MEPEJIK
JIKAPCBKHMX 3ACOBIB (MEJUYHUX IMYHOBIOJIOITYHUX ITPEMAPATIB), IIIOJ0 SIKUX BYJIM BHECEHI
3MIHHU JO PEECTPALIMHUX MATEPIAJIIB, IKI BHOCATHCS 10 JEP)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHHA

Jonarox 3

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

Big 25 moToro 2023 poky Ne 387

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa eionycky peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. ASUMEO® kancynu no 250 wmr, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/7234/01/01
no 6 abo no 10 "Knismegnpen "KvuiBmegnpenapat" Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6. 3MiHK y peuenmom
Kancyn B bnicTepi; apat" BMPOBHMUTBI (iHWi 3mMiHK) AkTyanisauis po3giny 3.2.P.3.3
no 1 6nictepy B «Onnc BMpoBHMYOro NpoLiecy Ta KOHTPOIIO MPOLECY»,
nayui 3MiHa knacy 4nMctot D Ha knacudikoBaHi NpUMILLLEHHS
(BUnyyeHHs iHdopmaLii npo knacudikaito BUpobHNYMX
NPUMILLEHb, Y SIKUX NPOBOAATLCS CTafii TEXHONONYHOIO
npouecy BupobHuuTsa J13, y 38’s3Ky 3i 3MiHOlO Knacy
ynctotn D Ha knacudikoBaHi NpuMmilLeHHS). 3aTBepaXXeHO:
Po3sgin 3.2.P.3.3. «Onuc BrpobHMyoro npouecy Ta
KOHTPOIO NpoLecy».
«...MpUMiLLLeHHS knacy yuctotu D...» 3anponoHoBaHo:
Po3sgin 3.2.P.3.3. «Onuc BrupobHW4oro npouecy Ta
KOHTPOIO NpoLecy».
«...KnacuikoBaHi MPUMILLEHHS...»
2. A3SUMEO® TabneTkn, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/7234/02/01
NniBKOBOIO "Kuismegnpen "Kuismegnpenapat" TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapcbkuii 3aci6. 3MiHM y peuenmom
o6ornoHkoto, no 500 apat" BMPOBHMUTBI (iHWi 3miHn) AkTyanisdauia posginy 3.2.P.3.3
mr, no 3 a6o 10 «Onu1c BUpOBHMYOro NpoLecy Ta KOHTPOIHO MPOLIECY»,
Tabnetok y 6nictepi; 3MiHa knacy 4mctotn D Ha knacugikoBaHi NpUMiLLEHHS
no 1 6nictepy y (BUnyyeHHs iHdopmaLii npo knacudikaito BUpobHNYMX
naywi 3 KapToHy NPUMILLEHb, Y SKUX MPOBOAATLCSA CTafii TEXHOMOMNYHOro
npouecy BupobHuuTBa J13, y 38’s13Ky 3i 3MiHOW knacy
ynctotu D Ha knacudikoBaHi NpuMmilLieHHS). 3aTBepa)XeHo:
Po3gin 3.2.P.3.3. «Onuc BupobHuyoro npouecy ta
KOHTPOIO NpoLecy».
«...MpuMiLLeHHS knacy yuctotu D...» 3anponoHoBaHo:
Po3gin 3.2.P.3.3. «Onuc BupobHuyoro npouecy Ta
KOHTPOIO NpoLecy».
«...KnacudikoBaHi MpUMILLEHHS...»
3. A3SUMEO® NOpOoLLOK ANg MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny 3a UA/7234/03/01
opanbHoi cycneHsii "KuiBmegnpen "KuiBmegnpenapat” - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3acib. 3MiHn y peuyenmom




wnpuua (KoxeH
o6’emom 1 mn)y
KapTOHHIl kopobLi 3
MapKyBaHHAM
YKpaiHCbKOK MOBOI;
4 nonepefHbO
HanoBHEHUX
wnpuua (KoxeH
o6’emom 1 mn)y
KapTOHHIN kopobui 3
MapKyBaHHSM
aHrnincobKolo,
dpaHuUy3bKoto Ta
apabcbKoo MoBaMu
3i CTMKEpoMm
YKPaiHCbKOIO MOBOO

BUNPODYyBaHHS Ha
CTEepUIbHICTb Ta
GakTepianbHi
€HAO0TOKCUHM:
Bettep ®apma-
®epTuryHr MrmoX i
Ko KT, HimeuumnHa;
BunpobyBaHHsi Ha
CTepunbHicTb Ta
GakTepianbHi
€HAOTOKCUHM:
Bettep ®apma-
®epTuryHr MrmoX i
Ko KT, HimeuyunHa;
Bettep ®apma-
®epTuryHr MrmoX i
Ko KT, HimeuyunHa;
BunpobyBaHHs
KOHTPOIO SAKOCTI
(kpim BUNpobyBaHHs
Ha cTepunbHiCTb Ta
GakTepianbHi
€HO0TOKCKHK): Pow
dapma AT,
Hime4umnHa;
BTopuHHe
nakyBaHHs1,
BUNpPoByBaHHS

He3HayHi 3MiHM B NpoLeci BUpoOHMLTBA 4ilo40oi pevyoBUHH,
a came: BBeeHHS HoBOro poboyoro 6axky knituH (WCB-
M2201), BUrOTOBNEHOrO 3 MOTOYHOIO rONIOBHOIO HaHKy
KNiTUH Ans Touunisymaby. BBeaeHHs 3miH npoTarom 6
MicsLiB nicnsi 3aTBEpOKEHHS

2 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 200 mr/5 mn 1 apar” BUPOGHMLTBI (iHWi 3miHM). AkTyanisauis posginy 3.2.P.3.3
NaKkoH 3 MOPOLLKOM «Onuc BUpOBHUYOro NpoLecy Ta KOHTPOIO NMpoLecy»,
(1200 mr 3MiHa knacy unctotn D Ha knacudikoBaHi NpUMiLLEeHHS
asnTPOMILMHY) ans (BUNy4YeHHs1 iHhopmauii Npo knacudikawiio BUPOBHNUNX
30 mn opanbHoi NPUMILLEHb, Y SKUX MPOBOAATLCA CTadii TEXHOMNOMNYHOro
CycneHsii pa3om 3 npouecy BMpobHuuTea J13, y 38’A3Ky 3i 3MiHOM Krnacy
kanibpyBansH1M unctoTu D Ha knacudikoBaHi NpuMiLLieHHsT). 3aTBepaKeHO:
LUNPULIOM Ta MipHOIO Posgin 3.2.P.3.3. «Onuc BupobHuyoro npouecy Ta
TNoXeykoro B navu; 1 KOHTPOIIO NPOLECY». «...MPUMILLEHHS KNacy YUCToTn
rakoH 3 NOPOLLKOM D...». 3anponoHoBaHo: Po3gin 3.2.P.3.3. «Onuc
(600 mr BUPOBHMYOro NpoLiecy Ta KOHTPOSIO MPOLIECY».
asnTPOMILMHY) ons «...KrnacugikoBaHi NPUMILLEHHS. .. »
15 mMn opanbHoi
CycneHsii pa3om 3
kanibpyeansH1M
LUNPULIOM Ta MipHOO
JIO)KEYKOH B MayLi
4. AKTEMPA® PO34MH Ans iH'EKLN, TOB "Pow YkpaiHa Bupo6HuLTBO HimevuunHa/ BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/13909/02/01
162 mr/0,9 mn; 4 YkpaiHa" Hepo3dgacoBaHoI LLisenuapis Tmny - 3MiHm 3 sikocTi. A®l. BupobHMLTBO. 3MiHK B NpoLeci peuenmom
nornepegHbLo npoaykuii, NnepBuHHe BMpoGHMUTBa AD| (He3HaYHa 3miHa y npoueci
HaMoOBHEHUX nakyBaHHs, BUpobHMuTBa ADI)




MI B CKMsIHiN abo
MET nnawui; no 1
nnsawui 3 MipHUM

npoaykuii, nepBuHHa
Ta BTOpPWHHA
ynakoBka: AT

dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha niAcTasi perynspHo

3 [TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTPOIO SIKOCTi
(kpim BUNPOBYBaHHS
Ha CTepurbHICTb Ta
GakTepianbHi
€HOOTOKCUHM),
BUNYCK cepii:
. XodhdpmaHH-I15
Pouw Ita,
LLisenuapis
5. AKTEMPA® KOHLeHTpaT 4ns TOB «Polu YkpaiHa BupobHuLTBO AnoHis/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/13909/01/01
po34nHy Ans YkpaiHa» Hepo3dacoBaHoi CLIA/ Tmny - 3MiHn 3 gxkocTi. A®l. BupobHuuTBo. 3MiHM B npoueci peuernmom
iHdy3in, 20 mr/mn; npoaykuii, nepenHHe | HimeuunHa/ BMpobHMuTBa AP| (He3HayHa 3MiHa y NpoLeci
no 80 mr/4 mn abo nakyBaHHS: LLIseviLapis BMpobHMuTBa ADI) HE3HaYHI 3MiHW B NpoLeci
200 mr/10 mn abo Yyran ®apma BMPOGHMLITBA [il040i PEe4OBUHU, a CaMe: BBEAEHHSA HOBOTO
400 mr/20 mny MaHydekTypuHr Ko. po6oyoro 6aHky knitnH (WCB-M2201), BurotoBneHoro 3
dnakoHi; no 1 abo 4 JIta, Anoxia NOTOYHOrO rONIOBHOIO GaHKy KMiTUH Anst Touunisymaoy.
dnakoHu y BupobHuuTBO BBeaeHHs 3MiH npoTarom 6 micsAuUiB Nicnsa 3aTBEpAKEHHS
KapTOHHIl kopobui 3 Hepo3dacoBaHoI
MapKyBaHHAM npoaykuii (ans
YKPaiHCbKOK MOBOIO; ynakoBku rno 400
no 80 mr/4 mn abo mr/20 mn),
200 mr/10 mn a6bo BUNpobyBaHHSA
400 mr/20 mny KOHTPOMIO SKOCTI
dnakoHi; no 1 abo 4 (ans ynakoBku no
dnakoHu y 400 mr/20 mn):
KapTOHHIl kopoOLi 3 [xeHeHTeK IHK.,
MapKyBaHHsIM CLA
aHrnincobKolo, BUNpobyBaHHs
dpaHLy3bKoto Ta KOHTPOMIO SKOCTi
apabcbkoto MoBamu (ans ynakoBku no
3i cTUKEpoM 400 mr/20 mn):
YKpaiHCbKOKO MOBOIO [xeHeHTeK IHK.,
CLA
BunpobyBaHHs
KOHTPOIIO SIKOCTI:
Pow ®apma AT,
HimeuyunHa
BTopuHe nakyBaHHs,
BUNpPOBYyBaHHs
KOHTPOIMHO SIKOCTI,
BUWMYCK Cepil:
d.XodhdpmaHH-I15
Pow ITa,
LLiBenuapis
6. ANEPIO3AH PO34MH OpanbHUN, AT Bonrapis BupobHuLTBO Bonrapis BHECEHHS 3MiH 10 peecTpaLiiHuXx MaTepianis: 3miHu | 6e3 UA/17454/01/01
® 0,5 mr/mn, no 120 "Codpapma" Hepo3dacosaHoi TMny - 3MiHK Woao Ge3nekn/ecekTUBHOCTI Ta peuenma
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[TponoBkeHHs noaarka 3

dnakoHi CKrsHoMy;
no 1 6aHui abo
(hraKoHy 3 NOXKO

KOHTeNHep/3aKynoptoBanbHuii 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX NEPBUHHOT
YMaKOBKM rOTOBOTO NiKapCbKoro 3acoby (iHwi 3MiHn). 3miHa

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
CTaKaH4MKoM i «Codpapman, OHOBJHOBAHOrO 3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo
[03YH4MM LLUNPULIOM Bonrapis; [o3sin Ha JocrimKkeHb 3 6e3neky 3acTocyBaHHS Mikapcbkoro 3acoby
Y KapTOHHIM nayui Bunyck cepii: AT B nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OLiHKK
«Codpapmay, 3BITY 3 fAOCNigKeHb, NPoBeAEeHNX BIANOBIAHO 4O NnaHy
Bonrapis nepiatpnyHnx gocnigxeHs (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHom) 3MiHW BHECEHO
[0 IHCTPYKUii ANA Mean4HOro 3acToCcyBaHHs! NiKapCbKoro
3acoby go posginy "MobiyHi peakuii” 3 6e3nekn
3acToCyBaHHS Jito40i pe4oBMHM BiANOBIAHO A0
pekomeHgauin PRAC
7. AINEPTO3AH TabneTkn, BKpUTI AT Bonrapisa AT "Cocpbapma" Bonrapis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu | bes UA/17179/01/01
® NniBKOBOIO "Codpapma" Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenma
0060s0HKOL0, Mo 5 Mr, capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuui
no 10 Tabnetok y nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
6nictepi; no 1 abo 3 MEAMYHOro 3acToCyBaHHS Ha NigcTasi perynsipHo
Gnictepu B OHOBJHOBAHOrO 3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo
KapTOHHIN navui pocnigpkeHb 3 6e3nekn 3acTocyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OLiHKK
3BITY 3 OCNigXeHb, NPOBEAEHNX BIANOBIAHO 4O NNaHy
nepiaTpnyHux gocnigxeHs (PIP) (3mMiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHom) 3miHVM BHECEHO
00 IHCTPYKUIT 4Na MeanyHoro 3acTocyBaHHS NikapCbKoro
3acoby no posainy "MobiyHi peakuii” 3 6e3neku
3acToCyBaHHS Aito40i pe4oBUHM BIAMOBIAHO OO
pekomMeHgauin PRAC
8. ANTEUKA cupon in bulk: no MAT Ykpaina MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - UA/12481/01/01
FAITMYOAPM | 100 mn y BaHui "ranvnygpapm” - 3miHu 3 gkocTi. FoToBMIA Nnikapcbkuii 3acib. Cuctema
cknsHin, abo y KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa napameTpis
dnaKkoHi CKrsHoMYy, cneuudikauin Ta/abo 4ONYCTUMUX MEX NEPBUHHOI
abo dnakoHi yNaKoBKM FOTOBOrO NikapCbKoro 3acoby (iHwWi 3MiHK). 3miHa
nonimepHomy; rno 48 Ha3BW (hNakoHiB BUPOOHUKA NEepBUHHOI ynakoBku Stoelzle
6aHok cknaHux, abo Union s.r.l. 3 "200 ml Verpackungsflasche" Ha "200 ml
riakoHiB CKNSAHUX, Sirupbottle". AkicHuii Ta kinbkicHW cknag, Tun, opma Ta
abo dnakoHiB PO3Mip enemMeHTiB NEPBUHHOIO NaKyBaHHS 3aNMLLIAETbCs
noniMmepHux y kopobi HE3MiHHUMU.
KapToHHOMYy; in bulk:
no 200 mny
dnakoHi ckngHomy
abo dnakoHi
nonimepHomy; rno 30
rakoHIB CKISAHUX
abo dnakoHiB
noniMepHux y kopobi
KapTOHHOMY
9. ANTEUKA cupon no 100 mny MAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny 6e3 UA/12480/01/01
FANTMYDAPM | GaHui cknsHii abo y "Manuydapm” - 3miHu 3 gkocTi. FoToBUIA nikapcbkuii 3acid. Cuctema peuenma




5 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MipHOIO B navuj; no Ha3BW (hnakoHiB BUPOOHUKA NepBUHHOI ynakoBku Stoelzle
100 mn y donakoHi Union s.r.I. 3 "200 ml Verpackungsflasche" Ha "200 ml
nonimepHomy; no 1 Sirupbottle". AkicHuii Ta KinbkicHWA cknag, Tun, hopma Ta
NaKkoHy 3 NOXKOH0 PO3Mip enemMeHTiB NEPBUHHOIO NakyBaHHS 3anuLWaeTbCst
MipHOIO B Mauui; no HE3MIHHUMMW.
200 mn y donakoHi
cknsiHoMy abo
nonimepHomy; no 1
dNaKkoHy 3 NOXKOH0
MipHOI0 B nayui
10. | AlIbBYBEH PO34MH ANS iHDY3in TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHu | 3a UA/15875/01/02
20 % no 50 mn, 100 "BIO®APMA MNA3MA", YkpaiHa TMny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuin 3aciO. peuenmom
My donakoHi; no 1 MNA3MA" (BUPOBHMLTBO, KoHTporb roToBOro fikapcbkoro 3acoby. 3miHa y metogax
dnakoHy y nayui 3 nepBuHHE Ta BUNPOOYBaHHSA roTOBOro NikapcbKoro 3acoby (He3HayHa
KapTOHY BTOPUHHE 3MiHa y 3aTBEpAXKEHNX MeTodax BUNpobyBaHHs1) HeaHauHi
nakyBaHHs, BUNyCK 3MiHN 0o MeToauku BUNpobyBaHHs 113 3a noka3Hukom
cepin); TOB AKOCTi «AntoMiHi». 3MiHu | TunNy - 3miHM 3 skocTi. FoToBMI
"BIOGAPMA nikapcbkuii 3aci6. KoHTpornb roToBoro fikapcbkoro 3acoby.
MJNTA3MA", YkpaiHa 3miHa y MeTogax BUNpoOyBaHHS rOTOBOTO flikapCbKoro
(koHTpOnb SKOCTI) 3acoby (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
BUNpoByBaHHS)
HesHauHi 3MiHM 8o meToamkm BunpobysaHHs 113 3a
nokasHukamu skocTi «Kanin», «Hatpin»
11. | AlIbBYBEH PO34unH ANns iHdY3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHux MaTepianis: 3miHu | 3a UA/15875/01/01
10 %; no 50 mn, 100 "BIO®APMA MNA3MA", YkpaiHa Tuny - 3MiHM 3 sKocTi. [0ToBMI Nikapcbkui 3acib. peuernmom
My donakoHi; o 1 MNA3MA" (BpOBHMLTBO, KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
dnakoHy y nauui 3 nepBUHHE Ta BMUNpobyBaHHS rOTOBOrO NikapCbkoro 3acoby (He3HayHa
KapTOHY BTOPUHHE 3MiHa y 3aTBEpAXKEHNX MeTodax BUNpobyBaHHs) HeaHauHi
nakyBaHH4, BUMNYCK 3MiHM 0O MeToaMKM BUNpobyBaHHS 113 3a nokasHukom
cepin); TOB AKOCTi «AntoMiHin». 3miHu | Tuny - 3miHuW 3 skocTi. FoToBMIA
"BIO®APMA nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro 3acoby.
MNA3MA", YkpaiHa 3miHa y MeToaax BUNpobyBaHHSA roTOBOro MikapCbKoro
(KOHTpOIb sIKOCTi) 3acoby (He3HayHa 3MiHa y 3aTBEpPXKEHUX METOAAX
BUNPODYBaHHs)
HesHauHi 3MiHM 8o meToamkm BunpobysaHHs 13 3a
nokasHukamu sikocTi «Kanin», «Hatpin»
12. | AMAPUN® TabneTtku no 2 mr; TOB "CaHodi- YkpaiHa CAHO®I C.P.JI. ITanis BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/7389/01/01
Ne 30 (15x2): no 15 ABeHTiC TMny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenmom
Tabnetok y 6nictepi; YkpaiHa" cepTudikaT BignoBiaHOCTI EBponenchbKil

no 2 6nictepu B
KapTOHHiI kopobLyi

capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiaANoBI4HOCTIi a00 BUIyYEHHSs
cepTudcpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
ans A®l; ans BuxigHoro martepiany/peareHTy/npOMiKHOTO
NpoayKTy, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; Ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkin dapmakonei) - OHoBNeHun cepTudikaT Big
yXe 3aTBepa)KeHoro BUpOGHMKa: NOAaHHS OHOBIIEHOIO
cepTudcpikaTa BignosigHocCTi €Bponeiickbkin dhapmakonei
R1-CEP 2005- 150 - Rev 03 (3atBepmxeHuii: R1-CEP
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

2005- 150 - Rev 02) ans A®I rmimenipvay Big BXxe
3aTBepakeHoro BupobHuka Sanofi-Aventis Deutschland
GmbH sikuii 3miHnB HarimeHyBaHHA Ha EUROAPI Germany
GmbH 3 pegakuinHMMu npaBkamu B agpeci.

13.

AMAPUN®

TabneTtku no 3 mr;
Ne 30 (15x2): no 15
Tabnetok y Gnictepi;
no 2 6nictepu B
KapTOHHil kopobui

TOB "CaHodpi-
ABeHTIC
YkpaiHa"

Ykpaina

CAHO®I C.P.1.

ITanis

BHECEHHS 3MiH 40 peecTpauiinHuX maTepianis: 3miHu |
TMny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/lE-
cepTudpikaT BiANOBIAHOCTI EBpPONENCHKIN
apmakonei/MmoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BianoBigHOCTi abo BUIyYEHHSs!
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakoneri:
ansa A®l; anst BUXigHOro matepiany/peareHTy/npoMiKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI ADI; aAns
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoOBiAHOCTI
€sponevicbkin apmakonei) - OHoBneHun cepTudikat Big
yXe 3aTBepAXeHoro BUpobHUKa - NoAaHHS OHOBMEHOTO
cepTudikaTta BignoBigHOCTIi €Bponeinchkin dapmakonei
R1-CEP 2005- 150 - Rev 03 (3atBepmxeHuii: R1-CEP
2005- 150 - Rev 02) ans A®I rimenipvay Big BXxe
3aTBepakeHoro BMpobHuka Sanofi-Aventis Deutschland
GmbH skuin 3miHnB HaimeHyBaHHA Ha EUROAPI Germany
GmbH 3 pegakuinHMMu NpaBkamu B agpeci.

3a
peuerimom

UA/7389/01/02

14.

AMAPUN®

Tabnetku no 4 wmr;
Ne 30 (15x2): no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIN kopobLyi

TOB "CaHoi-
ABeHTiC
YkpaiHa"

YkpaiHa

CAHO®I C.P.N.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHu |
Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBiaHoOCTI EBponenchKil
dapmakonei/moHorpadii. MoaaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiaANoBiAHOCTI ab0 BUITyYEHHSI
cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
ansa A®l; anst BUXigHOro matepiany/peareHTy/npoMiKHOro
NpoAykKTy, L0 BUKOPUCTOBYIOTLCH Yy BUPOOHMLTBI ADI; Ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkin dapmakonei) - OHoBNeHun cepTudikaT Big
yXe 3aTBepA)KeHoro BUpOGHMKa: NOAaHHS OHOBIEHOIO
cepTudcikaTa BignosigHoCTi €Bponeiichbkin dhapmakonei
R1-CEP 2005- 150 - Rev 03 (3atBepmxeHuii: R1-CEP
2005- 150 - Rev 02) ansa A®I rmimenipuay Big Bxe
3aTBepakeHoro BupobHuka Sanofi-Aventis Deutschland
GmbH sikuii 3miHuB HaiMeHyBaHHa Ha EUROAPI Germany
GmbH 3 pegakuinHumm NpaBkamu B aApeci.

3a
peuernmom

UA/7389/01/03

15.

AMBPOKCON
-TEBA

Tabnetku no 30 wr,
no 10 Tabnetok y
Gnictepi; no 2
Gnictepu y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne Mv6X,
HimeuyumHa
(BMPOBHMLTBO
Hepo3acdacoBaHOro
NPOAYKTY, A03BiN Ha
BUWMYCK Cepil;
nepBuHHa Ta
BTOPWHHA yNakoBKa,
KOHTpOb cepii)

Himevuunna

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BiaNoBIAHOCTI €EBpONEnchKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BiaANoBI4HOCTI 200 BUIyYEHHSs
cepTudpikaTa BignoBigHOCTi E€Bponeinckkini hapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoMiXXHOrO
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULUTBI ADI; Ans
OOMOMDKHOT peyoBUHM (cepTudikaT BigNoBigHOCTI
€Bponevicbkinn dapmakonei) - OHoBMNeHW cepTudikaT Big
yXKe 3aTBepaXKeHoro BUPOGHMKa - NoAaHHS OHOBMEHOrO

6e3
peuyenma

UA/1611/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepTudikaTta BignoBigHOCTI €Bponencokin hapmakonei Ne
R1-CEP 2004-201 - Rev 05 (3atBepaxeHo: R1-CEP 2004-
201 - Rev 04) ans A®l ambBpokcony rigpoxnopuay Bif BXxe
3aTBepakeHoro BmpobHuka SHILPA MEDICARE LIMITED
(India), siknin 3amiHnB Ha3sy Ha SHILPA PHARMA
LIFESCIENCES LIMITED (India). BeegeHHs 3miH
NpoTSArom 6-T MicsLiB Nicnsi 3aTBEPAKEHHS
16. | AMBPOKCOI | cupon, 15 mr/5 mn TOB «TeBa Ykpaina Mepkne M'm6X, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny bes UA/1853/02/01
-TEBA no 100 mny YkpaiHa» HimeuyunHa - 3MiHun 3 sikocTi. CepTudpikat BignosigHocTi/lE- peuenma
cnakoHi; no 1 (OosBin Ha Bunyck cepTudikat BignoBigHOCTI EBpONENCHKI
dnakoHy pasom i3 cepii; BupobHuuyteo dapmakonei/moHorpadii. MogaHHa HoBoro abo
MipHUM Hepo3dgacoBaHoI OHOBJEHOro cepTudikarta BiaAnoBi4HOCTI 260 BUNYyYEHHSs
CTaKaH4MKOM Y npoaykuii, nepBnHHa cepTudikata BignoBigHOCTI €Bponenchbkin hapmakonei:
Kopoo6ui Ta BTOPVHHA ans A®l; ansa BuxigHoro martepiany/peareHTy/npOMIKHOIO
ynakoBKa, KOHTPOSb NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
AKOCTI) [OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBiAHOCTI
€sponevicbkin dapmakonei) - OHoBneHun cepTudikat Big
yXe 3aTBepAXeHoro BUpobHMKa - NoAaHHS OHOBMEHOTO
cepTudikata BignoBigHOCTI €Bponenchkin dhapmakonei Ne
R1-CEP 2004-201 - Rev 05 (3atBepaxeHo: R1-CEP 2004-
201 - Rev 04) ans A®l ambBpokcony rigpoxnopuay Big BXxe
3aTBepakeHoro BmpobHuka SHILPA MEDICARE LIMITED
(India), sknin 3amiHuB Ha3By Ha SHILPA PHARMA
LIFESCIENCES LIMITED (India). BBegeHHs 3miH
NpoTSArom 6-Tu MicsiLiB Nicns 3aTBepAKEHHSA
17. | AMBPOKCOI | po3suyuH opanbHui, TOB «TeBa Ykpaina Mepkne M'v6X, HimeuunHa | BHeCeHHs 3MiH [0 peecTpauiiHUX MaTepianis: 3MiHu | Tuny bes UA/1853/03/01
-TEBA 7,5 mr/mn no 40 mn YkpaiHa» HimeuyunHa - 3miHu 3 skocTi. CepTudikat BignosigHocTi/lTE- peuenma
abo 100 mny (BnpobHuuTteo cepTudikaT BigNOBIAHOCTI EBpPONENCHKIN
cdnakoHi; no 1 Hepo3dacoBaHoi cdapmakonei/moHorpadii. MogaHHa HoBoro abo
dnakoHy 3 npoaykuii, nepBnHHa OHOBIEHOro cepTudikata BignosigHoCTi abo BUNYYeHHS
npo6koto- Ta BTOPVHHA cepTudpikaTa BignoBigHOCTI E€Bponenchbkint hapmakonei:
KpanenbHuueto, ynakoBKa, KOHTPOSb ansa A®l; anst BUXigHOro matepiany/peareHTy/npoMiKHOro
[03Y04010 cepii; [Jo3Bin Ha NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUpoOHULTBI ADI; aAns
CKISIHOYKOIO B BUMNYCK cepii) [OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
Kopoo6ui €Bponevicbkin apmakonei) - OHoBNeHun cepTudikat Big
yXe 3aTBepAXeHOro BUpoBHMKa - MoAaHHS OHOBMEHOTO
cepTudpikaTa BignosigHocTi €Bponelickkini hpapmakonei Ne
R1-CEP 2004-201 - Rev 05 (3aTBepaxeHo: R1-CEP 2004-
201 - Rev 04) anst A®| ambpokcony rigpoxnopuay Bif Bxe
3aTBepakeHoro BupobHuka SHILPA MEDICARE LIMITED
(India), siknin 3amiHuB Ha3By Ha SHILPA PHARMA
LIFESCIENCES LIMITED (India). BBegeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBepAKEHHS
18. | AMMNMPUN® Tabnetku no 5 mr/25 KPKA, ao.a., CnoBeHis KPKA, a.a., Hoso CnioBeHis BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny 3a UA/4903/02/01
HD mr, no 10 TabneTtok HoBo mecto MecTOo - 3miHu wopao 6esnekn/edekTMBHOCTI Ta peuenmom

y bnictepi; no 3 abo
no 6, abo no 9
GnicTepi y
KapTOHHiI kopobuj;

dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHS Ha niAcTasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku Nnikapcbkoro 3acoby, abo




8 [TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 7 tabnetok y pocrimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
6nictepi; no 2 abo B nicnsipeecTpauinHuii nepiof, abo sik peaynbTaT OLiHKK
no 4, abo no 8, abo 3BITY 3 AOCNigKeHb, NPOBEAEHNX BIANOBIAHO 4O NNaHy
no 12, a6o no 14 neaiatpuyHmx gocnimxkeHs (PIP) (iHwi 3miHW) - 3MiHK
6nictepi y BHECEHO A0 IHCTPYKUii AN MEANYHOrO 3aCTOCYBaHHS
KapTOHHIl kopobui nikapcbkoro 3acoby o posginie "OcobnuneocTi
3actocyBaHHs", "Mo6iyHi peakuii” BignoBigHO OHOBNEHOT
iHcbopmaluii 3 6e3nekw Aito4oi pevoBMHM rigpoxnopTia3vg
3rigHo pekoMeHgauii PRAC. BeegeHHs 3MiH NpoTsrom 6-
TV MicAUiB Nicnsa 3aTBepaXeHHS
19. | AMINPUN® Tabnetku no 2,5 KPKA, a.4., CnoseHis KPKA, a.4., Hoeo CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/4903/02/02
HL mr/12,5 mrno 10 HoBo mecto MecTo - 3MiHu wopno 6eanekn/edekTUBHOCTI Ta peuenmom
TabneTtok y 6Gnictepi; capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuui
no 3 a6o no 6, abo nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
no 9 Gnictepis y MEAMYHOro 3acToCyBaHHS Ha NigcTasi perynsipHo
KapTOHHI KOpooLyi; OHOBJHOBAHOrO 3BiTY 3 Ge3nekun nikapcbkoro 3acoby, abo
no 7 Tabnetok y pocnigpkeHb 3 6e3nekn 3acToCyBaHHSA NiKapcbkoro 3acoby
Gnictepi; no 2 abo B nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OLiHKK
no 4, abo no 8, abo 3BITY 3 OCNigXeHb, NPOBEAEHNX BIANOBIAHO 4O NNaHy
no 12, abo no 14 nepiaTpnyHnx gocnigpxkeHs (PIP) (iHwi 3miHW) - 3MiHK
GnictepiB y BHECEHO [0 iIHCTPYKLUiT ANS MeANYHOro 3acTocyBaHHSA
KapTOHHil kopobui nikapcbkoro 3acoby o po3sginie "OcobnueocTi
3actocyBaHHs", "Mo6ivHi peakuii” BigNoBigHO OHOBNEHOT
iH(bopMaLii 3 6e3neku Ajto4oi pe4oBMHN rigpoxnopTiasng
3rigHo pekomeHaauin PRAC. BeefneHHs 3mMiH npoTsrom 6-
TV MICALB Nicns 3aTBEPAKEHHS!
20. | AHAYPAH Kpanni ByLUHi no 25 3amboH ITanis 3amboH C.M.A. ITanis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/11664/01/01
My nakoHi 3 C.IN.A. - 3miHun wopao 6esnekn/edekTMBHOCTI Ta peuernmom
KPWLLIKOIO- dapmakoHarnsay. BeegeHHs abo 3miHM Ao y3aranbHEeHUX
KpanenbHuLet; no 1 OaHunx nNpo cucteMy dapmakoHarnsgy (BBegeHHs
dnakoHy B nayui y3aranbHeHVX AaHunx Npo cucteMmy papmakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0cobu, BiAMoBiAanbLHOI 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
cbapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMiHHA Bif
yMNoBHOBaXeHOI 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsgy (BKNoYarun KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnsgy). 3miHa KOHTakTHOT 0cobu 3asiBHUKa,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
[itova pegakuis: Kyuma Bonogummnp OnekcaHgpoBu.
MponoHoBaHa pepakuis: HikiTyeHkoBa Jlto6oB IBaHiBHa.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu 3asiBHUKA,
BiAMoBiganbHoI 3a dapmakoHarnsg B YKpaiHi.
21. | APTETT Kancynm Oenbta LLisewuapi nepBuHHe Ta HimevuunHa/ BHECEHHS 3MiH 10 peecTpaLiiHMXx MaTepianis: 3miHu | 3a UA/13123/01/01
PANIO KULLKOBOPO3YMHHi Megiken ] BTOPUHHE Ipnangis Tmny - 3MiHM Wwopao 6e3nekn/ecpeKkTMBHOCTI Ta peuenmom
TBepdi no 75 mr; no MpomoyLuH3 nakyBaHHs Ta dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepucTui
10 kancyn y Al BUWMYyck cepii: Caicc nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans

Gnictepi; no 1, abo

Kanc 'moX,

MegU4HOro 3aCTocyBaHHA Ha nigcras.i perynapHo
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Ne Haszea ®Popma sunycky 3asieHUK BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 2, abo no 3, abo HimeuumnHa; OHOBJHOBAHOrO 3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo
no 5 6nictepis y BMPOBOHMLTBO pocnimxeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby
KapTOHHIl kopobui Hepo3adacoBaHol B nicnsipeecTpauinHuiA nepion, abo sik pedynbTaT OLiHKK
npoayKuii, KOHTPOnb 3BITY 3 4OCNigKeHb, NPOBEeAeHNX BIANOBIAHO 4O NNaHy
akocTi: Temmnep nepiatpnyHnx gocnigxeHs (PIP) (3MiHy y3rogkeHo 3
Ipnangis Iimiteq, KOMMETEHTHUM YTNOBHOBaXX€HUM OpraHoM)
Ipnangis; nepsuHHe 3MiHM BHeceHo [0 [HCTpykUii ons MmeguyHoro
Ta BTOPUHHE 3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis:
nakyBaHHS: "3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
[pareHodapm rpyaar” wopao 6e3neku 3acTocyBaHHS Ail04OI pe4OBUHM
Anotekep Mown aukrnodpeHak BignoBiaHo Ao pekomeHaauin PRAC
'mM6X, HimewynHa
22. | AUEMIK TabneTkn, BKPUTI AHaHTa Benuka ApTypa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | Tuny 3a UA/16987/01/01
NniBKOBOIO Megikeap JlTa. BpuTtaHis dapmacbioTikana - AgMiHICTpaTUBHI 3MiHW. Buny4eHHss BUpOBHMYOI AinbHALI peuernmom
obonoHkoto, no 500 MeT. N1A0. (Bkntoyatoum ginbHUui gns APl npomixkHoro npoaykTy abo
mr no 10 TabneTok y roTOBOro NikapcbKoro 3acoby, AinbHUUI Ans NpoBeaeHHs
6nictepi; no 1 nakyBaHHsi, BUpOOHWKa, BiANoBiAanbHOro 3a BUMyCK Cepii,
6nicTepy y kopobui MicLie NpoBefeHHs KOHTPOSO cepii) abo nocTavyanbHUKa
BUXiZHOrO MaTepiany, peareHTy abo JOMNOMiKHOI
PEYOBUMHM (SKLLIO 3a3HAYEHO Y A0CbE). AGMIHICTpaTUBHa
3MiHa BUIny4eHHsi BupobHuka M3 Tynin Na6 MeT. JTa.,
IHgis / Tulip Lab Pvt. Itd., India. 3anuwaeTtbes
anbTepHaTVBHUIA BUPOBHUK, KOTPUIN BUKOHYE TiXK caMmi
yHKLUiT Wwow BunyveHun (Aptypa ®apmacktoTikana lBT.
JIta., IHAis). 3MiHWM BHeceHi B IHCTPYKLUilO ANs MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ainu "BupobHuk”,
"Micue3HaxogkeHHs BUpoOHMKa Ta agpeca micusi
NpoBaXeHHs NOro AisinbHOCTI" (BUNYYEHHS1 BUPOBHUYOI
[inbHULU) BBeaeHHs 3MiH npoTsarom 3-x micauiB nicns
3aTBEPKEHHS.
23. | ALUUK® Kkpem 5 %; CaHpos CnoBeHisi Cantotac ®apma BHECEHHS 3MiH IO peecTpaLinHMx maTtepianis: 3miHu | Tuny 6e3 UA/9433/02/01
no 2ry Ty6i; no 1 dapmacbioTika mM6X - AgMiHICTpaTUBHI 3MiHW. Buny4eHHss BUpOGHMYOI AinbHALI peuernma
Ty6i B KQPTOHHIN n3 a.a. (Bkntoyatoum ainbHuui ans A®l, npomMixxHoro npogykTy abo
KopoobLi roTOBOro MikapcbKoro 3acoby, AinbHWLI AN NpoBeAeHHS
nakyBaHHsi, BUpOOHWKa, BiANoBiAanbHOro 3a BUMyCcK Cepin,
MicLie NpoBeAeHHs KOHTPOMto cepii) abo nocTavanbHUKa
BMXiQHOro matepiany, peareHTy abo JONOMiIXHOI
PEYOBUMHM (SIKLLIO 3a3HAYEHO Y AO0CbE). BunyyeHHs
BMPOGHMYOI AinbHUUi Quimica Sintetica S.A. ans
BUpOGHMUTBa ADI, y 3B's13Ky 3 KOMEPLIHUM PiLLEHHAM
KOMMaHii. 3anvaeTbcs anbTepHaTNBHUIA BUPOOHMK ADI
Zhejiang Charioteer Pharmaceutical Co., Ltd.
24. | BEPNINPUN® | Tabnetkn no 10 BEPJIIH-XEMI HimeuunH BUPOBHMUTBO "in BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/5853/01/01
nnocC 10/25 mr/25 mr no 10 Al a bulk", koHTponb Tuny - 3miHn 3 skocTi. CepTudikaT BignosigHocTi/lE- peuernmom
Tabnetok y 6nictepi; cepin: BEPIIH- cepTudpikaT BignoBiaHOCTI EBponenchbKil
no 2 abono 3 XEMI AT, capmakonei/moHorpadii. MogaHHA HoBoro abo
6nictepu B HimeuumnHa; kiHUeBe OHOBIEeHOro cepTudikarta BignoBigHOCTI abo BUNyYeHHSs
KapTOHHiI kopobui nakyBaHHs, cepTudpikaTa BignosigHocTi €Bponeiicbkii hapmakonei:
KOHTPOIb Ta BUMYCK ans A®I; ans BuxigHoro martepiany/peareHTy/npoMiXKHOTO
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

cepii: BEPNIH-XEMI
AT, HimeuunHa

NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; Ans
AOMOMDKHOT pe4oBUHN (CepTudikaT BiANOBIAHOCTI
€Bponenckkin hapmakonei) - OHoBNeHU cepTudikaT Big
yXe 3aTBepA)keHoro BUpobHMKa - NoJaHHsA OHOBMEHOTO
cepTtudpikaTta BignosigHocTi €Bponeinchbkin hapmakonei Ne
R1-CEP 2004-013 - Rev 04 (3atBepaxeHo: R1-CEP 2004-
013 - Rev 03) ans gitoyoi pevoBmHn Hydrochlorothiazide
Bifl BXXe 3aTBepaKeHoro BupobHuka IPCA Laboratories
Limited. 3MiHu | Tuny - 3miHn 3 sikocTi. APL. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHsa APl abo BuxigHoro
marepiany/npoMiXXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y Npoueci BUpobHuuTea AdI
(BUNYYeHHS MeToAY BUNPOGYBaHHs ANst
Adl/peareHTy/npoOMiPKHOTO MPOAYKTY, SKLLO
anbTepHaTUBHUIA METO[ BXe 3aTBepAXeHWU) 3MiHa y
MeTodax BUNpoboByBaHHS A4S Aito40i pe4oBUHM
Hydrochlorothiazide, 3okpema Buny4YeHHs anbTepHaTUBHIO
MeToay iaeHTugikauii - cnektpodoTomMeTpii B GrvKHIN
iHpaydepsoHin obnacTi (NIRS spectrophotometry) 3
po3ainiB peecTpauinHoro gocbe: 3.2.P.4.2 AHaniTu4Hi
meToaunkm Ta 3.2.P.4.3 Banigauia aHaniTM4HNUX MeToauk,
HasiBHUI 3aTBEpAXEHWIN MeTop, iaeHTudikawii srigHo EP.
3miHu | Trny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BiANoBIAHOCTI ab0 BUIyYEHHSs
cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoMiXXHOro
nNpoayKTy, L0 BUKOPUCTOBYIOTLCH Yy BUPOOHMLTBI ADI; Ans
gonomixHoi pevoBuHu (FE-cepTudgikat BianoBigHOCTI
€Bponelicbkint hapmakonei anst A®l/BuxigHoro
marepiany/peareHTy/npOMIKHOrO NPoAyKTy abo
[OMNOMiXHOT pevoBuHU) - OHOBNEHWI cepTudikaT Big Bxe
3aTBEPKEHOr0 BUPOBOHUKA - ModaHHs oHoBreHoro ME-
cepTtudpikaTa BignosigHocTi €Bponeinchkinn hapmakonei Ne
R1-CEP 2003-172-Rev 03 (3aTBepaxeHo: R1-CEP 2003-
172-Rev 02) anst gponomixxHoi pevoBuHn Gelatin Big Bxe
3aTBepakeHoro BupobHuka GELITA Group

25.

BETArIC

Tabnetkv no 16 wr,
no 10 Tabnetok y
6nictepi; no 3
Gnictepn y
KapTOHHIN nayui, no
18 Tabnetok y
GnicTepi; no 5
GnicTepi y
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMXx MaTepianis: 3miHu |
Tuny - 3MiHK 3 sikocCTi. [O0TOBWMIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y metogax
BMNPODOYBaHHS roToBOro Nikapcbkoro 3acoby (HeaHavHa
3MiHa y 3aTBepKEHNX MeTodax BUNPODYBaHHS) He3HaYHi
3MiHN B MeTogi BunpobyBaHHsA 13 3a nokazHukom
«CynpoBigHi AoMilWKu», @ came AogaHo NopsiAoK
XpomaTorpadyBaHHS PO34MHIB, BPAXOBYOUM PO3YMH
nnaue6o, ki He Byno 3a3HayYeHo B 3aTBEPIPKEHOMY
meToai. PegakuinHa npaBka B Ha3Bi xpomaTtorpadivHoil
KOINOHKM (3aTBepmkeHo: Puroshper Star RP-18 e,

3a
peuerimom

UA/5027/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3anponoHoBaHo: Purospher Star RP-18 e)
26. | BIKANYTAMI TabneTku, BKPUTI TOB «TeBa Ykpaina TeBa I3painb BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/10546/01/02
O-TEBA NniBKOBOK YkpaiHa» dapmaveBTikan - 3MiHun 3 sikocTi. CepTudpikat BignosigHocTi/lE- peuernmom
obonoHkot, no 150 IHgacTpis N1a. cepTudpikaT BiANOBIAHOCTI EBpONENCHKIN
Mr, no 7 TabneTok y dapmakonei/moHorpadii. MogaHHs HoBoro abo
Gnictepi, no 4 OHOBJIEHOro cepTudikarta BiaAnoBi4HOCTIi 200 BUNYyYEHHSs
6nictepu B kopobuyj; cepTudpikaTta BignosigHOCTI €Bponenchbkin hapmakonei:
no 10 Tabnetok y ans A®l; ans suxigHoro martepiany/peareHTy/nPOMIXKHOrO
Gnictepi, no 3 NPOAYKTY, O BUKOPUCTOBYOTLCSA Y BUPOOHMLTBI ADI; ans
Gnictepu B kOpOOLi [OMOMIDKHOI peyoBUHM (cepTudikaT BigNoOBIgHOCTI
€sponevicbkin dapmakonei) - OHoBneHun cepTudikaT Big
yXe 3aTBepaxeHoro BupobHuka. lMogaHHs OHOBNEHOro
CepTudikaty BignosigHocTi €Bponeicbkini hapmakonei Ne
R1-CEP 2012-303-Rev 00 (nonepegHs Bepcis RO-CEP
2012-303-Rev 00) ans gitoyoi pevosnHm Bicalutamide Big
BXe 3aTBepmkeHoro BupobHuka Teva Pharmaceutical
Industries Ltd., I3painb, i 5k HacnigoK, OHOBIEHHSI OKPEeMMX
po3ainis mogyns 3. 3MiHu | Tuny - 3miHM 3 sikocTi. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobyeaHHs AD| abo
BMXiAHOro Martepiany/MpoMiXXHOro NpoayKTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y npoLeci BUpobHuLTBa AP (He3HauHI
3MiHW Y 3aTBEPOXKEHNX METOAAX BUNPOOyBaHHS). HeaHauHi
3MiHW Y 3aTBEPAKEHIN METOANL BUSHAYEHHSI PO3MIpY
yacTok gito4oi pevoBuHu Bicalutamide, ska nonsrae B
3MeHLeHHi wBuakocTi Hacoca 3 3000 06/xs. Ao 2300
06/xB.
27. | BIKAITYTAMI TabneTku, BKpUTI TOB «TeBa YkpaiHa TeBa I3painb BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3miHu | Tuny 3a UA/10546/01/01
O-TEBA NniBKOBOKO YkpaiHa» dapmaveBTikan - 3MiHun 3 sikocTi. CepTudpikat BignosigHocTi/lE- peuenmom

06010HKo, No 50
Mr, no 7 TabneTok y
6nicTepi, no 4
6nictepu B kOpobLyj;
no 10 Tabnetok y
GnicTepi, no 3
Gnictepu B kOpobLj

IHpacTpis Jita.

cepTudikaT BiaNoBIAHOCTI €BpONEnCchKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiaANoBiAHOCTIi ab0 BUyYEHHSs
cepTudpikaTa BignoBigHOCTI €Bponenchbkint hapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoOMiXXHOro
NpoaykKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHUUTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BiANOBIAHOCTI
€Bponevicbkinn dapmakonei) - OHoBNeHW cepTudikaT Big
yXe 3aTBepapKeHOro BUpobHuka. MoaaHHs OHOBREHOro
CepTudikaTy BignosigHocTi €Bponencoki dpapmakonei Ne
R1-CEP 2012-303-Rev 00 (nonepeaHs Bepcis RO-CEP
2012-303-Rev 00) ans gitoyoi pevoBuHM Bicalutamide Big
BXe 3aTBepaxeHoro BupobHuka Teva Pharmaceutical
Industries Ltd., I3painb, i ik HacNiAoOK, OHOBIEHHS OKPEMMUX
po3ginis moayns 3. 3minu | TMny - 3miHu 3 sikocTi. ADI.
KoHTpone A®I. 3miHa y meToaax BunpobysBaHHs AP abo
BMXiAHOrO MaTepiany/npoMixxHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y Npoueci BUpobHuuTBa AD| (He3HaYHI
3MiHW Y 3aTBEpPOKEHNX MeToAax BUNpobyBaHHS). HeaHauHi
3MiHM Y 3aTBEPOKEHI METOAMLI BUSHAYEHHSI PO3MipY
4acToK ditoyoi pevoBuHM Bicalutamide, sika nonsirae B




12 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MeHLeHHi WwBuakocTi Hacoca 3 3000 o6/xs. oo 2300
06/xB.
28. | BIOBEH PO34MH Ans iHGY3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny 3a UA/14526/01/01
MOHO® 5 %, no 25 mn, 50 "BIO®APMA MNA3MA", YkpaiHa - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib. Cuctema peuernmom
mn abo 100 mny MNA3SMA" (BMPOBHMLTBO, KOHTeNHep/3akyrnoptoBanbHuUi 3aci6. 3MiHa y NepBUHHIN
cnakoHi; no 1 nepBuHHE Ta yNakoBLi FOTOBOrO NikapCbkoro 3acoby (Tun kKoHTenHepa
dnakoHy y nayui 3 BTOPUHHE abo foaaBaHHA HOBOFO KOHTENHepa) - BunyyeHHs
KapTOHY nakyBaHHs, BUMyCK NepBUHHOI YNaKOBKM, LLO HE NPU3BOAUTL 4O MOBHOTO
Cepil; KOHTPOnb BWINYYeHHS NikapcbKoro 3acoby 3 NeBHOo cunoto Aii abo y
SIKOCTI) NeBHIN nikapckekin opmi. BunyyeHHs anbTepHaTUBHOIO
NepBUHHOIO NaKyBaHHsi FOTOBOTO NikapCbKoro 3acoby, a
came NAsLWOoK 3i ckna | Tmny y KoMnnekTi 3 BignosigHNMm
npobkamMn ryMmoBMMM Ta KoBnavkamm antomiHieBumu. 3MiHn
BHOCATbCA A0 peecTpauinHoro noceigyeHHsi, MKA,
KOPOTKOI XapakTepuUCTUKK fikapcbkoro 3acoby, iHCTpyKUii
ANA MeAUYHOTO 3aCTOCYBaHHS, TEKCTY MapKyBaHHS
nikapcbKoro 3acoby.
29. | BIOBEH PO34MH Ans iHGY3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3miHu | Tuny - UA/14527/01/01
MOHO® 5%, in bulk: no 25 "BIOPAPMA MJTA3BMA", YkpaiHa - 3MiHuM 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
My donakoHi; no 96 MNA3SMA" (BpOBHMLTBO, KOHTeWHep/3aKkynopioBanbHui 3aci6. 3miHa y nepBuHHIN
cbnakoHiB y rpynosin nepBuHHE Ta yrNaKoBLi FOTOBOrO JlikapCbkoro 3acoby (Tun KoHTenHepa
Tapi; BTOPUHHE abo gogaBaHHSA HOBOTO KOHTEVHepa) - BunyyeHHs
in bulk: no 50 mny nakyBaHHs1, BUMYCK NEepPBUHHOI YNaKOBKM, LLO HE NPU3BOAUTL 4O MOBHOTO
cdnakoHi; no 56 cepin; KOHTPOIb BUITyYeHHS nikapcbkoro 3acoby 3 NeBHO cunoto Aii abo y
dnakoHiB y rpynosiv AKOCTI) neBHin nikapcbkin dopmi. BunyyeHHs anstepHaTMBHOMO
Tapi NEePBUHHOIO NakyBaHHS FOTOBOIO NikapCbKoro 3acoby, a
came NMALWOK 3i ckna | Tuny y KoMnnekTi 3 BignoBigHMMM
npobkaMu rymoBUMM Ta KOBMaykamMmu antoMiHieBUMNU. 3MiHM
BHOCATbCA [0 pPeecTpauinHoro noceigyeHHsi, MKA,
KOPOTKOI XapaKTepUCTUKU MikapcbKoro 3acoby, iHCTpYyKLii
ANst MEAUYHOTO 3aCTOCYBaHHSA, TEKCTY MapKyBaHHS
nikapcbKoro 3acoby.
30. | BIOKNOT A® | nioginisaT ans TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/16249/01/01
PO3YMHY AN iH'EKUiN "BIO®APMA MNA3MA", YkpaiHa - 3MiHu 3 gkocTi. FoToBUIA nikapcbkuii 3acit. KoHTpornb peuernmom
no 250 MO, 1 MJTIASMA" (BUPOBHMLTBO, roTOBOrO fikapcbKkoro 3acoby. 3miHa y meToaax
rakoH 3 nepBuHHe Ta BUNpPoByBaHHS rOTOBOrO NiKapCbKoro 3acoby (iHLWi 3aMiHW y
niocpinizatom y BTOPUHHE MeToAax BUNpobyBaHb (BKMYakumn 3aMiHy abo
KOMMMEKTi 3 nakyBaHHs1, BUMYCK [OOMNOBHEHHS)) - 3MiHM y MeToauLi BUNpobysaHHs 13 3a
PO34MHHUKOM (BOAa cepint; KOHTPOIb NoKa3HMKOM AKOCTi «[MiuuH Ta nisuHy rigpoxnopuay» y
ans iH’ekuin) no 5 AKOCTI) 3B’A3KY i3 3aMiHOI KOJTOHKM 3 hrTyOpeCLeHTHUM
Mn 'y donakoHi; no 1 [ETEeKTOPOM Ha KOJIOHKY 3 Y®-AeTEeKTOPOM Ta 3MiHO
dnakoHy 3 cnocoby Mi4eHHs1 aMmiHokucnoT; 3MiHu | Tuny - 3miHK 3
niocpinizatom Ta no sKoCTi. [oTOBMI Nnikapcbknii 3aci6. KOHTponb rotoBoro
1 dprakoHy 3 nikapcbkoro 3acoby. 3miHa y MeTodax BUNpobyBaHHSA
PO34YMHHUKOM pasoM roTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW y MeToaax
i3 3acobamu gns BMNpobyBaHb (BKMNoYaym 3aMiHy abo AOMOBHEHHS)) -
PO3YMHEHHA Ta 3miHn y meToauui BunpobyBsaHHs 113 3a noka3Hukom
BBEAEHHS (1 sKocTi «bakTepianbHi eHOOTOKCUMHWY Y 3B’SI3KY i3 3aMiHOI
QinbTp, 1 Wnpuy BMPOBHWKA TeCT-cUcTeMM; 3MiHM | Tuny - 3MiHK 3 SIKOCTI.




13 [TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OfHOpa3oBUi 3 [oToBuMI nikapcbkuii 3acib. CtabinbHiCTb. 3MiHa y
rOMKo ANs iH’eKuin, TepMiHax npuaaTHocTi abo yMmoBax 36epiraHHs! rOTOBOro
1 Kpunbyata nikapcbKkoro 3acoby (36inbLIeHHss TepMiHy NpUAATHOCTI
iHby3inHa cuctema) roTOBOrO Jlikapcbkoro 3acoby) - [Ins Toproeoi ynakoBku
y nayui 3 KapTOHy (niaTBEPAKYETLCSA AAHNMMN pearnbHOro Yacy) - 3MiHun
TEPMiHY NPMOATHOCTI PO3YMHHUKA 3 2-X POKIB 40 3-X POKIB.
3aTtBepaxeHo: 2 poku. [puroToBaHnin po3ynH npenapaTy
MoXHa 36epirat NpoTarom 3 roauH Npu Temneparypi He
suule 25 °C. 3anponoHoBaHo: TepMiH NpuaaTHOCTI
nikapcbkoro 3acoby 2 poku. TepMiH NpuaaTHOCTI
pO34MHHMKa 3 poku. MNpUroToBaHU po3ynH npenapary
MOXHa 36epiraT NpoTArom 3 roguH Npu Temneparypi He
suLe 25 °C
31. | BIOKNOT A® | niodinisat ans TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3miHu | Tuny 3a UA/16249/01/02
PO34MHY A4S iH eKUin "BIOGAPMA MJNTA3MA", YkpaiHa - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb peuenmom
no 500 MO; 1 MNA3MA" (BUPOBHMLTBO, roToOBOroO fikapcbkoro 3acoby. 3miHa y meTogax
dnakoH 3 nepBuHHe Ta BMNPOBYyBaHHSA rOTOBOrO NiKapCbKoro 3acoBy (iHLwi 3MiHW y
nioginizatom y BTOPUHHE MeTodax BunpobyBaHb (BKMoYatoumn 3aMiHy abo
KOMMIEeKTi 3 nakyBaHHs1, BUMYCK [OMOBHEHHS)) - 3MiHNM Yy MeToauLi BunpobysaHHs 113 3a
PO34YMHHUKOM (BOAA Cepili; KOHTPOIb NOKa3HMKOM SAKOCTi «[MiLUuH Ta Ni3uHy rigpoxnopuay» y
ans iv’ekuin) no 10 SIKOCTI) 3B’A3KY i3 3aMiHOI KOMOHKM 3 (hTyOPeCLEHTHUM
My pnakoHi; no 1 [ETEeKTOPOM Ha KOJIOHKY 3 Y®P-AeTeKTOpOM Ta 3MiHO
bnakoHy 3 Cnocoby MiYeHHst aMiHOKUCNOT; 3MiHu | TMny - 3MiHn 3
nioginizatom Ta no siKocTi. FoToBMI Nnikapcbknii 3aci6. KoHTponb rotoBoro
1 donakoHy 3 nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHS
PO3YNHHNKOM pa3oM rOTOBOrO fiKapCbKoro 3acoby (iHLWi 3MiHKM y MeTofax
i3 3acobamu gns BuNpobyBaHb (BKMoYaoyn 3aMiHy abo OMNOBHEHHS)) -
PO34YMHEHHSA Ta 3miHn y MmeToauui BunpobyBaHHs 113 3a nokasHukom
BBeAeHHS (1 AKoCTi «bakTepianbHi eHAOTOKCUHMY Y 3B’A3KY i3 3aMiHO
GinbTp, 1 Wnpuy BMPOGHMWKa TecT-cucTeMu; 3MiHu | Tuny - 3MiHM 3 siKOCTi.
ofHOpas3oBui 3 [oToBwWI nikapcbkuin 3aci6. CtabinbHicTb. 3miHa y
TONKOK ANS iH'eKLin, TepMmiHax npuaaTHoOCTi abo ymoBax 36epiraHHs rOTOBOrO
1 kpunbyata nikapcbkoro 3acoby (36inbLUeHHs TepMiHY NpMAATHOCTI
iH(pysitHa cucTema) roTOBOrO fikapcbKkoro 3acoby) - [ins Toproeoi ynakoBku
y nayui 3 KApTOHY (niaTBEPAKYETHCS AAHNMMN pearnbHOro Yacy) - 3MiHun
TEPMiHy NpMaAaTHOCTI PO3YMHHUKA 3 2-X POKIB 40 3-X POKIB.
3aTtBepaxeHo: 2 poku. [MpuroToBaHuin po3ynH npenapaTy
MOXHa 36epiraTv npoTArom 3 roavH Npu TemnepaTtypi He
BuLe 25 °C. 3anpornoHoBaHo: TepMiH NpuaaTHOCTI
nikapcbkoro 3acoby 2 poku. TepMiH npuaaTHOCTI
po34unHHMKa 3 poku. [MpurotoBaHuii po3unH nNpenapary
MoXHa 36epirat NnpoTarom 3 roauH Npu Temneparypi He
BuLle 25 °C
32. | BIOKNOT A® | niodinisat ans TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH O peecTpauinHMx maTtepianis: 3miHu | Tuny 3a UA/16249/01/03
PO34MHY AN iH exuin "BIO®GAPMA MNA3MA", YkpaiHa - 3MmiHu 3 sikocTi. FoToBMIA nikapcbkuii 3aci6. KoHTpornb peuenmom
no 1000 MO, 1 MNA3MA" (BUpPOBHMLTBO, roTOBOrO fikapcbkoro 3acoby. 3miHa y meTopax
dnakoH 3 nepBuHHe Ta BMUNPOBYBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHWwi 3aMiHu y
niodpinizatom y BTOPUHHE MeTofax BUNpobyBaHb (BKMYakoum 3amiHy abo
KOMMMEKTI 3 nakyBaHHs!, BUNYCK [JOMNOBHEHHS)) - 3MiHM y MeToamui BUnpobyBsaHHs 113 3a




14

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

PO34YMHHMKOM (BOAA
ans iH’ekuin) no 10
MA 'y donakoHi; no 1
bnakoHy 3
niodinizatom Ta no
1 conakoHy 3
PO3YMHHWUKOM pa3oM
i3 3acobamu gns
PO3YMHEHHS Ta
BBeaeHHs (1
inbTp, 1 Wnpuy
OAHOpa3oBui 3
rOnNKo Ans iH’ekLin,
1 kpynbyata
iHy3inHa cuctema)
y nayui 3 KapToHy

Cepin; KOHTPONb
AKOCTI)

NoKa3HUKOM siKOCTi «[niLuunH Ta nisvHy rigpoxnopva» y
3B’A3KY i3 3aMiHOI0 KONTOHKM 3 prTyOpeCLEeHTHUM
[ETEKTOPOM Ha KOMOHKY 3 YP-AeTeKTOpoM Ta 3MiHOH
cnocoby Mi4yeHHs1 aMiHOKMCNOT; 3MiHu | Tuny - 3miHun 3
sikocTi. FoTOBMIA Nikapcbkuid 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
roTOBOrO JlikapCcbKkoro 3acoby (iHLi 3MiHM y MeTodax
BMNPoOyBaHb (BKMNoYaoun 3amiHy abo JONOBHEHHS)) -
3MiHM y meToauui BunpobyBaHHs T13 3a nokasHWKoMm
sKoCTi «bakTepianbHi eHOOTOKCUHMY Y 3B’SI3KY i3 3aMiHOO
BMPOBHWKA TeCcT-cucTemu; 3MiHu | Tuny - 3MiHM 3 SKOCTi.
[oToBwMI nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y
TepMiHax npuaaTtHocTi abo ymoBax 36epiraHHs roToBoro
nikapcbkoro 3acoby (36inbLUeHHA TepMiHy NpuaaTHOCTI
roTOBOroO Jlikapcbkoro 3acoby) - [lns Toproeoi ynakoBku
(NiaTBEPMKYETLCS AHMMUN pearnbHOro Yacy) - 3MiHu
TepMiHy NpUAAaTHOCTI PO3YMHHMKA 3 2-X POKIB A0 3-X POKIB.
3aTBepaxeHo: 2 poku. MNpuUroToBaHWin po3yrH npenapaTy
MOXHa 36epiraTv NnpoTArom 3 roauH Npu TemnepaTypi He
Bue 25 °C. 3anponoHoBaHo: TepmiH NpuaaTHOCTI
nikapcbkoro 3acoby 2 poku. TepMiH npuaaTHOCTI
po34unHHMKa 3 poku. MpurotoBaHuii po3unH nNpenapary
MOXHa 36epiraTv npoTArom 3 roavH Npu TemnepaTtypi He
BuLle 25 °C

33.

BI®PEH®

kancynu no 250 wmr;
no 10 kancyn y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIN navui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu |
Tmny - 3MiHM Wwopao 6e3nekn/epekTMBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpoTKil XxapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
ME[NYHOro 3aCTOCYBaHHS
reHepu4HMX/ribpuaHnx/GionodibHux nikapcbkux 3acobis
nicns BHECEHHS TiE camoi 3MiHW Ha pedepeHTHUI
npenapart (3miHa He noTpebye HagaHHS XXOLHUX HOBUX
[o4aTKoBUX AaHWX) 3MiHW BHECEHI 40 IHCTpyKUii Ans
MeAMYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby y po3ainu
"®PapmakoTepaneBTuyHa rpyna. Kog ATX" (3aTBepaxeHo:
McuxocTumynaTopm Ta HooTporHi 3acobu. Kog ATX NO6B
X; 3anponoHOBaHO: [HLLi NCUXOCTUMYNATOPW Ta HOOTPOMHI
3acobu. Kog ATX NO6B X22), "dapmakonoriyHi
BnactusocTi", "lMokasaHHa" "MpoTunokasaHHA",
"B3aemogis 3 iHWK1MKM nikapcbkMu 3acobamu Ta iHLi BUam
B3aemopin", "OcobnuneocTi 3acTocyBaHHs", "3acTocyBaHHSA
y nepio BariTHocTi abo rogyBaHHs rpyaat”, "Cnocio
3acTtocyBaHHsa Ta gosu", "Oitn", "MepenosyBaHHA",
"MobiuHi peakuii”, "KaTeropis Bignycky" (3aTBepmxeHo:
Bes peuenTa; 3anponoHoBaHo: 3a peLienTom), sk
Hacnigok, 3MiHW BHecCeHi Ao N.14 TekCTy MapKyBaHHS
BTOPUWHHOI YNaKOBKM NiKapCbKOro 3acoby (3aTBepapKeHo:
BianyckaeTtbcst 6e3 peLienTa; 3anponoHOBaHoO:
BignyckaeTbcs 3a pelenToM) 3rigHo 3 iHdopmMalieto Wwoao

3a
peuernmom

UA/12087/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MeAMNYHOro 3acToCyBaHHS pedepeHTHOro NikapcbKoro
3acoby (Noofen 250 mg cietas kapsulas).
34. | BI®PEH® kancynu no 250 wmr; TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/12087/01/01
no 10 kancyn y YKPAIHA" y 3B'513KY i3 3MiHOIO YMOB BiAnycKy Ha «3a peuenTom», peuenmom
6nictepi; no 1 abo 3MiHEeHO CTaTyC WOoAO peknaMyBaHHs: Byno «nidnszaey;
no 2 6nictepu B cTano «He nignarae» - nuCT-nigTeepaxexHHsa A
KapTOHHIN nayui «[epxaBHun ekcnepTHuin LeHTp MO3 Ykpainn» Bia
07.02.2023 Ne 375/2.4-4
35. | BO®EH CyCrneH3isi opanbHa, My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 6e3 UA/10184/01/01
100 mr/5 mn; no 100 akKuioHepHe aKuioHepHe Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuenma
My dONaKoHi TOBapuCTBo TOBapuUCTBO dapmakoHarnsaay. 3miHa y KopoTKili xapakrepucTuui
cknsiHoMy abo "HaykoBo- "HaykoBo- nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT ans
noniMepHomy; no 1 BMPOGHNYUIA BMPOGHWYUIA LEHTP MeAMYHOro 3aCTOCYBaHHS Ha MiACTaBi perynspHo
dnakoHy B nayui LeHTp "BopLuariscbkuii OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pPa3om 3 NOXKKOH "BopLuariscbk XiMiKO- pocnigpkeHb 3 6e3nekn 3acTocyBaHHs nikapcbkoro 3acoby
[[03yBarbHOIo; Mo Wi XiMiKo- dapmaueBTNYHUIA B nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OuiHKK
100 mn y 6aHui hapmaueBTuy 3aBof" 3BiTYy 3 gocnigXeHb, NPOBEAEHVX BiANOBIAHO A0 MnaHy
nonimepHin; no 1 HWI 3aBog" neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
6aHui pa3om 3 KOMMETEHTHNM YNOBHOBaXXEHNM OPraHoM)
JI0XKOIO 3MiHN BHECEHO A0 IHCTPYKUIii AN MEeANYHOro
[03yBanbHO B 3acToCcyBaHHSA nikapcbkoro 3acoby Ao po3giny
navui "3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHHS
rpyaato” BignoBigHO oHoBNeHoI iHdhopMauii 3 6e3neku
nitoyoi pevoBuHM ibynpodeH 3rigHo pekomeHaauii PRAC.
BBeneHHs 3miH NpoTArom 6-Tu MicsiLiB nmicnsi
3aTBEpPOKEHHS
36. | BPOHXO cvpon no 100 mn y €Bpo Benuka MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 6es UA/5141/01/01
BEOA MNKOC | dnakoHax; no 1 TNandkep Ita BpuTtaHisa "Ximdapm3sasog - AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHSA Ta/abo peuernma
dnaKkoHy 3 MipHUM "YepsoHa 3ipka" appecu 3asBHUKA (BNnacHWKa peecTpauinHoro
KOBMaYykoMm y NnocBigYeHHs1) 3MiHa agpecu 3asiBHMUKA. 3MiHu | Tuny -
KapTOHHIN kopobLyi 3MiHu Wwopo 6esnekn/edekTMBHOCTI Ta hbapMakoHarnsgy
(iHWi 3MiHK). 3MiHN BHECEHO B TEKCT MapKyBaHHS
BTOPUHHOI YNaKOBKW, a came: BUIyYeHHs iHopmauii
oo 3asBHMKa (NyHKT 11) Ta BHECEHHs iHdopMauii Wwoao
KOMMaHii, Lo 3A4INCHIOE MApKETUHT (NYHKT 17). TepmiH
BBEAEHHS 3MiH NPOTSArom 6 MicauiB nicnsa 3aTBepAKEHHS
37. | BYOEHO®AI | tBepai kancynu 3 Op. ®anbk HimeuunH BignosiganbHui 3a HimeuyunHa BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/6964/01/01
bK KULLKOBOPO3YNHHUM dapma 'M6X a BUWMYCK Cepin TMny - 3MiHK Wwopao 6esnekn/edeKTMBHOCTI Ta peuernmom
1 rpaHynamu no 3 KIHLIeBOro NpoayKTy hapmakoHarnsgy. BeeaeHHs abo 3MiHW [0 y3aranbHeHUx
mr o 10 kancyn'y Ta anbTepHaTVBHe OaHux nNpo cucteMy dpapmakoHarnsgy (BBedeHHs
6nicTepi; no 5 abo BTOPWHHE y3aranbHeHVX AaHnX Npo cuctemy papmakoHarnsgy,
10 GnicTepiB y nakyBaHHsi: [p. 3MiHa ynoBHOBaxeHOi ocobu, BiAnoBiganbHoi 3a
KOpOoO6Li 3 KapTOHY Panbk ®apma Mv6X, 3[iNCHEeHHs hapmaKoHarnaay; KOHTakTHOi ocobu 3
HimeuumHa; hbapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
Bupo6Huku bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
[030BaHoi hopmu, YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
nepBUHHE, BTOPUHHE apmakoHarnsaay (BKIoYarumM KOHTaKTHI faHi) Ta/abo
nakyBaHHs Ta 3MiHM Y pO3MiLLeHHI MacTep-dainna cuctemm
KOHTPOMb SIKOCTi: hbapmakoHarnsgy) 3miHa KOHTaKTHOT 0CO6U 3asBHMKA,
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
JlozaH ®apma N'mbX, BignoBiganeHoi 3a hapMakoHarnsg B YkpaiHi.
HimeuumHa; [itova pepakuis: BonteHko AHTOH [eoprinosuy.
Bupo6HuK, [MponoHoBaHa pegakuis: byask OnekcaHgpa CepriiBHa.
BiAnoBiganbHWM 3a 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cObM 3asBHMKa,
nepBrvHHe, BTOPUHHE BiAMNOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi
nakyBaHHs Ta
KOHTPOMb AKOCTi:
JlozaH ®apma 'm6X,
Himeuumnna;
Bupo6Huku,
BiANoBiganbHi 3a
KOHTPOMb AKOCTi:
'BA dapma 'mbX,
Himeyuunha;
HaykoBo-gocnigHui
IHCTUTYT Xennenep
'm6X, Hime44ynHa
38. | BYAEHO®AIJ1 | niHa pekTanbHa, 2 Op. danbk Himeyumn BionosiganbHuii 3a Himeyuunna/ BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/6964/02/01
bK Mr/003Yy KOXHUI dapma 'M6X a BUNYCK cepin LLiseviapis Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenmom
6anoH MicTUTb K KiHLEBOro NpoayKTy dapmakoHarnsay. BeegeHHs abo 3miHM Ao y3aranbHeHUX
MiHiMym 14 gos no Ta anbTepHaTUBHe [aHuX Npo cucteMy chapMakoHarnsay (BBeAeHHs!
1,2 1 niHn BTOPWHHE y3aranbHeHUX AaHvX Npo cucTemy hapmakoHarnsgy,
pekTanbHoi; no 1 nakysaHHs: [Ip. 3MiHa YNoBHOBaXeHOI 0cobw, BiAMOBIAanbLHOI 3a
H6anoHy 3 danbk Gapma MM6X, 3[iCHeHHs hapmakoHarnsay; KOHTakTHOi ocobu 3
[o3aTopoMm y Himeuumnna; hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
KomnnekTi 3 14 BupobHumk dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
annikatopamu ans [030BaHoi hopmu, yMNOBHOBaXeHOi 0cobu, BiAnoBiganbHOI 3a 3AiNCHEHHS
BBEAEHHS MiHN Y nepBuHHe Ta dapmakoHarnagy (BKMoYaroym KOHTaKTHi AaHi) Ta/abo
NnacTUKOBOMY NOTKY BTOPUHHE 3MiHM Y PO3MilLleHHi MacTep-gdainna cuctemm
Ta 14 nnacTMKoBMMU nakyBaHHS, dapmakoHarnsgy) 3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
naketamu ans KOHTPOMb SIKOCTI: BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
ririeHivyHOT yTunisauii Aepo3onb-Cepsic [Hitoya pepakuis: BorteHko AHTOH ["eoprinoBuy.
annikaTtopis y AT, lWsenuapis MponoHoBaHa pepakuis: Byask OnekcaHgpa CepriiBHa.
KapTOHHiI kopobui 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOU 3asiBHUKa,
Bi4NoOBiganbHoi 3a dpapMakoHarnsag B YkpaiHi
39. | BYOECOHIA NopoLLOK Ans OpioH ®iHnsHais | OpioH KopnopeiwH PiHnsHais BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu | 3a UA/14857/01/01
I3IXEUNEP iHransauin, 200 KopriopenLuH Tuny - 3miHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- peuenmom
MKr/go3a; no 200 cepTudikat BiaNoOBIAHOCTI €BpONENCHKIn
003 B iHransATopi 3 dapmakonei/moHorpadii. MogaHHa HoBoro abo
3aXUCHUM OHOBIEHOro cepTudgikata BignosigHoCTi abo BUNYYEHHS
KOBMaykoMm y cepTudbikaTa BignoBigHOCTI €BponeNnckkini hapmakonei:
namiHoBaHoOMy anst A®l; ans BuxigHoro matepiany/peareHTy/npoMiXXHOrO
nakeTi; no 1 NpoayKTy, L0 BUKOPUCTOBYHOTLCS Y BUpOBHULTBI ADI; aAns
namMiHoBaHoOMy OOMOMDKHOT peyoBMHU (cepTudikaT BigNoBiAHOCTI
nakeTy B KapTOHHIW €Bponevicbkint apmakonei) - OHoBNeHW cepTudikaT Big
kopobuj; no 200 fo3 yXe 3aTBeppKeHOro BUpobHUKa - NoAaHHS OHOBIEHOTO
B iHranaTopi 3 cepTtudikaTa BignosigHocTi €Bponenckbkint hapmakonei Ne
3aXUCHUM R1-CEP 1997-067-Rev 07 (3aTBepmeHo: R1-CEP 1997-
KOBMa4ykoMm y 067-Rev 06) ans gitoyoi pevouHu Budesonide Big Bxe
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

namiHoBaHoMy
naketi; no 1
namiHoBaHoOMy
nakeTy Ta
3aXUCHOMY
KOHTENHepy Ans
iHransaTopa B
KapTOHHiI kopobui

3aTBepakeHoro BMpobHuka SICOR S.R.L. Ak Hacnigok
3MiHa Ha3Bu Ta agpecu BnacHuka CEP 3 SICOR S.R.L.
(Tenuta S. Alessandro, Italy-13048 Santhia, Verselli) Ha
Teva Pharmaceutical Industries Ltd. (API Division, 5 Basel
Street, Israel-4951033 Petach Tikva). BupobHuya
OinbHMUA (KpiM AiNnbHULI MiKpOHi3auii) 3anuwaeTbes
He3MmiHHoto (Tenuta S. Alessandro, Italy -13048 Santhia,
Verselli). B pamkax oHoBneHoro CEP Binbynack 3mMiHa
agpecu ginsHkn ansa mikporisauii MICRO-MACINAZIONE
S.A. (3atBepmkeHo: Via Cantonale, CH -6995 Molinazzo di
Monteggio, Switzerland; 3anponoHoBaHo: Zona
Artigianale, 11, Switzerland-6995 Madonna del Piano,
Lugano) 3miHu | Tuny - 3miHn 3 sikocTi. CepTuddikat
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikarta BiaAnoBi4HOCTI 200 BUNYyYEHHSs
cepTtudpikaTa BignoBsigHOCTI €Bponenchkint hapmakonei:
ans A®l; ons BuxigHoro matepiany/peareHTy/NpoMi>kKHOro
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBneHU cepTudikaT Big
yXe 3aTBepAXeHOro BUpOBHMKa - NoAaHHS OHOBMEHOTO
cepTtudpikaTta BignosigHocTi €Bponencbkin hapmakonei Ne
R1-CEP 1997-067 - Rev 08 gns Ajto4oi pe4oBuHn
Budesonide Big Bxe 3aTBepmxeHoro BupobHwuka Sicor
S.R.L., Itanig. 3minu | Tvny - 3miHun 3 akocTi. CepTudikart
BignoBigHocTi/'E-cepTudikat BianoBigHoCTi €Bponenchbkin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiANoBIAHOCTIi ab0 BUIyYEHHSs
cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoOMiXXHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCH Yy BUPOOHULTBI ADI; Ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkinn dapmakonei) - OHoBNeHW cepTudikaT Big
yXe 3aTBepAXeHOro BUpOBHMKa - MOAaHHA OHOBMEHOTO
cepTudpikaTa BignosigHocTi €Bponenchkin hapmakonei Ne
R1-CEP 1997-067 - Rev 09 ans gito4oi pe4oBuHH
Budesonide Big Bxe 3aTBepakeHoro BUpobHuka Sicor
S.R.L., Itanis

40.

BAJIbCAKOP
®H 320

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, no 320
mr/12,5 mr no 10
Tabnetok y 6nictepi,
no 3 abo 6 6nicTtepis
Y KapTOHHIl kopobLi;
no 14 tabnetoky
GnicTepi, no 1, 2 abo
4 Gnictepu B

KPKA, a.4.,
Hoso mecto

CnoseHis

KPKA, a.a., HoBo
MecTo, CroBeHis
(BupobHuk
BiANoBiganbHUIA 3a
BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb Ta BUMYCK
cepii); KPKA, o.4.,

CnoBeHisi

BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3miHu |
TMny - 3MiHM Wwopao 6e3nekn/edpeKkTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkiii xapakTepuctui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby
B nicnApeecTpavinHuii nepiod, abo sk pe3ynbTaT OLiHKK
3BIiTY 3 AOCMiAXeHb, NpoBeAeHUX BiANOBIAHO 40 nNnaHy
negiaTpuyHux gocnigpkeds (PIP) (iHwi 3MiHn) ans

3a
peuenmom

UA/9451/01/02
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHi KOpoOLyi;
no 15 tabnetok y
Gnictepi, no 2 abo 4
Gnictepn B
KapTOHHiI kopobui

Hoso mecTo,
CnoBeHisi
(B1pobHuk

BigNOBiganbHUM 3a
KOHTPOIb cepii)

nikapcbkoro 3acoby Banscakop® HD 320 3miHn BHeceHO
00 [HCTPyKUiT 4NA MeguyHOro 3acToCcyBaHHS NiKapCbKoro
3acoby no posainis "OcobnmBocTi 3acTocyBaHHNA",
"Mo6ivHi peakuii" 3 6e3nekn 3acTocyBaHHS gil04nx
peyoBMH BignoBigHO Ao pekomeHaauii PRAC. BBeaeHHsi
3MiH NPOTArom 6-Tu MicsLiB nicnsi 3aTBepoKeHHS. 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
apmakoHarnsay. 3miHa y KopoTKi xapakTrepuctuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT ans
MeAMYHOro 3aCTOCyBaHHSs Ha MiACTaBi perynspHo
OHOBIHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepion, abo sik pesynbTaT OLiHKK
3BIiTy 3 AOCMiAXeHb, NPOBEAEHMX BiAMOBIAHO 40 NnaHy
negiatpuyHnx gocnigxeHns (PIP) (iHwi 3amiHn) ans
nikapcbkoro 3acoby Banbcakop® H 320 3MiHM BHeceHo Ao
IHCTPYKUiT ANA MeaNYHOro 3acToCyBaHHS NiKapCbKOro
3acoby go posainis "OcobnmBocTi 3acTocyBaHHNA",
"Mo6iyHi peakuii" 3 6e3nekn 3acTocyBaHHS gilo4nx
pPEeYoBMH BignoBigHO Ao pekomeHaauii PRAC. BBeaeHHsi
3MiH NPOTAroM 6-T MicsLiB NicNs 3aTBEPIKEHHS

41.

