MEPEJIK
JIKAPCBKHMX 3ACOBIB (MEJAYHUX IMYHOBIOJIOITYHUX ITPEMAPATIB), IIOJ0 SIKAX BYJIM BHECEHI
3MIHU JO PEECTPAIIIMHUX MATEPIAJIIB, IKI BHOCSTBCS 10 JEPXKABHOI'O PEECTPY JIKAPCBKUX
3ACOBIB YKPAIHHA

Honarok 3

A0 Haka3y MiHicTepcTBa 0X0pOHH

3a0poB’sa Ykpainu «IIpo aep:xxaBHy
peecTpauiio (nmepepeecTpauio) JikapcbKUX
3ac00iB (MegUYHUX iIMyHOOi0JIOrTYHNX

npenapariB) Ta BHeceHHs 3MiH /10

peecTpauiiHuX MaTepiaaiB»
Bin 17 annus 2023 poky Ne 1286

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPObHUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceio4yeHHs
1. | D-rMIOKO3AMIHY NOPOLLIOK MPAT YkpaiHa AnTtai JoHryeHr Kutan BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: - - UA/12156/01/01
rigpoxnorug (cybeTaHuis) y "®ITOPA Biokemikanc Ko., 3MmiHn | TMNy - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
nonieTuneHoBux PM" nTo. HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
naketax Ans (BNacHuka peecTpauinHoro NocBiAYEHHS)
dapmaLeBTU4HOro 3MiHa agpecu 3asBHUKA
3aCTOCYBaHHS
2. | AEPTAN® TabneTkn, BKpUTI BAT YropwuHa BAT "l'egeoH YropwuHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a He UA/5359/01/01
NNiBKOBOK "epeoH PixTep" 3MiHu | TUny - 3MiHM Wwopo peuenmom nionsieae
o6ornoHkot, no 100 PixTep" 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
mr no 10 TabneTtok y (iHLWi 3miHW). 3MiHKM BHeCeHOo Ao IHCTpyKuii Ang
GnicTepi; no 2 abo MEAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
no 6 Gnictepis B [0 po3giny "3actocyBaHHs y nepios BariTHOCTI
KapTOHHIN ynakoBLii abo rogyBaHHs rpyaar” wopao 6esneku
3acToCyBaHHS Aito4ol pevyoBMHY aueknodeHak
BignosigHo Ao pekomeHaauin PRAC. BeeneHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEpPOKEHHS
3. | AllbBYHOPM 20% PO34UH ANS iHMY3in, OkTadap AscTpis BUPOBHWIK, AscTpis/ BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3a - UA/17703/01/01
200 r/n; no 50 mn ma BianoBiganbHWn LLBeuis/ 3miHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom
abo 100 mn po3uuHy | Papmaues 3a BUpOBHULTBO ®paHuis/ nikapcbkuii 3aci6. Cuctema
y donakoHi, no 1 THKa in-bulk, HimeuunHa KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
dnakoHy B MpopykTio NepPBUHHY napameTpiB cneuudikauin Ta/abo gonycTummx
KapTOHHiI kopobuyi Hcrec. yNaKkoBKY, MeX NepBUHHOI YNaKoBKN FOTOBOrO NikapCbKOro
M.6.X. KOHTPOIb SKOCTI, 3aco0y (3BYXEHHS1 4ONYCTUMUX MEX,
BTOPUHHY BM3Ha4YeHuX y cneuudikauii)
yNaKkoBKY, 3MiHa kpuTepiiB npunHATHOCTI TecTy Endotoxins
BidyanbHa AN maTepianis NepBMHHOIO NaKyBaHHS
iHCnekuis, (npobok) 3 < 0,125 EU/cm2 Ha < 1 EU/pc.
MapKyBaHHS, 3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
BUMYCK cepii: nikapcbkuii 3aci6. Cuctema
Oxkradapma KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3miHa
dapmaueBTuKa napameTpiB cneuudikaui Ta/abo gonycTummx
MpoaykTioHcrec. MeX NepBUHHOI YNaKOBKN FOTOBOrO NikapCbKOro
Mm.6.X., ABCTpis; 3aco0y (AoMoBHeHHS cneundikaLii HoBUM

BUPOGHMK,

NOKa3HUKOM 3 BiANOBIAHUM METOA0M
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
BigNoBiganbHUN BuUnNpoOyBaHHs) [logaBaHHs TecTiB
3a BUPOBHMLTBO «penetrability» Ta «fragmentation» go
in-bulk, cneumdikaLii npobok 32 Mm.
NepBUHHY 3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
yMaKoBKy, nikapcbkuii 3aci6. Cuctema
KOHTPOSb SKOCTI, KOHTeWHep/3aKynoptoBanbHuiA 3acit. 3MiHa
BUMYCK Cepii: napameTpiB cneundikadi Ta/abo gonycTummx
Okradapma AB, MeX NePBUHHOI YMaKoBKN FOTOBOTO NiKapCbKOro
LLseuis; 3acoby (BUNyYeHHs! HE3HAYHOTO MOKa3HMKa
BUPOGHMK, (Hanpuknag 3acTapinoro nokasHuka))

