodninig 20%, wo
BMILLYIOTb Y BXOOMTb [0 CKNagy TpukaMmepHoro koHTenHepa M3
30BHILLHIN [0OAETbCS NOKa3HUK « MexaHiuHi BKNHOYEHHS: HeBUANMI
NNacTUKOBUIN MILLIOK; YacTKM» 3 KPUTEPIIMU NPUAHATHOCTI (4acTku po3mMipom = 10
no 4 Milkn B MKM He BinbLue HixX 12 YyacTok/MI; YacTku po3MipoM = 25 MKM
Kopobui He BinbLue HiXX 2 YacTKku/mI) 3 BiANOBIAHUM METOO0M
BunpobysaHHsa Ph.Eur.2.9.19. (metopg 2). 3miHn Il Tuny - 3MiHn
3 sikocTi. [oToBUMIA Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHu, SKi CTOCYIOTLCS BUPOOHNYOro
npotiecy y peanbHoMy Yaci abo BUNycKy 3a napameTpamu ans
roTOBOro MikapcbKoro 3acoby. 3MiHa KOHTPOIMHO 3a NOKa3HWUKOM
«CTepunbHicTb» Y cneumdikaLii Ha cymill, Nicnsa 3millyBaHHS
TpbOX kaMep. A came [ofAaHO NPUMITKY LLIOAO KOHTPOIHO
nokasHuka y peanbHomy yaci (RTRT).
150., CMO®KABIBE emynbcia ans Ppe3seHiyc HimeuumH ®peseHiyc Kabi LLIsewis BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3MiHu | Tuny - 3a UA/14346/01/01
H iHpy3in; Kabi a Ab 3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y peuenmom
UEHTPAIIbHU no 986 mn, no 1477 [onunaHg BUPOGHMLTBI. 3MiHM y npoueci BUpOGHMLTBA rOTOBOIO
7] mn, no 1970 mn, no mbX nikapcbkoro 3acoby, BKIOYAUM NPOMiIXKHUA NPOAYKT, L0

2463 mn B
TpUKaMepHoMy

3aCTOCOBYETLCS MPY BUPOGHULITBI FOTOBOTO fiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLieci BUPOGHMLTBA)




102

[IpooBkeHHs JoaaTka 3
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n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

nnacTuKoBOMY 3arnpornoHoBaHa 3MiHa CTOCYETbCS OHOBIIEHHS Y

KOHTelnHepi n.3.2.P.1.0nuc i cknag nikapcbkoro 3acoby Ta

«BiodiHy, akmn n.3.2.P.3.2.Cknapg Ha cepito. [1o rigpaTtoBaHuX enekTponiTis,

pa3om 3 SIKi BXOOSTb 4O PO34MHY aMiHOKUCIIOT 3 eneKTponiTamu

AHTUOKUCHUKOM (AmiHoBeH 10%), 4oAaHO NPMMITKY CTOCOBHO TOrO, LLO

BMILLYIOTb Y rigpaToBaHi enekTponitu 6yayTb KOMNEeHCOBaHi 3a paxyHOK

30BHILLHIN BMICTY BOAM, NPY HEOOXIAHOCTI; KiNbKiICHWI BMICT €NeKTponiTiB

NNACTUKOBUIA MILLIOK; He 3MIHIOETBCS, Bi4NOBIAHO HOMIHANbHA KOHLEHTpaLis

no 986 mn, no 1477 KanbLito, HaTpito, hocdopy, MarHito Ta uuHky y M3

M, no 1970 mn B 3anuLaeTbea He3MIHHOW. 3MiHM | TUNY - 3MiHM 3 SIKOCTI.

TpUKamepHomy [oToBMI Nikapcbkuin 3aci6. KOHTponb roToBOro nikapCbKkoro

NnnacTUKOBOMY 3acoby. 3miHa napameTpiB cneundikaui Ta/abo gonycTUMUX

KOHTENHepI MeXX FOTOBOIO NikapCbkoro 3acoby (A0NOBHEHHSs cneuundikauii

«BiodiHy, akmn HOBWM MOKa3HUKOM 3 BiAMNOBiAHMM METOAOM BUMNPOOYBaHHS)

pasom 3 0o cneundikadii 4ns xmpooi emynbcii Cmodninig 20%, wo

aHTUOKMUCHUKOM BXOOWTb A0 CKNagy TpukaMmepHoro koHTenHepa M3

BMIiLLYIOTb Y [0OAeTbCS NoKasHUK « MexaHiuHi BKNHOYEHHS: HEBUANMI

30BHILLHIN YacTKUy 3 KpUTEPIAMU NPUAHATHOCTI (YacTku po3mipom = 10

NNaCTUKOBUI MILLIOK; MKM He GinbLue Hixk 12 4acTok/MI; YacTKn PO3MipOM = 25 MKM

no 4 miwku B He BinbLue HiXX 2 YacTKku/mI) 3 BiANOBiAHUM METOA0M

Kopobui; BunpobyeaHHsa Ph.Eur.2.9.19. (meTog 2). 3MiHu Il Tuny - 3miHu

no 2463 mn B 3 AkocTi. [oToBUIA Nikapcbkui 3aci6. KOHTpOsb roToBOro

TpYKamepHomy nikapcbKoro 3acoby. 3miHu, siki CTOCYOTbCA BUPOOHNYOro

nnacTuKoBOMYy npotecy y peanbHoMy Yaci abo BUNycKy 3a napameTpamu Ans

KOHTelnHepi roTOBOrO NikapcbKoro 3acoby

«BiodiHy, akmn 3MiHa KOHTPOIO 3a NOKa3HMKOM «CTepUrbHICTbY Y

pasom 3 crneum@ikaLii Ha CyMill, nicns 3MilyBaHHSA TPbOX Kamep. A

aHTUOKMNCHUKOM came [oAaHO NMPUMITKY LLIOAO KOHTPOIO NOKa3HMKa y

BMiLLIOTb Y peanbHomy yaci (RTRT).

30BHIiLLHIN

NNacTUKOBUM MILLIOK;

no 3 Mmilkn B

Kkopooui
151 CMO®NINIA 20 | emynbcia aons Ppe3seHiyc HimeuumH ®peseHiyc Kabi ABcTpis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3a UA/13846/01/01

% iHdpy3in; no 100 mn, Kabi a ABcTpis TM6X 3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l' E-cepTudikar peuernmom

abo no 250 mn, abo Donunang BignoBigHocTi €Bponeichkini hapmakonei/MoHorpadii.

no 500 mny meX MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa BiANoBIgHOCTI

bnakoHi abo Buny4YeHHs cepTudikaTta BignoBigHOCTI €BpoONenchKi

dapmakonei: gna Adl; ons BUXigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVKOPVCTOBYIOTbCH Y BUpobHUUTBI A®I; Ans AonomikHOT
peyoBUHYM (cepTudikaT BigNoBiAHOCTI €Bponeinchkil
apmakonei) - HoBuii ceptudikat Bi HOBOro BUpobHMKa
(3amiHa abo JONOBHEHHS) MOAaHHSA HOBOro cepTudikaTa
BignoBigHocTi €Bponelickkit papmakonei Ne R1-CEP 2011-
115-Rev 01 ans gitoyoi pevoBuHu Soya-bean oil, refined Big
HoBoro BnpobHuka SOCIETE INDUSTRIELLE DES
OLEAGINEUX. TepMiH nepekoHTpornto BkrtoveHo ao CEP i
cTaHoBUTb 3 pokn. 3MiHuM | Tuny - 3MiHM 3 sikocTi. CepTudikaT
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Ne
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Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
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3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €Bponenchkin
apmakonei/MoHorpadii. MogaHHs HoBOro abo OHOBNEHOro
cepTudgikaTa BignoBigHoCcTi abo BUny4eHHs cepTtudikara
BignoBigHoCTi €Bponeichkin dapmakonei: gna Al ans
BMXiAHOro matepiany/peareHTy/NPOMIKHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; anst ONOMiKHOT
peyoBuHM (cepTudikat BignoBigHOCTI €BpoNechKin
dapmakonei) - OHoBReHWn cepTudikat Bif yxe
3aTBepOKeHOro BUpobHUKa - MoAaHHsA OHOBMEHOro
cepTuddikaTta BignoBigHoCTIi €Bponeinchkin hapmakonei Ne R1-
CEP 2015-167-Rev 00 (3atBepmxeHo: RO-CEP 2015-167-Rev
01) gns gitoyoi pevoBuHu Olive oil, refined Big Bxe
3aTBepakeHoro BupobHuka SOCIETE INDUSTRIELLE DES
OLEAGINEUX. TepmiH nepekoHTponto BkrtoveHo o CEP i
cTaHoBUTb 36 micauiB. 3MiHK | TRy - 3MiHK 3 sikocTi. ADI.
KoHTponb A®l. 3miHa y napameTpax cneumdikauin Ta/abo
AONYCTUMUX MEX, BU3Ha4YeHuX y crneumndikauisax Ha A®l, abo
BUXIOHWMI/MPOMIDKHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYOTHCS
y npoueci Bupo6HuuTea A®I (BUNy4yeHHs He3HauYHOro
nokasHuka sSiKOCTi (Hanpuknag BUIyYeHHs 3acTapinoro
nokasHuka)) amiHu B cneumdikauii BUXigHOrO NpoayKTy XXUPHI
KUCIOTM, LLO 3aCTOCOBYIOTLCS y NpoLeci BUpobHuuTea AdI
Tpurniuepuan cepeaHbOro naHutora Big 3apeecTpoBaHoro
Bupo6Huka AAK Sweden AB, LLiBeuisi, 30kpeMa BUNy4YeHHs
napametpa « TepMOCTINKICTb KONbOpY», SKUA NOEAHYE ABa
KpuTepii NPUAHATHOCTI « TEPMOCTIVKICTb KONbOpPY, XXOBTUNAY i
«TepMOCTIVKICTb KONbopy, YepBOHUI». B paMkax 3asiBneHoi
npoueaypv Biabynucb peaakuiiHi npaBku Ha3BU BUPOOHWMKA 3
AarhusKarlshamn go AAK Sweden B p. 3.2.5.2.2. Onuc
BMPOGHMYOro NpoLecy Ta Moro koHTpornto, 3.2.S.3.2. [loMilku,
3.2.S.6. Cuctema ynakoBka/ykynopka, 3.2.5.7.1. Pestome
Loao cTabinbHOCTI Ta BUCHOBKYM, 3.2.S.7.3. [laHi npo
cTabinbHiCTb, BiANOBIAHO 4O OHOBMEHOrO PO3Ainy BiANoBIAHO
0o p. 3.2.8.2.1, ockinbku 6yno NOMUNKOBO MPOMyLLEHO NpK
3asBMEHiN 3MiHi.

152.