BAJIbCAKOP
® HD 320

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 320
Mr/25 mr no 10
Tabnetok y onictepi,
no 3 abo 6 6nictepis
Y KapTOHHIl kopobLi;
no 14 tabnetoky
6nicTepi, no 1, 2 abo
4 6nictepu B
KapTOHHI KOpoOLyi;
no 15 Tabnetok y
6nicTepi, no 2 abo 4
Gnictepu B
KapTOHHiI kopobui

KPKA, a.4.,
Hoso mecto

CnogeeHisi

KPKA, a.4., HoBo
mMecTo, CrnoBeHis
(BupobHuk
BiANoBiganbHUI 3a
BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpPOIb Ta BUMYCK
cepii); KPKA, o.4.,
HoBo mecTo,
CnogBeHisi
(BupobHuk
BignoBigansbHWi 3a
KOHTpOrb cepii)

CnoBeHis

BHECEHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkil xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MEeOUYHOro 3aCTOCYBaHHS Ha NiacTaBi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby
B nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OuiHKK
3BIiTY 3 AOCMiAXeHb, NpoBeAeHNX BiANOBIAHO A0 NnaHy
nepiaTpuyHux gocnigkers (PIP) (iHwi 3miHn) ans
nikapcbkoro 3acoby Banbcakop® HD 320 3miHv BHeceHO
00 [HCTPYKUIT 4NA MeauUYHOro 3acTocyBaHHS NiKapcbKoro
3acoby go po3aginis "OcobnmeocTi 3acTocyBaHHs",
"Mo6iuHi peakuii" 3 6e3nekn 3aCToCyBaHHS Ail04nx
peyoBuH BignoBigHo Ao pekoMeHaauii PRAC. BeegeHHs
3MiH NPOTAroM 6-Tu MicsUiB Nicns 3aTBepKEHHS. 3MiHM |
TMny - 3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby
B nicnApeecTpauinHuii nepiod, abo sk pesynbTaT OuiHKK
3BIiTy 3 AOCMiAXeHb, NpoBeAeHUX BiANOBIAHO 40 nNnaHy
negiaTpuyHux gocnigpkers (PIP) (iHwi 3mMiHn) ans
nikapcbkoro 3acoby Banbcakop® H 320 3miHn BHeceHo o
IHCTpyKUii ANS MEQNYHOro 3acTOCyBaHHS NikapCbKoro
3acoby go posginis "OcobnmBocTi 3acTocyBaHHs",

3a
peuernmom

UA/9450/01/03
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

"Mo6ivHi peakuii" 3 6e3nekn 3acTocyBaHHSA Lil04nx
peyoBUH BignoBigHO Ao pekomeHaauii PRAC. BBeaeHHsi
3MiH NPOTSArom 6-TM MicsiLiB Micnsi 3aTBEPAKEHHS

42.

BAINbTPOBIP

TabneTku, BKPUTI
NNiBKOBOIO
o6onoHkoto, no 500
Mmr no 10 TabneTtok y
GnicTepi; no 1 abo
no 5 Gnictepis y
navui

MAT
"Kuismegnpen
apat"

Ykpaina

MNAT
"KuiBmegnpenapat”

Ykpaina

BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu |
Tuny - 3MiHM 3 siKocTi. FOTOBWI NikapcbKWii 3acib. 3miHn y
BUPOBHMLTBI (iHWi 3miHW) AkTyanisauia po3giny 3.2.P.3.3

«Onuc BUpoBHUYOro NpoLiecy Ta KOHTPOIO NpoLecyy,

3MiHa knacy unctotu D Ha knacudikoBaHi NpUMILLLEHHS

(BUNy4YeHHs1 iHpopmauii Npo knacudikawito BUPOBHNYNX
NpUMILLEHb, Y SKUX MPOBOAATLCA CTafii TEXHOMOMYHOro
npotecy BupobHuuTea J13, y 38’a3ky 3i 3MiHOO knacy
unctoTn D Ha knacudikoBaHi NpuMiLLieHHsT). 3aTBepaXKeHO:
Po3gin 3.2.P.3.3. «Onuc BupobHMYoro npouecy Ta
KOHTPOIMIO MPOLECY». «...NMPUMILLEHHS Knacy uictotu D...»
3anponoHoBaHo: Po3gin 3.2.P.3.3. «Onuc BupobHmnyoro
npoLecy Ta KOHTPOJIO NPOLECY». «...KNnacudikoBaHi
NPUMILLEHHS. .. »

3a
peuernmom

UA/2951/01/01

43.

BEPOMICTU
H®

PO34MH ans
30BHIiLUHLOTO
3acTtocyBaHHs, 0,1
mr/mn; no 100 mn,
no 200 mn a6o no
400 mn y conakoHax

MpAT
"®apmaueBTn
YyHa dipma
"NapHuus"

YkpaiHa

MpAT
"®apmaueBTUYHa
dipma "OapHnuga"

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tuny - 3MiHK 3 sKkocTi. [0ToBMI Nikapcbkun 3acib.
CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHsi roToBOro fikapcbkoro 3acoby (36inblueHHs
TEPMiHy NpuaaTHOCTI FOTOBOrO NikapcbKoro 3acoby) - Ans
TOProBoi yNakoBku (NiATBEPAXKYETLCA AaHVMU pearnbHOro
yacy) 36inblUeHHs TepMiHY NpuAaTHOCTI MikapcbKoro
3acoby 3 2 pokiB A0 3 pokiB. 3MiHN BHECEHI B iIHCTPYKLIitO
0N MeQUYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y
po3ain "TepmiH npugaTtHocTi". BBegeHHs 3MiH npoTsirom 6-
TV MiCALIB Nicns 3aTBEPKEHHS.

3a
peuernmom

UA/18640/01/01

44.

BIKC AKTUB
BAJIb3AM 3
MEHTOJIOM
TA
EBKANINTO
M

Mas3b; no 25 r abo 50
r, abo 100 r y 6aHui;
no 1 6aHui y kopobui

MpokTep eHn
Fembn
IHTEepHeLLHN
OnepenHs
CA

LLiseviuapi
A

MpokTep eHa Membn
MaHydekuypiHr
mM6X

Himeyuunna

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHeHuX
AaHunx nNpo cucteMy dpapmakoHarnsgy (BBedeHHs
y3aranbHeHUX AaHunX Npo cucteMy papMakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0cobu, BiAMOBiAanbLHOI 3a
34iicHeHHs1 hapMakoHarnagy; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXEHOT 0cobWu, BignoBiganesHoi 3a 34iCHEHHS
dapmakoHarnsay (BKNoYarumn KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnsaay) 3MiHa KOHTaKTHUX AaHWX
yMNOBHOBaXeHOI ocobu, BignosigansHoi 3a
dapmakoHarnsa. 3miHa micLe3HaxoOXXeHHs MacTep-
chavina cuctemu chapmakoHarnsgy Ta noro Homepa. 3miHa
Micus 30iMCHEHHS OCHOBHOI OisiNbHOCTI 3
dapmakoHarnsgy

6e3
peuenma

UA/11440/01/01

45,

BIKC AKTUB
MEOIHAAT

cupon; no 30 mn abo
no 90 mn, a6o no
100 mn, abo no 120

MpokTep eHn
Fembn
IHTEepHeLLHN

LLisenuapi
o

MpokTtep eHp Mem6n
MaHydekuypiHr
M6X

Himeyuunna

BHECEHHS 3MiH IO peecTpaLiiHuX MaTepianis: 3miHu |
TMny - 3MiHK Woao Gesnekn/echekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHEeHUX

6e3
peuenma

UA/13502/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

mn, abo no 180 mn,
abo no 240 mny
nnawui; no 1
nnawyi pasom 3
MipHUM
CTakaH4YMKOM y
KopobLi

OnepenwHs
CA

[aHWX Npo cucTeMy chapMakoHarnsay (BBe4EHHs!
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsagy,
3MiHa ynoBHOBaXeHOoi 0cobu, BianoBiaanbLHOI 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
chapmakoHarnsgy B YkpaiHi, AKLwo BoHa BigMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnagy (BKMoYaryy KOHTaKTHi AaHi) Ta/abo
3MiHW Y pO3MilLeHHi macTep-danna cuctemm
dapmakoHarnagy) 3mMiHa KOHTaKTHUX AaHUX
yMOBHOBaXeHoi ocobu, BignosiganbHoi 3a
tapmakoHarnag. 3miHa MicLe3HaxomKeHHs macTep-
cavina cuctemu chapmakoHarnsgy Ta oro Homepa. 3miHa
MicLS 30iNCHEHHS] OCHOBHOI AisiNbHOCTI 3
dapMakoHarnsgy

46.

BIKC AKTUB
CUHEKC

crnpen HasanbHU,
0,5 mr/mn no 15 mn
y cbnakoHi 3
PO3NUIIOYUM
npucTpoem; no 1
dnakoHy y Kopobui

MNpokTep eHa
Fembn
IHTEepHeLwwHnN
OnepenwHs
CA

Lsenuapi
a

MpokTtep eHa M'em6n
MaHydek4ypiHr
'M6X, HimeuyuunHa;
Tesa Yex IHgacTpis
C.p.o., Yecbka
Pecny6bnika

HimevuunHa/
Yecbka
Pecnybnika

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeegeHHst abo 3miHM Jo y3aranbHeHUX
OaHunx nNpo cuctemMy papmakoHarnsgy (BBegeHHs
y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsagy,
3MiHa ynoBHOBaXeHOI ocobu, BianoBiaanbHOI 3a
3fiicHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BianoBiaanbHOI 3a 3A4iNCHEHHS
apmakoHarnsaay (BKoYarum KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-dainna cuctemu
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHWX
yMoBHOBaXeHoi ocobu, BignosigansbHoi 3a
papmakoHarnsg. 3miHa micuesHaxo4XXeHHs MacTep-
darina cuctemu papmakoHarnsgy Ta horo Homepa. 3miHa
MicLS 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
apmakoHarnsgy

6e3
peuenma

UA/10927/01/01

47.

BIKC
AHTUIPUN
MAKC

MOPOLLIOK Arist
oparbHOro Po3ynHy
3i CMakoM NIMMOHa;
no 5 a6o 10 cawe y
KopobLi

MpokTep eHa
Fembn
IHTepHeLwHN
OnepenwH3
CA

Lsewuapi
a

PadToH
JlabopaTopis
Nimiten

Benuka
Bputanis

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
TMny - 3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHeHUX
OaHunx nNpo cucteMy papmakoHarnsgy (BBegeHHs
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy,
3MiHa ynoBHOBaxeHOi ocobu, BiAnoBiganbHoi 3a
3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3
hbapmakoHarnsgy 3asBHUKa s 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiaMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
bapmakoHarnsgy (BKM4Yar4yM KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-daina cuctemm
hapmakoHarnsigy) 3MiHa KOHTaKTHUX AaHKX
yMOBHOBaXeHoi ocobu, BignosigansHoi 3a
papmakoHarnsg. 3miHa micuesHaxo4XKeHHs1 MacTep-
darina cuctemm papmakoHarnsgy Ta horo Homepa. 3miHa

6e3
peuyenma

UA/10925/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MicLS 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy
48. | BOPUKOHA3 | Ttabnetku, BKpUTI 3eHTiBa, K.C. Yecbka nepBuHHE Ta Ipeuis BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/15524/02/01
Ol 3EHTIBA NNiBKOBOIO Pecny6nik BTOPUHHE TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta peuenmom
obonoHkoto, no 50 a nakyBaHHs, dapmakoHarnsay. 3mMiHW y KOpoTKil xapakTepuctuui
Mr; N0 7 TabneTok y KOHTPOIb cepii, nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUii ans
6nictepi; no 2 abo 4 BignoBsigae 3a MEANYHOro 3aCTOCYBaHHS
6nictepu y BUMNYCK cepil: reHepuyHUX/ribpuaHmx/6ionoaibHWX nikapcbkux 3acobis
KapTOHHII nayui; no SAPMATEH C.A., nicns BHECEHHS TiEl camoi 3MiHM Ha pedhepeHTHUI
10 TabneTok y Ipeuis npenapart (3miHa He NoTpebye HagaHHSA XOLHMX HOBUX
GnicTepi; no 3 BMPOGHMLTBO "in [0AAaTKOBKX AaHnX) 3MiHM BHECEHI 40 IHCTPYKUii Ans
Gnictepn y bulk", nepBuHHe Ta MeOM4YHOro 3acToCyBaHHS Nikapcbkoro 3acoby y po3ainuv
KapTOHHIN nayui BTOPUHHE "MpoTmnokasaHHs", "B3aemogisa 3 iHWMMM NikapCbKuMmu
nakyBaHH4, 3acobamu Ta iHwWi Buam B3aemogin", "OcobnueocTi
KOHTPO~b cepii, 3acTtocyBaHHs", "MobiuHi peakuii” 3rigHo 3 iHbopmalLieto
Bignosigae 3a OO0 MEANYHOrO 3aCTOCyBaHHSA petepeHTHOro
BWMNYCK Cepil: nikapcbkoro 3acoby (BI®PEH[, TabneTku, BKpUTI
SAPMATEH nniBkoBoto 060onoHkoto, No 50 mr a6o no 200 wr).
IHTEPHELLUHN CA, BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
peuis 3aTBEPIKEHHS.
49. | BOPUKOHA3 | Ttabnetku, BKpUTI 3eHTiBa, K.C. Yecbka nepBuHHE Ta Ipeuis BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/15524/02/02
OI1 3EHTIBA NNiBKOBOKO Pecny6nik BTOPUHHE Tmny - 3MiHM Wwoao 6e3nekw/edpeKTMBHOCTI Ta peuenmom
obornoHkoto, no 200 a nakyBaHHs, apmakoHarnsaay. 3MiHW y KOpOTKili XxapakTepucTuli
Mr; no 7 TabneTok y KOHTPOSb cepii, nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
6nicTepi; no 2 abo 4 BignoBiaae 3a MeaNYHOro 3acToCyBaHHS
Gnictepn y BUMNYCK Cepil: reHepuyHMX/ribpuaHnx/GionodibHnx nikapcbknx 3acobis
KapTOHHIN nayui; no ®APMATEH C.A., nicns BHECEHHS TiEl camoi 3MiHW Ha pedepeHTHUI
10 TabneTok y Ipeuis npenapar (3MiHa He NoTpebye HagaHHSA >XOAHUX HOBUX
Gnictepi; no 3 BUPOBHMUTBO "in [0OaTKOBUX AaHWNX) 3MiHM BHECEHI 00 iHCTPYKUii Anst
Gnictepn y bulk", nepsuHHe Ta ME[MYHOro 3aCTOCyBaHHs nikapcbKoro 3acoby y po3ginu
KapTOHHIN nayui BTOPUHHE "MpoTtunokasaHHs", "B3aemopis 3 iHWMMK Mikapcbkumn
nakyBaHH4, 3acobamu Ta iHwWi Buam B3aemogin", "OcobnueocTi
KOHTPOSb cepii, 3actocyBaHHs", "MobiuHi peakuii" 3rigHo 3 iHpopmalLlieto
Bignosigae 3a OO0 MEANYHOrO 3aCTOCyBaHHSA pedepeHTHOro
BUWMYCK Cepil: nikapcbkoro 3acoby (BIPEH[, TabneTku, BKpUTI
PAPMATEH nniskoBoto 06onoHkoto, no 50 mr abo no 200 wmr).
IHTEPHELLUHN CA, BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
peuis 3aTBEPAKEHHS.
50. | BOPUTAB®- TabneTku, BKPUTI OPIrAHOCUH OAE EsepTtomkeH Jland IHAaisa BHECEHHA 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny 3a UA/10647/01/01
200 NMNiBKOBOI NANSCAEHC CaeHcus Jliviten - 3MiHu wopo 6e3nekn/edheKTUBHOCTI Ta peuenmom
obornoHkot, no 200 N3 (E® 3ET ) dapmakoHarnsaay. 3miHa y KopoTKili xapakTepucTui
mr no 10 TabneTok y nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
6nicTepi; no 1 MeAMYHOro 3aCTOCYBaHHS Ha MiACTaBi perynspHo
6nictepy y OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHiIl kopobui JocrnimkeHb 3 6e3neky 3acTocyBaHHS Mikapcbkoro 3acoby
B nicnapeecTpavinHuii nepiod, abo sk pesynbTaT OuiHKK
3BIiTy 3 AOCMiAXEHb, MPOBEAEHMX BiAMOBIAHO 0 NnaHy
nepiatpuyHux gocnigxeHs (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHVUM YNOBHOBaXXEHUM OpraHoM).
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk Kpaina

eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

3MiHM BHeceHi o IHCTpyKUii Ans meanyHoro
3aCTOCYBaHHsI NikapCbkoro 3acoby Ao po3ainy
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii" Wwoao
6e3nekn 3acTocyBaHHS Aitlo4oi peyoBUHU. BBeaEHHS 3MiH
NpOTHArom 6-Tv MicSILB MicNsi 3aTBEPAXEHHS.

51.

BOPUTAB®-
50

TabneTtkn, BKPUTI
NNiBKOBOIO
o6onoHkoto, no 50
mr no 10 TabneTok y
Gnictepi; no 1
Gnictepy y
KapTOHHIl kopobui

OPTAHOCUH
NAN®CAEHC
N3 (Ed 3ET 1)

OAE

EBepToaxeH Jand
CaeHcus Jlimiten

IHAisA

BHECEHHS 3MiH O peecTpauiHuX maTepianis: 3miHu | Tuny
- 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsay. 3miHa y KopoTKi xapakrepuctuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUii ans
MeAMYHOro 3aCTOCyBaHHs Ha MiACTaBi perynspHo
OHOBJHOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
JocnimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnsipeecTpauinHnii nepiog, abo sik pesynbTaT OLiHKK
3BIiTy 3 AOCMiAXeHb, NPOBEAEHMX BiAMOBIAHO 40 NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OpPraHoMm).
3MiHM BHeceHi 8o IHCTpyKUii Ans Mean4Horo
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"OcobnueocTi 3actocyBaHHs", "MobivHi peakuii" Wwoao
6e3nekn 3aCToCyBaHHA Ailo40i pe4oBMHU. BBeaeHHs 3MiH
NPOTArom 6-T1 MicsAUIB NicNsA 3aTBEPAXEHHS.

3a
peuernmom

UA/10647/01/02

52.

FA3IBA®

KOHLIeHTpaT Ans
PO34MHY And
iHdy3in no 1000
Mr/40 mn no 40 mn 'y
cnakoHi; no 1

dnakoHy y
KapTOHHIN kopobLyi

TOB «Pouu
YkpaiHa»

YkpaiHa

Himewumna/
LLisevinapisa

BupobHuuTBO
Hepo3dacoBaHoi
npoaykuii, nepBnHHe
nakyBaHHs,
BMNPoByBaHHs
KOHTPOIIO AKOCTi:
Pow [iarHocTnke
'M6X, HimeuuuHa;
BTopuHHe
nakyBaHHs, BUNYyCK
cepii: P.XodhdpmaHH-
Ja Pow 114,
LLisenuapis

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu ||
Tmny - 3MiHn 3 axocTi. A®I. MpoekTHMIA npocTip Ta
nicnsapeecTpauiiHuin NPOTOKON ynpasBniHHA 3MiHaMW.
BBeaeHHs HOBOro NPOeKTHOro NPocTopy abo PO3LLNPEHHS
3aTBepmkeHoro Ans APl woao: (ogHOro enemeHTy
BUpOGHMYOoro npouecy A®I, Bkntovaoum KOHTPOnb Y
npoteci BMpobHuuTea Ta/abo metoan BUNpobyBaHHS)
PO3LLUMPEHHS CXBarNleHOro NPOEKTHOro NPOCTOpY Nifg Yac
KyNbTUBYBaHHS KMiTWH, Y BUpobHUYoMy GiopeakTopi nig
Yyac BUPOBHMLITBA Ait040T peyoBrHN 06iHYTy3ymaby.
OHOBNEHHA Ta BUNpaBMeHHS pedaKUiinHuX NpaBok y M.
3.2.S8.2.2. Onuc BUpoGHMYOro NpoLiecy Ta oro KOHTPOIIo,
3.2.S.2.5. Banigauist npouecy Ta/abo noro ouiHka. Process
Parameters and Acceptable Ranges for the Production
Bioreactors (N)

3a
peuernmom

UA/14232/01/01

53.

rAPOKOPTU
30H

Ma3b 1% no 10ry
TyGi antomiHieBin; no
1 1y6i B nayui 3
KapTOHY

An "CTAOA-
YKPAIHA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHuX MaTepianis: 3miHu |
TMny - 3MiHK 3 SKocTi. [oTOBMIA NiKapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3aMiHa abo BBeAEHHS 404aTKOBOT AiNbHULI

BMPOGHMLTBA AN YacTMHM abo BCbOro BUPOOHNYOro

npoLecy roToBoro fikapcbkoro 3acoby (AinbHUUSA Ans

BTOPUHHOIO NaKyBaHHs)
3anpornoHOBaHO 3aTBEPPKEHHSI HOBOro 06nagHaHHsA ans
naKkyBaHHs Ma3el, a caMe nakyBarnbHOro aBTomary
Nordenpac 2000 Ha niHii nakyBaHHs Ma3el (nonepeaHbLo
BUKOHYBAsOCs Ha MiHii NaKkyBaHHSA Cyrno3uTopiis) 3
BignoBigHMMu 3miHamu B p. 3.2.P.3. MNMpouec BupobHuuTBa
nikapcbkoro 3acoby (Onepauisi 3.2. MNakyBaHHs Ta
BiJBAHTaXKEHHS rOTOBOI NpoAyKLii)

3a
peuenmom

UA/5132/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
54. | FIOTPUD® TabneTkn, BKpUTI BepiHrep HimeuunH BUPOBHMLTBO, HimeuyunHa BHECEHHS 3MiH [0 peecTpauiHMx maTtepianis: 3miHu | Tuny 3a UA/15816/01/02
NNiBKOBOIO IHrenbxanm a nepBuHHE Ta - 3miHu wopao 6esnekn/edpekTMBHOCTI Ta peuenmom
o6ornoHkoto no 30 IHTEepHeLHN BTOPUHHE dapmakoHarnsay. BeegeHHst abo 3miHu [0 y3aranbHeHUX
Mr; no 7 TabneTok y m6X nakyBaHHs, OaHunx nNpo cucteMy papmakoHarnsgy (BBegeHHs
nepdopoBaHomy KOHTPOMb SIKOCTi Ta y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsagy,
Gnictepi; no 1 BUNYCK cepii: 3MiHa ynoBHOBaXeHOi 0cobu, BianoBiaanbLHOI 3a
Gnictepy B BepiHrep 3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
namiHoBaHoMy IHrenbxaim ®apma apmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
anoMiHieBoMy calue 'm6X i Ko. KT, chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
3 NakeToM HimeyumHa; YNOBHOBa)eHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
OecvikaHTy; no 4 anbTepHaTuUBHa bapmakoHarnsgy (BKM4ar4m KOHTaKTHi AaHi) Ta/abo
anoMmiHieBmx cawle y naboparopis 4ns 3MiHW Y pO3MilLleHHi MacTep-darnna cuctemm
KapTOHHil kopobui npoBeAEeHHA capmakoHarnsgy) - 3miHa KOHTaKTHOI 0cobu 3asiBHUKA,
KOHTPOIIO SIKOCTi 3a BiANoBiganbHoi 3a papmakoHarnsg B YkpaiHi. Jitoua
NOKa3HUKOM peaakuist: MNonisyak OneHa BikTopieHa. MNponoHoBaHa
MikpoGionoriyHa peaakuisi: Yymak Aptem Bonoanmuposud. 3miHa
unctota: CI'C KOHTAKTHMX JAHMX KOHTAKTHOI 0CObU 3asiBHMKA,
IHCTUTYT PpeseHiyc BiANOBiganbHOI 3a hapMakoHarnsg B YKpaiHi
'm6X, HimeuunHa;
JTabop NNC CE eng
Ko. KI', HimewunHa;
anbTepHaTMBHa
ainbHUUSA ans
KOHTPOIO SIKOCTi
roToBOro
nikapcbKkoro 3acoby
Ta 3a NOKa3HMKOM
"Po3knagaHHs
aimetunaminy":
€spodpiHc PACT
'm6X, HimeuunHa;
anbTepHaTUBHA
ainbHUUSA ons
KOHTPOMIO SIKOCTi
roToBOro
nikapcbKkoro 3acoby
Ta 3a NOKa3HMKOM
"Po3knagaHHs
aimeTunaminy":
A enp Em WtabTecT
NaBop dyp
AHanITuK yHa
CrabinitatcnpydyHr
eH 'M0X,
HimeyumHa
55. | TIOTPUP® TabneTku, BKpPUTI BepiHrep HimeyumH BUPOOHMLITBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny 3a UA/15816/01/03
NMNiBKOBOI IHrenbxanm a nepBuHHe Ta - 3MiHu wopo 6e3nekn/edpeKTUBHOCTI Ta peuenmom
o6onoHkoto no 40 IHTepHeLwHN BTOPUHHE apmakoHarnsiny. BeegeHHst abo 3miHM o y3aranbHEeHUX
Mr; no 7 TabneTok y 6X nakyBaHHsi, [aHux npo cucteMy dpapmakoHarnsay (BBe4eHHs
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nepdopoBaHoMy KOHTPOMb SIKOCTi Ta y3aranbHeHVX AaHunxX Npo cucteMmy papMakoHarnsgy,
6nictepi; no 1 BUMNYCK cepil: 3MiHa ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
Gnictepy B BepiHrep 3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
namiHoBaHoMy IHrenbxanm ®apma (bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
antoMiHieBomMy cale v6X i Ko. KT, dapmakoHarnsay B YKpaiHi, AKWo BOHa BiaMiHHa BiA
3 NakeToM HimeyumHa; YNOBHOBa)eHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
AecukaHTy; no 4 anbTepHaTMBHa apmakoHarnsagy (BKNoYarun KOHTaKTHI faHi) Ta/abo
anioMiHieBux cawle y naboparopis ans 3MiHW Y PO3MilLleHHi MacTep-danna cuctemm
KapTOHHIl kopobui NpoBeAeHHs chapmakoHarnsgy) - 3miHa KOHTaKTHOI 0cobu 3asiBHUKA,
KOHTPOIIO SIKOCTi 3a BifgnoBiganbHoi 3a hapMakoHarnag B YkpaiHi. [itoua
NOKa3HUKOM penaxuisi: MNonisuak OneHa BikTopieHa. MNponoHoBaHa
MikpoGionoriyHa peaakuisi: Yymak Aptem Bonoanmuposud. 3miHa
ynctota: CI'C KOHTaKTHMX AaHUX KOHTaKTHOI 0COobU 3asiBHUKA,
IHcTUTYT PpeseHiyc BiAMOBiAanbHOI 3a hapmakoHarnsg B YKpaiHi
'm6X, HimeuunHa;
JTa6op JIC CE enp
Ko. KI', HimeuunHa;
anbTepHaTMBHa
ainbHUUSA ons
KOHTPOMIO SKOCTi
roToBOro
nikapcbKkoro 3acoby
Ta 3a NOKa3HMKOM
"Po3knagaHHs
dimeTunaminy":
€spodpiHc PACT
'm6X, HimeuunHa;
anbTepHaTMBHa
ainbHUUSA ans
KOHTPOMIO SIKOCTi
roToBOro
nikapcbKkoro 3acoby
Ta 3a NOKa3HMKOM
"Po3knagaHHs
aimeTunaminy":
A enp Ewm LtabTect
Na6op yp
AHanITuK yHa
CrabinitatcnpydyHr
eH 'MBX,
HimeyumHa
56. | TIOTPUP® TabneTkn, BKpPUTI BepiHrep Hime4umH BMPOOHMLITBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny 3a UA/15816/01/04
NNiBKOBOK IHrenbxanm a nepBuHHe Ta - 3miHu wopao 6esnekn/edekTMBHOCTI Ta peuenmom
o6ornoHkoto no 50 IHTEepHeLLHN BTOPUHHE dapmakoHarnsay. BeeaeHHst abo 3miHM [0 y3aranbHEHUX
Mr; no 7 TabneTok y 6X nakyBaHHs1, [OaHux npo cuctemy cpapmMakoHarnsay (BBeAeHHs
nepdopoBaHoMy KOHTPOMb SIKOCTi Ta y3aranbHeHNUX AaHuUX Npo cucteMy papMakoHarnsay,
Gnictepi; no 1 BUNYCK cepii: 3MiHa yNoBHOBaXeHOI 0cobu, BiANOBiAanbLHOI 3a
Gnictepy B BepiHrep 3[iCHEHHs hapMakoHarnsay; KOHTakTHOI ocobu 3
namiHoBaHoOMy IHrenbxanm ®apma hapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHs
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
anoMiHieBoMy calle 'm6X i Ko. KT, chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
3 NakeToMm HimeuumHa; YMNOBHOBaXeHOI 0cobu, BiANoBiAanbHoi 3a 3A4iNCHEHHS
AecukaHTy; no 4 anbTepHaTMBHa apmakoHarnsagy (BKNoYarun KOHTaKTHI faHi) Ta/abo
arnoMmiHieBux cawle y naboparopis gnsa 3MiHW Y pO3MilLleHHi MacTep-danna cuctemm
KapTOHHiI kopobui npoBefeHHsA apmakoHarnagy) - 3miHa KOHTaKTHOT 0cobu 3asiBHYKa,
KOHTPOIIO SIKOCTi 3a BifgnoBiganbHoi 3a hapMakoHarnag B YkpaiHi. [itoua
NOKa3HUKOM peaakuist: MNonisyak OneHa BikTtopieHa. MponoHoBaHa
mikpobionoriyHa pepakuis: Yymak Aptem Bonogummposud. 3miHa
ynctota: CI'C KOHTaKTHMX AaHWNX KOHTaKTHOI 0Cobu 3asiBHUKA,
IHCTUTYT DpeseHiyc BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi
'm6X, Himeuuuha;
JTa6op JIC CE enp
Ko. KI', HimewunHa;
anbTepHaTMBHa
ainbHUUSA ons
KOHTPOMIO SIKOCTi
roToBOro
nikapcbKkoro 3acoby
Ta 3a NOKa3HMKOM
"Po3knagaHHs
aimetunaminy™:
€BpodiHc PACT
'M6X, Himeuuunha;
anbTepHaTMBHa
ainbHUUSA ans
KOHTPOMIO SKOCTi
roToBOro
nikapcbkoro 3acoby
Ta 3a NOKa3HMKOM
"Po3knagaHHs
aimeTnnaminy":
A enp Ewm LTabTect
Nab6op yp
AHaniTuK yHg
CrabinitatcnpydyHr
eH 'M0X,
HimeyunHa
57. | FIOTPNO® TabneTkn, BKpUTI BepiHrep HimeyumH BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/15816/01/01
NNiBKOBOK IHrenbxanm a nepBuHHe Ta - 3miHu wopao 6esnekn/edekTMBHOCTI Ta peuenmom
o6onoHkoto no 20 IHTepHeLHN BTOPUHHE apmakoHarnsiay. BeegeHHst abo 3miHM o y3aranbHeHUX
Mr; N0 7 TabneTok y m6X nakyBaHH4, [aHuX Npo cucteMy hapMakoHarnsay (BBeAEHHsI
nepdopoBaHoMy KOHTPOMb SIKOCTi Ta y3aranbHeHNUX AaHUX Npo cuctemy papmMakoHarnsay,
GnicTepi; no 1 BUNYCK cepii: 3MiHa ynoBHOBaxeHOi ocobu, BiAnoBiganbHoi 3a
6nictepy B BepiHrep 3[iNCHEeHHs hapmaKoHarnaay; KOHTakTHOi ocobu 3
namiHoBaHoMy IHrenbxanm ®apma hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
antomiHieBomy cale vm6X i Ko. KT, bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
3 NakeToMm HimeyumHa; YNOBHOBaXEHOT 0co6U, BignoBiganeHoi 3a 34iNCHEHHS
OecukaHTy; no 4 anbTepHaTMBHa dapmakoHarnsay (BKNoYarun KOHTaKTHI faHi) Ta/abo
anoMiHieBux cawle y nabopartopis ans 3MiHM Y po3MilleHHi MacTep-danna cuctemum
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHil kopobui NpoBeAeHHs chapmakoHarnsgy) - 3miHa KOHTaKTHOI 0cobu 3asiBHUKaA,
KOHTPOIMIO SKOCTi 3a BiAMNOBiAanbHOI 3a hapmakoHarnsg B Ykpaini. [itoya
NOKa3HUKOM peaakuist: MNonisyak OneHa BikTopieHa. MNponoHoBaHa
MikpoGionoriyHa penakuisi: Yymak Aptem Bonognmuposud. 3miHa
yuctota: CI'C KOHTAKTHUX JAaHMUX KOHTaKTHOT 0CO6K 3asiBHUKA,
IHCTUTYT DpeseHiyc BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi
'm6X, HimeuunHa;
Jla6op JIC CE eHg
Ko. KI', HimewunHa;
anbTepHaTMBHa
ainbHUUSA ans
KOHTPOMIO SIKOCTi
roToBOro
nikapcbKkoro 3acoby
Ta 3a NOKa3HMKOM
"Po3knagaHHs
dimetunaminy":
€BpodiHc PACT
'mM6X, HimeuunHa;
anbTepHaTMBHa
ainbHUUSA ons
KOHTPOMIO SIKOCTi
roToBOro
nikapcbKkoro 3acoby
Ta 3a NOKa3HMKOM
"Po3knagaHHs
aimeTnnaminy":
A eHp Em WtabTecT
Nabop dyp
AHaniTuK yHg
CrabinitatcnpydyHr
eH 'M0X,
HimeyunHa
58. | MIUEPUH pPO34nH Ans MPAT YkpaiHa BignosiganeHUn 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu | Tuny 6es UA/8363/01/01
30BHILLHBOrO "®ITOPAPM" BMPOGHMLTBO, - 3MiHK 3 AkocTi. [oToBMIA Nikapcbkuii 3acib. 3miHn y peuernma
3acTocyBaHHs 85 % nepBuHHe BMPOOHMLTBI. 3MiHa po3mipy cepii (BKMOYaloumM dianasoH
no 25 r y gonakoHax nakyBaHHs Ta po3mipy cepii) roToBOro nikapcbkoro 3acody (3MEHLUEHHS
KOHTPOIb SIKOCTi: 0o 10 pasiB) -BHECEHHS [,OAATKOBOrO TEOPETUYHOTO
AT "ly6Hunpapm", po3mipy cepii 13 3atBepmkeHo: 400 kr (16160 dnakoHiB
YkpaiHa no 25r) 873,5 kr (35292 chnakoHis no 25 r)
BignoBiganeHMi 3a B3anponoHoBaHo: 200 kr (8080 dnakoHis no 25 r) 400 kr
BMPOGHMLTBO, (16160 donakoHiB no 25 r) 873,5 kr (35292 ¢nakoHiB no 25
nepBuHHe r); 3miHu | Tuny - 3miHK 3 sikocTi. FOTOBMIA NikapCbKMii
nakyBaHHs, 3aci6. 3MiHn y BMpo6HMUTBI. 3amiHa abo BBeAeHHS
KOHTPOMb SIKOCTi Ta [0[aTKoBOI AinbHULI BUPOBHULTBA ANst YacTMHM abo
BUWMNYCK cepil: BCbOIO BUPOGHMYOrO NpOLLECy FOTOBOrO NiKapCbKOro
MPAT 3acoby (AinbHMUSA, Ha siKin NpoBoaATbLCA Byab-ski
"®ITOPAPM", BMPOGHMYI cTagii, 3a BUHATKOM BUMYCKY Cepiii, KOHTPOIO
YkpaiHa SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO NakyBaHHS, Ans
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

HeCTepurbHMX nikapcbknx 3acobiB) - BBeaeHHs
nonaTkoBoi BUpoBHWYoi ainsiHkv AT "INMy6Hudhapm”.
CynyTHs 3MiHa
- 3MiHK 3 sikoCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS 404ATKOBOI AiNbHULI
BMPOGHMLUTBA AN YacTMHM abo BCbOro BUPOOHUYOro
npoLiecy roToBOro nikapcbKoro 3acofy (AinbHUUsA Ans
NEepBMHHOIO NakyBaHHS) - BBEAEHHS A04ATKOBOI
BUPOGHMYOT AinbHuui AT "JTy6Hudapm", Ykpaina, Ha skin
BifAOyBa€eTbCA BUPOOHMLTBO Ta NePBUHHE NaKyBaHHS
nikapcbKoro 3acoby, TakoX po3nucaHo YHKLi
3aTBepakeHoro BupobHuka MNPAT "OITODPAPM"; 3miHn |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHOTLCS
BUMYCKY Cepil Ta KOHTPOMO SKOCTI FOTOBOrO fiKapCbKOro
3acoby (3amiHa abo goaaBaHHA AiNbHULI, Ha sKin
3[iNCHIOETLCS KOHTPOIb/BUNPOOYBaHHSA Cepii) - BBEAEHHS
[o4aTtkoBoi BUpobHuyoi ginsHku AT "Jly6Hudpapm”,
YkpaiHa Ha kil BigbyBa€eTbCsl KOHTPOSb SKOCTi, TaKOX
posnucaHo yHKLUIT 3aTBepaKeHoro BupobHuka MPAT
"®ITOPAPM"

59.

FMIOKO®AXK
®

TabneTkn, BKPUTI
NniBKOBOKO
obonoHkoto, no 1000
Mr; no 15 Tabnetok
y bnicTepi; no 2 abo
no 4 6nictepn y
KapTOHHiI kopobui

Mepk CaHTe
c.a.c.

®paHuin

Mepk CaHTe,
DdpaHuis
(BUpPOBHMLTBO 3a
NMOBHUM LIMKIIOM);
Mepk, CJ1, IcnaHis
(BUpPOGHMLTBO 3a
NMOBHUM LIMKITOM)

®paHuis/icn
aHis

BHECEHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTuddikat BignoBigHOCTI €BpoONENChbKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiANoBiAHOCTIi ab0 BUIyYEHHSs
cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
anst A®I; ans BuxigHoro matepiany/peareHTy/npoOMiXXHOTO
NpoAyKTy, L0 BUKOPUCTOBYIOTLCH Yy BUPOOHMLTBI ADI; Ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkinn dapmakonei) - OHoBNeHU cepTudikaT Big
yXe 3aTBepaxeHoro BupobHuka. lNMogaHHS OHOBNEHOro
CepTudpikaTy BignoBigHocTi €Bponerichkint dapmakonei
CEP Ne R1-CEP 1997-029-Rev 05 anst MetcdopmiHy
rigpoxnopuz Bif BXe 3aTBepaKeHnX BUpoOHukiB API
Merck Sante S.A.S. — Centre de Production de Calais,
France Ta Merck Sante S.A.S. — Centre de Production de
Meyzieu, France (3atBepmxeHo: R1-CEP 1997-029-Rev
04). OHoBneHun CEP Bkntovae ouiHKy pu3mnkiB
erneMeHTapHMX JOMILLOK BiAnoBiaHO Ao kepiBHUUTBa ICH
Q3D. Ak pesynbTaT, BUy4eHO NnokasHuk «Badxki meTanun»
3i cneywmaikauii A®l, koHTponb nokasHuka «CynbgaTHa
30na» NPOMNOHYETLCS 34iNCHIOBATN ANns KoxHoi 20-1 cepii.
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA NikapcbKuii 3acio.
3MiHu y BUpOGHMUTBI. 3MiHM y npoLieci BUpOGHMLTBa
roTOBOIO fikapCbKoro 3acoby, BKMOYaoUun NpoMiKHUIA
NpOAYKT, L0 3aCTOCOBYETHLCH NPU BUPOOHMLTBI FOTOBOTO
nikapcbkoro 3acoby (He3Ha4Ha 3miHa y npoLeci
BMpobHMUTBa) HesHayHa 3miHa y npoueci BUpobHuLTBa, a

3a
peuernmom

UA/3994/01/03
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

caMe NpUroTyBaHHS Npemikcy (Cymil MeTdopMiHy
rigpoxnopugy T1a 0,5% creapaTy marHito) ik NPOMiXXHOrO
npoaykTy nikapcbkoro 3acoby. MponoHyeTbest
nepemilleHHs BUpobHmYoro npouecy Pre-mix 3 po3ainy
3.2.S. AKTUBHUI hapmaLeBTUYHWI iHrpeaieHT (API) oo
po3giny 3.2.P. loToBumi nikapcbkuii 3acib, ae Pre-mix 6yge
onMcaHo, siKk NPOMIXKHUIA NPOAYKT NiKapCbKoro 3acooy.
Takoxx MPONOHYTLCA PefaKUinHi 3MiHW y po3ainax
3.2.P.3.2. Cknag Ha cepito Ta 3.2.P.3.3. Onuc
BMPOGHMYOro npoLecy Ta 3acobiB KOHTPOMIO NpoLecy.
3miHu | TNy - 3miHm 3 AkocTi. FoToBUI Nikapcbkuii 3acio.
3MiHM y BUpOOHMUTBI. 3MiHM BUNpobyBaHb abo
[OMNyCTUMUX MEX, BCTAHOBIEHNX y cneundikaLisix, nig vyac
BMPOBHMLUTBA rOTOBOIO NiKapCbKoro 3acoby (aoaaBaHHs
HOBOro MeToAy BUNpobyBaHHs Ta AONYCTUMMX MEX)
[opaBaHHsA MeToAy KOHTPOMO «30BHILLHIN BUrNsgy» Ans
npomixHoro npoaykty Pre-mix (In-Process control).
MponoHoBaHa 3amiHa 06yMoBeHa nepeMilLeHHAM
BUNpobyBaHHsA 3 po3ainy 3.2.S. AKTUBHUIA
dapmaueBTUYHUN iHrpedieHT (API) go posginy 3.2.P.
[oToBMI nikapcbkuii 3acib, ae Pre-mix 6yge onucaHo sik
NPOMKHUIA NPOAYKT fikapcbkoro 3acoby, Takum YMHOM
BUNpoOyBaHHA «30BHILLHIV BArMNAA» Oyae BBeAEHO nig vyac
KOHTpOMto B npoueci BUpobHuuTtea. 3MiHn | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI.
3MmiHM BUNpobyBaHb abo JONyCTUMUX MEX, BCTAHOBMNEHNX
y cneuudikauisix, nig 4yac BUpobHULTBa rOTOBOrO
nikapcbkoro 3acoby (qofaBaHHS HOBOrO METOAY
BMNpobyBaHHsA Ta gonyctummx mex) flonasaHHsa metoay
KOHTpOMto «laeHTudikauis meTdopmiHy rigpoxnopuay -
IHbpayepBOHa CNEeKTPOMETPIA» AN NPOMIKHOIO NPOAYKTY
Pre-mix (In-Process control). lNponoHoBaHa 3miHa
obymoBneHa nepemillieHHsIM BUNpobyBaHHS 3 po3ainy
3.2.S. AKTUBHUI (hapmaLeBTUYHUI iHrpeaieHT (API) oo
po3ainy 3.2.P. l'oTtoBui nikapcbkuii 3acib, ae Pre-mix 6yae
OMNMCaHO SiK NPOMIKHUIA MPOAYKT NikapCbKoro 3acoby,
TaKUM YMHOM BUNpobyBaHHS «laeHTudikauis meTgopMiHy
rigpoxnopuay - IHppayepBoHa cnekTpomeTpis» dyae
BBEAEHO MiZ Yac KOHTPOMO B NPOLECi BUPOOHULITBA.
3miHu | TNy - 3MiHKM 3 sikocTi. FoTOBUIA Nikapchkuii 3acib.
3MiHu y BUpo6HMUTBI. 3MiHM BUnpobyBaHb abo
[OMyCTUMMUX MEX, BCTAHOBNEHUX y cneuudikauisx, nig vyac
BMPOGHMLTBA roTOBOrO fikapcbkoro 3acoby (noaaBaHHs
HOBOro MeToAy BUNpobyBaHHsA Ta AOMYCTUMMX MEX)
[opaBaHHA MeToay KOHTpOMto «laeHTudikauis marriio»
Ans npomixHoro npogykty Pre-mix (In-Process control).
[MponoHoBaHa 3miHa 06yMOBIeHa NepeMilLleHHAM
BUNpobyBaHHs 3 po3giny 3.2.S. AKTUBHUNIA
dapmaueBTUYHUIA iHrpedieHT (API) go posginy 3.2.P.
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

[oToBuMI nikapcbkuii 3acib, ae Pre-mix 6yge onucaHo sk
NPOMDXHUIA NPOAYKT NiKapcbKoro 3acoby, Takvm YMHOM
BUNpoOyBaHHSA «lgeHTudikauis marHito» 6yae BBegeHo nig
yac KOHTpOo B npoLeci BUpobHuutea. 3miHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA nikapcekuid 3aci6. 3miHn y
BUPOGHMLTBI. 3amMiHa abo BBeAEHHS A0AATKOBOI OiNbHULL
BMPOGHMLUTBA AN YacTUHM abo BCbOro BUPOOHNYOro
npoLiecy roToBOro nikapcbkoro 3acoby (AinbHULSA, Ha SKin
npoBoaaTbes Oyab-aki BUPOOHMYI cTagii, 3a BUHATKOM
BUMYCKY CEepil, KOHTPOSO SKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NakyBaHHS, ANsi HECTEPUITbHUX NiKapCbKNX
3acobiB) BeeaeHHs1 [oaaTKoBOI AinbHULI BUPOBHMLTBA
Ot YaCTMHM BUPOBHNYOro NpoLiecy roToBOro fikapCbKoro
3acoby, AinbHUUI, Ha siKin NpoBoaATbCA Byab-sKi
BUPOGHMUI cTagii, 3a BUHATKOM BUMYCKY cepii, KOHTPOo
SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO NaKyBaHHS, Ans
HecTepunbHUX Mikapcbkunx 3acobis, a came Merck Sante
s.a.s. (10 avenue de Lattre de Tassigny F-69330
Meyzieu), PpaHuin ans BupobHMuTBa Pre-mix (cymiw
meTdopMiHy rigpoxnopuay 1a 0,5% cteapaTy marHiio) B
SIKOCTi MPOMIXKHOIO NPOAYKTY fikapcbkoro 3acoby. Takox
NPOMOHYITLCA pefakLinHi npasku B p.3.2.P. [oToBun
nikapcbkui 3aci6. 3miHu | TUny - 3miHn 3 AkocTi. FoToBwMIA
nikapcbkuii 3aci6. 3MiHn y BUpo6HMUTBI. 3amiHa abo
BBEJIEHHS [OAATKOBOI AiNbHWLI BUpOOHULTBA Ans
YacTnHU abo BCbOro BUPOBHMYOro MpoLiecy roToBOro
nikapcbkoro 3acoby (AinbHULUS, Ha siKili NPOBOAATLCS
6yab-aki BUPOOHWYI cTagii, 328 BUHATKOM BUMYCKY Cepin,
KOHTPOJO AKOCTi, NEPBUHHOIO Ta BTOPMHHOIO MaKyBaHHS,
[Onsi HeCTEPUIbHUX Nikapcbkux 3acobis) BeeaeHHs
[04aTKOBOI AinbHULI BUpOBHULTBA AN YacTUHM
BUPOBHMYOro NpoLiecy rotToBOro fikapcbKkoro 3acoby,
AinbHWLI, Ha sk NpoBoaATLCA Byab-siki BUpOGHWYI cTagii,
3a BUHSATKOM BUMNYCKY Cepii, KOHTPOSO SAKOCTi, MEPBUHHOIO
Ta BTOPMHHOIO NaKyBaHHS ANsi HECTEPUITbHUX NIKapCbKNX
3acobiB, a came ginbHuui Merck Sante s.a.s. (5 rue
Clement Ader F-62100 Calais), ®paHuis ans BupobHuLTBa
Pre-mix (cymiw meTtdopminy rigpoxnopugy Ta 0,5%
cTeapaTy MarHito) B AKOCTi MPOMIXKHOIO NPOAYyKTY
nikapcbkoro 3acoby

60.

FMIOKO®AX
®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 850
mr; no 15 Tabnetok
y 6nicTepi; no 2 abo
no 4 6nictepu y
KapTOHHiI kopoOLyj;
no 20 TabneTtok y
GnicTepi; no 3

Mepk CaHTte
c.a.c.

®paHuis

Mepk CaHTe,
DdpaHuis
(BUPOBHMLTBO 32
NMOBHUM LMKITOM);
Mepk, CI1, Icnanis
(BUPOBHULTBO 3a
MOBHWM LIUKITOM)

®paHuis/icn
aHis

BHECEHHS 3MiH [0 peecTpaLiiHiX MaTepianis: 3miHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/l'E-
cepTudpikaT BignoBiaHOCTI €EBponenchbKil
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudgikaTa BignosigHoCTi abo BUNYYEHHS
cepTudpikaTa BignoBigHOCTi €Bponeiichbkinn dhapmakonei:
ans A®l; ans BuxigHoro martepiany/peareHTy/npOMiKHOIO
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUpOBHULTBI ADI; aAns
[OOMOMiXHOT pe4oBUHU (cepTudikaT BignoBiAHOCTI

3a
peuerimom

UA/3994/01/02




30 [TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Gnictepn y €Bponenckkin hapmakonei) - OHoBneHu cepTudikaT Big

KapTOHHiI kopobui

y>Xe 3aTBep[pKeHOro BUpobHuka. MoaaHHsi OHOBREHOro
CepTucbikaTty BignoBigHoCTi €Bponeiickkin dhapmakonei
CEP Ne R1-CEP 1997-029-Rev 05 gnst MeTcopMiHy
rigpoxnopua Bif BXe 3aTBeEpAKEHUX BUPOOHUKIB ADI
Merck Sante S.A.S. — Centre de Production de Calais,
France Ta Merck Sante S.A.S. — Centre de Production de
Meyzieu, France (3atBepmxeHo: R1-CEP 1997-029-Rev
04). OHoBneHun CEP Bkntovae oLUiHKy pusmnkiB
enemMeHTapHUX JOMILLOK BignoBigHO o kepiBHMUTBA ICH
Q3D. Ak pesynbTaT, BUy4eHOo NnokasHunk «Badkki meTanun»
3i cneumdikauii A®Il, koHTponb nokasHuka «CynbdaTHa
30na» NPOMOHYETLCA 34iNCHIOBATU ANA KOXHOI 20-1 cepil.
3miHu | Tvny - 3miHm 3 AkocTi. FoToBUI Nikapcbkuii 3acio.
3MiHM Yy BUpOBHMUTBI. 3MiHM Yy Npoueci BUpobHULTBA
roTOBOrO fikapCbKoro 3acoby, BKIYaoum NPOMiXKHUIA
NpoAYKT, L0 3aCTOCOBYETLCH NPU BUPOOHNLTBI FOTOBOrO
nikapcbkoro 3acoby (He3Ha4Ha 3MiHa y npoueci
BMpOGHMUTBA) HesHauHa 3miHa y npoleci BUpobHMUTBa, a
came NpuroTyBaHHs MpeMikcy (Cymill MeTdopMiHy
rigpoxnopuay Ta 0,5% creapaty marHito) sik TPOMiXXHOro
npoaykTy nikapcbkoro 3acoby. MponoHyeTbest
nepemileHHs BupobHuyoro npouecy Pre-mix 3 po3ainy
3.2.S. AKTUBHUI hapmaLeBTUYHUI iHrpeaieHT (API) oo
po3giny 3.2.P. MoToBuiA nikapcbkuii 3acib, ae Pre-mix 6yae
OMnMCcaHo, ik MPOMIXKHUIA NPOAYKT NiKapCbKoro 3acoby.
Takox NPOnoHYTLCA peAakLiriHi 3MiHW y po3dinax
3.2.P.3.2. Cknap Ha cepito Ta 3.2.P.3.3. Onuc
BUPOBHMYOro npoLiecy Ta 3acobiB KOHTPOIIO MpoLiecy.
3miHu | TMny - 3MiHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
3MiHu y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo
[OMyCTUMMUX MEX, BCTAHOBNEHUX y cneuudikauisx, nig vyac
BMPOGHMLTBA roTOBOrO fikapcbkoro 3acoby (4oaaBaHHs
HOBOro MeToAy BUNpobyBaHHs Ta AOMYCTUMMX MEX)
[opaBaHHA MeToAy KOHTPOMO «30BHILLHIN BUrNsaay» Ansi
npomixHoro npoaykty Pre-mix (In-Process control).
MponoHoBaHa 3miHa obyMoBneHa nepemilLeHHsIM
BMUNpobyBaHHs 3 po3giny 3.2.S. AKTUBHUIA
dapmaueBTUYHUI iHrpedieHT (API) go posginy 3.2.P.
[oToBWMI Nikapcbkuii 3aci6, e Pre-mix 6yae onncaHo sik
NPOMDKHUIA NPOAYKT flikapcbkoro 3acoby, TakvumM YMHOM
BMNpoOyBaHHSA «30BHILLHIV BUrnaa» byae BBegeHo nig yac
KOHTpOMto B npoueci BUpobHuuTBa. 3MiHu | Tuny - 3miHu 3
AKkocTi. [0TOBMI Nikapcbkni 3aci6. 3MiHN y BUPOOHMLITBI.
3MmiHn BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBMEHNX
y cneuudikauisix, nig 4ac BUpobHULTBA FOTOBOrO
nikapcbkoro 3acoby (4ofaBaHHSA HOBOrO METOAY
BMNPOBYBaHHS Ta fonycTuMuX Mex) [lonaBaHHs MeToay
KOHTpOMo «laeHTndikauia meTdopMmiHy rigpoxnopuay -
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
IHbpavepBOHa CNEKTPOMETPIA» ANA NPOMIKHOIO NPOAYKTY

Pre-mix (In-Process control). MponoHoeaHa 3miHa
obymoBneHa nepemilleHHAM BUNpobyBaHHA 3 po3ainy
3.2.S. AKTMBHUI (hapMaueBTUYHWI iHrpedieHT (API) oo

po3giny 3.2.P. MoToBuiA nikapcbkuii 3acib, ae Pre-mix 6yae
OMMCaHo SiK MPOMIDKHWI NPOAYKT MikapCbKoro 3acoby,
TaknM YMHOM BUNpobyBaHHA «laeHTudikauis meTdopmiHy
rigpoxnopuay - IHbpayepBoHa cnekTpomeTpis» byae
BBEEHO Nif Yac KOHTPOIIO B NpoLeci BUPobHMLTBa.
3MinHn | TMny - 3MiHK 3 siKoCTi. [oTOBUI NikapcbkuiA 3acib.
3MiHun y BUpobHMUTBI. 3MiHM BUNpobysaHb abo
[OMNyCTUMUX MEX, BCTAHOBIEHNX y cneundikauisix, nig vac
BMPOOHMLITBA rOTOBOrO NikapCcbkoro 3acoby (AoAaBaHHA
HOBOro MeToAy BUNpobyBaHHSA Ta AOMYCTUMMX MEX)
[JonaBaHHA MeToay KOHTpOnto «laeHTudikauis marHito»
Ons npoMixHoro npoaykty Pre-mix (In-Process control).
[MponoHoBaHa 3miHa obymoBneHa nepemilLeHHAM
BUNpobyBaHHsA 3 po3ainy 3.2.S. AKTUBHUIA
capmaneBTUYHNUIA iHrpegieHT (API) oo posginy 3.2.P.
[oToBWI Nikapcbkui 3aci6, e Pre-mix 6yae onncaHo sk
NPOMDKHUIA NPOAYKT NiKapcbKOro 3acoby, Takvm YUHOM
BUNpoOyBaHHS «lgeHTudikauis marHito» 6yae BBegeHo nig
Yac KOHTPOIIO B Mpoueci BUpobHuuTea. 3miHu | Tuny -
3MiHu 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3aMiHa abo BBegEHHS 404aTKOBOI AiNbHULI
BMPOBHMLTBA ANSA YacTMHM abo BCbOro BUPOOHNYOro
npoLiecy roToBOro nikapcbkoro 3acoby (AinbHULSA, Ha SKin
npoBoanTbcst 6yab-sAki BUpoOHUYI cTagil, 3a BUHSITKOM
BUWMYCKY CEpill, KOHTPOIIO AKOCTi, MEPBUHHOIO Ta
BTOPVHHOIO NakyBaHHS, 4151 HECTEPUNbHUX NiKapCbKUX
3acobiB) BBegeHHst 4ogaTkoBOI AinbHULI BUPOBHULTBA
ONs YaCTMHM BUPOBHNYOro NpoLiecy roToBOro fikapCbKOro
3acoby, AinbHuUI, Ha ki NpoBOAATLCS OyAb-SKi
BUPOGHWYI cTagii, 38 BUHATKOM BUMYCKY cepii, KOHTPOItO
SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO NaKyBaHHS, ANs
HecTepunbHUX Nikapcbkunx 3acobis, a came Merck Sante
s.a.s. (10 avenue de Lattre de Tassigny F-69330
Meyzieu), ®paHuis ans BupobHuuTBa Pre-mix (Cymill
mMeTdopMiHy rigpoxnopuay 1a 0,5% cteapaTy marHito) B
SIKOCTi MPOMIXXHOTO NMPOAYKTY Nikapcbkoro 3acoby. Takox
NMPOMOHYIOTLCS peAakuiviHi npaeku B p.3.2.P. MoTtoBui
nikapcbkuii 3aci6. 3miHu | TUny - 3miHun 3 AkocTi. FoToBwMIA
nikapcbkuii 3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa abo
BBEAEHHS OAATKOBOI AiNbHUL BUpobHMUTBA NS
YacTuHM abo BCbOro BUPOGHMYOro MpoLecy rotoBoro
nikapcbkoro 3acoby (AinbHULSA, Ha siKili NPOBOAATLCS
Oyab-sKi BUpOGHWYI CTafii, 32 BUHATKOM BUIMYCKY Cepil,
KOHTPOMIO SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO MaKyBaHHS,

N5t HECTEPUIbHUX Nikapcbkux 3acobis) BeeaeHHs
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

[04aTKOBOI AinbHULI BUPOOHMUTBA Anst YacTUHU
BMPOGHMYOro NpoLiecy roTOBOrO Nikapcbkoro 3acoby,
[inbHULI, Ha Sk NpoBoaATbLCS Byab-sAki BUpobHUYI cTagii,
3a BMHSATKOM BUMNYCKY Cepii, KOHTPOSO SAKOCTi, MEPBUHHOIO
Ta BTOPWHHOIO NaKyBaHHS A1 HECTEPUNBHUX MiKapCbKMX
3acobiB, a came finbHuui Merck Sante s.a.s. (5 rue
Clement Ader F-62100 Calais), ®paHuis gns BupobHuLTBa
Pre-mix (cymiw metdopminy rigpoxnopugy Ta 0,5%
cTeapaTy MarHito) B IKOCTi NPOMDKHOrO NPOAayKTy
nikapcbkoro 3acoby

61.

FMMIOKO®AX
®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 500
mr; no 15 TabneTok
y 6nicTepi; no 2 abo
no 4 Gnictepn y
KapTOHHIN KOpoOLyi;
no 20 TabneTtok y
Gnictepi; no 3
Gnictepn y
KapTOHHIl kopobui

Mepk CaHTte
c.a.c.

®paHuia

Mepk CaHTe,
PdpaHuis
(BMPOGHMLITBO 3a
NMOBHVM LIMKITOM);
Mepk, CJ1, IcnaHis
(BMPOGHMLITBO 3a
MOBHUM LIMKITOM)

®paHuis/icn
aHis

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHu |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BignoBigHOCTI €BpoNEChbKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJEHOro cepTudikarta BiaAnoBi4HOCTI 260 BUNYyYEHHSs
cepTudikaTta BignoBigHOCTIi €Bponenchkin hapmakonei:
ansa A®l; anst BUXigHOro matepiany/peareHTy/npoMikKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHULTBI API; Ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBiAHOCTI
€sponevicbkin dapmakonei) - OHoBneHun cepTudikat Big
y>Xe 3aTBepapKeHOro BupobHuka. MoaaHHs OHOBMEHOro
CepTudcikaty BignoBigHocTi €Bponeiickkin dhapmakonei
CEP Ne R1-CEP 1997-029-Rev 05 ana MetdopmiHy
rigpoxnopug Big BXe 3aTBepmxeHnx BUpobHukis API
Merck Sante S.A.S. — Centre de Production de Calais,
France Ta Merck Sante S.A.S. — Centre de Production de
Meyzieu, France (3atBepmxeHo: R1-CEP 1997-029-Rev
04). OHoBneHunn CEP Bkntovae ouiHKy pu3mkiB
ernemMeHTapHUX JOMILLOK BiANOBIAHO A0 kepiBHUUTBA ICH
Q3D. Ak pe3ynbTaT, BUNy4EHO NOKa3HUK «Baxki meTanu»
3i cneywmaikauii A®l, koHTponb nokasHuka «CynbgaTHa
30Ma» NPOMNOHYETLCS 3AINCHIOBATU Ans KoxHOoI 20-i cepil.
3miHu | TMny - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkuii 3acib.
3MiHu y BUpOGHMUTBI. 3MiHM y npoLieci BUpOGHMLTBA
rOTOBOrO MiKapCbKOro 3acoby, BKIOYaoUM MPOMiKHUI
NPOAYKT, L0 3aCTOCOBYETLCS MPU BUPOOHULTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMpobHMUTBA) HesHauHa 3miHa y npoueci BUpobHUUTBa, a
came NpuroTyBaHHsi PeMiIKCy (Cymill MeTdopMiHy
rigpoxnopuay Ta 0,5% cTeapaTy MarHito) sk MPOMiKHOrO
npoaykTy rnikapcbKkoro 3acoby. MponoHyeTbes
nepemilleHHs BupobHuyoro npouecy Pre-mix 3 po3ainy
3.2.S. AKTUBHUI (hapmaLeBTUYHUI iHrpeaieHT (API) oo
po3giny 3.2.P. NoToBuiA nikapcbkuii 3acid, ae Pre-mix 6yne
onmcaHo, sik MPOMIKHWIA NPOAYKT nikapcbkoro 3acoby.
Takox NPONOHYTLCA pefaKLiviHi 3MiHW y po3dinax
3.2.P.3.2. Cknap Ha cepito Ta 3.2.P.3.3. Onwuc
BMPOBHMYOro npouecy Ta 3acobiB KOHTPOSO NPOLIECY.
3miHu | TNy - 3MiHK 3 sikocTi. FoToBUIA Nikapcbkuii 3acib.

3a
peuerimom

UA/3994/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MiHM y BUpOOHMUTBI. 3MiHM BUNpobyBaHb abo
OOMyCTUMMX MEX, BCTAHOBNEHUX y cneuudikauisax, nig vyac
BMPOGHMLTBA roTOBOrO flikapcbkoro 3acoby (doaaBaHHs
HOBOro MeToAy BUNpobyBaHHs Ta AOMYCTUMMX MEX)
[opaBaHHA MeToAy KOHTPOMO «30BHILLHIN BUrNsSgy» Ans
npomixkHoro npogykty Pre-mix (In-Process control).
[MponoHoBaHa 3miHa 06yMoBreHa NepeMilLeHHAM
BMNPOOYyBaHHS 3 po3ainy 3.2.S. AKTUBHUI
capmaneBTUYHWIA iHrpegieHT (API) go posginy 3.2.P.
[oToBuMI nikapcbkuii 3acib, ae Pre-mix 6yge onucaHo sik
NPOMDKHUI NPOAYKT flikapcbkoro 3acoby, Takum YMHOM
BUNPOOYyBaHHS «30BHiLLHIV BUrNsSA» Oyae BBeAeHO nig vac
KOHTPOSO B Npoueci BupobHuuTBa. 3MiHu | Tuny - 3miHu 3
AKocTi. [oToBMI Nikapcbkni 3aci6. 3MiHN y BUPOOHMLITBI.
3MiHu BUNpobyBaHb abo AONYCTUMUX MEX, BCTaHOBMEHMX
y cneundikauisix, nig Yac BUPOGHULITBA rOTOBOIO
nikapcbkoro 3acoby (4ofaBaHHS HOBOrO METOAY
BMUNpobyBaHHsA Ta gonycTuMmx mex) [lonaBaHHs meToay
KOHTpOMto «laeHTundikauis meTdopMiHy rigpoxnopuay -
IHdbpavepBOHa CNEKTPOMETPISi» AN NPOMKHOTO MPOAYKTY
Pre-mix (In-Process control). MNponoHoBaHa 3miHa
obymoBneHa nepemilieHHM BUNpobyBaHHS 3 po3ainy
3.2.S. AKTUBHUI hapmaLueBTUYHWI iHrpeaieHT (API) oo
po3giny 3.2.P. NoToBwuiA nikapcbkuii 3acib, ae Pre-mix 6yae
OnMcaHo siKk NPOMIDKHUIA NPOAYKT Nikapcbkoro 3acoby,
Takum YMHOM BMNpobyBaHHA «laeHTudikauis metgopmiHy
rigpoxnopuay - lHppavepBoHa cnekTpomMeTpisi» byae
BBE/EHO Mif, Yac KOHTPO B NpoLeci BUpoBHULTBA.
3miHu | Trny - 3miHm 3 AkocTi. FoToBUI Nikapcbkuii 3acio.
3MiHu y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo
OOMyCTUMMX MeX, BCTAHOBNEHUX y cneuudikauisx, nig vyac
BMPOBHMLUTBA rOTOBOrO NiKapCbKoro 3acoby (AogaBaHHsA
HOBOro MeToAy BUNpobyBaHHs Ta AONYCTUMMX MEX)
[opaBaHHSA MeToAy KOHTPOno «laeHTudikauis marHito»
Ans npomixHoro npoaykty Pre-mix (In-Process control).
MponoHoBaHa 3miHa obyMoBneHa nepemilLeHHAM
BUNpobyBaHHs 3 po3giny 3.2.S. AKTUBHUIA
dapmaveBTUYHUI iHrpedieHT (API) go posginy 3.2.P.
[oToBuWI nikapcbkuii 3acib, ae Pre-mix 6yge onucaHo sik
NPOMIKXHUWIA NPOAYKT fikapcbkoro 3acoby, Takum YMHOM
BUNpoOyBaHHSA «loeHTudikauiss marHito» 6yae BBegeHo nig
Yyac KOHTPOIO B Mpoueci BUpobHUUTBa. 3MiHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y
BUPOOHMLTBI. 3amMiHa abo BBeAEeHHA AOAATKOBOI OifbHUL
BMPOBHMUTBA ANs YacTuHM abo BCbOro BUPOOHUYOro
npoLiecy roToBOro nikapcbkoro 3acoby (AinbHULSA, Ha SKil
npoBoaaTbCs Oyab-aKi BUPOOHWUI cTagil, 3a BUHATKOM
BUWMYCKY CePpill, KOHTPOIIO AKOCTi, MEPBUHHOTO Ta
BTOPWHHOIO NaKyBaHHS, Ansi HECTEPUIBbHUX MiKAPCbKUX
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acobiB) BeeaeHHs1 [oaaTKOBOI AinbHULI BUPOBHULTBA
Ot YacTMHM BUPOBHNYOro NpoLiecy roTOBOro fikapCbKoro
3acoby, AinbHUUI, Ha sikin NpoBoaaTbCA Byab-aki
BUPOGHWUI cTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOO
SIKOCTi, NEPBMHHOIO Ta BTOPVMHHOIO NaKyBaHHS, AN
HecTepunbHUX nikapcbknx 3acobis, a came Merck Sante
s.a.s. (10 avenue de Lattre de Tassigny F-69330
Meyzieu), ®paHuia ans BupobHuuTBa Pre-mix (cymiu
meTdopmiHy rigpoxnopuay Ta 0,5% cteapaTy marHito) B
SIKOCTi MPOMIXKHOIO NPOAYKTY Nikapcbkoro 3acoby. Takox
NPOMOHYIOTLCS peAakuiviHi npaeku B p.3.2.P. MoTtoBui
nikapcbkuii 3aci6. 3miHn | Tuny - 3MiHK 3 siKkocTi. FoToBMN
nikapcbkuii 3aci6. 3miHn y BupobHMUTBI. 3amiHa abo
BBEOEHHS OAATKOBOI AiNbHWLI BUpObHMUTBA AN
YacTuHM abo BCbOro BUPOGHMYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AinbHMUA, Ha sKil NPOBOASTLCS
Oyab-aKi BUPOOHWYI CTagii, 3a BUHATKOM BUMYCKY CEpin,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO MaKyBaHHS,
ONs HeCTepUnbHUX Nikapcbknx 3acobiB) BBegeHHs
[04aTKOBOI AiNbHULI BUPOBHMUTBA Anst YaCcTUHU
BMPOGHMYOro NpoLecy roToBOro nikapcbkoro 3acoby,
finbHULI, Ha Sk NpoBoaATbLCS Byab-ski BUpoBHMYI cTagil,
3a BUHATKOM BUMNYCKY Cepii, KOHTPOSO SAKOCTi, MEPBUHHOIO
Ta BTOPWHHOTO NaKyBaHHS AN HECTEPUNBHUX MiKapCbKuX
3acobiB, a came ainbHuLi Merck Sante s.a.s. (5 rue
Clement Ader F-62100 Calais), ®paHuis ans BupobHuLTBa
Pre-mix (cymiw metdopminy rigpoxnopuay Ta 0,5%
cTeapaTy MarHito) B IKOCTi MPOMIXKHOIO NPOAyKTY
nikapcbkoro 3acoby

62.

rPUMMNOCTA
AO® PUHO
0,1%
HA3AIbHUNA
CMPEN

crpew HasanbHui,
po3uvH 0,1 %, no 10
My dnakoHi 3
aBTOMaTUYHUM
nynbBep13aTopom
Ta Ha3anbHUM
HaKoHeYHWKoMm; no 1
drakoHy B
KapTOHHiI kopobLyi

CTAOA
ApuHanmiTTen
b Al

HimeuumH
a

CTALA
ApuHanmittens Al

Himevuunna

BHECEHHS 3MiH IO peecTpaLiiHux MaTepianis: 3miHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIn
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikata BignosigHocTi abo BUNYYEHHS:
cepTudpikaTta BignosigHOCTI €Bponenchkint hapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoayKTy, L0 BUKOPUCTOBYHOTLCS Y BUpOBHULTBI ADI; ans
OOMOMDKHOT peyoBMHU (cepTudikaT BigNoBigHOCTI
€Bponelicbkint hapmakonei) - HoBuit ceptudikar Big,
HOBOro BMPOGHMKa (3aMiHa abo AonoBHEHHS) MoaaHHs
HOBOTO cepTudikaTy BiANOBIAHOCTI €BPONENCHKIN
capmakonei RO-CEP 2017-054-Rev 00 Big HoBOro
BUpoGHuKa Przedsiebiorstwo Innowacyjno Wdrozeniowe
“Ipochem” SP.Z.0.0., NonbLia ans APl kcunomeTtasorniHy
rigpoxnopuay

6e3
peuenma

UA/3090/01/01

63.

OALIEMTOH®

PO34MH AN iH'eKuin
abo iHdysin, 10

mr/mn; no 5 mn (50
Mmr) B amnyni; no 10

EBEP Hewpo
dapma 'M6X

ABcTpis

EBEP Hewipo
®apma 'mbX,
ABcTpis
(BignoBiganbHuWii 3a

AscTpisi/
Himeyuunna

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny
- 3MiHu wopno 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa yactotu Ta/abo TepMmiHiB
noAaHHs perynsipHo OHOBIIOBaHWX 3BiTiB 3 6e3neku

3a
peuenmom

UA/14381/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
amMnyn y KapTOHHiW BUMYyCK cepii); nikapcbkux 3acobie. 3mMiHa TepMiHy NogaHHsA perynspHo
KopobLi 3irdpig XamenbH OHOBIOBAHOIO 3BiTYy 3 6e3neku: [lioya pepakuisi: KiHuesa
'M6X, Himeuunna narta gns BkntoveHHst aaHux go PO36 - 28.11.2021 p;
(BignoBiganbHuUi 3a [ata nogaHHs - 26.02.2022 p. NponoHoBaHa
BMPOGHMLTBO, pepakuis:KiHueBa gata ons BknoveHHs gaHux ao PO3b6 -
nepBuHHE Ta 19.11.2022 p.; NaTa nogaHHs - 17.02.2023 p.
BTOPWHHE PekomeHaoBaHO [0 3aTBEPAXEHHS BiANOBIAHO A0
nakyBaHHs, nepioaNYHOCTI NOAAHHSA PErynsipHO OHOBIOBaHMX 3BITIB 3
KOHTPOIb AKOCTI) 6e3neku nikapcbkmx 3acobiB y €sponencbkomy Cotosi
64. | AEKCKETON NOPOLLIOK TOB HB® YkpaiHa Emkype IHgis BHECEHHS 3MiH [0 peecTpauiHMx maTtepianis: 3miHu | Tuny - UA/19214/01/01
PO®EHY (cybeTaHuis) y «MIKPOXIM» dapmacbioTikanc - AgMmiHiCcTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo
TPOMETAMO | nonieTuneHoBmx Jita. agpecw 3asiBHMKA (BracHMKa peecTpaLiiHoro
n nakeTax HU3bKoi noceigyeHHs1). 3miHa agpecu 3asiBHuMKa.
WinbHOCTI Ansa
hapmMaLeBTUHHOIO
3aCTOCYBaHHS
65. | AENO- cycneHsia ans Mdpansep IHk. CLWA Mdpansep Benebriga BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/10030/01/01
MEOPOI iH'ekuin, 40 mr/mn; MeHtodekdypuHr - AgmiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo peuenmom
no 1 mn y cpnakoHi; Benbris HB agpecu Micus NPOBaMKEHHS AiNbHOCTI
no 1 dnakoHy B BMpoBHMKa/iMnopTepa roToBOro fikapcbkoro 3acoby,
KapTOHHIl kopobui BKITHOYaK04M AinbHULI BUNYCKY cepii abo micue
NpOBEAEHHS KOHTPOJSIIO SKOCTI. (AIANbHICTb, 3a AKY
BiAnNoBigae BUPOGHWK/iMNopTep, BKIOYa4M BUMYCK
cepii). AoMiHiCTpaTUBHa 3MiHa agpecy 3aTBEePXKEHOT
BUpOo6HMYOi AinbHuui M3 Mdanzep MeHodekdypuHr
Benbria HB ans npuBeneHHs y BignoBigHicTb 0o agpecu
3a3HayeHoi Ha cainti EudraGMDP. He 6yno >xofHux 3amiH y
Ha3Bi BUPOOHWYOI AinbHULI, (i3YHOMY po3TallyBaHHi
AiNbHWLI, MPoLeci Ta KOHTPONi, NOB’A3aHOMY 3
BMPOGHMLTBOM Nikapcbkoro 3acoby. 3MiHM BHECEHO B
IHCTPYKUIi0 ANS MEAUYHOTO 3aCTOCYBaHHS flikapCbKOro
3acoby y po3ain «MicuesHaxomkeHHst BUpobHuKa Ta
agpeca Micusi NPOBaMKEHHS MOro AisNbHOCTI» 3
BiANOBIHNMM 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BeeaeHHst 3MiH npoTtarom 12-t1
MicsauiB nicns 3aTBepAXeHHs. 3miHu | Tuny - 3miHn wopno
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLWi 3miHu).
3MiHM BHECEHi B TEKCT MapKyBaHHS YNakoBOK MikapCbKoro
3acoby Ha nepBuHHIM ynakoBui y n. 4. JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI Ta Ha BTOPUHHIN
ynakosui y n.8. OATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI. BBegeHHs 3MiH npoTarom 12-tn Micauis
nicns 3aTBepaXeHHs.
66. | ANBA30I- Tabnetku no 20 wr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny bes UA/4780/02/01
OAPHULUA no 10 Tabnetok y "®apmaueBTn "PapmaLeBTUYHa - 3MmiHu 3 sikocTi. FoToBMIA nikapcbkuii 3aci6. KoHTponb peuenma
KOHTYPHIlA YHa dipma dipma "JapHunua” roTOBOrO fikapcbKoro 3acoby. 3miHa napameTpis
YapyHKOBIl "NapHuus" cneumdikauin Ta/abo JONyCTUMWX MEX rOTOBOIO
ynakosLi, no 1 nikapcbkoro 3acoby (iHLwi 3aMiHu). CynyTHS 3MmiHa- 3MiHu 3
KOHTYPHIl sIKoCTi. [0TOBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

YapyHKOBIl ynakoBLi
y nayui; no 10
Tabnetok y
KOHTYPHUX
YapyHKOBUX
ynakoBKax

nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
roTOBOrO fikapCbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHMX MeToAax BUNpPoOyBaHHS) BHECEHHS 3MiH A0
crneungikauii Ta meTtogaiB KoHTpornto 113, a came nokasHuk
«MikpobionoriyHa YicToTa» NpUBEAEHO Y BiAMNOBIAHICTb A0
Bumor €9, 2.6.12, 2.6.13, 5.1.4. 3minn | TMny - 3miHK 3
siKocTi. [oTOBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToAax BUNpobyBaHHS
roTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHM y MeTodax
BMNpOoOyBaHb (BKIOHAUM 3aMiHy abo JOMNOBHEHHS)).
CynyTHS 3miHa- 3MiHK 3 sKocTi. [oTOBMIA Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo 4onycTUMUX MeX
rOTOBOrO MiKapCbKOro 3acoby (iHLi 3MiHW) OHOBMEHHSA
meToay BunpobyeaHHs 13 3a nokasHnkom «OgHOpPIOHICTb
[030BaHNX OAMHWLBY - B METOAUKN KOHTPOSIHO BHECEHO
3MiHW A0 NPUrOTYBAHHS PO3YMHIB Ta JOMOBHEHO
TepMiHaMu NpMAATHOCTI PO3YMHIB BIANOBIAHO A0 Banigauii
(po3gin 3.2.P.5.3). BHeceHi pegakuiiiHi npaBku, siki
odhopMIeHo BiANOBIAHO 4O BUMOT Ta pekomeHaauin Y.
3MinHn | TMny - 3MiHK 3 siKocTi. [oTOBUMIA NikapcbkuiA 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTtogax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHn y
MeToax BUNpobyBaHb (BKMoYao4m 3amiHy abo
[OOMOBHEHHS1)) OHOBMEHHS MeToay BUNpobyBaHHs 13 3a
nokasHukamu: - «KinbkicHe BU3HA4YeHHS» 0O METOANKMN
KOHTPOIM0 BHECEHO 3MiHM [0 NPUroTYBaHHS PO34MHIB Ta
[OOMOBHEHO TepMiHaMu NPUAATHOCTI PO34MHIB Bi4MNOBIAHO
no Banigauii (posain 3.2.P.5.3); - «CynpoBigHi 4OMiLIKu»
MeToAMKa KOHTPOnto 3anuweHa 6e3 3MiH Ta JOoNoBHEHa
TepMiHamu NnpugaTHOCTI po34vumHiB. MeToauka BanigosaHa
(po3gin 3.2.P.5.3); - «PO34nHEHHA» METOAMKY KOHTPOMO
3anuweHo 6e3 3miH Ta JOMNOBHEHO TepMiHaMu
npuaaTHOCTI PO34MHIB BignoBigHO Ao Banigauii (po3ain
3.2.P.5.3). BHeceHi pepakuiiHi npaBku, siki odpopmMneHo
BigMNOBIgHO 4O BMMOr Ta pekoMeHgauin JdY.