BignoBiganbHWn
3a BUPOBHULTBO
in-bulk,
NepBUHHY
ynakoBKY,
KOHTPOSb SIKOCTI,
BMNYCK cepii:
OkTadhapma,
dpaHuis;
BUPOOHMK,
BigNoOBiganbHUN
3a BUPOBHULTBO
in-bulk,
NEPBUHHY
yMaKoBKy,
KOHTPOIb SIKOCTI,
BUMYCK cepii:
OxkTtadapma
MpopykTioHcrec
enwagTt
Hownunang M6X,
HimeuuuHa;
BUPOGHMK,
BigNoBiganbHUN
3a Bi3yarnbHui
KOHTPOIb,
MapKyBaHHs Ta
BTOPUHHY
YMaKoBKy:
OxkTtadapma
Oeccay 'M6X,
Himeyuunna

BuaaneHHst TeCTy Ha BMICT BaXXKMX MeTaniB i3
cneundikauii ana npo6ok. 3miHu | Tuny - 3miHm 3
sIKOCTi. 3MiHM 0O peecTpauiiHOro NOCBigYEeHHSs!
BHACNIAOK IHLLNX PErynAaTopHMX npoueayp.
NMM®/BA3® (macTep-cdarn Ha
nnasmy/3aranbHui ain Ha BakLUMHHUIA
aHTureH). BknoyeHHst HOBOro, OHOBMNEHoro abo
3MiHEHOro macTtep-anna Ha nnasmy y
peecTpaLiiHe 4oCbe Ha NikapcbkuiA 3acio
(npouepypa 2-ro etany Ans NM®) (BknoYeHHNA
OHOBJIEHOro/3MiHEHOro MacTep-cainna Ha
nnasmy, siKLLO 3MiHW1 He BNMBalTb Ha
BACTMBOCTi FOTOBOrO fikapCcbKoro 3acoby)
BkntoveHHs oHOBNEHOro mactep-ganna Ha
nnasmMy y peectpauiiHe 4OCbE Ha nikapCbKui
3aci6: EMEA/H/PMF/000008/05/11/027/G. 3MiHn |
TMny - 3MiHK 3 siKocTi. 3MiHM [0 peecTpauiiHoro
NOCBIAYEHHS BHACMIAOK IHWWX perynsaTopHUX
npoueayp. MM®/BA3® (mactep-dann Ha
nnasmy/3aranbHuii chann Ha BakLMHHWIA
aHTureH). BkroyeHHst HOBOro, oHoBMeHoro abo
3MiHeHoro mactep-cavina Ha nnasmy y
peecTpaLiiHe 4OCbe Ha NnikapCcbkuii 3acid
(npouenypa 2-ro etany ans NMV®) (BknoYeHHs
OHOBJIEHOr0/3MiHEHOIO MacTep-anna Ha
nnasmy, SKLWO 3MiH/ He BNMBalTb Ha
BNaCTMBOCTI FOTOBOrO NikapCbkoro 3acoby)
BkntoyeHHs1 oHOBMNEHOro macrep-ganna Ha
nnasmy y peectpauiiHe JOCbE Ha NiKapCbKui
3aci6: EMEA/H/PMF/000008/05/AU/028/G.
3Mminn | TUny - 3MiHM 3 siKOCTi. 3MiHK Ao
peecTpaLiiHOro NOCBiAYEeHHS BHACMIAOK iHLLNX
perynsitopHux npoueayp. NM®/BA3® (mactep-
arin Ha nnasmy/3aranbHun dann Ha
BaKUMHHWUIA @aHTUreH). BKnoueHHsi HOBOro,
OHoBreHoro abo 3MiHeHoro MacTep-caiina Ha
nnasmMy y peecTtpauiiHe JOCbE Ha NikapCbKui
3acib (npouenypa 2-ro etany ans NMMo)
(BKMKOYEHHSI OHOBINEHOIO/3MIHEHOTO MacTep-
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
banna Ha nnasmy, SKLO 3MiHW He BNMMBalTb
Ha BMNacTUBOCTi FOTOBOrO NiKapCbKoro 3acoby)
BknioveHHsA oHOBNEHOro mactep-gana Ha
nnasmy y peectpadiiHe 4OCbE Ha NikapCbKUn
3aci6: EMEA/H/PMF/000008/05/11/029/G.