CYMAME®

NOPOLLOK Ans
oparnbHOI cycrneHsii,
100 mr/5 mn, 1
chnaKkoH 3 NOPOLLKOM
ANns opanbHol
cycneHsii no 20 mn
(400 wmr) pasom i3
[ABOCTOPOHHBLOIO
MipHOIO FTOXKEYKOH
Ta Wwnpuuom Ans
[03yBaHHA B
Kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

MITIBA XpBatcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay.
3MiHa y KOpPOTKil XapaKTepucTULi NikapCcbKoro 3acody, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT ANS MEeAMYHOro 3aCTOCyBaHHSA Ha
niacTaBsi perynsipHoO OHOBMOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiHui nepiod, abo sk
pe3ynbTarT OUiHKK 3BiTY 3 AOCHiMKEHb, MPOBEAEHNX BiANOBIAHO
40 nnaHy neaiatpnyHux gocnigpkeHb (PIP) (iHwi 3miHn). 3miHn
BHECEHO [0 iHCTPYKUii ANs MeQn4YHOro 3acToCyBaHHS
nikapcbkoro 3acoby fo posgainy "B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu Ta iHWi BUAY B3aemoin" BianoBigHo
[0 OHOBEHOI iHpopMalii Loao Ge3nekm Aitoyoi pevyoBUHM
asnTpomiuuH. BBegeHHs 3MiH NpoTsirom 6-Tu MicsiliB nicnsi

3a
peuerimom

UA/4612/01/01
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3aTBEpPIXKEHHA

153.

CYMAME®

TabneTku, Wo
ANCMEpPryTLCS NO
125 mr; no 6
TabneTok y 6nicTepi;
no 1 Gnictepy B
Kopoo6ui

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA XpsaTtcka
4.0.0.

Xopsarisi

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MiHuM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKkoro 3acoly, TEKCTi
MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTaBsi perynsipHo OHOBMIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHuiA nepiog, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 AOCNiOKeHb, NPOBeAeHNX BiAMNOBIAHO
00 nnaHy negiatpuyHnx gocnimkeHs (PIP) (iHwi 3miHn). 3miHn
BHECEHO [0 iHCTPYKUii ANst MeQUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginy "Baaemogis 3 iHWnMun
nikapcbknumuy 3acobamu Ta iHWi BUAW B3aemogin" BianosigHo
[0 OHOBIEHOI iHbopmaLii Wwoao 6esneku AitoyHoi pevoBUHN
asnTPoOMILMH. BBeaeHHs 3MiH NpoTarom 6-Tu micauis nicns
3aTBEpPOKEHHS

3a
peuerimom

UA/15994/01/01

154.

CYMAME[Q®

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 125
Mr: Mo 6 TabneTok y
6nictepi; no 1
6nictepy y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA XpsaTtcka
4.0.0.

Xopsarist

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MiHu Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKil XapaKTeprCcTULi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYyBaHHS Ha
nigcraBsi perynsipHo OHOBMOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpauiinHui nepiod, abo sk
pes3ynbTarT OUiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
40 nnaHy neaiatpnyHux gocnigpkeHb (PIP) (iHwi 3miHn). 3miHn
BHECEHO [0 iHCTPYKUiT ANsi MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby ao posginy "B3aemogis 3 iHWMMK
nikapcbknumuy 3acobamu Ta iHWi BUAW B3aemoain" BianoBiaHo
[0 OHOBIEHOI iHbopmaLii oo 6esneku Aitoyoi pevoBUHN
asnTpomiuuH. BBegeHHs 3MiH NnpoTsarom 6-Tu MicsiliB nicns
3aTBEPAKEHHS.

3a
peuerimom

UA/2396/02/01

155.

CYMAME[Q®

kancynu no 250 wmr;
no 6 kancyny
onictepi; no 1
onictepy y
KapTOHHiI kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA XpsaTtcka
4.0.0.

Xopsarist

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpPOTKil XapaKTepuCcTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT ANA MEANYHOro 3aCTOCYyBaHHS Ha
nigcTaBsi perynsipHoO OHOBMOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpadiiiuin nepiod, abo sk
pes3ynbTarT OUiHKK 3BiTY 3 OCNIMKEHb, NPOBEAEHNX BiANOBIAHO
40 nnaHy neaiatpnyHux gocnigpkeHb (PIP) (iHwi 3miHn). 3miHn
BHECEHO [0 iHCTPYKLUiT ANst MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao posginy "B3aemogis 3 iHWyMu
nikapcbknumy 3acobamu Ta iHWi BUAW B3aemoin" BianoBiaHo
[0 OHOBIEHOI iHbopmaLii woao 6esneku Aitoyoi pevyoBUHN
asnTpomiuuH. BBegeHHs 3MiH NpoTsarom 6-Tu MicsiliB nicns
3aTBEPOKEHHS

3a
peuerimom

UA/2396/03/01

156.

CYMAME[®

MOPOLLIOK AN
oparnbHOI cycneHsii
3i CMakoM MonyHuLi,

TOB "TeBa
YkpaiHa"

YkpaiHa

MNIBA XpsaTtcka
4.0.0.

Xopsgarisi

BHECEHHS 3MiH IO peecTpauiiHiX maTtepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dpapMakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepuCTULi NiKapCbKoro 3acoby, TEKCTi

3a
peuerimom

UA/15660/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
100 wmr/5 mn, 1 MapKyBaHHS Ta iHCTPYKLUIT ANs Mean4YHOro 3acTocyBaHHS Ha
dnakoH 3 MOPOLLKOM niacTaBsi perynsipHoO OHOBMOBAHOTO 3BiTYy 3 6e3neku
ONs opanbHoi nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3nekn 3acTocyBaHHs
cycneHsii no 20 mn nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepiod, abo sk
(400 wmr) pasom i3 pesynbTaT OUiHKK 3BIiTY 3 AOCHIAXEHb, NPOBEAEHMX BiANOBIAHO
OLHOCTOPOHHBLOK 00 nnaHy negiatpuyHmnx gocnimkeHs (PIP) (iHwi 3miHW). 3miHn
MipHOIO ITOXKEYKOH BHECEHO A0 IHCTPYKUii AN MEAMYHOrO 3aCTOCYBaHHS
Ta WnpuLom ans nikapcbkoro 3acoby Ao po3sginy "Bsaemogis 3 iHWmnMK
[03yBaHHA B nikapcbknumun 3acobamu Ta iHWi BUAW B3aemogin" BianoBigHo
Kopobui [0 OHOBIEHOI iHcbopmaLii oo 6esneku AitoyHoi pevyoBUHN
asnTpomiuuH. BBegeHHs 3MiH NpoTsrom 6-Tu MicsiLiB nmicnsi
3aTBEPOKEHHS
157 CYMAMEO® TabneTku, Wo TOB «TeBa YkpaiHa MJIBA Xpeatcka Xopsarisi BHECEeHHs1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/15994/01/02
ANCnepryTbes no YkpaiHa» 4.0.0. 3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy. peuenmom
250 mr; no 6 3MiHa y KOpOTKill XapaKTepucTULi Nikapcbkoro 3acoby, TEKCTi
TabneTtok y 6nicrepi; MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3acTOCyBaHHS Ha
no 1 6nictepy B nigcTasi perynspHO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
Kopobui nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3nekun 3acTocyBaHHs
nikapcbKkoro 3acoby B nicrnsipeecTpauiiHuin nepioa, abo sk
pe3ynbTar OLiHKK 3BiTY 3 AOCTIMKEHb, MPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHmnx gocnimkeHb (PIP) (iHwi 3miHW). 3miHn
BHECEHO [0 iIHCTPYKLUiT ANS MeAnYHOro 3acTocyBaHHSA
nikapcbkoro 3acoby oo posginy "B3aemogia 3 iHwumun
nikapcbknumuy 3acobamu Ta iHWi BUAK B3aemogin" BianosigHo
[0 OHOBIEHOI iHpopMalii Lwoao 6e3neku Aitoyoi pevyoBUHM
asnTpomiuuH. BBegeHHs 3MiH NpoTsArom 6-Tu MicsiLiB nmicnsi
3aTBEpPOKEHHS
158 CYMAMEO® TabneTtku, Wo TOB «TeBa YkpaiHa MJIIBA XpBatcka Xopsarist BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/15994/01/03
AncnepryTbes no YkpaiHa» 4.0.0. 3MmiHu Woao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenmom
500 mr; no 3 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
TabneTkn y 6nictepi; MapKyBaHHS Ta iHCTPYKUIT ANA MEANYHOro 3aCTOCYyBaHHS Ha
no 1 abo no 2 niacTasi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
6nictepu B kopobui nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku 3acToCyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpaiiHmi nepiod, abo sk
pe3ynbTarT OLiHKK 3BiTY 3 OCTIMKEHb, MPOBEAEHNX Bi4NOBIAHO
[0 nnaHy negiatpuyHux gocnigxkeHb (PIP) (iHwi 3miHW). 3miHn
BHECEHO [0 iHCTPYKUiT AN MeQUYHOro 3acToCyBaHHS
nikapcbKkoro 3acoby o posginy "Baaemogis 3 iHwWumun
nikapcbknMun 3acobamu Ta iHWi BUAM B3aeMogiin" BignosigHo
[0 OHOBEHOI iHpopMalii Lwoao Gesnekm Aitoyoi pevoBUHU
asuTpomiuuH. BBegeHHs 3MiH NpoTsarom 6-Tu MicsiLiB nmicnsi
3aTBEPOKEHHS
159.] CYMAMEO® TabneTtku, Wo TOB «TeBa YkpaiHa MJIIBA XpBatcka Xopsgarisi BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/15994/01/04
ONCnepryTbesa no YkpaiHa» 4.0.0. 3MiHM Woao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsay. peuenmom