67.

AOIMAPUN®

TabneTkn no 2 Mr no
10 Tabnetok y
GnicTepi; no 3, 5 abo
6 GnicTepiB y nauui 3
KapTOHY

NAT
"KviBmegnpen
apat"

YkpaiHa

MNAT
"Kuismegnpenapat"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3miHu |
TMny - 3MiHK 3 SKocTi. [oTOBMIA NiKapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI (iHWi 3mMiHK) AkTyanisauis po3giny 3.2.P.3.3

«Onunc BUpoBHUYOro NpoLiecy Ta KOHTPOIo NMpoLecy»,

3MiHa knacy unctotu D Ha knacudikoBaHi NpyMiLLLEHHS

(BUNYyYeHHs iHdopmMaLii npo knacudikaLito BUpoBHUYMX
NpUMILLEHb, Y SIKUX MPOBOAATLCS CTafil TEXHOMNOrYHOro
npotecy BupobHuuTea J13, y 38'a3Ky 3i 3MiHO knacy
ynctot D Ha knacudikoBaHi NpuMilLeHHSs). 3aTBEpaKeHO:
Po3zgin 3.2.P.3.3. «Onuc BupoGHM4oro npouecy Ta
KOHTPOJIH0 NPOLIECY». «...NPUMILLEHHS knacy YicToTh D...»
BanponoHoBaHo: Po3ain 3.2.P.3.3. «Onuc Bupo6Hu4oro
npoLecy Ta KOHTPOSO NPoLEeCcy». «...KnacudikoBaHi

3a
peuenmom

UA/14726/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NPUMILLEHHS. .. »
68. | AIMAPUN® TabneTku no 3 Mr no MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu | 3a UA/14726/01/02
10 TabneTok y "Kuismegnpen "Kuismegnpenapat” TMny - 3MiHK 3 sKocTi. FoTOBUIA NikapcbkMin 3aci6. 3MiHK y peuenmom
6nictepi; no 3, 5 abo apat" BMPOBHMUTBI (iHLWi 3MiHW) AkTyanisauis po3aainy 3.2.P.3.3
6 GnicTepiB y nayui 3 «Onuc BUpOBHUYOro NpoLecy Ta KOHTPOIO NMPoLecy»,
KapTOHY 3MiHa knacy ynuctotm D Ha knacudikoBaHi NpUMILLEeHHS
(BrnyyeHHs iHdopmauii npo knacudikaLito BUPOBHNUMNX
NPUMILLEHb, Y SIKUX MPOBOAATLCS CTafii TEXHOMNOMYHOro
npouecy BMpobHuuTBea J13, y 38’A3Ky 3i 3MiHOM Krnacy
unctoTn D Ha knacudikoBaHi NpuUMiLLLEHHST). 3aTBEepOXKEHO:
Po3sgin 3.2.P.3.3. «Onnc BrpobHW4oro npouecy Ta
KOHTPOIO MPOLECY». «...NMPUMILLEHHSI Kracy YicTotn D...»
3anponoHoBaHo: Po3gin 3.2.P.3.3. «Onnc BnpobHM4oro
npoLiecy Ta KOHTPOIO NPOLIECY». «...KnacudikoBaHi
NPUMILLEHHS. .. »
69. | OIMAPUN® TabneTtku no 4 mr no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/14726/01/03
10 TabneTok y "KviBmegnpen "KviBmegnpenapat” TMny - 3MiHK 3 gKocTi. [oTOBMI NiKapcbkuii 3aci6. 3MiHn y peuernmom
6nictepi; no 3, 5 abo apatr” BUPOOBHMLTBI (iHLWi 3miHK) AkTyanisauia posginy 3.2.P.3.3
6 6nicTepis y nayui 3 «Onnc BMpoBHMYOro NpoLiecy Ta KOHTPOSIO MPOLECY»,
KapTOHY 3MiHa knacy unctotu D Ha knacudikoBaHi MpUMILLLEHHS
(BUNy4eHHs1 iHpopmaii npo knacudikawiio BUPOBHNYNX
NPUMILLEHb, Y SIKUX MPOBOAATLCS CTafii TEXHONONYHOro
npouecy BupobHuuTea J13, y 38’a3Ky 3i 3MiHOO knacy
ynctotn D Ha knacudikoBaHi NpuMmilLeHHs). 3aTBepaXeHO:
Po3sgin 3.2.P.3.3. «Onuc BrpobHu4oro npouecy Ta
KOHTPOJIO MPOLECY». «...NMPUMILLEHHS Knacy uictotu D...»
BanponoHoBaHo: Po3ain 3.2.P.3.3. «Onuc Bupo6Hu4oro
npoLiecy Ta KOHTPOIO NPOLIECY». «...KnacudikoBaHi
NPUMILLEHHS. .. »
70. | OIOKOP 160 TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHux MaTepianis: 3miHu | 3a UA/8318/01/01
NNiBKOBO YKPATHA" Tmny - 3MiHM Wwopao 6e3nekn/eeKkTMBHOCTI Ta peuenmom
obornoHkoto, no 160 dapmakoHarnsaay. 3miHa y KopoTKili xapakTepucTuli
mr/12,5 mr; no 10 nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
TabneTtok B 6nicTepi; MeAMYHOro 3aCTOCYBaHHS Ha MiACTaBi perynspHo
no 1, no 3, no 4 abo OHOBJHOBAHOrO 3BiTYy 3 6e3nekun nikapcbkoro 3acoby, abo
no 9 GnictepiB y JocnimkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
naywi 3 KapToHy B nicnApeecTpavinHuii nepiod, abo sk pesynbTaT OuiHKK
3BIiTy 3 AOCMiAXKEHb, NMPOBEAEHMX BiAMOBIAHO 0 NnaHy
nepiatpuyHux gocnigxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVUM YNOBHOBAXXEHNM OPraHoM)
3MiHV BHECEHO [0 iHCTPYKLii Anst MeANYHOro
3acToCyBaHHS fnikapcbKkoro 3acoby y posginu:
"OcobnueocTi 3acTocyBaHHA", "lMobiuHi peakuii”
BiJMNOBIOHO O OHOBMEHOI iHpopmaLii 3 6esnekn aitoyoi
peyoBuHW. BBEAeHHS 3MiH NpoTSirom 6-Tu MicsLiB nicns
3aTBEPAKEHHS.
71. | BIOKOP 80 TabneTkn, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/8318/01/02
NNiBKOBOK YKPATHA" TMny - 3MiHK Woao Gesnekn/echekTUBHOCTI Ta peuenmom
oboroHkot, no 80 dapmakoHarnsay. 3miHa y KOpOTKii XxapakTepucTuli
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mr/12,5 mr; no 10 nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT ans
TabneTok B GnicTepi; MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynspHo
no 1, no 3, no 4 abo OHOBJHOBAHOrO 3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo
no 9 GnictepiB y pocrnimpkeHb 3 6e3neky 3acTocyBaHHS rikapcbkoro 3acoby
nayui 3 KapToHy B nicnsipeecTpauinHuii nepiof, abo sik peaynbTaTt OLiHKK
3BITY 3 f4OCnigKeHb, NPoBeAeHNX BIANOBIAHO 4O NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpPraHoM)
3MiHM BHECEHO [0 iHCTPYKLiT Anst MeanyHoro
3aCTOCyBaHHS NikapCcbKoro 3acoby y po3ainu:
"OcobnuocTi 3actocyBaHHA", "MMobiyHi peakuii”
BiNoBigHO 4O OHOBMEHOI iHpopmalii 3 6e3nekn aitoyoi
pevoBuHN. BBegeHHs 3MiH npoTsaroM 6-Tu micauis nicnsa
3aTBEPYKEHHS.
72. | OOKCOPYBIL | koHueHTpaT ans Akkopg Monblwa BUPOBHMUTBO, Inpis/ BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHa 3a UA/17439/01/01
WH AKKOP[O PO34MHy Ang Xenckea KOHTPOMb AKOCTI, Benuka 3asiBHMKA (BNacHWKa peecTpauiiHoro noceig4eHHs) (3rigHo peuenmom
iHdpysin 2 mr/mn; no Moncka Cn. nepBuHHe Ta Bpurtanis/ Hakady MOS Big 23.07.2015 Ne460):
5 mn (10 mr), 10 mn 3.0.0. BTOPUHHE YropwuHa
(20 mr), 25 mn (50 nakyBaHHS:
mr), 50 mn (100 wr), IHTac

100 mn (200 mr) y
cnakoHi, no 1
dnakoHy y kopobui 3
KapTOHY

dapmackioTikanc
NimiTeq, IHaia
BMPOGHMLTBO,
KOHTPOMb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi:
IHTac
dapmackioTikanc
NimiTen, IHaia
BiANoOBiganbHUI 3a
BUWMYCK Cepil:
Akkoppg Xenckea
Nimiten, Benuka
Bputanis
BTOPUHHE
nakyBaHHsi:
Akkopp, Xenckea
Nimiten, Benuka
BpuTaHis
KOHTPOSb SIKOCTi
cepint:
BeccniHr XaHrepi
KdpT., YroplumHa
KOHTPOMb SIKOCTI
cepii:

SAPMABANIA Nra.

Mikpob6ionoriuHa
nabopatopis,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YropuwuHa
73. | OOKCOPYBIL | koHueHTpaT ans Akkopg Monbwa BMPOGHMLTBO, IHgis/ BHECEHHS1 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/17439/01/01
WH AKKOP[, po3unHy Ans Xenckea KOHTPOMb SKOCTI, Benuka Tuny - 3MiHn Wwopao 6eanekn/edekTMBHOCTI Ta peuernmom
iHdy3in 2 mr/mn; no Moncka Cn. 3 nepBuHHE Ta BpuTaHis/ tapmakoHarnagy. BeegeHHs abo 3MiHM 00 y3aranbHeHnxX
5wmn (10 mr), 10 mn 0.0. BTOPUHHE YropuuHa AaHunx nNpo cuctemy dpapmakoHarnagy (BBeAeHHs
(20 wmr), 25 mn (50 naKyBaHHs: y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
mr), 50 mn (100 wr), IHTac 3MiHa ynoBHOBa)XeHOI 0cobu, BianoBiaanbLHOI 3a
100 mn (200 mr) y dapmackioTikanc 3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
dnakoHi, no 1 Nimiten, IHais apmakoHarnsay 3asiBHVKa ANs 30iNCHEHHSA
cdnakoHy y kopobui 3 BUPOBHMUTBO, tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
KapTOHY KOHTPOMb AKOCTI, YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
nepBuHHe Ta hapmakoHarnsagy (BKMoYarumn KOHTaKTHI faHi) Ta/abo
BTOPUHHE 3MiHW Y pO3MilLleHHi MacTep-danna cuctemm
nakyBaHHsi: dapmakoHarnsgy) 3MiHa ynoBHoBaxxeHOoi 0cobu 3asiBHUKa,
IHTac BignoBiganbHoi 3a hapMakoHarnsag,.
dapmackioTikanc [Litova pepakuis: Mr. Rakesh Barmy. NMponoHoBaHa
Nimiten, IHAis penakuisi: Arata Necesuy / Agata Gesiewicz. 3miHa
BiAnoBiganbHWi 3a KOHTaKTHMX JaHWX YNOBHOBaXXeHOi 0coby 3asiBHMKA,
BUMYCK cepii: BignoBigansHoi 3a hapMakoHarnsg. 3miHa KOHTaKTHOT
Akkopa Xenckea ocobu 3asiBHMKa, BignoBiganesHoi 3a hapMakoHarnsg B
Ilimiten, Benuka YkpaiHi.
BputaHia [Litova pepakuis: Wnronesa MapiaHHa BikropisHa.
BTOPUHHE MponoHoBaHa pepakuis: LWynbl Onbra CepriiBHa. 3miHa
nakyBaHH4: KOHTAKTHMX JAHMX KOHTAKTHOI 0COOU 3asiBHMKA,
Akkoppg Xenckea BiANoBiganbHoI 3a hapmakoHarnag B YkpaiHi. 3miHa micus
Nimiten, Benuka 3AINCHEeHHS OCHOBHOI AifNbHOCTI 3 hapMakoHarnsagy.
BpuTaHis 3MiHa MicLe3HaxomKeHHA MacTep-anna cuctemm
KOHTPOMb SIKOCTI dapmakoHarnsgy.
cepin:
BeccniHr XaHrepi
K., YropwuHa
KOHTPOMb SIKOCTI
cepii:
PAPMABATNIA NTAa.
MikpoGionoriuHa
nabopaTopis,
YropwuHa
74. | OOPMINNAH TabneTku, BKPUTI Op. Binbmap HimeuunH | Op. Binbmap LUBabe HimevyunHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny 6e3 UA/7837/01/01
T NMNiBKOBOI LLiBa6e MM6X i a M6X i Ko. KIF - 3MiHu wopo 6e3nekn/edeKTUBHOCTI Ta peuenma
o6onoHkoto no 25 Ko. KI' apmakoHarnsiay. BeegeHHst abo 3miHM o y3aranbHEeHUX
Tabnetok y 6nictepi; OaHunx nNpo cucteMy papmakoHarnsay (BBeAeHHs
no 1 abo 2 Gnictepu y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy,
B KapTOHHIl kopobLi 3MiHa ynoBHOBaxeHOi ocobu, BianoBiganbHoi 3a
3[iCHEHHs hapMakoHarnsay; KOHTakTHOI ocobu 3
bapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YMNOBHOBaXeHOI 0cobu, BignoBiganbHoI 3a 34iNCHEHHS




40

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
chapmakoHarnsgy (BKMo4ar4um KOHTaKTHi gaHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
chapmakoHarnsgy) - 3miHa KOHTaKTHOI 0cobu 3asiBHUKA,
BifgnoBiganbHoi 3a hapmakoHarnag B YkpaiHi. [itoua
pepakuis: BoriteHko AHTOH ["epririoBuy. MponoHoBaHa
pepakuis: bygsk Onekcangpa CepriiBHa. 3miHa
KOHTaKTHMX AaHWNX KOHTaKTHOI 0Ccobu 3asiBHUKA,
Bi4NoBiganbHoi 3a papMakoHarnsg B YKpaiHi
75. | OPUMNTAH® Tabnetku no 5 mr, ABGOTT HimeuunH Actpea ®oHTEH dpaHuis BHECEHHS 3MiH [0 peecTpauiHMx maTtepianis: 3miHu | Tuny 3a UA/6730/01/01
no 30 TabneTtok y JlabopaTopis a - AgMmiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs1 Ta/abo peuenmom
6nictepi, no 1 m6X appecu Micus NpPoBafkKeHHs AisNbHOCTI
Gnictepy B BMpOBHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
KapTOHHIl kopobui BKITHOYaK04M AinbHULI BUNYCKY cepii abo micue
NpOBEAEHHS KOHTPOJSIO SKOCTI. (AIANbHICTb, 3a AKY
Bignosigae BUPOGHMK/iIMNOpTEp, BKIOYAOYM BUMYCK
cepint). 3MiHa HaliMeHyBaHHS Ta YTOMHEHHS1 HanuCaHHs
appecu BUpobHuKa. TepmiH BBEAEHHS 3MiH - NpOTArom 6
MicsLiB Micnsa 3aTBEPAXEHHS.
76. | EFJIOK® Tabnetku no 50 wr, 3AT YropwuHa BupobHumk YropwuHa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHu | 3a UA/9635/01/02
no 60 Tabnetok y dPapmaueBTUy BiAMOBiAanbHWIA 3a Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHocTi/l E- peuernmom
cnakoHi; no 1 HWI 3aBog NOBHUIN LKIT cepTudikat BignoBigHOCTI €BpoNEChbKin
¢nakoHy B ElIC BUPOBHMLTBA, capmakonei/moHorpadii. MogaHHa HoBoro abo
KapTOHHIN yrnakoBLii BKITHO4aK04M BUMYCK OHOBIEHOro cepTudikarta BignoBigHOCTI abo BUNYYeHHS
cepii: 3AT cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
dPapmaueBTUYHUIA ans A®l; ansa BuxigHoro martepiany/peareHTy/nPOMiIKHOro
3asog ElIC, NpoayKTy, L0 BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; Ans
YropwuHa; [OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
BupobHuk €Bponevicbkin dapmakonei) - OHoBNeHun cepTudikaT Big

BignoBigansbHWi 3a
BTOPWHHE Ta
nepBrHHE
nakyBaHHS1 KOHTPOIb
cepii Ta BUNycK
cepii: 3AT
dPapmaueBTUYHUIA
3asop ElC,
YropwuHa

yXe 3aTBepAXeHOro BUpOBHUKa - MoJaHHA OHOBMEHOTO
cepTudpikaTa BignosigHocTi €Bponeiickkint hapmakonei Ne
R1-CEP 1998-074 - Rev 08 ans gito4oi pe4yoBrHM
Metoprolol tartrate Big Bxe 3aTBepAXeHOro BUpobHuKa
TEVA PHARMACEUTICAL INDUSTRIES LTD, Israel, B
pamMkax 3asiBfeHoi 3MiHu Bigbyrnock BUNyYeHHs!
BMPOGHWYOI AinbHUUi Teva Pharmaceutical Fine Chemical
S.R.L. 3MiHun | Tuny - 3miHn 3 sikocTi. CepTudikaT
BignoBigHocTi/'E-cepTudikat BignosigHoOCTi €EBponenchbkin
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOro cepTudgikata BignoBigHOCTI abo BUNYYEHHS
cepTudcpikaTa BignosigHocTi €Bponeiichkini hapmakonei:
ans A®l; ansa BuxigHoro martepiany/peareHTy/npPOMiXKHOIO
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; Ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkin dapmakonei) - OHoBNeHu cepTudikaT Big
yXe 3aTBeppKeHOro BUpoGHUKa - NoAaHHS! OHOBIEHOTO
cepTudcpikaTa BignosigHocTi €Bponeiickkint hapmakonei Ne
R1-CEP 1998-074 - Rev 07 (3aTBepaxeHo: R1-CEP 1998-
074 - Rev 06) ans gitodoi pevosuHn Metoprolol tartrate Big
BXE 3aTBepAXeHoro BupobHuka TEVA
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PHARMACEUTICAL INDUSTRIES LTD, Israel. 3minu |
Tuny - 3MiHn 3 skocTi. A®Il. Kontponb A®L. 3miHa y
mMeTogax BunpobysaHHs APl abo BuxigHoro
marepiany/npoMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y Npoueci BUpobHuUTBa AD| (He3HauHi
3MiHW Y 3aTBEpPOXKEHNX METOAAX BUNPOOYBaHHS) BHECEHHS
HEe3HaYyHUX 3MiH B METOAM KOHTPOIO 3a NOKa3HUKOM
«Bur3HayeHHs 3anNnLWKOBMX PO34YMHHMKIB» METOAOM
ra3oBoi xpomaTorpadii gns gitoyoi peyosmHn Metoprolol
tartrate Bupo6Huka TEVA PHARMACEUTICAL
INDUSTRIES LTD, Israel
77. | EFNIOK® Tabnetku no 100 mr 3AT YropwuHa Bupo6Humk YropwuHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/9635/01/03
no 30 a6o no 60 dapmaneBTuy BigNoOBiganbHWIM 3a TMny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/l'E- peuenmom
TabneTok y dprakoHi; HWI 3aBOA, NOBHUW LKA cepTudikaT BigNOBIAHOCTI EBpPONENCHKIN
no 1 donakoHy B ETIC BUPOBHMUTBA, dapmakonei/moHorpadii. MogaHHsA HoBoro abo
KapTOHHIN ynakoBLj BKIOYaK4M BUMYCK OHOBJEHOro cepTudikarta BiaAnoBi4HOCTI 260 BUNYyYEHHSs
cepii: 3AT cepTudikaTa BiANOBIAHOCTI €BpoNeVichkin hapmakonei:
dapmaueBTU4HNIA ans A®l; ons BuxigHoro matepiany/peareHTy/NpoMi>KHOro
3aBog ETIC, NPOAYKTY, O BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans
YropwuHa; AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
Bupo6Humk €Bponeickkin hapmakonei) - OHoBneHu cepTudikaT Bia

BigNOBiganbHUIM 3a
BTOPWHHE Ta
nepBuHHE
nakyBaHHs1 KOHTPOIb
cepii Ta BuNycK
cepii: 3AT
dapmaLueBTUIHUA
3aeop ElIC,
YropwuHa

yXXe 3aTBepaKeHOro BUpoGHUKa - NOAaHHS OHOBEHOTO
cepTtudpikaTa BignosigHocTi €Bponenchkin hapmakonei Ne
R1-CEP 1998-074 - Rev 08 gns fjto4oi pe4oBuHn
Metoprolol tartrate Big Bxe 3aTBepaxeHoro BUpobHUKa
TEVA PHARMACEUTICAL INDUSTRIES LTD, Israel, B
pamMkax 3asiBreHoi 3MiHu Bigbyrnock BUNyYeHHs!
BMPOGHMYOI AinbHUUi Teva Pharmaceutical Fine Chemical
S.R.L. 3MiHn | Tuny - 3miHn 3 skocti. Ceptudikat
BignoBigHocTi/'E-cepTudikat BianoBigHoCTi €Bponenchbkin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiaANoBiAHOCTIi ab0 BUyYEHHSs
cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCH Yy BUPOOHMLTBI ADI; Ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkinn dapmakonei) - OHoBNeHW cepTudikaT Big
yXXe 3aTBepaXKeHoro BUPOGHKMKa - NoAaHHS OHOBIEHOrO
cepTudcpikaTa BignosigHocTi €Bponeiickkint hapmakonei Ne
R1-CEP 1998-074 - Rev 07 (3aTBepaxeHo: R1-CEP 1998-
074 - Rev 06) ans pitoyoi pevoBuHn Metoprolol tartrate Big,
BXE 3aTBepaeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD, Israel. 3minu |
Tuny - 3MiHn 3 skocTi. A®Il. Kontponb A®I. 3miHa y
MeTofax BunpobysBaHHs ADI abo BuUxigHoOro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y npoueci BUpobHuUTBa AD| (He3HauHi
3MiHW Y 3aTBEPPKEHNX MeTofax BUNPODYBaHHS) BHECEHHS
He3HaYHUX 3MiH B METOAM KOHTPOIIO 33 MOKa3HUKOM
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
«Bun3HayYeHHs 3anMLWKOBUX PO3YMHHUKIBY METOAOM
rasoBoi xpomarorpadii A4ns Aitovoi pedosmHu Metoprolol
tartrate BupobHuka TEVA PHARMACEUTICAL
INDUSTRIES LTD, Israel
78. | EMJIOK® TabneTku no 25 wr, 3AT YropwuHa BnpobHumk YropuuHa BHECEHHS 3MiH 40 peecTpauiinHuX maTepianis: 3miHu | 3a UA/9635/01/01
no 60 Tabnetok y dapmaneBTuy BianosiganbHWiA 3a TMny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenmom
cdnakoHi; no 1 HWI 3aBof, NOBHWIN LUKN cepTudikat BiANOBIAHOCTI EBpONENCHKIN
dnakoHy B Erc BMPOOHMLTBA, apmakonei/MoHorpadii. MogaHHa HoBoro abo
KapTOHHIN ynakoBLj BKIMOYaK4M BUMYCK OHOBJIEHOro cepTudikarta BiaAnoBigHOCTI 200 BUNYyYEHHSs
cepii: 3AT cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakoneri:
dapmaueBTNYHUIA ans A®l; ansa BuxigHoro martepiany/peareHTy/npOMIKHOro
3aBog ETIC, NPOAYKTY, O BUKOPUCTOBYIOTLCSA Y BUPOOHMLTBI ADI; ans
YropwmHa; [OMOMIDKHOI pe4oBUHM (CepTudikaT BiANOBIAHOCTI
BupobHumk €sponevicbkin apmakonei) - OHoBneHun cepTudikat Big
BigMNoBiganbHWA 3a yXe 3aTBepAXeHoro BUpobHUKa - NoAaHHS OHOBMEHOTO
BTOpPVHHE Ta cepTudikata BignoBigHOCTI €Bponenchkin dhapmakonei Ne
nepBUHHE R1-CEP 1998-074 - Rev 08 ans gito4oi pe4yoBuHM
nakyBaHHs1 KOHTPOIb Metoprolol tartrate Big Bxe 3aTBepaxeHOro BUpobHUKa
cepii Ta BUNyck TEVA PHARMACEUTICAL INDUSTRIES LTD, Israel, B
cepii: 3AT pamMkax 3asiBneHoi 3MiHu Bigbyrnock BUNyYEHHS
dapmaueBTU4HNUIA BMpoGHMYOT ainbHUUi Teva Pharmaceutical Fine Chemical
3aBog ETIC, S.R.L. 3MiHu | Tuny - 3miHn 3 skocTi. CepTudbikat
YropwuHa BignoBigHocTI/E-cepTudikaTt BianoBigHOCTI €Bponencokin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOro cepTudikaTta BignosigHoCTi abo BUNYYeHHS
cepTudpikaTta BignosigHOCTI €Bponenchkint hapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoayKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ana
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponevicbkinn dpapmakonei) - OHoBNeHU cepTudikaT Big
yXe 3aTBepAXeHOro BUpoBHUKa - MoAaHHS OHOBMEHOTO
cepTudpikaTa BignosigHocTi €Bponeinchkin hapmakonei Ne
R1-CEP 1998-074 - Rev 07 (3aTBepaxeHo: R1-CEP 1998-
074 - Rev 06) ans gitodoi pevosuHn Metoprolol tartrate Big
BXe 3aTBepaXeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD, Israel. 3minu |
Tuny - 3MiHn 3 sikocTi. A®Il. KoHntponb A®L. 3miHa y
meTofax BunpobysaHHs ADI abo BuxigHoro
mMaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS Y Npoueci BUpobHuuTBa AD| (He3HaYHI
3MiHW Y 3aTBEpOKEHNX MeTOoAaX BUNPOOYBaHHS) BHECEHHS
HE3HaYHUX 3MiH B METOAM KOHTPOIHO 3a NOKa3HUKOM
«BUW3HaYeHHs 3anMLLKOBUX PO3YMHHUKIBY METOAOM
rasoBoi xpomarorpadii Ans Aitovoi peyosuHu Metoprolol
tartrate Bupo6Huka TEVA PHARMACEUTICAL
INDUSTRIES LTD, Israel
79. | EK3UCTA Kancynuv Teepai, no AT "Apamven Monblwa AT "Apamen MNonbwa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny 3a UA/17002/01/02
150 wr; dapma” ®apma", MonbLa - 3miHu wopao 6esnekn/edekTMBHOCTI Ta peuenmom

no 14 kancyny

(BUpoBHULTBO "in

dapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Gnictepi, no 2 abo 4
6nictepu B
KapTOHHIl kopobui

bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs;
BUPOBHMK
NepBUHHOIO Ta
BTOPUHHOIO
nakyBaHHs, BUNyCcK
cepii)

nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT ans
MeOU4YHOro 3aCToCyBaHHS Ha NigcTasi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocrnimpkeHb 3 6e3neky 3acTocyBaHHS rikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepiof, abo sik peaynbTaT OuUiHKK
3BITY 3 f4OCnigKeHb, NPoBeAeHNX BIANOBIAHO 4O NnaHy
negiatpuyHnx gocnigxeHns (PIP) (iHWi 3miHK). 3MiHK
BHECEHO [0 iHCTPYKUii ANst MeQNYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ain "lMobivHi peakuii” BignosigHo
[0 OHOBNEHOT iHbopMaLii 3 6e3nekn 4ilo4oi pe4oBUHM
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBepAKEeHHs. 3MiHK | Tuny - 3MiHK Woao
Ge3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHu y
KOPOTKil XapaKTepuCTuLi NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT ANA MeANYHOro 3aCTOCYBaHHS
reHepuYHNX/riopnaHMx/GionogiGHNX nikapcbknx 3acobis
nicnsi BHECEHHS Ti€i camoi 3MiHM Ha pedepeHTHUI
npenapart (3MiHa He NoTpebye HajaHHS XOAHUX HOBUX
[04aTKOBUX AaHMX). 3MiHN BHECEHO A0 iHCTPYKLii ans
MeANYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y pos3ainu:
"OcobnumBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHS rpyaate” 3rigHo 3 iHdopmaldieto
LLIOAO MEAMYHOrO 3aCTOCYBaHHA pedepeHTHOro
nikapcbkoro 3acoby (JIPUKA, kancynu). BeegeHHs amiH
NPOTSArom 6-Tu MicAILiB NiCNsi 3aTBEPOXKEHHS.
3MiHn | TUny - 3miHK Wwopo 6esnekv/edeKTMBHOCTI Ta
apmakoHarnsgy (iHwi amiHu). 3mMiHu BHeceHo [0
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBAHHS MiKapCbKOro
3acoby y po3sginu: "OcobnueocTi 3actocyBaHHs", "MobiyHi
peakuii” BignoBigHo Ao oHOBMEHOI iHpopMalii 3 6e3neku
[itoYoi pevoBrHN. BBeaeHHs 3MiH NpoTArom 6-Tu Micsiuis
nicnsa 3aTBepAXKEHHS.

80.

EK3UCTA

Kancynv TBepgi, no
75 wmr;

no 14 kancyny
6nicTepi, no 2 abo 4
Gnictepu B
KapTOHHiI kopobLyi

AT "Apnamep
dapma”

MonbLa

AT "Apnamvep
®apma", MonbLa
(B1poBHMLTBO "in
bulk", nepsuHHe Ta

BTOPWHHE
nakyBaHHs;
BUPOGHMK
nepBMHHOrO Ta

BTOPUHHOIO
nakyBaHHs, BUMyCK

cepii)

MNonbLa

BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3miHu | Tuny
- 3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili xapakTepucTuli
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHS Ha NiAcTasi perynspHo
OHOBIHOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekun 3acTocyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepioa, abo sik pe3ynbTaT OuiHKK
3BIiTy 3 AOCMiAXKEHb, NPOBEAEHMX BIAMOBIAHO OO NnaHy
nepgiaTpuyHmx gocnigkers (PIP) (iHwi 3MiHK). 3MiHK
BHECEHO [0 iHCTPYKUii ANs MeQn4YHOro 3acToCyBaHHS
nikapcbkoro 3acoby y po3ain "Mobivni peakuii" BignosigHO
[0 OHOBIEHOI iHbopMaLii 3 6e3neku Aitoyoi pevyoBUHM
BBegeHHs 3MiH NpoTArom 6-Tu MicsuiB nicns
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. 3miHu y
KOPOTKii XapaKkTepuCTuLi NikapcbKoro 3acoby, TeKCTi

3a
peuerimom

UA/17002/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MapKyBaHHs Ta iHCTPYKUii A4ns MeaW4HOro 3acTocyBaHHs!
reHepuUYHMX/ribpuaHnx/GionodibHUx nikapcbkux 3acobis
nicns BHECEHHS TiEl camoi 3MiHM Ha pedhepeHTHUI
npenapart (3MiHa He nNoTpebye HafaHHS XOAHUX HOBUX
[04aTKOBUX AaHMX). 3MiHN BHECEHO A0 iHCTPYKUii Anst
MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby y po3ainu:
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS Y nepio
BariTHOCTi abo rogyBaHHs rpyaar"” 3rigHo 3 iHopmaldieto
LLI0A0 MeAMYHOro 3aCTOCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (JNIPUKA, kancynu). BBeaeHHs 3miH
NPOTArom 6-Ty MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MiHun | Tuny - 3MiHun Wwopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy (iHwi 3amiHm). 3MiHM BHECEHO A0
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS MiKapCbKOro
3acoby y po3aginu: "OcobnueocTi 3acTocyBaHHs", "MobiyHi
peakuii” BignoBigHO 40 OHOBMEHOI iHpopMmalii 3 6e3neku
LitoY0i pevoBmHN. BBeAeHHS 3MiH NpOTArom 6-Tu MicsiLiB
nicns 3aTBEpPAXKEHHS.
81. | EKCTPAHIN PO34MH ons Bakctep Ipnaxgis Bakctep Xenckea Ipnangia BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/3426/01/01
nepuToHeansHoro Xenckea C.A. C.A. Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenmom
nianisy; no 2,5 n cepTudikat BignoBigHOCTI €BpoONENChbKi
PO3UMHY Y dapmakonei/moHorpadii. MogaHHA HoBoro abo
nnacTuKoBoMy OHOBIEHOro cepTudikara BignoBigHOCTI abo BUNYYeHHS
MiLLKY, cepTudikaTta BignoBigHOCTI €Bponenchkin hapmakonei:
obnagHaHomy anst A®l; ans BuxigHoro matepiany/peareHTy/NpOMiXXHOrO
iH'EKLiNHMM MOpTOM i NpoAyKTy, L0 BUKOPUCTOBYHOTLCH Yy BUPOOHMLTBI ADI; Ans
3'egHyBayeM, [OOMOMDXHOT pevoBUHU (cepTudikaT BignoBiAHOCTI
BKIageHomy y €Bponevicbkinn dapmakonei) - OHoBNeHW cepTudikaT Big
nposopun yXKe 3aTBepKeHOro BupobHvka. OHoBneHun ceptudikat

NNacTUKOBWIA NaKeT;
no 4 KOMNNeKTn y
KapTOHHI KOpoOLyi;
no 2,5 n po3ynHy y
NnacTUKOBOMY
MiLLKY,
obnagHaHomy
iH'EKLiNHMM NopToM,
3 iHTerpoBaHum 3a
[0MOMOrot ABOX
marictpanen i Y-
3'egHyBava
NOPOXHIM
nnacTUKoBMM
MiLLKOM 4115
OpeHaxy,
BKNageHux y
npo3opui
NNacTUKOBMWIA NaKeT;
no 4 KOMNNEKTN y

Onsi HaTpilo xnopuay Bif, 3aTBEpOKEHOro BUpobHuka, R1-
CEP 2010 -083-Rev 01 ESCO France SAS (EUROPEAN
SALT COMPANY), ®paHuis. 3atBepmkeHo: R1-CEP 2010
- 083-Rev 00; 3anponoHoBaHo: R1-CEP 2010 - 083-Rev
01. 3MmiHn | TUny - 3MiHu 3 skocTi. CepTudikar
BignosigHocTi/E-cepTudikaT BiAnoBigHOCTI €BpONENChKIn
dapmakonei/MmoHorpadii. 3miHW, NoB'A3aHi 3 HeobXiaHICTIO
npuBeaeHHs y BiANoOBIgHICTb o MoHorpadii APY abo
€Bponenckkoi hapmakonei, abo iHLWOoi HauioHanbHoT
apmakonei aepxasu €C (iHwWi 3mMiHM) OHOBMEHHS p.
3.2.P.7 cuctema KoHTeHep/3aKyrnoptoBarnbHuWiA 3acib, p.
Container Closure System npuBegeHo Ao BUMOT
moHorpadii EP 3.1.14 "Materials based on plasticised poly
(vinyl chloride) for Containers for aqueous solutions for
intravenous infusion" Ta BuaaneHHs nocunaHHsa Ha
BHYTPILLHI MeToz BUNPOOYBaHHS ANS NEPBUHHUX
nakyBanbHUX MaTepianis. MeTog BUnpobyBaHHs
nnacTukoBmx Ao6aBok Oyno 3mMiHeHo 3 meToay
TOHKoLapoBoi xpomaTtorpadii (TCX) Ha meToa eKkcTpakuii
Ta aHarnisy 3 BUKOPUCTaHHAM ra3oBoi xpomartorpadii B
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n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHi KOpoOLyi; noegHaHHi 3 mac -aetekropom (MX - MC). 3miHu | Tuny -
no 2,0 N1 po3unHy y 3miHn 3 sKkocTi. [oToBMIA Nikapcbkuii 3acib. Cuctema
NnacTUKoOBOMY KOHTeWHep/3aKkynoproBanbHuii 3acio (iHLWi 3MiHW)
MiLLKY, OHoBneHHs p. 3.2.P.7 cuctema
obnagHaHomy KOHTeNHep/3akynoptoBarnbHUiA 3acib, AoAaHO A0AaTKOBY
iH'€EKUiNHMM NOPTOM i iHdbopmaLito NPo MILLOK ANa ApeHaxy ANa po3pi3HEHHS
3'egHyBayem, oaMHapHUX i noaginHMX naketis. [logaHa iHopmauia npo
BKNageHomy y cknag nniskm PL 146-3. MNonieTuneH BUCOKOI LLiNbHOCTI
nposopun (HDPE) € egnHuM iHrpegieHTOM, L0 BUKOPUCTOBYETLCS Y
NNacTUKOBUIA NaKeT; dopmyni PL 146-3. MocunaxHsa Ha MDD (OupekTvBa npo
no 5 komnnekTiB y MeanYHi Bupobu) 6yno Buny4YeHo 3 posainy sk
KapTOHHiI KOpooLyi; He3acTocoBHe. Takox BuaaneHo iHdpopmauio Wwoao
no 2,0 N po3ynHy y KOHHekTopa Lineo. KomnaHis Bakctep 6inblue He
nnacTUKOBOMY BUKOPUCTOBYE KOHHEKTOP Lineo ansa BupobHuuTea
MiLLIKY, nikapcbkoro 3acoby. Yci nocunaHHs Ha e KOHHEeKTop
obnagHaHomy BMAAnNeHo 3 NOTOYHOrO AOChE
iH'EKLiNHMM NopTOoMm,
3 iHTerpoBaHum 3a
[0MoMOroto ABOX
marictpanewn i Y-
3'egHyBava
NOPOXHIM
NNacTUKoBUM
MiLlLKOM ans
OpeHaxy,
BKINageHux y
nposopun
NNacTUKOBWIA NaKeT;
no 5 komnnekTiB y
KapTOHHIl kopobui
82. | ENEBIT® TabneTkn, BKpUTI Banep LLisenuapi OpaxeHodapm HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 6es UA/9996/01/01
NMPOHATAIIb | nniBkoBOtO KoHcblomep a Anotekep Mownb Tmny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenma
o6onoHkoto; no 10 Kep AI' M6X cepTudikaT BignoBiaHOCTI EBponenchKil
Tabnetok y 6nictepi; dapmakonei/moHorpadii. MogaHHa HoBoro abo
no 3 abo 10 OHOBIEHOro cepTudikarta BignoBigHOCTI abo BUNYYeHHS
GnicTepiB y cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
KapTOHHiI kopobuyj; anst A®l; ans BuxigHoro matepiany/peareHTy/NpOMiXXHOTO
no 20 TabneTtok y NpoayKTy, L0 BUKOPUCTOBYIOTLCS y BUPOOHMLTBI ADI; ans
GnicTepi; no 5 [OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
GnicTepiB y €Bponevicbkinn dapmakonei) - OHoBNeHU cepTudikaT Big
KapTOHHIl kopoOLi yXKe 3aTBepAXXeHOro BUpobHuka. NogaHHA OHOBMNEHOro
cepTudcpikaTa BignosigHocTi €Bponeiickkini papmakonei Ne
RO-CEP 2015-199-Rev 02 (3atBepgeHo: RO-CEP 2015-
199-Rev 01) ans gitovoi pevoBuHu Bitamin D3 Big BXe
3aTBepakeHoro BupobHuka DSM Nutritional Products Ltd.,
Switzerland
83. | EHOO®AIIbK | nopowok ans [Op. ®anbk HimeuunH Op. ®anbk ®apma Himeuuunnal/l BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 6e3 UA/4197/01/01
opanbHOro po3vnHy dapma MM6X a MM6X, HimeuunHa Tanis TMny - 3MiHK Woao Gesnekn/echekTUBHOCTI Ta peuenma
no 55, 318 r (BignoBiganbHuWii 3a apmakoHarnsiay. BeegeHHst abo 3MiHM 4o y3aranbHEHUX
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MOPOLLKY Y NakeTi; BUMYCK cepint AaHux Npo cuctemy dapmakoHarnagy (BBeAeHHs
no 6 nakeTiB y KiHLEeBOro NpoayKTy y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
KopobLi 3 KapTOHY Ta anbTepHaTUBHe 3MiHa ynoBHOBaXkeHOi 0cobu, BianoBiaanbLHOI 3a
BTOPWHHE 3[iicCHeHHs hbapmakoHarnaay; KOHTakTHOI ocobu 3
nakyBaHHs); Knoke apmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
dapma-Cepsic chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
'M6X, Himeuunna YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
(BMPOBHYMK hapmakoHarnagy (BKMoYarum KOHTaKTHi AaHi) Ta/abo
[030BaHoi hopmu, 3MiHW Y pO3MilLeHHi macTep-danna cuctemm
nepBuHHE Ta capmakoHarnsgy) 3miHa KOHTaKTHOT 0CO6U 3asiBHYMKA,
BTOPUHHE BiANOBiAanbHOI 3a hapmakoHarnag B YKpaiHi.
nakyBaHHs); JlozaH [itoya pepakuin: BonteHko AHTOH Meoprinosumu.
dapma 'M6X, [MponoHoBaHa pegakuis: byask OnekcaHgpa CepriiBHa.
HimeyunHa 3MiHa KOHTaKTHWX AaHNX KOHTaKTHOI 0CObM 3asiBHUKA,
(BUPOBHWMK BiAnNoOBiganbHOI 3a hapMakoHarnsg B YkpaiHi
[030BaHoi hopmu,
nepBuHHE Ta
BTOPWHHE
nakyBaHHsi); C.LL.T.
c.p.n. Cepsisio
IHTepHauioHane,
ITanis (BUpoOBHMK
[030BaHoi hopmu,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS)
84. | EHKAL- PO34MH ANs iH'eKLiN TOB "BIOJIIK YkpaiHa TOB "BIONIK YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHa 3a UA/5196/01/01
BIOJIK 3,5%; no3 mns SAPMA" OAPMA" 3asiBHUKA (BnacHWKa peecTpauiiHoro NoceigveHHst) (3rigHo | peuenmom
amnyni; no 10 amnyn Haka3y MOS3 Big 23.07.2015 Ne460). TepmiH BBeAEHHS
y nayui, abo no 5 3MiH - NpoTSAroM 6 MicsuiB nicnsa 3aTBepAXeHHs. 3miHu |
amnyn y 6nictepi; no TUny - AQMiHICTpaTuBHI 3MiHW. (iHWi 3MiHK). 3MiHa Ha3BM
2 6nictepu y nayui BupobHuka NN13 Ta npuBeaeHHs agpecu
MiCLie3HaxXoXXeHHs1 HOBOrO BUPOGHUKa Yy BiAMOBIAHICTb A0
peecTpy Ha3B ypbaHoHimiB y M. XapkoBi. TexHonoris
BUPOOHMLTBA, BUPOOHNYE 06nagHeHHs, BUPOOHNYI
OinbHUUi Ta MicLe NPpOBEeAEHHS KOHTPOMIO SKOCTI
3anULINANCE HE3MIHHUMU. TepMiH BBEOEHHS 3MiH -
npoTarom 6 micsAuiB nicnsa 3aTBeppKeHHs. 3MiHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. (iHLWi 3MiHW). 3MiHa BUpOGHUKa
A®I eHkag Ta NpuBegeHHs agpecy MicLe3HaxooKeHHs
HOBOrO BMpPOGHMKa Y BIiANOBIAHICTb 4O PEECTPY HA3B
yp6aHoHiMiB y M. XapkoBi. BUpoGHUyi AinbHWLi Ta yci
BMPOGHMWYI onepaldii 3anvwaTbcs HE3MIHHUMU. TepMiH
BBE[EHHSA 3MiH - NpoTArom 6 micsuiB nicns 3aTBEpAXKEHHS.
85. | EPNOTUHIB TabneTku, BKPUTI KPKA, a.4., CnoBeHis KOHTpOrb cepii Ta CnoseHisi/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny 3a UA/18714/01/01
KPKA NNiBKOBOIO HoBo mecto BUNYCK cepii: Xopsarisi - 3miHu wopao 6esnekn/edekTMBHOCTI Ta peuenmom
o6oroHKoto no 25 KPKA, o.4., Hoeo dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepucTui
mr; no 10 TabneTok MecTo, CrnoBeHis; nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iIHCTPYKLiT Ans
y 6nicTepi, no 3 BMPOGHMLUTBO «in MeJW4YHOro 3aCToCyBaHHS Ha NigcTasi perynspHo
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6nictepn y kopobui bulk», nepeuHHe Ta OHOBJHOBAHOrO 3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo
BTOPUHHE JocrimKkeHb 3 6e3neky 3acTocyBaHHS Mikapcbkoro 3acoby
nakyBaHH4, B nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OLiHKK
KOHTpOrb cepii Ta 3BITY 3 fOCNigKeHb, NPOBEAEHNX BIANOBIAHO A0 NnaHy
BUMNYCK cepil: nepiaTpuyHmx gocnimkers (PIP) (iHwi 3MiHK). 3MiHn
KPKA-®APMA BHECEHO [0 iHCTPYKLiT Ansi MeanyYHoro 3acToCyBaHHS
[.0.0., XopBaris; nikapcbkoro 3acoby y poaginu: "OcobnmeocTi
BTOPUHHE 3actocyBaHHs", "MobiyHi peakuii” BignosigHoO oo
nakyBaHHS: OHOBJEHOI iHhopMmalii 3 6e3neku aito4oi pevyoBUHM
KPKA, a.a., Hoeo BBepneHHs 3MiH npoTsarom 6-Tu Micauis 3 gatm
MecTo, CrnoBeHist 3aTBEPIKEHHS.
86. | EPNIOTUHIB TabneTkn, BKpUTI KPKA, a.4., CnogeeHisi KOHTpOrb cepii Ta CnoseHisi/ BHECEHHS 3MiH 0 peecTpauiiHMx maTepianis: 3amMiHu | Tuny 3a UA/18714/01/02
KPKA NniBKOBOKO Hoso mecto BUNYCK cepii: Xopsarisa - 3MiHu wopno 6eanekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto no 100 KPKA, a.4., Hoeo dapmakoHarnsaay. 3miHa y KopoTKili xapakTepucTuui
mr; no 10 TabneTtok mecTo, CrnoBeHisi; nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii ans
y 6nicTepi, no 3 BUPOBHMLTBO «in MEAMYHOro 3acToCyBaHHS Ha NigcTaBsi perynsipHo
Gnictepn y kopobui bulk», nepeuHHe Ta OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
BTOPUHHE JocrnimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
nakyBaHH4, B nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OLiHKK
KOHTpOrb cepii Ta 3BiTYy 3 gocnigXeHb, NPOBEAEHVX BiANOBIAHO A0 MnaHy
BUNYyCK cepii: negiatpuyHnx gocnigxeHns (PIP) (iHWi 3miHK). 3miHN
KPKA-®APMA BHECEHO [0 iIHCTPYKLUiT ANS MeANYHOro 3acToCyBaHHS
A.0.0., XopsarTis; nikapcbkoro 3acoby y posainu: "OcobnmsocTi
BTOPUHHE 3actocyBaHHs", "MobiyHi peakuii” BignosigHo oo
nNakyBaHHS: OHOBIeHOT iHdopMmaLii 3 6e3nekun Ailo4oi pevoBUHM
KPKA, a.4., Hoeo BBeneHHs 3MiH npoTarom 6-Tv Micauis 3 gatm
MecTo, CrioBeHisi 3aTBEPKEHHS.
87. | EPNOTUHIB TabneTkn, BKpUTI KPKA, a.4., CnoBeHis KOHTpOrb cepii Ta CnoseHis/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/18714/01/03
KPKA NniBKOBOO Hoso mecTo BUWMYCK cepil: Xopsaris - 3miHun wopao 6esnekn/edekTMBHOCTI Ta peuernmom
o6onoHkoto no 150 KPKA, a.a., Hoso dapmakoHarnsgy. 3miHa y KopoTkiii xapakTepucTuui
mr; no 10 TabneTtok mecTo, CnoBeHis; nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUii Ansi
y 6nicTepi, no 3 BMPOBHMLTBO «in MeAMYHOro 3aCTOCYBaHHS Ha MiACTaBi perynsapHo
Gnictepn y kopobui bulk», nepsuHHe Ta OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
BTOPUHHE JocrnimkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
nakyBaHHs, B nicnApeecTpalinHuii nepiod, abo sk pesynbTaT OLiHKK
KOHTpOrb cepii Ta 3BIiTy 3 AOCMiAXeHb, NpoBeAeHNX BiANOBIAHO A0 NnaHy
BUWMNYCK cepil: nepiaTpuyHux gocnigkers (PIP) (iHwi 3MiHK). 3MiHK
KPKA-®APMA BHECEHO [0 iHCTPYKLUiT ANst MeQUYHOro 3acTOCyBaHHS
[0.0.0., XopBarisi; nikapcbkoro 3acoby y po3ainu: "OcobnmeocTi
BTOPUHHE 3actocyBaHHs", "MobiyHi peakuii” BignosigHoO oo
nakyBaHHS: OHOBIeHoT iHdopMmaLii 3 6e3nekun Ailo4oi pevoBUHN
KPKA, a.a., Hoeo BBeaeHHs 3MiH npoTsrom 6-Tu Micauis 3 gatu
MecTo, CnoBeHis 3aTBEPAXKEHHS.
88. | EBPOIMEHEM | nopowwok ans €Bpo Benvka EnCiEc Jo6dap ITanis BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny 3a UA/9945/01/01
po3unHy Ans iH'ekuin | Jlandkep N4 BpuTaHis C.INA. - AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuenmom
no 500 wmr; 1 a6o 10 agpecwu 3asiBHYKA (BracHMKa peecTpaLiiHoro
dnakoHiB 3 noceigyeHHs) - 3MiHa agpecy 3asBHuKa; 3MiHu | Tuny -
NOPOLLIKOM Y 3MiHu Wwopo 6e3nekn/eddekTMBHOCTI Ta hbapMakoHarnsay
KapTOHHI kopobui (iHLWi 3MiHW) - 3MiHK BHECEHO B TEKCT MapKyBaHHS
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BTOPWUHHOI YMAKOBKW, @ came: BUyYeHHsI iHpopmauii
oo 3asBHMKa (MYHKT 11) Ta BHECEHHS iHbopMmalLlii Lwoao
KOMMaHii, WO 34iACHI0E MapPKETUHT (NyHKT 17). TepmiH
BBEAEHHS 3MiH - NPOTSArom 6 MicsiLiB nicns 3aTBEpAKEHHS
89. | EBPOMNEHEM | nopotuok ans €spo Benuka EnCiEc Jobdap ITanisa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny 3a UA/9945/01/02
po3umHy ang iH'ekuin | Jlandkep Jtg BpuTtaHia C.N.A. - AgMmiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs1 Ta/abo peuenmom
no1,0r; 1a6o 10 agpecw 3asiBHYKA (BracHMKa peecTpaLiiHoro
dnakoHis 3 noceifyeHHs) - 3MiHa agpecu 3asBHuka; 3miHu | Tuny -
NOPOLLKOM y 3MiHM Wwoao 6e3nekn/edhekTBHOCTI Ta hapMakoHarnsgy
KapTOHHil kopobui (iHWi 3MiHW) - 3MiHM BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOI YNakoBKW, @ came: BUNy4YeHHs iHdopmadii
oo 3asBHMKa (NyHKT 11) Ta BHECeHHs iHdopMauii Wwoao
KOMMaHii, Wo 34iACHI0E MapKeTUHT (NyHKT 17). TepmiH
BBEAEHHS 3MiH - NPOTArom 6 MiCsLiB MiCNsA 3aTBEPAKEHHS
90. | 301ANM NOPOLLIOK A4S AAP ®APMA O6'egHaHi CeHc JlabopaTopic IHAis BHECEHHS 3MiH 40 peecTpauiiHMx maTtepianis: 3miHu || 3a UA/17851/01/01
po34nHy Ans ®3-N11C Apabcbki Mer. NlTA. TMny - 3MiHK 3 gKocTi. [oToBMI NiKapCbkuii 3aci6. 3miHn y peuernmom
iH ekui no 1000 wmr; Emipatu BUPOOHMLTBI. 3MiHa po3Mipy cepii (Bkntoyatoum gianasoH
1 cdonakoH 3 po3Mipy cepii) roToBoro nikapcbkoro 3acoby (3miHa
NOPOLLIKOM Y CTOCY€ETbCS BCiX iHLWMX NiKapCbKux (hOpM CYKyMHOro
KapTOHHIN ynakoBLii (komnnekcHoro) BUpobHUYOro NpoLiecy).
3miHa po3mipy cepii. 3aTBepaxeHo: 10 kr, 7507 dnakoHiB
3anponoHoBaHo: 60 kr, 45045 cnakoHis. BBeaeHHs 3miH
npoTArom 6-Tn MicauiB 3 4aTW 3aTBEPAKEHHS.
91. | 301AUM NopoLLOK Ans AAP ®APMA O6'egHaHi CeHc JlabopaTtopic IHAis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu || - UA/17850/01/01
po34nHy Ans ®3-N11C Apabcbki Mer. T4, TMny - 3MiHK 3 gKocTi. [0TOBMI NiKapcbkuii 3aci6. 3MiHn y
iH ekui no 1000 wmr; Emipatu BUPOOHMLTBI. 3MiHa po3Mipy cepii (Bkntoyatoum gianasoH
in bulk: 50 pnakoHis po3mipy cepii) rotToBoro nikapcbkoro 3acoby (3miHa
Y KAPTOHHI KopobLi CTOCYETbCS BCiX iHLUMX NiKapCbKnx (OOPM CYKYMNHOro
(komnnekcHoro) BUpobHUYOro npoLiecy).
3miHa po3Mipy cepii. 3atBepmxeHo: 10 kr, 7507 cdpnakoHis
3anponoHoBaHo: 60 kr, 45045 cnakoHis. BBeaeHHs 3miH
npoTarom 6-Tm MicsuiB 3 4aTW 3aTBEPAKEHHS.
92. | 30IUED NopoLLOK Ans AAP ®APMA O6'egHaHi CeHc JlabopaTtopic IHAis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu || 3a UA/17502/01/01
po34nHy Ans ®3-N11C Apabcbki Mer. T4, TMny - 3MiHK 3 gKocTi. [oTOBMI NiKapcbkuii 3aci6. 3MiHn y peuernmom
iH ekui no 1000 mr, Emipatu BUPOOHMLTBI. 3MiHa po3Mipy cepii (Bkntoyatoum gianas3oH
no 1 dnakoHy 3 po3mipy cepii) rotToBoro nikapcbkoro 3acoby (3miHa
NOPOLLIKOM Y CTOCY€ETbCS BCiX iHLWMX NiKapCbKuX (hOpPM CYKYMHOro
KapTOHHIN yrnakoBLii (komnnekcHoro) BUpoGHMYoro npouecy) - 3miHa po3mMipy
cepii. 3aTBepmkeHo: 30 kr (24038 dnakoHiB)
3apornoHoBaHo: 70 kr (56089 dprakoHiB). BBeaeHHs 3MiH
npoTsAro 6-TM MicsLIB Micns 3aTBepPAKEHHS
93. | IBAHOPOHO KOHLeHTpaT Ans Akkopg IcnaHia BupobHuLTBO IHgisa/ BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3miHa 3a UA/16515/01/01
BA KUCINOTA | po3unHy gns Xernckea rotosoro J13, Benwuka 3asBHuka J13 (MIBIT) (BnacHuka peecTtpaLuiiHoro peuenmom
AKKOPO iHdpy3in, 1 mr/mn; no c.ny. nepBUHHE, BTOPUHHE BpuTaHis/ noceigyeHHs) (3rigHo Hakasdy MO3 Big 23.07.2015 Ne 460)
2mMnTano6mny nakyBaHHs, YropwuHa
dnakoHax, no 1 KOHTPOIb SKOCTI:
dnakoHy y IHTac
KapTOHHiI kopobui dapmacbioTukenc
NlimiTea, IHAis
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BTopuHHe
nakyBaHHs:
Akkopa Xenckea
NimiTen, Benuka
Bputanis
KoHTponb aKoCTi:
BeccniHr XaHrepi
KdpT., Yroplumna
BignosiganbHui 3a
BUNYCK cepii:
Akkopp Xenckea
Nimiten, Benuka
BputaHia
KoHTponb sikocTi:
PAPMABANIA Nra.
MikpobionoriyHa
nabopaTopis,
YropuwuHa
94. | IBYNPO®EH- | kancynu no 200 mr ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3miHu | Tuny 6e3 UA/11677/01/01
300POB'A no 10 kancyn y obmexeHoto BMPOGHMLTBA, - 3MiHK 3 AKkocTi. [oToBMIA Mikapcbknii 3acib. 3miHn y peuenma
6nictepi, no 1 abo 2 BignoBiganbHi KOHTPOMb AKOCTI, BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bkntovatoun gianasoH
Gnictepu B kOpOOLj CTHo BUNYyCK cepii: po3Mmipy cepii) roToBoro nikapcbkoro 3acoby (iHLi 3mMiHK)
"®apmaueBTn ToBapucTso 3 BBEEHHS A0AaTKOBMX PO3MIpIiB cepii rOTOBOro
YHa KOMMNaHis obmexeHoto nikapcbkoro 3acoby anst BUpo6Hu4oi AinbHuui « TOB
"3popos's" BignoBiganbHIiCcTIO "®APMEKC I'PYM». 3atBepmxeHo: JosyBaHHs no 200 mr:
"®apmaueBTnyHa 43,200 kr (abo 172,800 Tuc. kancyn, abo 17,280 Tuc. yn.
KOMMaHis Ne10(10x1) y 6nictepax, abo 8,640 Tuc. yn. Ne20 (10x2) y
"3popos's", YkpaiHa; 6nictepax). 3anponoHoBaHo: [o3yBaHHs no 200 mr:
BCi cTagii 43,200 kr (abo 172,800 Tuc. kancyn, abo 17,280 Tuc. yn.
BMPOGHMLTBA, Ne10(10x1) y 6nictepax, abo 8,640 Tuc. yn. Ne20 (10x2) y
KOHTPOMb SIKOCTI: 6nictepax). JoaaTkoBuiA po3mip cepii:
ToBapucTso 3 10 kr ( @6o 40,000 Tuc. kancyn, abo 4,000 Tuc. yn. Ne10
obmexeHo (10x1) y 6nictepax, a6o 2,000 tuc. yn. Ne20(10x2) y
BigNoBiganbHIiCTIO Gnictepax.
"®APMEKC IPYM",
YkpaiHa
95. | IBYNMPO®EH- | kancynu no 400 mr TosapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3mMiHu | Tuny 6es UA/11677/01/02
300POB'A no 10 kancyn y obmexeHo BUPOOHMUTBA, - 3MiHu 3 sikoCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHn y peuenma
GnicTepi, no 1 abo 2 BignosiganbHi KOHTPOMb SIKOCTI, BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKrovatoum gianasoH
Gnictepu B kKopobui cTio BUWMNYCK cepil: po3mipy cepii) roToBOro nikapcbkoro 3acofy (iHLwi 3MiHK)
"®apmaueBTn ToBapucTso 3 BBEJEHHS [0AaTKOBMNX PO3MIpiB cepii roTOBOro
YHa KOMNaHis obmexeHoto nikapcbkoro 3acoby Ans BUpo6HuYoi AinbHuui « TOB
"3popos's" BianoBigansbHICTIO "OAPMEKC I'PYT».
"dapmaLeBTUYHa 3aTBepaKeHo:
KOMMaHis HosysaHHA no 400 mr:
"3popos's", YkpaiHa; 78,3 kr (abo 156,600 Tuc. kancyn, abo 15,660 Tuc. yn.
BCi cTagii Ne10(10x1) y 6nictepax, abo 7,830 Tuc. yn. Ne20(10x2) y
BMPOGHMLTBA, Gnictepax.
KOHTPOIb SKOCTi: 3anponoHoBaHo:
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

ToBapucTtBo 3
obmexeHo
BigNOBiganbHICTHO
"®APMEKC Py,
Ykpaina

[osyeaHHs no 400 mr:

78,3 kr (abo 156,600 Tuc. kancyn, abo 15,660 Tuc. yn.
Ne10(10x1) y 6nictepax, abo 7,830 Tuc. yn. Ne20(10x2) y
onictepax.

HopatkoBuin po3mip cepii:

30 kr (abo 60,000 Tuc. kancyn, abo 6,000 Tuc. yn.
Ne10(10x1) y 6nictepax, abo 3,000 Tuc. yn. Ne20 (10x2) y
6nictepax.

96.

IMATUHIB
rPIHOEKC

Karncynv TBepgi, no
100 mr no 10 kancyn
y bnicTepi; no 6 abo
12 GnictepiB y nayui
3 KapTOHY

AT "T'pingekc"

Jlatsia

AT "T'pingekc"

JlatBia

BHECEHHS 3MiH O peecTpauiHuX maTepianis: 3miHu | Tuny
- 3MiHu wopno 6e3nekn/edheKTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KOpoTKili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUiT ans
MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynspHo
OHOBJHOBAHOrO 3BiTYy 3 He3neku nikapcbkoro 3acoby, abo
pocrnimkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepion, abo sik pe3ynbTaT OLiHKK
3BIiTy 3 AOCMiAXeHb, NPOBEAEHMX BiAMOBIAHO A0 NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMMNETEHTHNM YNOBHOBaXXEHUM OpraHoM). 3MiHU BHECEHO
[0 IHCTPYKLIT ANS MeANYHOro 3aCTOCYBaHHS IikapCbKoro
3acoby fo po3giny "MobiyHi peakuii” BignoBigHoO 4o
OHOBJEHOI iHhopmalii 3 6esneku aito4oi pe4yoBUHN. 3MiHM
| Tuny - AgmiHictpaTtueHi 3miHW. 3MiHa kogy ATX . 3MiHn
BHECEHO [0 iHCTPYKUiT AN MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao posginy "®apmakorepanesTuyHa
rpyna. Kog ATX " (3aTBepaXeHo: [HWWi aHTUHeonnacTuyHi
3acobu. IHribiTop npoTeiHkiHasu. Kog ATX LO1X EO1;
3anpornoHoBaHo: AHTUHEONNACTUYHI 3acobw, iHribiTopu
TMpo3uHkiHasn BCR-ABL. Kog ATX LO1EAOQ1) BignosigHo
[0 MixHapogHoro knacudikatopa kogis BOO3.

3a
peuerimom

UA/14082/01/01

97.

IMYHO-TOH®

cvpon no 100 mn'y
6aHui; no 1 6aHui y
nayui, no 100 abo
200 mn y donakoHi;
no 1 dnakoHy y
nayui

NAT
"Manuydapm”

Ykpaina

MAT "Tannudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu | Tuny
- 3miHu 3 gkocTi. FoToBUIA nikapcbkuii 3acid. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX NEPBUHHOT
YMaKoBKM rOTOBOTO NikapCbKoro 3acoby (iHwi 3MiHK). 3miHa
Ha3BM nakoHiB BUPOOHUKa NepBUHHOI ynakoBku Stoelzle
Union s.r.l. 3 "200 ml Verpackungsflasche" Ha "200 ml
Sirupbottle". AkicHui Ta kinbkicHWA cknag, Tun, hopma Ta
PO3Mip enemMeHTiB NepBUHHOIO NakyBaHHS 3anuLLaeTbCs
HE3MIHHUMW.

6e3
peuyenma

UA/2179/01/01

98.

IMYHO-TOH®

cupon in bulk: no
100 mn y 6aHLj; no
48 6aHoK y Kopobi
KapToHHOMY; in bulk:
no 200 mny
cdnakoHi; no 30
dnakoHiB y KOpobi
KapTOHHOMY

NAT
"Manuudapm”

YkpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny
- 3miHu 3 skocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema
KOHTEMHep/3aKkynoptoBanbHuii 3aci6. 3miHa napameTpis
cneundikaLi Ta/abo JoNyCTUMMX MEX NEPBUHHOT
yNaKoBKM FOTOBOrO Nikapcbkoro 3acoby (iHwi 3MiHK). 3miHa
Ha3BM nakoHiB BUPOOHUKa NepBUHHOI ynakoBku Stoelzle
Union s.r.l. 3 "200 ml Verpackungsflasche" Ha "200 ml
Sirupbottle". AkicHui Ta kinbkicHn cknag, Tvn, hopma Ta
PO3Mip enemMeHTiB NEPBUMHHOIO NakyBaHHS 3anuLLIaETbCs

UA/9511/01/01
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HE3MiHHUMW.
99. | IHOOBEHON renb, no 40 ry Ty6i; My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu | bes UA/2152/01/01
no 1 Ty6i B nayui 3 aKkuioHepHe aKLioHepHe TMny - 3MiHK 3 AKkocTi. FoToBWMIA Nikapcbkuin 3acit. Cuctema peuenma
KapTOHY TOBapucTBo TOBapuUCTBO KOHTenHep/3akynoptoBanbHui 3aci6. 3MiHa napameTpis
"HaykoBo- "HaykoBo- cneuudikauiv Ta/abo 4ONYCTUMMX MEX NEePBUHHOT
BUPOBHMYMI BUPOBHNYMIN LIEHTP YNaKOBKW FOTOBOrO NikapCbKOro 3aco0y (iHLwi 3miHM)
LieHTp "BopLuariscbkuii oHoBneHHs p. 3.2.P.7. Cuctema
"Bopuiariscbk XiMiKO- KOHTenHep/3akynoptoBanbHNUi 3acib: BHECEHHS 3MiH Y
W Ximiko- chapmaLeBTUYHNIA crneumikauii gns KOHTposo Tyou antoMiHieBoi, a came
thapmaueBTny 3aBoa” NPVBEAEHHSN Y BiAMNOBIAHICTb 40 €BPONENCLKMX CTaHaapTIB
H¥IM 3aBoa” EN 15384-1 (3 BukopucTaHHAM HaTpito xnopuay) Ta EN
15384-2 (3 BUKOPUCTaHHAM Migi cynbdaty) n.
«MopwcTiTb/piBHOMIPHICTL NakoBOT NMiBKMY», 6€3 3MiHM
MeToay KOHTporto. 3miHu | Tuny - 3miHK 3 akocTi. FoToBMN
nikapcbkuii 3aci6. Cuctema KoHTeNHep/3akynoptoBanbHU
3aci6. 3miHa nocTavarnbHMKa nakyBanbHUX maTepianis abo
KOMMMEKTYI0UMX (SKLLO 3a3HAYEHO B AOCHE) (BUITYyHYEHHSA
nocravanbHuka) oHoBneHHs p. 3.2.P.7. Cuctema
KOHTenHep/ 3aKynoptoBanbHWiA 3acib, a came BUyYEHHS
HallMeHyBaHHSA NocTavanbHVKIB NakyBanbHVUX MaTtepianis
3 peecTpauiiHoro 4ocbe
100.| ICEHTPECC TabneTkn, BKpUTI Mepk Wapn i LLisenuapi BrpobHumk Cinranyp/ BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHu | 3a UA/9325/01/01
NniBKOBOIO Hoym IOEA A Hepo3dacoBaHoi Ipnangis/ Tuny - 3MiHK 3 sKocTi. [oToBMI Nikapcbkui 3acib. Cuctema peuernmom
o6onoHkot, no 400 m6X npoaykuii Ta Higepnanaun KOHTeWHep/3aKynoptoBanbHuiA 3acit. 3miHa po3mipy
mr, no 60 TabneTok KOHTPOMb SKOCTI: YMaKoBKM rOTOBOTO NiKapCbKOro 3acoby (BUIyYeHHs
y dnakoHi; no 1 MC[ IHTepHewwHn YMaKoBKM MEBHOrO PO3Mipy) BUIMy4YEHHS ynakosku in-bulk:
drakoHy B M6X (dpinis no 120 cnakoHiB B rpynoBiii ynakoBsL,i, 3 BiANOBiAHUMMU
KapTOHHIN kopobLyi Cinranyp), CiHranyp 3MiHaMu B po3gin «Ynakoska» MKA J13
MC[ IHTepHewwHn
mMeX / MCO
IpnaHais
(Bennigawn),
Ipnangis
[MepBuHHE Ta
BTOPWHHE
nakyBaHHs, AO3BIN
Ha BUMYCK cepii:
Mepk Wapn i Joym
b.B., Higepnanaun
101 Kon pPO34MH Ang MPAT YkpaiHa | BignoBiganbHWN YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHMX MmaTepianis: bes UA/8248/01/01
30BHILLHBOrO "OITOPAPM 3a BUPOOGHUUTBO, YTOYHEHHS1 HaNnUCaHHA BUPOOHMKIB peuenma
3aCTOCYyBaHH4, " nepBuHHe (BMNpaBneHHA rpaMaTM4HUX NOMUIIOK) B HaKa3
cnupTtoBuii 5 % no naKkyBaHHSA, MO3 YkpaiHu
10 mn, abo no 20 KOHTPOJIb AKOCTI Ne 2378 Big 29.12.2022 B npoueci BHECEHHSs 3MiH
mn, aéo no 100 Ta BUNYCK cepii: (3miHm | TNy - 3MiHK 3 siKOCTi. TOTOBUI NiKapChKWN
M1y cbriakoHax MPAT 3aci6. 3miHn y BMpo6HMLTBI. 3amiHa abo BBeAeHHS
"OITOPAPM", 004aTKOBOI AiNbHULI BUpOOHMLTBA ANS YaCTUHU
YkpaiHa; a6o Bcboro BUpobHMYOro Npouecy roToBoro
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BignoBiganbHMn nikapcbkoro 3acoby (AinbHUUS, Ha SKin
3a BUPOGHULTBO, npoBoaATbcs Oyab-aki BUpoOHUYI cTagii, 3a
nepsuHHe

nakyBaHHs Ta
KOHTPOnb AKOCTi:
nn "KinAoo",

YkpaiHa

BUHSTKOM BUMYCKY CEPil, KOHTPOSO SKOCTI,
NEepPBMHHOIO Ta BTOPUHHOTO NakyBaHHSA, A4S
HecTepurbHUX nikapcbknx 3acobis) BBeAEHHSA
aoaatkoBoi BUpo6HuMYoi ginaHku MM "KIJTADD",
YkpaiHa BignoBiganbHOi 3a BUPOBHMLTBO Ta
nepBUHHE NaKyBaHHS NikapCbKoro 3acoby.
3asHayveHHs1 yHKLIN BXe 3aTBEepAXeHOro
BUpobHuka MPAT «PITOPAPM» . CynyTHs 3MiHa-
3MiHK 3 aKkocTi. FoToBMI Nikapcbkuii 3aci6. 3MiHN y
BUPOOHULTBI. 3amiHa abo BBeAEHHS 4OOATKOBOI
AinbHWUI BUpobHMLTBA ANst YacTMHU abo BCbOro

(BiNbHMUSA ANs NEPBMHHOMO NakyBaHHS). 3MiHu |
TUny - 3MiHM 3 gkocTi. [oToBMI Nikapcbkui 3acib.
3MiHU y BUpOGHMUTBI. 3MiHa imnopTepa/3aMiHu, Lo
CTOCYHOTbCSA BUMYCKY CEpii Ta KOHTPOSIHO SAKOCTI
roTOBOrO fikapcbkoro 3acofy (3amiHa abo
JoJaBaHHs AinbHULI, Ha AKiIN 30iNCHIOETLCS
KOHTpOnb/BUNPobyBaHHs cepii) BBEAEHHS
aoaatkoBoi BUpoGHuMYoi ginanku MM "KINTASO",
YkpaiHa BianoBiganbHOI 3a KOHTPOSb SIKOCTI.
3a3HayeHHs pyHKUiV BXe 3aTBEpPOKEHOro
BupobHuka MPAT «DITOPAPM». 3miHun | Tvny -
3MiHu 3 akocTi. FoToBMIA Nikapcbkuii 3aci6. 3miHN y
BMPOOHULTBI. 3MiHa po3Mmipy cepii (Bkntovarum
Jiana3oH po3mipy cepii) roTOBOro nikapcbkoro

3acoby (3meHweHHsa o 10 pasiB) BBeOeHHA
[04aTKOBOrO, 3MEHLLEHOro po3mipy cepii. 3MiHu |
T1ny - 3MiHM 3 gkocTi. [oToBMI NikapcbkMin 3acio.
CucTtema koHTelrHep/3akynoptoBarnbHui 3acib.
3miHa dopmn abo po3mipy KOHTerHepa 4m
3aKynoproBarnbHOro 3acoby (NepBUHHOI YNakoBKK)
(HecTepunbHi nikapcbki 3acobu) BBeAEHHS
AoaakoBoi nepBUHHOT ynakosku J13). Pepakuisa B
Hakasi - BianosiganbHUn 3a BUPOHULTBO, NepPBUHHE
nakyBaHHS, KOHTPOMNb AKOCTI Ta BUNCYK cepii: MPAT
"PITOPAPM", YkpaiHa; BignoBiganbHWi 3a
BMPOGHMLTBO, NEPBUHHE NaKyBaHHS Ta KOHTPOIb
akocrTi: NN "Kinadpd", Ykpaina. BipHa peaakuis -
BiANoBiAanbHMI 3a BUPOOGHULTBO, NEPBUHHE

BMPOGHNYOro NpoLecy rotToBOro MikapcbKkoro 3acoby

naKyBaHHSl, KOHTPOJb AKOCTi Ta BUNYCK cepil:
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NPAT "®ITOPAPM", YkpaiHa; BianoBiganbHumn
3a BUPOGHMLITBO, NEpPBUHHE NaKyBaHHA Ta
KoHTponb AkocTi: MM "KINTA®®", YkpaiHa.