4. | ANNbBYHOPM 25% pPO34nH Ans iHdYs3in, Oxradpap ABCTpIs BUPOBHMK, ABcTpis/ BHECEHHS 3MiH 10 peecTpauinHux maTepianis: 3a - UA/17703/01/02
250 r/n; no 50 mn ma BignoBiganbHWn LBeuis/ 3MminHn | Trny - 3MiHuM 3 siKocTi. [oToBUIA peuernmom
abo 100 mn po3unHy | Papmaues 3a BUPOBHMLTBO ®paHuis/ nikapcbkuit 3aci6. Cuctema
y cbnakoHi, no 1 TVKa in-bulk, HimeyunHa KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
¢bnakoHy B MNpoaykTio NepBUHHY napameTpiB cneuudikadi Ta/abo gonycTummx
KapTOHHiI kopobui Hcrec. yMaKoBKy, MeX NePBUHHOI YNaKoBKN FOTOBOTO NiKapCbKOro

M.6.X. KOHTPOIb SIKOCTI, 3acoby (3BYXXEHHS [OMYCTUMUX MEX,
BTOPUHHY BU3Ha4YeHWX y cneuudikadii)
yMNaKoBKy, 3miHa kpuTepiiB NpunHATHOCTI TecTy Endotoxins
BidyanbHa Ans maTepianis NepBUHHOIO NaKyBaHHS
iHCcnekuis, (npo6ok) 3 < 0,125 EU/cm2 Ha < 1 EU/pc.

MapKyBaHHS, 3minn | TMny - 3MiHuM 3 siKocTi. [oToBUIA
BUMYCK Cepil: nikapcbkuii 3aci6. Cuctema
OkTadapma KOHTelHep/3aKynoptoBanbHuiA 3aci6. 3MiHa
dapmaueBTUKa napameTpiB cneundikauin Ta/abo gonyctummx
MpoaykTioHcrec. MEX NepBMHHOI YNAKOBKN rOTOBOrO NMiKapCbKOoro
M.6.X., ABCTpisi; 3acoby (gonoBHeHHs cneundikauii HoBUM
BUPOOHMK, NOKa3HWKOM 3 BiANOBiAHNM METOA0M
BigNoOBiganbHUN BunpobyBaHHs) [logaBaHHs TecTiB
3a BUpOBHULTBO «penetrability» Ta «fragmentation» o
in-bulk, cneumdikaii npobok 32 Mm.
NepBUHHY 3miHu | TMNYy - 3miHK 3 skocTi. FoToBUIA
yMaKoBKY, nikapcbkuii 3aci6. Cuctema
KOHTPOIb SKOCTI, KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
BUMYCK cepii: napameTpiB cneuudikaui Ta/abo gonycTummx
Oktadapma AB, MeX NepBUHHOI YNaKoBKN FOTOBOrO NiKapCbKOro
Llseuis; 3acoby (BUyYEeHHS HE3HAYHOTO MOKa3HMKa
BUPOGHMK, (Hanpuknag 3acTapinoro nokasHuka))
BigNoBiganbHUN BuaaneHHst TeCcTy Ha BMICT BaXKKuX MeTanis i3
3a BUPOBHNLTBO cneuudikauii Ans npobok. 3MiHn | Tuny - 3miHn 3
in-bulk, sIKoCTi. 3MiHM 10 peecTpaLiiHOro NocBiAYEHHS
nepBUHHY BHACNIAOK IHWWX PErynsTopHKUX npoueayp.
yMnaKoBKy, MM®/BA3® (mactep-carin Ha
KOHTPOIb SIKOCTI, nnasmy/3aranbHuii chann Ha BakLUHHUIA
BUMYCK cepii: aHTureH). BkroyeHHst HOBOro, oHoBreHoro abo
Okracapma, 3MiHeHoro mactep-cavina Ha nnasmy y
®paHuis; peecTpaLiiHe 4OCbe Ha fnikapcbkuii 3acib
BUPOGHMK, (npouenypa 2-ro etany Ans NM®) (BknoYeHHs