1000 mr: no 1
Tabnetui y 6nicrepi;
no 1 abo no 3
6nictepu B kopobui

3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT AnA MeaWYHOro 3acToCyBaHHs Ha
nigcTasi perynspHo OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiui nepiog, abo sk
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
pe3ynbTaT OLiHKK 3BiTY 3 AOCNiOKeHb, NPOBeAeHNX BiAMNOBIAHO
A0 nnaHy neaiatpnyHnx gocnigkeHnb (PIP) (iHwi 3miHn). 3miHn
BHECEHO A0 IHCTPYKUii AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginy "Baaemogis 3 iHWumun
nikapcbknMmn 3acobamu Ta iHWi BUAK B3aeMogiin" BignosigHo
[0 OHOBIEHOI iHcbopmaLii oo 6esneku Aito4Hoi pevyoBUHM
asnTpomiuuH. BBegeHHs 3MiH NpoTsarom 6-Tu Micsilie nicnsi
3aTBEPOXKEHHS
160., CYMAMEO® TabneTkn, BKpUTI TOB «TeBa YkpaiHa MJIBA XpBatcka Xopsarisi BHECEHHS1 3MiH [0 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/2396/02/02
NNiBKOBOO YkpaiHa» .o0.0. 3MiHuM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy. peuenmom
obornoHkoto, no 500 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
Mmr; no 2 abo no 3 MapKyBaHHS Ta IHCTPYKLUiT ANA MEANYHOro 3acTOCyBaHHS Ha
TabneTtkun y 6nicrepi; nigcTaBi perynspHo OHOBOBAHOIO 3BiTy 3 6e3neku
no 1 6nictepy y nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
KapTOHHiI kopooLi nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepiod, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 OCNiOKEHb, NPOBEAEeHNX BiAMNOBIAHO
40 nnaHy neaiatpnyHnx gocnigkeHnb (PIP) (iHwi 3miHW). 3MiHn
BHECEHO [0 iIHCTPYKLUiT ANS MeAnYHOro 3acTocyBaHHSA
nikapcbkoro 3acoby o posginy "Baaemogis 3 iHWumun
nikapcbknMmn 3acobamu Ta iHWi BUAK B3aeMogin" BiAnoBigHO
[0 OHOBJEeHoI iHbopmalii Wwoao 6esneku Aito4oi pevyoBUHN
asnTpoMILMH. BBeaeHHs 3MiH npoTarom 6-Tun micauis nicns
3aTBEPAKEHHS.
161.| CYMAMEO® MOPOLLIOK ANst TOB «TeBa YkpaiHa MNIBA XpsaTcka Xopsaris BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/4170/01/01
DOPTE opanbHOI CycneHsil, Ykpaina» A.o.0. 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta bapMakoHarnsay. peuernmom
200 wmr/5 mm; 1 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro 3acody, TeKCTi
nakoH 3 NOPOLLKOM MapKyBaHHS Ta IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHA Ha
ONs opanbHOT niacTaBi perynsipHoO OHOBIOBAHOIO 3BiTy 3 6e3neku
cycnensii no 15 mn nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
(600 wr), abo no 30 nikapcbkoro 3acoby B nicrnsipeecTpaiiHmi nepiod, abo sk
mn (1200 wmr), abo pe3ynbTarT OLiHKK 3BiTY 3 OCTIMKEHb, MPOBEAEHNX Bi4NOBIAHO
no 37,5 mn (1500 [0 nNnaHy neaiatpuyHmx gocnimpkeHb (PIP) (iHwi 3miHW) - 3MiHK
Mr) pa3om i3 BHECEHO [0 iHCTPYKUiT AN MeQUYHOro 3acToCyBaHHS
OBOCTOPOHHbLOKO nikapcbkoro 3acoby ao posginy "B3aemogis 3 iHWMMK
MiPHOIO FTOXXEYKOIO nikapcbknMn 3acobamu Ta iHLi BUAM B3aemogin" BiAnoBigHo
Ta Wnpuuom ans [0 OHOBIEHOI iHpopMalii Lwoao 6e3nekm Aitoyoi pevyoBUHM
O03YBaHHSA Y asnTpomiuuH. BBegeHHs 3MiH NnpoTsarom 6-Tu MicsiliB nicns
Kopooui 3aTBEpPOKEHHS
162 CYMAMEO® MOPOLLOK ANs TOB «TeBa YkpaiHa MIIBA XpBaTtcka Xopsarisi BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/15661/01/01
POPTE oparnbHOi cycneHsii YkpaiHa» .o0.0. 3MiHuM Woao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnagy. peuenmom

3i cMakom GaHaHa,
200 wmr/5 mn; 1
hnakoH 3 MOPOLLKOM
ONs opanbHoi
cycneHxsii no 15 mn
(600 mr) pasom i3
OHOCTOPOHHBLOO
MipHOIO NTOXKEYKOH
Ta WNpMULOM ans

3MiHa y KOpPOTKil XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perynspHoO OHOBIOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiHmi nepiod, abo sk
pe3ynbTarT OLiHKK 3BiTY 3 AOCTIfKEHb, MPOBEAEHNX Bi4NOBILHO
00 nnaHy neaiatpuyHmx gocnigpkeHb (PIP) (iHwi 3miHW) - 3MiHK
BHECEHO [0 iHCTPYKUii ANs MeQnYHOro 3acToCyBaHHS
nikapcbKkoro 3acoby o posginy "B3aemogis 3 iHWuMu
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[03yBaHHA Yy nikapcbknumn 3acobamu Ta iHWi BUAW B3aemogin" BianoBigHo
KopobuLi [0 OHoBreHoI iHhopmaLii Wwoao 6e3neky Kito4oi pevoBUHM
asnTpomiuuH. BBegeHHs 3MiH NpoTsarom 6-Tu Micsilie nicnsi
3aTBEpPOKEHHS
163.| CYMAMEO® MOPOLLOK ANs TOB «TeBa YkpaiHa MNIBA XpsaTtcka Xopgaris BHECEHHS 3MiH 40 peecTpauiiHuX maTtepianis: 3miHu | Tuny - 3a UA/15662/01/01
POPTE oparbHOi cycneHsii YkpaiHa» 4.0.0. 3MiHuM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy. peuenmom
3i CMaKkoM MarnuHu, 3MiHa y KOpOTKili XapakTepucTuui nikapcbkoro 3acoby, TekcTi
200 wmr/5 mn; 1 MapKyBaHHS Ta iHCTPYKUIT A4NA MEANYHOro 3aCTOCYyBaHHS Ha
hnakoH 3 MOPOLLKOM nigcTaBsi perynsipHo OHOBMIOBAHOTO 3BiTYy 3 6e3neku
ONs opanbHoi nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3nekn 3acTocyBaHHs
cycnensii no 37,5 mn nikapcbKkoro 3acoby B micrnspeecTpauiinHui nepiod, abo sk
(1500 mr) pasom i3 pe3ynbTaT OLiHKK 3BiTY 3 OCNiOKEHb, NPOBEAEeHNX BiAMNOBIAHO
O[HOCTOPOHHBLOK 00 nnaHy negiatpuyHux gocnigxeHs (PIP) (iHwi 3miHM) - 3MiHK
MiPHOIO NTOXEYKOH BHECEHO [0 iHCTPYKUii ANst MeQUYHOro 3acTOCyBaHHS
Ta Wnpuuom ans nikapcbkoro 3acoby o posginy "Baaemogis 3 iHWumun
[03yBaHHA y nikapcbknumu 3acobamu Ta iHWi BUAW B3aemogin" BianosigHo
Kopooui [0 OHOBIIEHOI iHhopMalii Lwoao Gesnekmn Aitoyoi pevoBUHM
asnTpoMiLMH. BBeaeHHs 3MiH npoTarom 6-Tu micauis nicns
3aTBEpPOKEHHS
164, CYMAMEO® MOPOLLOK ANA TOB «TeBa YkpaiHa MNIBA XpsaTtcka Xopsaris BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/15663/01/01
POPTE oparnbHOi cycneHsii YkpaiHa» .0.0. 3MiHu Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy. peuenmom
3i CMakoM NonyHuLj, 3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
200 wmr/5 mm; 1 MapKyBaHHS Ta iHCTPYKUIT ANA MEANYHOro 3aCTOCYBaHHS Ha
(hnakoH 3 MOPOLLKOM nigcraBsi perynsipHo OHOBMOBAHOTO 3BiTy 3 6e3neku
ONs opanbHoT nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
cycnensii no 30 mn nikapcbKoro 3acoby B micrnspeecTpaliinHui nepiod, abo sk
(1200 mr) pa3om i3 pe3ynbTarT OUiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
O HOCTOPOHHLOKO 00 nNnaHy neaiatpuyHmx gocnimpkenb (PIP) (iHwi 3mMiHW) - 3MiHK
MiPHOIO NTOXEYKOH BHECEHO [0 iHCTPYKLUiT ANst MeQUYHOro 3aCTOCYBaHHS
Ta Wnpuuom ans nikapcbkoro 3acoby ao posginy "B3aemogis 3 iHWMMK
[03yBaHHA y nikapcbknumuy 3acobamu Ta iHWi BUAW B3aemoin" BianoBiaHo
Kopobui [0 OHOBIEHOI iHbopmaLii oo 6esnekn Aitoyoi pevoBUHN
asnTpomiuuH. BBegeHHs 3MiH NpoTsarom 6-Tu MicsiliB nicns
3aTBEPOKEHHS
165.| TAKHI Kancynu TBepai no TOB «TeBa YkpaiHa ITabopaTtopies Icnanis BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/14248/01/01
0,5 mr no 10 kancyn YkpaiHa» LinHgpa C.A., 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsgy. peuenmom
y bricTtepi; no 5 IcnaHis 3MiHN y KOPOTKili XapakTepucTuLi NnikapCbKoro 3acody, TeKCTi
Gnictepi y (BUpOBHMLTBO MapKyBaHHS Ta iHCTPYKUii ArA MeAWYHOro 3acTOCyBaHHs
3anasiHoMy nakeTi B Hepo3dacoBaHoi reHepu4HuX/ribpuaHnx/GionoaibHMx nikapcbkux 3acobis nicns
Kopooui npoaykKuii, BHECEHHS Ti€i camoi 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa
nepBuHHa Ta He noTpebye HagaHHSA XXOAHUX HOBUX AOAATKOBUX AaHMX)
BTOPUHHA 3MiHVM BHECeHO A0 iHCTPYKUiT AN MeANYHOro 3acToCcyBaHHS
YNaKkoBKa; nikapcbKoro 3acoby y po3ainu: "®apmakonoriyHi BnacTMBocTi",
nepBuHHa Ta "B3aemogisi 3 iHWnMK nikapcbkummn 3acobamu Ta iHWi Buam
BTOPUHHA B3aemopin", "OcobnmBocTi 3acTocyBaHHs", "3acTocyBaHHs y

ynakoBka, [03Bif
Ha BUNyCK cepii)

nepiog BariTHoCTi abo rogyBaHHs rpyga”, "Cnocib
3actocyBaHHs Ta gosun", "MepeposyBanHHa", "MobiuHi peakuii”
3rigHo 3 iHdbopMaLieto Woa0 MeguyHoro 3aCTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (MPOIPA®, kancynu
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Ymoeu

Homep

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

aidnycky

peecmpayiliHo2o
noceio4yeHHs1

TBepAi). BBeaeHHst 3amiH npoTaromM 6-tu micsauiB nicns
3aTBepAKEHHs. 3MiHn | Tuny - 3MiHK Woao
6e3nekn/ecekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa y KopoTkii
XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha NiacTasi
perynsipHO OHOBIIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acToCyBaHHS fikapCbKoro
3acoby B nicnsipeecTpauiiHni nepiog, abo sik pesynbtart
OLiHKM 3BIiTY 3 JOCNiAXeHb, NPOBEAEeHMX BiANOBIAHO A0 NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (iHwi 3mMiHWM) 3MiHM BHECeHo
[0 IHCTPYKLIT ANS MeANYHOrO 3aCTOCYBaHHSA NiKapCbKOro
3acoby y posginu: "Baaemogisi 3 iHWMMKM NikapCbKUMMn
3acobamu Ta iHWi Buay s3aemoginn”, "OcobnmBocTi
3acTtocyBaHHsA","To6iyHi peakuii” BigNoBiAHO 40 OHOBMNEHOT
iHdopMauii 3 6eaneku gjto4oi peyoBnHN. BBeaeHHs 3MiH
NpoTArom 6-Tu MicsLiB Nicnsa 3aTBepAXeHHs

UA/14248/01/02

Kancynu TBepgi rno 1
mr no 10 kancyn y
6nictepi; no 5
6nictepis y
3anasiHoMy MakeTi B
Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