102 KAOCINA® NOPOLLIOK ANA TOB "Pouw Ykpaina Brpo6HuuTBO CLIA/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/13770/01/01
KOHLeHTpaTy A4ns YkpaiHa" Hepo3adacoBaHol LLiseniLapis/ - 3MiHu wopno 6eanekn/echeKTUBHOCTI Ta peuenmom
po3unHy Ans npoaykuii, NnepBuHHe HimeuunHa hapmakoHarnsgy. BHeceHHst abo 3miHa(v) Ao 3060B'3aHb
iHdpysin no 100 mr; 1 nakyBaHHs: [NaTeoH Ta yMOB B/AAuYi peecTpauiiHoro NocBiAYeHHs, BKIOYaoym
(PnakoH 3 NOPOLLKOM MaHydekTypuHr MnaH ynpaBniHHA puamkamMm (iHLWi 3MiHK). 3asiBHUKOM
B KapTOHHI Kopobui Cepsicus, JIJ1Ci, HagaHo oHoBneHun MnaH ynpasniHHA pusnkamm (MYP)

CLUA; Bepcisa 14.0. 3MiHn BHeceHo Ao YacTuH: V «3axoau 3
. XodhdpmaHH-I1s MiHimMi3auil puaukiey», VI «Pestome nnaHy ynpasniHHs
Pouw JTg, pusmkammy, VIl «dogatkuy y 3B'si3Ky 3 NpUBEOEHHSAM
LLsenuapis; marepianis peecTpauinHoro AOCkLE Yy BiANOBIAHICTb A0
BTopuHHe nokyMeHTauii 3asiBHMKa, a came Bepcisa MYP 6yna
nakyBaHHS: OHOBJIEHA i3 BKIMIOYEHHSAM 3MiH 40 NMOTEHLINHOrO pU3nKy Ta
. XocpdpmaHH-T14 BHECEHHS YTOUYHEHb [0 3anpornoHOBaHUX AOAaTKOBUX
Pouw JTg, 3axoAiB 3 MiHiMi3aLii pu3uky. Pestome lNnaHy ynpaeniHHA
LLsenuapis; pusnkamm Bepcia 14.0 pogaetbcs. TepmiH BBEAESHHS 3MiH
BunpobysaHHs npoTArom 6-Tn MicALiB He peKOMeHA0BaHO, Ockinbku MYP
KOHTPOSIHO AKOCTI: Mae 6yTu BnpoBamKeHUi Bigpasy nicrs cxsaneHHs. 3MiHu
Pow ®apma AT, | Tuny - 3miHun Wwopo 6e3nekn/edpekTMBHOCTI Ta
HimeuuunHa; Poww dapmakoHarnagy. BHeceHHs abo 3miHa(v) oo 3060B'si3aHb
LiarHocTukc M6X, Ta yMOB Buaa4i peecTpauinHoro nocBig4yeHHs, BKoYaym
Himeuumnna; MnaH ynpaBniHHSA pu3ankamm (iHWi 3MiHK). 3asiBHUKOM
. XodpdmaHH-T4 HagaHo oHoBneHun Mnax ynpasniHHA pusnkamm (MYP)
Pouw JTg, Bepcis 14.0. 3MiHn BHeceHo go YacTuH: IV «[lMnaxu wopo
LLisenuapis; Bunyck nicnapeecTpauinHmx gocnigpkeHb edpekTMBHOCTI», VI
cepii: P.XodhdpmaHH- «Pestome nnaHy ynpasrniHHS pusnkammy y 3B'A3Ky 3
s Pow JltA, nopasaHHsaM gocnigpkeHHs BO27938 (KATHERINE) i
LLisenuapis PO3LUMPEHHS TEPMIHIB LLOAO PO3LLUMPEHHS 3aKINOYHOIo
aHanisy i 3aKIYHOro 3BiTy NPO KIiHIYHEe JOCMIMKEHHS Ha
2 poku ans gocnigxeHHs BO27938 (KATHERINE).
Pestome MNnaHy ynpasniHHs pusukamm Bepcis 14.0
[OAAETLCS.
TepMiH BBEAEHHS 3MiH MPOTArOM 6-Tu MicsAUiB He
pekoMeHaoBaHo, ockinbku MYP Mae 6yt BnpoBagXeHui
Bigpasy nicns cxsaneHHs.
3MiHu | TUnYy - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI Ta
apmakoHarnsgy (iHwi 3miHu). 3MiHM BHECEHO 10 TEKCTY
iHCTPYKLUIii AN MEAMYHOro 3aCTOCyBaHsi NiKapCbKoro
3acoby Ao posainis "OcobnmBocTi 3acTocyBaHHs", "Cnocit
3acTocyBaHHs Ta 4o3u" BiANoOBiAHO 40 MaTepianis
peecTpaLiiHoro gocke. BBegeHHs 3MiH NpoTsirom 6-tu
MicsLiB nicns 3aTBepAKEHHS

103, KAOCITA® NOpOLLOK ANng TOB "Pow YkpaiHa BupobHuLTBO CLIA/ BHECEHHS 3MiH 0 peecTpaLinHmMx maTtepianis: 3miHu | Tuny 3a UA/13770/01/02
KOHLeHTpaTy Ans YkpaiHa" Hepo3dacoBaHoi LLIsenuapis/ - 3miHun wopao 6esnekn/edekTMBHOCTI Ta peuernmom
pPO34nHy Ans npoaykuii, nepBnHHe HimevyunHa apmakoHarnsigy. BHeceHHs1 abo 3miHa(u) Ao 3060B'si3aHb
iHy3in no 160 mr; 1 nakyBaHHs: laTeoH Ta YMOB BuAaui peectpauiiHoro nocBig4yeHHs1, BKoYa4im
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(bnakoH 3 NOPOLLKOM MaHydekTypuHr MnaH ynpaBniHHA puamkamMm (iHLWi 3MiHK). 3asiBHUKOM
B KapTOHHIl Kopobui Cepsicus, JIJICi, HagaHo oHoBeneHun MnaH ynpasniHHA pusukamm (MYP)
CLUA; Bepcis 14.0. 3MiHM BHeceHo #o YacTuH: V «3axoam 3
. XodhdpmaHH-I15 MiHimi3auii pusukiey», VI «Pestome nnaHy ynpaeniHHA
Pouw Jg, pusmkammny, VIl «dogatku» y 3B's3Ky 3 NpuBEEHHSAM
LLsenuapis; MaTepianis peecTpauinHoro 4oCkE Yy BiANOBIAHICTb OO
BTopuHHe nokyMeHTauii 3asiBHMKa, a came Bepcia MYP 6yna
naKyBaHHs: OHOBMEHa i3 BKIMIOYEHHAM 3MiH 40 NOTEHLINHOro pU3nKy Ta
. XodhdpmaHH-I15 BHECEHHS YTOYHEHb A0 3anpOonoHOBaHNX A0AATKOBUX
Pouw JTg, 3axogiB 3 MiHimi3auji pusuky. Pestome NnaHy ynpaeniHHs
LLsenuapis; pusnkamm Bepcia 14.0 gogaetbcs. TepmiH BBEAEHHS 3MiH
BunpobyBaHHs NPOTArom 6-Tn MicsUiB HE peKOMeHA0BaHO, OCKinbku MYP
KOHTPOSIHO AKOCTI: Mae 6yTu BnpoBaKeHUi Bigpasy nicrs cxsaneHHs. 3MiHu
Pow ®apma AT, | Tuny - 3miHn Wwopao G6e3nekn/edeKTUBHOCTI Ta
HimeuuunHa; PoLwu dapmakoHarnagy. BHeceHHs abo 3miHa(u1) oo 30608B'si3aHb
LiarHocTukc M6X, Ta yMOB Buaa4i peecTpauiniHoro nocBig4YeHHs, BKoyaumn
Himeyuunha; MnaH ynpaeniHHA pyuankamm (iHWwi 3MiHK). 3asBHUKOM
. XodhdpmaHH-I1s HadaHo oHoBreHui MNnaH ynpaeniHHA puankamu (MYP)
Pouw JTg, Bepcis 14.0. 3mMiHn BHeceHo fo vacTtuH: IV «[Mnann wogno
LLsenuapis; Bunyck nicnapeecTpauinHux gocnigkeHb edpekTnBHoOCTI», VI
cepii: . XodpdmaHH- «Pestome nnaHy ynpasniHHA pu3nkammy» y 3B'A3Ky 3
Ia Pow JltA, nogaeaHHsAM gocrnimkeHHs BO27938 (KATHERINE) i
LLisenuapis PO3LUNPEHHSI TEPMIHIB LLOAO PO3LLUMPEHHS 3aKMOYHOIOo
aHaniay i 3akntoYHOro 3BiTY NPO KNiHIYHE AOCHIAXEHHS Ha
2 poku ans gocnigxeHHs BO27938 (KATHERINE).
Pestome MNnaHy ynpasniHHs puavkamu Bepcia 14.0
[ofaeTbes.
TepMiH BBEOEHHS 3MiH NPOTArOM 6-TU MicsAUiB He
pekoMeHaoBaHo, ockinbku MYP mae ByTv BnpoBagXeHun
Bigpasy nicns cxsaneHHs.
3MiHu | TUny - 3miHKn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHm). 3MiHM BHECEHO [0 TEeKCTY
IHCTPYKUIii ANs MeaM4HOro 3acTocyBaHs nikapCbKoro
3acoby Ao posainis "OcobnmeocTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHS Ta Jo3un" BiAnoBiAHO A0 MaTepianis
peecTpaLiiHoro gocbe. BBeaeHHs 3MiH NpoTsirom 6-tu
MicsiLiB nicns 3aTBepoKEHHS
104, KAOCITA® NOpOLLOK ANng TOB «Pow YkpaiHa BupobHuLTBO CLIA/ BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3miHu | Tuny 3a UA/13770/01/02
KOHLeHTpaTy Ans YkpaiHa» Hepo3adacoBaHol Lsenuapis/ | - AgmiHicTpaTuBHi 3miHW. 3miHa kogy ATX - 3miHM BHeceHo | peuenmom
PO34nHy Ans npoaykuii, nepBnHHe HimevyunHa 00 [HCTPpyKUiT NS MeguyHOro 3acTocyBaHHS NiKapCbKoro
iHdpysin no 160 wr; 1 nakyBaHHS: 3acoby go po3sginy "®apmakotepaneBTuyHa rpyna. Kog
riakoH 3 NOPOLLKOM MaTteoH ATX." BignoBigHo o MixxHapogHoro knacudgikatopa BOO3
B KapTOHHIl kopobLi MaHyeKkTypuHr (http://www.whocc.no/atc_ddd_index/): 3aTtBepmxeHo —
Cepsicus, JIICi, "AHTUHeonnacTUYHi 3acobun. MoHOKNoHanbHi aHTUTINa.
CLUA Kog ATX LO1X C14.", 3anponoHoBaHO —
d.XodhdpmaHH-I15 "AHTUHeoNnacTU4Hi 3acobu. MoHokNoHanbHi aHTuTINa Ta
Pouw NTa, KOH’toraTu aHTuTina 3 nikapcbkum 3acobom. IHribiTopu
LLisenuapis HER2 (peuenTopis 2 enigepmMarnbHOro daktopy pocTty
BTopuHHe noguin). Kog ATX LO1F D03". BBegeHHs 3MiH NpOTSArom
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky

(nikapcbka ¢gpopma,

ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

nakyBaHHS:

. XocpdpmaHH-I15
Pow ITa,
LLsenyapis
BvinpobyBaHHs
KOHTPOIIO SIKOCTI:
Pow ®apma AT,
Himevumna
Pow [iarHocTuke
'M6X, HimeuyunHa
. XocpdpmaHH-T14
Pow ITa,
LLsenyapis
Bunyck cepii:
. XodhdpmaHH-I1s
Pow ITa,
LLiBeviuapis

6-TV MicsaLiB nicns 3aTBEPOXKEHHS

105,

KAOCITA®

NopoLLOK AN
KOHLEeHTpaTy Ans
PO34mMHY Ans
iHdy3in no 100 mr; 1

NaKkoH 3 MOPOLLKOM

B KAPTOHHIl kopobui

TOB «Pow
YkpaiHa»

YkpaiHa

Bupo6HuLTBO
Hepo3dacoBaHoi
npoaykuii, nepBuHHe
nakyBaHHsi:
MateoH
MaHnydekTypuHr
Cepgicus, JJICi,
CLA
d.XodhdpmaHH-I15
Pow ITa,
LLiBeviLapis
BTopuHHe
nakyBaHHsi:

. XodpdmaHH-T4
Pow ITa,
LLisenuapis
BunpobyBaHHs
KOHTPOIMHO SIKOCTI:
Pow ®apma AT,
HimeuunHa
Pow [iarHocTtuke
Mv6X, HimeuunHa
. XodpdpmaHH-I4
Pow ITa,
LLisevuapis
Bunyck cepii:
d.XodhdpmaHH-I15
Pow ITa,
LLiBenuapis

CLIA/
LLsevinapis/
HimevuunHa

BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3miHu | Tuny
- AgminicTpaTtumeHi 3MiHn. 3miHa kogy ATX - 3MiHM BHECEHO
00 IHCTPYKUiT 4Na MeanyHoro 3acTocyBaHHS NikapcbKoro
3acoby no posainy "®apmakotepaneBTnyHa rpyna. Kog
ATX." BignoigHo 0o mixxHapogHoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/): 3aTtBepmxeHo —
"AHTMHeoNNacTM4YHi 3acobun. MoHoKMoHanbHi aHTUTINa.
Kog ATX LO1X C14.", 3anponoHoBaHoO —
"AHTMHeonnacT4YHi 3acobu. MoHOKNoOHanbHi aHTUTINa Ta
KOH’loraT aHTuTina 3 nikapcbkum 3acobom. IHribiTopu
HER2 (peuenTopiB 2 enigepmansHOro haktopy pocTy
noguHn). Kog ATX LO1F D03". BBegeHHs1 3MiH MpOTArom
6-TK MicAaUiB nicnsa 3aTBEPAXEHHS

3a
peuernmom

UA/13770/01/01

106.

KANEHOYN

Masbno40ry

MpAT

YkpaiHa

MpAT

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny

6e3

UA/7242/02/01




56 [TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MA3b KOHTelHepax; no 20 dapmaneBTuy dapmaueBTMyHa - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peuenma
abo no 30 r y Tybax Ha habpuka abpuika "Biona" KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa y NepBUHHIN
antomiHieux; no 20 "Biona" yNaKoBLi FOTOBOrO NikapCbKoro 3acofy (siKicHWUIA Ta
abo no 30 ry TyGi KinbKiCHUI cknag) - M’siki Ta HecTepunbHi pigki nikapcbki
antomiHieBin; no 1 dopmu. BeegeHHs gogatkoBux ynakoBok no 20 r ta no 30
TyGi B nayui 3 ry Ty6ax namiHatHux Tuny ABL 3 BywioHamu y nayui Ta
kapToHy; no 20 r abo 6e3 nayku, 3 BiANOBIAHUMW 3MiHAMM 40 p. «YNaKOBKay.
no 30 ry Tybax 3MiHM BHeCeHi B po3ain "Ynakoska" B iHCTPYKLto ANs
namiHatHux; no 20 r MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y 3B"S3Ky 3
abono 30 ry TyGi BBEOEHHSAM J04aTKOBMX YNAKOBOK, SIK HACMigoK -
namiHaTHin; no 1 3aTBEPAKEHHS TEKCTY MapKyBaHHA JOAATKOBUX YNaKoBOK
Ty6i B nayui 3 nikapcbkoro 3acoby. BBegeHHst 3MiH npoTsirom 6-t1
KapTOHY MicaUiB Nicnsa 3aTBEPAXKEHHS.
107.| KANEUUBEK | tabnetku, BKpUTi Axkopa Icnanis BupobHuuTBO IHpia/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/14799/01/01
C 150 NNiBKOBO Xenckea roToBOro Benuka - 3MiHK wopno 6eanekn/edeKTUBHOCTI Ta peuenmom
o6onoHkoto, no 150 C.JLY. nikapcbKkoro 3acooy, BpuTaHis/ capmakoHarnsgy. 3MiHM y KOPOTKili XxapakTepucTuui
mr, no 10 Tabnetok nepBuHHe ITanis/ nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
y 6nicTepi, no 3, 6 nakyBaHH4, HimevuunHa/ MELMNYHOro 3acToCcyBaHHs
abo 12 GnictepiB y BTOPUHHE Monbwa/ reHepu4HMX/riopnaHmx/GionogiGHMX nikapcbkmnx 3acobis
KapTOHHIN kopobLi nakyBaHHs, Icnanis/ nicnsi BHECEHHS Ti€i camoi 3MiHM Ha pedepeHTHUI
KOHTPOMb SIKOCTI ManbTa npenapart (3MiHa He NoTpebye HajaHHS XOAHUX HOBUX
cepii: [04aTKOBUX AaHMX). 3MiHN BHECEHO [0 iHCTPYKUii ans
IHTac MEeOUYHOro 3aCTOCYyBaHHS NiKapcbkoro 3acoby y po3ain

dapmackioTikans
Nimiten, IHAis;
BupobHuuTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOMb SKOCTI
cepii
(anbTepHaTUBHUIA
BUPOBHMK):
IHTac
dapmacbioTikans
Nimiten, IHais;
[MepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Akkopg Xenckea
Nimiten, Benuka
Bpuranis;
BTOPUHHE
nakyBaHHsi:
04N Canni YewH,
ITanis CMA, Itanis;
CK dapma

"OcobnuBocTi 3acTocyBaHHA" 3rigHO 3 iHcbopMalieto Woao
ME[IMYHOrO 3aCTOCyBaHHs pechepeHTHOro NikapCcbKoro
3acoby (Kcenopa, TabneTtku, BKpUTi MIiBKOBOHO
o6onoHko). BBeaeHHst 3MiH npoTsirom 6-Tu MicsauiB nicns
3aTBEPKEHHS.
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Nogxuctike M6X ,
HimeuumHa;
CwuHonTtus
IHpacTpian Cn. 3
0.0., MNonbLya;
KOHTPOSb SIKOCTi
cepii:
AcTpoH Pe3bopy
NimiTen, Benuka
BpuTtaHis;
KOHTPOMb SKOCTI
cepii:

AJIC NabopaTopic
(FOKen) NimiTea,
Benuka BputaHis;
KOHTPOSb SIKOCTi
cepii:
JTabopaTopi
dyHpacio JAY ,
Icnanis;
dapmagokc
Xenckea 4.,
ManbTa;
BigNOBiganbHUIM 3a
BUNYCK cepii:
Akkopp, Xenckea
Nimiten, Benuka
BpuTaHis

108,

KAMNEUMBEK
C 500

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 500
mr; no 10 TabneTok
y 6nictepi; no 3, 6
abo 12 6nicTepiB y
KapTOHHIN kopobLyi

Akkopg
Xenckea
C.JLY.

Icnania

BupobHuuTBO
roToBOro
nikapcbkoro 3acoby,
nepBUHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPOMb AKOCTI
cepii:

IHTac
dapmacbioTikans
NimiTen, IHain
BupobHuLTBO
roToBOro
nikapcbkoro 3acoby,
nepBUHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPOMb AKOCTi
cepii

IHpis/
Benuka
BpuTaHis/
ITanis/
IcnaHis/
HimeuuunHa/
Manbta/
MNonbLa

BHECEHHS 3MiH O peecTpauiiHnx martepianis: 3miHu | Tuny
- 3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3MiHu y KOpoTKil XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[MYHOro 3aCTOCYBaHHS
reHepu4HMX/ribpuaHnx/GionodibHux nikapcbkux 3acobis
nicnst BHECEHHS Ti€i camoi 3MiHM Ha pedepeHTHUI
npenapart (3MiHa He NoTpebye HafaHHS XOAHUX HOBUX
[o4aTKoBUX AaHuX). 3MiHM BHECEHO [0 IHCTPYKUIii Ans
MEeOUYHOro 3aCTOCYyBaHHS NiKapCbKoro 3acoby y po3ain
"OcobnuBocTi 3acTocyBaHHS" 3rigHO 3 iHpopMalieto LWoao
MELIMYHOrO 3aCTOCyBaHHs pedhepeHTHOro NikapCcbKoro
3acoby (Kcenopa, TabneTtku, BKpUTi MIiBKOBOO
o6onoHkot). BBeaeHHst 3MiH npoTsirom 6-Tu MicsauiB nicns
3aTBEPKEHHS.

3a
peuerimom

UA/14799/01/02
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(anbTepHaTUBHUIA
BMPOBHWK):
IHTac

dapmackioTikans
Nimiten, IHAis
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Akkopa Xenckea
NimiTen, Benuka
Bputanis
BignosiganbHui 3a
BUMYCK cepii:
Akkopp Xenckea
Nimiten, Benuka
BputaHia
BTopuHHe
nakyBaHHsi:
04N Canni YeiiH,
ITanis CIMA, Itania
KoHTponb sKocCTi
cepin:
AcTpoH Pe3bopy
Nimiten, Benuka
BpuTaHis
KOHTPOMb SKOCTI
cepii:
TlabopaTopi
dyHpacio JAY ,
Icnanis
KOHTPOMb SIKOCTI
cepii:

AJIC Nabopatopic
(FOKen) imiten,
Benuka bpuTaHis

BTOPUHHE
nakyBaHHsi:
CK ®apma
Nopxuctike MbBX,
HimeuunHa
KOHTPOIb SIKOCTi
cepii:
dapmagokc
Xenckea J14.,
ManbTta
BTOPUHHE
nakyBaHHS:
CwuHonTtus

IHgacTtpian Cn. 3
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

0.0., Monbwa

109.

KAPLICEAB®

TabneTku, BKPUTI
NniBKOBOIO
obonoHkoto, no 75
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
5 6nicTepiB y nayui

AT "®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu |
TMny - 3MiHK 3 AKocCTi. FoToBWMIA Nikapcbkuin 3acit. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa
nocravanbHWKa nakyBarnbHUX maTepianis abo
KOMMIEKTYHUMX (SIKLLO 3a3HA4YeHOo B AOCbE) (3amiHa abo
Ao[aBaHHS nocTavanbHuKka) BHECEHHS 3MiH Ao p. 3.2.P.7.
Cuctema koHTenHep/ 3akynoproBanbHui 3acib, a came
[0[aBaHHs anbTepHATUBHOIO NoctavyarnbHuka onbrv
namMiHoBaHoi nonisiHiNxnopugom Ta noniamigom Amcor
Flexibles Singen GmbH, Himeuyuura. 3miHm | Tuny - 3miHn
3 sikocCTi. [0TOBMIA Nikapcbkuin 3aci6. Cuctema
KOHTeWHep/3akynoptoBanbHuii 3acio. 3miHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX NEPBUHHOT
yNaKoBKM rOTOBOrO NiKapCbKOro 3acoby (BUIyYeHHs
HEe3Ha4yHOro nokasHuKa (Hanpuknag 3acTapinoro
noKasHuKa)) BHECEHHS 3MiH A0 crieuundikauii ana donbrm
namiHOBaHOI NONIBIHINXNOPMAOM Ta noniamigom, a came
Buny4yeHHs n. «Matepiany, «Po3mipu pynoHay, «LWupuHa
donbrn», «ToBwmHa». 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBwMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3akynoptoBanbHuii 3acio. 3miHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX NEPBUHHOT
yNaKkoBKW roTOBOrO MikapCbKoro 3acoby (40NOBHEHHSI
crneun@ikaLii HOBUM MOKa3HWKOM 3 BiAMNOBIAHUM METOO0M
BUNPOOYBaHHSA) BHECEHHS 3MiH A0 cneumdikauii ans
onbrin NamiHoOBaHoI NOMIBIHINXIOPUAOM Ta noniamigom, a
camMe JOMOBHEHHSA N. «laeHTudikauis»

Ne 30 — 6e3
peuenma;
Ne 50 - 3a
peuenmom

UA/14585/01/01

110,

KAPLICEAB®

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, no 150
mr, no 10 TabneTok
y 6nictepi; no 3 abo
5 GnicTepis y nayui

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX MmaTepianis: 3miHu |
Tuny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3aci6. Cuctema
KOHTeVHep/3aKkynoptoBarnbHui 3aci6. 3miHa
nocTavanbHuKa nakyBarnbHUX maTtepianis abo
KOMMMEKTYUMX (SIKLLO 3a3Ha4YeHo B AOCkE) (3amiHa abo
[o[aBaHHsi nocTavarnbHuKa) BHECEHHS 3MiH o p. 3.2.P.7.
Cuctema koHTelnHep/ 3aKynoproBarnbHWi 3acid, a came
A0AaBaHHA anbTepHaTMBHOIO NnoctayanbHuka gonbrm
namMiHoBaHoi nonisiHiNxnopuaoM Ta noniamigom Amcor
Flexibles Singen GmbH, HimeuyuuHa. 3miHu | TUny - 3miHn
3 gKkocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa napameTpis
cneundikaLi Ta/abo JoNyCTUMUX MEX NEPBUHHOT
yNakoBKM rOTOBOrO NikapCbKoro 3acoby (BuUnyYeHHs
He3Ha4yHOro nokasHuka (Hanpuknag 3actapinoro
NokasHMKa)) BHECEHHS 3MiH A0 creumdikauii onsa gonbrn
namiHOBaHoOi NoniBiHINXNopuaoM Ta noniamigom, a came
BuUnyyeHHs n. «Matepiany», «Po3mipu pynoHa», «LWupuHa
donbrn», «ToBwmMHa». 3MiHKM | TURY - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3aci6. 3miHa napameTpis

Ne 30 — 6e3
peuenma;
Ne 50 — 3a
peuenmom

UA/14585/01/02
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

cneumdikauii Ta/abo JoNyCcTUMMX MEX NepPBUHHOT
yNaKoBKW roTOBOTO MikapCbKOro 3acoby (A0NOBHEHHS
crneungikaLii HOBUM NOKa3HMKOM 3 BiAMOBIAHUM METOOOM
BUNPOOYBaHHS) BHECEHHS 3MiH A0 cneumdikauii ans
conbri NamiHoOBaHoOiI NOMIBIHINXNTOPMAOM Ta noniamigom, a
came JONOBHEHHSA N. «lgeHTudikauisy

111.

KBAUT®

PO34MH OpasnbHUiA,
no 100 mny
cnakoHi; no 1
nakoHy 3
[03YI04MM CTakaHOM
y nayui 3 KapToHy

AT "®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3miHu |l
TNy - 3MiHu 3 sikocTi. A®l. BupobHuuTteo. 3miHa
BUPOGHMKa BUXiQHOrO/MPOMIXXHOIO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHMYoMyY npoueci AP, abo
3MiHa BUPOGHMKa (BKMOYaoum, e HeobxigHo, micue
npoBeAeHHs KoOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI €BponeWnchkin dapmakonei y
3aTBepAKeHOMY A0CbE)(BBEAEHHS HOBOrO BUpobHuka AdI
3 HagaHHsaM macTep-gaina Ha AdI) - BBeaAeHHs1 HOBOro
anbTepHaTUBHOIO BUPOGHWMKA Aito40i peHoBUHM
ryavdeHesnHy Zhejiang Haizhou Pharmaceutical Co Ltd.,
Kutan 3 HagaHHsM macTep-davina (ASMF/GF/AP/Ner.4.4)
Ha AdI

6e3
peuyenma

UA/13812/01/01

112.

KBAHIN

PO34MH ANis iH'EKLIN,
500 mr/4 mn, no 4
MI B amnynax; no 5
amnyn y 6nictepi, no
2 GBnictepu y
KapTOHHI ynakoBuj

KYCYM
XENTXKEP
NBT NTA

IHaisa

CosepuvH Papma
Mpasit NimiTeq

IHAisA

BHECEHHS 3MiH 4O peecTpauiiHuX maTepianis: 3miHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOBHMUTBI. 3MiHa po3Mipy cepii (BKMoYaoym gianasoH
pO3Mipy cepii) roTOBOro Nikapcbkoro 3acoby (36inbLeHHs

8o 10 pasiB NOPIBHSHO i3 3aTBEPHKEHUM PO3MIPOM)
BBeAeHHSA fodaTkoBoro posmipy cepii 113 — 250 nitpis (60

240 amnyn). 3atBepakeHo: 43 nitpu (10361 amnyn);

B3anponoHoBaHo: 43 nitpu (10361 amnyn), 250 nitpis (60
240 amnyn).

3a
peuerimom

UA/18940/01/01

113,

KBATTPEKC

kancynu no 250 mr,
no 10 kancyny
6nictepi; no 2
Gnictepn y nayui 3
KapTOHY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XxapakTepucTuli
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMNYHOro 3aCTOCYBaHHS
reHepuyYHNX/riopnaHnx/6ionogibHMxX nikapcbknx 3acobis
nicnst BHECEHHS Ti€i camoi 3MiHM Ha pedepeHTHUI
npenapart (3miHa He nNoTpebye HaJaHHS XOAHWUX HOBUX
[04aTKOBUX AaHNX) 3MiHM BHECEHI 00 iHCTPYKUiT Anst
ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ginu
"®apmakoTepaneBTuyHa rpyna. Kog ATX" (3aTBepaKeHo:
McuxocTumynaTopm Ta HooTponHi 3acobu. Kog ATX NO6B
X; 3anponoHoBaHo: IHLWi NCUXOCTUMYNSATOPU Ta HOOTPONHI
3acobu. Kog ATX NO6B X22), "dapmakonoriyHi
BnactmeocTi", "lMokasaHHsa" "MpoTunokasaHHA",
"OcobnuBocTi 3acTocyBaHHA", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHs
Ta goaun", "Oitn", "Mepeno3yBanHs", "MobivHi peakuii”,
"KaTteropis Bignycky" (3aTBepgxeHo: bes peuenTa;
3anpornoHoBaHo: 3a peLenTom) 3rigHo 3 iHopmaLieto
LLI0A0 MEAMNYHOrO 3aCTOCYBaHHS pedepeHTHOro

3a
peuerimom

UA/12875/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

nikapcbkoro 3acoby (Noofen 250 mg cietas kapsulas).

114.

KBATTPEKC

kancynum no 250 wmr,
no 10 kancyny
GnicTepi; no 2
6nictepu y nayui 3
KapTOHY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:

y 3B’A3Ky i3 3MiHOI YMOB Bignycky Ha «3a peLenTtomy,
3MiHEeHO CTaTyC WOAO peknaMyBaHHs: Byno «nidnszaey;
cTano «He nignsAraey» - nucT-nigTeepaxeHHs Ol
«[depxxaBHuin ekcnepTHUA LeHTp MO3 YkpaiHn» Big
07.02.2023 Ne 375/2.4-4

3a
peuerimom

UA/12875/01/01

115.

KNAPUTPOMI
UUH

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkot, no 250
mr no 10 TabneTok y
Gnictepi; no 1
Gnictepy B navui

MAT
"Kuismegnpen
apatr”

Ykpaina

MNAT
"Kuismegnpenapat”

Ykpaina

BHECEHHS 3MiH 40 peecTpauiinHuX maTepianis: 3miHu |
Tmny - 3MiHK 3 sikocTi. FoToBUIA Nikapcbkmin 3acib. 3MiHM y
BMPOBHMUTBI (iHLWi 3MiHW) AkTyanisauis po3aainy 3.2.P.3.3

«Onnc BMpoBHMYOro NpoLiecy Ta KOHTPOSIO MPOLECY»,

3MiHa knacy 4nuctot D Ha knacudikoBaHi NpUMILLEHHS

(BunyyeHHs iHdopmauii npo knacudikauito BUpoOHNYMX
NPUMILLEHb, Y SIKUX NPOBOAATLCS CTafii TEXHOMOrYHOro
npouecy BMpobHuuTea J13, y 38’A3Ky 3i 3MiHOM Kracy
ynctot D Ha knacudikoBaHi NpuMilLeHHS). 3aTBepaXeHO:
Po3sgin 3.2.P.3.3. «Onnc BupobHu4oro npouecy Ta
KOHTPOIIO MpoLecy».

«...MpUMiLLLeHHS knacy yuctotu D...» 3anponoHoBaHo:
Po3sgin 3.2.P.3.3. «Onnc BupobHW4oro npouecy Ta
KOHTPOIIO MpoLecy».
«...KnacuikoBaHi MpUMILLEHHS. .. »

3a
peuerimom

UA/2547/01/01

116,

KNAPUTPOMI
UUH

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 500
mr no 10 TabneTok y
6nicTepi; no 1
6nictepy B nayui

MAT
"Kuismegnpen
apar”

Ykpaina

NAT
"KuisBmegnpenapat"

Ykpaina

BHECEHHS 3MiH 4O peecTpauinHuX maTepianis: 3miHu |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapcbkuii 3aci6. 3MiHU y
BMPOBHMUTBI (iHWi 3mMiHK) AkTyanisauia po3giny 3.2.P.3.3

«Onnc BUpoBHMYOro NpoLiecy Ta KOHTPOJIO MPOLECY»,

3MiHa knacy 4ymctotn D Ha knacudikoBaHi NpUMiLLEeHHS

(BUnyyeHHs iHdopmaLii npo knacudikaito BUpobHNYMX
NPUMILLEHb, Y SIKUX MPOBOAATLCS CTafii TEXHONONYHOrO
npouecy BupobHuuTea J13, y 38’s3ky 3i 3MiHOO Knacy
ynctotn D Ha knacudikoBaHi NpuMmilLeHHS). 3aTBepaXXeHO:
Po3sgin 3.2.P.3.3. «Onuc BupobHM4oro npouecy Ta
KOHTPOIO NpoLecy».

«...MpuMiLLLeHHS knacy yuctotum D...» 3anponoHoBaHo:
Po3sgin 3.2.P.3.3. «Onuc BupobHW4oro npouecy Ta
KOHTPOIO NpoLecy».
«...KnacudikoBaHi MPUMILLEHHS. .. »

3a
peuerimom

UA/2547/01/02

117.

KNOTPEKC

Mas3b; no 25 ry Ty6i;
no 1 Ty6i y nayui

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHWYMIA

LieHTp
"Bopuiariscbk
MR XimiKo-
hapmaueBTuy
HWI 3aBoa”

YkpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHUYMIA LEHTP
"BopLuariBcbkuii
XimiKo-
capmaLeBTUYHUA
3aBof"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHuX MaTepianis: 3miHu |
Tuny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema
KOHTENHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneundikaLi Ta/abo JoNyCTUMMX MEX NEPBUHHOT
yMNaKoBKM FOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHu) -
oHoBneHHs p. 3.2.P.7. Cuctema
KOHTEWHeP/3aKynoproBarnbHUA 3acib: BHECEHHS 3MiH Y
cneuudikauii Ans KOHTporo TyGu anoMmiHieBoi, a came
NPVBEAEHHS Y BiAMOBIAHICTbL 40 €BPONENCHLKMX CTaH4ApTIB
EN 15384-1 (3 BukopuCTaHHAM HaTpito xnopuay) Ta EN
15384-2 (3 BUKOPUCTaHHAM Midi cynbdaTy) n.
«[NopucTiTb/piBHOMIPHICTL NAKOBOI MMiBKU», 6€3 3MiHn

3a
peuerimom

UA/3473/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MeToAy KOHTporto. 3MiHu | Tuny - 3MiHK 3 aKkocTi. FoToBMI
nikapcbkuin 3aci6. CucTema KoHTelHep/3aKkynopioBanbHUiA
3aci6. 3miHa nocTavanbHMKa nakyBanbHUX maTepianis abo
KOMMMEKTYIOUMX (SIKLLO 3a3HAaYeHO B AOCHE) (BUIYYEHHS
nocTtayarnbHuKa) - oHoBneHHs p. 3.2.P.7. Cuctema
KOHTeWHep/ 3aKynoptoBarnbHWi 3acib, a came BUy4eHHS
HanMeHyBaHHSA NocTavYanbHUKIB NakyBanbHUX MaTepianis
3 peecTpauinHoOro 4ocbe
118, KO-BANOAIM | TtabneTku, BKpUTI KPKA, a.a., CnoBeHis BUPOBHMUTBO in CnoBeHis BHECEHHS 3MiH [0 peecTpauiHMx maTtepianis: 3miHu | Tuny 3a UA/17875/01/01
NniBKOBOK HoBo mecto bulk, nepsuHHe Ta - 3MiHu wono 6e3nekn/edheKTUBHOCTI Ta peuenmom

obornoHkKoto, no 5
Mr/160 mr/12,5 wr,
no 10 Tabnetok y
6nictepi, no 3 abo
no 9 Gnictepis y
KapTOHHIl kopobui

BTOPWHHE
nakyBaHHs1,
KOHTPOIb Ta BUMYCK
cepii: KPKA, o.4.,
HoBo mecTo,
CroBeHisi; KOHTPOIb
cepii (Tinbkn di3nYHi
Ta XiMi4Hi meToamn
KoHTponto): KPKA,
n.o., Hoeo mecTo,
CroBeHisi; KOHTPOIb
cepii (Tinbkn iznyHi
Ta xiMiyHi meTogmn
KoHTponto): HI130X
(HauioHanbHi
nabopatopis 3a
3apaB’e, OKOMeE iH
xpaHo), CrioBeHis;
KOHTpOnb cepii
(Tinbku pi3nyHi Ta
XiMiYHi meToaMn
KOHTpOIH0):
KeMincbki iHCTUTYT,
LieHTp 3a
Banigauivicke
TEexXHomMorie iH
aHaniTiko (LIBTA),
CroBeHisi; KOHTPOIb
cepii (Tinbku i3nyHi
Ta XiMiYHi meToamn
KOHTpor): JlabeHa
n0.0.0., CrnoseHia

dapmakoHarnsaay. 3miHa y KOpoTKili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUiT ans
MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynspHo
OHOBJHOBAHOrO 3BiTYy 3 He3neku nikapcbkoro 3acoby, abo
pocrnimkeHb 3 6e3neky 3acTocyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepion, abo sik pe3ynbTaT OLiHKK
3BIiTy 3 AOCMiAXeHb, NPOBEAEHMX BiAMOBIAHO A0 NnaHy
neaiatpuyHmx gocnigxeHs (PIP) (iHwi 3miHW) - 3MiHK
BHECEHO [0 iIHCTPYKLUiT ANS MeANYHOro 3acTocyBaHHSA
nikapcbkoro 3acoby o po3sginie "OcobnueocTi
3actocyBaHHs", "Mo6ivHi peakuii” BignoBigHO OHOBNEHOT
iHdbopMaLii 3 6e3neku gjto4oi pe4oBMHN rigpoxnopTiasng
3rigHo pekomenAauin PRAC. MNMpeacTtasneHi 3miHv B
iHdbopMalii 3 6e3neku LLoao BHECEHHS 3MiH Ta JOMNOBHEHb
o po3ginis “OcobnuBocTi 3acTocyBaHHS",
“Mepeno3yBaHHsa” Ta “IMobivHi peakuii” NpoekTy IHCTPYKUiT
ONst MEAMYHOro 3aCTOCYBaHHS fikapcbkoro 3acoby Ha
nigctasi pekomeHgauin PRAC, wo po3awmilleHi Ha
ogiuinHoMy canti EMA, OHOBMNEHOI KOPOTKOT
xapaktepuctuku J13 Ta niaTBepaXXeHHst 3MiH y KpaiHi
3asiBHUKa MOXyTb OYTV peKOMEHOOBaHI 40 3aTBEPOXKEHHS
Ta BHECEHHS B iHCTPYKLitO ANst MEAWYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby. BBeaeHHst 3MiH npoTsarom 6-tu
MicaLiB Nicnsa 3aTBepAXEHHS; 3MiHu | Tuny - 3MiHu Wwoao
6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKili XapaKTepuCTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEAWYHOrO 3aCTOCYBaHHS
Ha NigcTaBi perynsipHO OHOBIIOBAHOIO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHsI NikapCcbKoro 3acoby B nicnsipeecTpauiiHni
nepion, abo sk pesynbTaT OLiHKM 3BiTYy 3 AOCNIAKEHb,
npoBeAeHuX BiANOBIAHO A0 NMnaHy negiaTpuyHux
pocnimxkeHs (PIP) (iHwi 3MiHK) - 3MiHM BHeceHo Ao
IHCTPYKUIT ANS MEAMYHOrO 3aCTOCYBaHHS MiKapCbKOro
3acoby Ao posainy "MepenosysaHHa" BiANoBIiAHO
OHOBIeHOT iHdopMmaLii 3 6e3nekun Ailo4oi pevoBUHN
amnoguniH 3rigHo pekomeHaauin PRAC. MNpeacraeneHi
3MiHM B iHcpopMalii 3 6e3neku LWoa0 BHECEHHS 3MiH Ta
[AO0MOBHEHb A0 po3ainis “OcobnmBocTi 3acTocyBaHHs",
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

“Mepepno3yBanHHA” Ta “INMobivHi peakuii” NpoekTy iHCTPYKLii
ONst MEAWYHOrO 3aCTOCYBaHHS fikapcbkoro 3acoby Ha
nigctasi pekomeHgauin PRAC, o po3milleHi Ha
ogpiuintHoMy canti EMA, OHOBMNEHOI KOPOTKOT
xapaktepuctukm J13 Ta niaTBEpAXEHHS 3MiH Y KpaiHi
3asBHUKa MOXYTb BYTV pekoMeHO0BaHi 40 3aTBEPAXKEHHS
Ta BHECEHHSI B iHCTPYKLt0 AN MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeBefeHHs 3MiH NpoTsrom 6-Tu
MicaUiB Nicnsa 3aTBepAXeHHsA

1109.

KO-BANnoAain

TabneTtkn, BKPUTI
NniBKOBOKO
o6ornoHkoto, no 10
Mr/160 mr/12,5 wr,
no 10 tabnetoky
6nictepi, no 3 abo
no 9 Gnictepis y
KapTOHHIN kopobLi

KPKA, a.4.,
Hoso mecto

CnoBeHis

BUPOBHMUTBO in
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOIb Ta BUMYCK
cepii: KPKA, a.4.,
Hoso mecTo,
CroBeHisi; KOHTPOIb
cepii (Tinbkn iznyHi
Ta XiMiYHi meToamn
koHTpormio): KPKA,
n.a., Hoso mecTo,
CroBeHisi; KOHTPOIb
cepii (Tinbkn di3nYHi
Ta XiMiYHi meToamn
KoHTponto): HI30X
(HauioHanbHi
nabopatopis 3a
3apaB’e, OKOMeE iH
XpaHo), CrioBeHis;
KOHTPOMb cepii
(Tinbku pi3nyHi Ta
XiMiYHi meToamn
KOHTpOrH0):
KeMincbki iHCTUTYT,
LleHTp 3a
Banigauincke
TEXHOMOTIE iH
aHaniTiko (LIBTA),
CroBeHisi; KOHTpOIb
cepii (Tinbku i3nyHi
Ta XiMiyHi meToamn
KOHTponto): JlabeHa
n0.0.0., CrnoseHisa

CnoBeHis

BHECEHHS 3MiH O peecTpauiHuX maTepianis: 3miHu | Tuny
- 3MiHu wopno 6esnekn/eeKTUBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MEeOUYHOro 3aCTOCYyBaHHS Ha NiacTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
JocnimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OuiHKK
3BITY 3 4OCNigKeHb, NPOBEAEHNX BIAMNOBIAHO 4O NnaHy
neaiatpuyHmx gocnimxeHs (PIP) (iHwi 3miHW) - 3MiHK
BHECEHO [0 iHCTPYKUii ANst MEQUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginie "OcobnuneocTi
3acTtocyBaHHs", "Mo6iyHi peakuii” BignoBigHO OHOBNEHOT
iHdpopmaLlii 3 6e3neku Ail4oi pe4oBMHM riAPOXIopTia3va
3rigHo pekoMergauii PRAC. MNpeacTtaeneHi 3aMiHu B
iHcpopMmalii 3 6e3nekn LWoao BHECEHHS 3MiH Ta AOMNOBHEHb
0o posginie “OcobnMBoCTi 3acTOCyBaHHA”,
“Mepeno3yBaHHs” Ta “lMobivHi peakuii” NpoekTy iHCTPyKUil
ONst MEQUYHOro 3aCTOCYBaHHS fikapcbkoro 3acoby Ha
nigctasi pekomeHaauin PRAC, wo po3milleHi Ha
odpiuiiHomy cainTi EMA, OHOBREHOI KOPOTKOT
xapaktepucTuku J13 Ta niaTBepaXeHHst 3MiH y KpaiHi
3asBHUKA MOXYTb OYyTU peKOMEeHA0BaHI 4O 3aTBEPAKEHHS
Ta BHECEHHSI B iIHCTPYKLtO0 AN MEAUYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BBeaeHHst 3MiH npoTsarom 6-tu
MicsLiB nicnsi 3aTBEpOKEHHS; 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapaKTepuCTuLi NikapCcbKoro 3acoy, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT AnA MeAWYHOro 3acToCyBaHHs
Ha niacTaBi perynsipHo OHOBMOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHS NiKapCcbKoro 3acoby B micnspeecTpauiiHni
nepiofl, abo sik pesynbTaT OLiHKM 3BiTY 3 JOCHIMXEHD,
npoBeAeHuX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocnimkerb (PIP) (iHwi 3MiHK) - 3MiHWM BHeceHo Ao
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBAHHS MiKapCbKOro
3acoby Ao posainy "lMepenosysaHHa" BiANoBigHO
OHOBJIEHOI iHhopMmaLii 3 6e3neku aitoyoi pevyoBUHN
amnoauniH 3rigHo pekomeHaauii PRAC. MpeacTtaeneHi
3MiHM B iHpopMalii 3 6e3neku LWoA0 BHECEHHS 3MiH Ta

3a
peuernmom

UA/17875/01/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[oMoBHEHb 40 po3ainiB “OcobnmBocTi 3acTocyBaHHNA",
“Mepeno3yBaHHs” Ta “MobivHi peakuii” NpoekTy iHCTPYKUIi
ONst MEQUYHOro 3acTOCYBaHHS fikapcbkoro 3acoby Ha
nigctasi pekomeHgauin PRAC, o po3milleHi Ha
odpiuinHomy canti EMA, OHOBREHOI KOPOTKOT
xapaktepucTukm J13 Ta niaTBepmkeHHs 3MiH y KpaiHi
3asBHUKa MOXYTb BYTV peKoMeHO0BaHi 40 3aTBEPAXKEHHS
Ta BHECEHHSI B iIHCTPYKLtO A4Sl MEAMYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeegeHHs1 3MiH NpoTsirom 6-t1
MicaUiB Nicnsa 3aTBepAXeHHs
120.| KO-BANOAIN | tabnetku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO in CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/17875/01/03
NNiBKOBOK HoBo mecto bulk, nepsuHHe Ta - 3MiHK wopno 6eanekn/edeKTUBHOCTI Ta peuenmom
o6onoHkoto, no 10 BTOPUHHE capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuui
Mr/160 mr/25 mr, no nakyBaHHs, nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
10 TabneTtok y KOHTPOIb Ta BUMYCK MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynspHo
6nictepi, no 3 abo cepii: KPKA, a.4., OHOBJHOBAHOrO 3BiTY 3 Ge3nekun nikapcbkoro 3acoby, abo
no 9 Gnicrepi y HoBo mecTo,

KapTOHHil kopobui

CroBeHisi; KOHTPOIb
cepii (Tinbkn iznyHi
Ta xiMiyHi meTogmn
KoHTponto): KPKA,
n.a., Hoso mecTo,
CroBeHisi; KOHTPOIb
cepii (Tinbku di3nyHi
Ta XiMiYHi meToamn
KoHTponto): HII3OX
(HauioHanbHi
nabopatopis 3a
34paB’e, OKOME iH
xpaHo), CroBeHis;
KOHTPOMb cepii
(Tinbkn i3nyHi Ta
XiMiYHi meToaMn
KOHTpOrH):
Kemivicbki iHCTUTYT,
LleHTp 3a
Banigauincke
TEXHOMOTIE iH
aHaniTiko (LBTA),
CroBeHisi; KOHTpOIb
cepii (Tinbkun di3nyHi
Ta XiMiYHi meToamn
KOHTponto): JlabeHa
A.0.0., CnioeHis

pocnigpkeHb 3 6e3nekn 3acToCyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OLiHKK
3BITY 3 OCNigXeHb, NPOBEAEHNX BIANOBIAHO 4O NNaHy
nepiaTpnyHnx gocnigpxkeHs (PIP) (iHwi 3miHW) - 3MiHK
BHECEHO [0 iIHCTPYKLUiT ANS MeANYHOro 3acTocyBaHHSA
nikapcbkoro 3acoby o po3aginie "OcobnuneocTi
3actocyBaHHs", "Mo6ivHi peakuii” BigNoBigHO OHOBNEHOT
iH(bopMaLii 3 6e3neku Ajto4oi pe4oBMHN rigpoxnopTiasng
3rigHo pekomeHaauin PRAC. MpeacTtaBneHi 3miHv B
iHdbopmaii 3 6e3nekm Woao BHECEHHS 3MiH Ta AONOBHEHb
o po3ginis “OcobnuBocTi 3acToCcyBaHHS",
“Mepeno3yBaHHs” Ta “IMobivHi peakuii” NpoekTy iHCTPyKUil
0N MeQUYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby Ha
nigctasi pekomeHpauin PRAC, wo po3awmilleHi Ha
odpiuiiHomy cainTi EMA, OHOBREHOI KOPOTKOT
xapaktepuctukm J13 Ta niagTBepmXeHHst 3MiH Yy KpaiHi
3asiBHUKa MOXyTb OYTV peKoMeHOOBaHi 0 3aTBEPOXKEHHS
Ta BHECEHHSI B iIHCTPYKLt0 AN MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeeaeHHst 3MiH npoTarom 6-tu
MicaLiB Nicnsa 3aTBepAXEHHS; 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKi XapaKTepuCTULLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEeAWYHOro 3aCTOCYBaHHS
Ha niacTaBi perynsipHo OHOBMIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbKoro 3acoby B nicnsipeecTpauinHuii
nepiofl, abo sik pesynbTaT OUiHKM 3BiTY 3 [OCHIMXEHD,
NPOBEAEHNX BiANOBIAHO A0 NMaHy negiaTpuyHux
pocnimxeHs (PIP) (iHwi 3MiHK) - 3MiHWM BHeceHo Ao
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBAHHS MiKapCbKOro
3acoby no po3giny "lMepenosyBaHHs" BiANOBIAHO
OHOBIeHoT iHdopmaLii 3 6e3nekun aito4oi pevoBUHN
amnoauniH 3rigHo pekomeHaauii PRAC. MpeacTtaeneHi
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiHM B iHbopMmalii 3 6e3neku Woa0 BHECEHHS 3MiH Ta
[AOMOBHEHb A0 po3gainiB “OcobnuBocTi 3acTocyBaHHS",
“Mepepno3yBanHHnA” Ta “NobivHi peakuii” NpoekTy iHCTPYKLii
ONst MEQVYHOro 3acTOCYBaHHS fikapcbkoro 3acoby Ha
nigctasi pekomeHgauin PRAC, wWwo po3mileHi Ha
ogpilintHoMy canti EMA, OHOBMNEHOI KOPOTKOT
xapaktepucTukm J13 Ta niaTBepmkeHHs 3MiH y KpaiHi
3asiBHUKa MOXYTb OyTV peKOMEHOOBAHI 10 3aTBEPOKEHHS
Ta BHECEHHSI B iHCTPYKLt0 AN MEAUYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeegeHHs1 3MiH NpoTsirom 6-t1
MicsLiB nicnsi 3aTBepAKEHHS
121, KOHBEPIYM Tabnetku no 150 wmr; Mepokemi Kinp Mepokemi JIT[ Kinp BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHu | Tuny 3a UA/12201/01/01
no 10 Tabnetok y nTa (LleHTpanbHuii - 3MiHu 3 sikocCTi. FOTOBMIA NikapCbkuii 3aci6. 3MiHN y peuenmom
6nictepi, no 3 abo 3aBop) BUPOOHMLTBI. 3MiHM Y Npoueci BUPOGHMLITBA rOTOBOIO
10 GnicTepiB B nikapcbkoro 3acoby, BKIoYayy NPOMIXKHUA NPOAYKT, LLO
ynakoBLi 3aCTOCOBYETLCS MPY BUPOBGHULITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y npoLieci BUPOGHMLTBA)
BHECEHHS HE3HAYHUX 3MiH Y npoLec BMpobHULTBa Yepes
HasIBHICTb HOBOro obnagHaHHs.
122 KOHBEPIYM Tabnetku no 300 wmr; Mepnokewmi Kinp Mepokemi 1TA Kinp BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny 3a UA/12201/01/02
no 10 Tabnetok y nTa (LleHTpanbHuii - 3MiHu 3 sikocCTi. FOTOBMIA NikapCbkuii 3aci6. 3MiHN y peuenmom
6nictepi, no 3 abo 3aBop) BUPOOHMLTBI. 3MiHM Y Npoueci BUpOGHMLTBA rOTOBOIO
10 GnicTepiB B nikapcbKoro 3acoby, BKIOYayy NPOMIXKHUA NPOAYKT, L0
ynakoBLi 3aCTOCOBYETLCS MPY BUPOOHULITBI FOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y npoLieci BUPOGHMLITBA)
BHECEHHS HE3HaYHMX 3MiH y NpoLec BUPOOHULITBA Yepes
HasIBHICTb HOBOro 0bnagHaHHs.
123 KOPBANON® | kancynu m'aki no 10 AT "®apmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | bes UA/14667/01/01
K Kancyn y 6nictepi; Tuny: 3minum 3 akocTi. APl Cuctema peuernma

no 1 abo no 3
Gnictepu y navui

KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3mMiHu napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX, 3a3Ha4YeHuX y
cneuudikauisx, Ans 6esnocepenHboi ynakosku AdI
(BUNYYEHHS HE3HAYHOTO NOoKa3HWKa crneumdikawii
(Hanpvknag BUMyYeHHS 3acTapinoro nokasHvka)) 3MiHn Ao
peecTpauinHoro aocke 113 Kopsanon®K, kancynu m'ski,
noB’s3aHi 3 oHoBNeHHsiM p. 3.2.S.6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acio ansa A®| Onia xmento,
pigvHa (cybcTaHuisa) y donakoHax 3i ckrnomacu ta
npuTepToro Npobkoto, a came 3i cneumdikaLii Ha dnakoHu
Ta NPoGKM NPONOHYETLCSH BUMYYUTU NMOKa3HUKU: Po3mipu
dnakoHa, Po3amipn npobku, MapkyBaHHS, YnakoBky,
YmoBwu 36epiraHHs, Tak sik 3a3HaveHi MOKa3HUKU €
HEKPUTUYHMMMU | He BNnuBatoTb Ha skicTb ADI. Matepian
dnakoHiB Ta NPOOOK 3aNnLLIAETLCS HE3MIHHUM.
3abapBreHHst Ta XiMiYHUIA cknag MaTepiany rakoHis
3anuwaeTbcst HeaMiHHMM. Crocib ykynopku — nputepTa
npobka, TakoX He 3MIHKETLCS. 3MiHK | Tuny: 3MiHK 3
sikocTi. A®l. Cuctema KoHTeHep/3akyrnoproBarnbHUi 3acib.
3miHu napameTpiB cneuudikauin Ta/abo JONyCTUMUX MEX,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

3a3HaveHux y cneundikadisix, ons 6esnocepeHboi
ynakoBku A®| (BUNy4eHHs HE3HAYHOro NoKasHWKa
cneundikauii (Hanpuknag BUNyYeHHs1 3acTapinoro
nokasHuKa)) - 3MiH1 [0 peecTpadiiHoro gocbe M3
Kopanon®K, kancynu m'ski, NoB’sa3aHi 3 OHOBNEHHAM p.
3.2.S.6. Cuctema KoHTelrHep/ 3akynoptoBarsibHuiA 3acio
ans A®l Etunosui edip a-6pomizoBanepiaHoBOi KUCIOTH
(cybcTaHuis) y donakoHax 3 opaHXeBoro ckna ta
npuTEPTOIO NPOGKOLD, a came 3i cneundikaLii Ha dnakoHu
NPOMOHYETLCS BUMYYUTU NOKA3HUKW: PO3Mipy donakoHa Ta
pO3Mipy NPOBKK, T. 1. 3a3HAYEHI MOKA3HUKN €
HEKPUTUYHUMM | He BNNMBatoTb Ha sikicTb ADI. MaTepian
crakoHiB Ta NPo6oK 3anuwaeTbCs HE3MIHHUM. 3MiHN |
Tuny: 3minum 3 akocTi. APl Cuctema
KOHTeWHep/3aKkynoptoBanbHuii 3acit. 3MiHu napameTpis
cneumdikauii Ta/abo 4oNyCTUMMX MEX, 3a3HauYeHnx y
cneuudikauisx, Ans 6esnocepenHboi ynakosku AdI
(oonoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM Ta
Bi4NOBIgHNM MEeTOAOM BUNPOOYBaHHS) 3MiHM OO
peecTpauiiHoro gocke 13 noB’sA3aHi 3 BHECEHHSIM 3MiH
0o p. 3.2.5.6. Cnuctema KoHTeHep/3aKkynoproBanbHuii
3acio ana A®l Onis xmento, a came BHECEHHS! MOKasHUKa
«lMgponitnyHa cTirikicTby» y cneundikadito Ans BXigHOro
KOHTPOMIO Ha (oNakoHu 3i CKnoMacwy Ta NpuTepToro
npo6koto, 3rigHo 3aranbHoi cTaTTi 3.2.1. CknsHi
KOHTeNHepu Ans dapmaueBTUYHOro 3actocyBaHHs, JPY.
3MiHu | TUny: 3miHn 3 sikocTi. A®L. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3mMiHu napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX, 3a3HaYeHUX y
cneuudikauisix, ons 6esnocepenHboi ynakosku ADI
(nonoBHeHHs crneumdikaLii HOBUM NOKa3HMKOM Ta
Bi4NOBIOHNM METOAOM BUNPOGYBaHHS) 3MiHM 0
peecTpauinHoro gocbe 13 noe’si3aHi 3 BHECEHHAM 3MiH
0o p. 3.2.5.6. Cuctema koHTeNHep/3akynoproBarbHUii
3acio gna A®| Onia xmernto, a caMme BHECEHHS NOKa3HMKa
«MponyckaHHsa cBiTna» go cneundikadii 4na BXiAHOro
KOHTPOMIO Ha (onakoHu 3i cknomacuy Ta NnpuTepTor
npobkoto, 3rigHo 3aranbHoi cTaTTi 3.2.1. CknsHi
KOHTeNHepu Ansa dhapmaleBTUYHOro 3acTocyBaHHs, APY.
3MiHu | TUny: 3miHn 3 sikocTi. A®L. Cuctema
KOHTEMHep/3aKynoptoBanbHuii 3aci6. 3miHu napameTpis
cneundikauii Ta/abo JoNyCTUMMX MEX, 3a3Ha4YEeHNX Y
cneuudikauisix, anst 6esnocepenHboi ynakosku AdI
(OonoBHeHHSA cneumdikaLii HOBUM NOKA3HMKOM Ta
BiZNOBIgHNM METOAOM BUNPOOYBaHHS) 3MiHM J0
peecTpauinHoro gocbe 13 no’si3aHi 3 BHECEHHAM 3MiH
0o p. 3.2.5.6. Cuctema KoHTeNHep/3aKynoproBarbHUiA
3aci6 gna A®I Etunosun edip a-6pomizoBanepiaHoBoi
KMCINOTU, a8 caMe BHECEHHs nokasHuka «ligponitnyHa
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

CTIRKICTb» Y crneumdikauito 4nsa BXiGHOro KOHTPOSIO Ha
hnakoHM 3 OPaHXXeBOro CKra Ta NpUTEepPTO NPOBKOoH,
3rigHo 3aranbHoi cTatTi 3.2.1. CKNsAHi KOHTEeNHepW Ans
dapmaLeBTUYHOro 3acTocyBaHHs, AdPY. 3miHn | Tuny:
3MmiHm 3 sikocTi. ADL. Cuctema
KOHTeNHep/3akynoproBanbHuii 3acit. 3miHu napameTpis
cneumndikaui Ta/abo JonNyCTUMMX MEX, 3a3HauYeHnx y
cneuudikauisix, ans 6eanocepenHboi ynakoeku API
(oonoBHeHHS cneumdikaLii HOBUM NOKA3HMKOM Ta
Bi4NOBIgHNM MEeTOAOM BUNPOGYBaHHS) 3MiHM A0
peecTpauiiHoro gocke 13 noB’sA3aHi 3 BHECEHHSIM 3MiH
0o p. 3.2.5.6. Cnuctema KoHTeHep/3aKkynoproBanbHuii
3aci6 gna A®| ETunosuin edip a-6pomizoBanepiaHoBoi
KMCNOTK, @ Came BHECEHHsI NMoKa3Huka «[1ponyckaHHs
cBiTNa» 4o cneuundikauii 4na BXiGHOro KOHTPOSO Ha
hriakoHM 3 OpaH)XeBOro ckra Ta NpUTEPTOLo NPobKoto,
3rigHo 3aranbHoi cTatTi 3.2.1. CKNsAHi KOHTEeNnHepW Ans
dhapMaueBTUYHOro 3acTocyBaHHs, JPY

124,

KCUNA30n

crnpen HasanbHU,
posumnH; no 10 mny
cbnakoHi 3
posnunoBaYem Ta
3aXVCHUM
KoBMnaykom; no 1
drakoHy B
KapTOHHIN kopobLyi

TOB «YOPNL
MEOVLMH»

YkpaiHa

yorng MEAOVNUMH
IJTAY CAH. BE
TIOK. A.LL.

TypeyuunHa

BHECEHHS 3MiH [0 peecTpauiiHuX MaTepianis: 3amiHa
3asiBHUKA (BNacHMKa peecTpauinHoro NocBig4YeHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne460)

TepMmiH BBEAEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPOKEHHST; 3MiHM | TMny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy. BeegeHHs
abo 3MiHM [0 y3aranbHEHUX faHuX NPo cUCTEMY
dapmakoHarnagy (BBeOeHHs y3aranbHEeHUX aHUX Npo
cucTemMy chapMakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANoBiganeHOI 3a 3A4iMCHEHH:A dhapMakoHarnaay;
KOHTaKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa ansi
34iicHeHHs dhapmakoHarnagy B YKpaiHi, AKLWO BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu, BianoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKMYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi MacTep-dariina cuctemu
dapmakoHarnsay) - 3MiHa ynoBHoBaxeHoi ocobun
3asiBHUKA, BignoBiganbHoi 3a hapmakoHarnag. Hirova
pepakuis: Mescim Inbk6axap AiHvens / Mrs. Mevsim
llkbahar Dincel. NponoHoBaHa pegakuis: MNyano NaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHMX AaHVX YMOBHOBaXEHOI
ocobu 3asiBHUKa, BiANOBIAanbHOI 3a hapmakoHarnsg.
3MiHa Micus 3aiNCHEHHsI OCHOBHOI AiSANbHOCTI 3
dapmakoHarnsagy. 3miHa micLe3HaxomKeHHs macTep-
davina cuctemu papmakoHarnsgy

6e3
peuenma

UA/18500/01/01

125,

KCirgyo
MPOJIOHI

TabneTku, BKPUTI
NniBKOBOO
060noHKot,
NPONOHroBaHoi Aii
no 10/500 mr no 7
Tabnetok y 6nictepi;
no 4 6nictepu y

ACTPASEHEK
A Ab

LLBeuis

BUPOGHMLTBO in-
bulk, koHTponb
AIKOCTi, NEPBUHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii: Actpa3eHeka
dapmacbtoTukanc

CLA

BHECEHHS! 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu |
Tuny - 3MiHK 3 sKocTi. [0TOBMI Nikapcbkni 3acib.
CrabinbHicTb. 3MmiHa y TepMiHax npuaaTHocTi abo ymoBax
306epiraHHsa roToBOro nikapcbkoro 3acoby (3miHa B ymoBax
30epiraHHsi roTOBOro nikapcbkoro 3acoby abo nicnsi
PO34MHEHHSI/BIAHOBMNEHHS) 3MiHa YMOB 36epiraHHs
nikapcbkoro 3acoby (3aTBepAXeHO: XpaHUTb Npu

3a
peuenmom

UA/15985/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHil kopobui JMN, CLUA; TemnepaType Hxke 30°. XpaHUTb B HE4OCTYMHOM Aflsi
BMPOOHMLTBO in- AeTei MecTe; 3anpornoHoBaHo: 3bepirat Npu TemnepaTypi
bulk: Bpicton- Hwkye 25°C. 36epirati y HegoOCTyNHOMY Ans giTen Micui).
Marwepc CkBi66 BBegeHHs 3miH npoTsArom 6-Tu MicsiiB nicnsi
MaHydakTypiHr 3aTBEPAKEHHSA HE PEKOMEH0BAHO [0 3aTBEPKEHHS,
Komnasi, CLLUA OCKINbKWN 3MiHa CTOCYETbCS 3aCTEPEXEHHS LWOJ0 SKOCTI
nikapcbkoro 3acoby. 3MiHM BHECEHO B iHCTPYKLito Ans
MeAMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain
«YMoBW 36epiraHHA» 3 BIANOBIAHUMUN 3MiHAMM Y TEKCTI
MapKyBaHHs1 YNakoBKM fikapcbkoro 3acoby. TepmiH
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBEPKEHHS HE PEeKOMEHOOBaHMWM
126. KCIrgyo TabneTkn, BKPUTI ACTPA3EHEK Lseuis BUPOBHMLTBO in- CLIA BHECEHHs1 3MiH JO peecTpauiiHux maTtepianis: 3MiHu | 3a UA/15983/01/01
MPOJNOHI" NniBKOBOKO A ABb bulk, koHTponb TMny - 3MiHKM 3 AKOCTI. F0TOBUIA Nikapcbkuin 3aci6. peuernmom
060OHKOH, SIKOCTi, NEPBMHHE Ta CT1abinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
NPOSIOHroBaHoI Aji BTOPUHHE 36epiraHHs roTOBOro fikapcbkoro 3acoby (3miHa B ymoBax
no 10/1000 wmr, no 7 nakyBaHHs, BUNYCK 36epiraHHst rOTOBOrO Nnikapcbkoro 3acoby abo nicns
TabneTtok y Gnictepi; cepii: AcTpa3eHeka PO34YNHEHHS/BIAHOBEHHS) 3MiHa YMOB 36epiraHHs
no 4 Gnictepn y dapmacbtoTukanc nikapcbkoro 3acoby (3aTBEpAKEHO: XpaHWUTb Npu
KapTOHHIN kopobLi N, CLA; TemnepaTtype Huxe 30°. XpaHuTb B HEQOCTYMHOM AN
BMPOGHMLTBO in- AeTeln MecTe; 3anpornoHoBaHo: 3bepiratv npu Temneparypi
bulk: BpicTton- Hwxkye 25°C. 36epirati y HegoCTyNHOMY Ans giTen Micui).
Manepc CkBibb BBeneHHs 3miH NpoTArom 6-Tu MicsiB nmicnsi
MaHyakTypiHr 3aTBEPKEHHS HE PEKOMEHOO0BAHO [0 3aTBEePKEHHS,
Komnasi, CLLUA OCKifbKN 3MiHa CTOCYETbCA 3aCTEPEXEHHS LLIOAO SKOCTI
nikapcbkoro 3acoby. 3MiHM BHECEHO B IHCTPYKLO Ans
MeZMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
«YMoBWM 36epiraHHs» 3 BiANOBIAHMMU 3MiHAMU Y TEKCTI
MapKyBaHHS yNakoBKU MikapcbKkoro 3acoby. TepMiH
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS HE PEKOMEHOOBaHMM
127.| KCIrgayo TabneTkn, BKpUTI ACTPA3EHEK LLseuis BMPOBHMLTBO in- CLUA BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/15984/01/01
NMPONOHI NniBKOBOIO A ABb bulk, koHTponb Tuny - 3MiHK 3 sikocTi. [OTOBWMI Nikapcbkuii 3acib. peuenmom
060onoHKot, SIKOCTi, NEPBUHHE Ta CrabinbHicTb. 3miHa y TepMiHax npuaaTHocTi abo ymoBax
NPOJIOHrOBaHOI Aji BTOPUHHE 36epiraHHs rOTOBOrO NikapCbKoro 3acoby (3miHa B ymoBax
no 5/1000 mr; no 7 nakyBaHHs1, BUNYCK 36epiraHHsi roToBOro nikapcbkoro 3acoby abo nicns
Tabnetok y 6nictepi; cepii: Actpa3eHeka PO34MHEHHSI/BIAHOBNEHHS) 3MiHa YMOB 36epiraHHs
no 4 Gnictepn y dapmacbioTukanc niKapcbKoro 3acoby (3aTBEpPAKEHO: XPaHUTL Mpu
KapTOHHiIl kopobui TN, CLWA,; TemnepaTtype Huxke 30°. XpaHuUTb B HeQOCTYMHOM A1si
BUPOGHMLTBO in- AeTel MecTe; 3anponoHoBaHo: 3bepiratv npu Temneparypi
bulk: Bpicton- Hux4e 25°C. 36epiratv y HeJOCTyNnHOMY ANs AiTen micui).
Mawiepc CkBi66 BBeneHHs 3MiH npoTsirom 6-TW Micsuis nicnsi
MaHyakTypiHr 3aTBEPKEHHS HE PEKOMEHOO0BAHO [0 3aTBEPKEHHS,
KomnaHi, CLLA OCKiNbKM 3MiHa CTOCYETBCS 3aCTEPEXEHHS LLIOAO AKOCTI
nikapcbkoro 3acoby. 3MiHM BHECEHO B iHCTPYKLUilo Ansi
MeZMYHOro 3aCTOCYBaHHsI NikapcbKkoro 3acoby y po3ain
«YMoBWM 36epiraHHA» 3 BiAMOBIAHMMW 3MiHAMU Y TEKCTI
MapKyBaHHS1 yNakoBKU fikapcbkoro 3acoby. TepMiH
BBegeHHs 3MiH NpoTArom 6-Tv MicauiB nicnsi




69 [TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aTBEPKEHHS HE PeKOMEHOO0BaHWM
128.| NNAMIKTAN TabneTku no 50 wmr; nakcoCmiTKn Benuka Hendpapm MosHaHb Monbwa BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu | 3a UA/0452/02/02
no 10 Tabnetok y anH Ekcnopt BpuTtaHia C.A. TMNYy - AOMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHYBaHHS peuenmom
6nictepi 3 Timiteq Ta/abo agpecu MicLsi NPOBaDKEHHS OiSNbHOCTI
nonisiHinxnopua/an BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
loMiHieBOT BKITHOYAK04M OinbHULI BUNYCKY cepii abo micue
donbri/nanepy i3 NpoBEeAEHHS KOHTPOSIO AKOCTI. (AIANbHICTb, 3a AKY
CUCTEMOIO 3axXUCTy Bianosigae BUPOGHMK/iMMopTep, BKIOYaun BUMYCK Cepiit)
Bia Aiten; no 3 3MiHa HaiMeHyBaHHS1 BUPOGHWUYOT AinbHUL
Gnictepn y BignoBigansHoi 3a BUpobHuLTBO 13, BKNtoyatoum
KapTOHHIN kopobLi KOHTPOIb Ta BUMNYCK cepiln, 6e3 3MiHn agpecw, micus
NPOBamXeHHS1 BUPOOHWNYOI AisiNbHOCTI Ta BUKOHYBAHUX
dyHKUii. [JaHa 3MiHa HaiMeHyBaHHS1 BUPOOHMKa
NPVBOAMTLCA A0 OHOBMNEHOI MiLleH3ii Ha BUPOOHULITBO.
3MiHM BHECEHO B iHCTPYKLiO An1s1 MEAUYHOrOo
3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu « BupobHuk»
Ta «Micue3sHaxomkeHHs BUpoOHMKa Ta agpeca micus
NPOBafXXeHHA NOro AisiNbHOCTIY» 3 BiANOBIGHUMU 3MiHAMK Y
TEKCTi MapKyBaHHS1 YNaKoBKW IikapCbKoro 3acoby.
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBepAKEHHS. 3MiHu | TNy - AaMiHiCTpaTUBHI 3MiHK.
3MiHa Ha3BwM nikapcbkoro 3acoby - BunyyeHHs s3Haky TM 3
Ha3swu 113, y 3B'A3Ky 3 rmobanbHOK NOMITUKOK KOMMaHii.
[itoya pepakuis: JNlamiktan ™ Lamictal™ lMponoHoBaHa
pepakuis: Namiktan Lamictal 3miHa Ha3BuM nikapcbkoro
3acoby.
SATBEPO)KEHO: NAMIKTANTM LAMICTALTM
3AMPOMNOHOBAHO: JTAMIKTAI LAMICTAL BeegeHHs
3MiH NPOTArom 6-Tn MicsILiB Micnsi 3aTBepaKEeHHA. 3MiHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
papmakoHarnsgy (iHwi 3amiHn) 3miHWM BHECEHi B TEKCT
MapKyBaHHSI BTOPVMHHOI YNaKoBKW flikapCbKoro 3acoby y
n.17. BBegeHHsA 3MiH NpoTarom 6-Tu MicauiB nicns
3aTBEPKEHHS.
129, NAMIKTAI Tabnetku no 100 mr; | MmakcoCmiTKn Benvka Oendapm NosHaHb Monbwa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/0452/02/03
no 10 Tabnetok y AnH Ekcnopt BpuTaHis C.A. Tuny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenmom
GnicTepi 3 Nimiten Ta/abo agpecu MicLs NPoBamMKEHHS OiSNbHOCTI
nonisiHinxnopua/an BMpOBHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
IOMiHieBOIT BKIOYAK04M AinbHULI BUNYCKY cepii abo micue
donbru/nanepy i3 NpOBEAEHHS KOHTPOIO SIKOCTI. (AiNbHICTb, 3a AKY
CUCTEMOIO 3aXUCTY BiAnNoBigae BUpOGHMK/iMNopTep, BKIOYauy BUMYCK CEPilt)
Big aiten; no 3 3MmiHa HaiMeHyBaHHS BUPOGHWYOT AinbHUL
Gnictepn y BigNoBigansHoi 3a BUpo6HMLTBO 13, BKNtoYaym
KapTOHHiI kopobLyi KOHTpPOrb Ta BUMYCK cepil, 6e3 3MiHn agpecw, micus
NpoBaaXeHHs BUPOBHWYOI AisNbHOCTI Ta BUKOHYBaHUX
dyHKUi. [JaHa 3MiHa HaiMeHyBaHHS1 BUPOOHWKa
NPVBOAMTLCA 40 OHOBMEHOI NMiLleH3ii Ha BUPOOHULITBO.
3MiHU BHECEHO B iHCTPYKLUIilO ANst MEOUYHOTO
3aCTOCYBaHHsI NiKapcbkoro 3acoby y po3ainu « BupobHuk»




70

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Ta «MicuesHaxomkeHHs BUpoOHMKa Ta agpeca Micusi
NPOBaAXEHHS NOro AifAnbHOCTI» 3 BiANOBIGHNMMW 3MiHAMM Y
TEKCTi MapKyBaHHS YNaKoBKW flikapcbKkoro 3acoby.
BBegeHHs 3miH npoTsArom 6-Tu MicsiiB nicnsi
3aTBepMKeHHSA. 3MiHu | Tuny - AgMiHICTPaTUBHI 3MiHW.
3MiHa Ha3BwW nikapcbkoro 3acoby - BunyyeHHs 3Haky TM 3
Ha3eu 113, y 3B'A3Ky 3 rnobanbHOK NOMITUKOK KOMMAHii.
[itoya pepakuis: Jlamiktan ™ Lamictal™ lNponoHoBaHa
peaakuist: Jlamikran Lamictal 3miHa Ha3BK nikapcbkoro
3acoby.

SATBEPIPKEHO: NAMIKTANTM LAMICTALTM
SAMNPOMOHOBAHO: NAMIKTAIN LAMICTAL BeeaeHHs
3MiH NPOTSArom 6-Tn MicsLiB nicnsi 3aTBepoKeHHS. 3MiHu |
TMny - 3MiHN Wwopao 6esnekn/edeKTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHuM) 3MiHM BHECEeHi B TEKCT
MapKyBaHHs1 BTOPMHHOI YNakoBKM fikapCbkoro 3acoby y
n.17. BBegeHHs 3MiH NpoTsrom 6-Tu MicsuiB nicns
3aTBEPOXKEHHS.

130.

JIAMIKTAN

Tabnetku no 25 wmr;
no 10 tabnetoky
Gnictepi 3
nonisiHinxnopua/an
IOMiHiEBOI honbru i3
CHCTEMOIO 3aXUCTY
Big aiten; no 3
Gnictepu B
KapTOHHiI kopobui

nakcoCmiTKn
anH Excnopt
TimiTen

Benuka
BputaHis

Oendapm MNo3HaHb
C.A.

MNonbLa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
Tmny - AQMiHICTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu micLa NpoBaJKEHHS OisiNbHOCTI
BMpOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BKJTOYAI04M AiNbHULi BUNYCKY cepii abo micue
NpoBeAEHHS KOHTPOJSIKO SKOCTI. (QiSNbHICTb, 3a AKY
BignoBigae BUPOGHMK/iMNOpTep, BKIOYaYM BUMYCK CEPIlt)
3miHa HaViMeHyBaHHS BUPOOHWYOT AinbHULI
BigNoBigansHoi 3a BUpo6HMLUTBO 13, BKMtoYa4m
KOHTpOb Ta BMMYCK cepiil, 6e3 3MiHn agpecw, micusi
NPOBaXXeHHS BUPOBHMNYOI AiSNbHOCTI Ta BUKOHYBaHUX
dyHKUi. [aHa 3miHa HaiMeHyBaHHS! BUPOOHWKa
NpUBOAMTLCS OO OHOBIEHOI NiLeH3ii Ha BUPOGHMLUTBO.
3MiHV BHECEHO B iHCTPYKLiIO ANS MEAUYHOrO
3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ainu « BupobHuk»
Ta «Micue3sHaxomkeHHs BUpobOHMKa Ta agpeca micusi
NPOBaXXEHHS NOro AiANbHOCTI» 3 BiANOBIOHNMMW 3MiHAMM Y
TEKCTi MapKyBaHHS1 YNaKoBKW NikapCbKoro 3acofy.
BBegeHHs 3MiH NnpoTArom 6-Tu MicsuiB nicns
3aTBepKeHHSA. 3MiHu | Tuny - AgMiHICTPaTUBHI 3MiHW.
3MiHa Ha3BM nikapcbkoro 3acoby - BunyyeHHsi s3Haky TM 3
Hassu 13, y 3B'A3Ky 3 rnobarnbHOK NONITUKOK KOMNAHil.
[itoya pepakuis: Jlamiktan ™ Lamictal™ lNponoHoBaHa
pepakuis: Jlamikran Lamictal 3miHa Ha3BuM nikapcbkoro
3acoby.

SATBEP)KEHO: JTAMIKTAJTTM LAMICTALTM
3AMPOMNOHOBAHO: JTAMIKTAJT LAMICTAL BBegeHHs
3MiH NPOTAroM 6-Tu MicsiLiB Nicns 3aTBEPKEHHS. 3MiHM |
Tmny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsigy (iHwi 3amiHn) 3MiHWM BHECEHI B TEKCT
MapKyBaHHS1 BTOPMHHOI YNaKkoBKW fikapcbkoro 3acoby y

3a
peuernmom

UA/0452/02/01
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n.17. BBegeHHs 3MiH NpoTsrom 6-Tu Micsuie nicns
3aTBEPAKEHHS.

131.

JIAMOTPUH®

TabneTtku
avcneprosati, no 50
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHIN navui

TOB "ACIHO
YKPAIHA"

YkpaiHa

dapmallac C.A.

[peuis

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
apmakoHarnsay. 3mMiHW y KOpoTKil XxapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUii ans
MeOMYHOro 3aCTOCyBaHHS
reHepuYHMX/ribpuaHnx/GionoaibHUx nikapcbkux 3acobis
nicns BHECEHHS TiEl camoi 3MiHM Ha pedhepeHTHUI
npenapart (3MiHa He nNoTpebye HajaHHS XOAHUX HOBUX
[04aTKOBUX AaHNX) 3MiHM BHECEHI 00 iHCTPYKUii Ansi
MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby y po3ainu:
"dapmakoTepaneBTuyHa rpyna. Kog ATX " (yTO4YHEHHs
iHdbopmauii 6e3 3miHn kogy ATX)", "B3aemogis 3 iHwmMmn
nikapcbkumm 3acobamm Ta iHWi BUaM B3aemogin”,
"OcobnumBocTi 3acTocyBaHHs", "3acTocyBaHHS y nepiop,
BariTHoCTi abo rogyBaHHs rpyaat”, "Crnocid 3actocyBaHHs
Ta go3n", "MoGiyHi peakuii" 3rigHoO 3 iHdbopMmalLieto Wwoao
ME[MNYHOro 3aCcTOCyBaHHs pechepeHTHOro NikapCcbKoro
3acoby (JIAMIKTAI, TabneTku, Wwo gucnepryoTbed, no 5
mr, 25 mr, 50 mr a6o 100 wr).

BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPOKEHHS

3a
peuernmom

UA/14222/01/02

132.

JIAMOTPUH®

TabneTtku
aucneprosaHi, no
100 mr; no 10
Tabnetok y 6nictepi;
no 3 Gnictepn y
KapTOHHIN navui

TOB "ACIHO
YKPAIHA"

YkpaiHa

dapmallac C.A.

peuis

BHECEHHS 3MiH IO peecTpaLiiHux MaTepianis: 3miHu |
TMny - 3MiHM Wopao 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsaay. 3mMiHW y KOpOTKil XxapakTepucTuli
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MELNYHOro 3aCTOCYBaHHS
reHepuYHNX/ribpnaHux/6ionogibHMx nikapcbknx 3acobis
nicns BHECEHHS TiE camoi 3MiHW Ha pedepeHTHUI
npenapart (3miHa He NoTpebye HafaHHs XKOAHMX HOBUX
[0OaTKOBUX AaHWNX) 3MiHM BHECEHI 00 iHCTPYKUii Anst
MEeAMYHOro 3aCTOCYBaHHs! NikapCbKoro 3acoby y po3ainu:
"®apmakoTepaneBTuyHa rpyna. Kog ATX " (yTo4HeHHS
iHdbopmauii 6e3 3miHn kogy ATX)", "B3aemogis 3 iHwmMmn
nikapcbkumu 3acobamu Ta iHWi BUAM B3aemogiin",
"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”, "Crnocid 3actocyBaHHs
Ta pgo3n", "MobiuHi peakuii” 3rigHo 3 iHbopmaieto Wwoano
ME[IMYHOrO 3aCTOCyBaHHs pehepeHTHOro NikapCcbKoro
3acoby (JIAMIKTAI, TabneTku, Wwo gucnepryoTbes, no 5
mr, 25 mr, 50 mr a6o 100 mr).

BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBEpPOKEHHS

3a
peuernmom

UA/14222/01/03

133.