BianosiganbHUn
3a BUPOBHULTBO
in-bulk,
NepBUHHY
yMaKoBKY,
KOHTPOIb SIKOCTI,

OHOBJIEHOrO/3MiHEHOIO MacTep-canna Ha
nnasmy, siKLLO 3MiHWU He BNMBaKOTb Ha
BNaCTMBOCTI FOTOBOrO NikapCbKoro 3acoby)
BkntoyeHHs1 oHOBMEHOro mactep-ganna Ha
nnasmMy y peectpauiiiHe 4OCb€E Ha NikapCbKkui
3aci6: EMEA/H/PMF/000008/05/11/027/G. 3MiHu |
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
BUMYCK Cepii: Tmny - 3MiHM 3 AKOCTi. 3MiHM OO peecTpaLiiHoro
Okracapma NOCBIAYEHHS BHACNIAOK iHLWNX PErynAaTOpHUX
MpopaykTioHcrec npoueayp. NMM®/BA3D (mactep-dain Ha
enwadgTt nnasmy/3aranbHui ann Ha BakLUMHHWUIA
Howunang mM6X, aHTWreH). BknioveHHs HOBOro, OHOBNEHOro abo
Hime4vuuHa; 3MiHEHOro macTtep-ganna Ha nnasmy y
BUPOGHMK, peecTpaLiiHe 4OCbe Ha NikapcbkuiA 3acio
BiAMNOBiAANbLHWIA (npouepypa 2-ro etany Ans NM®) (BknoYeHHNA
3a Bi3yanbHuUi OHOBJIEHOro/3MiHEHOIO MacTep-channa Ha
KOHTPOrb, nnasmy, SKLWO 3MiHW He BNMBalOTb Ha
MapKyBaHHS Ta BIaCTMBOCTi FOTOBOrO NikKapCbKoro 3acoby)
BTOPUHHY BkntoveHHsa oHOBNEHOro mactep-gaina Ha
YNaKoBKY: nnasmy y peectpauinHe 40CbE Ha NikapCbKUn
Oxkracapma 3aci6: EMEA/H/PMF/000008/05/AU/028/G.
Heccay 'M6X, 3Minun | TUny - 3MiHmM 3 siKocTi. 3MiHK Ao
Himeuyunna peecTpauiniHOro NOCBiAYEHHS BHACNIAOK iHLLIMX
perynsatopHux npoueayp. NM®/BA3® (mactep-
caiin Ha nna3my/3aranbHui dainn Ha
BaKLMHHWIA aHTWUreH). BknioyeHHs HoBoro,
OHoBreHoro abo 3MiHeHoro mactep-caiina Ha
nnasmy y peectpauinHe 40CbE Ha NikapCbKUn
3aci6 (npoueaypa 2-ro etany ans NMMVo)
(BKITHOYEHHS1 OHOBINEHOrO/3MiHEHOTO MacTep-
banna Ha nnasmy, SKLO 3MiHW He BNnMBalTb
Ha BNacTMBOCTI FOTOBOrO Nikapcbkoro 3acoby)
BkntoyeHHs1 oHOBMNEHOro macrep-ganna Ha
nnasmMy y peectpauiiHe 4OCbe Ha nikapCbKkui
3aci6: EMEA/H/PMF/000008/05/11/029/G.

5. | ANbBYHOPM 5% PO34UH ANS iHDY3iN, Oxkradbap ABcTpis BUPOBHMK, AscTpis/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a - UA/17703/01/03
50 r/n; no 100 mn, ma BigNoBiganbHUN Lseuis/ 3miHu | TUNY - 3miHK 3 skocTi. FoToBUIA peuenmom
250 mn abo 500 mn dPapmaues 3a BUpOBHULTBO ®paHuis/ nikapcbkuii 3aci6. Cuctema
PO34MHY Y PraKoHi, THKa in-bulk, HimeyunHa KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa
no 1 dnakoHy B MpogykTio NepBUHHY napameTpiB cneuudikaui Ta/abo gonycTummx
KapTOHHiI kopobui Hcrec. ynakoBKY, MeX NepBUHHOI YNakoBKM FOTOBOrO MiKapCbKOro

M.6.X. KOHTPOIb SKOCTI, 3acoby (3BYXXEHHS [OMYCTUMUX MEX,
BTOPUHHY BMU3HaYeHuX y cneuudikauii)
ynakoBKY, 3miHa kpuTepiiB NpuHATHOCTI TecTy Endotoxins
BidyanbHa Ans MaTepianiB NepBUHHOTO NaKyBaHHSA
iHcnekuis, (npobok) 3 < 0,125 EU/cm2 Ha < 1 EU/pc.

MapKyBaHHS, 3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
BUNYCK cepii: nikapcbkuii 3aci6. Cuctema
OxkTtadapma KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
dapmaueBTuka napameTpiB cneuudgikauin Ta/abo gonycTummx
MpoaykTioHcrec. MeX NepBUHHOI YMakoBKM FOTOBOTO NiKapCbKOro
M.6.X., ABCTpis; 3acoby (moNoBHeHHs cneuudikadii HoBUM
BMPOBHWK, NOKa3HWKOM 3 BiANOBIAHWM METOAOM

BianoBiganbHWn
3a BUPOBHULTBO
in-bulk,

BunpobyBaHHs) [lonaBaHHS TecTiB
«penetrability» Ta «fragmentation» go
cneuudikauii npo6ok 32 MM.




5

[TponoBkeHHs qogaTKa 3

Ne

Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
NepBUHHY 3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
yMaKoBKy, nikapcbkuit 3aci6. Cuctema
KOHTPOSb SKOCTI, KOHTeWHep/3aKynoptoBanbHuiA 3acit. 3miHa
BUMYCK Cepii: napameTpiB cneuudikadi Ta/abo gonycTummx
Okradapma AB, MeX NePBUHHOI YMaKoBKN FOTOBOTO NiKapCbKOro
LBseuis; 3acoby (BUNyYeHHsI HE3HaYHOTO MoKa3HMKa
BUPOGHMK, (Hanpuknag 3acTapinoro nokasHuka))