JTabopaTtopies
Lnidgpa C.A,,
Icnanis
(BMpoBHMLTBO
Hepo3dgacoBaHoI
npoaykuii,
nepBMHHa Ta
BTOPUHHA
ynakoBkKa;
nepBuHHa Ta
BTOPUHHA
ynakoBka, [03Bin
Ha BUNyCK cepii)

Icnanis

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny -
3MiHuM Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy.
3MiHM Y KOPOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLIT A4NA MEANYHOro 3aCTOCyBaHHS
reHepuYHMX/ribpnaHux/6ionofibHMx nikapcebknx 3acobiB nicns
BHECEHHS Tiel camoi 3MiHW Ha pedhepeHTHMIN Npenapar (3MiHa
He NoTpebye HaflaHHs XXOAHUX HOBMX JOAATKOBUX AaHWX)
3MiHN BHeCeHO A0 iHCTPYKUii ANS MEAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ginu: "®dapmakonoriyHi BnactueocTi",
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta iHwWi Buam
B3aemogin”, "OcobnmBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiop BariTHocTi abo rogyBaHHsi rpyaar”, "Cnocio
3actocyBaHHs Ta go3n", "MepeposyBaHHa", "MMobiuHi peakuii”
3rigHo 3 iHdbopMaLieto Woa0 MeguyHoOro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (MPOIMPA®, kancynm
TBepai). BBeaeHHst 3mMiH npoTaromM 6-tu micsauiB nicns
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK WwWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. 3miHa y KopoTKil
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTOCYBaHHS MikapCbKOro
3acoby B nicnsipeecTpauiiHuii nepioa, abo sik peaynbTart
OLiHKM 3BITY 3 gOCnigXeHb, NPOBEAEHWX BiAMNOBIAHO A0 MnaHy
nepiatpnyHux gocnigxeHos (PIP) (iHwi 3miHWM) 3MiHn BHeceHo
00 IHCTPYKUIi ANs MeAMYHOro 3aCTOCYBaHHS MikapCbKOro
3acoby y po3ainu: "B3aemopis 3 iHWMMK nikapcbkumm
3acobamu Ta iHwWi Buan B3aemogin", "OcobnueocTi
3actocyBaHHs","MobivHi peakuii" BignoBiaHO o0 OHOBNEHOT
iHpopmalLii 3 6e3neku aitovoi peyoBMHU. BBeaeHHsI 3MiH

NpoTArom 6-TM MicSLIB Micnsi 3aTBEPAYKEHHS

3a
peuerimom

3a

UA/14248/01/03

Ne Hasea
n/ JNliKapcbKo20
n 3acoby
166. TAKHI

167.| TAKHI

Kancynu TBepai no 5

mr no 10 kancyn y

TOB «TeBa

YkpaiHa

YkpaiHa»

JlabopaTtopies
LinHgpa C.A.,

Icnanis

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu | Tuny -

3MiHu Wwopao 6e3nekn/edekTMBHOCTI Ta papMakoHarnsgy.

peuernmom
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

6nictepi; no 5
6nictepiB y
3anasiHomy nakerti B
Kopobui

Icnanis
(BpPOGHULTBO
Hepo3adacoBaHol
npoAyKuii,
nepBuHHa Ta
BTOPUHHA
ynakoBKa;
nepBuHHa Ta
BTOPUHHA
ynakoBka, 403Bif
Ha BUNYCK cepii)

3MiHM Y KOPOTKil XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLIT A4nS MEANYHOro 3acTOCyBaHHS
reHepuYHMX/ribpnaHnx/6ionogibHMx nikapcbkmx 3acobiB nicns
BHECEHHS TiEl camoi 3MiHM Ha pedhbepeHTHUIA Npenapar (3MiHa
He noTpebye HafaHHs XXOAHUX HOBUX JOAATKOBUX AaHMX)
3MiHN BHeCeHO A0 iHCTPYKUii ANS MEeANYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby y posainu: "®apmakonoriyHi BnactmeocTi",
"B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta iHLi BUaK
B3aemogin", "OcobnuneocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpygar”, "Cnocio
3actocyBaHHs Ta go3un", "lMepeposyBaHHa", "MMobivHi peakuii”
3rigHo 3 iHdhopmauieto Woa0 MeguyHoro 3acTocyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (MPOIMPA®, kancynu
TBepai). BBeaeHHst 3miH npoTaromM 6-tu micsAuiB nicns
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/ecdekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHa y KopoTkii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIi 4NA Mean4yHoro 3acTocyBaHHs Ha NiacTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3aCTOCYBaHHS MiKapCbKOro
3acoby B nicnsipeecTpauiiHuii nepiog, abo sk pesynbtat
OLiHKM 3BIiTY 3 4OCNiAXeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy
nepiatpnyHux gocnigxeHs (PIP) (iHwi 3miHWM) 3MiHn BHeceHo
00 IHCTPYKUIT ANs MeAMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ainu: "B3aemopis 3 iHWMMU nikapcbkumm
3acobamu Ta iHwWi Buan B3aemogin", "OcobnueocTi
3actocyBaHHs","MobivHi peakuii" BignoBiaHO 4O OHOBMNEHOT
iHpopmaLii 3 6e3neku aitovoi peyoBmHU. BBEAeHHS 3miH
NpoTArom 6-T MicsILLB Micnsi 3aTBEPAKEHHS

168.

TBIHPUKC™
BAKLIMHA ANst
MPO®INAKTUK
U FENATUTIB
A
(IHAKTUBOBA
HA) I B
(AICOPEOBA
HA)

cycneHsis ans
iH'ekuin; no 1 posi (1
mn/po3sy) y
nonepegHLo
HamnoBHEHOMY
wnpuui Ne 1y
KOMMNEKTi 3 FONKO

nakcoCmit
KnsnH
Ekcnopt
Nimiten

Benwka
BpuTaHis

"makcoCmiTKnsH
Bionoaxikans C.A.

Benbria

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu Il Tuny -
3miHu 3 skocTi. A®l. BupobHuuTBo. 3MiHKM B npoLieci
BMPOGHMLUTBa ADI (3MiHa CTOCYETLCS aKTUBHOI PEYOBUHM
6ionori4Horo/iMyHOMNOriYHOro NOXoAXeHHs abo BUKOPUCTaHHS
XiMiyHMX A®| y BUpoBHULITBI nikapcbkoro 3acoby
6ionoriyHoro/iMyHONOrYHOro MOXOAXKEHHS!, Aka MOXe MaTu
3HaYHWUI BNMMB Ha SKICTb, 6e3neky Ta edpeKTUBHICTb
nikapcbkoro 3acoby, i He CTOCYETbCS MPOTOKONY).
BrnipoBagxeHHs HoBOro kBanidikauinHoOro NpoToKony
TpaHcgepy BUpobHMYoro npouecy HAV Ha BUpobHWiin
ainbHuLi WN26.2 (Wavre North, Parc de la Noir Epine, Avenue
Fleming 20, Wavre 1300, Belgium). TepmiH BBeA€HHSA 3MiH - |
kBapTtan 2023.
3MiHu Il Tuny - 3MiHn 3 sikocTi. A®l. BupobHuuTBo. 3miHa
BMPOGHVKa BUXiQHOrO/MPOMIXKHOIO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYOTbCS Y BUPOGHUYOMY npoueci ADI, abo 3miHa
BMPOOHMKa (BKniovatouu, Ae HeobxigHo, MicLe nNpoBeaeHHst
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudikaTa
BignoBigHOCTI €Bponeichkii hapmMakonei y 3aTBepaKEHOMY
focbe)(3miHa B ADI BionoriyHoro noxodkeHHs1 abo BMXigHOMY

3a
peuerimom

UA/13056/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
maTepiani/peareHTi/npoMixKHOMY NPOAYKTI, O
BMKOPVCTOBYIOTLCS AN BUPOOHMLTBA
GionoriyHoro/imyHonoriyHoro nikapcbkoro 3acoby). BeegeHHs
oyaisni WN26.2 Ha BupobHuuin ginbHuui Wavre North, Parc
de la Noir Epine, Avenue Fleming 20, Wavre 1300, Belgium sk
[0[aTKOBOI AiNbHULI ANS BUPOBHMULTBA NPOMIDKHOIO NPOAYKTY
HAV aHTtureHy. TepmiH BBegeHHs 3MiH - | ksapTan 2023.
169.| TEBAIPACTU PO34MH ANS iH'eKLiN TOB "Tesa YkpaiHa 3AT Tesa banrike, | Jlutsallapai BHECEHHS 3MiH A0 peecTpauiiHux matepianis: 3miHum | Tuny - 3a UA/15237/01/01
M abo iHdysin no 30 YkpaiHa" JIntBa (KOHTpPOnb nb 3miHun 3 akocTi. CepTudikar BignosigHocTi/l'E-cepTudikat peuenmom

mMrH MO/0,5 mn; no
0,5 mn (30 mnH MO)
B CKISIHOMY LUNpULi
0fHOpPa3oBoOro
BMKOPVCTaHHS 3
nepmMaHeHTHO
NPUELHAHOO FONKOK
Ta 3aX1CHUM
KOBMa4vkom, 3 abo
6e3 npucTpoto 4ns
6e3neyvHoro
BBEAEHHS Ta
3anobiraHHs
nopaHeHb roSko Yun
NMOBTOPHOIO
BMKOPUWCTaHHsI; no 1
LLNPULLY Y KapTOHHIN
kopooui

sikocTi); TeBa
dapmaueBTikan
IngacTpis JTa.,
I13paine
(BMPOBHMLTBO 3a
NMOBHUM LIMKITOM)