JTAMOTPUH®

TabneTtku
aucneprosaHi, no 25
mr; no 10 TabneTok
y 6nicTepi; no 3
bnictepn y

TOB "ACIHO
YKPAIHA"

YkpaiHa

dapmallac C.A.

peuis

BHECEHHS 3MiH 10 peecTpaLiiHMXx MaTepianis: 3miHu |
Tmny - 3MiHM Wwopao 6e3nekn/ecpeKkTMBHOCTI Ta
dapmakoHarnsaay. 3MiHW y KOpOTKil XapakTepucTuli
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
ME[MNYHOro 3aCTOCYBaHHs

3a
peuenmom

UA/14222/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHIN nayi reHepuYHMX/riopnaHmx/6ionogiGHMX nikapcbknx 3acobis
nicnsi BHECEHHS Ti€i camoi 3MiHN Ha pedepeHTHUIA
npenapart (3MiHa He nNoTpebye HafaHHS XOAHUX HOBUX
[04aTKOBUX faHWX) 3MiHW BHECEHI 40 iHCTPYKUiT aAnsi
MeAMYHOTO 3acTOCYBaHHS Nikapcbkoro 3acoby y posainu:
"®apmakoTepaneBTnyHa rpyna. Kog ATX " (yTOYHEHHs
iHdbopmalii 6e3 amiHn kogy ATX)", "B3aemogis 3 iHwmMmn
nikapcbkummn 3acobamu Ta iHWi BUAM B3aemogii",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaate”, "Cnocid 3actocyBaHHs
Ta gosn", "Mo6iyHi peakuii" 3rigHoO 3 iHdbopmalLieto Wwoao
ME[MYHOro 3aCTOCyBaHHs pecepeHTHOro NikapcbKoro
3acoby (JIAMIKTAI, TabneTku, WO gucnepryoTbes, no 5
mr, 25 mr, 50 mr a6o 100 wmr).
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPOKEHHS
134.| NA®EPOBIO | niodinizat gnsa TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu || 3a UA/13720/01/02
H® po3umHy gns iH'ekuin | "BIOGAPMA" "BIODAPMA" TMny - 3MiHK 3 akocTi. A®Il. KoHTponb APl 3miHa y peuenmom
3000 000 MO: no 5 napameTpax crneuudikauin Ta/abo JonycCTUMUX MeX,
dnakoHiB BM3HaYeHux y cneumdikauisx Ha Adl, abo
nioginizata y BUXIZHWMI/MPOMIDKHMIA NpoAyKT/peareHT, Wwo
Gnictepi; no 2 BUKOPUCTOBYIOTLCS Y Npoueci BUpobHuuTea Ad| (iHwwi
Gnictepn y nayui 3 3MiHn) - OHoBNeHHs cneundikauii Ha APl IHTepdepoH
KapTOHY anbda-2B pekoMGiHaHTHWIA NoAVHKX. 3anponoHOBaHO
popasaHHs n. "lgeHTudikauis, metogom OCH-MA,
"lpeHTudpikauisi, MeTogom KynbTypu KTiTUH",
"MikpobionoriyHa 4yncrora”, BUNy4eHO NyHKTK
(KOHTpOMIOTLCA BUPOOHNKOM Npy BUPOOHMUTBI ADI)
"Binkn 6aTbkiBcbKOI KNiTNHK", IHK BekTopa abo
6aTbKiBCbKOI KNITUHK" BiANOBIAHO A0 BUMOT AjtoYoi
MoHorpadii 1110 EP Ta BuMor 3aranbHux ctaten
135 NNA®EPOBIO | niodinizat gnsa TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3miHu || 3a UA/13720/01/04
H® po3uunHy ans iH'ekuin | "BIOPAPMA" "BIO®APMA" Tuny - 3MiHn 3 sikocTi. A®Il. KoHntponb A®L. 3miHa y peuenmom
6 000 000 MO: no 5 napamMeTpax cneuudikauin Ta/abo gonycTuMmux Mex,
dnakoHiB BM3HaYeHuX y cneumdikauisx Ha Adl, abo
niodpinizata Ta no 5 BVXiOHWI/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
amMnyn po34yuHHKKa BMKOPUCTOBYIOTbCS Y npoueci BupobHuutea API (iHwi
no 2 mn (Boga aons 3MiHun) - OHOBNEHHs cneuudikadii Ha ADI IHTepdepoH
iH’ekuin) y GnicTepi; anbga-2B pekoMGiHaHTHUIA NtoguHKU. 3anponoHOBaHO
no 1 6nictepy y popasaHHs n. "laeHTudikauis, metogom OCH-MA,
naywi 3 KapToHy "laeHTundikalis, MeToaoM KynbTypu KIiTUH",
"MikpobionoriyHa yncrora", BUNy4eHO NyHKTK
(KOHTpPOMOTLCS BUPOBHNKOM Npy BUPOGHMLUTBI ADI)
"Binkn 6aTbkiBcbKOI KNiTHK", JHK BekTopa abo
6aTbKiBCbKOI KNITUHK" BiANOBIAHO A0 BUMOT Ajtodoi
MoHorpadii 1110 EP Ta BuMor 3aranbHux ctaten
136.| TA®EPOBIO | niodinizat gnsa TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu || 3a UA/13720/01/06
H® po3unHy ans iH'ekuin | "BIO®APMA" "BIOPAPMA" Tuny - 3MiHn 3 sikocTi. A®Il. Kontponb A®L. 3miHa y peuenmom
18 000 000 MO: no napamMeTpax cneuudikauin Ta/abo 4onycTMMmNX MeX,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1 donakoHy BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
niodinisata Ta no 1 BVXiAHWIN/NPOMDKHWI NpoAYyKT/pearexT, Lo
amnyni pO34YnMHHMKA BMKOPUCTOBYHOTLCS Y npoueci BUpobHuuTea Ad| (iHwwi
no 2 mn (Boga ans 3MiHun) - OHoBNEHHs cneuudikauii Ha ADI IHTepdepoH
iH'ekuin) y GnicTepi; anb@a-2B pekomMbiHaHTHWIA NIoANHW. 3anponoHOBaHO
no 1 Gnictepy y nofaBaHHs n. "lgeHTudikauis, metogom OCH-MAM,
nayui 3 KapToHy "lpeHTudikauis, MeToaoM KynbTypu KNITUH",
"MikpobionoriyHa ynctoTa", BUIy4eHO NyHKTK
(KOHTPOMOITHECA BUPOBGHNKOM Mpu BUPOOHMUTBI ADI)
"Binkn 6aTbkiBcbkoi kniTnHK", AHK BekTopa abo
6aTbKiBCbKOI KNITMHU" BiANOBIAHO 4O BMMOT Ait040i
MoHorpadii 1110 EP Tta Bumor 3aranbHux craten
137 NA®EPOBIO | niodinisat gns TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3miHu || 3a UA/13720/01/01
H® posumnHy ans iH'ekuin | "BIOPAPMA" "BIO®APMA" Tuny - 3MiHn 3 skocTi. A®Il. Kontponb A®I. 3miHa y peuernmom
1 000 000 MO; no 5 napameTpax crneuudikauin Ta/abo JonycCTUMUX MeX,
cbnakoHiB BM3Ha4YeHMX y cneuudikauisx Ha Adl, abo
niodinisata y BVXiAHWN/MPOMDKHUI NpOAYKT/peareHT, Lo
Gnictepi; no 2 BUKOPUCTOBYIOTLCS Y Npoueci BUpobHuuTea Ad| (iHwwi
Gnictepn y nayui 3 3MiHun) - OHoBREeHHs cneundikauii Ha ADI IHTepdepoH
KapTOHY anb@a-2B pekombiHaHTHWMIA NtoauHK. 3anponoOHOBaHO
nopaBaHHs n. "lgeHtudikauis, metogom OCH-MAM,
"lpeHTudikauis, METOAOM KynbTypu KNITUH",
"MikpobionoriyHa yncrora”, BUNy4eHo NyHKTK
(KOHTpOMIOTLCA BUPOOHNKOM Npu BUPOGHMLUTBI API)
"Binku 6atbkiBcbkoi kniTuHn", OHK BekTopa abo
6aTbKiBCbKOI KNiTMHK" BiANOBIAHO 4O BUMOT Ait04oi
MoHorpadii 1110 EP Ta BuMor 3aranbHux ctaten
138, nNiBONIH kancynu, no 10 Mera Tainang Mera JlandcaneHcis Tainang BHECEHHS 3MiH IO peecTpauinHmMx maTtepianis: 3miHu | Tuny 6e3 UA/5581/01/01
POPTE kancyn y énicrepi, TNandcarieHcia Mabnik Komnawi - 3MiHu 3 skocCTi. FOTOBMIA NiKapCbkuii 3aci6. 3miHn y peuenma
no 3 Gnictepu B Mabnik Nimiteg BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKkrovatoum gianasoH
iHauBigyansHoMy Komnani pO3Mmipy cepii) roToBOro nikapcbkoro 3acoby (36inbLueHHs
nakeTi B KAPTOHHIN Nimiteq A0 10 pasiB NOPIBHAHO i3 3aTBEPHKEHUM PO3MIPOM).
KopoobLi 36inbLueHHs po3mipy cepii 113 3aTeepaxeHo: 600 000
kancyn 3anponoHoBaHo: 700 000 kancyn
139, NIAOKCAH® NboAsHUKK, 5 Mr/1 CaHpos CnoBeHis BUMYCK Cepili: CnoBeHis/ BHECEHHS 3MiH IO peecTpaLinHMx maTtepianis: 3miHu | Tuny 6e3 UA/18785/01/01
ME[L Mr; 12 NbOASIHUKIB B dapmacbioTika INek Benbris - 3miHu 3 skocTi. CepTudikat BignosigHocTi/lTE- peuenma
Gnictepi; no 2 n3 a.o. dapmaueBTMyHa cepTudikat BiaNOBIAHOCTI €BpONENCHKIn
Gnictepu B KOMMaHis g.4., capmakonei/moHorpadii. MogaHHA HoBoro abo
KapTOHHiIl kopobui CnoBeHis OHOBIEHOro cepTudgikaTa BignosigHoCTI abo BUNYYEHHS
BMPOGHMLTBO in cepTudcpikaTa BignoBigHOCT E€Bponeinchkini hapmakonei:
bulk, nepBuHHe Ta ans A®l; ans BuxigHoro martepiany/peareHTy/MpOMiIXXHOrO
BTOPUHHE NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUpOBHULTBI ADI; aAns
nakyBaHHs, OOMOMDKHOT peyoBMHU (cepTudikaT BigNoBigHOCTI
KOHTPOrb Cepili: €Bponevicbkin dapmakonei) - OHoBNeHu cepTudikaT Big
JlabopaTtopia yXe 3aTBepaxeHoro BupobHuka. MoaaHHs OHOBMEHOro
Keanicpap HB cepTtudikaTy BignosigHocTi € Ne R1-CEP 1996-020-Rev
(Keanidap HB), 08 (3atBepmkeHo R1-CEP 1996-020-Rev 07) ons Ad®I
Benbrisa JligokaiHy rigpoxnopuay mMoHorigpar, Big Bxe
3aTBepakeHoro BupobHuka Moehs Iberica S.L., Spain, y
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3B’A3KYy 3 NpuBeAeHHsM Ha3su ADI srigHo €O;
OHOBJIEHHAM B crneuudikauii npoginto NOTEHUiINHNX
OOMILLOK; 3MiHaMK B po3giNi «3armLwKoBi PO3YNHHUKNY.

140.

JIAOKCAH®
nonyHuus

NboAsHUKN, 5 mr/1
Mr; 12 NbOASIHUKIB B
Gnictepi; no 2
6nictepu B
KapTOHHiI kopobui

Canpo3s
dapmacbioTika
ns a.g.

CnoBeHisi

BMNYCK Cepin:
Jlex
dapmaueBTMyHa
KoMnaHisa a.4.,
CnoseHis
BUPOBHMUTBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOSb Cepiit:
JlabopaTtopia
Keanicap HB
(Kanidap HB),
Benbrisa

CnoBeHisi/
Benbris

BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/TE-
cepTuddikat BignoBigHOCTI €BpONENCHKi
apmakonei/MoHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikaTa BigNoBiAHOCTI abo BUMYYEHHS
cepTuddikaTta BignoBigHOCTI €Bponenchkin dapmakonei:
ans A®l; ons BuxigHoro matepiany/peareHTy/npoMi>kKHOro
NpoaykKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; Ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBiAHOCTI
€Bponeickkin hapmakonei) - OHoBneHU cepTudikaT Bia
yXe 3aTBepaXeHoro BupobHuka. lNMogaHHa OHOBNEHOTO
cepTudikaty BignosigHocTi €P Ne R1-CEP 1996-020-Rev
08 (3atBepmpreHo R1-CEP 1996-020-Rev 07) ans AdI
TlipokaiHy rigpoxnopvay MoHorigpar, Bif BXe
3aTBepakeHoro BMpobHuka Moehs lberica S.L., Spain, y
3B’A3Ky 3 NpuBeAeHHsIM Ha3su ADI 3rigHo €O;
OHOBMEHHAM B crnieumdikauii Npodinto NOTEHLINHNX
OOMILLOK; 3MiHaMM B po3ini «3armLKoBi PO3YMHHUKNY.

be3
peuenma

UA/18801/01/01

141.

JNIHE3O0NIAn
H

PO34UH ANS iHDY3iN,
2 mr/mn no 300 mny
nnsawui; no 1
nnswui B nayui

NAT
"lManuydapm”

YkpaiHa

MAT "Tannudpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny
- 3MiHu wopno 6esnekn/edeKTMBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTKil xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
ME[NYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpnaHnx/GionodibHux nikapcbkux 3acobis
nicnst BHECEHHS Ti€i camoi 3MiHM Ha pedepeHTHUI
npenapart (3miHa He NoTpebye HafaHHS XXOLHUX HOBUX
[04aTKOBUX AaHuX) - SMiHM BHECEeHi 4o IHCTpyKUii aons
ME[NYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y posginu
"OcobnueocTi 3acTtocyBaHHs", "MobiuHi peakuii” 3rigHo 3
iHdopMaUi€to WoA0 MeAUYHOTO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (3UBOKC, po3uunH ans
iHdpysin, 2 mr/mn). BBegeHHs 3MiHM NpoTarom 6-Tn micauis
nicnsa 3aTBepmXeHHs

3a
peuernmom

UA/11948/01/01

142.

JIHE3OoNIAn
H

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 600
mr; no 10 TabneTok
y 6nictepi; no 1
Gnictepy B nauui

NAT
"KviBmegnpen
apat”

YkpaiHa

NAT
"Kuismegnpenapat”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHuX MaTepianis: 3miHu |
TMny - 3MiHK 3 SKocTi. [oTOBMIA NiKapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI (iHWi 3MiHW) akTyani3auis po3giny 3.2.P.3.3

«Onunc BUpOBHNYOTO NPOLIECy Ta KOHTPOIO MPOLEeCy»,

3MiHa knacy unctotu D Ha knacudikoBaHi NpyMiLLEeHHS
(BUNYy4YeHHs iHdopmaLii npo knacudikaLito BUpoBHUYMX

NPUMILLEHb, Y SIKUX MPOBOAATLCS CTafii TEXHONONYHOro
npotecy BupobHuuTea J13, y 38'a3Ky 3i 3MiHO knacy
ynctot D Ha knacudikoBaHi NpuMilLeHHSs). 3aTBEpaKeHO:
Po3sgin 3.2.P.3.3. «Onuc BupobHW4oro npouecy Ta
KOHTPOJIH0 NPOLIECY». «...NPUMILLEHHS Knacy YicTtoTn D...»
BanponoHoBaHo: Po3ain 3.2.P.3.3. «Onuc Bupo6Hu4oro
NpoLiecy Ta KOHTPOIO NPOLIECY». «...KnacudikoBaHi

3a
peuenmom

UA/14297/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NPUMILLEHHS. .. ».
143.( nicAQINn TabneTku, BKPUTI O-p Peppi'c IHgis O-p Peppi'c IHAis BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHu | Tuny 3a UA/17485/01/01
NniBKOBOIO JTabopaTtopic Jlabopatopic Jitg - 3MiHu wopno 6eanekn/edheKTUBHOCTI Ta peuenmom
obonoHkot, no 250 Iitg apmakoHarnsaay. 3miHa y KopoTKii xapakTepuctuui
mr; no 10 TabneTok nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKUIii Ans
y 6nicTepi; no 6 MeAMYHOro 3acTOoCyBaHHS Ha nigcTasi perynsipHo
GnicTepiB y OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHiI kopobuyi JocrimKkeHb 3 6e3nekn 3acTocyBaHHS Mikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepioq, abo sik pedynbTaT OLiHKK
3BITY 3 AOCNigKeHb, NPoBeAeHNX BIANOBIAHO 4O NNaHy
nepiatpnyHux gocnigxeHs (PIP) (3MiHy y3rogmkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoM) - 3MiHW BHECEHi
[0 IHCTPYKUIT NS MeguMyHOro 3acToCcyBaHHS NikapCbKoro
3acoby y po3ginu "OcobnmBocTi 3acTocyBaHHs", "ToGIYHI
peakuii” BignoBigHO A0 OHOBMEHOI iHhopMmalii 3 6e3neku
nitoyoi peyoBuHKU. BBegeHHS 3MiH NpoTsirom 6-Tu micauis
nicnsa 3aTBepAXXEHHs!
144, nicAQin TabneTkn, BKPUTI O-p Peppi'c IHgia [-p Pengi'c lHAis BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | Tuny 3a UA/17485/01/02
NniBKOBOIO JTabopaTopic ITabopatopic T4 - 3miHn wopao 6esnekn/edekTMBHOCTI Ta peuenmom
obornoHkoto, no 500 Iitg apmakoHarnsaay. 3miHa y KOpoTKii XxapakTepucTuli
mr; no 10 TabneTtok nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii ans
y bnictepi; no 6 MeAMYHOro 3aCTOCYBaHHS Ha MiACTaBi perynsapHo
bnictepiB y OHOBJHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby, abo
KapTOHHiI kopobui JocnimkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnApeecTpauinHnii nepiod, abo sk pesynbTaT OLiHKK
3BIiTy 3 AOCMiAXEHb, NMPOBEAEHMX BiAMOBIAHO 40 NnaHy
nepiatpuyHux gocnigxeHos (PIP) (3mMiHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpPraHoM) - 3MiHV BHECEHi
[0 IHCTPYKLIT ANS MeAUYHOro 3aCTOCYBaHHSA NiKapCbKOro
3acoby y po3ainu "OcobnusocTi 3actocyBaHHs", "MoGivHi
peakuii” BignoBigHO A0 OHOBIEHOI iHpopMmalii 3 6e3neku
LitoY0i pevoBrHU. BBeAeHHS 3MiH NpOTArom 6-Tu MicsiLiB
nicnsi 3aTBepAXKEHHS
145, nicAan TabneTkn, BKpUTI O-p Peppi'c IHAisA O-p Peapi'c IHAais BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/17485/01/03
NniBKOBOKO JTabopaTtopic JTabopatopic Jltg - 3MiHu wopno 6esnekn/edeKkTUBHOCTI Ta peuenmom
obornoHkot, no 750 Iitg dapmakoHarnsgy. 3miHa y KopoTkiii xapakTepucTui

mr; no 10 TabneTok
y 6nicTepi; no 6
GnicTepiB y
KapTOHHiI kopobLyi

nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEeOUYHOro 3aCTOCYyBaHHS Ha NiacTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro 3acoby
B nicnApeecTpavinHuii nepiod, abo sk pesynbTaT OuiHKK
3BTy 3 AOCMiAXeHb, NpoBeAeHMX BiANOBIAHO 40 NnaHy
nepiatpnyHux gocnigxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YNOBHOBa)X€HUM OpraHoMm) - 3MiHN BHECEHI
00 IHCTPYKUIi ANs MeAMYHOro 3aCTOCYBaHHS MikapCbKOro
3acoby y po3ginu "OcobnueocTi 3acTocyBaHHs", "MoGiYHI
peakuii” BignoBigHO 0 OHOBMEHOI iHhopMmallii 3 6e3neku
[itoY0i pevoBrHN. BBegeHHs 3MiH NpoTsarom 6-Tu Micsiuis
nicnsa 3aTBepAXEHHs!
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JliKapcbK020
3acoby
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peecmpayiliHo2o
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NICAOIN

TabneTkn, BKpUTI
NNiBKOBOIO
obonoHkoto, no 1000
mr; no 10 TabneTok
y GnicTepi; no 6
GnictepiB y
KapTOHHIl kopobui

O-p Pepgi'c
JlabopaTopic
114

IHgia

O-p Pepai'c
Jlabopatopic T4

IHAisA

BHECEHHS 3MiH O peecTpauiHuX maTepianis: 3miHu | Tuny
- 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeOU4YHOro 3aCToCyBaHHS Ha NigcTasi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocrimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepiof, abo sik peaynbTaT OLiHKK
3BITY 3 AOCNigKeHb, NPOBEAEHNX BiANOBIAHO 4O NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpPraHoM) - 3MiHW BHECEHiI
[0 IHCTPYKUIT NS MeguMYHOro 3acToCcyBaHHSA NikapCbKoro
3acoby y po3ginu "OcobnusocTi 3acTocyBaHHs", "IMoGIYHI
peakuii” BignoBigHO A0 OHOBMEHOI iHpopmauii 3 6e3nekn
nitoyoi peyoBuHU. BBegeHHS 3MiH npoTsirom 6-Tu micauis
nicnsi 3aTBepAXKEHHS

3a
peuernmom

UA/17485/01/04

147.

MANINIH®

cupon, 97 mr/5 mn,
no 125 r y donakoHi;
no 1 conakoHy 3
[03yl04010
CKISIHOYKOK B NayLi

TOB "OKM
"dapmaueBTu
YHa habpuka"

Ykpaina

TOB "[OKIM
"papmaueBTnyHa
tabpuka”

Ykpaina

BHECEHHS 3MiH O peecTpauiiHiX maTepianis: 3MiHa
3asBHUKa J13 (MIBIT) (BnacHuka peecTtpauiiHoro
noceigyeHHst) (3rigHo Hakady MOS Big 23.07.2015 Ne 460).
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Wwoao
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUX 4aHuX Npo cUcTemy
hapmakoHarnsigy (BBEAEHHS y3aranbHEHUX 4aHuX Npo
cucTemMy chapMakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiZ4NOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asBHuKa ons
34iicHeHHs dapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignoBigansHoi 3a
30iACHEHHS (hapmakoHarnsigy (BKMYakum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHi MacTep-daiina cuctemu
dapmakoHarnsgy).
3MiHa ynoBHOBaxeHOi ocobu 3asiBHUKaA, BiAnoBiganbHoi 3a
apmakoHarnag. fitova pegakuis: biHbkoBcbka Mapis
MwupocnasiBHa.

[MponoHoBaHa pepakuis: BuwHescbka MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHMX AaHWX YNOBHOBAaXEHOI
ocobu 3asiBHUKa, BiAMOBiAaNbHOI 3a hapmakoHarnsg.
3miHa Micue3HaxooXeHHs1 MacTep-caiina cuctemu
dapmakoHarnsgy. 3miHa micusi 34iINCHEHHST OCHOBHOI
LisnbHOCTi 3 dhapmakoHarnsay.

6e3
peuenma

UA/18615/01/01

148,

ME3OOEPM

kpem 0,1 %, no 30 r
y Ty6i; no 1 Ty6i B
nayui

My6nivyHe
akuioHepHe
TOBapuUCTBO

"HaykoBo-
BMPOGHUYMIA
LEeHTP
"BopLuariBcbk
W XiMiKO-

YkpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BUPOOHWYUIA LIEHTP
"BopLuariBcbkuii
XiMiKo-
apmaLeBTUYHUA

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMXx MaTepianis: 3miHu |
Tuny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3aci6. Cuctema
KOHTENHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo [ONyCTUMUX MEX NEPBUHHOT
yNaKoBKM rOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHM)
oHoBneHHsA p. 3.2.P.7. Cuctema
KOHTEeWHep/3aKynoptoBarnbHWUiA 3acif: BHECEHHS 3MiH Y

cneumdikauii Ans KOHTporo TyGu anoMmiHieBoi, a came

3a
peuerimom

UA/5022/01/01
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thapmaueBTny 3aBoa” NPVBEAEHHS Y BiAMNOBIAHICTb 40 €BPONENCLKMX CTaHaapTIB
HWIn 3aBoa” EN 15384-1 (3 BukopucTaHHsaM HaTpito xnopuay) Ta EN
15384-2 (3 BUKOPUCTaHHAM Migi cynbdarty) n.
«MopwcTiTb/piBHOMIPHICTL NAKoOBOT NMiBKMY, 6€3 3MiHM
meToay KOoHTponto. 3MiHu | Tuny - 3MiHu 3 aKkocTi. FoToBUI
nikapcbkuii 3aci6. Cuctema KOHTeNHep/3akynopoBasnbHU
3aci6. 3miHa nocTavanbHMKa nakyBanbHUX maTepianis abo
KOMMMAEKTYIoUMX (SIKLLO 3a3HAYEHO B AOCHE) (BUMYYEHHS
nocravanbHuka) oHoBneHHs p. 3.2.P.7. Cuctema
KOHTeWHep/ 3aKynoptoBarnbHWi 3acib, a came BUIy4eHHs
HallMeHyBaHHSA NocTavanbHVKIB NakyBanbHVUX MaTtepianis
3 pPEeECTpaLiiHOro A0CLE.
149 MENOKCUKA | nopoLuok TOB HB® YkpaiHa Caarti CneHT03 BT. IHgis BHECEHHS 3MiH [0 peecTpauiHMx maTtepianis: 3miHu | Tuny - UA/18224/01/01
M (cybeTaHuis) y "MIKPOXIM" INro. - AgmiHiCcTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo
noaginHNX agpecw 3asiBHMKA (BracHMKa peecTpaLiiHoro
nonieTMneHoBnx noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa
nakeTax ans
dapmaLleBTUHHOIO
3acTOoCcyBaHHSA
150, MEMOMNAHT | tabnetku, BKpUTI Op. Binbmap Himewunn | [Op. Binbmap LLBabe Himeuunna BHECEHHS 3MiH 4O peecTpauiiHuX maTepianis: 3miHu | bes UA/0204/01/01
®OPTE NniBKOBOO LLiBabe Mm6X i a 'm6X i Ko. KI Tmny - 3MiHuM Wwopo 6eanekn/edpekTMBHOCTI Ta peuenma
obornoHkoto, no 10 Ko. KI dapmakoHarnsay. BeegeHHs abo 3miHM Ao y3aranbHeHUX
Tabnetok y bnictepi; [aHuX Npo cuctemy chapMakoHarnsay (BBeAEHHsI
no 2 abo no 3 y3aranbHeHNUX AaHunX Npo cucteMy papMakoHarnsgy,
Gnictepu B 3MiHa YNOBHOBaXeHOI 0cobw, BiAMoBiAanbHOI 3a
KapTOHHI KOpoOLyi; 34iicHeHHs1 dhapMakoHarnagy; KOHTaKTHOi ocobu 3
no 20 TabneTtok y hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
6nicTepi; no 3 dapmakoHarnagy B YkpaiHi, AKLO BOHa BiAMIHHA Bif
Gnictepn B B yMOBHOBaXeHOoi 0cobu, BignoBiganbHOI 3a 3A4iNCHEHHS
KapTOHHiI kopobui dapmakoHarnsgy (BKNoYarumn KOHTaKTHI gaHi) Ta/abo
3MiHM Y PO3MilLleHHi MacTep-gdainna cuctemm
chapmakoHarnsgy) - 3miHa KOHTaKTHOI 0cobu 3asiBHUKA,
BiAgnoBiganeHoi 3a hapMakoHarnag B Ykpaini. fitova
penakuis: BonteHko AHTOH ["eopriioBuy. MNponoHoBaHa
pepakuia: byask Onekcangpa CepriiBHa. 3MiHa
KOHTaKTHMX JAaHUX KOHTaKTHOI 0cobU 3asiBHUKA,
BiAgnoBiganeHoi 3a papMakoHarnsg B YKpaiHi
151, MEPOBOLUMA | nopoluok gns My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny 3a UA/14640/01/02
PO34nHy Ans akuioHepHe akuioHepHe - 3miHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y MmeToaax peuenmom
iH ekui no 1000 wmr; TOBapUCTBO TOBapUCTBO BUnNpobyBaHHA APl abo BMxigHOro maTepiany/npomikHOro
no 1 donakoHy 3 "HaykoBo- "HaykoBo- NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y NPOLECi
NOPOLLKOM B MavLi 3 BMPOGHWYMIA BMPOGHWYMIA LEHTP BUpoGHMUTBa ADI (iHWi 3MiHM y MeToaax BUNpobyBaHHS
KapTOHY; no 1 LeHTp "BopLuariBcbkui (BKntoyao4um 3amiHy abo gonoBHeHHs1) A®| abo
dnakoHy 3 "Bopuiariscbk XiMikO- BWXiAHOro/NPOMIDKHOTO MPOAYKTY) — 3MiHa METOAMKM 3a
NOPOLLIKOM Wi XiMiKo- capmaLeBTUYHUA NnokasHUKOM «MexaHi4Hi BKIIOYEHHS: BUOUMI YacTKu».
hapmaueBTuy 3aBof" 3MiHn | TUny - 3miHm 3 gkocTi. A®l. KonTponb A®I. 3miHa y
HWIA 3aBog” napameTpax crneuudikadin Ta/abo JonyCTUMUX MeX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXIZHWMI/MPOMIDKHWUIA NpOAYKT/peareHT, LWo
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BMKOPUCTOBYIOTLCS Y npoueci BUpobHuuTea AP| (iHwwi
3MiHW)
— 3MiHa Ha3B MOKa3HWKIB Y MeTOAax BXiAHOrO KOHTPOIO
AQDI| (3aTBEpAXKEHO: «BTpaTa macu npu BUCYLLYBaHHI» Ta
«3anuLKoBi KiNbKOCTi OPraHiYHNX PO3YNHHWKIBY;
3anpornoHoBaHo: «BTpata macu nig yac BUCYLLYBaHHA» Ta
«3anuLwKkoBi PO3YNHHUKN» ). SMiHW | TUNY - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3akynoptoBanbHuii 3aci6. 3miHa napameTpis
cneundikaui Ta/abo JonycTUMMX MEX NepBUHHOT
YMaKoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHW) —
3MiHW KpUTEpIiB NPUAHATHOCTI 3a NOKasHUKaMu
«30BHiLWHIN Burnsa» Ta «Konip» y cneumdikauii ans
KOHTPOMIO MEPBMHHOIO MaKyBasibHOrO MaTepiany KoBMayku
antomiHieBi. 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema KOHTeNHep/3akynoptoBanbHUA
3aci6. 3miHa napameTpiB cneundikauin Ta/abo
O0NyCTUMMUX MEX NEPBUHHOI YNaKoOBKM FOTOBOIO
nikapcbkoro 3acoby (iHwi 3MiHM) — 3MiHK po3ainy
«lgeHTndikauis» y metogax onst KOHTPOO NEPBUHHOIO
nakyBanbHOro maTepiany npobku rymosi, a came Tect
«EnacTtuyHicTb MaTepiany» 3amiHeHO Ha TecT
«AbcopbuijnHa cnekTpodoTomeTpis B |4 obnacti» Ta 3miHa
KPUTEPIIB NPUAHATHOCTI 3a TeCcToM «BMicT 3aranbHoi
30nu». 3MiHu | Tuny - 3MiHK 3 sikocCTi. FOTOBMIA NikapCbkui
3acib. Cuctema KoHTelHep/3akynopioBanbHUi 3aci6.
3miHa napameTpiB cneuudikauinn Ta/abo JonycTUMUX Mex
NepBUHHOI YNaKoBKM FOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHW) — 3MiHa NEePiOANYHOCTI KOHTPOIIO NEPBUHHOIO
nakyBanbHOro MaTepiany npobka rymoBa (3aTBEpKEHO:
KOHTPOMIOOTh NepLUy Ta HACTYMHY KOXHY M'ATY cepito
NOCTaBKM MOTOYHOIO POKY; 3anpOoMNOHOBAHO: KOHTPOSIOITh
nepLuy cepito KOXXHOIO POKY Bifl KOXXHOTO BUPOGHMKA).
3miHu | TMny - 3MiHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
Cuctema KoHTelnHep/3akynoptoBanbHui 3acid. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
NepBUHHOI YNaKoBKM rOTOBOTO Nikapcbkoro 3acoby (iHLwi
3MiHM) — 3MiHa Ha3B MNOKAa3HUKIB Y cnevuudikauii ans
KOHTPOIO NEPBMHHOIO NakyBanbHOrO MaTepiany npobka
rymoBa (3aTBepxeHo: «30BHILLHIN BUMNSay, «Pe4oBuHuy,
LLIO BigHOBIIOKOTHCAY, « CyXvI 3anunLLIOK, Mry;
3anponoHoBaHo: «Onucy, «BigHOBHI pe4YoBUHNY,
«3anuwok nicns BUNapoByBaHHsi, Mr»). Kputepii
NPUAHATHOCTI 3anuiieHo 6e3 3miH. 3miHn | Tuny - 3MiHm 3
skocTi. [oToBMI nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
nocravanbH1Ka NakyBanbHUX maTtepianis abo
KOMMMEKTYIOUMX (SIKLLO 3a3HAaYeHO B AOCHE) (BUITYyHEHHS
nocrtavanbHuka) 3 posginy 3.2.P.7.Cuctema




79

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
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Homep
peecmpayiliHo2o
noceio4yeHHs1

ynakoBka/yKyrnopka BUIy4YeHO HaiMeHyBaHHS
nocTavanbHuKIB NakyBanbHUX martepianis. 3MiHu | Tuny -
3MmiHn 3 skocTi. ADI. KoHTponb A®PI. 3miHa y MmeTogax
BunNpobyBaHHA APl abo BMXigHOro maTepiany/npomikHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y MPOLIECI
BUpobHMUTBa AD| (HE3HAYHI 3MIHW Y 3aTBEPKEHUX
MeToZax BUNpobyBaHHS) — 3 ONMUCY aHaniTUYHOT METOAMKN
3a NokasHMKOM «CTepunbHICTb» BUMYYEHO NOCUMAHHA Ha
dinbTpauinHy yctaHoBky «CtepitecT». 3MiHu | Tuny -
3MiHuM 3 akocTi. [oToBMI Nnikapcbkuii 3aci6. KoHTponb
roTOBOro fikapcbKoro 3acoby. 3miHa y meTogax
BUNpobyBaHHs rOTOBOrO NikapCbKoro 3acoby (HeaHayHa
3MiHa y 3aTBEpOXXEHNX METOAaX BUNPOBYBaHHS) — 3 onucy
aHaniTM4HOI METOANKN 3a NOKa3HUKOM «CTepUnbHICTbY
BUTY4EHO NOCUNAHHS Ha (binbTpauiHy YCTaHOBKY
«Ctepitect». 3MiHu Il Tuny - 3miHn 3 skocTi. ADI.
BupobHuutBo. 3MiHa BUPOGHMKa BUXIAHOrO/MPOMIKHOIO
npoayKkTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BUpoGHMYOMy npoueci AP, abo 3miHa BUpOGHWMKa
(Bkntoyatoum, oe HeobxigHO, MicLie NPOBEAEHHS KOHTPOIO
sikocTi) ADI (3a BiacyTHOCTI cepTudikarta BianoBiAHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
[oCbe)(BBEAEHHS] HOBOrO BMPOOHMKa ADI 3 HagaHHAM
macTtep-carina Ha ADl) — BeAeHHs HOBOrO BUPOGHMKa
Lit0Y0i pevyoBMHN MeponeHeMy TpurigpaTty CTepUsibHOro,
«Shandong Auhong Pharmaceutical Co.Ltd.», Kutawn 3
HafaHHsM macTep-danna Ha AdI (version: Shandong
Anhong/Meropenem with sodium
carbonate/AP/CTD01/2021-07-28). Ak Hacnigok 3mMiHu B
MeToAax BXigHoro KoHTpornto A®I 3a nokasHukaMmm
«CynpoBigHi Aomilkny, «KinbkicHe BU3Ha4YeHHs», «BmicT
HaTpito», «3anuLLKOBI KifTIbKOCTi OPraHiYHUX PO34YNHHUKIBY.
CynyTHs1 3miHa 3MmiHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa
y napameTpax cneuudikauinn Ta/abo JonycTuMmnx Mex,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWIN/NPOMIDKHUIA NpoAYyKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuutea API (iHwwi
3MiHN)

- 3MiHu 3 sikocTi. ADL. KoHTponb A®I. 3miHa y MeTopax
BunpobyBaHHa APl abo BuxigHOro maTtepiany/npomMikHOro
npoayKkTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NMPOLECI
BMpo6HMUTBa ADI (iHWi 3MiHM y MeToaax BUNpoOyBaHHS
(Bkntovaroum 3amiHy abo gonoBHeHHs) ADI abo
BVXiAHOro/NMPOMiXKHOro MPOAYKTY)

152,

MEPOBOUWA

MOpOLLOK AN
PO34KHyY Ans

iH ekuin no 500 wmr;
no 1 dnakoHy 3
NMOPOLLKOM B nayi 3

My6nivyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYUIA

YkpaiHa

My6niyHe
akuioHepHe
TOBap1CTBO

"HaykoBo-

BUPOOHWYUIA LIEHTP

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny
- 3MmiHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y MmeToaax
BunNpobyBaHHA APl abo BMxigHOro matepiany/npomikHOro
NPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECi
BUpoGHMUTBa AP (iHWi 3MiHM Y MeToaax BUNpobyBaHHS

3a
peuerimom

UA/14640/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

KapTOHY; no 1 LEeHTP "BopLuariBcbkui (BKntoyaoum 3amiHy abo gonoBHeHHs1) AP| abo

dnakoHy 3 "Bopiariscbk XiMiKO- BVXiAHOro/NPOMIDKHOrO MPOAYKTY) — 3MiHa METOAMKK 3a

NOPOLLKOM W XiMiKo- bapmaLeBTUYHNIA NOKa3HUKOM «MexaHiYHi BKITHOYEHHSA: BUOUMI YaCTKu».

hbapMaueBTuy 3aBog" 3MmiHun | Tuny - 3minm 3 sikocTi. A®I. KoHTponb ADL. 3miHa y
HWI 3aBog” napameTpax cneuugikaui Ta/abo JonycTMMUX MEX,

BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiZHWMI/MPOMIDKHWIA NpOAYKT/peareHT, Wwo
BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuuTea A®| (iHwi
3MiHK)

— 3MiHa Ha3B MOKAa3HWKIB Y MeTOAax BXifHOrO KOHTPOIiO
Al (3aTBEpmKEHO: «BTpaTta Macu npu BUCYLLYBaHHI» Ta
«3anuLKoBi KifbKOCTi OpraHivYHMX PO3YNHHUKIBY;
3anpornoHoBaHo: «BTpata macu nig yac BUCYLLYBaHHSI» Ta
«3anunLwKoBi PO3YNHHUKMNY ). 3MiHW | TUNY - 3MiHK 3 SKOCTI.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3akynoptoBanbHuii 3acio. 3miHa napameTpis
cneuudikauin Ta/abo 4ONYCTUMUX MEX NEPBUHHOT
YNaKOBKM FOTOBOFO JlikapCbkoro 3aco0y (iHWi 3amiHW) —
3MiHW KpUTEpIiB NPUAHATHOCTI 3a NOKasHUKaMu
«3oBHiLWHIV BUuMAa» Ta «Konip» y cneumndikauii ans
KOHTPOS0 NEPBMHHOIO NaKyBanbHOro Matepiany KoBnayku
antomiHieBi. 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cnctema KoHTenHep/3aKynoproBarbHWiA
3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
[OMNYCTUMKUX MeX NepBUHHOT YNakoBKN rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHK1) — 3MiHW po3Ainy
«laeHTundikauis» y metoaax Ans KOHTPOSO NEPBUHHOIO
nakyBanbHOro matepiany npobku rymosi, a came TecT
«EnactuyHicte maTepiany» 3amiHeHo Ha TecT
«AbBcopbuijnHa cnekTpodoTomeTpis B |4 obnacTi» Ta 3miHa
KpUTepiiB NPUAHATHOCTI 3a TeCToM «BMiCT 3aranbHoi
30nm». 3MiHn | Tuny - 3MiHK 3 gKkocTi. [OTOBMI Nikapcbkuin
3acib. CucTema KoHTelHep/3akynoptoBanbHUiA 3aci6.
3miHa napameTpiB cneuudikauinn Ta/abo JonycTUMUX Mex
NEepBUHHOI YNaKoBKW rOTOBOrO NiKapCbKoro 3acoby (iHLui
3MiHW) — 3MiHa NepiOANYHOCTI KOHTPOIIO NEPBUHHOIO
nakyBanbHOro matepiany npobka rymosa (3aTBepAXeHO:
KOHTPOJSIOTb NEpLUY Ta HACTYMHY KOXHY M'ATY cepito
MocTaBkM NOTOYHOTO POKY; 3anpOrNoOHOBAHO: KOHTPOSOITH
rnepLUy Cepito KOXXHOrO POKY Bifj KOXXHOrO BUPOBHWMKA).
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA NikapcbKuii 3acio.
Cuctema KoHTelnHep/3akynoptoBanbHui 3acid. 3MiHa
napameTpiB cneuudikauinn Ta/abo 4onyCTUMUX MEX
NEepBUHHOI YNaKoBKM rOTOBOTO NiKapCbKoro 3acoby (iHLwi
3MiHM) — 3MiHa Ha3B MNOKAa3HUKIB Y cneuudikauii ans
KOHTPOMIO NEPBUHHOIO NakyBanbHOro Matepiany npobka
rymMoBa (3aTBEPKEHO: «30BHILLHIN BUrNsay», «Pe4yoBuHH,
LLIO BigHOBIIOOTHCAY, « CyXWI 3anuLLOK, Mry;
3anponoHoBaHo: «Onucy, «BigHOBHI pe4oBUHUY,
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«3anuwok nicns BunapoByBaHHS, Mr»). Kputepii
NPUNAHATHOCTI 3anuiueHo 6e3 3miH. 3miHu | Tuny - 3miHn 3
sikocTi. [oToBMI Nikapcbkuii 3acit. Cuctema
KOHTeWHep/3aKynoptoBanbHWiA 3aci6. 3miHa
noctavanbHWKa nakyBanbHUX maTepianis abo
KOMMIEKTYIUMX (SKLLO 3a3HaYeHO B AOCHE) (BUNYYEHHS
nocravanbHuka) 3 po3giny 3.2.P.7.Cuctema
yrnakoBka/yKynopka Buny4eHo HanmMeHyBaHHS
nocravanbHUKIB NakyBanbHUX matepianis. 3MiHu | Tuny -
3MmiHn 3 skocTi. ADI. KoHTponb A®PI. 3miHa y MmeTogax
BunpobyBaHHA APl abo BuxigHOro matepiany/npomikHOro
NPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NpoLeC
BUpobHMUTBa AD| (HE3HAYHI 3MIHW Y 3aTBEPIKEHNX
mMeToAdax BUNPOByBaHHS) — 3 OMUCY aHaniTMYHOI METOANKN
3a NokasHMKoM «CTepunbHICTb» BUyYEHO NOCUMAHHSA Ha
dinbTpauinHy yctaHoBky «Ctepitect». 3MiHu | Tuny -
3MiHn 3 gKkocTi. FoToBUI nikapcbkui 3acid. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS roToBOro Nikapcbkoro 3acoby (He3HavHa
3MiHa y 3aTBEpOKEHNX MeTodax BUNpobyBaHHS) — 3 onucy
aHarniTM4HOT MEeTOAMKN 3a NOKa3HUKOM « CTEpUNbHICTbY
BUTY4EHO NOCUNAHHSA Ha (binbTpaLinHy yCTaHOBKY
«Ctepitect». 3miHu Il TUnNy - 3miHm 3 gkocTi. API.
Bupo6HMLTBO. 3MiHa BUPOGHMKa BUXIOHOrO/MPOMIDKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpo6HM4omy npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntoyatoun, Ae HeobxigHO, MicLie MPOBEAEHHS KOHTPOIO
sikocTi) ADI (3a BincyTHOCTI cepTudikaTa BiANOBIQHOCTI
€Bponelicbkini hapmakonei y 3aTBepaxXeHoMy
[OCbe)(BBEAEHHS HOBOrO BMpobHUka APl 3 HagaHHAM
macTtep-darina Ha ADI) — BeAeHHs HOBOrO BUPOGHMKa
Ait0YOT pevyoBUHU MeponeHeMy TpurigpaTy CTEPUIBHOTO,
«Shandong Auhong Pharmaceutical Co.Ltd.», Kutain 3
HafaHHsM macTep-danna Ha AdI (version: Shandong
Anhong/Meropenem with sodium
carbonate/AP/CTD01/2021-07-28). Ak Hacnigok 3mMiHu B
MeToAax BXigHoro KoHTpornto A®I 3a nokasHukamm
«CynposigHi Aomilkny, «KinbkicHe BU3HaYeHHs», «BmicT
HaTpito», «3anuLLKOBI KiNIbKOCTi OpPraHiYHUX PO34YMHHUKIBY.
CynyTHs1 3miHa 3MiHu 3 sikocTi. ADI. KoHTponb API. 3miHa
y napameTpax cneumdikauin Ta/abo JonyCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiOHWI/NPOMIXXHUIA NpOAYKT/peareHT, LWo
BVIKOPVCTOBYIOTBCSA Y npoveci BupobHuutea API (iHwwi
3MiHN)

- 3miHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y MmeToaax
BunNpobyBaHHA APl abo BMxigHOro maTepiany/npomikKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLECI
BUpoGHMUTBa ADI (iHWi 3MiHM Y MeToaax BUNpobyBaHHS
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(BKntoyaoum 3amiHy abo gonoBHeHHs1) API abo
BWXiAHOro/NPOMiXKHOrO MPOAYKTY)

153.

MIHIAON

Kancynu m'ski
»xenatuHosi no 200
Mr, no 4 a6o no 10
kancyn y énicrepi;
no 1 6nictepy B
KapTOHHiI kopobui

Mini Xenckepe
NimiTeq

Benuka
BputaHis

OniB Xenckep

IHAisA

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
apmakoHarnsay. 3miHa y KopoTKii xapakrepuctuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUii ans
MeOU4YHOro 3aCToCyBaHHS Ha NigcTasi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocrimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OLiHKK
3BIiTy 3 AOCMiAXeHb, NPOBEAEHMX BiAMOBIAHO 40 NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (iHwi 3miHM) 3MiHK
BHECEHO A0 IHCTPYKUii 4Nns MegMYHOro 3acCToCyBaHHSA
nikapcbkoro 3acoby oo po3giny: "3actocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHS rpyaato” wono 6eanekm
3acTocyBaHHS gito4oi pevoBuHY iBynpodeH BianoBigHO oo
pekomeHgauin PRAC

6e3
peuyenma

UA/17103/01/01

154.

MOBAJTIH

Tabnetku no 7,5 wr,
no 10 tabnetoky
6nictepax; no 1
Gnictepy B
KapTOHHIN kopobLi

dapmacaiiHc
IHK.

KaHaga

dapmacariHc IHk.

KaHnaga

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK Wwopo 6esnekn/edekTMBHOCTI Ta
apmakoHarnsaay. 3miHa y KopoTKili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii ans
MEeOUYHOro 3aCTOCYBaHHS Ha NigcTaBi perynspHo
OHOBJHOBAHOrO 3BiTy 3 6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnApeecTpauinHuii nepiod, abo sk pesynbTaT OuiHKK
3BIiTy 3 AOCMiAXEHb, NMPOBEAEHMX BiAMOBIAHO 40 NnaHy
nepiatpuyHux gocnigxeHos (PIP) (3mMiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHoM) 3MiHN BHECEHO
A0 IHCTPYKUii ANA MeanYHOro 3acToCyBaHHS NiKapCbKoro
3acoby go po3giny "3actocyBaHHs y nepiof BariTHocTi abo
rogyBaHHs rpyaar” 3 6esneku 3acToCcyBaHHS Aito4oi
pPEeYOoBMHYM BiANOBIAHO A0 pekoMeHaauii PRAC

3a
peuernmom

UA/6870/01/01

155.

MOBAITIH

Tabnetkv no 15 wr,
no 10 tabnetok y
Gnictepax; no 1
Gnictepy B
KapTOHHiI kopobLyi

dapmacariHc
IHK.

KaHaga

dapmacanHc IHK.

KaHnaga

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBJHOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekun 3acTocyBaHHS Nikapcbkoro 3acoby
B nicnApeecTpauinHuii nepiod, abo sk pesynbTaT OuiHKK
3BIiTy 3 AOCMiAKEHb, NMPOBEAEHMX BiAMOBIAHO 0 NnaHy
nepiatpuyHux gocnigxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHom) 3MiHW BHECEHO
[0 IHCTPYKUiT ANA Mean4HOro 3acToCyBaHHS NiKapCbKoro
3acoby go po3giny "3actocyBaHHs y nepioa BariTHOCTi abo
rofyBaHHs rpyaatk” 3 6esneku 3acTocyBaHHS Aiko4oi
pPEeYOBMHYM BigNOBIAHO A0 pekoMeHaauii PRAC

3a
peuernmom

UA/6870/01/02

156.

MOKCU®IIOK
CALMH

TabneTku, BKPUTI
obornoHkot, no 400

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMXx MaTepianis: 3miHu |
Tuny - 3miHn 3 skocTi. CepTudikaT BignosigHocTi/l E-

3a
peuenmom

UA/17766/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

JliKapcbK020

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

mr; no 5 abono 7,
abo no 10 TabneTok
y 6nictepi; no 1
Gnictepy B nayui 3
KapTOHY

cepTuddikat BignoBigHOCTI EBpONENCHKI
apmakonei/MoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiaAnoBigHOCTIi 200 BUNYyYEeHHSs
cepTuddikaTta BignoBigHOCTI €Bponenchkin dapmakoneri:
ans A®l; ans suxigHoro martepiany/peareHTy/NPOMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHULTBI API; Ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBigHOCTI
€sponevicbkin apmakonei) - OHoBneHun cepTudikat Big
yXXe 3aTBepaKeHOro BUpoGHUKa - NOAaHHS OHOBNEHOTO
cepTudikaTta BignoBigHOCTI €Bponenchkin hapmakonei Ne
R1-CEP 2007-355-Rev 04 (3atBepaxeHo: R1-CEP 2007-
355-Rev 03) ans A®l mokcudnokcauuHy rigpoxmnopuay
Bif BXXe 3aTBepaeHoro BupobHmka MSN PHARMACHEM
PRIVATE LIMITED, India. 3miHu | Tuny - 3miHn 3 SKocTi.
Ceptudikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponecbkin dhapmakonei/MoHorpadii. NMogaHHs HOBOro
abo oHoBMEeHoro cepTudikarta BianosigHocTi abo
BUIyYEHHs cepTudikaTta BignoBigHOCTI €Bponenchkin
dapmakonei: gna ADl; ons BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYHOTbCS Y BUPOBHMUTBI ADI; anst 4ONOMIDKHOT
peyoBuMHM (cepTudikat BignoBigHOCTI €BponeichbKin
dapmakonei) - OHoBRNeHWn cepTudikaT Bif yxe
3aTBEpAKEHOro BUPOOHYKa - NoAaHHSA OHOBIIEHOIO
cepTudpikaTa BignosigHocTi €Bponeiickkint hapmakonei Ne
RO-CEP 2016-327-Rev 02 (3atBepaxeHo: RO-CEP 2016-
327-Rev 01) gns A®I mokcudnokcaumHy rigpoxnopuay
Bif BXe 3aTBepakeHoro BupobHuka CHROMO
LABORATORIES INDIA PRIVATE LIMITED, India. 3MiHu |
Tuny - 3miHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBpoNenCchbKil
dapmakonei/moHorpadii. MoaaHHa HoBoro abo
OHOBIEHOro cepTudikaTa BignosigHoCTi abo BUNYyYeHHS
cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
ansa A®l; onst BUXigHOro matepiany/peareHTy/npoMikKHOro
nNpoaykKTy, L0 BUKOPUCTOBYHOTLCH Yy BUPOOHMLTBI ADI; Ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponevicbkin dapmakonei) - OHoBNeHu cepTudikat Big
yXe 3aTBepaKeHoro BUPOBHMKa - NoAaHHS OHOBIEHOrO
cepTudcpikaTa BignosigHocTi €Bponeiickkint hapmakonei Ne
RO-CEP 2016-327-Rev 03 ana A®| mokcudnokcauuHy
rigpoxnopuay Bif BXe 3aTBepAKeHOro BUpo6HMKa
CHROMO LABORATORIES INDIA PRIVATE LIMITED,
India

157.

MOKCU®NOK

CALUUHY

riAPOXITOPU

a

NMopoLIoK
(cybeTaHuis) y
nonieTUneHoBmx
nakeTax ons
hapMaLEeBTUHHOIO

TOB "KYCYM
SAPM"

YkpaiHa

ApareH Nand
CaeHcuc lMpaimseT
Timiten

IHAinA

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny
- AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo
afpecu Micus NPoBaMKeHHs AiSNbHOCTI BUPOOHMKA
(Bkntovatoum, 3a HeobXiaHOCTI, Micue NpoBeAeHHs
KOHTPOIH SIKOCTi), abo BNacHuka mactep-danna Ha AdI,

UA/19096/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3acTocyBaHHA abo nocTtavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, O
3aCTOCOBYHOTbCS Y BUpoOHULTBI AD| (SKLLO 3a3HaYeHOo Yy
[0Cbe Ha nikapcbkuii 3acib) 3a BiacyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponencukin dapmakonei y
3aTBEPAKEHOMY A0CbeE, abo BUPOBHMKA HOBOT AOMOMIKHOI
PEYOBUHM (SIKLLO 3a3Ha4YeHO Y [OCbE) - 3MiHa Ha3Bu
BUpoOHMKa A®| y 3B'A3Ky NpuBEAEHHS Y BiAMNOBIAHOCTI A0
LitoYMX KepiBHUX JOKYMEHTIB, 040 3MiHM Ha3BuW. 3MiHa y
BMPOGHMYOMY NpoLeci Ta BUPOBHUYMX MOTY>KHOCTSIX He
Bigbynocs
158, MOHYPAN rpaHynu ans 3amM06oH ITanis 3amboH LLiseviapis BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/9833/01/01
oparnbHOro po3ynHy C.N.A. CeiTuepnang Jita. Tmny - 3MiHuM Wwopo 6eanekn/edpekTMBHOCTI Ta peuenmom
no3rno8r dapmakoHarnsay. BeegeHHs abo 3miHM Ao y3aranbHeHMX
npenaparty (3 r OaHunx nNpo cuctemMy papmakoHarnsgy (BBegeHHs
[itoyoi pevyoBuHU) B y3aranbHeHNX AaHuX Npo cucteMy hapmakoHarnsgy,
nakeTi; no 1 abo 2 3MiHa yNnoBHOBaXeHOI 0cobu, BiAMOBiAanbLHOI 3a
nakeTn B KAPTOHHI 3piicHeHHs hapMakoHarnagy; KOHTakTHoOi ocobu 3
navui bapmakoHarnagy 3asiBHMKa ANg 30iNCHEHHSA
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBa)eHOT 0cobW, BignoBigansHoi 3a 34iMCHEHHS
capmakoHarnsgy (BKo4arym KOHTaKTHI gaHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnsagy) 3MiHa KOHTaKTHOT 0cobu 3asiBHUKa,
BignosiganeHoi 3a hapMakoHarnsag B YKpaiHi.
Litova pepakuis: Kyuma Bonogummnp OnekcanHgpoBuy.
MponoHoBaHa pepakuis: HikiTueHkoBa JltoboB IBaHiBHa.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHUKA,
Bi4NoOBiganbHoi 3a dpapMakoHarnsag B YkpaiHi
159./ MYKANTUH® | cupon; in bulk: no MAT YkpaiHa MAT "Tannydapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx maTtepianis: 3miHu | Tuny - UA/9508/01/01
100 mn y 6aHui "Manuydapm” - 3miHu 3 gkocTi. FoToBUIA nikapcbkuii 3acid. Cuctema
cknsHin, abo y KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa napameTpis
riakoHi CKNstHOMY, cneuudikauin Ta/abo 4ONYCTUMUX MEX NEPBUHHOT
abo dnakoHi yNaKoBKM FOTOBOrO NikapCbKoro 3acoby (iHwWi 3MiHK). 3miHa
nonimepHomy; rno 48 Ha3BW (hNakoHiB BUPOOHUKA NepBUHHOI ynakoBku Stoelzle
6aHok cknsiHuX, abo Union s.r.l. 3 "200 ml Verpackungsflasche" Ha "200 ml
riakoHiB CKNSAHUX, Sirupbottle". AkicHuiA Ta kinbkicHWA cknag, Tun, hopma Ta
abo dnakoHiB PO3Mip enemMeHTiB NEPBUHHOIO NaKyBaHHS 3anuLIaeTbCs
noniMepHux y kopobi HE3MiHHUMW.
KapTOHHOMY;
in bulk: no 200 mn y
driakoHi CKnsitHOMy
abo dnakoHi
nonimepHomy; no 30
rakoHiB CKNSHUX
abo dnakoHiB
noniMepHux y Kopobi
KapTOHHOMY
160 MYKANTUH® | cupon; no 100 mny MAT YKpaiHa MAT "Tannydapm” YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny bes UA/8800/01/01




85 [TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
GaHLUi cknsaHin abo y "Manuudapm" - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peuenma
dnaKkoHi CKnsHoMYy; KOHTenHep/3akynoptoBanbHui 3aci6. 3MiHa napameTpis
no 1 6aHui abo cneumdikauii Ta/abo JonycTUMMUX MEX NepBUHHOT
(bnakoHy 3 NOXKOH YNaKOBKM FOTOBOrO NikapCbKoro 3aco0y (iHwi 3amiHM). 3miHa
MipHOIO B nayi; no Ha3Bw chnakoHiB BUpoOHMKa NepBUHHOI ynakoBku Stoelzle
100 mn y donakoHi Union s.r.l. 3 "200 ml Verpackungsflasche" Ha "200 ml
nonimepHomy; no 1 Sirupbottle". AkicHuiA Ta KinbkicHWA cknag, Tmn, hopma Ta
dNaKkoHy 3 NOXKO0 PO3Mip enemeHTiB NEPBMHHOIO NaKyBaHHS 3anuLIaeTbCcs
MipHOIO B nNavuj; no HE3MIHHUMWN.
200 mn y donakoHi
cknsiHoMy abo
nonimepHomy; no 1
NaKkoHy 3 NOXKOH0
MipHOIO B mayui
161, MYKO®AJIbK | rpaHynu, 3,25r1/5T1 Op. danbk HimeuyunH BignoBigansHuUi 3a HimeuunHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/6104/01/01
AMNENbCUH no 5 rrpaHyny dapma 'M6X a BUMNYCK Cepiin My - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT peuenmom

naketi; no 20
NaKeTiB Y KApTOHHIN
KopobuUi

KIHLEEBOro NpoAyKTy:
Op. danbk Papma
MM6X, HimewunHa

BUPOGHMKM
[030BaHoi hopmu,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTi:
JlosaH ®apma N'mbX,
HimeuyunHa
BUPOGHWKY,
BiAnoBiganbHi 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SKOCTI:
Ningodapm MbX,
HimeuyunHa
JlosaH ®apma N'mbX,
HimeuunHa
BUPOGHWKY,
BianoBiganbHi 3a
KOHTPOIb SIKOCTI:
'BA dapma 'M6X,
HimeuunHa
XeHkenb Al i Ko.
KraA, HimeuyunHa
'BA ®apma 'M6X,
HimeuunHa
Jla6op NNIC CE i Ko.
KI, HimeuunHa
IMK - [HcTuTyT
MikpobionoriyHoro

[inbHUUI (BKMoYatoun ginbHuui ans A®I, npomixxHoro
npoaykTy abo rotToBoro nikapcekoro 3acoby, AinbHuLi Ans
npoBeAeHHs NakyBaHHs1, BUPOOHWMKa, BignosiganbHoro 3a

BWMYCK Cepil, MiCLie NpOBEAEHHS KOHTPOTIO cepii) abo

nocTayarnbHvKa BMXiQHOro matepiany, peareHTy abo

[OOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAY€HO Y JOChE)
BunyyeHHs ginbHuUUi AN anbTepHaTMBHOIO BTOPUHHOIO
nakyBaHHs - [Ip. ®anbk ®apma M'M6X, HimeuunHa
(NsHenBebepiTpacce 5, 79108 dpaibypr, HimeuuunHa).
Mpun uboMy AaHa QiNbHULS 3anUWAETLCS, K

BignosiganbHa 3a BUMYCK Cepirt KIHLEeBOro NPoayKTy.

3anuwatTbes anbTepHATUBHI AiNbHULSA, KOTPI

BigNoBigalTb 3a BTOPUHHE NnakyBaHHSA: (JTosaH ®apma

Mm6X, HimewunHa, Ningodapm Mu6X, HimeuuunHa).
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3abe3neyeHHs
sikocTi MMBX,
HimeuyunHa
162.| HASUBIH® Kpanni HasanbHi i eng Oxi Himewunn | Oenbdpapm Bnagens | Higepnanam BHECEHHS 3MiH 40 peecTpauiinHuX maTepianis: 3miHu | bes UA/7928/01/01
0,01 % ;no5mny Xenc a B.B., Higepnanaw; / NopTyranis Tmny - 3MiHun wopo 6eanekn/edeKkTMBHOCTI Ta peuenma
dnakoHi, no 1 [hxepmani Codpapimexc - hapmakoHarnsay. BeeaeHHs abo 3MiHM [0 y3aranbHeHux
dnakoHy B mM6X IHgycTpia Kimika e AaHunx nNpo cuctemy dpapmakoHarnagy (BBedeHHs
KapTOHHil kopobui dapmaueyTika, C.A., y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsay,
MopTyranis 3MiHa ynoBHOBaXeHOI 0cobu, BianoBiaanbLHOI 3a
34iicHeHHs1 dhapmakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
bapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
capmakoHarnsgy (BKM4ar4ym KOHTaKTHI gaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-darnna cuctemm
dapmakoHarnsaay) 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOT 0cobMu, BignosigansHoi 3a
dapmakoHarnag. 3miHa MicLue3HaxomKeHHs MacTep-
banina cuctemu chapmakoHarnsgy Ta noro Homepa. 3miHa
Micus 30iMCHEHHSA OCHOBHOI OisiNbHOCTI 3
dapmakoHarnsgy.
163.| HASUBIH® Kpanni HasanbHi Mi eng Oxi Himewunn | Oenbdpapm bnapgens | Higepnanam BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHu | bes UA/7928/01/03
0,05 %; no 10 mny Xenc a B.B., Hinepnanau; / MopTyranis TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenma
dnakoHi, no 1 hxepmani Codpapimekc - dapmakoHarnsay. BeegeHHs abo 3miHM [0 y3aranbHEeHUX
dnakoHy B m6X IhgycTpia Kimika e AaHunx nNpo cuctemy dpapmakoHarnsgy (BBedeHHs
KapTOHHiI kopobui dapmaueyTika, C.A., y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy,
MopTyranis 3MiHa yNnoBHOBaXeHOI 0cobu, BiANOBiAanbLHOI 3a
3iicHeHHs1 hapMakoHarnagy; KOHTaKTHOI ocobu 3
hbapmakoHarnsgy 3asBHuKa Ans 3ginCHeHHS
cbapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMiHHA Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsgy (BKNoYarun KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-daina cuctemu
dapmakoHarnsaay) 3MiHa KOHTaKTHUX AaHWX
yMNoBHOBaXeHOoI ocobu, BignosigansHoi 3a
papmakoHarnsg. 3miHa micuesHaxo4XXeHHs MacTep-
chanina cuctemu chapmakoHarnsgy Ta moro Homepa. 3miHa
Micus 30iMCHEHHS OCHOBHOI OisiNbHOCTI 3
dapmakoHarnsigy.
164, HASUBIH® Kpanni HasanbHi Mi enp Oxi HimewunH | Oenbdapm bnagens | Higepnangm BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3MiHu | 6e3 UA/7928/01/02
0,025 %, no 10 mn y Xenc a B.B., Higepnanau; / NopTyranis TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta peuenma
dnakoHi, no 1 [hxepmani Codpapimekc - dapmakoHarnsay. BeegeHHst abo 3miHM [0 y3aranbHEHUX
dnakoHy B m6X IHgycTpia Kimika e OaHux nNpo cucteMy dpapmakoHarnsgy (BBedeHHs

KapTOHHiIl kopobui

dapmaueyTika, C.A.,
MopTyranis

y3aranbHeHNUX AaHUX Npo cucteMy papMakoHarnsay,
3MiHa YNOBHOBaXeHOI 0cobwu, BiAMoBiAanbHOI 3a
3[iNCHeHHs hapmakoHarnagy; KOHTakTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi, Ko BoHA BiAMiHHA Bif
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk Kpaina

eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
hapmakoHarnagy (BKMoYarym KOHTaKTHi AaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-danna cuctemm
dapmakoHarnsay) 3MiHa KOHTaKTHUX AaHWX
ynoBHOBaxkeHoi ocobu, BianosiganbHoi 3a
dapmakoHarnag. 3miHa MicLe3HaxomKeHHs MacTep-
cavina cuctemn chapmakoHarnsgy Ta oro Homepa. 3miHa
MicL 30iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy.

165.

HEBIBOJON
y
rigPOXIioPU
a

MOPOLLIOK
(cybeTaHuis) y
nonieTMNeHoBKX
nakeTax ans
dapmaLeBTU4HOro
3aCTOCYBaHHsI

TOB HB®
«MIKPOXIM»

YkpaiHa

UxeussaH Xyaxaun Kutan
dapmacbioTurkan

Ko., Jlta.

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |

Tnny - AQMiHICTpaTUBHI 3MiHW. 3MiHa HalMeHyBaHHS

Ta/abo agpecw 3asiBHVKa (BnacHWKa peecTpauiiHoro
nocsigyeHHs) 3miHa agpecy 3asiBHUKa

UA/19236/01/01

166.

HEWPOMNAH
T

TabneTkn, BKpUTI
obornoHkoto, no 20
Tabnetok y Gnictepi;
no 1 abo no 2
Gnictepu B
KapTOHHIl kopobui

Op. Binbmap
LLisabe MmbX i
Ko. KI"

HimeuumnH
a

p. Binbmap LLBabe Himeuunna

mMB6X i Ko. KI

BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny
- 3miHu wopo 6esnekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. BeegeHHst abo 3miHM go y3aranbHeHMX
AaHux nNpo cucteMy dpapmakoHarnagy (BBedeHHs
y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsagy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiaanbHOI 3a
34icHeHHs1 dhapmakoHarnagy; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
apmakoHarnsaay (BKMoYarum KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-dainna cuctemu
cbapmakoHarnsigy) - 3miHa KOHTaKTHOI 0cobu 3asiBHUKA,
BignoBiganeHoi 3a papmakoHarnag B Ykpaini. [itova
penakuis: BonteHko AHTOH ["eopriioBuy. MNponoHoBaHa
pepakuia: byask Onekcangpa CepriiBHa. 3MiHa
KOHTAKTHMX JAHMX KOHTAKTHOI 0COOU 3asiBHMKA,
BiAgnoBiganeHoi 3a dpapMakoHarnsg B YkpaiHi

6e3
peuenma

UA/0414/01/01

167,

HEOIABIH
150

kancynu no 150 wmr;
no 10 kancyn y
6nicTepi; no 1, 3 abo
no 6 Gnictepis y
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "dapma
Crapt",

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu |
Tmny - 3MiHM Wwopao 6e3nekn/eeKkTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkiii xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLT Ans
MeAMYHOro 3aCTOCyBaHHS Ha MiACcTaBi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro 3acoby
B nicnApeecTpavinHuii nepiod, abo sk pesynbTaT OuiHKK
3BIiTy 3 AOCMiAXeHb, NpoBeAeHUX BiANOBIAHO 40 nNnaHy
nepiatpnyHux gocnigxeHs (PIP) (3miHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpPraHoM)
3MiHU BHECEHO [0 IHCTPYKLUii AN MeauyYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ain "MobivHi
peakuii” BignNoBigHO 10 OHOBNEHOI iHhopMmallii 3 6e3neku
[itoY0i pevoBrHN. BBegeHHs 3MiH NpoTsarom 6-Tu Micsiuis
nicns 3aTBEpAXKEHHS.