BignoBiganbHWn
3a BUPOBHULITBO
in-bulk,
NnepBUHHY
ynakoBKY,
KOHTPOSb SIKOCTI,
BMNYCK cepii:
OkTadhapma,
dpaHuis;
BUPOOHMK,
BigNoOBiganbHUN
3a BUPOBHULTBO
in-bulk,
NEePBUHHY
ynakoBKY,
KOHTPOIb SIKOCTI,
BUMYCK Cepil:
OkTadapma
MpopykTioHcrec
enwagTt
Hownunang M6X,
HimeuuuHa;
BUPOGHMK,
BigNoBiganbHUN
3a Bi3yarnbHui
KOHTpPO~b,
MapKyBaHHs Ta
BTOPUHHY
YMaKoBKY:
OxkTtadapma
Oeccay 'M6X,
Himeyuunna

BuaaneHHst TeCTy Ha BMICT BaXKKMX MeTaniB i3
cneumdikauii Ana npo6ok. 3miHn | Tuny - 3miHm 3
sIKOCTi. 3MiHM 0O peecTpauiiHOro NOCBigYEHHSs!
BHACNIAOK IHLLWX PErynaTopHMX npoueayp.
NMM®/BA3® (macTep-darn Ha
nnasmy/3aranbHui ain Ha BakLUMHHUI
aHTureH). BknoyeHHst HOBOro, OHOBMEHoro abo
3MiHEHOro macTtep-anna Ha nnasmy y
peecTpaLiiHe 4oCbe Ha Nikapcbkuii 3acio
(npouepypa 2-ro etany Ans NM®) (BknoYeHHNA
OHOBJIEHOro/3MiHEHOro MacTep-cainna Ha
nnasmy, siKLLO 3MiHW1 He BNVMBaKOTb Ha
BACTMBOCTi FOTOBOrO fikapcbKoro 3acoby)
BkntoveHHs oHOBNEHOro mactep-ganna Ha
nnasmy y peectpauinHe 40CbE Ha NikapCbKUn
3aci6: EMEA/H/PMF/000008/05/11/027/G. 3MiHn |
TMny - 3MiHM 3 sIKOCTi. 3MiHM OO peecTpaLiiHoro
NOCBIAYEHHS BHACMIAOK IHWWX PerynsaTopHUx
npoueayp. MM®/BA3® (mactep-dann Ha
nnasmy/3aranbHuii chann Ha BakLUHHWIA
aHTureH). BkroyeHHst HOBOro, oHoBMeHoro abo
3MiHeHoro mactep-cavina Ha nnasmy y
peecTpaLiiHe AOCbe Ha fnikapcbkuii 3acid
(npouenypa 2-ro etany ans NMV®) (BknoYeHHs
OHOBJIEHOr0/3MiHEHOIO MacTep-anna Ha
nnasmy, siKLLO 3MiHW He BNMBalOTb Ha
BNaCTMBOCTI FOTOBOrO NikapCbKoro 3acoby)
BkntoyeHHs1 oHOBMNEHOro macrep-ganna Ha
nnasmMy y peectpauiiHe JOCbE Ha NikapCbKui
3aci6: EMEA/H/PMF/000008/05/AU/028/G.
3minHn | Tuny - 3MiHuM 3 siKoCTi. 3MiHK Ao
peecTpaLiiHOro NOCBiAYEeHH BHACMIOK iHLLNX
perynsitopHux npoueayp. NM®/BA3® (mactep-
arin Ha nnasmy/3aranbHun dann Ha
BaKUMHHWUIA @aHTUreH). BknoueHHsi HOBOro,
OHoBreHoro abo 3MiHeHoro MmacTep-caiina Ha
nnasmy y peectpauiiHe OCbE Ha NikapCbKkui
3acib (npoueaypa 2-ro etany ans NMMo)
(BKMHOYEHHST OHOBINEHOIO/3MiHEHOTO MacTep-
bavina Ha nnasmy, sKLLO 3MiHX He BNMBalTb
Ha BacTUBOCTi rOTOBOTO fikapCcbKoro 3acoby)
BkntoyeHHsi oHoBMNEHOro mactep-danna Ha
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
nnasmy y peectpauiHe 40CbE Ha NikapCbKUN
3aci6: EMEA/H/PMF/000008/05/11/029/G.
6. | AMIKALMAO PO34MH Anis iH EKUIN, TosapucT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a He UA/15452/01/01
250 mr/mm; no 2 mn BO 3 obmexeHoto 3minu | Tvny - 3miln woao peuenmom | nidnseae
abo 4 mny obmexeHo BiAnoBiganbHicT 6e3nekv/edekTMBHOCTI Ta bapmakoHarnsay.
cdnakoHax; no 1 10 10 hipma 3MiHa y KOpPOTKil XapaKTepuCTuLi Nikapcbkoro
dnakoHy B nauui 3 BiAgnosiaa "Hosodapm- 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
KapTOHY; NO 2 Mn NbHICTIO BiocuHTtes" MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
abo4 mny cipma perynsipHo OHOBJOBAHOTO 3BiTy 3 6e3neku
¢nakoHax; no 5 "Hosodap nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
drakoHiB y M- 3acTocyBaHHs Nnikapcbkoro 3acoby B
KOHTYPHIN biocuHTes nicnsipeecTpauiHuin nepiod, abo sik pesynbTaT
YapyHKOBIn " OLiHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
ynakoBLi; no 2 BiMNOBIQHO 4O MnaHy nefiaTpuyHuX AocnigKeHb
KOHTYPHI YapyHKOBI (PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
ynakoBKM B Mauui 3 yNOBHOBaXEHNM OpraHoM)
KapTOHY 3MiHM BHECEHO 40 IHCTPYKLIi ANs MEANYHOrO
3aCcTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"OcobnumBocTi 3acTocyBaHHS" BigNoBiAHO A0
iHopMaUii woao 6e3neku Aito4oi pevyoBrHU
nikapcbkoro 3acoby. TepMiH BBeAEHHS 3MiH -
npoTsrom 6 Micauis nicnga 3aTBEPKEHHS.
7. | AMoOonIn cycneHsia ans Bxapar IHAisA Bxapat Cipamc IHAis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a He UA/5704/01/01
pPO34MHy Ang Cipamc eHp BakumHe 3MiHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom nidnsicae
iHdpysin, 5 mr/mn; no eHq Nimiten HanMmeHyBaHHS Ta/abo agpecu Micud
2 mn a6o no 10 mn, BakumHc NPOBaXXEHHS OisiNbHOCTI BUpOobHMKa/imnopTepa
abono 20 mny Nimiteqn roTOBOro MikapcbKoro 3acoby, BkI4aoum
CKNSAHOMY (praKoHi; AiNbHWL BUMYycKy cepii abo micue npoBeAeHHS
no 1 cnakoHy B KOHTPOIMIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosiaae
6nicTepi; no 1 BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIlt)
bnictepy pasom 3 3miHa agpecu BupobHuka 113 bxapat Cipamc
ronkow-insTpom y eHp BakuuHc JlimiTea, IHAais, 6e3 3miHn micus
GnicTepi B KApTOHHil BMPOGHMLUTBA: TEPMiH BBEAEHHS 3MiH NPOTArOM
KopobLi 6 MicauiB nicns 3aTBepAXEHHS.
8. | APMNAU® PO34MH OparnbHUiA, TOB Ykpaina MAT Ykpaina BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: bes nidnsizae UA/19016/01/01
200 mr/mn, no 200 "APTEPIY "Manuudapm" 3miHu | TUNY - 3miHK 3 skocTi. FoToBUIA peuenma
Mn y donakoHi; no 1 M nTa” nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y