BignoBigHOCTI €Bponevickkin hapmakonei/MmoHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO NpUBEAEHHS Y BIANOBIAHICTE A0
MoHorpadii JdY abo €sponerickkoi dhapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasu €C (3miHa y
crneundikauisix, no'sdaHa 3i amiHamu B J®Y, abo
€Bponecbkin dhapmakonei, abo iHWi HauioHanbHin
dapmakonei gepxasn €C) MNpuBeaeHHs cneuudikauii
BXiHOrO KOHTPOJSIO ANst 4OMOMDKHOI pedoBuHM CopbiT y
BiANoBIAHICTbL A0 MoHorpadii EP, a came — 3By>xeHHS BUMOr
ONs1 CYNPOBiAHUX AOMiLOK:ANs Oyab-AKoi AOMILLKM 3 «He
GinbLe 2 %» Ha «He binbwe 2,0 %» Ta Ans 3aranbHKX
OOMILLIOK 3 « He MeHLe 3 %» Ha «He meHLwe 3,0 %» -
3BY)XEHHSI BUMOT NS noka3Huka bakTepianbHi eHOOTOKCUHM 3
«meHLwe Hix 4 EO/r» Ha «meHwe 2,5 EO/r» - BunyyeHHs n.
CauHeub (He binbwe 0,5 ppm) i Hikenb (He 6inbwe 1 ppm) -
BUIYYEHHS BUMOT Ans nokasHuka MikpobionoriyHe
3abpyaHeHHs: TYMC: He 6inbwe 100 KOE/T, BiacyTHicTb
Escherichia coli Ha rpam, BigcyTHicTb Salmonella Ha 10 rpam.
Bumoru, wo sanuwmnucsa: TAMC: He 6inblie 100 KOE/T.
3miHu | TMNy - AgMiHICTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicLs NpoBamKEHHs! AiSNbHOCTI BUPOGHMKa
(Bkntoyaro4m, 3a HeoBXiAHOCTI, MicLe NPOBEAEHHS KOHTPOMO
sIKOCTi), abo BrnacHuka mactep-ganna Ha AdI, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMiXXHOIO NMPOAYKTY, LLO
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (AKLLO 3a3HAaYEHO Yy AOChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BignoBigHOCTi €Bponenchkii hapmakonei y 3aTBepaKEHOMY
Aocbe, abo BUpoOHMKa HOBOI AOMOMIKHOT PEYOBUHM (SIKLLIO
3a3HayeHo y Aocbe) 3miHa Ha3BW Ta aapecy KoMnaHii
nocrtavanbHuka JonoMixHoi pevoBuHu MNonicop6at 80 3 JT
Baker (Millinckrodt Baker) 222 Red School Lane, Philipsburg,
NJ 08865, USA Ha Avantor Perfomance Materials, LLC, 100
Matsonford Rd, Suite 200, Radnor, PA 19087, USA, 6e3 3MiHu
Micusi BUpOOHULTBa BunpaBneHHs B agpeci BUpobHuKa
ponomixHoi pevoBuHu Copbit Roquette Freres 3 «Rue de la
Haute Loge, 62080, Lestrem, France» Ha «1 Rue de la Haute
Loge, F-62136, Lestrem, France»
3atBepaxeHo: JT Baker 222 Red School Lane, Philipsburg,
NJ 08865 3anponoHoBaHo: Avantor Perfomance Materials,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
LLC, 100 Matsonford Rd, Suite 200, Radnor, PA 19087, USA
170 TEBArPACTU PO34MH ANS iH'eKLin TOB "TeBa YkpaiHa 3AT Tesa banrike, | Jlutsallapai BHECEHHS 3MiH A0 peecTpauiiHux maTepianis: 3miHum | Tuny - 3a UA/15237/01/02
M abo iHdys3in no 48 YkpaiHa" JIntBa (KOHTpPOMnb nb 3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat peuenmom
mnH MO/0,8 mn; no akocTi); Tesa BiANoBiAHOCTI €Bponencokiv hapmakonei/moHorpadii. 3MiHK,
0,8 mn (48 mnH MO) dapmaueBTikan noB'si3aHi 3 HeObXigHICTIO NPUBEAEHHS Y BIiAMOBIAHICTE A0
B CKISIHOMY LUNpUL IHgacTpis JTg., MoHorpadii Y abo €sponerickkoi hapmakonei, abo iHwoi
04HOpPa3oBoOro I13painb HauioHanbHoi dhapmakonei gepxasu €C (3miHa y
BUKOPUCTAHHSA 3 (BMPOBHMLUTBO 3a cneuudikauisix, nos'ssanHa 3i amiHamu B APV, abo
nepMaHeHTHO NMOBHUM LIMKITOM) €Bponecbkin dhapmakonei, abo iHWi HauioHanbHiIn
NPWELHAHOO FONKOK dapmakonei gepxasn €C) NpuBegeHHs cneumdikauii
Ta 3axMCHUM BXiAHOrO KOHTPOIO AN JOMOMIKHOI pevoBuHu CopbiTt y
KoBnaykom, 3 abo BiANoBIAHICTbL A0 MoHorpadii EP, a came — 3By>xeHHS BUMOr
6e3 npucTpoto 4ns ONs1 CYNPOBIAHUX AOMiLOK:ANs Oyab-AKoi AOMILLKM 3 «He
6e3neyHoro GinbLe 2 %» Ha «He binblwe 2,0 %» Ta Ans 3aranbHNUX
BBEOEHHSA Ta OOMILLIOK 3 « He MeHLWwe 3 %» Ha «He meHLwe 3,0 %» -
3anobiraHHsi 3BY)XXEHHSI BUMOT s noka3Huka bakTepianbHi eHOOTOKCUHM 3
nopaHeHb roNKo Yun «meHwwe Hix 4 EO/r» Ha «meHwe 2,5 EO/r» - BunyyeHHs n.
NMOBTOPHOIO CBuHeUb (He Ginbwe 0,5 ppm) i Hikenb (He Ginbwe 1 ppm) -
BUKOPUCTaHHS; no 1 BUyYEHHS1 BUMOT ANnsi nokasHuka MikpoGionorivyHe
LLNPULLY Y KapPTOHHIN 3abpyaHeHHsa: TYMC: He 6inbwe 100 KOE/T, BiacyTHICTb
Kopobui Escherichia coli Ha rpam, BigcyTHicTb Salmonella Ha 10 rpam.
Bumoru, wo sanuwmnucsa: TAMC: He 6inbwe 100 KOE/T.
3miHu | TMNy - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaMeHyBaHHS
Ta/abo agpecu MicLsa NpoBamKeHHs! OiSnbHOCTI BUPOGHMKa
(Bkntovaro4m, 3a HeoBXiAHOCTI, MicLie NPOBEAEHHS KOHTPOMO
sIKOCTi), abo BrnacHuka mactep-ganna Ha AdI, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SIKLLO 3a3HAYEHO y A0ChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BignoBigHOCTi EBponenchkii hapmakonei y 3aTBepaKEHOMY
Aocbe, abo BUpoOHMKa HOBOI AOMOMIKHOIT PEYOBUHM (SIKLLIO
3a3HayeHo y Aocbe) 3miHa Ha3BW Ta agpecy KoMnaHii
nocrtavanbHuka JonoMixHoi pevoBuHm MNonicopbat 80 3 JT
Baker (Millinckrodt Baker) 222 Red School Lane, Philipsburg,
NJ 08865, USA Ha Avantor Perfomance Materials, LLC, 100
Matsonford Rd, Suite 200, Radnor, PA 19087, USA, 6e3 3MiHu
Micusi BUpOOHULTBa BunpaeneHHs B agpeci BUpobHuKa
ponomixHoi pevoBuHu Copbit Roquette Freres 3 «Rue de la
Haute Loge, 62080, Lestrem, France» Ha «1 Rue de la Haute
Loge, F-62136, Lestrem, France»
3atBepaxeHo: JT Baker 222 Red School Lane, Philipsburg,
NJ 08865 3anponoHoBaHo: Avantor Perfomance Materials,
LLC, 100 Matsonford Rd, Suite 200, Radnor, PA 19087, USA
171, TEFPYM TabneTku, BKPUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 3a UA/15148/01/02
obornoHkoto, no 50 «MIKPOXIM "MIKPOXIM" 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dpapMakoHarnsgy. peuenmom

mr; no 1 abo no 4
TabneTku y 6nictepi;
no 1 6nictepy y

»

BeeneHHs abo 3miHM J0 y3aranbHeHVX AaHuX Npo cucTemy
hapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHnx npo
cucTeMy cpbapMakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
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Ne
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Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asi8HUKa

BupobHuk

Kpaina
@UPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

nayui i3 kKapToHy

BignoBiganbHoI 3a 34iMCHEHHS dhapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapmakoHarnaay 3asiBHUKa Ans 34iCHEHHS
chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
YNOBHOBaXeHOT 0cobWu, BignoBigansHoi 3a 34iACHEHHS

chapmakoHarnsay (BKMoYaym KOHTaKTHi AaHi) Ta/abo 3MiHW y

po3MilLieHHi MacTep-thaina cuctemn chapMakoHarnsgy) amiHa
YNOBHOBa)eEHOi 0cobu 3asiBHMKA, BigNOBiAanbHOI 3a

dapmakoHarnsag.

[itoua pegakuis: XKypba Jlinis BonogmmupisHa. NponoHoBaHa
pepakuisa: €sctpaTtoBa IpuHa IropiBHa. 3MiHa KOHTAKTHUX
[aHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA, BiAnoBiganbHoil 3a
capmakoHarnsg. 3MiHa micLe3HaxomkeHHs macTep-tanina
cuctemun chapmakoHarnagy.3miHa micus 34iiCHEHHS1 OCHOBHOI
AisnbHOCTi 3 dpapmakoHarnsay.

172.

TEFPYM

TabneTkn, BKpUTI
obornoHkoto, no 100
mr; no 1 abo no 4
TabneTtku y 6nicrepi;
no 1 Gnictepy y
navui i3 KapToHy

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3MiHu | Tuny -
3MiHu Woao 6e3nekun/edekTBHOCTI Ta hapMakoHarnsgy.
BBeneHHs abo 3miHM 00 y3aranbHEHUX 4aHWX NPO CUCTEMY
hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHUX Npo
cuctemy chapmakoHarnsgy, 3miHa ynosHoBa)eHoi ocobu,
BigNoBiganbHoOI 3a 34iMCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 chapMakoHarnsgy 3asiBHUKa Anst 34iNCHEHHs!
bapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsgy (BKIoYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLleHHI MacTep-gaina cuctemu papmakoHarnagy) aMmiHa
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnag,.

[itoya pepakuis: XKyp6a Jlinis BonogumupisHa. MNMponoHoBaHa
pepakuia: €sctpaTtoBa IpvHa IropiBHa. 3MiHa KOHTaKTHUX
[OaHunx yrnoBHOBaXeHOi 0cobu 3asiBHKKA, BiAnoBiganbHoi 3a
dapmakoHarns. 3miHa micue3HaxogXeHHs1 MacTep-gaina
cuctemun hapmakoHarnagy.3miHa micus 34iMCHEHHS OCHOBHOI
OisnbHOCTI 3 dhapMakoHarnsgy.

3a
peuerimom

UA/15148/01/01

173.

TPABA LLIYHKU
OEPHUCTOI

TpaBa (cybcTaHuis)
y Milkax ans
BMPOGHMLUTBA
HeCTepunbHMNX
nikapcbknx gopm

TOB "HBK
"Ekodapm”

YkpaiHa

TOB "HBK
"Exocapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHSA Ta/abo agpecu
3asiBHUKA (BracHUKa peecTpaLiiHoro NocBig4eHHs) - 3aMiHa
agpecu 3asBHUKa

UA/13369/01/01

174.