3a
peuernmom

UA/13702/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
168, HEOlABIH 75 | kancynu no 75 wmr; TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/13702/01/02
no 10 kancyn y YKPAIHA" Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuenmom
6nictepi; no 1, 3 abo capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTui
no 6 Gnictepis y nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLii ans
KapTOHHIN nayui MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocrimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepiof, abo sik peaynbTaT OLiHKK
3BITY 3 AOCNigKeHb, NPOBEeAeHNX BIANOBIAHO 4O NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OPraHoM)
3MiHM BHECEHO [0 iHCTPYKUiT Ans MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3ain "lMobiyHi
peakuii” BignoBigHO A0 OHOBIEHOI iHpopMalii 3 6e3nekn
nitoyoi peyoBuHU. BBegeHHS 3MiH npoTsirom 6-Tu micauis
nicns 3aTBEpAXKEHHS.
169.| HIMECYNnIQ NOPOLLOK AT "dapmak” YkpaiHa Manranam [parc IHgisa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | - UA/14562/01/01
(cybeTaHuin) B eHp OpraHike Jl1a. TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/l'E-
MiLllKax noaBiiHUX cepTudikaT BianoBigHOCTI €BpoNenchbKin
nonieTuneHoBmx capmaxkonei/moHorpadii. MogaHHa HoBoro abo
aons OHOBJEHOro cepTudikarta BiaANoBi4HOCTI 200 BUNYyYEHHSs
hapmaLeBTUYHOro cepTudikaTta BignoBigHOCTI €Bponenchkin hapmakoneri:
3acToCyBaHHsA ans A®l; ansa BuxigHoro martepiany/peareHTy/npPOMIKHOIo
NpoaykKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHUUTBI ADI; Ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkin dapmakonei) - OHoBNeHun cepTudikaT Big
yXe 3aTBepAXeHOro BUpoBHUKa - MoJaHHS OHOBMEHOTO
cepTudpikata €sponevicbkin dapmakonei Ne R1-CEP
2011-310 - Rev 00 (3aTtBepmkeHo: RO-CEP 2011-310 -
Rev 02)
170 HOOBYT®IC | Tabnetkn no 0,1T; ToBapucTBo 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/8831/01/02
no 10 Tabnetok y [0aTKOBOKO [00aTKOBOK - 3MiHu wopno 6esnekn/edeKkTUBHOCTI Ta peuenmom
GnicTepi; no 2 BignosiganeHi BiAnoBiganbHicTo hapmakoHarnsigy. 3miHa y npaBoBoMy cTaTyci
Gnictepu y nayui 3 cTio "IHTEPXIM" nikapcbkoro 3acoby (ans
KapTOHY "IHTEPXIM" reHepuyHuX/ribpuaHnx/GionodibHnx nikapcbkux 3acobis
nicns 3amMiHW 3aTBEpAKEHOro NpaBoOBOro cTaTycy
pecbepeHTHOro npenapaTy). 3MiHW BHECEHO B iHCTPYKLitO
Ans MEAUYHOTO 3acTOCYBaHHS Ilikapcbkoro 3acoby Ao
po3giny «Karteropisi Binnycky»: 3aTBepaxeHo: «be3
peLenTay; 3anpornoHOBaHO: «3a peuenTomy». BianosigHi
3MiHV BHECEHO B TEKCT MapKyBaHHS BTOPVHHOI YNakoBKu
nikapcbkoro 3acofy.
171 HOOBYT®IC | Tabnetkmno 0,1T; ToBapucTBO 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3a UA/8831/01/02
no 10 Tabnetok y [0[aTKOBOKO [04aTKOBOK y 3B’A3KY i3 3MiHOIO YMOB BiAMycKy Ha «3a peLenTomy, peuernmom
GnicTepi; no 2 BignosiganbHi BignoBiganbHiCcTIO 3MiHEHO CTaTYC W00 peKnamyBaHHs: byno «nidnseaey;
Gnictepn y nayui 3 CTHO "IHTEPXIM" cTano «He nignsArae» - nucT-nigTeepaXeHHs O
KapTOHY "IHTEPXIM" «[epxaBHun excnepTHuin LeHTp MO3 Ykpaitn» Big
07.02.2023 Ne 375/2.4-4
172| HOOBYT® IC | Tabnetkm no 0,25r ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiHMX maTepianis: 3MiHu | Tuny 3a UA/8831/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 10 Tabnetok y [00aTKOBO [00aTKOBOO - 3MiHu wono 6e3nekn/edheKTUBHOCTI Ta peuenmom
GnicTepi; no 2 BignosiganbHi BiANoBiganbHicTO dapmakoHarnagy. 3miHa y npaBoBOMy CTaTyCi
Gnictepn y nayui 3 CTHO "IHTEPXIM" nikapcbkoro 3acoby (ans
KapTOHY "IHTEPXIM" reHepuYHMX/riopnaHmx/6ionogidHMX nikapcbknx 3acobis
nicns 3miHW 3aTBEpaXKEHOro NPaBoOBOro cTaTycy
pedepeHTHOro npenapary). 3MiHM BHECEHO B iHCTPYKLIiO
ANnsi MEQUYHOTO 3acCTOCYBaHHS fikapcbkoro 3acoby Ao
po3ainy «Kateropisi Bignycky»: 3aTBepa)eHo: «6e3
peLenTay; 3anpornoHOBaHO: «3a peLenTomy. BignosigHi
3MiHWN BHECEHO B TEKCT MapKyBaHHS BTOPVMHHOI YNaKkoBKu
nikapcbkoro 3acoby.
173| HOOBYT® IC | Tabnetkm no 0,25r ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/8831/01/01
no 10 Tabnetok y [00aTKOBO [04aTKoBO y 3B’s13Ky i3 3MiHOIO YMOB Bifnycky Ha «3a peLenTom», peuenmom
6nictepi; no 2 BignoBiganbHi BiANOBIgANbHICTIO 3MiHEHO CTaTyC LWOoJ0 peknamMyBaHHs: Byno «ridnseaey;
Gnictepn y nayui 3 CcTHO "I[HTEPXIM" cTano «He nignarae» - nucT-nigTeepaxexHHsa A
KapTOHY "IHTEPXIM" «[depxxaBHuin ekcnepTHUA LeHTp MO3 YkpaiHn» Big
07.02.2023 Ne 375/2.4-4
174 HOOBYT® IC | nopoLuok gns ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3MiHu | Tuny 3a UA/8831/02/01
100 0OparnbHOro PO34uHY, [0[AaTKOBOO [04aTKOBOIO - 3miHn wopao 6esnekn/edekTMBHOCTI Ta peuenmom
100 mr/gosy; no 2,5 BignoBiganbHi BiANoOBIganbHiCcTIO dapmakoHarnagy. 3miHa y npaBoBOoMy CTaTyCi
ry cawe; no 10 CTHO "IHTEPXIM" nikapcbkoro 3acoby (ans
cawe y nayui 3 "IHTEPXIM" reHepuyHMX/ribpnaHnx/GionodibHnx nikapcbkux 3acobis
KapTOHY nicns 3amMiHn 3aTBepKeHOro NpaBoBOro cTaTycy
pechepeHTHOro npenaparty).
3MiHV BHECEHO B iHCTPYKLiO ANs MEAUYHOro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy «Kareropis
BiANyCKy»:
3aTBepAkeHo: «be3 peLienTay; 3anponoHOBaHO: «3a
peuenTtom». BignosigHi 3MiHM BHECEHO B TEKCT
MapKyBaHHS1 BTOPVMHHOI YNaKoBKW flikapcbKoro 3acoby.
175 HOOBYT® IC | nopouuok ang ToBapucTBo 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/8831/02/01
100 oparnbHOro Po34nHy, [0[aTKOBOIO [04aTKOBOI y 3B’5I3Ky i3 3MiHOIO YMOB Bifnycky Ha «3a peLenTom», peuernmom
100 mr/po3y; no 2,5 BignosiganbHi BignoBiganbHIiCcTIO 3MiHEHO CTaTYC W00 peKnamyBaHHs: Oyno «nidnseaey;
ry cawe; no 10 CTHO "IHTEPXIM" cTano «He nignArae» - nUcT-nigTeepaXeHHs Ol
cale y nayui 3 "IHTEPXIM" «[epxaBHun ekcnepTHuin LeHTp MO3 Ykpainn» Bia
KapTOHY 07.02.2023 Ne 375/2.4-4
176, HOOBYT® IC NOpOLLOK ANng ToBapucTBO 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMx maTepianis: 3mMiHu | Tuny 3a UA/8831/02/02
500 oparbHOro PO34unHy, [00aTKOBOK [00aTKOBO - 3MiHu wopo 6e3nekn/edpeKTUBHOCTI Ta peuenmom
500 mr/go3sy; no 2,5 BignosiganbHi BiAnoBiganbHicTio papmakoHarnsigy. 3miHa y npaBoBoMy cTaTyci
ry cawe; no 10 CTHO "IHTEPXIM" nikapcbkoro 3acoby (ans
cale y nayui 3 "IHTEPXIM" reHepuyHUX/ribpnaHnx/GionodibHnx nikapcbknx 3acobis
KapTOHY nicns 3MiHW 3aTBEpAKEHOro NpaBoBOro cTaTycy
pedepeHTHOro npenapary).
3MiHV BHECEHO B iHCTPYKLiO A5 MEAUYHOIO
3acTocyBaHHs nikapcbkoro 3acoby Ao po3ainy «Karteropis
BiOMyCKy»:
3aTBepOkeHo: «be3 peLienTay; 3anponoHOBaHO: «3a
peuentom». BignosigHi 3MiHM BHECEHO B TEKCT
MapKyBaHHSI BTOPVMHHOI YNaKoBKM JlikapcbKoro 3acoby.
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
177 HOOBYT® IC | nopoLuok gns ToBapucTBo 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3a UA/8831/02/02
500 oparnbHOro Po34nHy, [0[aTKOBOIO [04aTKOBOIO y 3B’513Ky i3 3MiHOIO YMOB BinycKky Ha «3a peLentom», peuenmom
500 mr/gosy; no 2,5 BiAgNoBiganbHi BigNOBiganbHICTHO 3MiHEHO CTaTyC LWOoA0 peknamMyBaHHs: Byno «ridnseaey;
ry cawe; no 10 CTHO "I[HTEPXIM" cTano «He nignarae» - nUCT-nigTBepaxexHHsa Al
cawe y nayui 3 "IHTEPXIM" «[epxaBHun ekcnepTHuin LeHTp MO3 Ykpainn» Bia
KapTOHY 07.02.2023 Ne 375/2.4-4
178 HOOTPO®EH | tabnetku no 250 wmr; TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3a UA/17568/01/01
-®APKOC no 10 Tabnetok y "®apmaneBTn "®apmaueBTnyHa y 3B’513Ky i3 3MiHOIO YMOB BifnycKky Ha «3a peuenTar, peuernmom
Gnictepi; no 10 YHa KOMnNaHis komnaHis PapKoC" 3aTBepakeHoro Hakazom MO3 Ykpainu Big 19.10.2022
Tabnetok y 6nictepi, dapKoC" Ne 1886, 3MiHeHO cTaTyc LWoao peknamyBaHHs: byno
no 2 abo 3 6nictepun «nidnsizae»; cTano «He NigNArae» - NUCT-NiATBEPIKEHHS
y KOopobUi 3 KapTOHy 0N «OepxaBHuii ekcnepTHUA LeHTp MO3 YkpaiHuy Big,
07.02.2023 Ne 375/2.4-4
179.| OKTAMINAC PO34MH ANS iHDY3iN, OxkTradapma ABCTpis BMPOGHMK, Lsewis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/15584/01/01
nr 45 - 70 mr/mn; no dapmaneBTrk BigNOBiganbHUIM 3a - AgMmiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs1 Ta/abo peuenmom
200 mn B a BMPOGHMLITBO 32 appecu Micus NpPoBafkKeHHs AisnbHOCTI BUPOOHMKa
CTepUnbHOMY, MpopykTioHcre NOBHMM LIVKITOM: (BKnovatoum, 3a HeObXigHOCTI, MicLe NPOBEAEHHS
nnactugikoBaHoMy cm.6.X. OkTahapma Ab, KOHTPOSIO sIKOCTi), abo BnacHuka mactep-garina Ha Adl,
KOHTeWHepi ans LBeuis abo noctavanbHuka Ad®Il/BuxigHoro

KpoBi 3
nonisiHinxnopuay;
no 1 KOHTenHepy B
nakeTi 3 Npo3opoi
noniamig/nonietnne
HOBOI nniBkK; Mo 1
nakeTy B KApTOHHIl
kopobui. Oktannac
JII ynakoByeTbCs B
OKpeMi KOHTenHepu
3a TakMmu rpynamu
Kposi: 'pyna kposi A
(I1), 'pyna kposi B
(), Mpyna kposi AB
(IV), M'pyna kposi O
0]

marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, O
3aCTOCOBYIOTLCA Y BUPOOHULTBI API (AKLLO 3a3HaYeHO Y
[0CbE Ha nikapcbkui 3acib) 3a BiocyTHOCTI cepTudikata

BiAMNOBIAHOCTI €Bponencukin dapmakonei y
3aTBEPKEHOMY A0ChbE, ab0 BUPOOHMKa HOBOT AOMOMIKHOT
PEYOBUMHM (AKLLIO 3a3HaYeHO Y A0Cbe). 3MiHa agpecu
nabopaTopii Ana gocnigXeHHs niporeHiB 6e3 3amiHM Micusi
po3TawyBaHHs. 3aTBepaxeHo: Charles River Laboratories
France CRLF y ®paHuii 3 Lieu dit Bois de la Sabliere,
01400 Romans, France 3anponoHoBaHo: 2109 route de
Chatillon, 01400 Romans, France. Charles River
Laboratories France CRLF. 3miHn | Tuny - 3miHn 3 gKocTi.
3MiHM 0O peecTpauiiHOro NOCBIAYEHHST BHACTIAOK iHLLMX
perynsTopHux npoueayp. NM®/BA3® (macTtep-dann Ha
nnasmy/3aranbHuii hann Ha BaKUMHHUIA aHTUMEH).
BkrntoyeHHs1 HOBOro, OHOBMEHOro abo 3MiHEHOro MacTep-
davina Ha nnasMy y peectpauinHe JOCbe Ha MikapCbKui
3aci6 (npoueaypa 2-ro etany ans NMM®) (BkntoyeHHs
OHOBIEHOro/3MiHeHOro MacTep-danna Ha nrnasmMy, SKLo
3MiHW He BMNMUBalOTb Ha BMACTUBOCTi FOTOBOIO MiKapCbKoro
3acoby). BkntoueHHs1 oHOBREHOro MmacTep-caiina Ha
nnasmy y peectpaLiiHe 4OCb€e Ha Nnikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000008/05/11/019/G. 3miHn |

TMny - 3MiHK 3 siKOCTi. 3MiHM A0 peecTpauiiHoro
MOCBIAYEHHS BHACNIOOK iHLIMX PErynaTOpHUX NpoLleayp.
MM®/BA3® (MacTep-caiin Ha nnasmy/3aransHui gann

Ha BaKUMHHWIA aHTUreH). BkntoyeHHsi HOBOro, OHOBNEHOro
abo 3miHeHoro mactep-daina Ha nnasmy y peectpadiviHe
[OCbe Ha nikapcbkuii 3acib (npoueaypa 2-ro etany ans
MM®) (BkNHOYEHHSI OHOBMNEHOrO/3MiIHEHOrO MacTep-ganna




91 [TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

Ha nNnasmy, SKWOo 3MiHW He BNMMBalTb Ha BNacTUBOCTI
roTOBOrO fNikapcbkoro 3acoby). BkrntoyeHHs1 OHOBNEHOro
MacTtep-channa Ha nnasmy y peectpauinHe 4OCbE Ha
nikapcbkuii 3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/AU/020/G. 3miHu | Tuny - 3miHn
3 AKOCTi. 3MiHM [0 peecTpauiiHOro NoceigYeHHs
BHAaCMiAoK iHWWX perynatopHux npoueayp. NMM®/BA3®
(macTep-dhann Ha nnasmy/3aranbHui dann Ha BakLMHHWIA
aHTureH). BknoyeHHst HOBOro, OHOBMEHOTO abo 3MiHEHOTO
MacTtep-channa Ha nnasmy y peectpauinHe 4OCbE Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NM®)
(BKIMOYEHHSI OHOBIIEHOrO/3MIHEHOTO MacTep-daiina Ha
nnasmy, sIKLO 3MiHU He BNNMBalOTb Ha BNACTUBOCTI
roTOBOro nikapcbKkoro 3acoby). BkrtovyeHHs OHOBNEHOro
MacTtep-channa Ha nnasmy y peectpauinHe 4OCbe Ha
nikapcbkuii 3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/11/021/G.
3MinHn | TMny - 3MiHK 3 siKocTi. 3MiHM OO peecTpaLiiHoro
NOCBiAYEHHS BHACNIAOK iHLWMX PerynsaTopHUX npoueayp.
MM®/BA3® (macTep-cbaiin Ha nnasmy/3aransHun dann
Ha BaKUWHHWIA aHTUreH). BkrnoveHHst HOBOro, OHOBIIEHOTO
abo 3MiHeHoro mactep-arina Ha nnasmy y peectpadiiHe
[OCbE Ha nikapcbkuii 3acib (npouepypa 2-ro etany Ans
MM®) (BkntOYEHHSI OHOBIIEHOrO/3MiHEHOTO MacTep-danna
Ha nnasmy, SKLWO 3MiHW He BNMBalTb Ha BNacTUBOCTI
roTOBOro nikapcbKoro 3acoby). BkrtoveHHs OHOBMEHOro
MacTep-anna Ha nnasmy y peectpauinHe JOCbE Ha
nikapcbkuii 3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/AU/022/G. 3miHu | Tuny - 3miHn
3 sIKOCTi. 3MiHM 0 peecTpauiiHoro NoCBiAYEHHs!
BHaCNAOK iHWWUX perynsiTopHux npoueayp. NMM®/BA3®
(macTtep-chann Ha nnasmy/3aranbHuii ann Ha BakLUMHHUNA
aHTureH). BknoyeHHs HOBOro, oHoBreHoro abo 3MiHeHOro
MacTep-anna Ha nnasmy y peectpauinHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NM®)
(BKIMOYEHHS1 OHOBNEHOr0/3MiHEHOTO MacTep-darina Ha
nnasmy, sIKLO 3MiHU He BNNMBalOTb HA BNACTUBOCTI
roTOBOro nikapcbKkoro 3acoby). BkrtoueHHs OHOBMEHOro
mMacTep-anina Ha nnasMy y peectpauiiHe JOCbe Ha
nikapcbkuii 3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/11/023/G. 3miHu | Tuny - 3miHun 3
sIKOCTi. 3MiHM 0O peecTpaLiiHOro NOCBIAYEeHHS BHACNIAOK
iHWKX perynsiTopHux npoueayp. NMM®/BA3® (macTep-
darin Ha nnasmy/3aranbHui ann Ha BaKLUHHWUIA
aHTureH). BknoyeHHs HOBOro, oHoBrneHoro abo 3MiHeHoro
mMacTep-danna Ha nnasmy y peectpauinHe JOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NMV®)
(BKIMOYEHHSI OHOBINEHOrO/3MIHEHOTO MacTep-darina Ha
nnasmy, siKLLo 3MiHX He BNMBaKOTb HA BMACTMBOCTI




92

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

roToBOro nikapcbkoro 3acoby). BkrtoyeHHsi OHOBNEHOro
macTep-anna Ha nnasmy y peectpauiiie 4oCbe Ha
nikapcbkuii 3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/1B/024/G. 3MmiHu | Tuny - 3miHun 3
AKOCTi. 3MiHM [0 peecTpauiiHOro NOCBiAYEHHA BHaCNiAoK
iHWKMX perynaTopHux npoueayp. NMM®/BA3® (macTtep-
aiin Ha nna3my/3aranbHui dann Ha BaKLMHHWUIA
aHTUreH). BkniodyeHHst HOBOro, OHOBINEHOro abo 3MiHEeHOro
MacTtep-channa Ha nnasmy y peectpauinHe 4OCbE Ha
nikapcbkuii 3acié (npoueaypa 2-ro etany gns NMVo)
(BKMOYEHHS1 OHOBMNEHOr0/3MiHEHOTO MacTep-darina Ha
nnasmy, sIKLO 3MiHU He BNNMBalOTb HA BNAcTUBOCTI
roTOBOro nikapcbKoro 3acoby). BkrtoyeHHsi OHOBNEHOro
mMacTep-anna Ha NnasmMy y peectpauiiHe JOCbe Ha
nikapcbkuii 3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/AU/025/G. 3miHu | Tuny - 3miHn
3 AKOCTi. 3MiHM 40 peecTpauiiHOro NOCBiAYeHHs
BHaCMiAoK iHWMX perynatopHux npoueayp. NMM®/BA3P
(macTtep-cain Ha nnasmy/3aranbHuii arn Ha BakUMHHUIA
aHTureH). BknoyeHHs HOBOro, oHoBrNeHoro abo 3MiHeHOro
MacTtep-channa Ha nnasmy y peectpauiHe 4OCbe Ha
nikapcbkuii 3acié (npoueaypa 2-ro etany gns NMV®)
(BKMOYEHHS1 OHOBMNEHOr0/3MiHEHOTO MacTep-darina Ha
nnasmy, sIKLO 3MiHU He BNNMBalOTb HA BNACTUBOCTI
roTOBOro fikapcbKkoro 3acoby). BkntoyeHHst OHOBNEHOroO
mMacTep-danina Ha nnasMy y peectpauiiHe JOCbe Ha
nikapcbkuii 3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/11/026/G. 3MmiHu Il Tuny - 3miHu 3
AkocTi. [o0ToBMI Nikapcbkui 3aci6. 3MiHN y BUPOOHMLITBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOrO NikapcbKkoro 3acoby (3amiHa
abo goaaBaHHA AinbHULI, Ha SKi 3A4INCHIOETBCA KOHTPOIb
AKOCTi/BUNPOBYBaHHS cepii Ans
GionoriyHoro/imyHonori4Horo nikapcbkoro 3acoby, Ta 6yab-
SIKOT OiNbHULI, Ha 5K 3aCTOCOBYETLCA
GionoriyHui/imyHonoriyHui metod BUNpobyBaHHs).
HopaBaHHa gopaTtkoBoi nabopaTopii Ans AocnigKeHHs
niporeHiB y roToBoMy nikapcbkoMy 3acobi.
B3anponoHoBaHo: Charles River Laboratories Ireland
Limited Carrentrila, Ballina, Ireland.

180.

OTO®A

Kpanni BYLLH,
pPO34uH, 26 mr/Mn
(20000 MO/mn); no
10 mn y cpnakoHi; no
1 donakoHy 3
nineTkoto y
KapTOHHiI kopobLyi

TTabopaTopii
Bywapa
Pekoppari

®paHuis

dapmacTtep

PpaHuis

BHECEHHS 3MiH IO peecTpaLiiHUX MaTepianiB: TexHiuyHa
nomwurika (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460)
BUNpaBrieHHs TexHivyHoi nomunkun B MKA, sika gonyuieHa
nig Yac BHECEHHSA 3MiH 4O peecTpauinHuX maTepianis
LLOA0 NepioaNYHOCTI KOHTPOIIO BU3HAYEHHS CYMyTHIX
OOMILLOK A0 cneuudikauii npy BUNYCKy fikapcbKoro
3acoby (TecT NpoBOANTLCSA OAMH pa3 Ha pik Ha cepii, Aka
BigibpaHa Ans pocnigxeHHs ctabinbHocTi).
3a3HayeHa iHdopmMaLllisi B onuci 3aTBEpAXXEHOI METOAMUKM

3a
peuerimom

UA/2690/01/01




93

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

KOHTPOJI0 BU3HaYeHHs CynyTHIX JOMILLOK

181.

OTPUBIH

Kpanni HasanbHi
0,05 % no 10 mn y
NaKkoHi 3 KPULLIKOKO-
ninetkoto; no 1
¢bnakoHy B
KapTOHHIN navui

CK
KoHcbtomep
Xenckep
CAPI

LLisewuapi
A

"CK KoHcblomep
Xenckep CAPJ

LLisevinapisa

BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu |
Tmny - 3MiHun wopo 6eanekn/edekTMBHOCTI Ta
hapmakoHarnsiay. BeegeHHst abo 3miHM o y3aranbHEeHUX
AaHunx Npo cuctemy dpapmakoHarnsgy (BBedeHHs
y3aranbHeHVX AaHunX Npo cuctemy hapmakoHarnsgy,
3MiHa ynoBHoOBaXeHoi ocobu, BignoBigansHoi 3a
3aiicHeHHs1 dhapmakoHarnsay; KOHTakTHOI ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
chapmakoHarnsgy B YkpaiHi, AKLwo BoHa BiaMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
capmakoHarnsgy (BKMo4arym KOHTaKTHI gaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-danna cuctemm
bapmakoHarnsgy) 3miHa ynoBHOBaXkeHOi 0cobu 3asiBHMKA,
BiAnoBiganbHOI 3a hapmakoHarnag.

[iroya pepgakuis: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pepakuisa: John Poustie. 3MiHa KOHTaKTHUX
[aHWX YNOBHOBaXeHOI 0cobu 3asiBHUKA, BianoBiganbHoi
3a chapmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
BignoBiganbHoi 3a papMakoHarnsag B YkpaiHi.
[Litova pepakuis: JNlanynHebka IHHa IropisHa. MNponoHoBaHa
penakuis: Kupunisa ManuHa MeopriiBHa. 3MiHa KOHTAKTHUX
[AaHNX KOHTAKTHOT 0cobu 3asiBHMKA, BiANOBiAanNbHOI 3a
dapmakoHarnag B YkpaiHi. 3MiHa MicLie3HaxoOKeHHst
mMacTep-caina cuctemy papmakoHarnsay Ta mnoro
HoMmepa. 3MiHa Micusi 3OiNCHEHHST OCHOBHOI AiSNbHOCTI 3
apmakoHarnsgy

be3
peuenma

UA/5206/01/01

182,

OTPUBIH

Kpanni HasanbHi 0,1
% no 10 mny
riakoHi 3 KPULLIKOKO-
nineTkoto; no 1
dnakoHy B
KapTOHHIN navui

rCK
KoHcblomep
Xenckep
CAPI

LLiseviuapi
a

"CK KoHcblomep
Xenckep CAPJ

LLIseviLapisa

BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3minu |
Tmny - 3MiHM Wwopao 6e3nekn/epekTMBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHeHUX
AaHunx nNpo cuctemy dpapmakoHarnsgy (BBedeHHs
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsagy,
3MiHa YNoBHOBaXeHOi 0cobu, BiAnoBiganbHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
bapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHSA
hapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHOI 3a 3A4iNCHEHHS
bapmakoHarnsgy (BKMYar4yM KOHTaKTHI AaHi) Ta/abo
3MiHM Y po3MiLLeHHI MacTep-daina cuctemm
dapmakoHarnsgy) 3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKa,
BignoBiganeHoi 3a hapMakoHarnsag,.

[itova pepakuis: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pepakuis: John Poustie. 3MiHa KOHTaKTHUX
[aHWX YNOBHOBaXXEHOI 0CcObM 3asiBHUKA, BiANOBiAanbHOT
3a (papmakoHarnsig. 3miHa KOHTakTHOT 0cobu 3asiBHUKa,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
[itoywa pepakuis: JlanumHebka IHHa IropiBHa. MNponoHoBaHa
pepakuis: Kupunisa ManuHa MeopriiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTAKTHOI 0cobu 3aaBHMKA, BiANOBiAanbHOI 3a

6e3
peuyenma

UA/5206/01/02
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dapmakoHarnag B YkpaiHi. 3MiHa MicLie3Haxo4KeHHst
macTtep-carina cuctemm dapmakoHarnagy Ta noro
HoMmepa. 3miHa Micusi 34iNCHEHHSI OCHOBHOT AisNbHOCTI 3
dapmakoHarnagy

183.

OTPUBIH
EKCTPA

crpew HasanbHUi,
no3osaHui no 10 mn
y chnakoHi 3
[03younM
NPUCTPOEM; Mo 1
¢bnakoHy B
KapTOHHIN navui

CK
KoHcbtomep
Xenckep
CAPI

LLisewuapi
A

"CK KoHcblomep
Xenckep CAPJ

LLisevinapisa

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny
- 3MiHu wono 6e3nekn/edheKTUBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHM 4o y3aranbHEeHUX
AaHunx nNpo cuctemy dpapmakoHarnagy (BBedeHHs
y3aranibHeHUX AaHux Npo cuctemy papmakoHarnsgy,
3MiHa ynoBHOBaXeHOI 0cobu, BianoBiaanbLHOI 3a
34iicHeHHs1 dhapmakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
bapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHA Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
capmakoHarnsgy (BKM4ar4ym KOHTaKTHI gaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-darnna cuctemm
bapmakoHarnsgy) - 3miHa ynoBHoBaXeHoi 0cobum
3asiBHMKA, BigNoBiganbHOI 3a hapmakoHarnsg. Lditoya
penakuis:

Dr. Jens-Ulrich Stegmann, MD. lNponoHoBaHa pegakuis:
John Poustie. 3mMiHa KOHTaKTHMUX JAHWX YNOBHOBa)XEHOT
ocobu 3asBHKKa, BignoBigansHoi 3a dhapMakoHarnag,
3MiHa KOHTaKTHOI 0cobu 3asiBHKKA, BignoBiganbHoi 3a
tbapmakoHarnag B YkpaiHi. [itova pegakuis: JlanymHcbka
IHHa IropiBHa.

MponoHoBaHa pepakuia: Knupunisa MNanuna NeopriiBHa.
3MiHa KOHTaKTHMX JAHWUX KOHTaKTHOI 0co6K 3asiBHYMKA,
BigMNOBiganbHOI 3a hapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
hapmakoHarnsigy Ta oro Homepa. 3MiHa Micus
3AINCHEeHHS OCHOBHOI AiiNbHOCTI 3 dpapMakoHarnsgy

be3
peuenma

UA/13560/01/01

184,

OTPUBIH 3
MEHTOJIOM
TA
EBKANINTO
M

crpew HasanbHUi,
nosoaHuii 0,1 % no
10 mny
noniMepHomy
rakoHi 3
poanunioBavem; no
1 prnakoHy B
KapTOHHiIl kopobui

rCK
KoHcblomep
Xenckep
CAPN

LLiseviapi
A

"CK KoHcblomep
Xenckep CAPJ1

LLIseviLapisa

BHECEHHS 3MiH O peecTpauiiHnx martepianis: 3miHu | Tuny
- 3miHu wopao 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHeHUX
AaHunx nNpo cuctemy dpapmakoHarnsgy (BBedeHHs
y3aranbHeHNX AaHunX Npo cucteMy papMakoHarnagy,
3MiHa YNoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHs
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
dapmakoHarnsay (BKNoYarumn KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-daina cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXKeHOI 0cobun
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
[itova pepakuis: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pepakuisa: John Poustie. 3MiHa KOHTaKTHUX
[OaHuX yrnoBHOBaXeHOI 0cobu 3asiBHKKA, BignoBiganbHol
3a (papmakoHarnsig. 3miHa KOHTaKTHOI 0cobu 3asiBHUKA,

6e3
peuenma

UA/5416/01/01
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BignoBiganeHoi 3a hapMakoHarnsg B YkpaiHi.
Hitoya pepakuis: JlanumHebka IHHa IropiBHa. MNponoHoBaHa
pegakuis: Kupunisa ManuHa MeopriiBHa. 3MiHa KOHTaAKTHUX
[aHNX KOHTAKTHOI 0cobu 3asBHMKA, BiANoBiAanbHOI 3a
dapmakoHarnag B YkpaiHi. 3MiHa MicLe3HaxXoaKeHHs!
macTtep-hanna cucteMu hapmakoHarnsgy Ta noro
HoMmepa. 3miHa Micusi 34iNCHEHHSI OCHOBHOT AisNbHOCTI 3
dapmakoHarnsgy.
185, OPEB® Kancynu m sk no BepiHrep HimeuunH MepBrHHE HimeuyunHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/16115/01/01
100 mr no 10 kancyn IHrenbxanm a (bnictepn) Ta Tmny - 3MiHuM wopo 6eanekn/edekTMBHOCTI Ta peuenmom
y bnicTepi; no 6 IHTEepHeLHN BTOPUHHE dapmakoHarnsay. BeegeHHs abo 3miHM Ao y3aranbHeHMX
GnictepiB y mM6X nakyBaHH4, [aHuX Npo cucteMy chapMakoHarnsay (BBeAeHHs!
KapTOHHIN ynakoBLi MapKyBaHHS, y3aranbHeHNX AaHunX Npo cucteMy hapMakoHarnsgy,

KOHTPOMb SIKOCTI,
KOHTPOSb AKOCTi 3a
NMOKa3HWKOM
MikpobiomnoriyHa
yucToTa Ta BUMYyCK
cepin nikapcbkoro
3acoby: bepiHrep
IHrenbxanm Papma
mMBX i Ko.KT,
Hime4yuunha;
BupobHmuTBO,
ynakoBska Ta
KOHTPOIb SKOCTI (3a
BUKIOYEHHAM
MikpobionoriyHoi
YMCTOTU) Kancyn
bulk (He
po3sdracoBaHoi
npoaykuii):
KaTtaneHt
HimeuunHa EGepbax
'M6X, HimeuuuHa;
AnbTepHaTuBHI
ainbHWUUi ans
BTOPUHHOIO
nakyBaHHs Ta
MapKyBaHHSI:
LLiteremanH
JTboHdepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuumnHa;
dapwmllor dapma
TNopxicTik TM6X,
HimeuumnHa;
AnbTepHaTuBHI

3MiHa YNOBHOBaXeHOI 0cobu, BiAMOBIAaNbLHOI 3a
3piicHeHHs hapMakoHarnagy; KOHTakTHoOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBa)eHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
capmakoHarnsgy (BKMo4ar4ym KOHTaKTHI gaHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-dainna cuctemm
capmakoHarnsgy) 3mMiHa KOHTaKTHOT 0CO6M 3asiBHYMKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
Hitoua pepakuis: Mectynosa MapuHa BanepiisHa.
[MponoHoBaHa pepakuis: Yymak Aptem Bonognmmposuy.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu 3asiBHUKA,
Bi4noBiganbHoi 3a papMakoHarnag B YkpaiHi
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nabopatopii ans
NpoBeAEHHS
KOHTPONO SIKOCTi (32
BVKIMIOYEHHSAM
Mikpo6ionoriyHoi
unctotn): A eHg Em
LUTABTECT Nabop
dyp AHanITVK yHA
CrabinitatcnpydyHr
'M6X, HimeuyuunHa;
HysicaH MM6X,
HimeyuuuHa;
AnbTepHaTMBHa
naboparopis Ans
npoBeaeHHs
KOHTPOMIO SIKOCTi
MikpobionoriyHoi
unctoTtu: CI'c
IHCTUTYT PpeseHiyc
'm6X, Himeuuuha;
JTa6op JIC CE enp
Ko. KI', HimewynHa

186.

ODEB®

Kancynm m’"ski no
150 no 10 kancyn y
6nicTepi; no 6
GnictepiB y
KapTOHHIN ynakoBLj

BepiHrep
IHrenbxanm
IHTepHeLwHN

m6X

Himeuumn
a

MepBuHHE Himeuunna
(6nictepu) Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPOMb AKOCTI,
KOHTPOMb SKOCTi 3a
NMOKa3HWKOM
MikpobionoriyHa
yucToTa Ta BUMYCK
cepin nikapcbKoro
3acoby: bepiHrep
IHrenbxanm ®apma
mBEX i Ko.KT,
Hime4umnHa;
BupobHunuTBO,
ynakoBka Ta
KOHTPOMb AKOCTi (3a
BUKITIOYEHHAM
MikpobionoriyHot
4YMUCTOTK) Kancyn
bulk (He
po3sdhacoBaHoi
npoaykuii):
KaraneHt
HimeuunHa E6epbax
'mM6X, HimeuuuHa;

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu |
TMny - 3MiHK Wwopao 6esnekn/edekTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu [o y3aranbHeHUX
AaHunx nNpo cucteMy dpapmakoHarnsgy (BBedeHHs
y3aranbHeHNX AaHuX Npo cucteMy papMakoHarnsay,
3MiHa YNoBHOBaXeHOi 0cobu, BiAnoBiganbHoi 3a
3iicHeHHs1 hapMakoHarnagy; KOHTaKTHOI ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
chapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsgy (BKNoYarun KOHTaKTHI faHi) Ta/abo
3MiHM Y po3MiLLeHHI MacTep-daina cuctemu
bapmakoHarnsgy) 3mMiHa KOHTaKTHOT 0CObU 3asiBHMKA,
BignosiganeHoi 3a hapMakoHarnag B YKpaiHi.
[itova pepakuis: Mectynosa MapuHa BanepiiBHa.
MponoHoBaHa pepakuia: Yymak Aptem Bonognmuposuy.
3MiHa KOHTaKTHMX JAaHWUX KOHTaKTHOI 0COOW 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi

3a
peuerimom

UA/16115/01/02
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AnbTepHaTuBHI
AinbHWUUi ans
BTOPUHHOIO
nakyBaHHs Ta
MapKyBaHHS:
LteremanH
JIboHbepnakyHreH
yHA JloricTiwep
Cepsic e. K,
Himeuumnna;
dapwmJlor dapma
TNopxicTik MMBX,
HimeuumnHa;
AnbTepHaTUBHI
nabopatopii ans
npoBeaeHHs
KOHTPOTIO SIKOCTI (32
BVKIMIOYEHHSIM
Mikpo6ionoriyHoi
unctotn): A eHg Em
LUTABTECT Na6op
yp AHanITuK yHA
CrabinitatcnpydyHr
'mM6X, HimeuunHa;
HygicaH Mm6X,
HimeuumnHa;
AnbTepHaTuBHa
nabopartopis ans
npoBeAeHHs
KOHTPOMIO SIKOCTi
Mikpob6ionoriyHoi
uncrotu: CI'C
IHCTUTYT DpeseHiyc
'mM6X, HimeuunHa;
JTabop NNC CE eng
Ko. KI', HimeuynHa

187,

MAPALIETAM
on ans
LITEN

cupon, 120 mr/5 mn
no 50 mn y dnakoHi
cknsiHomy abo
nonimepHomy; no 1
c¢nakoHy pa3om 3
[03yBarnbHO
TIOXKOIO B NavLli; no
100 mn y donakoHi
cknsiHomy abo y
GaHui nonimepHii;
no 1 donakoHy abo
6aHui pa3om 3
[03yBasbHOK

My6nivyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHWYUIA

LieHTp
"BopLuariBcbk
MR XimiKo-
dapmaueBTuy
HuI 3aBoa"

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BMPOGHWYUIA LLEHTP
"BopLuariscbkui
XimiKo-
chapmaLeBTUYHNIA
3aBoa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHmux maTtepianis: 3miHu | Tuny
- 3MiHu wopno 6e3nekn/edheKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekn 3acTocyBaHHSA nikapcbkoro 3acoby
B nicnApeecTpauinHuii nepiod, abo sk pesynbTaT OuiHKK
3BIiTy 3 AOCMiAXeHb, NpoBeAeHUX BiANOBIAHO 40 nNnaHy
nepiatpuyHux gocnigxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpPraHoMm).
3MiHU BHeceHo A0 IHCTpyKLii Ans MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby Ao po3ginis "B3aemogis

6e3
peuyenma

UA/2514/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
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n 3acoby ynakoeka) noceio4yeHHs1
TIOXKOKO B nayui 3 iHLWKMMM Nikapcbkumy 3acobamm Ta iHLWi BUAn
B3aemogin", "OcobnumBocTi 3actocyBaHHs" 3 6e3neku
3acTOCyBaHHS Jito40i pe4oBUHM BiAMOBIOHO OO
pekomeHgauin PRAC. BeegeHHs1 3MiH NpoTsirom 6-tu
MiCSILiB MiCNsi 3aTBEPOXKEHHS.
188, MEKTONBAH cupon 15 mr/5 mn, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaliiHiX MaTepianis: 3MiHu | Tuny pes peuenma UA/17729/01/01
® A3l no 100 mny - 3miHu 3 gkocTi. A®I. KoHTponb A®I. 3MiHa y napameTpax
CMAKOM CKINSIHOMY hriakoHi; cneumdikauini Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
nicoBux no 1 dnakoHy 3 cneumdikauisx Ha A®I, abo BUXiAHNA/NPOMIXKHWIA
Arig [03YI04MM LINPULIOM NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLueci

B navuj

BUpobHMUTBa ADI (BONOBHEHHS cneuudikauii HoBUM
NMOKa3HMKOM SIKOCTi Ta BiAMOBIAHMM METOAOM
BUNPoOyBaHHSA) BHECEHHSA 3MiH A0 Cneundikauii/MeTogais
BunpobyBaHHA AP ambpokcony rigpoxnopua, 3okpema
[onoBHeHHs cneundikadii APl anst HoBoro BUpoGHUKa
AMI LIFESCIENCES PRIVATE LIMITED, Ingis
NOKa3HMKOM «3arMLLKOBI KifbKOCTi kaTarnisaTopis”-
«Hikenb He Ginbwe 10ppmy», «Moni6aeH He BinbLue
10ppm» 3 BiANOBIQHMM MeToaoM BUNpoOyBaHHA 2.2.57
OoY, EP. 3Minn | Tuny - 3miHn 3 sikocTi. CepTudpikar
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. MoaaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiaANoBiAHOCTIi ab0 BUIyYEHHSs
cepTudpikaTa BignoBigHOCTI €Bponenchkint hapmakonei:
ansa A®l; anst BUXigHOro matepiany/peareHTy/npoMikHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCH Yy BUPOOHMLTBI ADI; Ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - HoBui ceptudikar Big,
HOBOro BMPOGHMKa (3aMiHa abo JOMOBHEHHST) NoAaHHS!
HOBOro cepTudgikaTa BignoBiAHOCTI EBPONENChKil
capmaxkonei Ne R1-CEP 2014-135-Rev 02 gns gitoyoi
peyoBuHM Ambroxol hydrochloride Big HoBoro BUpoGHuka
AMI LIFESCIENCES PRIVATE LIMITED, IHgis
(nonoBHeHHS). 3miHu | TUNY - 3MiHK 3 AKocTi. AdI.
KoHTponb A®Il. 3miHa y napameTpax cneumdikauin Ta/abo
OOMyCTUMMUX MEX, BU3HAUEHUX Y crieumdikaLiax Ha AdI,
abo BMXiQHWUN/NPOMIKHWI NpoAyKT/peareHT, Lo
BVIKOPVCTOBYIOTBCSA Y npoveci BupobHuutea API (iHLwi
3MiHM) BHeCceHHs 3MiH o Cneuwndikadii Al ambpokcony
rigpoxnopua ans Hosoro Bupo6Huka AMI LIFESCIENCES
PRIVATE LIMITED, IHais 3a nokasHuMkoM "PO34MHHICTL"-
nokasHuk Buny4yeHo (MokasHuk Mae iHopMaTUBHMIA
xapaktep). 3MiHu | Tuny - 3miHu 3 sikocTi. APl. KoHTponb
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A®I. 3miHa y napameTpax cneumdikauin Ta/abo
OONyCTUMMX MEX, BU3HAYEHUX y creumdikauiax Ha AdI,
abo BuXiAHWIA/NMPOMIDKHWIA NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTBCS Y Npoueci BupobHuuTea A®| (iHwi
3MiHW) onoBHeHo crieuudikauito APl ambpokcony
rigpoxnopug ans Hosoro BupobHuka AMI LIFESCIENCES
PRIVATE LIMITED, Ingis gogaTkoBuM BUNpoOyBaHHAM 3a
nokasHUKoOM «laeHTugikauis» metTogoM PomaHiBCbKoi
cnekTpomeTpii (2.2.48) A®Y*EP*, 3 npumiTkoto
«O0nNycKaeTbCs BU3HAYEHHS iAeHTUIKaLii KOXXHOT TapHOT
emMHocTi». 3MiHu | Tuny - 3miHm 3 skocTi. APl KoHTponb
A®I|. 3miHa y napameTpax cneuudikaui Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHUX Y creumdikaLiax Ha AdPI,
abo BMXiAHWUIN/MPOMDKHWI NpOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y Npoueci BupobHuuytea A®I (iHwwi
3MiHW) BHeCeHHs 3MiH o Cneuwndikauii A®l ambpokcony
rigpoxnopug ansa Hoeoro BupobHuka AMI LIFESCIENCES
PRIVATE LIMITED, IHgis 3a noka3HWKOM
«lgeHTudikauisi», a came JONOBHEHHSA NOKa3HWKIB
NPUMITKOK «BU3HAYEHHS igeHTUdikaLii npoBoaMTLCA Ha
cepegHiv npobi» ons BXe 3aTBEPOKEHMX METOAIB, O
3a3HayeHi B MoHorpadii (2.2.24) AdY*, EP*
«IHbpayepBOHUIA CNEKTP NOrMMHAHHS cybcTaHLii Mae
BiANoBigaTV cnekTpy cTaHgapTHOro 3pasky Ambroxol
hydrochloride EP Ta «XapakrepHa peakuis (a) Ha
xnopugn» (2.3.1) 4dY* EP.

189.| NEHTAKCUM | nopotuok CaHodi ®paHuis NOBHUW LWKN PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiHiX MmaTepianis: 3miHu | 3a UA/13010/01/01
® BAKLUMHA Haemophilus MacTep BUPOBHMLTBA, YropuHa Tmny - 3MiHM Wwopao 6e3nekn/eekTMBHOCTI Ta peuenmom
anAa influenzae Tuny b Ta 3aMnoBHEHHA Ta dapmakoHarnsagy (iHwi 3miHu) 3MiHM BHECEHO A0
MPO®IAKT cycneHsia ans niocpinizavis IHCTPYKLUIT NS MEAMYHOrO 3aCTOCYBaHHS MiKapCbKOro
UKH iH’ekuin (0,5 mn); no (dbnakonm), 3acoby go po3sginy "OcobnueocTi 3acTocyBaHHA" WoA0
OU®TEPII, 1 donakoHy 3 BTOPUHHE iHcpopmalii 3 6e3nekn, y ToMy Ynchi Npo BNnvB
NMPABLIA, nopoLukom Ta 1 nakyBaHHs, OOMOMDKHMX Pe4OBUH (heHinananiHy Ta etaHony. TepmiH
KALLUMOKY nonepegHLO KOHTPOMb SIKOCTI, BBEAEHHS 3MiH NPOTSAroMm 6 MicauiB nicns 3aTBepAXKEHHS.
(ALUENIONAP | 3anoBHeHOMY BUWMNYCK cepil: 3MiHu | TUny - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI Ta
HUN wnpuuy (0,5 mn) 3 CaHodi MacTep, dapmakoHarnsay (iHwi 3miHn) 3MiHWM BHECEHi B TEKCT
KOMMOHEHT | npukpinneHoto ®paHLisa; BTOPUHHE MapKyBaHHs1 BTOPMHHOI YNaKkoBKM JlikapCcbkoro 3acoby, a
, ronkoto (abo 2 nakyBaHHs1, BUNYCK came: yHidpikauis 3a3HaveHoi iHpopmauii Wwoao norotuny
noniomieni OKpEMUMM ronkamu), cepii: CaHodi- BUpOGHWKa. TepMiH BBEAEHHS 3MiH NPOTArom 6 micsuiB
TY Lo MICTUTb AseHTic MNpawsit Ko. nicns 3aTBepaXeHHs. 3MiHn Il Tuny - 3MiHM 3 sKOCTi.
IHAKTUBOBA | cycneHsito ans JIta., MNnatdopma [oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
HATA iH’EKUIN, B KAPTOHHIW noricTukK Ta nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHSA
BAKLIMHA Kopobui; no 1 ancTpubyuii y m. rOTOBOrO fikapCbKoro 3acoby (cyTTeBa 3miHa y
anAa dnakoHy 3 Bynanewr, GionoriyHomy/iMyHonoriYHOMY/iMyHOXIMIYHOMY MeToai

NMPO®INAKT nopotukom Ta 1 YropwmHa BMNpobyBaHHA abo MeTofi, Y AKOMy BUKOPUCTOBYETHLCS
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UKH nonepegHLo GionoriyHui peareHT, abo ix 3amiHa, ab6o BionoriyHoro
IHOEKLIA, 3arnoBHeHOMY npenapary nopiBHSAHHSA (CTaHAApPTHOro Npenapary), Wo He
CNPUYUHEH | wnpuuy (0,5 mn) 3 3a3HayeHuin y 3aTBepIKEHOMY NPOTOKOSi) 3amiHa TPbOX
nx NPUKPINNeHo OKpPEMUX METOAIB ANA BUSHAYEHHS iIMYHOrE€HHOCTi BaKLMHN
HAEMOPHIL ronkoto (abo 2 (DTacP SIA), w0 BUKOPUCTOBYOTHCS HE3AMNEXHO Ha
us Tuny B OKPEMUMMU ronkamu), €OWHWIA CepororiYHNA METOL BUSHAYEHHSA TUTPY aHTUTIN
KOH’IOFOBA | wo mMictuTb (anti-D, anti-T, anti-FHA Ta anti-PT) y cupoBatui
HA, cycneHsito Ans iMyHi3oBaHux TBapuH Ha eTani Final Bulk product. TepmiH
ACOPBOBA | iH’ekuin, B BBEAEHHS 3MiH MPOTArom 6 MicauiB nicnsa 3aTBepaXEHHS.
HA cTaHaapTHO- 3minn Il TMny - 3miHm 3 sikocTi. [oTOBMI NikapcbkniA 3aci6b.
€KCMopTHIN KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
ynakoBLUi, aka napameTpiB cneuudikauin Ta/abo 4onycTUMUX MeX
MiCTUTBLCS Y roTOBOrO fikapcbKoro 3acoby (3MiHa 3HaxoauTbCsi No3a
KapTOHHIN kopobui (3 3aTBEPKEHUMN JOMYCTUMUMM MeXaMm cneumdikain)
iHCTpyKUieto ons 3MiHM KpUTEpIiB NPUAHATHOCTI MPU BU3HAYEHHI
MeANYHOro iMYHOreHHOCTI AndTepinHOro, NpasLEeBoro Ta
3aCTOCYBaHHS) KaLLIITFOKOBOro KOMMOHEHTIB y cneuudikauin agnsa Final Bulk
product. BignosigHi 3MiHM BHOCATLCA 40 pO3A4iny «AKiCHWIA
Ta KinbKiCHUIA cknag nikapcbkoro 3acoby» peecTpaLiiHoro
nocsigyeHHs, MKA, TekcTy MmapkyBaHHs 4o
peecTpauUinHOro NOCBIAYEHHS, IHCTPYKLIT AN MeANYHOro
3aCTOCYBaHHS.
3anponoHoBaHo: Po3ain «AkiCHUI Ta KinbKiCHUIA cknag
nikapcbkoro 3acoby. [itovi peyoBuHu» Diphtheria, tetanus,
pertussis (acellular, component), poliomyelitis,
(inactivated) vaccine (adsorbed) and Haemophilus
influenzae type b conjugate vaccine 1 imyHisytoua gosa
BakumHu (0,5 mn) nicns po3BedeHHs MiCTUTb:
andTepiiHnn aHatokeunH(1) = 30 MO(2) (3) npasuesui
aHaTokcuH(1) = 40 MO(3) (4) aHTureHn Bordetella
pertussis: KaLUmnokoBuin aHaTokcWH(1) 25 MKr dpinameHTHUIA
remarntoTuHiH(1) 25 MKr iHakTMBOBaHUIA noniosipyc(5):
Tuny 1 (wtam Mahoney) 40 D-oguHuup (6) (7), Tuny 2
(wtam MEF-1) 8 D-oguHuub (6) (7), Tuny 3 (wTtam Saukett)
32 D-oaunHuui(6) (7), nonicaxapug Haemophilus influenzae
Tuny b, 10 MKr KOH'lOroBaHui 3 NpaBLEeBUM MpoTeiHoM 18—
30 mkr (1) ancopboBaHuWit Ha rigpokcuai antoMmiHito
rigppaToBaHomy (Bignosigae 0,3 mr Al3+) (2) ax cepenHe
3HayeHHs (3) abo ekBiBaneHTHa aKTUBHICTb, BU3HAYeHa
LLISIXOM OLiHKM iIMYHOTEHHOCTI (4) SIK HWXHSI Mexa
poBipyoro iHTepsany (p=0.95) (5) oTpumMaHi Ha KniTUHax
Vero (6) D — aHTureHHi oguHuui (7) abo eksiBaneHTHa
KifbKICTb @HTUreHy, BU3Ha4YeHa BiAnoBigHUM
iMyHOXiMiYHUM METOZOM.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micsauiB nicns
3aTBEPOKEHHS
190.| NEHTANTIH kancynu, no 10 TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/10881/01/01
®C EKCTPA Kancyn y énictepi; YKPAIHA" Tuny - 3MiHK 3 sikocTi. [oToBMI Nikapcbkuii 3acib. Onuc Ta peuenmom
KAMCYnu no 1 abo 2 Gnictepu cknag. 3miHa y cknagi (4onoMiXKHUX pe4oBMHAX) rOTOBOrO
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B KapTOHHIN nayui

nikapcbkoro 3acoby (iHwWi 3MiHM) BHECEHHS 3MiH 40
peecTpauinHnx maTepianis gocbe Ha 13, a came
KOPEKTHE HanucaHHs Ha3BW Aito4oi PeYOBUHM KOLEiHY
cocdpaTy remirigpaty y posgini «Cknag Ha ogHy Kancyny»
MKA I3 Ta y BCix peecTpauiiHiX AOKyMeHTax Ans
yHidbikauii iHgpopMauii y BCix AOKyMeHTax nignpuemcraa.
Lls 3miHa Hece nuwe peaakuiiHUin XapakTep i He
CTOCYETbLCS 3MiHW SIKOCTi Ta KiNbKOCTi Ail040i PEYOBUHM.
3MiHM BHeceHi y po3agin "Cknag" B iHCTpyKLito ans
MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby Wwoao
KOPEKTHOro 3a3HayeHHs filo40i pe4OBMHU Ta SK Hacmnigok -
y TEKCT MapKyBaHHs1 yMakoBKM NikapcbKoro 3acoby.
BBegeHHst 3MiH NpoTsarom 6-tn micauis nicna
3aTBepMkeHHS. 3MiHn | Tuny - 3miHn 3 skocTi. [oToBMI
nikapcbkuii 3aci6. KoHTponb roToBoro fikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo AONyCTUMUX MEX
roTOBOro MiKapCbKOro 3acoby (iHLi 3MiHN)
3MiHa NepiogNYHOCTI KOHTPOIIO MOKa3HMKa
«MikpobionoriyHa uncToTa» Ta AogaBaHHs BignoBigHOT
npumiTkn y cneundikadito M3 — «KoHTponb nokasHuka
«MikpobionoriyHa YncToTay 34iMCHIOETLCS Ha NepLuint cepii
B poUi i He pigLue, HixX Ha KOXHIn 10-1 cepii».
3miHu | Trny - 3miHm 3 AkocTi. FoToBUI nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo 4onycTUMNX MEX
rOTOBOrO fiKapCbKOro 3acoby (iHLi 3MiHK) 3MiHa
OopMynOBaHHS BUMOT 4O NOKa3HUKIB « PO34YMHEHHS» Ta
«Onucy», a came: - NpuBeAEHHST POPMYIIOBAHHS BUMOT 4O
nokasHuka «Po34MHEeHHs» BiAMOBIAHO 40 €4AMHOIO
copmaTy B KpaiHax peecTpauii Ta BUKIIOYEHHS
iHdbopMaUis No KpUTEPIM NPUNHATHOCTI CTYNEHIO
PO3YMHEHHS MO TPLOX PiBHSAX, OCKINMbKW Lii BUMOTY ONUCaHi
y OdY 2.9.3, Ha sike faeTbCa NOCUNaHHS B cneundikauii
Ta MeToAax KOHTPOHo; - NpMBeAEHHs1 (OPMYTOBaHHS
BMMOT [0 nokasHuka «Onuc» [o 3aranbHUX BHYTPILLHLO-
dipmoBMX BUMOT (3 onucy kancyn suaaneHo gpasy «3a
30BHILLHIM BUIMsA0OM MatoTh Bignosigatn Bumoram oY
ctarTta «Kancynu», ockinbkv BoHa Hemae iHcpopmaLiiHoro
3MICTy; BHECEHi pefaKLifiHi 3MiHM 4O onucy Kancynu, siki
He CTOCYHTbCS 30BHILLUHBLOrO BUMMNSAY Kancynu). 3MiHu
BHeceHi B po3zin "OcHOBHiI (hisnko-ximiyHi BnacTmeocTi" B
IHCTPYKLUil0 ANs MeANYHOrO 3aCTOCYBaHHS MiKapCbKOro
3acoby. BeefeHHsi 3aMiH npoTsirom 6-T MicsaLiB nicns
3aTBepAKEHHS. 3MiHu | TNy - 3MiHM 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHUUTBI (iHLLI 3MiHK) 3MiHa
cTparTerii KOHTPOIO NPOMIXHOI Ta FOTOBOI NPOAYKLUii 3a
NokasHUKOM «laeHTudikaLisay» nos'a3aHa 3 TUM, L0
NPOMOHYETLCA nepLuy iaeHTudikauito (BEPX) nposoantu
Ha cTajii HeposdacoBaHOI NPoAYKLii | pe3ynbTaTn
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JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

nepeHocuTn B ceptudikat sikocTi M3, gpyry
ineHTudikauito (TLUX) — Ha roToBil npoaykuii. KoHTponb
3a3HavYeHnx napameTpiB 34INCHIOETLCA NULe Ha cTagii
Hepo3dhacoBaHoOi NpoayKLUii, a pe3ynbTaT KOHTPOI
OyayTb nepeHocuTUcs B cepTudpikaT sikocTi Ha 13, 3MiHn
| TMny - 3MiHK 3 skoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOBHMLTBI (iHLWi 3MiHW) 3MiHa hopmaTy po3ainis
3.2.P.3.3, 3.2.P.3.4, 3.2.P.3.5, a came nponoHyeTbLCA
BuaaneHHs 3 posginis 3.2.P.3.3, 3.2.P.3.41a 3.2.P.3.5
iH(bopMaUii LLoao KOHTPOSIKO rOTOBOT NPOAYKLT, Y 3B’A3KY 3
npuseaeHHAM o cdopmaty 3T[. IHdopmauis woao
KOHTPOSO roTOBOI NPOAYKLUiT NnpuBegeHa y po3gini
3.2.P.5.1.
3miHu | Tvny - 3minn 3 akocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOro cepTudikarta BiANoBIAHOCTIi ab0 BUNYyYEHHSs
cepTudikaTta BignoBigHOCTI €Bponenchkin hapmakonei:
ans A®l; ons BuxigHoro matepiany/peareHTy/NpoMi>kKHOro
nNpoAykKTy, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; Ans
[OMOMIDKHOI peyoBUHM (CepTudikaT BiANoBiAHOCTI
€Bponeickkin hapmakonei) - OHoBneHu cepTudikaT Bia
yXKe 3aTBEPKEHOro BUPOOHYMKA - BHECEHHS 3MiH 80
peecTpauinHux matepianis Ha J13, y 3B'A3Ky 3 TUM, IO
BMpoGHMKOM APl kopeiHy docdart remirigpaT, KoMmnaHieto
Sanofi Chimie, France, HagaHo oHoBrneHy Bepcito CEP Ne
R1-CEP 1997-118-Rev 10 3amicTb 3aTBEpAXeHOI paHille
CEP Ne R1-CEP 1997-118-Rev 09. Y naHin Bepcii CEP
BigGynacek 3miHa 3asBHuKa 3 Sanofi Chimie, France Ha
FRANCOPIA, France. Micue3HaxomKeHHst BUPOBHUYOI
AinbHWUi, Npouec BUpoGHMLTBA Ta sikicTb ADI
3anMLaTbCa He3MiHHUMKU. 3MiHu | TUny - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. 3miHW, NoB'aA3aHi
3 HEOOXiAHICTIO NpUBEAEHHS Yy BigMNOBIHICTE OO
MoHorpadgii dY abo €sponericbkoi hapmakonei, abo
iHWOI HauioHanbHoi hapmakonei aepxasu €C (3miHa y
cneumdikalisix, nos'sidaHa 3i amiHamu B 1OV, abo
€Bponencbkin dapmakonei, abo iHWi HauioHanbHiIN
dapmakonei aepxasu €C) BHECEHHS 3MiH 10
peecTpauinHmx matepianis Ha J13, y 3B'A3ky 3
HeOoOXiAHICTIO NpuBeaeHHs cneundikaLii BXigHOro
koHTponto APl KoaeiHy docdat remirigpaTt BupobHuLTBa
«Macfarlan Smith Limited», CnonyyeHe KoponiscTto Ta
«Sanofi Chimie», ®paHuis (FRANCOPIA, France) y
BiANOBIAHICTb 40 YMHHOT pefakuii MoHorpadii €
01/2021:0074 3a nokasHukamu: laeHTudikauia Ta Mutome
onTnyHe 06epTaHHs.

191,

NEHTACA

rpaHynu

DeppiHr

Llisevuapi

BignosiganbHui 3a

LLiseviuapisi/

BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3miHu |

3a

UA/4990/03/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NPONOHroBaHoi il IHTepHeLLHN A BUPOBHMLTBO, HimeuyunHa Tmny - 3MiHn wopo 6eanekn/edekTMBHOCTI Ta peuenmom
no 2r; no 60 CeHtep CA nepBuHHE Ta apmakoHarnsay. 3miHa y KopoTkili xapakTepuctuui
nakeTukiB 3 BTOPUHHE nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT ans
rpaHynamm y nakyBaHHs, MeAMYHOro 3aCTOCyBaHHs Ha MiACTaBi perynspHo
KapTOHHiI kopobui KOHTPOMb SKOCTI: OHOBIIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
PeppiHr pocrnimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
IHTepHewwHn CeHTep B nicnsipeecTpauinHuii nepion, abo sik pesynbTaT OLiHKK
CA, Lsenuapis 3BiTy 3 AOCMiAXeHb, NPpoBeAEeHUX BiANOBIAHO 40 NnaHy
BignosiganbHui 3a neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
BUWMNYCK Cepil: KOMMETEHTHNM YNOBHOBaXXEHNM OpPraHoM)
DeppiHr Mv6X, 3MiHM BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
Himeyunna 3acToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
"OcobnueocTi 3actocyBaHHs", "lMobivHI peakuii” cTOCOBHO
TSKKMX NOBIYHMX peakuin 3 6OKy LUKipM BigNoBiaHO A0
OHOBJEHOI iHhopMmalii 3 6esneku aitoHoi pevyoBUHU
"MecanasuH". BBegeHHs1 3MiH NpoTarom 6-tu micauis nicns
3aTBepAKeHHs1. 3minu Il Tuny - 3miHn Wwoao
Ge3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHu y
KOPOTKil XapaKTepuCTULi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUIT ANA MEANYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBMMMW AaHUMMW 3 SIKOCTi, AOKNIHIYHUMN,
KNiHIYHUMKW JaHUMK Ta gaHuMmn 3 hapmakoHarnsgy. 3MiHn
BHECEHO [0 iHCTPYKUiT ANst MeQUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ginis "®apmakonoriyHi
BnactueocTi", "lpoTunokasaHHs", "Baaemogais 3 iHwWMu
nikapcbkumm 3acobamu Ta iHWi Buav B3aemogin”,
"BacTocyBaHHs1 y nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "Mepepo3sysanHsA", "MobiuHi peakuii”. BBegeHHs
3MiH NpOTSArom 6-Tu MiCsILiB MiCNsi 3aTBEPAKEHHS
192 NEHTACA rpaHynm DeppiHr LLisenuapi BignoBiganbHuii 3a LLisenuapis/ BHECEHHS 3MiH IO peecTpaLiiHux MaTepianis: 3miHu | 3a UA/4990/03/01
NPOnOHroBaHoi Aii IHTepHeLwHN A BMPOGHMLTBO, HimeyunHa TMny - 3MiHK Wwopao 6e3nekn/edekTMBHOCTI Ta peuenmom
no 1 r; no 50, 100, CeHtep CA nepBuHHE Ta dapmakoHarnsaay. 3miHa y KopoTKili xapakTepucTui
abo 150 nakeTukis 3 BTOPUHHE nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
rpaHynamm y nakyBaHHs1, MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynsipHo
KapTOHHIN kopobLyi KOHTPOMb SKOCTI: OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
DeppiHr JocnimkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
IHTepHewHn CeHTep B nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OuiHKK
CA, Leenuapis 3BIiTy 3 AOCMiAKEHb, MPOBEAEHMX BiAMOBIAHO 0 NnaHy
BignosiganbHui 3a nepiatpuyHux gocnigxeHs (PIP) (3MiHy y3romkeHo 3
BUWMNYCK cepil: KOMMETEHTHUM YNOBHOBaXXEHUM OpPraHoM)
PeppiHr Mv6X, 3MiHV BHECEHO [0 iHCTPYKLUii ANnst MeANYHOro
HimeuunHa 3acTocyBaHHs nikapcbkoro 3acoby 4o po3ainis
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii" cTocoBHO
TSDKKMX NOBIYHMX peakLin 3 6OKy LUKipW BignoBigHo 4o
OHOBIEeHOT iHdopmaLii 3 6e3nekun Ailo4oi pevoBUHM
"MecanasuH". BBegeHHs 3MiH NpoTaromM 6-tu micauiB nicns
3aTBepKeHHs1. 3miHu I Tuny - 3miHn Wwogo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. 3miHu y
KOPOTKii XapaKkTepuCTuLi NikapcbKoro 3acoby, TeKCTi
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Kpaina
eUpPOb6HUKa

BupobHuk

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

MapKyBaHHS Ta IHCTPYKLUiT 4NA MEeAWYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW AaHUMM 3 SKOCTi, AOKNIHIYHUMN,
KNiHIYHUMKU JaHUMK Ta JaHUMK 3 hapmakoHarnsay. 3MiHu
BHECEHO [0 iHCTPYKLUiT Ans MeanyYHoro 3acTocyBaHHs
nikapcbkoro 3acoby Ao po3ainis "®apmakonoriyHi
BnactusocTi", "lpoTunokasaHHs", "Baaemoaia 3 iHwmnmun
nikapcbkumm 3acobamu Ta iHWi BUaM B3aemogin”,
"8acTocyBaHHs y nepiog BariTHOCTi abo roayBaHHs
rpyaar”, "Mepeno3syBaHHs", "MobivHi peakuii”. BBegeHHs
3MiH NPOTSArom 6-TM MicsiLiB Micnsi 3aTBEPAKEHHS

193,

NENCAH

Kancynu m'ski no 10
kancyn y énicrepi;
no 3 Gnictepn y
KapTOHHIN kopobLi

TTabopaTopii
Posa-
ditodpapma

®paHuia

BUPOBHMLTBO DdpaHLuis
Hepo3dgacoBaHoI
npoayKuii:
JlabopaTopii ManeHik
BepHiH, ®paHuis;
nepBuHHa Ta
BTOPUHHA YNaKOBKa,
KOHTPOMb SIKOCTI,
BigNOBiganbHUIM 3a
BWMNYCK Cepil:
JTaBopaTopii Maiioni
CniHgnep, ®paHuin

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHst abo 3aMiHM [0 y3aranbHeHux
AaHux nNpo cucteMy dapmakoHarnagy (BBedeHHs
y3aranbHEeHUX AaHux Npo cuctemy papmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiaanbHOI 3a
3[iNCHEeHHS dhapmakoHarnaay; KOHTaKTHOI ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
bapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
capmakoHarnsgy (BKo4ar4ym KOHTaKTHI gaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-darnna cuctemm
bapmakoHarnsgy) 3miHa ynoBHOBaXkeHOi 0cobu 3asiBHMKA,
BiAnoBiganbHOI 3a hapmakoHarnag.

[itova pepakuis: Amelie Legrand. lNMponoHoBaHa peaakuisi:
Sylvie Cismondo. 3miHa KOHTAKTHUX OAaHWX
yMNoBHOBaXeHOoI ocobu, BignosigansHoi 3a
hapmakoHarnsig. 3miHa KOHTakTHOI 0cobu 3asiBHMKa
BignoBiganbHoi 3a hapmakoHarnag B YkpaiHi. [itova
pepakuis: Lknspesuy Irop OnekcaHapoBuy.
MponoHoBaHa pepakuis: Lanka OneHa BonogmmupisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiANoBiganbHoI 3a hapmakoHarnag B YkpaiHi. 3miHa micus
3AiNCHEeHHS OCHOBHOI AiSiNbHOCTI 3 hapMakoHarnagy.
3miHa micue3HaxoaXXeHHs macTep-carina cuctemu
apmakoHarnsgy

6e3
peuenma

UA/3558/02/01

194,

NEPMHOONP
un-
OAPHULA

TabneTku no 4 mr no
10 Tabnetok y
KOHTYPHI
YapyHKOBIN
ynakosLi, no 3
KOHTYPHI YapyHKOBI
yNaKoBKW B Nauli

MpAT
"®apmaueBTn
YHa cipma
"OapHuus”

YkpaiHa

MpAT YkpaiHa
"®apmaueBTnyHa

dipma "OapHuus”

BHECEHHS 3MiH IO peecTpaLiiHux MaTepianis: 3miHu |
Tuny - 3miHn 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudpikaT BignoBiaHOCTI €EBponeinchKil
dapmakonei/MmoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BiANoBiAHOCTIi a00 BUIyYEHHSs
cepTudcpikaTa BignosigHocTi EBponeiickkini hapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoMiXXHOTO
NpoaykKTy, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; Ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkinn dapmakonei) - OHoBNeHW cepTudikaT Big
yXXe 3aTBepa)KeHoro BUPOBHMKa - NOAaHHS OHOBIEHOrO
cepTudpikaTa BignosigHocTi €Bponeiickkint hapmakonei Ne
R1-CEP 2004-284 - Rev 01 (3aTBepaxeHo: R1-CEP 2004-

3a
peuenmom

UA/18525/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
284 - Rev 00) gna A®I nepuHgonpuny TpeT-0yTunamiH Big
BXe 3aTBepkeHoro BupobHuka Rolabo Outsourcing, S.L.,
IcnaHis
195 NEPUHAOONP | tabnetkn no 8 mr, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu | 3a UA/18525/01/02
un- no 10 Tabnetok y "®apmaueBTn "®apmaueBTnyHa Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuernmom
OAPHULA KOHTYPHIN YHa bipma cipma "dapHuua” cepTudikat BignoBigHOCTI EBpONENCHKI
YapyHKOBIN "OapHuus” dapmakonei/moHorpadii. MogaHHs HoBoro abo
ynakosui, no 3 OHOBIEHOro cepTudikaTta BignoBigHOCTI abo BUNMYYEHHS
KOHTYPHI YapyHKOBI cepTuddikaTta BignoBigHOCTI €Bponenchkin dapmakonei:
yrMakoBKW B nayi ans A®l; ons BuxigHoro matepiany/peareHTy/npoMi>kKHOro
nNpoaykKTy, L0 BUKOPUCTOBYIOTLCS Yy BUPoOHMLTBI ADI; Ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBiAHOCTI
€Bponeickkin hapmakonei) - OHoBneHu cepTudikaT Big
yXe 3aTBepAXeHOro BUpOobHMKa - MoJaHHA OHOBIEHOTO
cepTudikata BignoBigHOCTI €Bponenchkin dhapmakonei Ne
R1-CEP 2004-284 - Rev 01 (3atBepaxeHo: R1-CEP 2004-
284 - Rev 00) ana A®| nepuHgonpuny TpeT-6yTunamiH Big
BXe 3aTBepmpkeHoro BupobHmka Rolabo Outsourcing, S.L.,
IcnaHis
196.| NEPIHAOMPE | tabnetku no 4 wmr, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHuX maTepianis: 3miHu | 3a UA/16982/01/02
Cc® no 10 Tabnetok y "dapmaueBTu "papmaueBTnYHa TMny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/l'E- peuenmom
KOHTYPHIl YyHa dipma dipma "JapHunua" cepTudikaT BigNOBIAHOCTI EBpPONENCHKIN
YapyHKOBIN "OapHuus” capmakonei/moHorpadii. MogaHHsa HoBoro abo
ynakosLi; no 3 OHOBIEHOro cepTudikata BignosigHocTi abo BUNYYEHHS:
KOHTYPHi YapyHKOBI cepTudpikaTa BignoBigHOCTI €Bponenchbkint hapmakonei:
YMaKoOBKU B Nayi ansa A®l; onst BUXigHOro matepiany/peareHTy/npoMikKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUpoOHULTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BiANOBIAHOCTI
€Bponevicbkin dapmakonei) - OHoBNeHu cepTudikat Big
y>Xe 3aTBepapKeHOro BUpoGHUKa - NOAaHHS OHOBIEHOTO
cepTtudpikaTa BignosigHocTi €Bponenchkin hapmakonei Ne
R1-CEP 2004-284 - Rev 01 (3aTBepaxeHo: R1-CEP 2004-
284 - Rev 00) ans A®| nepuHgonpuny TpeT-6yTunamiH Big
BXe 3aTBepakeHoro BupobHuka Rolabo Outsourcing, S.L.,
IcnaHis
197.| NEPIHAOMPE | tabnetku no 8 wmr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3miHu | 3a UA/16982/01/01
C® no 10 Tabnetok y "®apmaueBTn "®apmaueBTnyHa Tuny - 3miHn 3 skocTi. CepTudikaT BignosigHocTi/lE- peuenmom
KOHTYPHIlA YHa dipma dipma "OapHuuga" cepTudikaT BigNoBiAHOCTI €EBpONENChHKiN
YapyHKOBIN "OapHuus” dapmakonei/MmoHorpadii. MogaHHa HoBoro abo
ynakosLi; no 3 OHOBIEeHOro cepTudikarta BignoBigHOCTI abo BUNYyYeHHS
KOHTYPHi YapyHKOBI cepTudikaTa BiANOBIAHOCTI €Bponelickkin hapmakonei:
yMNaKkoBKW B nayui anst A®l; ans BuxigHoro matepiany/peareHTy/npoMiXXHOrO
NpoayKTy, L0 BUKOPUCTOBYHOTLCS Yy BUPOOHMLTBI ADI; Ans
OOMOMDKHOT peyoBMHU (cepTudikaT BigNoBigHOCTI
€Bponevicbkinn dapmakonei) - OHoBMNeHW cepTudikaT Big
yXXe 3aTBepa)KeHoro BUPOGHMKa - NOAaHHS OHOBIEHOrO
cepTudpikaTa BignosigHocTi €Bponenckkint hapmakonei Ne
R1-CEP 2004-284 - Rev 01 (3aTBepaxeHo: R1-CEP 2004-
284 - Rev 00) ans A®| nepungonpuny TpeT-0yTunamiH Big
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BXe 3aTBeppkeHoro BupobHuka Rolabo Outsourcing, S.L.,
Icnania
198.| NOBIAOH- niHimeHT 10 % no 30 My6nivyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | 6e3 UA/7317/01/01
non ry Ty6i; no 1 Ty6i y akuioHepHe akuioHepHe Tuny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema peuenma
nayui 3 KapToHy TOBapuCTBo TOBapuUCTBO KOHTenHep/3akynoptoBanbHui 3aci6. 3MiHa napameTpis
"HaykoBo- "HaykoBo- cneumndikauii Ta/abo JoNycTUMMUX MEX NepBUHHOT
BUPOBHNYUI BUPOBOHWYUIA LIEHTP yNakoBKM rOTOBOTO NikapCbKoro 3acoby (iHLwi 3MiHw) -
LieHTp "BopLuariscbkuii oHoBneHHs p. 3.2.P.7. Cuctema
"BopLuariBcbk XiMiKO- KOHTENHep/3aKynoproBanbHUii 3acib: BHECEHHS 3MiH Y
W Ximiko- chapmaLeBTUYHNIA cneunikauii gns KOHTposo Tybu antoMiHieBoi, a came
hapmaueBTuy 3aBof" npuBeaeHHs y BIiANOBIAHICTb 40 €BPONENCbKUX CTaHAAPTIB
HWI 3aBog" EN 15384-1 (3 BUKOPUCTaHHAM HaTpito xrnopuay) Ta EN
15384-2 (3 BUKOPUCTaHHAM Migi cynbdaty) n.
«[opucTiTb/piBHOMIPHICTL NaKoBOI MMiBKN», 6€3 3MiHW
MeToAy KOHTporto. 3MiHu | Tuny - 3MiHK 3 skocTi. FoToBMiI
nikapcbkuii 3aci6. Cuctema KoOHTeNHep/3akynoptoBanbHUA
3aci6. 3MiHa nocTayanbHMKa NakyBanbHUX maTtepianis abo
KOMMMEKTYIUMX (SIKLLO 3a3HAaYEHO B JOCHE) (BUMYYEHHS
noctavanbHuKa) - oHoBreHHs p. 3.2.P.7. Cuctema
KOHTeWHep/ 3aKynoproBarnbHUi 3acib, a came BUIyYeHHs!
HanMeHyBaHHA NocTadYanbHUKIB NakyBanbHUX MaTepianis
3 peecTpauiiHoro 4ocbe
199, NONDKUHAK emynbcis JTabopatopis ®paHuis Brpo6HuK, PpaHuis BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHu | 3a UA/7254/01/01
C BIPIFO BariHanbHa y IHHOTEK BiANoOBiganbHUI 3a TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
Kancynax; no 3 IHTepHacbIoH nakyBaHHs, dapmakoHarnsaay (iHwi 3miHn) OHOBMEHHS TEKCTY
Kancynu B 6nicrepi; anb KOHTPOIb i BUMYCK MapKyBaHHs1 YNakoBKM Iikapcbkoro 3acoby, a came:
no 2 6nictepn y cepii: IHHOTepa BUMYYEHHS TEKCTY POCINCHKOI MOBOK Ta 3MiHa po3giny
KapTOHHIN kopobLyi LLysi, ®paHuis; {00 TEPMiHY NPUAATHOCTI HA BTOPUHHIN YNaKoBLi.
Bupo6HuK, BBeneHHs 3miH NpoTArom 6-Tu MicsiyiB nmicnsi
BiANoOBiganbHUI 3a 3aTBEPOKEHHS
BMPOGHMLTBO in
bulk: KataneHt
®dpaHLy bertHxenm
CA, ®paHuis;
Brpo6HuK,
BiANoOBiganbHUI 3a
BMPOGHMLTBO in
bulk: IHHoTepa Llysi,
PpaHuis
200, MOCAKOHA3 | cycneHsis opanbHa, TOB «TeBa YkpaiHa BMPOGHMLITBO 32 Natsis/peui BHECEHHS 3MiH 0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/19116/01/01
ON-TEBA 40 mr/mn; no 105 mn YkpaiHa» NOBHUM Lukom: AT A TMny - 3MiHK Wwopao 6esnekn/edeKTUBHOCTI Ta peuernmom

cycneHsii opanbHol
y cdonakoHax; no 1
c¢nakoHy pa3om 3
MipPHOIO NMOXEUKOLO Y
KapTOHHiI kopobLyi