dnakoHy B nayui

TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO MikapcbKoro 3acoby (36inbLUueHHs
TepMiHy NpuaaTHOCTi FOTOBOIO fiKapCbKOro

3acoby) - [1na TOproBoi ynakoBKu
(nigTBEpPAXYETHCS AAHUMU pearnbHOro Yacy) -
36iNbLUEHHS] TEPMiHY NPUAATHOCTi FOTOBOIO
nikapcbKoro 3acoby Ha OCHOBI NMO3UTUBHMX
pe3ynbTaTiB AOBrOCTPOKOBUX AOCNIAXEHD
CTabinbHOCTI y peanbHOMy Yaci: 3aTBepaKeHo:
TepwmiH npugaTHocTi: 1 pik. TepmiH npugaTHocTi
nicns po3kpuTTa donakoHa — 14 gi6.
3anponoHoBaHo: TepMiH MPUAATHOCTI: 2 POKK.




[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

TepmiH npuaaTHOCTI NicNA po3KpUTTA cbriakoHa
— 14 nj6. BBegeHHs 3MiH NpPOTSAroM 6-Tu micsilis
nicnsa 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToBOro fnikapcbkoro 3acoby. 3miHa napameTpis
cneunikauin Ta/abo 4ONyCTUMUX MEX rOTOBOro
nikapcbKkoro 3acoby (iHLi 3MiHK) - pO3LNPEHHS
AianasoHy 3HaYeHHsi nokasHuka pH B
Cneuumdikauii M3 (Ha MOMeHT Bunycky Ta
BMPOAOBX TEPMiHY NpuAaTHOCTI) Ta BiANoBIgHO
y metogax koHTponto MKA J13. 3atBepaxeHo:
pH - Big 5,00 go 6,50. 3anponoHoBaHo:
pH - Big 5,00 go 7,00

APUMIAEKC

TabneTkn, BKpUTI
NniBKOBOIO
o6ornoHkoto, no 1 mr,
no 14 tabnetoky
Gnictepi; no 2
Gnictepn y
KapTOHHIN kopobLi

Actpa3eH
eka lOK
Nimiten

Benwuka
BpuTtaHia

Bupo6Huk
nikapcbKoro

3acoby "in bulk":