TPAYMEIDb C
FENb

renb; no 50 r y Ty6i;
no 1 Ty6i y kopobui 3
KapToHY

Bionoriwe
XannbmitTe
nb Xeenb
m6X

HimeuvuunH
a

Bionoriwe
XannbmiTTenb
Xeenb 'M6X

Himevuunna

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkui 3acib. Cucrema
KOHTeVHep/3aKynoptoBanbHui 3acib. 3MiHa noctayanbHuka
nakyBasnbHUX MaTepianiB abo KOMNNEKTYUMX (SKLLO
3a3HayeHo B OCbE) (BUITyHEHHS NnocTavanbHuka) BuganeHHs
nocrTayarnbHuKa nakyBanbHUx matepianis. 3MiHu | Tuny - 3MiHu
3 gKkocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTEMHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo 4OMYCTUMUX MEX NEPBUHHOI YNaKoBKW
roTOBOro MikapcbKoro 3acoby (40MoBHEHHS crneumdikaLii
HOBWM MOKa3HUKOM 3 BiAMNOBiAHMM METOAOM BUNPOGYBaHHS)

3a
peuenmom

UA/5934/04/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[Ins noganbLUOro NOKpaLLeHHs KOHTPOIH SIKOCTI
napKyBanbHOro martepiany KiHLEeBOro npoaykTy Ao
cneumdikalii LogaHo o4aTKOBMIA TECTOBMI NapamMeTp
“Identification IR” i sik anbTepHaTuBHUI “Identification NIR".
175.| ®ABPA3NM® MOPOLLOK ANs [xeHsarim Hinepnax BMPOBOHMLTBO Ipnangis BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/10306/01/01
NPUroTyBaHHS KOpon B.B. an KiH4eBOro 3MiHM Wwopao 6e3nekun/edhekTBHOCTI Ta hapMakoHarnsgy. peuenmom
KOHUeHTpaTy (5 NpOAyKTY BBeneHHs abo 3mMiHu 4o y3aranbHeHVX AaHUX Npo cuctemy
Mr/MI) ANS PO3YUHY (fill/finish), dapmakoHarnsgy (BBEAEHHS y3aranbHEeHUX AaHUX npo
ans iHdysin; no 5 mr KOHTPOSb cuctemy chapmakoHarnsgy, 3miHa ynosHoBaXeHoi ocobu,
abo no 35 mry cepii/BunpobyBaH BignoBiganbHoI 3a 34iMCHEHHS dhapMakoHarnsay; KOHTaKTHOT
dnakoHi; no 1 HsA, NepBUHHA Ta ocobu 3 hapmakoHarnagy 3asiBHUKa AN 34IMCHEHHS
c¢nakoHy B BTOPUHHa tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
KapTOHHiIN kopoOLi ynakoBka, 403BiN YNOBHOBaXeHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
Ha BUMNYCK cepil: dapmakoHarnsaay (BKIoYaym KOHTaKTHI AaHi) Ta/abo 3miHn y
[bkeH3anm lpnang po3MilLeHHi MacTep-chaina cuctemn chapmakoHarnsgy).
TimiTeq, lpnangis 3MiHa ynoBHOBaeHoi ocobu 3asiBHMKa, BianoBiganbHOI 3a
dapmakoHarnag,.
[itoua pegakuis: Epik Teo / Eric Teo, MD. NponoHoBaHa
pegnakuis: Xavike LWonnep / Heike Schoepper. 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa MicLe3HaxooKeHHs
mMacTep-daiina cuctemu papmakoHarnsgy. 3miHa micus
3AiNCHEHHSA OCHOBHOI AiSNbHOCTI 3 hapmakoHarnsgy.
176./ ®EOUH-20® kancynu no 20 mrno | OPFAHOCK OAE EBepTomkeH IHAgis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/1239/01/01
10 kancyn y 6nictepi H Jland CaeHcums 3MiHu Woao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. peuenmom
no 3 6nictepu B NANOCAEH Nimiteq 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro 3acoby, TeKCTi
nadui 3 KapToHy CU3 (Ed MapKyBaHHS Ta IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHA Ha
3ET ) nigcTasi perynspHoO OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpaiiHmi nepiod, abo sk
pe3ynbTarT OLiHKK 3BiTY 3 OCNIMKEHb, MPOBEAEHNX Bi4NOBIAHO
[0 nnaHy negiatpuyHnx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM). 3MiHN BHECEHO [0
IHCTPYKUii ANs Mean4HOro 3acTocyBaHHs! Nikapcbkoro 3acoby
po po3ginis "OcobnmeocTi 3actocyBaHHs", "lNMobiyHI peakwii”
wono 6e3nekn 3acTocyBaHHS Lik040i pe4yoBUHU BiQMNOBIAHO A0
pekomeHaauii PRAC. BBegeHHs 3MiH NpoTsiroM 6-Tu Micsiuis
nicns 3aTBepaXKEHHs
177, ®EHIBYT NOPOLLIOK TosapucTteo YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - - UA/14286/01/01
(cybcTaHuis) y 3 obmexeHo 3miHu 3 gkocTi. APl. KoHTponb A®I. 3miHa y napameTpax
naketax obMexXeHow BiANOBiganbHICTHO crneundikai Ta/abo JONyCTUMUX MEX, BUSHAYEHMUX Y
nonieTMneHoBmnx BignoBiganb "OAPMXIM" cneuudikauisx Ha ADI, abo BUXigHUA/MPOMiXKXHMIA
Ans BUpobHuuTBa HiCTIO NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
"OAPMXIM" BMpo6HMUTBa ADI (DoaaBaHHA abo 3amiHa (3a BUHSTKOM

HeCTepUnbHUX
nikapcbkux ¢opm

aKTUBHOI peyoBuHU GionoriyHoro abo iMyHonoriYHoro
NOXOPKEHHS) NapameTpa cneumdikaLii 3 BianoBigHUM
MeTOoA0M BUNPOOYBaHHs 3a pe3ynbTaTtamu SOCTiMKEHb 3
6e3nekn abo sikocTi). BHeceHHs 3miH fo
Cneumdpikadii/MeTogis koHTposnto sikocTi API 3a NOKa3HMKOM
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapcbK020 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
«CynpoBigHi AOMiLLKMY, a camMe - 3aMiHa MEeTOL4MKM
BM3HAYEHHS BMICTY AOMILLOK METOAOM TOHKOLLAPOBOI
XxpomaTtorpagii Ha BUCOKOEEKTUBHY PigUHHY
xpomatorpadito. CynyTHs 3miHa- 3MiHM 3 sikocTi. ADI.
KoHTponb A®l. 3miHa y meTopax BunpobysaHHs APl abo
BWXiAHOro MaTtepiany/nMpoMiXXHOro NpoAayKTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y npoueci BUpobHuuTea A®I (iHWi 3miHNM y
mMeToaax BUNpobyBaHHS (BKNovakun 3amiHy abo
ponoBHeHHs) A®l abo BUXiZHOro/NpPOMIXKHOIO NPOAYKTY).
3MminHn | TMny - 3miHm 3 sikocTi. A®Il. Cnuctema
KOHTeWHep/3akynoptoBanbHuiA 3acib (iHwi 3amiHun). BunyyerHs
0aTtn BUpobHMUTBA 3 po3ainy «MapkyBaHHS».
178.| ®EHIBYT NOpOLLOK ToBapucTeo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4O peecTpauiHux maTtepianis: 3miHu | Tuny - - UA/18915/01/01
(cybecTaHuisa) y 3 obmexeHo 3miHu 3 akocTi. APl. KoHTponb A®I. 3miHa y napameTpax
nonieTMneHoBmnx obMexeHow BigNoBiganbHIiCTIO crneunikaii Ta/abo 4ONyCTUMKX MEX, BU3HAYEHUX Y
MilLKax ans Bignosiganb "OAPMXIM" crneungikauisx Ha A®l, abo BUXIgHUIA/NPOMIKHWIA
dapmaueBTUYHOTO HiCTIO NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLECi
3acTOCyBaHHSs! "GAPMXIM" BupobHuuTBa ADI (DogaBaHHA abo 3aMiHa (3a BUHATKOM

aKTMBHOI pe4oBMHK BionoriyHoro abo iMyHonoriYHoro
NOXOAXEHHS) napameTpa cneuudikauii 3 BianoBigHUM
MeToAOoM BUNPobyBaHHA 3a pesynbTatamy JOCHIMKeHb 3
6e3nekn abo sikocTi) 3asBneHi 3aMiHM 4o MeToaiB KOHTPOSO
SKOCTi 3@ MokasHKoM «CynpoBifHi AOMILLKWU» 3anpOnOHOBaHi
y 3B’513Ky i3 3aMiHO METOAUKN BU3HAYEHHS BMICTY JOMILLIOK
MEeTOAOM TOHKOLLIapoBOi XxpomaTtorpadii Ha BUCOKOE(EeKTUBHY
pianHHY xpomatorpadito. BHeceHHst 3miH Ao
Cneuudikauii/MeTogiB koHTporto sikocTi A®I 3a nokasHUKkom
«CynpoBigHi 4OMILLKM», a came - 3aMiHa MEeTOAUKN
BM3HAYEHHS BMICTY JOMILLOK METOAOM TOHKOLLAPOBOI
Xpomatorpadii Ha BUCOKOEEKTUBHY PiaUHHY
xpomatorpadito. CynyTHs 3MiHa - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AP| abo
BMXiAHOrO MaTepiany/npoMixXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y Npoueci BUpobHuutea AP (iHWwi 3miHn y
mMeToAax BUNpobyBaHHS (BKNoyaoum 3aMiHy abo
[onoBHeHHs1) A®I abo BUXiAHOro/NPOMIXKHOTO NMPOAYKTY).
3miHu | TUny - 3miHm 3 sikocTi. A®l. CtabinbHicTb. 3miHa
nepiogy NOBTOPHWX BMNpobyBaHb/nepiody 36epiraHHs abo
ymoB 36epiraHHs A®I (3a BigcyTHOCTI y 3aTBEpPAKEHOMY [OChE
cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei, Wo
BKITHOYA€E nepiof, MOBTOPHOro BUNpobyBaHHS) (nepiog,
NoBTOPHOro BUnNpobyBaHHs/nepion 36epiraHHs) - 36inbLUeHHS
abo BBefeHHA nepiogy NoBTOPHOro BUNpobyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3yrnbTaTiB AOCNIAXEHb Yy peanbHOMY
yaci -
36inbLUeHHs TEpMiHY NepekoHTponto OeHibyT, nopoLuok
(cybeTaHuis) 3 12 micauis fo 24 micauiB, y 3B'53Ky 3
npoBeAeHMU AOCNiAKEHHSIMM cTabinbHOCTI y peanbHOMY Yaci
3aTBepaxeHo TepMiH nepekoHTponto 12 micsiuis
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n 3acoby ynakoeka) noceio4yeHHs1
3anponoHoBaHo TepMiH NepekoHTpornto 24 Micsui
179.| ®EHICTUN renb 0,1 %; no30r 'CK LLsenuapi BMPOGHMLUTBO 3a LLisevinapisa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHum | Tuny - bes UA/0894/01/01
FENb y Ty6i; no 1 Ty6i y KoHcblomep a NOBHUM LMKIOM: AamiHicTpaTuBHi 3MiHW. 3MiHa Ha3Bu ADI abo LonomMixkHOT peuenma
KapTOHHiIN Kopobui Xenckep "CK KoHcblomep PEYOBUHY - YTOYHEHHS Ha3BM AOMOMDKHUX PEYOBUH. 3MiHM
CAPI Xenckep CAPIJI, BHECEHO B iHCTPYKLi0 ANS MEANYHOro 3acTOCyBaHHA
LLsenyapis nikapcbkoro 3acoby y po3ain «Cknag» (onoMiXXHi pe4oBUHM)
3 BiANOBIAHMMYW 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKK
nikapcbkoro 3acoby. BBegeHHs 3miH npoTarom 6-Tu MicsuiB
nicnsi 3aTBepAXKEHHS
180.f PEPUHXEKT® | po3unH Ans iH’exuin Bidbop LLisenuapi BMPOBOHMLTBO Himeuunna/ BHECEHHS 3MiH A0 peecTpauiiHix matepianis: 3miHu |l Tuny - 3a UA/13356/01/01
Ta iHdysin, 50 (IHTepHewH a Hepo3dacoBaHoi LLisenuapis 3MiHu 3 AkocTi. API. (iHLWi 3MiHW) - BUNyYeHHS BUNPOOyBaHHSA peuernmom
Mmr/mn, no 2 mn abo n) IHk. npoaykuii, eneMeHTHUX oMok i3 cneuundikauii AP| 3anisa
no 10 mn y dprakoHi; nepBuHHa Ta KapboKkCMManbTO3M BiANOBIAHO 4O OLHKM PU3NKIB, 3riAHO 3
no 1 abo 5 cpnakoHiB BTOPUHHA ICH Q3D Guideline for Elemental Impurities; oHoBReHHs
Y KapTOHHIlA kopobui ynakoBka: BINCO cneuudikauii 12 % posuunHy 3anisa (Il1) xnopuay, 3okpema
'M6X, HimeuunHa; BBEOEHHS BUNPOOYBaHHA €NeMEHTHUX JOMILLIOK
10T Bionorika
'mM6X, HimeuumHa;
BTOPUHHA
ynakoBka:
BANIOA,
LLiBeviapis;
BTOPUHHA
ynakoBka, [03Bin
Ha BUMNYCK cepil:
Bidhop
(IHTepHeLwHn) IHkK.,
LLiBeviLapis
181.| ®PAKCUMAPU PO34UH ANS iH'eKuin, AcneH IpnaHgis AcneH Hotep fam PpaHuis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/2970/01/01
H® 9500 MO aHTu- dapma ne boHpeBinb 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom
Xa/mn; no 0,3 mn Tpenginr 3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro 3acoby, TeKCTi
(2850 MO aHTn-Xa) Nimiteq MapKyBaHHSA Ta iHCTPYKLUIT ANs MEAMYHOro 3aCTOCYBaHHS Ha