"IpiHaekc", laTBig;
BTOPUHHA YNaKOBKa,
KOHTpOnb cepii Ta
[03BiN Ha BUMYCK
cepii: [xeHedapm
CA, peuis

dapmakoHarnsgy. 3mMiHu y KopoTkili XxapakTepucTuui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
ME[NYHOro 3aCTOCYBaHHs
reHepu4HUX/ribpuaHnx/GionodibHUx nikapcbkux 3acobis
nicnst BHECEHHS Ti€i camoi 3MiHM Ha pedepeHTHUIA
npenapart (3miHa He NoTpebye HaJaHHs OAHWUX HOBUX
[o[aTKoBMX AaHnX) 3MiHM BHECEHO [0 IHCTPYKUii ans
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby Ao po3Ainis
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"MpoTunokasaHHs", "B3aemogisa 3 iHWMMM NikapCbKuMmn
3acobamu Ta iHWi Buau B3aemogin”, "OcobnmeocTi
3acTtocyBaHHs", "lMobivHi peakuii” 3rigHo 3 iHbopmaLieto
LLI0A0 MeAMYHOro 3aCTOCyBaHHsS pedepeHTHOro
nikapcbkoro 3acoby (Noxafil® 40 mg/ml Oral Suspension,
Merck Sharp & Dohme B.V., The Netherlands). BeeaeHHsi
3MiH NPOTSArom 6-TM MicsiLiB Micnsi 3aTBEPAKEHHS
201 NPEBEHAP® | cycneHsia gns Mdpanzep CLWA Mdpansep Benbria/ BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny 3a UA/15864/01/01
13/ iH’ekuin, no 1 #osi Eny.Ci.Mi. MeHtodbekdypuHr Ipnangis - 3MiHu 3 sikocTi. ADL. BupobHuuTBo. 3MiHa BUpoBHMKa peuenmom
PREVENAR® | (0,5mn)y KopropenLuH Benbris HB, BUXiZHOTO/NPOMIXKHOIO NPOAYKTY/peareHTy, Lo
13 BAKUMHA | nonepenHbo Benbris; MNdansep BUKOPUCTOBYIOTbCS Yy BUpOGHMYoMy npoueci AP, abo
NMHEBMOKOK | HanoBHeHOMY IpneHg 3MiHa BMpOOHUKa (BKNoYatoun, e HeobxigHo, micue
OBA wnpwui; no 1 dapmaceyTtukanc, npoBeAeHHs KOHTponto sikocTi) APl (3a BigcyTHOCTI
MONICAXAP nornepegHbLo IpnaHais cepTudpikaTta BignoBigHOCTI €Bponenchbkin hapmakonei y
WOHA HanoBHEHOMY 3aTBEpAKEHOMY A0Cbe)(HOBA OinbHMUS Ans 36epiraHHs
KOH’IOFOBA | wnpwvuy Ta ogHin [onoBHoro 6aHky KniTvH Ta/abo Pobounx GaHkiB KNiTUH) -
HA BiJOKpPEMIEHil ronui [opaBaHHs HoBoI AinbHuui MNdpansep IHk., 875
(TPUHAQUAT | B iHavBigyansHomy YecTepaing Mapksen Bect, Yectepoing, MO 63017,
WUBAJIEHTHA | 4yoxniy 3akputomy CLA (Pfizer Inc, 875 Chesterfield Parkway West,
ACOPBOBA | nnactukoBomy Chesterfield, MO 63017 USA), ans 36epiraHHsa KNiTMHHUX
HA) KOHTelHepi; no 1 6aHkiB S. Pneumoniae Ta C. Diphtheriae
nnacTnkoBoMy
KOHTEeWHepy y
KapTOHHII kopobui
202.| NPEQHI3ON PO34MH OIS iH'EKLN, TOB "3 YkpaiHa TOB "03 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu |l 3a UA/1889/01/01
OH 30 mr/Mnno 1 mn B "BIO®APMA" "BIO®APMA" Tuny - 3MiHK 3 sKocTi. [oToBMI Nikapcbkui 3acib. Cuctema peuernmom
amnyni; no 5 amnyn KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa y nepBUHHIN
y bnicTepi; no 1 ynakoBL{i FOTOBOro MikapCbKoro 3acoby (iHLwi 3MiHW)
6nictepy B nayui 3 [opaBaHHa HOBOro TMMy amnyn (3 Kpankot 3namy) Ta, sk
KapTOHY Hacnigok, 3MiHa Ao cneuudikauii «KAMNyny CKNsHI», a
came: - 3anpornoHoBaHa peaakLis cneumdikadii
npvBeaeHa y BignosigHicTe Ao Bumor OOY/EP 3.2.1.
«CKnsiHI KOHTeVHepu Ans hapMaLeBTUYHOIO
3acTtocyBaHHs», TY Y 00480945-005-96, ISO 9187-1 Ta
ISO 9187-2; - BkasaHo nuiue JonycTuMi Mexi Ans amnyn,
06’eM kX CTaHOBWUTL 1 M1, OCKiNbku Ans BUPOOGHMLUTBA
13 BukopucToBytoTbCst amnynu no 1 mn; - logaHo
NMOKa3HMKN KOHTPOIo AKocTi «Konip» Ta «ApceH»;
npuBeAeHO OONYCTUMI MeXi pe3ynbTaTiB KOHTPOItO
nokasHuka «loBepxHeBa rigponiTMyHa CTiNKiCTb
BHYTPILUHbLOI MOBEPXHi» ANst amnyn no 1 mn 1a
ckoperoBaHo B MeTofiax KOHTPO SKOCTi HeobXigHy
KinbkicTb BUNpo6GoBYBaHWX 3paskis (amnynu no 1 mn B
KiNbKOCTi He MeHLwe 20 WT) Ans AaHOro NokKasHuka; -
BunyyeHo nokasHuk KOHTPOIto sKkocTi « CTiMKiCTb Ha
rOPVU30OHTAsbHIN MAOLLMHI», OCKINbKA AaHWUI NOKa3HWK
BiACYTHIN y 3aranbHin ctatTti APY/EP 3.2.1. «CknsHi
KOHTeMHepu Ansi hapMaLeBTUYHOIO 3aCTOCYBaHHSA»
203 NPEQHI3ON Masb 0,5%; no10ry | AN "CTAOA- YKpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHUX MaTepianis: 3miHu | 3a UA/4992/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OH TyGi antomiHiesin; no YKPAIHA" "BIOGAPMA" Tmny - 3MiHK 3 skocTi. FoTOBUIA NikapcbkMin 3aci6. 3MiHK y peuenmom
1 1y6i B nayui 3 BUPOGHMLTBI. 3aMiHa abo BBeAEHHS 404ATKOBOI AiNbHULI
KapTOHY BMPOGHMLUTBA AN YacTUHM abo BCbOro BUPOOHNYOro
npoLiecy roToBoro nikapcbkoro 3acoby (ainbHuus ans
BTOPWHHOTO NakyBaHHS)
3anpornoHOBaHO 3aTBEeP/PKEHHSI HOBOro 06nagHaHHs ans
nakyBaHHs Ma3el, a caMe nakyBasibHOro aBTomary
Nordenpac 2000 Ha niHii nakyBaHHa Ma3en (nonepegHbLo
BUKOHYBAsOCs Ha MiHii NaKkyBaHHsi CynosuTopiis) 3
BignoBigHMMu 3miHamu B p. 3.2.P.3. Mpouec BupobHuuTBa
nikapcbkoro 3acoby (Onepauis 3.2. [NakyBaHHs Ta
BijBaHTa)XeHHs rOTOBOI NpoAayKLii)
204 NPEMmAaun renb ans Mdbansep IHk. CLWA MNdpanzep Benbria BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | Tuny 3a UA/9727/01/01
eHJouepBikanbHOro MeHtodek4ypuHr - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo peuernmom
BBeaeHHs, 0,5 mr/3 Benbris HB agpecu Micusi NPOBaMKEHHS AiSNbHOCTI
r,no 3rrenos BMpOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
O[IHOPa30BOMY BKITHOYAK04M AinbHUL BUNYCKy cepii abo micue
wnpuui; no 1 NPOBEAEHHSI KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3@ Ky
wnpuuy B BignoBigae BUPOGHWK/iMNopTep, BKIOYaUM BUMYCK
GnicTepHiv ynakoBLi cepin). AgmiHICTpaTUBHa 3MiHa agpecu 3aTBEepKEHOI
Ta 1 cTepunbHomy BUPOGHMYOI ainbHuui I3 MNdansep MeHodekuypuHr
KaTeTopy B Benbris HB gna npueBegeHHs y BignoBigHiCTb 40 agpecu
GnicTepHiv ynakoBLi 3a3HayeHoi Ha canti EudraGMDP. He 6yno >xofgHunx 3miH y
B KAPTOHHIl kopobui Ha3Bi BUPOBHMYOI AinbHULI, (Pi3MYHOMY po3TallyBaHHi
AinbHWLI, Npoueci Ta KOHTPOri, NOB?5A3aHOMY 3
BMPOBHMLTBOM nikapcbkoro 3acoby. TepmiH BBeAEeHHS
3MiH NpOTSArom 6 MicsLiB Nicnst 3aTBEPOXKEHHS.
3MiHu | TUny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn). OHOBNEHHS TEKCTY
MapKyBaHHS1 yNakoBKU MikapcbKoro 3acoby, a came 3miHa
bopMynioBaHHSA Y N.4 NepBUHHOI Ta N.8 BTOPUHHOT
ynakoBku 3 "MNpua. go:" Ha "TepmiH npua.".
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns
3aTBEPKEHHS.
205.| NPIOPUKC- niodpinisoBaHun nakcoCmiTKn Benvka "nakcoCmiTKnanH Benbrisa BHECEHHS 3MiH IO peecTpaLinHMx maTtepianis: 3miHu | Tuny 3a UA/16549/01/01
TETPA™ NOPOLLIOK ANs AnH Ekcnopt BpuTaHis Bionogxikana C.A. - 3miHu 3 skocTi. API. BupobHuuTtBo. 3MiHa po3mipy cepii peuenmom
KOMBIHOBA | iH’ekuiii; 1 dpnakoH 3 Nimiteq (Bkntovaroum gianasoHn) APl abo NnpomixkHOro NpoayKTy,
HA NOPOLLIKOM Y SIKMIA 3aCTOCOBYETLCS y NpoLieci BUpobHuuTea ADI
BAKLUMHA KOMMMEKTi 3 (36inbLueHHst go 10 pasiB NOPIBHSHO i3 3aTBEPAXEHUM
ansa PO34MHHMKOM (BOAA po3mipoM) - 36inbLUEHHS KiNbKOCTi EMHOCTEN, SiKi
MPO®INAKT ans in’ekuin) no 0,5 BVIKOPVICTOBYIOTBCS Ha eTani iHoKynsuii Ta pennikauii
WUKU KOPY, Mn (1 posa) y Bipycy napotuty 3i 120 (3 RC40) go 160 (4 RC40) sik
ENIOEMIYHO | nonepenHbo anbTepHaTVBa fito4oMy BUPOGHUYOMY MnpoLiecy Ha
ro HarnoBHEHOMY AinbHuui Marburg, HimewunHa 6e3 3miHu napameTpis
NAPOTUTY, winpuui (y KoMnnekTi npouecy Ta cneumdikauii Bunycky QC
KPACHYXU 3 ABOMAa ronkammu
TA BITPAHOI | a6o 6e3 ronok) abo
BICMNWN, y amnynaxy
XUBA BaKyyMHin
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ATEHYMUOBA | crepunbHin
HA ynakosui; no 1
BaKyyMHin
CTepWnbHIN ynakosLi
Y KapTOHHIl kopobLLi;
1 chnakoH 3
MOPOLLIKOM Y
KOMMeKTi 3
PO34YMHHMKOM (BOAa
ans iH’ekuin) no 0,5
mn (1 gosa) y
nonepeaHL0
HanoBHEHOMY
LINpULi y BaKyyMHin
CTepWnbHin
ynakosui; no 1
BaKyyMHil
CTepWnbHIN ynakosLi
Y KapTOHHI Kopobui;
1 dprakoH 3
MOPOLLIKOM Y
KOMMIEKTi 3
PO34YMHHMKOM (BOAA
ans in’ekuin) no 0,5
Mn (1 posa) B
amnyni y BakyyMHin
CTEPUIbHIN
ynakosui; no 1
BaKyyMHil
CTEepUnbHIN ynakosLi
Y KapTOHHIl kopobui
206., NPOCMNAH® kpanni, 20 mr/mn; no EHrenbrapa HimeuumnH Enrenbrapg Himeyuunna BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | bes UA/0672/04/01
KPAMNI BIO 20, abo no 50, abo ApuHaimitTTen a ApuHanmittens TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenma
KALLIO no 100 mny b 'MBX & 'vm6X & Ko. KI apmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHeHuX
dnakoHi 3 npobKoto- Ko.KI" AaHunx nNpo cucteMy dpapmakoHarnsgy (BBedeHHs
KpanenbHuLet; no 1 y3aranbHeHNX AaHunX Npo cucteMy papMakoHarnsgy,
dnakoHy B 3MiHa YNoBHOBaXeHOi 0cobu, BiAnoBiganbHoi 3a
KapTOHHIl kopoOLi 3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHs
bapmakoHarnsgy B YkpaiHi, skwo BoHa BigMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
dapmakoHarnsay (BKNoYarumn KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-daina cuctemm
chapmakoHarnsgy) 3miHa KOHTaKTHOT 0CO6U 3asiBHMKA,
BignoBiganbHoi 3a dpapmakoHarnag B Ykpaini. Jitoua
pegakuisa: Anton Voitenko. NponoHoBaHa pefakuis: byask
OnekcaHpgpa CepriiBHa. 3MiHa KOHTAKTHMX OAHUX
KOHTaKTHOI 0CcO0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnag B YkpaiHi.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
207.| NMPOCMAH® nacTunkv gns EHrenbrapg HimeuunH Bongep HimeuyunHa BHECEHHS 3MiH [0 peecTpauiHMx maTtepianis: 3miHu | Tuny 6e3 UA/0672/05/01
NACTUNKU PO3CMOKTYBaHHS Mo ApuHanmitten a ApuHanmittens - 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta peuenma
onsa 26 mr; no 10 b M'MBX & 'M6X & Ko. KT, tapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHeHUx
PO3CMOKTY | nactunok y 6nictepi; Ko.KI HimeuyunHa [aHuX Npo cucTeMy chapMakoHarnsay (BBe4EHHs!
BAHHSA Bl no 2 6nictepu B (BMpPOBHUK in bulk); y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
KALUTO KapTOHHIl kopobui EHrenbrapg 3MiHa ynoBHOBaXeHOi 0cobu, BianoBiaanbLHOI 3a
ApuHanmiTTeNb 3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
M6X & Ko. KT, apmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
HimeuuunHna chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
(nepBuHHe Ta YNOBHOBaXeHOT 0cobMU, BignoBiganbHoi 3a 34iiCHEHHS
BTOPUHHE hapmakoHarnsaay (BKMoYar4mn KOHTaKTHI faHi) Ta/abo
nakyBaHHS, BUMYCK 3MiHW Y pO3MilLleHHi MacTep-darnna cuctemm
cepii) capmakoHarnsgy). 3MiHa KOHTaKTHOT 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi.
[itoua pegakuia: Anton Voitenko. NMponoHoBaHa peaakuis:
Byasik Onekcangpa CepriiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
thapmakoHarnag B YKpaiHi.
208.| MPOCMAH® PO34MH OpanbHUN, EHrenbrapg HimeuyunH EHrenbrapg HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3miHu | Tuny 6e3 UA/0672/03/01
PO34YUH BIA | 35 mr/5 Mnno 5 mn ApuHanmitTTen a ApuHanmittens - 3miHn wopao 6esnekn/edekTMBHOCTI Ta peuenma
KALUJTO PO34MHY OparnbHOro b M6X & 'm6X & Ko. KI tapmakoHarnagy. BeegeHHst abo 3MiHM [0 y3aranbHeHux
y CTuKy; no 21 abo Ko.KI [aHuX Npo cucTeMy hapMakoHarnsay (BBeAeHHs!
30 cTukiB y y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
KapTOHHIl kopobui 3MiHa yNoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHSA
hbapmakoHarnsgy B YkpaiHi, aKwo BoHa BigMiHHa Bif
yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
apmakoHarnsaay (BKMoYarum KOHTaKTHI faHi) Ta/abo
3MiHM Y po3MiLLeHHI MacTep-daina cuctemu
dapmakoHarnsgy). 3miHa KOHTakTHOT 0cobu 3asiBHUKa,
BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi.
[itova pepakuis: Anton Voitenko. lNMponoHoBaHa peaakuis:
Bynsik OnekcaHgpa CepriiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
dapMakoHarnag B YKpaiHi.
209/ NPOCNAH® TabneTku Wwmnydi no EHrensrapg HimeuumH BMPOGHMK in bulk, HimeuunHa BHECEHHS 3MiH IO peecTpaLiiHux MaTepianis: 3miHu | 6es UA/12942/01/01
POPTE 65 mr no 1 TabneTtui ApuHanimiTTen a nepBuHHE Ta TMny - 3MiHuM Wwopao 6e3nekn/edpeKkTMBHOCTI Ta peuenma
TABJETKU y cawle; no 2 cawe b 'MBX & Ko. BTOPUHHE apmakoHarnsiay. BeegeHHst abo 3miHM o y3aranbHeHUX
wunyui Big crorny4eHi B Kr nakyBaHHS: OaHux npo cuctemMy cpapMakoHarnsigy (BBeAeHHs
KALLITO nepdopoBaHuii FEPMEC ®APMA y3aranbHeHVX AaHunX Npo cucteMy hapmMakoHarnsgy,
ctpun; no 5 abo 10 'm6X, Himeuunna 3MiHa ynoBHOBaxeHOi ocobu, BiAnoBiganbHoI 3a
CTPUNIB Y KapTOHHIN BUPOGHMK 3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3
KopobLi BiAnoBiganbHUI 3a bapmakoHarnsgy 3asBHUKa ONs 30iNCHEHHSA
BUNYCK cepii: bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
EHrenbrapg yMNOBHOBaXeHOI 0cobu, BiANoBiAanbHOI 3a 3A4iINCHEHHS
ApuHanmitTens apmakoHarnsaay (BKIOYarumM KOHTaKTHI faHi) Ta/abo
M6X & Ko. KT, 3MiHM Y pO3MiLLeHHI MacTep-daina cuctemm
HimeyunHa dapmakoHarnsigy) 3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BignoBiganeHoi 3a hapMakoHarnsg B YkpaiHi.
[itoua pepakuis: Anton Voitenko. lNponoHoBaHa peaakuisi:
Bbyask Onekcangpa CepriiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0cO0M 3asiBHUKA, BianoBiaansHoi 3a
dapmakoHarnsg B YKpaiHi.
210 PABEJNIOK niocpinizat gns Kapina IHpis Kagina IHAis BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/1441/02/01
PO34MHY ANs iH’ekuin | ®apmacbloTk dapmacbioTukana Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuernmom
no 20 mry ans Nimiten Timiteq apmakoHarnsay. 3miHa y KopoTKii xapakrepuctuui
cdnakoHax, no 1 nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
nakoHy y MeAMYHOro 3aCTOCyBaHHs Ha MiACTaBi perynspHo
KapTOHHiIN kopoOLi OHOBJHOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
JocnimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepion, abo sik pe3ynbTaT OLiHKK
3BIiTy 3 AOCMiAXeHb, NPOBEAEHMX BiAMOBIAHO 0 NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHNM OpPraHoM)
3MiHN BHECEHO A0 IHCTPYKUIii AN MEANYHOro
3aCTOCYBaHHSI NikapCcbKoro 3acoby y po3ainu:
"OcobnueocTi 3acTocyBaHHs", "Mob6iyHi peakuii”
BiJMNOBIQHO 4O OHOBMEHOI iHpopMmalii 3 6e3neku aitoyoi
pevoBuHN. BBeQeHHS 3MiH NpoTsrom 6-Tu micauis nicnsa
3aTBEPOKEHHS
211 PEAOUTYKC KOHLieHTpart Ans [O-p Peppi'c IHAisA O-p Peapi'c IHAaisa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/12905/01/01
PO34mMHY Ans JlabopaTopic TNa6bopatopic T4 - 3miHu wopao 6e3nekn/edekTMBHOCTI Ta peuenmom
iHdpysin, 10 mr/mm; Iitg dapmakoHarnsaay. 3miHa y KopoTKili xapakTepucTuli
no 10 mn (100 mr) nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
abo 50 mn (500 mr) MeOWYHOro 3acToCcyBaHHS Ha nigcTasi perynspHo
y donakoHi; no 1 OHOBJHOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
dnakoHy B pocnigpkeHb 3 6e3nekn 3acToCyBaHHSA NikapcbKoro 3acoby
KapTOHHiI kopobuyj; B nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OuiHKK
no 1 KapTOHHIN 3BIiTy 3 AOCMiAXEHb, NPOBEAEHMX BiAMOBIAHO 40 NnaHy
Kopobui y nepiatpnyHux gocnigxeHs (PIP) (3mMiHy y3rogpkeHo 3
nnacTnkoBoMy KOMMETEHTHUM YNOBHOBAXEHUM OpraHoMm) - 3MiHu
MiLLKy BHECEHO [0 iHCTPYKUiT ANs MeQnYHOro 3acToCcyBaHHS
nikapcbkoro 3acoby o po3sginis "OcobnueocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepioa BariTHocTi abo
rogyBaHHs rpyaat” BiAnoBigHO A0 OHOBMEHOI iHdopMmaLlii
3 6e3neku aitoyoi pevoBuHM "puTykcnmab". BBeaeHHst 3aMiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBepAKEHHS
212 PEKCETUH® TabneTtkn, BKpUTI BAT "leneoH YropwumHa BAT "leneoH YropuHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/3911/01/02
NniBKOBOKO PixTep" PixTep" TMny - 3MiHK 3 AKoCTI. FoTOBMIA Nikapcbkui 3acio. Onuc Ta peuenmom
o6onoHkoto, no 20 cknag. 3miHa Macu NoKpUTTS NikapcbKMx hopM Ans
mr no 10 TabneTok y nepoparbHOro 3acTocyBaHHs abo 3MiHa Macy 060NOHKM
6nicTepi; no 3 kancyn (TBepai nikapcbki hopmu ANst nepopanbHOro
Gnictepu B 3acTocyBaHHs) 3MiHa Macu NoKpUTTS TabneTok, a came:
KapTOHHIN yrnakoBLii 3MEHLLEHHS KiNMbKOCTi MaTtepiany Ans NoKpuTTH, SK
Hacnigok, 3MiHa Macu TabneTku, BKPUTOT MITiBKOBOK
o6ornoHkot: 6yno — 309,300 mr; ctano — 304,78 wr.
BBefeHHs 3MiH NpoTsArom 6-Tv MicsiuiB nicnsi
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3aTBepAKEHHS. 3MiHU | TNy - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikaui Ta/abo JoNyCTUMUX MEX
rOTOBOrO fikapCbKOro 3acoby (BUMyYEHHS HE3HAYHOIro
nokasHuka (Hanpuknag 3acTapinoro NokasHuKa, Takoro siK
3anax Ta cmak, abo igeHTudikauis 6apBHUKIB Y1 CMAKOBUX
nobasok)) y cneundikauii 713 3a nokasHukoM «Onmc»
BUAaneHo iHpopmalio Wwoao giameTpy Tabnetku, BKpUTOT
NNiBKOBOK 00O0NOHKOK. 3MiHM BHECEHI B po3ain "OCHOBHI
pi3nko-ximMiyHi BNacTMBOCTI" B iIHCTPYKLUitO ANS MeguyHoro
3acToCyBaHHS NikapcbKkoro 3acoby. BeBeaeHHs 3MiH
nNpoTArom 6-Tu MicsiLiB nicns 3aTBepmkeHHs. 3MiHu | Tuny
- 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo 4ONYCTUMUX MEX FOTOBOro
nikapcbkoro 3acoby (iHLi 3MiHM) 3MiHK CTOCYOTbCSA
nokasHuKa AKoCTi « laeHTudikauia, bapBHukm y cknagi
ob6onoHku (TutaHy giokemg*)», a came y nepiognyHoCTi
BUNpoOyBaHHs: 3aTBepaXeHo: * HeoboB'A3koBe
BMNpobyBaHHsA. 3anponoHoBaHo: * «KoxHa gecsita cepis
TECTYETLCS NPU BUNYCKY». 3MiHK | TUny - 3MiHN 3 SKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneundikawin
Ta/abo [onyCTUMUX MEX roTOBOrO fikapcbKoro 3acoby
(iHLWi 3MiHK) 3MiHM CTOCYIOTBCS NOKa3HMKa SIKOCTi
«MikpobionoriyHa yncTotay, a came: BHECEHO HEe3HaYHI
YTOYHEHHS1 4o BUMOT crneyudikadii, 3arigHo €Bp. Papm.
2.6.12, 2.6.13, a TakoX 3MiHW Y NepiognyHoCTi
BuNpobyBaHHsA: 3aTBepaXeHo: **HeperynspHe
BUNpoOyBaHHSA BUKOHYETLCS A5t OAHIET cepil B nepioq
BMPOGHMLTBA, NpUHaMi ANsi OAHIET cepii Ha pik.
B3anponoHoBaHo: * «KoxHa fecsita cepis TeCTyeTbCs Npu
Bunycky». 3MiHn | Tuny - 3MiHu 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acofy.
3miHa y MeToaax BUNpobyBaHHSA roTOBOro MikapCbKoro
3aco0y (iHwWi 3amMiHM y MeToaax BUNpobyBaHb (BKI4aoum
3aMiHy abo JOMOBHEHHS)) 3MiHW CTOCYHOTbCS METOAY
BUNpPobyBaHHs 3a NokasHWKOM «laeHTudikauis aitoyoi
peyoBuHM MeToguka 1»: Y®- metoga (5-00237-E2-00-01)
3amiHeHo Ha npoueaypy BEPX (DAD — giogHo-MaTpuyHuiA
netekTtop) (5-01627-E2-02-01), sik HAcnigok, 3miHa
dopMyntoBaHHS BUMOT crneuudikadii. 3MiHm | Tuny - 3MiHu
3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeToAax BMNpobyBaHHA
rOTOBOrO fiKapCbKOro 3acoby (iHLWi 3MiHKM y MeTofax
BUNpobyBaHb (BKMoYayn 3aMiHy abo JONOBHEHHS))
3MiHW CTOCYHOTbCS BUNPOOYBaHHS 3@ MOKa3HUKOM
«lpeHTndikauis girovoi pevoBrHN Metoauka 2»:

nonepepHin metogq BEPX (5-00237-E2-01-01), sikuii




113

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
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BupobHuk

Kpaina
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Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUKOPUCTOBYETLCA A5 iAeHTUdiKaLii aKTMBHOI pe4oBUHN
3amiHeHo HoBuM MeTogom BEPX (5-01627-E2-02-01).
3MinHn | TMny - 3MiHK 3 siKoCTi. [oTOBUMIA NikapcbkuiA 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTtogax
BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby (iHLi 3MiHW y
MeTodax BUnpobyBaHb (BKMYatoum 3aMiHy abo
[OMOBHEHHS)) 3MiHM CTOCYHOThCS BUNPOOYBaHHS 3a
nokasHukom «KinbKicHe BU3Ha4YeHHS BMICTY LitoYoi
peyoBUHMY», NonepeaHin metog BEPX (5-00237-E2-01-01)
3amiHeHO HoBMM MeTogoM BEPX (5-01627-E2-02-01).
3miHu | Trny - 3miHm 3 AkocTi. FoToBUI Nikapcbkuii 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTtogax
BUNPoBYyBaHHSA rOTOBOrO Nikapcbkoro 3acoby (iHLi 3MiHW y
mMeToAax BMNpobyBaHb (BKMOYa4m 3amiHy abo
[OMOBHEHHS)) 3MiHU CTOCYHOThCS BUNPOOYyBaHHS 3a
nokasHukom «OAHOPIAHICTE A030BaHMX OAUHULb.
MeToawuka 2», nonepegHii metog BEPX (5-00237-E2-01-
01) samiHeHo HoBMM MeTogom BEPX (5-01627-E2-02-01).
3MinHn | TMny - 3MiHK 3 siKocTi. [oTOBUMIA NikapcbkKiA 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BUNPOoOYyBaHHSA rOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHM y
MeTodax BunpobyBaHb (BKMoYatoumn 3aMiHy abo
AOMOBHEHHS))
3MiHW CTOCYHOTbCSl BUNPOOYBaHHS 32 MOKa3HUKOM
«CTOPOHHI AOMILLKU»: BNpOBamxeHo HOoBUI MeToa BEPX
(5-01627-E3-01-01) (3aTBepaxeHnin metof 5-00237-E3-
00-01). 3minu | Tuny - 3miHn 3 sikocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BianoBigHoOCTi €Bponenchbkin
dapmakonei/moHorpadii. MoaaHHa HoBoro abo
OHOBIEHOro cepTudikata BignosigHoCTi abo BUNYYeHHS
cepTucpikaTa BignosigHocTi €Bponeiickkini hapmakonei:
ansa A®l; anst BUXigHOro matepiany/peareHTy/npoMiKHOro
NpoaykKTy, L0 BUKOPUCTOBYOTLCS Y BUpoOHULTBI ADI; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - HoBun ceptudikar Big
HOBOrO BUpPOBHMKa (3amiHa abo AONOBHEHHST) NOAAHHS
Hosoro CepTudikaTy BignosigHocTi € Ha A®I Big HoBorO
Bupo6HuKa: R1-CEP 2006-206-Rev 02 Big Aurobindo
Pharma Limited (3aTBepmxeHuii BupobHuk: Gedeon
Richter Plc., Hungary).

213.

PEMECYNIO®

Tabnetku no 100 wmr,
no 10 Tabnetok y
GnicTepi; no 1 abo 3
Gnictepn y nayui 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/l'E-
cepTudpikaT BignoBiaHOCTI €EBponenchbKil
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudgikaTa BignosiaHOCTI abo BUNYYEHHS
cepTudcpikaTa BignosigHocTi €Bponeiichkini hapmakonei:
ans A®l; ans BuxigHoro martepiany/peareHTy/npOMiKHOIO
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUpOBHULTBI ADI; aAns
[OOMOMiXHOT pe4oBUHU (cepTudikaT BignoBiAHOCTI

3a
peuerimom

UA/8173/01/01
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€Bponeiickkin hapmakonei) - OHoBNeHU cepTudikaT Big
y>Xe 3aTBep[KEeHOro BUPOOHUKaA - NOAaHHSI OHOBIEHOTO
cepTudikata €sponeicbkinnt hapmakonei Ne R1-CEP
2011-310 - Rev 00 (3aTBepmxeHo: RO-CEP 2011-310 -
Rev 02) ana A®| Himecyniay Big 3aTBepaXeHOro
BUpobGHMKa Mangalam Drugs and Organics Ltd., India
214 PEMECYNIA® | rpanynu ans AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 4O peecTpauiinHuX maTepianis: 3miHu | 3a UA/17626/01/01
PANIA oparnbHOi cycneHsii, Tuny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/l'E- peuernmom
100 wmr/2r;no2rB cepTuddikat BignoBigHOCTI EBpONENCHKI
cawe; no 10 cawe y capmakonei/moHorpadii. MogaHHA HoBoro abo
navui OHOBIEHOro cepTudikarta BignoBigHOCTI abo BUNYYeHHS
cepTudikaTta BignoBigHOCTI €Bponenchkin hapmakonei:
ans A®l; ons BuxigHoro matepiany/peareHTy/NMpoMi>kKHOro
nNpoAykKTy, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI; Ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBiAHOCTI
€Bponeickkin hapmakonei) - OHoBneHu cepTudikaT Big
yXe 3aTBepAXeHOro BUpObHMKa - MoJaHHA OHOBIEHOTO
cepTudikata €sponeincbkinn papmakonei Ne R1-CEP
2011-310 - Rev 00 (3aTBepmxeHo: RO-CEP 2011-310 -
Rev 02) ana A®I Himecyniay Big 3aTBepaXeHOro
BMpobHMka Mangalam Drugs and Organics Ltd., India.
215, PEMNArAn KOHLIeHTpaT Ans Takepa IpnaHais BiAMOBiAanNbHWIA 3a Ipnangis/ BHECEHHS 3MiH 0 peecTpauiiHiX MaTepianis: 3MiHa 3a UA/15890/01/01
po34nHy Ans dPapmacbioTika BUMNYCK Cepil: Himeuunna/ 3agBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro peuernmom
iHdpy3in, 1 mr/mn; no n3 LWawep CLA/ noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
3,5 Mn KoHUeHTpaTy IHTEepHeLLHN dapmacbioTikan3 CronyyeHe
y dnakoHi, no 1 ATl IpnaHpgis IpnaHaisa Nimitea, KoponisctBo
drakoHy B BpeHy Ipnangis /
KapTOHHI kopoOLi BUPOOHMLTBO Hinepnanawn

nikapcbKkoro 3acoby,
KOHTPOMb SIKOCTI
cepil, BidyanbHa
iHCnekujs:
Bettep ®apma-
®eprirtoHr MTM6X
EHp Ko. KT,
HimeuyunHa
BUPOGHMLTBO
nikapcbKoro 3acooy,
KOHTPOMb SIKOCTI
a3:
KeHnopkiH
Bavo®apma, JTTO
(n6a EmepmxeHT
BaroConyLwiHa
(CibiAn), CLLA
KOHTPOMb SIKOCTI
cepil, BidyanbHa
iHCnekuis:
Bettep ®apma-
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®eprTirtoHr TM6X
EHg Ko. KT,
Himeyumna
BeTttep ®apma-
®eprirtoHr MM6X
EHpa Ko. KT,
Himeyumna
BidyarnbHa iHCnekuis:
BeTttep ®apma-
®epTirtoHr TM6X
EHg Ko. KT,
Himeyunna
KOHTPOSb SIKOCTi
a3:
LWawnep XbtomeH
xeHeTik Tepanic,
CLWA
KOHTPOSb SIKOCTi
cepii:
Yapnb3s Pisep
JlabopaTopis
Anneng INTa,
Ipnangis
KoBaHc J1labGopaTopis
Nimiteq, Cnony4yeHe
KoponisctBo
MapKyBaHHs Ta
nakyBaHHs1,
ancTpubyuisa
roToBOro
nikapcbkoro 3acoby:
EmiHeHT Cepsices
KopnopenwH, CLUA
LIEWYER Cannnai
YenH, Hinepnanamn
LIiEnyEn Cannnan
YenH, Higepnanaun

216.

PUHO®JTYIM
yuun

crpew HasanbHUi,
po3ynH no 10 My
cdnakoHi; no 1
dnakoHy 3
posnunioBavemM B
KapTOHHIN nayui

3amboH
C.M.A.

ITania

3amboH C.IM.A. ITanis

BHECEHHS 3MiH 10 peecTpaLiiHMXx MaTepianis: 3miHu |
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHeHux
[OaHux npo cuctemy cpbapMakoHarnsiy (BBeAeHHs
y3aranbHeHUX AaHUX Npo cucteMy papMakoHarnsay,
3MiHa YNOBHOBaXeHOi 0cobw, BiAMoBiAanbLHOI 3a
3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BiANoBiAanbHOI 3a 3A4iNCHEHHS
dapmakoHarnsiay (BKNoYar4m KOHTaKTHI gaHi) Ta/abo

6e3
peuenma

UA/8559/01/01
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3MiHW Y pO3MilLleHHi MacTep-danna cuctemm
hapmakoHarnagy) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnag B YkpaiHi.
Litoua pegakuis: Kyuma Bonogummnp OnekcaHgpoBu.
MponoHoBaHa pepakuis: HikiTueHkoBa Jlto6oB IBaHiBHA.
3MiHa KOHTaKTHWUX OaHUX KOHTaKTHOIT 0cobu 3asiBHUKa,
BignoBiganbHoi 3a papMakoHarnsag B YkpaiHi
217| CAniyunoB nactano25ry MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx martepianis: 3miHu | Tuny bes UA/6398/01/01
O-UMHKOBA KOHTelHepax; no 20 dapmaneBTuy dapmaueBTMyHa - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peuenma
NMACTA ry tybax Ha chabpuka cabpuka "Biona" KOHTeVHep/3aKynoptoBanbHUii 3aci6. 3mMiHa y NepBUHHIN
antomiHieBux; no 20 "Biona" yMaKoBLi FOTOBOrO NikapCbKoro 3acoby (siKicHM Ta
ry Ty6i anomiHieBin; KinbKiCHUI cknag) - M’siki Ta HecTepunbHi pigki nikapcbki
no 1 Ty6i y nayui; no copmun. BBeaeHHa gogatkosmx ynakosok no 20 r ta no 25
20rabono25ry ry Tybax namiHatHux Tuny ABL 3 BylioHamn y nayui Ta
Ty6ax namiHaTHuX; 6e3 nayku, 3 BiANOBIAHUMK 3MiHamMK 4o p. «YnakoBkay. Ha
no20rabono25ry KOHTEMHEPU HaKNeTb eTUKeTkn. Tyby pasom 3
Tybi namiHaTHIi; no iHCTpYKLUi€l0 Ana MeanyYHOro 3acTocyBaHHA npenapary
1 1y6i y nayui noMmiLLalTb B Nayvky 3 kapToHy. KoHTenHepn abo Tybu 6e3
navyok pasoMm 3 BinNOBIAHOO KiNbKICTIO IHCTPYKUIN Ans
MeAMYHOro 3aCTOCyBaHHS MpenapaTy BKagaroTb Yy
rpynoBy ynakoBKy. 3MiHM BHECEHI B po3ain "YnakoBka" B
iHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS fikapCbKoro
3acoby y 3B"sI3Ky 3 BBEAEHHSIM JOAATKOBMX YNAKOBOK, K
HacnifoK - 3aTBEPKEHHS TEKCTY MapKyBaHHsSI OAATKOBMX
ynakoBOK fikapcbkoro 3acoby. BBeaeHHs1 3MiH npoTsrom 6-
TV MiCALIB Nicns 3aTBEPKEHHS.
218 CANODAIbK | rpanynu Op. ®anbk HimeuumH BignoBiganbHuii 3a HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHuXx MaTepianis: 3miHu | 3a UA/3745/01/03
racTpOPEe3nCTEHTHI dapma 'M6X a BUWMYCK Cepin Tnny - AOMiHICTPaTUBHI 3MiHW. BunyyeHHs BupobHuyoi peuernmom

NPOJIOHrOBaHOI Aji
no3rnob5,58r
rpaHyn y nakeri
«lpany-CTuke»; no
50 nakerTiB y kopobui
3 KapTOHY

KIHLLeBOro NpoayKTy:
Op. ®anbk ®apma
'M6X, HimeuunHa

BupobHuk

[030BaHoi hopmu,

nepBUHHE, BTOPUHHE

nakyBaHHs Ta
KOHTPOMb AKOCTi:

Jlo3zan ®apma MM6X

(HoeHnbypr canT),
HimeuunHa
®apbin Papma
'm6X, Himeuunna
Bupo6Huk,
BiANoBiganbHUIA 3a

NepBUHHE, BTOPUHHE

nakyBaHHs Ta
KOHTPOMb AKOCTi:
Jlozan ®apma 'M6X
(Ewbax cawT),
HimeyunHa

[inbHUUI (BKMtoYakoun ginbHuui ans A®I, npomixHoro
npoAaykTy abo roToBOro nikapcbkoro 3acoby, AinbHuLi Ans
NPOBEAEHHS NaKyBaHHS, BUPOOHMKA, BiaNoBigansHOro 3a

BUWMYCK Cepil, MiCLie NpoBEAEHHSA KOHTPOIO cepii) abo

nocTayanbHuka BUXiAHOrO maTepiany, peareHTy abo

[OOMOMDKXHOT PEYOBMHU (SIKLLO 3a3HAYeHO Y JOChE)
BunyyeHHsa BUPOBHWYOI AiNbHULI ANA anbTepHaTUBHOIO

BTOPWHHOIO NakyBaHHs - Ap. ®ansk Papma M6X,
HimeuumHa (NsaHeHBeGepLuTpacce 5, 79108 dpaiibypr,
HimeuuunHa). MNpn LpboMy faHa OinbHULS 3anvLaeTbes, SK

BignosiganbHa 3a BUMYCK cepini KiIHLEeBOro NPOAyKTY.
3anuwatoTbCs anbTepHaTUBHI AiNbHWLSA, KOTPi BUKOHYIOTb

dyHKLi0 BTOPUHHE nakyBaHHs: (NlosaH ®apma Mv6X,

HimeuunHa, ®ap6in ®apma M6X, HimeuumHa).
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BUPOBHMK,
BiAnNoBiganbHWi 3a
KOHTPOIb SIKOCTi:
HaykoBo-gocnigHui
iHcTUTYT Xennenep
M'M6X, HimewunHa
BUPOBHMK,
BignoBiganbHWi 3a
KOHTPOIb SIKOCTi:
anndamveg PAPBIN
ApuHanmiTTenb
MM6X, HimewunHa
219 CAJIODAIbK | cycneHsis Op. ®anbk HimeyvumH BignosiganbHuii 3a Himeuunna/ BHECEHHS 3MiH 4O peecTpauiiHuX maTepianis: 3miHu | 3a UA/3745/02/01
pekTanbHa, 4 /60 r dapma 'M6X a BUMNYCK Cepiin LLisenuapis My - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT peuenmom
no 60 r cycneHsii y KiHLLeBOro NpoayKTy AOinbHUUI (BKMtoYatoun ginbHuui ans A®l, npomixHoro
Kni3Mi; No 7 knism y Ta anbTepHaTuBHe npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHULI Ans
6nictepax B Kopobui BTOPUHHE npoBeAeHHs NakyBaHHsI, BUPOOHWKa, BiAnosiganbHoro 3a
3 KapTOHY nakyBaHHS: BUNYCK Cepili, MicLie NpoBeAeHHs1 KOHTporto cepii) abo
Op. ®anbk Papma nocTayarnbHviKa BMXiQHOrO maTepiany, peareHTy abo
'M6X, HimeuyunHa [OOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y JOChE)
Bupo6Humk BunyyeHHs ginbHUUi AN anbTepHaTMBHOIO BTOPUHHOTO
A030BaHoi hopmu, nakyBaHHs - [ip. ®anek ®apma M'M6X, HimevunHa
nepBuUHHE Ta (NsaHenBebepwTpacce 5, 79108 dpainbypr, HimeuuunHa).
BTOPUHHE Mpu upoMy AaHa OiNbHUUS 3anuaeTbesl, K
nakyBaHHs, BiANoBiAanbHa 3a BUNYCK Cepil KiHLEBOrO NMPOAYKTY.
KOHTPOIb SIKOCTi: 3anuwatoTbCsa anbTepHaTUBHI OiNbHULUS, KOTPi BUKOHYHOTb
Bichop CA yHKLUiO BTOPUHHE nakyBaHHs: (llozaH ®apma M'vbX,
LiBanHigepnaccyHr HimeuumHa, Bicdop CA LiBavHigepnaccyHr Megixemi
Mepixemi ETTiHreH, ETTiHreH, LLBenuapis)
LLisenuapis
JlosaH ®apma N'mbX,
HimeuyunHa
Bupo6GHukM,
BiAnNoBiganbHi 3a
KOHTPOIb SIKOCTI:
JlozaH ®apma 'mbX,
HimeuunHa
Bidhop CA,
LLisevuapis
Bioek3am A,
LLisevuapis
HaykoBo-gocnigHui
iHcTUTYT Xennenep
'm6X, HimeuynHa
220 CANODAIDbK | rpaHynu Op. ®anbk HimeuunH | BUpoBHUK JO30BaHOI HimevyunHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3minu | 3a UA/3745/01/04
racTpOPEe3UCTEHTHI dapma MmM6X a dopmu, NepBUHHE, Tuny - AQMiHICTpaTUBHI 3MiHW. BunyyeHHs BupobHuyoi peuernmom
NPONOHroBaHoi Aii BTOPUHHE AinbHULUI (BKNtovatoun ginbHuLi anst APl npomixxHoro
no1,5r,no2,79r nakyBaHHs Ta npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHuLi Ans
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
rpaHyn y nakeri KOHTPOIb SIKOCTi: npoBeAeHHs NaKyBaHHs!, BUPOOHWKa, BignosiganeHoro 3a
«lpaHy-CTuke»; no Nosan ®apma M'm6X, BUMYCK CepiiA, MicLile NpoBeAeHHs1 KOHTponito cepii) abo
35 nakeTiB y Kopobui Himeyumna nocravarnbHuKa BMXigHOrO maTtepiany, peareHTy abo
3 KapTOHY dapbin dapma [OMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y JOChE)
M6X, HimeuunHa BunyyeHHs BUpOBHWYOI AinbHULi AN anbTepHaTUBHOIO
BUPOBHMK, BTOPUHHOTO NakyBaHHs - Op. Panbk ®apma MM6X,
BignoBigansHuUi 3a HimeuwunHa (JlanHeHBebeputpacce 5, 79108 dpanbypr,
nepBrvHHe, BTOPUHHE HimeuumHa). Mpu upomMy AaHa AiNbHULA 3anMLLIAETbCs, SK
nakyBaHHA Ta BiAnoBsiganbHa 3a BMNYCK Cepil KiHLEeBOro NpoaykTy.
KOHTPOIb SIKOCTi: 3anuwatoTbCsa anbTepHaTUBHI OiNbHULUS, KOTPi BUKOHYHOTb
Jlozan ®apma 'M6X dyHKLUiO BTOPUHHE nakyBaHHs: (Nlosan ®apma Mv6X,
(Ewbax canr), HimeuyunHa, ®apbin ®apma Mv6X, HimeuuumHa).
HimeuyunHa
BUPOBHMK,
BigNOBiganbHUI 3a
KOHTPOMb SIKOCTI:
HaykoBo-gocnigHui
IHCTUTYT Xennenep
MM6X, HimeuunHa
BUPOBHMK,
BigNOBiganbHUIM 3a
KOHTPOMb SIKOCTI:
anndameg PAPBIN
ApuHanmiTTeNb
'm6X, HimewynHa
221 CAJIODAIIbK | TtabneTku, BKpuUTI Op. ®anbk HimeyvumH Op. ®anbk Papma Himeuunna BHECEHHS 3MiH 0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/3745/04/02
060onoHKot, dapma MM6X a MM6X, HimewunHa TMny - 3MiHK Wwopao 6e3nekn/ecekTUBHOCTI Ta peuenmom
KULLKOBOPO3YMHHI, (BignoBiganbHWn 3a apmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHeHMX

no 500 mr; no 10
Tabnetok y 6nictepi;
no 5 a6o no 10
GnicTepis y kopobui
3 KapTOHY

BUWMYCK Cepin
KIHLEBOro NpoayKTy
Ta anbTepaTuBHe
BTOPWHHE
nakyBaHHs); JlosaH
dapma 'mbX,
HimeuunHa
(BUPOBHYMK
[030BaHoi hopmu,
NepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTI);
JlosaH ®apma N'mbX,
HimeuunHa
(BUPOBHUK,
BianosiganbHWi 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTI);
PotteHpopd Papma
'm6X, HimeuynHa

AaHunx nNpo cucteMy dpapmakoHarnsgy (BBedeHHs
y3aranbHeHNUX AaHunX Npo cucteMy papMakoHarnsgy,
3MiHa YNoBHOBaXeHOi 0cobu, BiAnoBiganbHoi 3a
34iicHeHHs dhapMakoHarnagy; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsgy (BKNoYarun KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-daina cuctemu
tbapmakoHarnsgy) 3mMiHa KOHTaKTHOT 0COOU 3asiBHUMKA,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
[itova pepakuin: BonteHko AHTOH [eoprinosuy.
MponoHoBaHa pepakuisa: byask Onekcangpa CepriiBHa.
3MiHa KOHTaKTHMX JAaHWUX KOHTaKTHOI 0COOW 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(BUPOBHWMK
[030BaHoi hopmu,
KOHTPOIb SIKOCTI);
Pottengopd Papma
'm6X, Himeyunna
(BMPOGHUK,
BigNOBiganbHUM 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTI)

222 CAJIODAIbK | cynosuTopii Op. ®anbk HimeyvumH BignosiganbHuii 3a Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3miHu | 3a UA/3745/03/02
pekTanbHi no 500 dapma 'M6X a BUMNYCK Cepiin LLisenuapis Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta peuenmom
Mr; no 5 KiHLEBOro NpoayKTy: tapmakoHarnagy. BeegeHHst abo 3aMiHM [0 y3aranbHeHux
Cyno3unTopiiB y Op. ®anbk Papma AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
CTpuni; No 2 cTpunu 'M6X, HimeuyuunHa; y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsgy,

B KOpoOLji 3 KapTOHY Bupo6Humk 3MiHa ynoBHOBaXeHoi ocobu, BianoBiaanbHOI 3a
[030BaHoi chopmu, 34iicHeHHs1 dhapmakoHarnagy; KOHTaKTHOi ocobu 3
nepBuHHE Ta dapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
BTOPUHHE bapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
nakyBaHHA Ta YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
KOHTPOJb SIKOCTI: capmakoHarnsgy (BKo4ar4ym KOHTaKTHI gaHi) Ta/abo
Bidop CA 3MiHW Y pO3MilLleHHi MacTep-darnna cuctemm
LiBanHigepnaccyHr apmakoHarnsaay) 3MiHa KOHTaKTHOT 0cobu 3asBHUKA,
Mepgixemi ETTiHreH, BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
LLseriuapis; JNlosaH [itova pepakuis: BonteHko AHTOH [eoprinosuy.
®apma 'mbX, MponoHoBaHa pepakuisa: byask Onekcanapa CepriiBHa.
HimeuuunHa 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOU 3asiBHUKa,
Bupo6GHukM, BiAgnoBiganbHoi 3a hapMakoHarnsag B YkpaiHi
BiAnoBiganbHi 3a
KOHTPOMb SIKOCTI:
JlozaH ®apma 'mbX,
HimeuumnHa; Bidop
CA, WBenuapis;
Bioeksam Al
LLseniuapis;
HaykoBo-gocnigHui
iHCTUTYT Xennenep
'm6X, Hime4y4ymnHa
223 CANODAIbLK | cynosuTopii Op. ®anbk HimeuunH BignosiganbHui 3a HimeuumnHa/ BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHu | 3a UA/3745/03/01
pekTanbHi no 250 dapma MM6X a BUNYCK cepin LLisevinapis TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta peuenmom
mr; no 5 KIHLLeBOro NpoayKTy: dapmakoHarnsay. BeegeHHst abo 3miHM [0 y3aranbHEHUX
Cyno3unTopiiB y Op. ®anbk Papma OaHux nNpo cucteMy papmakoHarnsay (BBeAeHHs
CTpuni; No 2 cTpunun 'm6X, HimeuunHa; y3aranbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy,
B KOpOOLji 3 KapTOHY BupobHumk 3MiHa YNOBHOBaXeHOi 0cobwu, BiAMoBiAanbHOI 3a
[030BaHoi hopmu, 3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3
nepBUHHE Ta dapmakoHarnsay 3asiBHVKa Ans 30iNCHEeHHS
BTOPUHHE dapmakoHarnsagy B YkpaiHi, AKLO BOHa BiAMiHHA Bif
nakyBaHHs Ta yMNOBHOBaXeHOI 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS
KOHTPOb SIKOCTI: dapmakoHarnsiay (BKNYarymM KOHTaKTHI gaHi) Ta/abo
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Bidhop CA 3MiHW Y pO3MilLleHHi macTep-danna cuctemm
LiBanHigepnaccyHr hapmakoHarnagy) 3miHa KOHTaKTHOT 0cobu 3asiBHUKA,
Mepixemi ETTiHreH, BignoBiganeHoi 3a hapMakoHarnag B YkpaiHi.
Lsenuapis; JlosaH [itoua pepakuis: BonteHko AHTOH "eoprinosumy.
dapma M'm6X, lMponoHoBaHa pepakuis: byask Onekcangpa CepriisHa.
HimeyumHa; 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
Bupo6Huku, BigNoBiganbHoi 3a hapMakoHarnsg B YkpaiHi
BiANoOBiganbHi 3a
KOHTPOMb SIKOCTI:
JlozaH ®apma N'mbX,
HimeuumnHa; Bicdop
CA, lWBenuapis;
Bioeksam Al
LLseniuapisi;
HaykoBo-gocnigHui
IHCTUTYT Xennenep
'm6X, Hime44ynHa
224 CAHOPUH Kpanni HasanbHi, "KcaHTic Kinp Tea Yex IHOacTpi3 Yecbka BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 6e3 UA/2455/03/01
pO34nH, 1 Mr/mMn no dapma c.p.o., Yecbka Pecny6nika/ TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKuit 3aci6. peuenma
10 mn y cpnakoHi; no Jlimiten" Pecny6bnika CnoBaubka CT1abinbHicTb. 3miHa y TepMiHax npuaaTHoOCTi abo ymoBax
1 cdonakoHy pasom i3 CaHeka Pecnybnika 36epiraHHsi roTOBOrO fikapcbKoro 3acoby (3MeHLLEeHHs

KPULLIKOHO-
KpanenbHULe B
Kopobui

dapmackioTikans
AT, CnoBaupka
Pecny6bnika

TEepMiHy NpuaaTHOCTI FOTOBOIO NikapcbKkoro 3acoby) - [ns
TOProBOi YNaKoBKW. 3MEHLUEHHS TEPMiHY MPUAATHOCTI
roToBOro fikapcbkoro 3acoby. 3aTBepmkeHo: TepMiH
npuaaTHocTi. 4 poku. lMicns nepLuoro BiAKPUTTA NnpenapaTt
36epiratu He Ginblue 28 Aid npn TemnepaTtypi 25 °C.
B3anponoHoBaHo: TepmiH npuagaTHocTi. 3 poku. Micns
nepLUoro BigKpUTTS Npenapat 36epirati He GinbLie 28 aib
npu Temnepatypi 25 °C. 3MiHn | Tuny - 3MiHM 3 SKOCTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikaLin
Ta/abo [oNyCTMMUX MEX rOTOBOIO MikapCbKoro 3acoby
(iHWi 3MiHW) NpuBeAeHHs 3aTBepxeHoi cneumdikadii M3
00 opuriHanbHWUX MaTepianis BUpobHuka
- 3a nokasHunkoM «O6’eM BMICTy KOHTENHepa». Takox
BBEAEHO NPUMITKY LLLOJO KOHTPOSIO AaHOro NoKasHuKa
nuie nig Yac BUNYycKy
- 3a nokasHukoM «[JoMiLLKmn» 3MiHEHO NEePIOANYHICTb
KOHTPOIMIO NOKa3HWKa 3 OQHOro pa3y Ha pik Ha perynsipHe;
- 3a nokasHukamm «lgeHTudikauis Hada3soniHy HiTpaTy»
Ta «lpeHTudikauis meTunnapabeHy» BBOAMTLCS NPUMITKa
LLLOA0 KOHTPOIO AaHUX NOKa3HMKIB nuLle nif 4ac BUMYCKY.
-3a nokasHukamu «MikpoGionoriyHa uicToTa» Ta «Bmict
OOPHOT KUCNOTWY» BBOAMTLCSA MPUMITKA LLOAO YacToTh
TecTyBaHHs, a came «byayTb KOHTponoBaTUCS Nif Yac
BMNYCKY, a NOTiM Yepes 24, 36 micsAuiB JOBrOCTPOKOBUX
AocrimpkeHb cTabinbHOCTI Ta Yepes 6 MiCALIB MPUCKOPEHMX
pocnimkeHb cTabinbHocTi (nicns 12 micsuiB NPOMiXKHMUX
AocnimxkeHb cTabinbHOCTi). 3MiHM | Tuny - 3MiHK 3 AKOCTI.
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikaLin
Ta/abo [oMyCTUMUX MeX roTOBOro MikapcbKoro 3acoby

(3BY)XEHHS JONYCTUMUX MEX) 3BYXXEHHS JOMYCTUMMUX MEX
N-ripOKCMBEH30MHOI KUCNOTU 3@ NOKa3HUKOM «[OMiLLKu»
y cneumdikauii M3 (BuMorun Ha TepmiH npuaaTHOCTI)
BiZNOBIOHO [0 OpUriHanbHMX MaTepianis BUPOGHMKa.
3MinHu | TNy - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuin 3aci6.

KoHTposb roToBoro nikapcbkoro 3acody. 3MiHa

napameTpiB cneuudikauin Ta/abo 4onycTUMmUX MeX
roTOBOro MikapcbKoro 3acoby (A0MOBHEHHS crneumndikaLii
HOBWM MOKa3HUKOM 3 BigMoBiAHUM METOAOM
BUNpoByBaHHs) JONOBHEHHS NOKa3HUKa «[JoMiLkuy» y
crneundikauii 13 nogaTkoBMM HOPMYBaHHAM «IHLLUI
iHauBIOyanbHi OMILWKMY (KPUTEPIN NPUAHATHOCTI - He
6inbwe 0,1 %) i «Cyma gomiok» (KpUTepin NPUAHATHOCTI
— He GinbLue 4,0 %) BiANOBIAHO A0 OpUriHaNbHUX
MaTepianis BUPOOHWMKa.

225,

CIHOXAPOI®

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkot, 5
mr/1000 mr no 10
TabneTtok B 6nictepi;
no 6 GnictepiB y
KapTOHHiI kopobui

BepiHrep
IHrenbxanm
IHTEepHeLwwHnN

m6X

HimevumH
a

A enp Em WtabTecT
Na6op cyp
AHaniTuK yHa
CrabinitatcnpydyHr
'm6X, Himeuunna
(koHTpoOnb siKOCTi (32
BUHSATKOM TecTy
"MikpobionoriyHa
ynctota")); BepiHrep
IHrenbxanm Ennac
A.E., Ipeuis
(BpOBHMLTBO,
KOHTPOMb AKOCTi (3a
BUHSITKOM TecTy
"MikpobionoriyHa
yucTtoTa"), NepBUHHE
Ta BTOPWHHE
nakyBaHHs, BUMyCK
cepii); BepiHrep
IHrenbxanv ®apma
v6X i Ko. KT,
Hime4vunHa
(BMpOOHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb SKOCTI,
BUNYycCK cepii);
EBpodivc PACT
MBX, HimeuunHa
(KOHTpPOIb SKOCTI

HimeuuunHa/
peuis/
CnonyuyeHi
Wratn
Amepukn/
dpaHLuis

BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3miHu | Tuny
- 3MiHu wopno 6esnekn/eeKkTUBHOCTI Ta
dapmakoHarnsgy. BeegeHHst abo 3miHM go y3aranbHeHMX
OaHunx npo cuctemMy papmakoHarnsgy (BBegeHHs
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsagy,
3MiHa yNnoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHSA
hapmakoHarnsgy B YkpaiHi, aKWwo BoHa BiAMiHHa Bif
yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
apmakoHarnsaay (BKMoYaroumn KOHTaKTHI gaHi) Ta/abo
3MiHM Y po3MiLLeHHI MacTep-daina cuctemu
apmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsa.
[itoya pepakuis: Sabine Jeck- Thole. MponoHoBaHa
pepakuis: Sven Kohler. 3MiHa KOHTaKTHUX AaHKX
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BigNOBiAanbHOI 3a
dapmakoHarnsg. 3miHa KOHTaKTHOI 0cobu 3asBHWMKA,
BiAgnoBiganeHoi 3a dhapMakoHarnag B Ykpaini. fitova
pepnakuisi: MNonisyak OneHa BikTopieHa. MNponoHoBaHa
pepakuis: Yymak Aptem Bonogumuposud. 3miHa
KOHTaKTHMX JAaHUX KOHTaKTHOI 0COBU 3asiBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnag B YKpaiHi.

3a
peuernmom

UA/15724/01/01
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n/ | nikapcbKo20
n 3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o

CIHOXAPOI®

npw AOCHiAXKeHHI
cTabinbHocTi (3a
BVHSITKOM TECTY
"MikpobionoriyHa
ynucrota"));
K'toEnCiEc EIE,
Ipeuis
(anbTepHaTuBHA
naboparopis gnsa
KOHTPOSIO TECTY
"MikpobionoriyHa
uuctota"); Jlabop
J1C CE eHa Ko. KT,
HimeuunHa
(anbTepHaTVBHa
naboparopis 4ns
KOHTPOIO TECTY
"MikpobionoriyHa
yncroTa"); MateoH
MyepTo Puko. IHK,
Cnonyueni LWtatn
Amepukn
(BpOBHMLTBO
TabneTtok "in bulk"
Ta KOHTPOIb SIKOCTi);
MATEOH ®PAHLLIA,
PpaHuisi (nepBUHHE
Ta BTOpPWHHE
nakyBaHHs,
KOHTPOMb SIKOCTI,
Bunyck cepii); CI'C
IHcTUTYT PpeseHiyc
MM6X, HimewunHa
(anbTepHaTMBHa
naboparopis ans
KOHTPOSIO TECTY
"MikpobionoriuHa
yncrora")

noceio4yeHHs1

TabneTku, BKPUTI
NNiBKOBOIO
obornoHkot, 12,5
mr/1000 mr no 10
TabneTtok B GnicTepi;
no 6 Gnictepis y
KapTOHHiIl kopobui

BepiHrep
IHrenbxanv
IHTEepHeLLHN

mMBEX

HimeuumH
a

A enp Em WtabTecT
Na6op pyp
AHanITuK yHa
CrabinitatcnpydyHr
Mv6X, HimeuunHa
(KOHTpONb AKOCTI (3a
BUHSATKOM TecTy
"MikpobionoriuHa
ynctora")); bepiHrep
IHrenbxanm Ennac

A.E., Ipeuis

Himeuvumna/
peuis/
CnonyyeHi
LWratn
Amepukun/
PpaHuis

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | Tuny
- 3miHu wopao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHeHux
OaHux npo cuctemy cpapmakoHarnsiay (BBeAeHHs
y3aranbHeHUX AaHUX Npo cucteMy papMakoHarnsay,
3MiHa YNOBHOBaXeHOi 0cobw, BiAMoBiAanbLHOI 3a
3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHOI 3a 3A4iNCHEHHS

dapmakoHarnsiay (BKNoYar4m KOHTaKTHI gaHi) Ta/abo

3a
peuerimom

UA/15722/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep

n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1
(BUPOBHMLTBO, 3MiHW Y pO3MilLleHHi MacTep-danna cuctemm

KOHTPOIb SKOCTI (3a
BWHATKOM TecTy
"MikpobionoriyHa
ynuctorta"), NnepBUHHE
Ta BTOPVHHE
nakyBaHHs, BUMyCK
cepii); bepiHrep
IHrenbxanm ®apma
m6X i Ko. KT,
HimeyunHa
(BUPOBHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOMb AKOCTI,
BMNYCK cepii);
EBpodpic PACT
MM6X, HimeuunHa
(KOHTpOnb SKOCTI
npw AOCHiAXKEHHI
cTabinbHOoCTi (3a
BUHSITKOM TecTy
"MikpobionoriyHa
ynucrtota"));
K'toEiCiEc EIME,
[peuis
(anbTepHaTMBHa
naboparopis ans
KOHTPOMIO TECTY
"MikpobionoriyHa
uuctora"); Jlabop
J1C CE eHa Ko. KT,
HimeuyunHa
(anbTepHaTVBHA
naboparopis ans
KOHTPOMIO TECTY
"MikpobionoriyHa
uncrota"); MateoH
MyepTo Puko. IHK,
Cnonyyeni WtaTtn
Amepuikm
(BPOBHULTBO
Tabnetok "in bulk"
Ta KOHTPOIb SIKOCTI);
MATEOH ®PAHLIA,
PpaHuis (nepBUHHE
Ta BTOPWHHE
nakyBaHHs1,

hapmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg.
[itoua pegakuisi: Sabine Jeck- Thole. MNponoHoBaHa
pepakuisi: Sven Kohler. 3MiHa KOHTaKTHUX AaHWUX
YNOBHOBa)eEHOi 0cobu 3asiBHMKA, BigNOBiAanbHOI 3a
capmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B YKpaiHi.
[itoya pepakuis: Monisyak OneHa BikTopiBHa.

[MponoHoBaHa pepakuis: Yymak Aptem Bonoanmmposuy.

3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTPOMb SIKOCTI,
Bunyck cepii); CI'C
IHCTUTYT DpeseHiyc
'M6X, HimeuunHa
(anbTepHaTuBHA
naboparopis gnsa
KOHTPOIIO TECTY
"MikpobionoriyHa
yncrota")
227| CIPYAHA Masb 33,3 % no 25r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu | Tuny 6e3 UA/6682/01/01
MA3b abono50ry dPapmaueBTUy dapmaueBTUYHa - 3miHu 3 gKkocTi. FoToBUIA nikapcbkui 3acib. Cuctema peuenma
NMPOCTA KOHTelHepax; no 20 Ha cabpuka cabpuka "Biona" KOHTeWHep/3aKynoptoBarnbHUii 3aci6. 3mMiHa y NepBUHHIN
rabono40ry "Biona" yNaKoBLi FOTOBOrO NikapCbKoro 3acoby (siKicHWIA Ta
TyGax anomiHiEBUX; KinbKicHWI cknag) - M'ski Ta HecTepunbHI pigKi nikapcbki
no20rabono40ry copmun. BBeaeHHsa gogatkoBux ynakosok no 20, no 251
TyGi antomiHiesin; no Ta no 40 r y Ty6ax namiHatHux Tuny ABL 3 BywioHamn y
1 Ty6i y navui 3 nayui Ta 6e3 navku, 3 BiANOBIAHMMYK 3MiHamu 4O p.
kapToHy; no 20 r, no «YnakoBka». 3MiHW BHeCeHi B po3ain "YnakoBka" B
25rabono40ry IHCTPYKLUIitO 4NA MeANYHOro 3aCTOCYBaHHS NMiKapCbKOro
TyGax namiHaTHuX; 3aco0y y 3B"A3Ky 3 BBEAEHHAM [0AAaTKOBUX YNaKoBOK, SK
no 20 r, no 25 r abo HacnigokK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHA [OOATKOBUX
no 40 r y TyGi yMakoBOK nikapcbkoro 3acoby. BeBeaeHHst 3MiH npoTsirom 6-
namiHaTHin; no 1 TV MICALIB NicNsa 3aTBEPOKEHHS.
Ty6i B KQPTOHHIN
nayui 3 KapToHy
228 CKAWPI3I PO34MH AN iH'EKLN E66Bi LLisenuapi TECTYBaHHA: CLIA/ BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3miHu | 3a UA/17970/01/02
no 150 mr/1 mn; 1 Biochapmacsto E E66Bi Biopicepy HimeuunHa | Tuny - 3miHm 3 skocTi. A®l. BupobHuutBo. 3MiHK B npoueci |  peuenmom
nonepegHLO Tikan3 Mm6X CeHtep IHk, CLUA; BMpobHMuTBa ADI (He3HayHa 3MiHa y npoLeci
HanoBHEHWIA BMPOGHMLTBO BUpobHuLTBa AdI)
CKINSHWIA WnpwL, nikapcbkoro 3acoby, 3MiHa nofgaeTbcst 3 METOK A0AaBaHHS: - anbTepHaTUBHOIO
BMOHTOBAHUN y TECTyBaHHS, 200-niTpoBOro 0AHOPaA3oBOro NOCIBHOrO GiopeakTopa
aBTOIHXEKTOp; Nno nepBuHHE (SUB) ansa dasn N-2 ans BupobHULTBa Ailo40i pe4oBUHM
ogHomy nakyBaHHsi: (pu3aHkizymaby); A Takox AoAaBaHHS AaHuX LWOJo: -
aBTOIHXEKTOPY Y E66Bi GiopeakTopa 3 Hepxasitodoi cTtani (SS) (2500 n) oo
KapTOHHiI kopobLyi BiotekHonomxi T/, icHyto4oi chasm 2-ro noyaTkosoro biopekatopa SS N-1 Ha
CLUA; eTani KynbTUBYBaHHS! KNiTWH; - BiopeakTopa 3 HepXxaBito4oi
BTOPUHHE ctani (SS) (12000 n) go icHyt04oro 4-ro BUpoGHUYOro
nakyBaHHs, biopeatopa SS Ha cTagii KynbTUBYBaHHS KNiTWH; A Takox
TECTYBaHHs, BUNYCK [ofaBaHHs AaHuX, ki BUKOPUCTOBYBaNUCs A0
cepii: kBanidikauii Ta Banigauii Hosoro 200-niTpoBOro
E66Bi [JonuneHa biopeakTopa SUB ans Bupo6Huyoro npouecy B ABL
vm6X i Ko. KT,
HimeuuuHa;
TECTYyBaHHS:
Yapnb3 Pisep
JlabopaTopis

hxepmaHi TMEX,
Himeyunna




125

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
229 CKAWPI3I PO34MH Ans iH'eKuin EG6BI LLseviLapi TECTYBaHHS: CLIA/Himeu | BHeceHHs 3MiH [0 peecTpauiiHux maTepianis: 3miHu | Tuny 3a UA/17970/01/02
no 150 mr/1 mn; 1 Biodapmacsio A E66Bi biopicepu yYnHa - 3MiHu 3 skocTi. A®l. BupobHuuteo. 3miHa BUpPoOHWMKa peuenmom
nonepegHL0 Tikan3 MM6X CeHTep IHK, CLUA; BUXiZHOTO/NPOMIXKHOIO NPOAYKTY/peareHTy, Lo
HanoBHeHWUI BMPOBOHMLITBO BMKOPUCTOBYIOTLCA Y BUPOBHUYoMy npoueci ADI, abo
CKINSAHWIA WNpuL, nikapcbkoro 3acoby, 3MiHa BUPOBHWMKa (BKMtoYatkoum, ae HeobxigHo, micue
BMOHTOBaHWUA y TeCTyBaHHS, npoBeAeHHs KOHTposto sikocTi) APl (3a BigcyTHOCTI
aBTOIHXEKTOP; Mo nepBuHHE cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei y
ofHOMY naKyBaHHs: 3aTBEpAKEHOMY A0CLE)(3MiHM A0 3aX0AiB, NOB'A3aHNX 3
aBTOIHXEKTOpY Y EGGBI koHTponem A®I, abo gogaBaHHsA AinbHUUI, Ae
KapTOHHIl kopobui BiotekHonogxi JITH, NPOBOAMTLCA KOHTPOSL/BUNPobyBaHHA cepil). [JlogaBaHHsA
CLUA; Boehringer Ingelheim Pharma GmbH& Co KG,
BTOPUHHE Birkendorfer Str. 65, 88397 Biberach an der Riss Germany
nakyBaHH4, (BI), sik anbTepHaTUBHOI BUPOBHUYOT AinbHULI
TECTYyBaHHs, BUMYCK BiAMOBiAaNbHOI 3a TeCTyBaHHS bGinka kniTMHu-rocnoaaps (
cepii: HCP) y npouenypi ELISA v2.
EGGBi JonuneHa
v6X i Ko. KT,
HimeuuunHa;
TECTYyBaHHS:
Yapnb3s Pisep
JlabopaTopis
bxepmaHi MM6X,
HimeyunHa
230 CONEPOH Tabnetku no 200 wmr, TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/10209/01/02
200 no 10 Tabnetok y YKPAIHA" - 3MiHK 3 AkocTi. [oToBMIA Nikapcbkuii 3acib. 3miHn y peuernmom
6nicTepi; no 1, 3 abo BUPOGHMUTBI (iHLUI 3MiHW) - BHECEHHS 3MiH 4O
6 GnictepiB y peecTpauinHux maTepianis J13 ConepoH 200, TabneTku no
KapTOHHIN nayui 200 wmr, a came BMNpaBneHHs noMunku y posgini 3.2.P.3.2
Cknap Ha cepito ans 06’emy 250 500 Tabnetok (120,24 kr)
LLIOAO PO3paxyHKy TEOPETUYHOI KiNbKOCTi AOMNOMIKHUX
PEYOBUMH Ha Cepilo rAPOKCUNPONINMeTULEentonosa,
HaTpito KpockapMerosa (HeBiAMOBIAHICTb BKa3aHWX AaHWX i
Ha3B pe4oBUH)
231 cony- NOPOLLIOK Ta Mdpansep IHk. CLA BMPOGHMLTBO, Benebrisa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3miHu | 3a UA/2047/01/02
MEOPON PO3YMHHUK AN nakyBaHHS, TMny - AOMiHiICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS! peuenmom
PO34MHY AN iH eKuin KOHTPOMb SIKOCTI, Ta/abo agpecu MicLs NPoBamMKEHHS OiSNbHOCTI
no 125 mr/2 mn; 1 BUNYCK cepii: BMpOBHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
dnakoH Tuny Act-O- Mdparzep BKITOYaKUM AinbHULI BUNYCKY cepii abo micue
Vial (aBoeMHicHMI MeHiodekyypuHr NpOBEAEHHS KOHTPOIO SIKOCTI. (AiNbHICTb, 3a AKY
dnakoH) 3 Benbria HB, benbrisi BiAnNoBigae BUpOGHMK/iMNopTep, BKIOYauy BUMYCK CEPilt)
NOpPOLLKOM Ta KOHTPOrb SIKOCTi Npun AaMiHicTpaTMBHa 3MiHa agpecu 3aTBepAXeHOT BUPOBHUYOT
PO34MHHMKOM (BOAA BUMYCKy Ta nig vyac ainbHuui M3 MNdarisep MenodekyypuHr Benbris HB ans
ans iH'ekyin) no 2 cTabinbHoCTI: NPVBEAEHHS Y BIAMOBIOHICTb 4O aapecy 3a3HayYeHoi Ha
MY KapTOHHIN EcOxiEc a6 canti EudraGMDP. He 6yno »ofHux 3MiH y Ha3Bi
Kopoo6Li CarnmoH CA, BUPOGHMYOT AinbHULI, (hi3MYHOMY po3TallyBaHHi AinbHUL,
Benbrisa npoLieci Ta KOHTPOri, NOB’i3aHOMY 3 BUPOOHULITBOM
nikapcbkoro 3acoby. 3MiHU BHECEHI B iIHCTPYKLito Ans
MeAMYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby y po3ain
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"MicuesHaxompkeHHs BUpOOHMKa Ta Moro agpeca Micusi
NpOBaMXeHHS AiAnbHOCTI" 3 BigNOBIAHMMM 3MiHAMU B
TEKCTi MapKyBaHHS ynakoBok. BBeieHHS 3MiH npoTsrom
12-Tn micauiB nicnst 3aTBepKeHHsi. 3MiHu | Tuny - 3MiHK
wopao 6e3neku/edekTnBHOCTI Ta hapmakoHarnagy (iHLwi
3MiHN) 3MiHM BHECEHI B TEKCT MapKyBaHHS yNakoBOK Y M.
"OATA 3AKIHYEHHA TEPMIHY NMPUOATHOCTI" -
TepMiH npua.: BBeaeHHs1 3miH npoTaroM 12-Tn micsauis
nicnsi 3aTBepOXKEeHHS
232, cony- NOPOLLIOK Ta Mdpaiizep IHk. CLWA BUPOBHMUTBO, Benbris BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/2047/01/03
MEAOPON PO3UYNHHUK AN nakyBaHHs, Tmny - AGMiHICTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
PO34MHY A4S iH eKUi KOHTPOMb AKOCTI, Ta/abo agpecu micLsa NpoBaJKEHHS OisANbHOCTI
no 1000 wmr; 1 BUMYCK Cepii: BMpOBHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
NaKkoH 3 MOPOLLKOM Mdpansep BKJT0YAI0UM AiNbHULI BUNYCKY cepii abo micue
Ta 1 dnakoH 3 MeHodeKk1ypuHr NPOBEAEHHSI KOHTPOIIO SIKOCTI. (AisNbHICTb, 3@ Ky
PO34YUHHUKOM (CNUPT Benbris HB, benbris BignoBigae BUPOGHMK/iMNopTep, BKIOYayn BUMYCK Cepilt)
6eHannosui (9 KOHTPOIb SKOCTi Npu AamiHicTpaTMBHa 3MiHa agpecu 3aTBepaXeHOi BUPOOHNYOT
Mmr/mn), Boga ons BUMYCKY Ta Mig yac ainbHuui M3 MNdaiizep MeHtodekyuypuHr benbris HB gns
iH'ekuin) no 15,6 mn cTabinbHOCTI: npuBEAEHHSA Y BIANOBIAHICTb 4O agpecu 3a3HavyeHoi Ha
Y KApTOHHI Kopobui EcOxiEc J1ab canTi EudraGMDP. He 6yno »ogHux 3MiH y Ha3Bi
CaiimoH CA, BUPOBHMYOI OinbHMUj, hisnyHOMY po3TallyBaHHiI 4iNbHUL,
Benbria npoLeci Ta KOHTPOSi, NOB’AI3aHOMY 3 BUPOOHMLTBOM
nikapcbkoro 3acoby. 3MiHU BHECEHi B iHCTPYKL0 Ans
MeAMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"Micue3HaxoakeHHs1 BUpoOHMKa Ta oro agpeca micusi
NPOBaMKeHHS OiAnbHOCTI" 3 BigNOBIAHMMM 3MiHAMK B
TEKCTi MapKyBaHHS1 ynakoBok. BBeieHHs1 3MiH NpoTarom
12-tn micsiyiB nicns 3aTBepaXkeHHs. 3MiHu | Tuny - 3miHn
woao 6e3snekn/edeKkTBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHW) 3MiHW BHECEHI B TEKCT MapKyBaHHS! yNakoBOK Y M.
"OATA 3AKIHYEHHA TEPMIHY NMPUOATHOCTI" -
TepMiH npya.: BBeaeHHs1 3miH npotaroM 12-Tn micsauis
nicnsi 3aTBepOXKEHHS
233| cony- NoOpoOLLIOK Ta Mdpanzep IHk. CLA BMPOGHMLTBO, Benebris BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a UA/2047/01/04
MEAOPON PO3YNHHUK AN nakyBaHHs, Tuny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuernmom
PO34MHY AN iH exuin KOHTPOMb SIKOCTI, Ta/abo agpecy MicLs NPOBamMKEHHS AiSnNbHOCTI
no 500 mr; 1 donakoH BUNYCK cepii: BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
3 nopoLukom Ta 1 Mdparizep BKITHOYAKO4M AiNbHULL BUNYCKY cepii abo micue
rakoH 3 MeHiodekyypuHr NpOBEAEHHS KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a AKY
PO3YMHHUKOM (CNUPT Benbris HB, benbris BiAnoBigae BUPOGHMK/iIMNopTep, BKIOYaKYM BUMYCK CEPIlt)
6eHaunosui (9 KOHTPOIb SKOCTi Npu AamiHicTpaTMBHa 3MiHa agpecu 3aTBepaKeHO! BUPOOHWNYOT
Mmr/mn), Boga Ans BUMYCKy Ta nig vyac ainbHuui M3 MNdarisep MenodekyypuHr Benbris HB ans
iH'ekuin) no 7,8 mn y cTabinbHOCTI: npvBeAeHHs Yy BiANOBIAHICTb 40 agpecu 3a3HayeHol Ha
KapTOHHiI kopobLyi Ec[xiEc a6 canti EudraGMDP. He 6yno »ofHux 3MiH y Ha3Bi
CarnmoH CA, BUPOGHMYOT AinbHULI, (hi3MYHOMY po3TallyBaHHi AinbHUL,
Benbris npoLieci Ta KOHTPOri, NOB’sI3aHOMY 3 BUPOGHMLITBOM
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

nikapcbKkoro 3acoby. 3MiHM BHECEHI B iHCTPYKLito Ans
MeAMYHOrO 3aCTOCYBaHHS NikapCbkoro 3acoby y po3ain
"MicuesHaxomkeHHs BUpOOHMKa Ta Moro agpeca Micusi
NpoBaXeHHA AianbHOCTI" 3 BigNoBiAHMMY 3MiHaMn B
TEKCTi MapKyBaHHS ynakoBok. BBeAeHHS 3MiH npoTsarom
12-Tn micsuiB nicnsi 3aTBepKeHHsi. 3MiHu | Tuny - 3MiHK
wopno 6esnekun/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHN) 3MiHN BHECEHI B TEKCT MapKyBaHHS YNakoBOK Y M.
"0ATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI" -
TepMiH npua.: BBeaeHHst 3amiH npotaroM 12-Tn micsiuis
nicnsa 3aTBepAXEHHs!

234,

cony-
MEOPON

NOPOLLIOK Ta
PO3YMHHUK NS
PO34MHY Ans iH eKUin
no 40 mr/mn; 1
cnakoH Tuny Act-O-
Vial (aBoemHicHWI
cnakoH) 3
NOPOLLKOM Ta
PO34YMHHMKOM (BOAA
ans iH'ekyin) no 1
M1y KapTOHHIN
KopobLi

Mdbansep IHk.

CLIA

BUPOBHMUTBO,
nakyBaHHS,
KOHTPOMb SIKOCTI,
BUMYCK cepii:
MNdpanzep
MeHtodek4ypuHr
Benbris HB, benbris
KOHTPOIb SIKOCTi Npun
BMMNYCKY Ta Mig 4ac
cTabinbHoCTi:
EcOxiEc Na6
CavnimoH CA,
Benbria

Benbria

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
TMNy - AOMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecy MicLA NPOBaMKEHHS AiSNbHOCTI
BMpOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BKITHOYaK04M AinbHULI BUNYCKY cepii abo micle
NpOBEAEHHS KOHTPOJSIO SKOCTI. (AIANbHICTb, 3a AKY
BignoBigae BUPOGHMK/IMNoOpTep, BKIOYaouM BUMYCK cepiit)
AOMiHiCTpaTUBHa 3MiHa agpecy 3aTBEPIKEHOT BUPOOHNYOT
aineHuui M3 MNdansep MenodekyypuHr beneria HB ans
npuBEAEHHSA Y BIANOBIAHICTb 4O agpecu 3a3HavyeHoi Ha
canTi EudraGMDP. He 6yno »ogHux 3MiH y Ha3Bi
BUPOOHMYOI AinbHULi, hisYHOMY po3TallyBaHHi AinbHULI,
npoLieci Ta KOHTPOri, NOB’sI3aHOMY 3 BUPOGHULITBOM
nikapcbkoro 3acoby. 3MiHU BHECEHI B iHCTPYKLito Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
"Micue3HaxoaeHHs BUpoOHMKa Ta oro agpeca micust
NpoBaXeHHs AisnbHOCTI" 3 BigNOBIAHMMM 3MiHAMK B
TEKCTi MapKyBaHHS ynakoBok. BBeieHHS 3MiH npoTsrom
12-tn micsiyiB nicns 3aTBepaXkeHHs. 3miHu | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHN) 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBOK Y M.
"OATA 3AKIHYEHHA TEPMIHY NMPUOATHOCTI" -
TepMiH npua.: BBegeHHs 3MiH npoTaroM 12-Tn micsauis
nicns 3aTBepaKeHHs

3a
peuerimom

UA/2047/01/01

235,

TEPBI3UN

kpem 1 %; no15ry
Ty6i; no 1 Ty6i B
KapTOHHIN yrnakoBLii

BAT "T'eaeoH
PixTep"

YropwuHa

BAT "TeneoH
PixTep"

YropwuHa

BHECEHHS1 3MiH 4O peecTpauiHux maTtepianis: 3MiHu |
Tuny - 3MiHn 3 sikocTi. A®Il. Kontponb A®L. 3miHa y
napameTpax crneuudikauin Ta/abo JonyCTUMUX MeX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BVXiOHWI/NPOMIXXHUIA NpoAYKT/peareHT, LWo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(BMNYYEHHSI HE3HAYHOTO NOKa3HMKa SIKOCTI (Hanpuknag,
BUINYYeHHS 3acTapinoro nokasHuka)) BUNy4eHHs
nokasHuka «Po3mip yacTtok» 3i cneuundikauii AdDI,
BUpoGHMUTBa BAT «"egeoH Pixtep». 3miHu | Tuny - 3miHn

3 sikocTi. A®I. KoHTponb AdI. 3miHa y napameTpax

6e3
peuenma

UA/4558/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
crneungikaii Ta/abo 4ONyCTUMMX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHNA/NPOMIKHWIA

3MiHn 3 akocTi. CepTudikat BignosiaHocTi/l E-cepTudikar

BignoBigHOCTI abo BUNy4YeHHs cepTudikaTa BignoBigHOCTI

npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLIECI

BMpOGHMLUTBa AD| (BUNYyYEHHS HE3HAYHOTO NOKa3HUKa
AKOCTI (Hanpuknag BUy4YeHHs 3acTapinoro nokasHuka))
BUITyYEHHS NokasHuKa sikocTi «MikpobionoriyHa yncrota»
i3 cneumndikauii A®l, BupobHuutea BAT «I'eqeoH Pixtep»

KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTtogax
BUNpobyBaHHs roTOBOro NikapcbKoro 3acoby (HeaHayHa
3MiHa y 3aTBEpAKEHNX MeToAax BUNpobyBaHHA) HE3HaYHa
3MiHa y 3aTBepaKeHoMy MeTofi BunpobysaHHs 13 3a
nokasHuKoM «laeHTtudikauia. [itova pevyosnHa» Ta
«KinbkicHe BU3HaYeHHS Ailo40i pe4OBUHUY», K HACTIAOK
YTOYHEHHS KpUTEPIN NPUAHATHOCTI, BHYTPILUHBLOTO
KoOyBaHHA MeToay Y crneuundikadii, a TakoXX OHOBNEHHS
Homepy cneumdikauii MN3. 3miHm | TUNY - 3MiHK 3 AKocTi.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpoOyBaHHS
roTOBOro NiKapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpOKEHMX MeTofax BUNpobyBaHHs) He3Ha4yHa 3MiHa y
3aTBEepAXeHoMy MeTogi BunpobysaHHs 113 3a
nokasHukom «laeHTudikauis. KoHcepsaHT» Ta «KinbkicHui
BMICT KOHCEPBaHTY», SIK HACMIAOK YTOYHEHHS KpUTEpIn
NPUNHATHOCTI, BHYTPILLHBOrO KOAYBaHHSA MeToay Y
cneumdikaLii, @ TakoXX OHOBMEHHS1 HOMepy crneundikauii
N3. 3minHu | Trny - 3miHK 3 sKOCTi. FOTOBMIA NMikapchbKMiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpPobyBaHHSA roTOBOrO fikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
BUNpobyBaHHs) He3HaYHa 3MiHa y 3aTBEPPKEHOMY METOAI
BUNpobyBaHHs 113 3a nokasHnkoMm « CTOPOHHI AOMILLKMY,
SIK Hacnigok, 3i 3MiHOK BHYTPILLIHBOrO KOAYBaHHA MeToay
cneundikaLii, OHOBNEHHs1 HOMepY crneuundikadii, a Takox
peparyBaHHs Ha3By BTOPUHHOTO aMiHy. 3miHu | Tuny -

BignoBigHocTi €Bponeinchkini hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBIEHOro cepTudikata

€sponeiicbkin papmakonei: ans A®l; ons BuxigHoro
MaTepiany/peareHTy/NpoMiKHOrO NPOAYKTY, L0

3MinHu | TNy - 3miHK 3 sikocTi. FoToBUIA Nikapcbkui 3aci6.