AcTtpa3eHeka

dapmacbioTukan

c JMN, CWA,;
Bupo6Huk,

BigNoOBiganbHUN
3a NaKkyBaHHs Ta

BMNYCK cepii:
AcTtpa3eHeka
IOK Nimiten,
Benwuka
BpuTaHis

CLIA/
Benuka
BputaHia

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MminHn | TMny - 3MiHm 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro

nikapcbkoro 3acoby (iHwi 3amiHn) MNepeknag
3aTBEPKEHNX METOAIB KOHTPOIIO SKOCTI
nikapcbKkoro 3acoby Ha ykpaiHCbKy MOBY, a
TaKOX BHECEHHS pedaKLUifiHMX NpaBok,
peparyBaHHsA Ta yTOYHEHHSA Nepeknagy Ans
npuBefeHHs iHcbopMaLlii y BiANOBIQHICTbL A0
opuriHanbHUX JOKYMEHTIB 3asiBHUKa. BBeaeHHs
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBepAKEHHS. 3MiHM | TUny - 3MiHKM 3 sKoCTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLwi 3MiHK)
BHeceHHs KOpeKTOPCbKWX NPaBokK ANst
BUNpaBrneHHst MeToAiB koHTponio 113 B
meToaukax BEPX 3a nokasHukamu «BmicT

nitoyoi peqoBuHMY, «OQHOPIOHICTL BMICTY», a

came B Ha3Bi KoediljieHTa po3aineHHs 3
«MeTuUnrigpokcmbeH3oaT» Ha
«eTunrigpokcnbeHsoaTt» y po3paxyHKy
KoedilieHTa po3aineHHsa Ansa nepesipku
npuaaTtHocTi cuctemu. 3MiHn | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHu y

BMPOGHMLTBI. 3MiHM y NpoLieci BUpobHuLTBa

roTOBOrO MikapCbKoro 3acoby, BKMoYaouym

NMPOMDKHWUIA MPOAYKT, LLIO 3aCTOCOBYETLCS Npu

BMPOGHMLTBI FOTOBOrO NiKapCbKOro 3aco0y (iHLwi
3MiHWN) BHECEHHSI HE3HaYHMX 3MiH Ha MiacTaBi
nepernsigy Ta oHoBrneHHs po3sginis 3.2.P.3.2.

«Cknag Ha cepito», 3.2.P.3.3. «Onuc
BMPOOHMYOro NpoLecy Ta KOHTPOSIO NpoLEecy»

Ta 3.2.P.3.5 «Banigauisi npouecy Ta/abo oro

oujiHkay. 3MiHu | Tuny - 3miHn 3 skocTi. API.

KoHTponb A®Il. 3MiHa y meToax BUNpobyBaHHS

AQdI| abo BuxigHOro Matepiany/npoMixxHoro

3a
peuerimom

UA/2417/01/01




8 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y

npoueci BUpobHuuTBa AP (iHLWi 3MiHK Y
MeToAax BUNpoOyBaHHS (BKIHOYauM 3aMiHy
abo pgonoBHeHHs1) AD| abo
BVXiAHOro/NpOMIDKHOrO NPoAykTy) 3MiHa y
meToay BunpobysaHHs APl aHacTposony 3a
nokasHukom «KinbkicHe BU3Ha4YeHHsA», a came
3MiHa MeToay BUNPoOyBaHHS 3 HEBOLHOIO
TUTpyBaHHA Ha BEPX, gk Hacnigok 3amiHun B
poaginax 3.2.5.4.1. «Cneuudikauis» Ta
3.2.8.7.2. «[poTokon nicnsipeecTpayinHoro
BUBYEHHS cTabinbHOCTI Ta 3000B’A3aHHSA LWOA0
cTabinbHOCTI». 3MiHM | TUNY - 3MiHM 3 SKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponeiichbkii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpoMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®l; ona gonomixkHoT pevoBuHU (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif yXKe 3aTBEpPAXEHOro
BMpO6GHMKa - MogaHHsa oHoBneHoro CepTudikaTty
BignoBigHocTi €Bponeincekii hapmakonei (CEP)
3 RO-CEP 2013-118-Rev 02 Ha CEP: R1-CEP
2013-118-Rev 00, BupobHuk: Excella GmbH &
Co. KG, Germany, gitoya pevoBuHa:
aHacTpo3on. 3miHu | Tuny - 3miHu 3 gKocTi.
CeprtudikaT BignosigHocTi/lE-cepTudikat
BigNOBIQHOCTI €BponenchbKii
dapmakonei/MmoHorpadii. 3miHu, NoB'A3aHi 3
HeobXiaHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii JdY abo €Bponencbkoi
capmakonei, abo iHWOoi HaLioHanbHOT
apmakonei aepxasu E€C (3miHa y
crneumdikalisix, nos's3aHa 3i amiHamu B JOY,
abo €Bponelicbkin hapmakonei, abo iHLWin
HaLjioHanbHi hapmakonei gepxasun €C) Ha
nigcTaBi OHOBIIEHHS 3aPEECTPOBAHOMO
CepTucbikaTty BignoBigHocTi €Bponeichbkin
apmakonei (CEP) ans API aHacTpo3ony Big,
Bupo6Huka Excella GmbH & Co. KG), HoBui
CEP, R1-CEP-2013-118-Rev 00, 3amiHioe RO-
CEP- 2013-118-Rev 02, sikunin BKkoYae 3amMiHn
BUAArNeHHs TECTY Ha BaXKi MeTanm.