abo no 0,4 mn (3800
MO anTn-Xa) y
nonepeaHLo
3anoBHeHOMY
Lnpuuy; no 2
Lnpuum B 6nictepi;
no 5 Gnictepis y
KapTOHHiIN kopobui

nigcraBsi perynsipHoO OHOBMOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpauiiHin nepiod, abo sk
pes3ynbTarT OUiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy nepiatpnyHux gocnigkeHb (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHoMm) - 3MiHW BHECEHO A0
IHCTPYKUii ANs MeaMYHOro 3acToCyBaHHs! NiKapcbkoro 3acoby
0o po3giny "lMpoTunokasaHHs" BiANOBIAHO 4O OHOBMEHOT
iHdbopMaUii 3 6e3nekn 3aCToCyBaHHS NiKapCbKoro 3acoby.
BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB Micnsi 3aTBEPOXKEHHS;
3MiHm |l Tuny - 3miHKn Wwoano 6e3nekn/ePeKTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MELNYHOro 3aCTOCYBaHHS y 3B'SI3KY i3 HOBUMU AaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNIHIYHUMM OAHUMW Ta AaHUMU 3
dapmakoHarnsgy - 3MiHM BHeceHo Ao IHCTpykuii ans
MEeONYHOro 3aCTOCYyBaHHs NiKapCbKoro 3acoby 4o po3giny
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"OcobnuneocTi 3acTocyBaHHA" BigNoOBIigHO 40 MaTepianis
peecTpauinHoro gocbe. BBegeHHs 3miH npoTarom 6-Tu micauis
nicna 3aTBepaKeHHst; 3aMmiHu |l Tuny - 3MiHKn Wwopo
6e3nekn/ecdekTMBHOCTI Ta hapmakoHarnsgy. 3miHa(n) y
KOPOTKil XapakTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs abo iHCTpyKLUii 4Nt MEAUYHOro 3acTOCyBaHHSA Ans
nikapcbkoro 3acoby, niueHsoBaHoro y €C 3a npoLeaypoto
B3aEMHOrO BU3HAHHS (NMikapCbkuii 3acib He BxoauTb A0 cdepun
Aii npoueaypy B3aEMHOro BU3HaHHS, ane 3amMiHa BHOCUTBCS K
pes3ynbTaT NpoLeaypw, i BNacHWK TOProBoi NiueHsii Hagae HoBi
[oAaTKOBI AaHi) - 3MiHM BHECEHO A0 IHCTPYKUiT ANst MeaNYHOro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy "MoGiyHi
peakuii” BignoBigHO 40 OHOBMEHOI iHpopMmalii 3 6esneku
3acTocyBaHHS nikapcbkoro 3acoby. BBegeHHs 3amiH npoTsrom
6 micsuiB nicns 3aTBepAKEHHsI; 3MiHM |l Tuny - 3MiHM Wwoao
6e3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHM y KOPOTKil
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKUIT ANs MEAMYHOro 3aCTOCYBaHHS Y 3B’sI3KY i3 HOBUMM
OaHUMW 3 SKOCTI, AOKMIHIMHUMU, KMIHIYMHUMK JaHUMK Ta
AaHnMm 3 dapmakoHarnsgy - 3miHn BHeceHo A0 [HCTpykuii
ONst MeQUYHOro 3acTOCyBaHHS fikapcbkoro 3acoby oo po3ginis
"dapmakonoriyHi BnactusocTi", "lMpoTunokasaHHs", "Cnocio
3acTocyBaHHS Ta Jo3n" (BHECEHi yTOYHEHHS), "B3aemogis 3
iHWMMM nikapcbkumm 3acobamu Ta iHWi BUaM B3aemogin”,
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii” BignosigHo Ao
MaTepianiB peecTpauiiHoro gocke. BBegeHHs 3MiH NpoTarom
6 MicauiB nicns 3aTBepoKEHHS

182.

XABPUKC™
1440 BAKLUMHA
ansa
NPO®INIAKTUK
N FENATUTY A

cycneHsisa ans
iH’ekuin 1440 O
ELISA; no 1 mn (1
A03a Ans AOpOCnX)
y donakoHi; no 1
dnakoHy B
KapTOHHiIl kopobuyj;
no 1 mn (1 gosa ans
popocnux)) B
nonepeaHLo
HarnoBHEHOMY
LNpuULi Y KOMANEeKTi
3 ronkoto; no 1
LUNPULLY B KAPTOHHIN
kopobui; no 1 mn (1
A03a Ans AopOCnX)
y donakoHi; rno 1
dnakoHy B
KapTOHHiIl kopobuyj;
no 1 mn (1 gosa ans
Aopocnux) B
nonepeaHLo

nakcoCwmit
KnsinH
EkcnopT
Nimiten

Benuka
Bputanis

"makcoCmiTKnsaH
Bionoaxikans C.A.

Benbria

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu Il Tuny -
3MmiHn 3 akocTi. A®Pl. BupobHuuTBo. 3MiHM B Npoueci
BMpOGHMUTBa ADI (3MiHa CTOCYETLCSI aKTUBHOI PE4OBUHU
6ionori4Horo/iMyHOMNOriYHOro NOXoAXXeHHs abo BUKOPUCTaHHS
XiMiyHMX AD| y BUpoBHULITBI Nikapcbkoro 3acoby
6ionori4Horo/iMyHOMNOri4YHOro NOXOAXXEHHS!, ika MoXe MaTu
3HaYHWUI BNMB Ha SKICTb, 6e3neky Ta edpeKTUBHICTb
niKapcbKoro 3acoby, i He CTOCYETLCSI MPOTOKOMY).
BnpoBamxeHHs HOBOro kBanidikauinHOro NpoToKony
TpaHcdepy BUpobHM4oro npouecy HAV Ha BUpobHWin
ninbHuui WN26.2 (Wavre North, Parc de la Noir Epine, Avenue
Fleming 20, Wavre 1300, Belgium). TepmiH BBeA€HHS 3MiH - |
kBaptan 2023.
3Minun |l Tuny - 3miHm 3 skocTi. A®I. BupobHuuTBo. 3miHa
BMPOOHYKa BUXiAHOrO/NPOMiIXKHOrO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYOTbCS Y BUPOGHUYOMY npoueci ADI, abo 3miHa
BUpOGHMKa (BKMOYatoum, e HeobxigHo, Micue NpoBeAeHHs
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
BignoBigHOCTi EBponenchkii hapmakonei y 3aTBepaKEHOMY
pocke)(3miHa B AD| 6ionoriyHOro NoxompkeHHs abo BMXigHOMY
marepiani/peareHTi/npoMiXXHOMY NPOAYKTI, LLO
BMKOPWUCTOBYIOTECS AN BUPOOHMLTBA