BVIKOPVCTOBYIOTbCS Y BUpobHUUTBI A®Il; ansg gonoMikHoT
peyoBUHYM (cepTudikaT BigNoBigHOCTI €EBponeinchkiii
dapmakonei) - HoBui ceptudikat Bif HOBOro BUpobHMKa
(3amina abo fonoBHeHHSA) nogaHHA HoBoro CEP Ha AdI
TepbiHadiHy rigpoxnopuay Big HoBoro BUpobHuka: R1-
CEP 2012-310-Rev 02 Bin Hetero Labs Limited. 3miHu |

Tuny - 3MiHK 3 sKocTi. [0TOBMI NikapcbKkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
napameTpiB cneuudikauin Ta/abo 4onycTUMUX MeX
roTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW) 3MiHa 4acToTK
BMNPOOYyBaHHS 3a nokasHukoM «MikpobGionoriyHa unctota»
['N13: 3aTBepaxeHo: **** Mpu BMNYcKy BUNPOOYyBaHHS
BVKOHYETbLCS NS OfHiel B nepiod BUPOOHMLUTBA, NpuHaiimi,
ONs ofHiei cepii Ha pik. 3anponoHoBaHo: ****KoxHa
[ecsiTa cepisl TeCTYETbCS Npu BUNYCKY. 3MiHu | Tuny -
3MiHu 3 sikocTi. MoToBMIA nikapcekuid 3acib. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTopax
BUNpobyBaHHs roTOBOro NikapcbKoro 3acoby (HeaHayHa
3MiHa y 3aTBEpAKEHNX MeToAax BUNPOOyBaHHS)
npuBeAeHHS MeTOANKY BUNPOOYBaHHS 3a NOKa3HUKOM
«MikpobionoriyHa uncToTay y BignosigHicTe oo EP 2.6.12,
2.6.13.
236.| TETAHYC PO34UH Ans iH'EKLN, KEOPIOH ITANA KEOPIOH C.IM.A. ITANIA BHECEHHS 3MiH O peecTpauiiHMx maTepianis: amMiHu | Tuny 3a UA/19360/01/02
FTAMMA 500 MO/2 mn, no 2 C.N.A. - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3acic. Cuctema peuenmom
mn (500 MO) y KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa byab-aKkoi
nonepeaHL0 YacTUHW MaTepiany NepBUHHOT YNaKOBKU, LLIO HE KOHTAaKTye
HanoBHEHOMY 3 rOTOBWM NiKapCbkuM 3aco6oM (Hanpuknag Konip
LUNPUL 3 FOSKOt0 KpULLEYOK 3 KOHTPOSIEM NEpLUOro BiAKPUTTS, KOMip
Ons BBeAeHHs:; no 1 KOAOBWX Kifeub Ha amnyrnax, KOHTelHepa ANns ronok (pisHi
LLUNPULY B KAPTOHHIN BMAM Nnactmacu) (3miHa, sika He BNrvMBae Ha KOPOTKY
KopobLi XapaKTepuCTUKy nikapcbkoro 3acoby) - 3miHa kogy
Lnpuua emHicTio 2,25 mn (NepBUHHOI yNakoBKX Anst
nosyBaHHsA 500 MO/2 mn) Ta gogaBaHHs NNacTUKOBOro
KOBMauyka, L0 3aKpUBa€E HasIBHUIA KOBMNAYOK 3 'yMOBOTO
enacTtomepy rofiku wnpuvua
237.| TETAHYC PO34MH Anis iH'EKLN, KEOPIOH ITANIA KEOPIOH C.M.A. ITANIA BHECEHHS 3MiH IO peecTpauinHmMx maTtepianis: 3miHu | Tuny 3a UA/19360/01/01
FTAMMA 250 MO/1 mn, no 1 C.N.A. - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peuenmom
Mn (250 MO) y KOHTeWHep/3aKkynoptoBanbHuii 3aci6. 3miHa byab-sKoi
nonepeaHLo YacTWHW MaTepiany NepBUHHOI YNaKOBKY, LLO HE KOHTaKTye
HarnoBHEHOMY 3 rOTOBMM NiKapCbkuM 3aco6oM (Hanpuknazg Konip
LUNpUL 3 rorKoto KpULLEYOK 3 KOHTPONIEM NEpLUOro BiAKPUTTS, KOnip
Ons BBeAeHHs:; no 1 KOAOBUX KiNeLp Ha amnynax, KoHTenHepa Ansi ronok (pi3Hi
LLNPULLY B KAPTOHHIN BWAW NnacTmacK) (3miHa, sika He BNMBae Ha KOPOTKY
KopoobLi XapaKkTepuCTuKy nikapcbkoro 3acoby) - 3miHa kogy
Lwnpuua emHicTio 2,25 mMn (NepBUHHOI yNakoBKW Anst
posyBaHHa 500 MO/2 mn) Ta gogaBaHHs NNacTUKOBOIO
KoBMayka, Lo 3aKp1BaE HasIBHWI KOBMA4OK 3 'yMOBOTO
enacTtomepy rofiku Lwnpuvua
238 TETPAKCUM cycrneHsig ans CaHodi ®paHuis NMOBHUW LWKN PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu | 3a UA/13069/01/01
®ITETRAXIM iH’ekuin no 1 MacTep BMPOGHMLTBA, YropwuHa TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta peuenmom
BAKLMHA nonepegHLO KOHTPOMb SIKOCTI, cbapmakoHarnsgy (iHwi 3miHM) 3miHM BHECeHO A0
anAa 3anoBHEHOMY BTOPUHHE IHCTPYKUIT ANS MEAMYHOrO 3aCTOCYBaHHS MiKapCbKOro
MPO®INAKT wnpudy no 0,5 mn nakyBaHHs1, BUNYCK 3acoby go po3sginy "OcobnueocTi 3acTocyBaHHSA" WoA0
UKH (1 posa) 3 cepii: CaHodi iHcpopmaii 3 6e3nekn, y Tomy Ynchi npo BnnvB
OUOTEPII, NMPUKPINIeHo Mactep, PpaHuis; OOMOMDKHMX PeYOBUH cbeHinanaHiHy, eTaHony Ta HaTpito.
NMPABLA, ronkoto (abo 2-ma BTOPUHHE TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns
KALLJTIOKY OKPEMUMM ronkamu), nakyBaHHs1, BUMYCK 3aTBepAKeHHS. 3MinHu | Tuny - 3miHW Wwoao
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(AUENONAP | wo mictutb cepii: CaHodi- 6e3nekn/ecekTUBHOCTI Ta hbapmakoHarnsgy (iHwi 3miHm)
HUN cycneHsito Ans AseHTic MNpawsiT Ko. 3MiHM BHECEHI B TEKCT MapKyBaHHS BTOPUHHOI YNaKoBKK
KOMMOHEHT | iH'ekuii, B KApTOHHIN JIta., Mnatdopma nikapcbkoro 3acoby, a came: yHidikauisi 3a3HavyeHoi
) TA Kopobui; no 1 NOTiCTUKM Ta iHcbopMmaUii Wwoao norotmny BUpo6HMKa. TepmiH BBEAEHHS
noniomieni nonepegHbLo amcTpubyuii y m. 3MiH MPOTAroM 6 MicauiB nicnsa 3aTBepaAXeHHS. 3minHu |l
TY 3anoBHEHOMY Bypanewr, TMNy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuMii 3aciO.
AOCOPBOBA | wnpuuy no 0,5 mn YropwuHa KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
HA, (1 posa) 3 BMNPOBYBaHHsI rOTOBOTO Nikapcbkoro 3acoby (cyTTeBa
IHAKTUBOBA | npukpinneHoto 3MiHa y GionoriyHomMy/iMmyHOnoriYyHOMY/iMmyHOXiMiYHOMY
HA, PIOKA ronkoto (abo 2-ma MeToai BunpobyBaHHs abo MeTogi, y SKoMy

OKpPEMUMMU rofnkamum),
WO MICTUTb
CyChneHsito ans
iH'eKLiN B KAPTOHHIN
Kopobui, B siki
MIiCTUTbCS
CcTaHOapTHO-
eKcropTHa yrnakoBka
Ta IHCTPyKLUis ang
MeANYHOro
3acTocyBaHHS

BUKOPUCTOBYETLCA GionoriyHni peareHT, abo ix 3amiHa,
abo GionoriyHoro npenapaTty NOPIBHSAHHS (CTaHAAPTHOrO
npenaparty), Lo He 3a3HayeHult y 3aTBEpPIKEHOMY
npoTokoni) 3amiHa TPbOX OKPEMUX METOAIB ANA
BM3HA4YEeHHs iMyHoreHHocTi BakuuHu (DTacP SIA), wo
BVKOPVICTOBYIOTBCS HE3aNEXHO Ha EAVHUIA CepONOriYHUIA
MeTo/ BU3HaYeHHS TUTPY aHTwTin (anti-D, anti-T, anti-FHA
Ta anti-PT) y cupoBartui imyHi3oBaHUX TBapuH Ha eTani
Final Bulk product. TepmiH BBe4eHHS 3MiH NPOTSirom 6
MicauiB nicnsa 3atBepaxeHHS. 3minu |l Tuny - 3miHun 3
siKocTi. FoToBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneumdikauin
Ta/abo [ONyCTMMUX MEX rOTOBOIO MikapCcbKoro 3acoby
(3MiHa 3HaxoauTbCst N03a 3aTBEPAKEHUMU [OMYCTUMUMU
Mexamu cneuudikawin)
3MiHU KpUTEPIiB MPUNHATHOCTI NPU BU3HAYEHHI
iMyHOreHHOCTi AndTEpiNHOro, NpaBLEBOro Ta
KaLUtOKOBOrO KOMNOHEHTIB Yy cneuudikauin ans Final Bulk
product. BignoBifHi 3MiH1 BHOCATBECH A0 po3ainy «AKiCHWIA
Ta KiNbKIiCHWIA cknag nikapcbkoro 3acoby» peecTpaLiiHoro
nocsigyeHHsl, MKA, TekcTy MapKkyBaHHS 80
peecTpaLiiHOro NOCBIAYEHHS, IHCTPYKLIT Ans MeaUYHOro
3aCTOCYBaHHSI.
3anponoHoBaHo: Po3gin «fkicHWi Ta KinbKicHUiA cknag
nikapcbkoro 3acoby. AKTUBHI pevoBuHN». OHa
iMyHidytoda fo3a BakuuHu (0,5 mn) MicTutb: andTepiiHmnmn
aHaTokcuH(1) = 30 MO(2) (3), npaBueBuin aHaTOKCKH(1) =
40 MO(3) (4), aHTureHn Bordetella pertussis: kaLunokoBui
aHaToKCKH(1) — 25 MKr, (inameHTHUIN reMarmnoTuHIH(1) —
25 mkr, iHakTMBoBaHwuiA Bipyc noniomienity (5): Tuny 1
(wtam Mahoney) — 40 D-oguHuues (6) (7), Tvny 2 (wtam
MEF-1) — 8 D-ogunuup (6) (7), Tuny 3 (wtam Saukett) — 32
D-oauHuui(6) (7)

(1) apcopboaHi antomiHito rigpokeuay gurigpatom — 0,3
mr Al3+
(2) sik cepefiHe 3HaYEHHS
(3) abo ekBiBaneHTHa aKTUBHICTb, BU3HAYEHa LUNSIXOM
OLLiHKM iIMyHOT€HHOCTI
(4) sk HUKHSA Mexa AoBipyoro iHTepeany (p=0.95)
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

(5) oTpmaHi Ha kniTuHax Vero
(6) D — aHTUreHHi oamHuLi
(7) abo ekBiBaneHTHa KinbKiCTb aHTUreHy, BU3Ha4eHa 3
BUKOPUCTAHHSM Bi4nNoBigHOMo iMyHOXiMIYHOrO MeToay.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns
3aTBEpPOKEHHS

239.

TUPO3YP

NopoLLIOK
HawKipHui, 1 mr/r;
no5rabono20r
NOPOLLIKY Y oNaKoHi;
no 1 cnakoHy B
KapTOHHiIl kopobui

EHrenbrapa
ApuHanmitTen
b M6X &
Ko.KI

Himeuumn
a

Enrensrapg
ApuHanmiTTens
'm6X & Ko. KI

HimevuunHa

BHECEHHS 3MiH 4O peecTpauiinHuX maTepianis: 3miHu |
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
tapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHeHUx
[aHWX Npo cucTeMy hapMakoHarnsay (BBe4EHHs!
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsagy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiaanbHOI 3a
3piicHeHHs hapMakoHarnagy; KOHTakTHoOi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHS
hapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa Bif
YNOBHOBa)eHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsaay (BKMoYaro4mn KOHTaKTHI faHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-darnna cuctemm
capmakoHarnsgy) 3mMiHa KOHTaKTHOT 0CO6M 3asiBHYMKA,
Bi4noBiganbHoi 3a papmakoHarnag B Ykpaini. [itova
pepakuia: Anton Voitenko. lNMponoHoBaHa pepakuisn: byask
OnekcaHpgpa CepriiBHa. 3MiHa KOHTAKTHUX SAHUX
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
dapmakoHarnag B YKpaiHi.

6e3
peuyenma

UA/7786/01/01

240.

TUPO3YP

renb, Tmr/rno5r,
25y 1y6i, mo 1 1y6i
B KapTOHHIln kopobui

EHrenbrapa
ApuHanmitTTen
b 'MBX &
Ko.KI"

HimeyumnH
a

Enrenbrapg
ApuHanmiTTenb
'm6X & Ko.KI

Himeyuunna

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny
- 3MiHu wopno 6esnekn/edeKkTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHeHUX
AaHunx nNpo cuctemy papmakoHarnsagy (BBeaeHHs
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsagy,
3MiHa YNoBHOBaXeHOi 0cobu, BiAnoBiganbHoi 3a
34iicHeHHs1 hapMakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHSA
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa Bif
yMNOBHOBaXeHOi 0cobu, BiAgnoBiaanbHoI 3a 3A4iNCHEHHS
apmakoHarnsaay (BKMoYarum KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-dainna cuctemu
dapmakoHarnsgy). 3miHa KOHTakTHOT 0cobu 3asiBHUKa,
BiANoBiAanbHOI 3a hapmakoHarnag B YKpaiHi.
[itova pepakuis: Anton Voitenko. NMponoHoBaHa pegakuis:
Bynsk Onekcangpa CepriiBHa. 3MiHa KOHTaKTHUX AaHWUX
KOHTaKTHOI 0co0u 3asiBHUKA, BianoBsigansHoi 3a
dapmakoHarnag B Ykpaii.

6e3
peuyenma

UA/7786/02/01

241.

TONKIMAOO

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 150
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepn y
KapTOHHI kopobui

TOB «YOPIA
MEOVLUNH»

YkpaiHa

YOPNd MEQVLIAH
INAY CAH. BE
TIDK. A.LL.

TypeuunHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHa
3asiBHMKA (BNacHWKa peecTpaLiiHoro nocBigveHHs) (3rigHo
Hakady MOS3 Big 23.07.2015 Ne460) TepMiH BBeOEHHS
3MiH - NpOTSArom 6 MicsUiB nicnsa 3aTBepmKeHHs; 3MiHu |
Tmny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
apmakoHarnsiny. BeegeHHst abo 3miHM o y3aranbHEeHUX
[aHWX Npo cucteMy dhapMakoHarnsay (BBeAEHHs!

3a
peuenmom

UA/19000/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
y3aranbHeHVX AaHunxX Npo cucteMmy papMakoHarnsgy,
3MiHa ynoBHoOBaXkeHoi ocobu, BignoBigansHoi 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
cbapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBa)eHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
chapmakoHarnsgy (BKM4ar4ym KOHTaKTHI gaHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-danna cuctemm
chapmakoHarnsgy) - 3miHa ynoBHoBaXeHoi ocobum
3asiBHUKA, BignosiganbHoi 3a hapMmakoHarnag. Hitova
pepakuisa: Pycyaan Ecakia / Rusudan Esakia.
MponoHoBaHa peaakuis: Myano MNaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXeHOi 0cobu 3asiBHUKA,
BiAMNoBiganbHoI 3a dhapmakoHarnag. 3MiHa Mmicud
30iNCHEHHS1 OCHOBHOI AiANbHOCTI 3 dhapmakoHarnaay.
3MiHa MicLe3HaxomKeHHs MacTep-channa cuctemm
dapmakoHarnsgy
242 TPANKOP® TabneTkn, BKPUTI AGGOTT HimeuyunH Bupo6bHMUTBO in Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3miHu | Tuny 3a UA/7921/01/01
145 MI NniBKOBOIO JTabopaTopis a bulk: dpaHLuis - AgMmiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs1 Ta/abo peuenmom
obornoHkoto, no 145 m6X IpnaHacbki appecu Micus NPoBafkKeHHs AisnbHOCTI
mr; no 10 TabneTtok TabopaTtopii PypHbE BMpOBHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
y 6nicTepi; no 2 abo JlimiTeq, lpnangis BKITHOYalo4M dinbHUUI BUNYyCKy cepii abo micue
3 6nictepu y MakyBaHHS, BUNYCK NpOBEAEHHS KOHTPOJSI0 SKOCTI. (AIANbHICTb, 3a AKY
KapTOHHIl kopobui Ta KOHTPOIb Cepint: BignoBigae BUPOGHWK/iMNopTep, BKIOYaUM BUMYCK
AcTpea DOHTEH, cepiit). 3MiHa HaliMeHYBaHHS Ta YTOYHEHHSI HANUCaHHS
PpaHuis appecu BUpobHMKa BiAMOBIAANLHOIO 3a NaKyBaHHS,
BUMYCK Ta KOHTPOIb cepii. TepMiH BBEAEHHS 3MiH -
nNpoTArom 6 MicsAuUiB Nicns 3aTBEPMKEHHS.
243 YPCO®AIIbK | cycneHsia opanbHa, Op. ®anbk HimeyvumH BignosiganbHuii 3a HimeuyumHa/ | BHeCeHHs 3MiH JO peecTpauinHux MaTepianis: 3miHu | Tuny 3a UA/3746/01/01
250 mr/5 mn no 250 dapma MM6X a BUWMYCK Cepiit LLiBenuapis - 3miHu wopao 6e3nekn/edekTMBHOCTI Ta peuenmom
MIT Y CKINSHIN KIHLLEBOro NpoAyKTy: dapmakoHarnsay. BeegeHHs abo 3miHM Ao y3aranbHEeHUX
nnawuj; no 1 Op. ®anbk Papma AaHunx nNpo cucteMy dpapmakoHarnagy (BBedeHHs
nnsawui pasom 3 1 'mM6X, HimeuunHa; y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy,
MipHUM Bupo6Huk 3MiHa ynoBHOBaXeHOi ocobu, BignoBigansHoi 3a
CTakaH4yMKoM B [030BaHoi hopmu, 3[iNCHEeHHS dhapmakoHarnagy; KOHTakTHOi ocobu 3
KapTOHHiI kopobui nepBrYHHe, BTOPUHHE hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
nakyBaHHs Ta bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa Bif
KOHTPOIb SIKOCTi: YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
Bichop CA dapmakoHarnsay (BKNoYarun KOHTaKTHI faHi) Ta/abo
LiBanHigepnaccyHr 3MiHM Y pO3MiLLeHHI MacTep-daina cuctemm
Mepixemi ETTiHreH; bapmakoHarnsgy). 3MiHa KOHTaKTHOT 0cobu 3asiBHMKA,
Bupo6Huk, BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
BiANoBiganbHUIA 3a [itova pepakuis: BonTteHko AHTOH [eoprinosuy.
KOHTPOIb SKOCTI: MponoHoBaHa pepakuisa: byask Onekcangpa CepriiBHa.
Bioek3am Al, 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOM 3asiBHUKA,
LLiBeviuapis BignosiganbHoi 3a dapMakoHarnsg B YKpaiHi.
244 YPCO®AIbK | kancynu no 250 mr [Op. ®anbk HimeuunH anndgameg PAPBIN HimeyunHa BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3miHu | Tuny 3a UA/3746/02/01
no 10 kancyny dapma MM6X a ApuHanmiTTens - 3miHu wopao 6esnekn/edekTMBHOCTI Ta peuenmom

Gnictepi 3

'M6X, Himeu4ynHa

dapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHeHuX
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MapKyBaHHSIM (BUPOOHUMK OaHux npo cuctemy chapmakoHarnsgy (BBeAeHHs
YKpaiHCbKOIO Ta A030BaHoi hopmu, y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
aHrnincBKo nepBUHHE Ta 3MiHa ynoBHOBaXeHOoi 0cobu, BianoBiaanbLHOI 3a
MoBamu; o 1 BTOPUHHE 3[iCHeHHs hapmakoHarnsgy; KOHTakTHOi ocobu 3
6nictepy B kopobui 3 nakyBaHHs, apmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
KapTOHY; KOHTPOIb SIKOCTI); chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA Bif
no 25 kancyny Op. danbk Papma YNOBHOBa)XeHOT 0cobMU, BignoBiganbHoi 3a 34iCHEHHS
6nictepi 3 MBX, HimewunHa hapmakoHarnagy (BKMoYaryy KOHTaKTHi AaHi) Ta/abo
MapKyBaHHAM (BignoBiganbHuUi 3a 3MiHW Y pO3MilLeHHi macTep-danna cuctemm
YKpaiHCbKOO Ta BUNYCK Cepin capmakoHarnsgy). 3MiHa KOHTaKTHOT 0cobu 3asiBHMKA,
aHrmincLKo KiHLEBOro NpoayKTy BiANOBiAanbHOI 3a hapmakoHarnag B YKpaiHi.
MoBamu; no 2 abo 4 Ta anbTepHaTUBHe [itoya pepakuin: BonteHko AHTOH Meoprinosumu.
Gnictepu B kOpOOLj BTOPUHHE [MponoHoBaHa pepakuis: byask OnekcaHgpa CepriiBHa.
3 KapTOHY nakyBaHHs1); JlozaH 3MiHa KOHTaKTHMX JAaHWUX KOHTaKTHOI 0COOM 3asiBHMKA,
dapma 'M6X, BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
HimeuunHa
(BMPOBHWMK
[030BaHoi hopmu,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SIKOCTI);
JlosaH ®apma N'mbX,
HimeuyunHa
(BUPOBHUK,
BianoBiganbHui 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SKOCTI)
245, ®ABIMNIPABI NOPOLLIOK TOB HB® YkpaiHa O3eHagsi Kutan BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3miHu | Tuny - UA/18653/01/01
P (cybeTaHuis) y "MIKPOXIM" dapmacbtoTikana - AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo
npo3opomy (Cyuwxoy) NTg agpecwu 3asiBHYKA (BracHMKa peecTpaLiiHoro
[OBoLLapoBOMYy noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa
nonieTMneHoBoMy
nakeTi Ans
dapmaLeBTUYHOIO
3acTocyBaHHSA
246 ®ACHIK rpaHynu ans 3amboH ITanisa 3amboH LLiBenuapis BHECEHHS 3MiH IO peecTpaLiiHMX maTepianis: 3miHu | bes UA/5137/01/01
opanbHOro po3vnHy C.MN.A. CsiTuepnang Jltg TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta peuenma

3 M'ATHUM CMaKoMm
no200 mr,no3r
rpaHyn y nakeTi; no
12 cnapeHux
nakeTiB Y KAPTOHHIW
navui

apmakoHarnsiay. BeegeHHst abo 3miHM 4o y3aranbHEHUX
[aHuX Npo cucteMy chapMakoHarnsay (BBeAEHHsI
y3aranbHeHNUX AaHUX Npo cucteMy papMakoHarnsay,
3MiHa ynoBHOBaxeHOi ocobu, BiAnoBiganbHoI 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXeEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BKMoYarun KOHTaKTHI faHi) Ta/abo
3MiHM Y po3MilLeHHI MacTep-danna cuctemu
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
capmakoHarnsgy) 3mMiHa KOHTaKTHOT 0CO6U 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsag B YKpaiHi.
Litoua pegakuis: Kyuma Bonogummnp OnekcaHgpoBu.
MponoHoBaHa peaakuis: HikitTyeHkoBa Jlto6oB IBaHiBHa.
3MiHa KOHTAKTHMX OAaHMX KOHTaKTHOT 0COOK 3asiBHYMKA,
BignoBiganbHoi 3a papMakoHarnsag B YkpaiHi
247. DACHMIK TabneTku, BKPUTI 3amboH ITanis 3amboH C.M.A. ITanisa BHECEHHS 3MiH 4O peecTpauiinHMX maTepianis: 3minu | bes peuyenma UA/5137/02/01
o6onoHkoto, no 400 C.IN.A. Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
Mr; no 6 TabneTok y hapmakoHarnsay. BeeaeHHs abo 3MiHW [0 y3aranbHeHUx
6nictepi; no 1 AaHunx nNpo cuctemy dpapmakoHarnagy (BBeAeHHs
Gnictepy y y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy,
KapTOHHIN nayui 3MiHa yNoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
3[iCHeHHs hapmakoHarnsgy; KOHTakTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
hbapmakoHarnsagy B YKpaiHi, aKWwo BoHa BiAMiHHA Bif
yMNoBHOBaXeHOi ocobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsgy (BKNoYarum KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
bapmakoHarnsgy) 3miHa KOHTaKTHOI 0cobu 3asiBHMKA,
BiANOBiAanbHOI 3a hapmakoHarnag B YKpaiHi.
Litova pepakuis: Kyuma Bonogummnp OnekcangpoBumu.
MponoHoBaHa pepakuis: HikiTyeHkosa JltoboBs IBaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiAgnoBiganeHoi 3a hapmakoHarnag B YkpaiHi
248 ®EHIBYT- Tabnetku no 250 mr TOB YkpaiHa TOB "Actpacapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu | 3a UA/17285/01/01
ACTPA®APM | no 10 TabneTtok y "AcTtpacdapm" Tuny - 3MiHK 3 sikocTi. [0TOBWMI Nikapcbkuii 3acib. peuenmom
Gnictepi, no 2 KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
Gnictepn B Kopobui napameTpiB cneuudikauin Ta/abo 4onyCTUMNX MEX
3 KapTOHY roTOBOro MikapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
nepioguyHocTi koHTponto 13 3a nokasHMKOM
«MikpobionoriyHa YACTOTa»: TECT HE € PYTUHHUM,
BUKOHYETbLCH AN KOXHOI AeCATOl cepil, ane He pigwe
0[HOrO pa3sy B pik.
249, ®EHIBYT- Tabnetku no 250 mr TOB YkpaiHa TOB "Actpacapm” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnX mMaTepianis: 3a UA/17285/01/01
ACTPA®APM | no 10 tabneToky "AcTtpachapm" y 3B’s13Ky i3 3MiHOI0 YMOB Bignycky Ha «3a peLenTa, peuenmom
6nicTepi, no 2 3aTBepgkeHoro Hakasom MO3 Ykpainu Big 15.12.2022
Gnictepu B kKopobui Ne 2271, 3miHeHO cTaTyC LWOAO peknaMyBaHHs: 6yno
3 KapTOHY «nidnsizae»; cTano «He NiAnNArae» - NACT-NIATBEPAXEHHS
AN «AepxaBHuii ekcnepTHUn LueHTp MO3 Ykpainu» Big
07.02.2023 Ne 375/2.4-4
250, ®EHIPPEH kancynu no 250 wmr; My6nivyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a UA/18745/01/01
no 10 kancyn y aKujioHepHe aKuioHepHe y 3B’A3KY i3 3MiHOIO YMOB BiAnycKy Ha «3a peuLienTay, peuernmom
GnicTepi, no 2 TOBapuCTBO TOBapUCTBO 3aTBepgkeHoro Hakasom MO3 Ykpainu Big 14.01.2023
Gnictepn y nayui 3 "Ximcpapm3aas "Ximdhapm3aasog Ne 84, 3amiHeHO cTaTyc LWOA0 peknamyBaHHs: 6yno
KapTOHY of "YepsoHa "YepsoHa 3ipka", «nidrsizae»; CTano «He MiAnArae» - NACT-NIATBEPAXKEHHS
3ipka", AN «OepxaBHuii ekcnepTHui LeHTp MO3 Ykpainuy Big




135

[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
07.02.2023 Ne 375/2.4-4
251 ®JNIEHOKC® PO34MH ANS iH'eKLN, AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny 3a UA/13119/01/01
PO34MH NS iH'EKLiNn, - 3MiHu wopno 6eanekn/edheKTUBHOCTI Ta peuenmom
10000 aHTK-Xa apmakoHarnsay. 3miHa y KopoTKii xapakrepuctuui
MO/mn; nikapcbkoro 3acoby, TEKCTi MapKyBaHHsi Ta IHCTPYKUIii Ans
no 0,2 mn (2000 MeONYHOro 3aCToCyBaHHS Ha NnigcTasi perynsipHo
aHTn-Xa MO) a6bo OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
0,4 mn (4000 aHTH- pocnimxeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby
Xa MO), a6o 0,6 mn B nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OLiHKK
(6000 aHTM-Xa MO) 3BIiTy 3 AOCMiAXeHb, NPoBeAeHMX BiANOBIAHO 4O NnaHy
y wnpwuui; no 1 nepiatpnyHux gocnigxeHs (PIP) (3MiHy y3rogmkeHo 3
Lwnpwuuy B bnictepi; KOMMETEHTHVM YNOBHOBaXX€HUM OPraHoM).
no 1, 2 a6o 10 3MiHM BHECEHO B iHCTPYKLiO A11s1 MEAUYHOMO
GnicTepiB y nayui 3 3acTocyBaHHS nikapcbKoro 3acoby 4o posginis
kapToHy; no 0,8 mn "OcobnueocTi 3acTocyBaHHs" Ta "lMo6ivHiI peakuii”
(8000 aHTM-Xa MO) BigNoBigHO 4O OHOBMEHOI iHpopmaLii Wwoao 6esneku
y wnpwuui; no 1 3aCTOCYBaHHS it040i Pe4YOBMHM 3rigHO 3 pekoMeHaauisMm
wnpuuy B 6nicTepi; PRAC. BeeaeHHs 3MiH npoTsirom 6-Tu MicsiLiB nicns
no 1 abo 2 Gnictepu 3aTBEPAKEHHS.
y nayui 3 KapTOHY;
no 0,2 mn (2000
aHTn-Xa MO) abo
0,4 mn (4000 aHTU-
Xa MO), abo 0,6 mn
(6000 aHTK-Xa MO)
y wnpwui; no 2
wnpuum B 6nictepi;
no 1 abo 5 6nictepis
y nayui 3 KapTOHY
abo no 25 Gnictepis
y KOpoOLli 3 KapTOHY;
no 0,8 mn (8000
aHTn-Xa MO) y
wnpwui; no 2
wnpuum y énicrepi;
no 1 6nictepy y
nayui 3 kapToHy abo
no 25 Gnictepis y
KopobLj 3 KapTOHY
252| ®JIEHOKC® PO34MH ANS iH eKUin, AT "®apmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | 3a UA/19394/01/01
10000 aHTM-Xa TMny - 3MiHK Wwopao 6esnekn/edeKTUBHOCTI Ta peuenmom
MO/mn; no 30000 dapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTuui
aHTn-Xa MO/3 mn y nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
6aratogo3oBomy MeAMYHOro 3aCTOCYBaHHS Ha MiACTaBi perynspHo
cnakoHi; no 1 OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
nakoHy y nayui pocnimxeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby
B nicnApeecTpawinHuii nepiod, abo sk pe3ynbTaT OuiHKK
3BIiTy 3 AOCMiAXeHb, NpoBeAeHMX BiANOBIAHO 40 NnaHy
negiatpuyHux gocnigxeHs (PIP) (3MiHy y3romkeHo 3
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOMMETEHTHUM YNOBHOBaXX€HMM OpraHoM) 3MiHN BHECEHO
B IHCTPYKLUIiO ANns MEAUYHOro 3aCTOCYBaHHS fikapCbKoro
3acoby no posainis "OcobnmBocTi 3acTocyBaHHA" Ta
"MoGiyHi peakuii" BiaNoBigHO 4O OHOBMEHOI iHdopMauii
oo 6e3nekn 3acTocyBaHHS 4it040I Pe4YOBUHM 3rigHO 3
pekomeHgauismm PRAC. BBeaeHHst 3MiH npoTaromM 6-tu
MicaUiB Nicnsa 3aTBepAXeHHs

253.

oyimyumn

PO34MH ANs iH'EKLIN,
100 mr/mn; no 3 mn
B amnyni; no 5
amnyny
NnacTUKoBOMy
NiAAOHI B KAPTOHHIN
nayui

3amMGoH
C.NA.

ITanis

3amboH C.IM.A.

ITanis

BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu |
Tmny - 3MiHn wopo 6eanekn/edekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHeHUx
AaHux npo cuctemy cphapmakoHarnsagy (BBeaeHHs
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiaanbHOI 3a
34iicHeHHs1 dhapmakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
YMOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
capmakoHarnsgy (BKo4arym KOHTaKTHI gaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-danna cuctemm
bapmakoHarnsgy) 3miHa KOHTaKTHOI 0Cobu 3asiBHMKA,
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
[itoua pegakuis: Kyuma Bonogummnp OnekcaHgpoBu.
[MponoHoBaHa pepakuis: HikitTueHkoBa J1to60B IBaHiBHa.
3MiHa KOHTaKTHMX JaHWUX KOHTaKTHOT 0CoOK 3asiBHYMKA,
BignoBiganeHoi 3a papMakoHarnsg B YkpaiHi

3a
peuerimom

UA/8504/01/01

254,

onyimyumn

TabneTku Wwmnydi no
600 mrno 2
Tabnetku y 6nictepi;
no 5 GnictepiB y
KapTOHHIN navui

3amb6oH
C.MN.A.

ITanis

3amboH
Caituepnang Nnra.

LLisevinapisa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHeHuX
AaHunx npo cuctemy chapmakoHarnsagy (BBeaeHHs
y3aranbHeHNX AaHunX Npo cucteMy papMakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0cobu, BiAMOBiAanbLHOI 3a
34iicHeHHs1 hapMakoHarnagy; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YkpaiHi, aKWwo BoHa BiAMiHHa Bif
YNOBHOBaXEHOT 0cobu, BiANOBIiganbHOI 3a 34iNCHEHHS
dapmakoHarnsgy (BKoYarun KOHTaKTHI faHi) Ta/abo
3MiHM Y po3MiLLeHHI MacTep-daina cuctemu
cbapmakoHarnsgy) 3miHa KOHTaKTHOT 0CO6U 3asiBHMKA,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
[itoya pepakuis: Kyuma Bonogumup OnekcaHaposuy.
MponoHoBaHa pepakuis: HikitTueHkoBa Jlto6oB IBaHiBHa.
3MiHa KOHTaKTHMX JAaHWUX KOHTaKTHOI 0COOW 3asiBHYMKA,
BignoBiganbHoi 3a dpapMakoHarnsg B YkpaiHi

6e3
peuenma

UA/3083/01/01

255,

onyimyumn
AHTUBIOTUK
IT

niocpinizat gnsa
PO34MHY AN iH'eKuin
no 500 wmr, 3
cnakoHa 3
niodpinizatom Ta 3
aMmnynu 3

3am6oH
C.M.A.

ITania

3amboH C.IM.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiHuX MaTepianis: 3miHu |
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM 00 y3aranbHEeHNX
OaHux nNpo cucteMy dpapmakoHarnsgy (BBedeHHs
y3aranbHeHNUX AaHuUX Npo cucteMy papMakoHarnsay,
3MiHa YNOBHOBaXeHOi ocobw, BiAMoBiganbHoI 3a

3a
peuerimom

UA/8503/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PO34YMHHUKOM 1o 4 3[iicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu 3
mn (Boga 4ns bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHS
iH'€KLi) Y KaPTOHHIN chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHa Big
nayui YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
hapmakoHarnagy (BKMoYarym KOHTaKTHi AaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-danna cuctemm
capmakoHarnsgy) 3mMiHa KOHTaKTHOT 0CO6U 3asiBHYMKA,
BignoBiganbHoI 3a hapMakoHarnsag B YKpaiHi.
Litoua pegakuis: Kyuma Bonogummnp OnekcaHgpoBu.
MponoHoBaHa peaakuis: HikitTyeHkoBa Jlto6oB IBaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BiANOBIgaNbHOI 3a hapMakoHarnsg B YkpaiHi
256 ®OPTE3A TNbOASHUKN Mo 3 Mr HenbTa LLseviLapi BUPOBHMUTBO, Icnanis/ BHECEeHHs1 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 6es UA/19282/01/01
3i cMakom Megiken A nepBuHHe Ta PpaHuis Tmny - AGMiHICTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
anenbcuHa Ta megy, MpomoyLH3 BTOPUHHE Ta/abo agpecy MicLs NPoBamMKEHHS OiSnbHOCTI
no 12 NbogAHNKIB Y Al nakyBaHHS, BUMYCK BMpOBHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
6nictepi, no 1 abo 2 cepii: BKITHOYAK04M AinbHUL BUNYCKy cepii abo micue
Gnictepu B JN103IC NPOBEAEHHSI KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3@ Ky
KapTOHHIl kopobui DGAPMALIEYTIKANS Bignosigae BUPOGHMK/IMNOPTEp, HE BKITHOYaO4M BUMYCK
C.J1., Icnanis cepii) 3MiHa HalMeHyBaHHs BUPOOHWMKa BiAMNOBIAaNbLHOrO
BUPOBHMUTBO, 3a koHTposb sikocTi 3 KIMOC ®APMA CEPCICEC, C.J1. Ha
nepBuHHE Ta KIMOC, C.J1. 3minn | Tvny - 3miHun 3 sikocTi. [oToBMNA
BTOPUHHE nikapcbkui 3aci6. 3MiHn y BUpOBHMUTBI. 3MiHa
nNakyBaHHS: iMnopTepa/amiHu, Lo CTOCYHTLCSI BUMYCKY cepii Ta
M'EP ®ABP KOHTPOIMIO SIKOCTi FOTOBOrO NikapcbKkoro 3acoby (3amiHa
MEOVKAMEHT abo goaaBaHHS AiNbHULI, Ha SKi 30iINCHIOETLCS
MPOOAKLLH, KOHTponb/BUNpobyBaHHs cepii) KOHTponb sKocTi cepint 113
dpaHuis 6yno nepeHeceHo Ha iHWY BUPOGHWYY AinbHULIO, NpU
KOHTPOIb SKOCTI: LibOMY HaliMeHyBaHHSA BUPOGHMKa He 3MiHMnocs (cTano:
IHOAPMALE, C.I., JTABOPATOPIO EYABAPHE, C.A. AseHina Kan Bennet
Icnanis 61-65, CaHT Kyrat gen Benbc, Bapcenona, 08174,
KOHTPOIb SKOCTI: Icnanis/ LABORATORIO ECHEVARNE, S.A. Avenida Can
JNNABOPATOPIO Bellet 61-65, Sant Cugat del Valles, Barcelona, 08174,
EYEBAPHE, C.A,, Spain. 3minu | Tuny - 3miHuK 3 sikocTi. CepTudikat
Icnanis BignoBigHocTI/'E-cepTudikaTt BiaNoBIigHOCTI €BpONenchbkin
KOHTPOrb SIKOCTi: dapmakonei/moHorpadii. MogaHHa HoBoro abo
KIMOC, C.J1,, OHOBIEHOro cepTudikata BignosigHoCTi abo BUNYYeHHS
Icnanis cepTudbikaTa BignoBigHOCTI E€Bponenchkini hapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoMiXXHOrO
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOBHULTBI ADI; aAns
OOMOMDKHOT peyoBMHU (cepTudikaT BigNoBiAHOCTI
€Bponelicbkiit hapmakonei) - HoBui cepTudikaT Big Bxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHS HOBOTO
cepTtudikaTa BignosigHocTi €Bponeiickbkint hapmakonei Ne
RO-CEP 2020-286 - Rev 00 gns A®| 6eH3ngamiHy
rigpoxnopuay Bi BXe 3aTBEpaKeHOro BUpobHUKa
CENTAUR PHARMACEUTICALS PVT. LIMITED, India.
257 ®OPTE3A NbOASAHUKN NO 3 Mr HenbTa LLisewuapi BMPOGHMLTBO, Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiHuXx MaTepianis: 3miHu | 6e3 UA/19283/01/01
3i CMakoMm fMMOHa, Megiken A nepBuHHe Ta PpaHuis TMny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMEHyBaHHS! peuenma
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 12 nboasHUKIB y [MpomoyLuH3 BTOPUHHE Ta/abo agpecu micLa NPoBaMKEHHS QiANbHOCTI
GnicTepi, no 1 abo 2 Al nakyBaHHs1, BUMYCK BMPOGHMKa/iMnopTepa roToBOro fikapcbkoro 3acoby,
Gnictepn B cepii: BKITHOYAK04M AinbHULI BUNYCKY cepii abo micue
KapTOHHIl kopobui JN103IC NPOBEAEHHST KOHTPOIIO SKOCTI. (AisSNbHICTb, 3@ Ky
SAPMALIEYTIKANS BiAnoBiaae BUPOGHMK/iMMOpTEpP, He BKMHOYaUM BUNYCK
C.J1., IcnaHis cepil) aMiHa HallMeHyBaHHs1 BUpOoOHMKa BigNoBiganbHOro
BUPOBHMLTBO, 3a koHTponb sikocTi 3 KIMOC ®APMA CEPCICEC, C.J1. Ha
nepBuHHe Ta KIMOC, C.J1. 3minu | Tuny - 3miHn 3 akocTi. [oToBMI
BTOPUHHE nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
nakyBaHHsi: iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
M'epP ©ABP KOHTPOIMIO SIKOCTi FOTOBOrO nikapcbkoro 3acoby (3amiHa
MEOVMKAMEHT abo foaaBaHHS AiNbHULI, Ha SAKi 30iNCHIOETLCS
MPOOAKLLH, KOHTPONb/BUNPOBYBaHHS cepii) KOHTPOSb SKocTi cepint N3
PpaHuis 6yno nepeHeceHo Ha iHWy BUPOBHWYY AiNbHULIO, NpU
KOHTPOIb SIKOCTi: LibOMY HaliMeHyBaHHS1 BUPOGHMKa He 3MiHUMocs (cTano:
IHOAPMALE, C.N., JTABOPATOPIO EYABAPHE, C.A. ABeHiga Kan Bennet
Icnanis 61-65, CaHT Kyrat gen Benbc, bapcenona, 08174,
KOHTPOSb SIKOCTIi: Icnanis/ LABORATORIO ECHEVARNE, S.A. Avenida Can
JIABOPATOPIO Bellet 61-65, Sant Cugat del Valles, Barcelona, 08174,
EYEBAPHE, C.A,, Spain. 3miHu | Tuny - 3miHn 3 akocTi. CepTudikat
IcnaHis BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €Bponenchkin
KOHTPOIb SKOCTi: dapmakonei/moHorpadii. MogaHHa HoBoro abo
KIMOC, C.1., OHOBJIEHOro cepTudikarta BiaANoBiAHOCTi ab0 BUINYyYEHHSs
Icnanis cepTudikaTta BignoBigHOCTI €Bponenchkin hapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoOMiXXHOrO
nNpoaykKTy, L0 BUKOPUCTOBYHOTLCH Yy BUPOOHMLTBI ADI; Ans
[OOMOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - HoBui cepTudikaT Big Bxe
3aTBEPPKEHOr0 BUPOBHUKA - MOAaHHSA HOBOTO
cepTudpikaTa BignosigHocTi €Bponeiickkint hapmakonei Ne
RO-CEP 2020-286 - Rev 00 gns A®| 6eH3ngamiHy
rigpoxnopuay Bif BXe 3aTBepAXeHOro BUpobHuka
CENTAUR PHARMACEUTICALS PVT. LIMITED, India.
258 XJITOPTEKCHK pO34unH Ans TOB "Cnasisi YkpaiHa TOB "Cnasist 2000" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 6es UA/13263/01/01
OUH 30BHILUHLOIO 2000" - 3MiHu wopo 6esnekn/edeKkTUBHOCTI Ta peuenma
3actocyBaHHs 0,05 apmakoHarnsigy. BeegeHHst abo 3miHM o y3aranbHeHUX
%, no 50 mn, 100 OaHunx nNpo cucteMy papmakoHarnsgy (BBegeHHs
M, 200 mn y3aranbHeHVX AaHunX Npo cucteMy hapmMakoHarnsgy,
driakoHax 3MiHa ynoBHOBaxeHOi ocobu, BiAnoBiganbHoI 3a
3[iCHEHHsI hapMakoHarnsagy; KOHTakTHOT ocobu 3
bapmakoHarnsgy 3asBHUKa ONs 30iNCHEHHSA
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS
bapmakoHarnsgy (BKM4Yar4yM KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHI MacTep-daina cuctemm
dapmakoHarnsigy) - 3MiHa ynoBHoBaXeHoi ocobu
3asiBHUKA, BignosiganbHoi 3a hapmakoHarnag. Hitova
pefakuis:
CuasiHcbka MaHHa B'suecnagiBHa. MNponoHoBaHa
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk Kpaina

eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

penakuis: KopHineHko JeHuc N'eHHagiioBny. 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BigNoBiganbHoi 3a papmakoHarnag

259.

XOoITON

TabneTku, BKPUTI
o6onoHkoto, no 200
mr no 30 TabneTok y
GnicTepi; no 2 abo 6
6nictepi y
KapTOHHil kopobui

TNabopatopii
Posa-
ditochapma

®paHuia

BMPOBOHMLTBO
Hepo3dacoBaHoI
npoaykuii, nepBnHHa
Ta BTOpPWHHA
ynaKoBKa, KOHTPOSb
AKOCTI,
BigNOBiganbHUM 3a
BUMNYCK Cepil:
JlabopaTopii ManeHik
BepHiH, ®paHuis

DdpaHuis

BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu |
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
tapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHeHUx
AaHunx Npo cuctemy dapmakoHarnagy (BBefeHHs
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsagy,
3MiHa ynoBHOBa)XeHOI 0cobu, BianoBiaanbLHOI 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
tbapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
hapmakoHarnsagy (BKMoYarumn KOHTaKTHI faHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-danna cuctemm
capmakoHarnsgy) 3miHa ynoBHoBa)keHoi 0coby 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag.

[itoya pepakuis: Amelie Legrand. NponoHoBaHa pedakuisi:
Sylvie Cismondo. 3MiHa KOHTaKTHUX SaHWX
yMOBHOBaXeHoi ocobu, BignosiganbHoi 3a
tapmakoHarnag. 3miHa KOHTaKkTHOT 0co0M 3asiBHUKA
BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
Hitoua pepakuis: Wknapesuy Irop Onekcanaposny.
MponoHoBaHa pegakuisi: Lanka OneHa BonoanmupisHa.
3MiHa KOHTaKTHMX JAaHWUX KOHTaKTHOI 0CO6K 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsag B YkpaiHi. 3miHa micua
3AINCHEeHHS OCHOBHOI AisNbHOCTI 3 hapMakoHarnsagy.
3miHa Micue3HaxoOXeHHs MacTep-caiina cuctemu
dapmakoHarnsgy

be3
peuenma

UA/8704/01/01

260.

XOooITon

PO34MH OparnbHUiA
no 120 mny
cdnakoHi; no 1

dnakoHy y
KapTOHHiI kopobui

TabopaTopii
Posa-
ditodhapma

®paHuia

BUPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii, NnepBuHHa
Ta BTOpPWHHA
ynakoBKa, KOHTPOIlb
SAKOCTI,
BiANoOBiganbHUI 3a
BUNYCK cepii:
JTabopaTopii Maroni
Cningnep, ®paHuis

DdpaHuis

BHECEHHS 3MiH 0 peecTpaLiiHux MaTepianis: 3miHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM 0 y3aranbHeHuX
OaHunx nNpo cucteMy papmakoHarnsgy (BBegeHHs
y3aranbHeHNUX AaHuUX Npo cucTeMy dapmakoHarnagy,
3MiHa YNOBHOBaXeHOI 0cobu, BiAMOBiAanbLHOI 3a
3[iCHeHHs hapmakoHarnsay; KOHTakTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
cbapmakoHarnsigy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yMNOBHOBaXeHOi 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsay (BKNoYarumn KOHTaKTHI faHi) Ta/abo
3MiHW Y PO3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnsgy) 3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKa,
BignosiganbHoI 3a hapMakoHarnsg.

[itoua pepakuisi: Amelie Legrand. NMponoHoBaHa pepakuis:
Sylvie Cismondo. 3miHa KOHTaKTHUX AaHnX
yMNOBHOBaXeHOI ocobu, BignosiaansHoi 3a
dapmakoHarnag. 3miHa KOHTaKTHOT 0COOM 3asiBHUKA
BignoBiganbHoi 3a dhapMakoHarnag B Ykpaini. itova
pepakuis: Lknspesud Irop OnekcaHapoBuy.

6e3
peuyenma

UA/8704/02/01
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n/
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3asieHUKa
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eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

MponoHoBaHa pepakuis: Lknsapesud Irop
OnekcaHapoBuY. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOI
ocobu 3asiBHUKa, BiAMNOBIAanbHOI 3a hapmakoHarnsg B
YkpaiHi. 3miHa Micusi 30iNCHEHHsI OCHOBHOT AisNIbHOCTI 3
dapmakoHarnsay. 3miHa micLe3HaxomKeHHs macTep-

channa cuctemum chapmakoHarnsgy

261.

LETIIO®

TabneTku, BKPUTI
NniBKOBOK
060S0HKOL0, Mo 5 Mr;
in bulk: no 1000
Tabnetok y
NOABINHNX
nonieTuneHoBmx
nakeTax

OPIAHOCVIH
NANOCAEHC
U3 (Ed 3ET 1)

OAE

EsepTtomkeH Jland
CaeHcus Jlimiten

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu | Tuny
- AgMmiHicTpaTuBHI 3MiHW. BunyyeHHs BUpOGHMYOT ginbHUL
(Bkntoyatoum ginbHUui gns APl npomixkHOro npogykTy abo
roTOBOro MiKapCbKoro 3acoby, AiNbHWLI ANSA NPOBEAEHHS
nakyBaHHsi, BUPOOHMKa, BiANOBiAanbHOro 3a BUMYCK CEpIl,
MicLie NpoBefeHHs KOHTPOSO cepii) abo noctavyanbHUKa
BVXiAHOro marepiany, peareHTy abo JONOMiIXKHOI
PEYOBUHY (SIKLLO 3a3HAYEHO Y OCbE) BUIYYEHHS
BUPOGHMYOT AinbHuui APl nesoLeTUpU3NHY
auvrigpoxnopugy - GLOCHEM INDUSTRIES LIMITED:
Syrvey Nos. 36, 37 & 46, Plot No. 77, Jawaharlal Nehru
Pharmacity, Thanam Village, Parwada Mandal,
Vishakhapatnam Dist. Andhra Pradesh, India. 3minu | Tuny
- 3MiHu 3 sikocTi. ADL. BupobHmuTBo. 3MiHa BUpoBHMKa
BVXi4HOro/NMpoMiXKHOro NpPoAyKTy/peareHTy, Lo
BMKOPVCTOBYOTbCS Y BUpOBHUYoMy npoueci AdDI, abo
3MiHa BUpOGHMKa (BKIoYatkoum, e HeobxigHo, micue
npoBeAeHHs! KOHTporto sikocTi) ADI (3a BiacyTHOCTI
cepTtudpikaTta BignoBigHOCTI €BponeNnchkin hapmakonei y
3aTBEpOKEHOMY A0ChE)(3anponoHOBaHWUIA BUPOBHUK
HanexuTb Ao Tiei camoi BUpOBHUYOI rpynu NignpuemcTs,
LLIO 1 3aTBEPAXKEHWI) BBEAEHHS 000ATKOBOI BUPOGHNYOT
AinbHuui A®I nesoueTUpUsnHy aurigpoxnopuay
GLOCHEM INDUSTRIES PRIVATE LIMITED: Syrvey
Nos. 174 to 176, IDA Bollaram, Jinnaram Mandal,
Sangareddy District - 502 325 Telangana State, India, wo
HanexuTb Ao Tiei camoi BUpOBHUYOI rpynu NignpuemcTs,
Lo 1 3aTBepAKeHa BUpobHuya ainbHuua APl Granules
India Limited, India.

UA/16176/01/01

262.

LETIIO®

TabneTkn, BKpUTI
NniBKOBOO
06010HKOoI0, M0 5 Mr;
no 10 Tabnetok y
GnicTepi; no 1 abo
no 3 Gnictepu y
KapTOHHIN nayui

OPTAHOCVH
NAMGCAEHC
N3 (E® 3ET )

OAE

EBepTtomkeH Jland
CaeHcus Jlimiten

IHAis

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny
- AgMiHiCTpaTUBHI 3MiHWU. BunyyeHHst BUpoGHUYOI AinbHULI
(Bkntovatoum ainbHuui ans A®l, npomixxHoro npoaykty abo
roTOBOrO NiKapcbKoro 3acoby, AinbHULI Ansi NpoBeaeHHS
nakyBaHHs1, BUpoOHWKa, BiAnoBiAanbHOro 3a BUMycK cepii,
MicLie NpoBeAeHHS KOHTPOMo cepii) abo nocTavanbHUKa
BVXiAHOro Marepiany, peareHTy abo JONOMiIXHOI
PEYOBUHY (SIKLLO 3a3HAYEHO Y JOCbE) BUMYYEHHS
BUPOGHMYOI AinbHUUi AD| neBoLEeTUPU3NHY
pvrigpoxnopuay - GLOCHEM INDUSTRIES LIMITED:
Syrvey Nos. 36, 37 & 46, Plot No. 77, Jawaharlal Nehru
Pharmacity, Thanam Village, Parwada Mandal,

6e3
peuenma

UA/16177/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

Vishakhapatnam Dist. Andhra Pradesh, India. 3miuu | Tuny
- 3MiHu 3 skocTi. A®l. BupobHuuteo. 3miHa BUpPoOHWMKa
BVXiAHOro/NMpoMiXKHOro NPOAYKTy/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci AdI, abo
3miHa BUpOBHWMKa (BKntoYatoum, ae HeobxigHo, micue
npoBeAeHHs KOHTposto sikocTi) APl (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei y
3aTBEPIKEHOMY [0CHE)(3anponoHOBaHWUIA BUPOOHUK
HanexuTb o Tiei camoi BUPOOHWUYOI rpynu nianpuemcTs,
LLO 1 3aTBEpAXEHWIN) BBEOEHHS 00AATKOBOI BUPOBGHNYOIT
ainbHuui A®I neBoueTMpU3nHYy aurigpoxnopuay
GLOCHEM INDUSTRIES PRIVATE LIMITED: Syrvey
Nos. 174 to 176, IDA Bollaram, Jinnaram Mandal,
Sangareddy District - 502 325 Telangana State, India, wo
HanexuTb o Tiei camoi BUPOOHUYOI rpynun NianpuemcTs,
Lo 1 3aTBepakeHa BUpobHuya ainbHuusa APl Granules
India Limited, India.

263.| UMNPONET® | Ttabnetku, BKpUTI O-p Peppi'c IHpia O-p Pegnic IHAis BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: 3miHu | Tuny 3a UA/2034/02/01
NniBKOBOIO JTabopaTopic ITabopaTopic J17a, - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo peuenmom
obonoHkoto, no 250 1o OTO — I, IHais agpecu Micus NPOBAMKEHHS AiSNbHOCTI
mr; no 10 TabneTtok O-p Pepgi'c BMpOBHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
y bnictepi; no 1 TNabopaTopic BKJTOYAI04M AiNbHULi BUNYCKY cepii abo micue
6nictepy y nayui NimiTen, IHais NpoBeAEHHS KOHTPOJSIKO SKOCTI. (QiSNbHICTb, 3a AKY

BignoBigae BUPOGHWK/iIMNopTep, BKIOYaK4M BUMYCK
cepi). 3MiHa HaNMeHyBaHHS Ta agpecu Micus
npoBaXXeHHs AisnbHOCTI BUpobHMKa. BBegeHHst 3aMiH
npoTarom 6-Tu micsiyis nicnsi 3aTBepakeHHs. 3MiHu | Tuny
- 3miHu woao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHK). 3MiHM BHECEHI B TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby y n. 4 (nepBuHHa ynakoska) Ta y n.8
(BTOpUWHHa ynakoska) AATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI. TepmiH BBeAEHHSI 3MiH NpoTsArom 6
MicsiLiB nicns 3aTBepOXKEHHS

264 UANPONET® | TtabneTku, BKPUTI O-p Peppi'c IHpia O-p Pepni'c IHAis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny 3a UA/2034/02/02
NniBKOBOIO JlabopaTopic Ilabopatopic J174, - AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHH: Ta/abo peuenmom
obonoHkoto, no 500 Nnto OTO —Il, IHgis agpecu Micus NPOBaMKEHHS AiNbHOCTI
mr; no 10 TabneTok O-p Pepai'c BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
y 6nicTepi; no 1 JlabopaTopic BKIOMaK0UM AinbHULI BUNYCKY cepii abo micue
6nictepy y nayui Nimiten, IHais NpoBeAEeHHS KOHTPOJITO SKOCTI. (AiANbHICTb, 3a AKY

BiAnNoBigae BUPOGHWK/iIMNopTep, BKIOYaKUM BUMYCK
cepiit). 3MiHa HallMeHyBaHHsI Ta agpecu Micus
NPOBaXXEeHHS OisNbHOCTI BUPOOHMKa. BBegeHHs 3MiH
NpOTArom 6-Tu MicsAUIB Nicns 3aTBepaKeHHs. 3MiHu | Tuny
- 3miHu Wwopao 6e3nekun/edeKTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHW). 3MiHWM BHECEHI B TEKCT MapKyBaHHS YNaKkoBOK
nikapcbkoro 3acoby y n. 4 (nepBuHHa ynakoska) Ta y n.8
(BTOpuHHa ynakoska) OATA 3AKIHYEHHA TEPMIHY
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NMPNOATHOCTI. TepMiH BBEAEHHSI 3MiH NPOTAroM 6
MicsLiB nicns 3aTBepOKEHHS
265, UUTO3AP® niodinisat ansa Mdbansep IHk CLWA BMPOOHMLITBO, ITanisa BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu | 3a UA/4840/01/02
PO34MHY ANS iH'eKLiN nepBuHHe Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/lE- peuernmom
no 100 mr; 1 cdonakoH nakyBaHHs, cepTudikat BignoBigHOCTI EBpONENCHKI
3 niocpinisatom Ta 1 BTOPUHHE apmakonei/MoHorpadii. MogaHHa HoBoro abo
amnyna 3 nakyBaHHs, OHOBIEHOro cepTudikarta BignoBigHOCTI abo BUNMYYEHHS
PO34YNHHUKOM (CNUPT KOHTPOMb AKOCTI, cepTuddikaTta BignoBigHOCTI €Bponenchkin dapmakonei:
GeHsunoBuin, Boga BUNYyCK cepii, ans A®l; ons BuxigHoro matepiany/peareHTy/npoMi>kKHOro

ans iH'ekyin) no 5
MI1 Y KapTOHHIN
KopobLUi

BMNPOOyBaHHSA Ha
CcTabinbHICTb:
KopaeH ®apma
JlaTina C.n.A., ITanisa
BUPOBHMUTBO,
nepBUHHE
nakyBaHHs Ta
KOHTpOmnbHEe
BUNpobyBaHHSA
PO3YMHHUKA:
Anbdacirma C.n.A.,
ITania

nNpoaykKTy, L0 BUKOPUCTOBYIOTLCS Yy BUPoOHMLTBI ADI; Ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBiAHOCTI
€Bponeickkin hapmakonei) - Hosuin ceptudikat Ha
HecTepunbHuii AdI, skun Byae BUKOPUCTOBYBaTUCS ANs
BMPOOHMLITBA CTEPUINBHOrO MiKapCbKoro 3acoby, kLo
BOJa BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax CuHTesy Ta
MaTepian He BinbHWUI Big H6akTepianbHNX €eHOOTOKCHHIB -
MopaHo HoBwiA cepTudikaT BignosigHocTti € No. RO-CEP
2017-218-Rev 01 Ha 3amiHy DMF (version 01.3A (August
2015)) ans piroyoi pe4oBmHW umMTapabiHy Bifg
3aTBepakeHoro BupobHuka Asahi Kasei Finechem Co.,
Ltd, AnoHis. Ak Hacnigok BUpo6HuK 13 BHOCUTL 3MiHK A0
nokasHuka «Residual solvents» y cneundikauito Ta
meToamn koHTpornto A®L. 3minu | Tuny - 3miHu 3 skocTi. ADI.
KoHTponb A®Il. 3MiHa y napameTpax cneumdikauivi Ta/abo
OOMyCTUMMNX MEX, BU3HAUYEHUX Y crieumdikaLiax Ha AdI,
abo BMXigHWI/NPOMIXXHWI NpoayKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuutea API (iHwwi
3MiHM) 3MiHa KpUTEpIiB MPUAHATHOCTI ANS 3aranbHOro
yncna aepobHUX MiKpOOpraHiaMiB 3a MOKa3HUKOM
«Microbiological examination» (3aTBepgxeHo: TAMC NMT
100 CFU/g; sanponoHoBaHo: TAMC NMT 200 CFU/g).
3miHu | TMny - 3miHm 3 sikocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BianoBigHoCTi €Bponenchbkin
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3 HeobXiAHICTIO
npuBeaeHHs y BiANOBIgHICTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHLWOi HaLioHanbHOoI
dapmakonei aepxasu €C (3miHa y cneuudikauisx,
noe'sizaaHa 3i amiHamu B [1®Y, abo €Bponeinchkin
dapmakonei, abo iHLWi HauioHanbHin dapmakonei
nepxasu €C) MpueneHHs cneumdikaLii Ta meToais
KOHTPOIIO SIKOCTi Y BiANOBIAHICTb 4O BUMOI MOHOrpadgil
«Cytarabine» EP, a came: - BuganeHHs 3aiBux meTopais
BU3Ha4YeHHs nokasHuka «ldentification of Cytarabine»
meTogiB UV, Specific absorbance (UV at 281 nm) ta TLC;
- fonasaHHs capmakonenHoro metogy HPLC ans
BM3Ha4YeHHs nokasHuka «Related substancesy, i3
3aMilLieHHsM 3apeecTpoBaHoro metoay TLC Ta 3ByXeHHs
KpUTEPIIB NPUAHATHOCTI
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

- PO3LUMPEHHS KPUTEPIiB NPUNHATHOCTI 32 MOKa3HUKOM

«Cytarabine Assay (titration)»; - BUNny4eHHs nokasHukiB

«Heavy metals» Ta «Water Content».
266 LUTO3AP® niodinisat ansa Mdbansep IHk CLWA Kopaen ®apma ITanisa BHECEHHS 3MiH 40 peecTpauiinHuX maTepianis: 3miHu | 3a UA/4840/01/01
PO34MHY ANg iH'eKUin JNatiHa C.n.A. TMny - 3MiHKM 3 akocTi. CepTudikaT BignosigHocTi/lE- peuenmom

no 1000 wr; 1
dnakoH 3
nioginizatom y
KapTOHHI kopobui

cepTudpikaT BiANOBIAHOCTI EBpPONENCHKIN
apmakonei/MmoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOro cepTudikarta BianoBigHOCTi ab0 BUIyYEHHs!
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakoneri:
ansa A®l; anst BUXigHOro matepiany/peareHTy/npoMiKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI ADI; aAns
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoOBiAHOCTI
€sponevicbkin bapmakonei) - Hoeui ceptudikaT Ha
HecTepunbHuii ADI, skuii Gyae BUKOPUCTOBYBATUCS AN
BMPOGHMLTBA CTEPUIBHOIO MikapcbKoro 3acoby, SKLLO
BOAa BUKOPUCTOBYETLCH Ha OCTaHHiIX eTanax CuHTesy Ta
MaTepian He BinbHWUiA Big 6akTepianbHNUX eHOOTOKCUHIB -
MopaHo HoBwiA cepTudikaT BignosigHocTti € No. RO-CEP
2017-218-Rev 01 Ha 3amiHy DMF (version 01.3A (August
2015)) ons gitoyoi pevoBuHM unTapabiHy Big,
3aTBepakeHoro BMpobHuka Asahi Kasei Finechem Co.,
Ltd, AnoHisa. Ak Hacnigok BUpo6Hwuk 13 BHOCUTL 3MiHK A0
nokasHuka «Residual solvents» y cneundikauito Ta
meToaun koHTporno A®L. 3miHu | Tuny - 3miHu 3 skocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin Ta/abo
OOMyCTUMMX MEX, BU3HAYEHUX Y creumdikaLiax Ha AdPI,
abo BMXigHWI/NPOMIXXHWI NpoayKT/peareHT, Lo
BMKOPVCTOBYOTbCA Y npoueci BupobHuutea API (iHwwi
3MiHM) 3MiHa KpUTEpIiB NPUAHATHOCTI AN 3aranbHOro
yncna aepobHUX MiKpOOpraHiaMiB 3a MOKa3HUKOM
«Microbiological examination» (3aTBepmxeHo: TAMC NMT
100 CFU/g; 3anponoHoBaHo: TAMC NMT 200 CFU/g).
3miHu | TMny - 3miHm 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei/MmoHorpadii. 3miHW, NoB'A3aHi 3 HeobXiaHICTIO
npuBeaeHHs y BiANoOBIgHICTb o MoHorpadii APY abo
€Bponenckkoi hapmakonei, abo iHLWOoi HauioHanbHoT
hapmakonei aepxasu E€C (3miHa y cneuudikauisix,
noe'sizaHa 3i amiHamu B [1®Y, abo €Bponenchkin
dapmakonei, abo iHLWiN HauioHanbHIn dapmakonei
nepxasu €C) MNpuseaeHHs cneundikadii Ta metogis
KOHTPOIIO SIKOCTi Y BiANOBIAHICTb 4O BUMOr MOHOrpadil
«Cytarabine» EP, a came: - BuganeHHs 3anBux metogis
BU3HauYeHHs nokasHuka «ldentification of Cytarabine»
meTogiB UV, Specific absorbance (UV at 281 nm) ta TLC;
- AodaBaHHs hapmakonenHoro metogy HPLC ans
BM3Ha4YeHHs nokasHuka «Related substancesy, i3
3aMilleHHsIM 3apeecTpoBaHoro Metoay TLC Ta 3BYXEHHsI
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KpUTEPITB NPUAHATHOCTI
- PO3LUMPEHHS KpUTEPIiB NPUNHATHOCTI 3@ MOKa3HUKOM
«Cytarabine Assay (titration)»; - BUNy4eHHs1 nokas3HUKIB
«Heavy metals» Ta «Water Content».
267, AHYMET TabneTtkn, BKPUTI Mepk Wapn i Lsenuapi MepBuHHa Ta Higepnanaon | BHeCeHHS 3MiH 0O peecTpauinHnX maTtepianis: 3MiHu | Tuny 3a UA/11003/01/01
NniBKOBOO Hoym IOEA A BTOPUHHA yMaKoBKa, / - 3MiHu 3 skocTi. A®l. BupobHuuteo. 3miHa BUpPOOHMKa peuernmom
o6ornoHkoto, no 50 m6X [003Bin Ha BUNYCK Benwuka BUXiAHOrO/NPOMIKHOIO NPOAYKTY/peareHTy, Lo
mr/500 mr no 14 cepii: BpuTaHis/ BUKOPUCTOBYIOTLCS Y BUPOBHMYoMy npoueci AP, abo
Tabnetok y 6nictepi; Mepk LWapn i Joym CLUA/ 3MiHa BMpOOHUKa (BKNoYatoun, e HeobxiaHo, micue
no 4 énictepn B B.B., Higepnanan Icnanis npoBeaeHHs KOHTporto sikocTi) AdI (3a BiACyTHOCTI

KapTOHHIl kopobui

Bupo6HuLTBO
Hepo3dacoBaHoI
NpoAyKUii:
Ecika KeiH60po
Nimiten, Benuka
BputaHis
MateoH lMyepTo
Piko, IHK., NyepTo
Piko, CLLUA
MepBuHHa Ta
BTOPWHHA ynakoBKa:
Posi ®apma
IHgacTpian
Cepsicec, C.A,,
Icnanis

cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei y
3aTBEepAKEHOMY A0Cbe)(iHLUi 3MiHW) AoAaBaHHS HOBOI
AinbHUUi BupobHuutea A®lI MSD International GmbH
(Singapore Branch) BignosigansHoro 3a BUpo6HULTBO,

nakyBaHHS | BUNYCK Ail040i peyYOBUHN CUTarninTuHy
docdpat (3aTBepaKeHO: manufacture, release testing,
packaging and stability testing: F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A. Viale Milano 26,36075
Montecchio Maggiore Vicenza, Italy; F.I.S. FABBRICA

ITALIANA SINTETICI S.P.A. Via Massimo D’Antona, 13-

86039 Termoli (CB), Italy; 3anponoHoBaHo: manufacture,
release testing, packaging and stability testing: F.I.S.
FABBRICA ITALIANA SINTETICI S.P.A. Viale Milano
26,36075 Montecchio Maggiore Vicenza, ltaly; F.1.S.
FABBRICA ITALIANA SINTETICI S.P.A. Via Massimo
D’Antona, 13-86039 Termoli (CB), Italy; manufacture,

release testing and packaging: MSD International GmbH

(Singapore Branch) 50 Taus West Drive Singapore
638408). BeBeneHHst 3mMiH NpoTsArom 3-x micauis nicns
3aTBepKeHHs. 3MiHn | Tuny - 3miHn 3 sikocTi. ADI.

BupobHuuTtBo. 3MiHa BUPOGHMKa BUXIAHOrO/MPOMIKHOIO

npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BUpoGHMYoMy npoueci A®I, abo 3miHa BUpoGHMKa
(BKknoyatoum, oe HeobxiaHO, MicLie NPOBEAEHHS KOHTPOIO
sikocTi) ADI (3a BiacyTHOCTI cepTudikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy

[0CLE)(3MiHM [0 3ax0piB, MOB'A3aHNX 3 KOHTponem AdI,

abo goaaBaHHs AinbHULI, Ae NPOBOAUTLCS
KOHTpOnb/BUNpobyBaHHs cepii) JoaaBaHHS HOBOTO
BupobHmka Merck Sharp & Dohme Corp., BignoBigansHoro
3a TeCTyBaHHs cTabinbHOCTI Aito40i pevoBUHM
cuTarninTuHy docdart, Lo BUPOBNSETLCS Ha QinNbHUL
MSD International GmbH (Singapore Branch)
(3aTBepmxeHo: manufacture, release testing, packaging
and stability testing: F.I.S. FABBRICA ITALIANA
SINTETICI S.P.A. Viale Milano 26,36075 Montecchio
Maggiore Vicenza, Italy; F.I.S. FABBRICA ITALIANA
SINTETICI S.P.A. Via Massimo D’Antona, 13-86039




Ne

BTOPMHHA ynakKoBKa:

Ecika KeiH60po
Nimiten, Benuka
BpuTtaHis
MaTeoH lMyepTo
Piko, IHk., MyepTo
Piko, CLLUA
[MepBuHHa Ta

Posi ®apma
IHgacTpian
Cepsicec, C.A,,
Icnanis

AinbHUUi BupobHuutea A®lI MSD International GmbH
(Singapore Branch) BignosiganbHoro 3a BUpOGHULTBO,
nakyBaHHS | BUNYCK Ail040i peyYOBUHN CUTarninTuHy
docdpaT (3aTBEpaKeHO: manufacture, release testing,
packaging and stability testing: F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A. Viale Milano 26,36075
Montecchio Maggiore Vicenza, Italy; F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A. Via Massimo D’Antona, 13-
86039 Termoli (CB), Italy; 3anponoHoBaHo: manufacture,
release testing, packaging and stability testing: F.1.S.
FABBRICA ITALIANA SINTETICI S.P.A. Viale Milano
26,36075 Montecchio Maggiore Vicenza, ltaly; F.1.S.
FABBRICA ITALIANA SINTETICI S.P.A. Via Massimo
D’Antona, 13-86039 Termoli (CB), Italy; manufacture,
release testing and packaging: MSD International GmbH
(Singapore Branch) 50 Taus West Drive Singapore

638408). BeBeneHHs1 3mMiH npoTsArom 3-x micauiB nicns
3aTBepaKeHHs. 3MiHu | Tuny - 3miHn 3 sikocTi. ADI.
BupobHuuTtBo. 3MiHa BUPOGHMKa BUXiAHOrO/MPOMIXKHOIO
NpPoAYKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpoGHMYoMmy npoueci A®I, abo 3miHa BUpOGHMKa
(BKknoyatoum, oe HeobxiaHO, MicLie NPOBEAEHHS KOHTPOIO
sikocTi) ADI (3a BincyTHOCTI cepTudikaTa BiANoBIgHOCTI
€Bponelicbkili hapmakonei y 3aTBepaXeHOMy
[0CLE)(3MiHM [0 3ax0piB, MOB'A3aHNX 3 KOHTponem AdI,
abo fgoAaBaHHA AinbHULI, Ae NPOBOAUTLCS
KOHTPOnNb/BMNPOBYyBaHHS cepii) AofaBaHHSA HOBOIO
BupobHmka Merck Sharp & Dohme Corp., BignoBigansHoro

3a TeCTyBaHHs cTabinbHOCTI Ait40i pevyoBUHM

cuTarninTuHy docdart, Lo BUPOBNSETbCS Ha AiNbHULI

145 [TponoBkeHHs noaarka 3
Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Termoli (CB), Italy; 3anponoHoBaHo: manufacture, release
testing, packaging and stability testing: F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A. Viale Milano 26,36075
Montecchio Maggiore Vicenza, Italy; F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A. Via Massimo D’Antona, 13-
86039 Termoli (CB), Italy; stability testing of Sitagliptin
Phosphate manufactured at MSD International GmbH
(Singapore Branch): Merck Sharp & Dohme Corp. 4633
Merck Road Wilson, NC 27893, USA). BeeaeHHsi 3amiH
nNpoTArom 3-x MicauiB Micnsi 3aTBEPAKEHHS
268.| AHYMET TabneTkn, BKpUTI Mepk Wapn i Lsenuapi MepBuHHa Ta Higepnanan | BHeCEeHHS 3MiH 4O peecTpauinHnx maTtepianis: 3MiHu | Tuny 3a UA/11003/01/02
NniBKOBOIO Ooym IOEA A BTOPUHHA yNaKoBKa, / - 3MiHu 3 sikocTi. ADL. BupobHmuTBo. 3MiHa BUpoBHUKa peuenmom
obornoHkoto, no 50 m6X [03BiN Ha BUMYCK Benuka BVXiAHOrO/MPOMIXKHOrO NPOAYKTY/peareHTy, Lo
mr/850 mr no 14 cepii: BpuTaHis/ BUKOPUCTOBYIOTLCS Y BUPOGHMYoMy npoueci AP, abo
TabneTtok y 6Gnictepi; Mepk LWapn i Joym CLIA/ 3MiHa BMpOOHUKa (BKNoYatoun, e HeobxigHo, Micue
no 4 énictepn B B.B., Higepnanan Icnanis npoBeaeHHs KOHTporto sikocTi) ADI (3a BiACYTHOCTI
KapTOHHil kopobui Bupo6HuLTBO cepTuddikaTta BignoBigHOCTI €Bponenchkin dapmakonei y
Hepo3dgacoBaHoI 3aTBEepAkeHOMY Aocbe)(iHLWi 3MiHW) AoAaBaHHS HOBOT
NpoAyKUii:
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

MSD International GmbH (Singapore Branch)
(saTBepmxeHo: manufacture, release testing, packaging
and stability testing: F.I.S. FABBRICA ITALIANA
SINTETICI S.P.A. Viale Milano 26,36075 Montecchio
Maggiore Vicenza, Italy; F.I.S. FABBRICA ITALIANA
SINTETICI S.P.A. Via Massimo D’Antona, 13-86039
Termoli (CB), Italy; 3anponoHoBaHo: manufacture, release
testing, packaging and stability testing: F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A. Viale Milano 26,36075
Montecchio Maggiore Vicenza, Italy; F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A. Via Massimo D’Antona, 13-
86039 Termoli (CB), Italy; stability testing of Sitagliptin
Phosphate manufactured at MSD International GmbH
(Singapore Branch): Merck Sharp & Dohme Corp. 4633
Merck Road Wilson, NC 27893, USA). BeeaeHHsi 3miH
npoTsarom 3-x MicsliB nicns 3aTBEPOXKEHHS

269,

AHYMET

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 50
mr/1000 mr no 14
TabneTtok y Gnictepi;
no 4 énictepn B
KapTOHHIl kopobui

Mepk Wapn i
Ooym IOEA
m6X

Lsenuapi
A

MepBuHHa Ta
BTOPWHHA YNaKoBKa,
[03BiN Ha BUMYCK
cepii:

Mepk LWapn i Joym
B.B., Hinepnanan
Bupo6HuLTBO
Hepo3adacoBaHol
NpPOAyKLi:
Ecika KsiH6opo
Nimiten, Benuka
BpuTtaHisa
MaTeoH lMyepTo
Piko, IHk., MyepTo
Piko, CLLUA
[MepBuHHa Ta
BTOPWHHA ynakoBkKa:
Posi ®apma
IHgacTpian
Cepsicec, C.A,,
Icnanis

Higepnanam
/

Benwuka
BpuTaHis/
CLIA/
Icnanis

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | Tuny
- 3MiHu 3 sikocTi. ADL. BupobHmuTBo. 3miHa BUpoBHMKa
BVXiAHOrO/MPOMIXKHOrO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y BUPOGHMYoMy npoueci AP, abo
3MiHa BMPOOHKKa (BKNoYatoun, e HeobxigHo, micue
npoBeaeHHs KOHTpornto sikocTi) AdI (3a BiACYTHOCTI
cepTucikaTa BignosigHocTi €Bponeiickkini hapmakonei y
3aTBEPKEHOMY A0ChE)(iHLWi 3MiHW) AoAaBaHHS HOBOI
AinbHUUi BUpobHuuTea A®lI MSD International GmbH
(Singapore Branch) BignosigansHoro 3a BUpoGHMLTBO,
nakyBaHHs i BUNYCK Ait040i pE4OBUHU CUTarninTUHy
docdpat (3aTBepaKeHO: manufacture, release testing,
packaging and stability testing: F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A. Viale Milano 26,36075
Montecchio Maggiore Vicenza, Italy; F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A. Via Massimo D’Antona, 13-
86039 Termoli (CB), Italy; 3anponoHoBaHo: manufacture,
release testing, packaging and stability testing: F.I.S.
FABBRICA ITALIANA SINTETICI S.P.A. Viale Milano
26,36075 Montecchio Maggiore Vicenza, ltaly; F.1.S.
FABBRICA ITALIANA SINTETICI S.P.A. Via Massimo
D’Antona, 13-86039 Termoli (CB), Italy; manufacture,
release testing and packaging: MSD International GmbH
(Singapore Branch) 50 Taus West Drive Singapore
638408). BeeneHHsi 3mMiH npoTsrom 3-x MicauiB nicns
3aTBepKeHHs. 3MiHu | Tuny - 3MiHK 3 sikocTi. ADI.
BupobHuuTtBo. 3MiHa BUPOGHMKa BUXiAHOrO/MPOMIKHOIO
NpPoAYKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpoGHMYoMmy npoueci A®I, abo 3miHa BUpOGHMKa
(BKkntoyatoum, oe HeobxiaHO, MicLe NPOBEAEHHS KOHTPOIO
sikocTi) ADI (3a BiacyTHOCTI cepTudpikaTa BiANoBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoMy

3a
peuerimom

UA/11003/01/03
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[0CbE)(3MiHM [0 3axopiB, NOB'A3aHNX 3 KOHTponem AdI,

abo foaaBaHHs AinbHUL, Ae NPOBOAUTLCS
KOHTPONb/BUNpoBYyBaHHSA cepii) AoaaBaHHA HOBOrO
BupobHmka Merck Sharp & Dohme Corp., BignosigansHoro
3a TecTyBaHHs CTabinNbHOCTI Aito40i PeYOBWHM
cuTarninTuHy gocdar, LWo BUPOBNAeETbCS Ha AinbHULI
MSD International GmbH (Singapore Branch)
(saTBepmxeHo: manufacture, release testing, packaging
and stability testing: F.I.S. FABBRICA ITALIANA
SINTETICI S.P.A. Viale Milano 26,36075 Montecchio
Maggiore Vicenza, Italy; F.I.S. FABBRICA ITALIANA
SINTETICI S.P.A. Via Massimo D’Antona, 13-86039
Termoli (CB), Italy; 3anponoHoBaHo: manufacture, release
testing, packaging and stability testing: F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A. Viale Milano 26,36075
Montecchio Maggiore Vicenza, ltaly; F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A. Via Massimo D’Antona, 13-
86039 Termoli (CB), Italy; stability testing of Sitagliptin
Phosphate manufactured at MSD International GmbH
(Singapore Branch): Merck Sharp & Dohme Corp. 4633
Merck Road Wilson, NC 27893, USA). BeeaeHHsi 3amiH
npoTsrom 3-x MicsuiB nicng 3aTBEPOKEHHS

B.o. HayaJLHUKA

®apMaleBTUYHOIO YIIPABJIIHHA

Oaexkcanap I'PIHEHKO