3a
peuernmom

UA/16497/01/02
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HanoBHEHOMY GionoriyHoro/imyHonoriyHoro nikapcbkoro 3acoby). BeegeHHs
LNpuLi y KOMMMeKTi 6yaini WN26.2 Ha BupoGHuuii ginbHuui Wavre North, Parc
3 rofkoto; no 1 de la Noir Epine, Avenue Fleming 20, Wavre 1300, Belgium sik
LUNPULY B KapTOHHIN [0AaTKOBOI AinbHUL 4N BUPOOHMUTBA NPOMKHOIO NPOAYKTY
kopobuLi HAV aHTtureny.
TepmiH BBegeHHs 3MiH - | kBapTan 2023.
183./ XABPUKC™ cycnenasis ans nakcoCmit Benuka "makcoCmiTKnsnH Benebrisa BHECEHHS 3MiH A0 peecTpauiiHnx matepianis: 3miHu |l Tuny - 3a UA/16497/01/01
720 BAKLUMHA iH’ekuin 720 04 KnanH BpuTaHis Bionogxikana C.A. 3miHu 3 sikocTi. A®I. BupobHuLTBO. 3MiHK B NpoLieci peuenmom
oansa ELISA; no 0,5 mn (1 EkcnopT BUpobHMuTBa AD| (3MiHa CTOCYETLCSA aKTUBHOI PEYOBUHM
NMPO®IIAKTUK | posa gns giten) y Nimiten GionoriyHoro/iMyHONoriYHOro NOXo4XKeHHst abo BUKOPUCTAHHS
U TENATUTY A | cnakoni; no 1 XimiyHMx A®| y BUpoGHMLTBI Nikapcbkoro 3acoby
c¢nakoHy B BionoriyHoro/iMyHONOr4YHOro MOXOOXKEHHS, sika MOXe MaTh
KapTOHHiIN kopooLyj; 3HaYHWI BNINB Ha SIKICTb, 6e3neky Ta ehekTUBHICTb
no 0,5 mn (1 go3a nikapcbKoro 3acoby, i He CTOCYETLCSI MPOTOKOMY).
Ons piten) B BnpoBagxkeHHs HoBOro KearicpikauiiHoro NnpoTokony
nonepeaHL0 TpaHcdepy BUpoGHMYoro npouecy HAV Ha BUPOGHMYIN
HanoBHeHOMY AineHMLi WN26.2 (Wavre North, Parc de la Noir Epine, Avenue
LUNPULi Y KOMNAEKTI Fleming 20, Wavre 1300, Belgium). TepmiH BBe4eHHS 3MiH - |
3 ronkoto; no 1 kBaptan 2023.
LUMPWLY B KAPTOHHIN 3MiHn Il Tuny - 3miHn 3 akocTi. A®l. BupobHunuteo. 3miHa
kopobui; no 0,5 mn BUPOBHMKA BUXIOHOIrO/NpOMiXKHOIO NpoAyKTYy/peareHTy, Lo
(1 po3a gns giten) y BUKOPUCTOBYIOTLCS Y BUPOBHMYoMY npoueci APl, abo 3miHa
dnakoHi; no 1 BMPOGHMKa (BKIOYaloun, Ae HeobxigHO, Micue NpoBeaeHHS
dnakoHy B KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikata
KapTOHHiIl kopobuy; BignoBigHOCTi €Bponenchki hapmakonei y 3aTBepaKEHOMY
no 0,5 mn (1 go3a Aocbe)(3miHa B AP| BionoriyHoro noxodxkeHHs abo BMxigHOMy
Aans giten) B matepiani/peareHTi/npoMiXKHOMY NPOAYKTI, LLO
nonepeaHLo BUKOPWUCTOBYIOTLCS AN BUPOOHMLTBA
HarnoBHeHOMY BionoriyHoro/imyHornori4Horo fnikapcekoro 3acoby). BeeaeHHs
LINpWLi Y KOMMAMeKTI 6yaisni WN26.2 Ha BupoGHuuin ginbHuui Wavre North, Parc
3 ronkoto; no 1 de la Noir Epine, Avenue Fleming 20, Wavre 1300, Belgium sk
LUNPULLY B KAPTOHHIMN [0[ATKOBOI AiNbHULI ANS BUPOOHMLTBA NPOMIDKHOIO MPOAYKTY
kopooui HAV aHTureHy.
TepmiH BBegeHHS 3MiH - | kBapTan 2023.
184. LEHTPONIH PO34UH ANS iH eKuin, My6nivyHe YkpaiHa My6niyne YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/16059/01/01
1000 mr/4 mn no 4 akuioHepHe akuioHepHe 3MiHu 3 skocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peuenmom
M PO34KHY B TOBapUCTBO TOBapWCTBO KOHTelnHep/3akynoptoBanbHui 3aci6. 3MiHa napameTpis
amnyni; no 5 amnyn "HaykoBo- "HaykoBo- cneuudikauin Ta/abo 4OMYCTUMUX MEX NEPBUHHOI YNaKoBKW
y kaceri; no 1 abo 2 BMPOGHUYMIA BUPOGHWYMIA roTOBOro nikapcbkoro 3acoby (iHwi 3miHu) CynyTHS 3miHa
KaceTu y nayui LEeHTp LeHTp - 3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
"BopLuiariscb "BopLuariBcbkui KOHTeNHep/3akynoptoBanbHuii 3acio. 3miHa y metogax
KM XiMiKo- XiMmiKo- BUNPOOYBaHHS NEPBUHHOI YNaKOBKM FOTOBOTO MikapCbKOro
dapmaLneBT dapmaueBTUYHUI 3acoby (He3HayHi 3MiHW y 3aTBEpPOKEHUX METoAaX
WYHWI 3aBog" BUNPoOyBaHb) BHECEHHS YTOYHEHHS Ao p. 3.2.P.7. Cuctema
3asopa” KOHTeWHep/ 3aKyrnoptoBanbHUi 3acib, a came BHECEHI 3MiHN Y

cneuudikauito 4ns KOHTPomn amnyn 5 Mn (3miHa kpuTepio
NPUAHSATHOCTI NokasHuKa «[igponiTuyHa CTINKICTbY
(3aTBepokeHo: He Ginble 1,3 (ana amnyn 5 mn);
3anponoHoBaHo: He binblwe 1,0 (ans amnyn 5 mn)); He3HavyHa
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3MiHa y 3aTBepOXXeHNX MeTofax BUNpobyBaHb; YTOYHEHHS
rigpONiTUYHOrO KNacy CTINKOCTi amnyn (BUKOPUCTOBYOTLCS
amnynu 1-ro rigponiTMYHOro Knacy CTikkocTi). 3miHn | Tuny -
3MiHuM 3 sKocTi. [oToBMI Nikapcbkuii 3acib. Cucrema
KOHTenHep/3akynoptoBanbHui 3aci6. 3MiHa napameTpis
cneumndikaui Ta/abo 4oNyCTUMMX MEX NEePBUHHOT YNaKOBKU
roTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHWM) BHECEHHS 3MiH B
cneuudikaLii ANs KOHTPOSO aMmnyr, a came 3miHa
nepiognu4HOCTI KOHTPOMO N. «[igponNiTUYHA CTINKICTE»
(3anponoHOBaHO KOHTPOMOBATU KOXHY NepLLy Ta M'ATy cepito
NMOTOYHOTO POKY KOXXHOTO BUPOGHMKA KOXKHOIO Po3Mipy);
BHeCeHi pefakuiriHi npasku B p. «Onucy: yHidikoBaHO Ha3By
nokasHuka (3aTBepmpkeHo «30BHILLHIN BUrNALY); BHECEHI
YTOYHEHHS 40 onucy nuvwe Ans 6e36apBHMX ammnys, OCKiNbKu
Onst BUpobHUUTBa NpenapaTy BUKOPUCTOBYIOTh NnLLE aMnynum
3 6e3bapsHoro ckna. 3miHu | Tuny - 3miHn 3 sikocTi. FoToBUI
nikapcbkuii 3aci6. Cnctema KoHTenHep/3aKynoproBarbHWiA
3aci6. 3miHa napameTpiB cneuudikauin Ta/abo gonycTumMmx
MeX NePBUHHOI YNaKoBKM FOTOBOTO NiKapCbKoro 3acody
(OonoBHeHHSA cneumdikaLii HOBUM MOKA3HWMKOM 3 BiAMNOBiAHUM
MeToA0oM BUNpoByBaHHS) BHECEHHS 3MiH Y crneuumdikaLito ans
KOHTPOMIO aMnyrn, a came BBEAEHHSI TECTY «ApCeH», KU
KOHTPOMIOKOTh 3rigHO cepTudikata BUpobHuka

185.

LMMEBEH®

nioginizat gns
PO34MHY Ans
iHdy3in no 500 wmr; 1
dnakoH 3
niocpinizatom y
KapTOHHiIN kopobui

YEMNADAP
M
ApuHanmiTT
enb MM6X

HimeuvuuH
a

Bupo6HuLTBO
Hepo3adacoBaHol
npoayKuit,
nepBuHHE
nakyBaHHs,
BMNpPOOYBaHHS
KOHTPOIO AKOCTi:
BCM
dapmachbioTikans
C.n.A., Itanis;
Bangedapm,
DdpaHLis;
BTopuHHe
nakyBaHHs,
BMNpPOOYBaHHS
KOHTPOIO AKOCTi:
& . XopdpmaHH-J15

ITanis/
®paHuis/
LLIseninapis/
Himevuunna

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHOTLCS
BUNYCKY Cepii Ta KOHTPOMIO SAKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo gopaBaHHst BUpOOHWMKa, Lo Bignosigae 3a
BBE3€eHHs1 Ta/abo Bunyck cepii) - He Bkntoyaroum
KOHTpOnb/BUNpobyBaHHS cepii - AoAaBaHHS HOBOI BUPOBHUYOI
ainbHuui MpecTigx MNpomoyleH ®epkaydchbopaepyHr Ta
Bepbecepsice M'M6X Ningirwtpacce 6, 63801 KnsnHocTxanm,
HimeuumHa, BignosiganbHoi 3a BUNyck cepii. 3MiHWM BHeceHo B
iHCTPYKUilO AN MeAUYHOro 3acTOCYBaHHS y po3ainu
«BunpobHuk» Ta «Micue3HaxomxkeHHs BUpOOHUKa Ta agpeca
MicLsi MpoBagXKeHHS NOro QisiNbHOCTI» 3 BiANOBIAHUMN
3MiHaMK y TEKCTi MapKyBaHHS yNakoBKM fikapCbKoro 3acoby
(nonaBaHHs BUpoOHWMKa). 3MiHM | TURY - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHK Yy BUPOGHUMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPOIto

Pow 174, SIKOCTi rOTOBOrO fikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
LLisenuapisi; OinNbHULI, Ha siKil 3AIKCHIOETBCS KOHTPOMNbL/BUNPOBYBaHHS
BTopuHHe cepii) BBeAEHHS 10OAaTKOBOI AiNbHUL BianosiaanbHoi 3a
naKkyBaHHs: KOHTPOIb SIKOCTi FOTOBOrO fikapcbkoro 3acoby: Bangedapm,
MpecTimx Mapk IHgacTpien Oeinkapsinne, Mapk ge na ®piHrane-KC
MpomoyLueH 10606, BAIT OE PEYII, 27106, ®paHuis. 3miHu |l Tuny - 3miHu
depkaydchbopae 3 AkoCTi. [OTOBMIA NikapCbKuMin 3aci6. 3MiHM y BUPOBHULITBI.
pyHr Ta 3amiHa abo BBeeHHs 40AaTKOBOI AiNbHULI BUPOGHMLTBA ANst
Bepbecepsice YacTuHM abo BCbOro BUPOGHMYOro NpoLecy rotoBoro

3a
peuerimom

UA/10598/01/01
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'M6X, HimeuyumnHa;
Bunyck cepii:
YEMJA®APM
ApuHanmitTenb
'm6X, HimeuunHa;
MpecTigx
MNpomoyLieH
®epkaydcdbopae
pYHr Ta
BepbGecepsice
'm6X, Himeuunna

nikapcbkoro 3acoby (AinbHUUS, Ha ki NpoBoaATLCS Oyab-SKi
BMPOOHWYI cTagii, 3a BUHATKOM BUMYCKY Cepiii, NPOBEAEHHS
KOHTPOIMIO SIKOCTi Ta BTOPUHHOIO MaKyBaHHS, As NikapCbKux
3acob6iB 6ionoriYHOro/iMyHONOriYHOro NOXOMKEHHS abo
nikapcbknx popm KOMMIEKCHOTO (CKNaaHoro) BUpo6bHUYoro
npovecy) BBeAeHHs 404aTKOBOI AiNbHULI BignosigansHoi 3a
BUPOBHMUTBO Hepo3dacoBaHoi NpoayKuii Ta nepBuMHHE
nakyBaHHs1 FOTOBOrO ikapcbkoro 3acoby: Bangedapm, Mapk
IHpacTpien OeiHkapsinne, Mapk ge na dpidrane-KC 10606,
BAIN [E PEYIN, 27106, ®paHuis.

B.o. leHepanbHOro gupeKTropa
PapmaueBTUYHOro AupeKTopary

IBaH 3SAIBOPHUX