Cneuudikauisa Bunycky Excella GmbH & Co. KG,
Germany y3rogxyBaTumMeTbcsl 3 NoTo4HMM CEP,
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
Ans IKOro 4OAATKOBOI BUMOTOH € OLiHKa
pPU3MKy enemMeHTapH1X JOMILLOK BiANOBIAHO A0
ICH Q3D. Kpim Toro, 6yno BHeceHo pegakuiiHe
OHOBJEHHS A0 cneumdikauii gito4oi pe4oBmHU
BignosigHo Ao ynmHHoro CEP. 3anponoHoBaHun
po3gin 3.2.S.4.1 Cneuudcikauis Tenep
NocunaeTbes Ha MoHorpadito aHacTpo3ony B
€Bponelicbkin hapmakonei Ta MiCTUTb nuLue
netani cneumdikauii gns HecbapmakonenHnx
TECTiB.
10. | APTPO-TPAH rpaHynm, no 10 ry MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: bes - UA/8451/01/01
neHani, no 1 neHany | "HauioHan "HauioHanbHa 3MiHuM | Tuny - 3MiHK 3 akocTi. ADI. peuyenma
B NauLi 3 KAPTOHY; bHa [omeonaTuyHa Bupo6HuLTBO. 3MiHa BUPOOHMKa
no 10 r y donakoHi 3 Fomeonat Cninka" BVIXifHOro/NnpoMi>KHOTO MPOAYKTY/peareHTy, Lo
KpuLLkoto, no 1 n4yHa BVKOPVCTOBYOTBCS Y BUPOBHMYOMY NpoLieci
brakoHy 3 KPULLIKOK Cninka" A®Il, abo 3amiHa BUpOGHMKa (BKNtoYatouu, ge

B nayui 3 KAPTOHY

HeobXxiAHO, MiCLie NPOBEAEHHS KOHTPOIO AKOCTI)
A®I (3a BigcyTHOCTI cepTudpikata BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy
nocbe)(iHwi 3miHm). 3miHa agpecu micua
NpoBaXKEHHS AiAnNbHOCTI 3 BUPOBHMLTBA
romeonatuyHux possegeHb (Ledum 200CH), wo
€ nikapcbkumm cybecTaHuismm (BUroToBNEHNMM B
yMoBax anTeku) y BUpoOHUUTBI rpanyn J13, y
3B’A3Ky 3 nepeizgoM Antekn «HauioHanbHa
romeonartuyHa cninka» Ne1. 3miHn | Tuny - 3miHn
3 sikocTi. A®l. BupobHuutBo. 3MiHa BUPOGHMKa
BUXiQHOro/MPOMIKHOIO NPOAYKTY/peareHTy, Lo
BVIKOPVICTOBYOTBCS Y BUPOBHMYOMY npoLieci
A®I, abo 3miHa BUpobHuKa (Bknovatouu, ae
HeobXxiaHO, MicLie NPOBEAEHHST KOHTPOIO SKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BiaNoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
nocbe)(iHwi 3miHn). 3miHa agpecu micus
NPOBaIXEHHS OiANbHOCTI 3 BUPOOHMLTBA
romeonaTtnyHux posseaeHb (Rhododendron
50CH), wo € nikapcbkumMu cybcTaHuisiMm
(BrotoBneHNMM B ymoBax anteku) y
BMPOGHMUTBI rpaHyn J13, y 38’s13ky 3 nepeizgom
AnTekun «HauioHanbHa romeonaTuyHa crinka»
Ne1.
3miHu | Trny - 3miHK 3 sikocTi. ADI.
BupobHuuTBO. 3MiHa BUpOGHMKa
BVIXi[iHOro/npoMi>KHOTO MPOAYKTy/peareHTy, Lo
BUKOPWUCTOBYIOTBCS Y BUPOBHMYOMY npoueci
A®I, abo 3miHa BUpobHUKa (Bknovatouu, ae
HeobXiaHO, MicLie NPOBEeAEHHST KOHTPOSIO SIKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BianoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHOMy
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

nocbe)(iHwi 3miHm). 3miHa agpecu micus
NpoBaXXeHHs OisiNbHOCTI 3 BUPOBHMLTBA
romMeonaTnyHux posseaeHb (Causticum
1000CH), wo € nikapcbknmu cyocTaHLissMm
(BrotoBneHNMM B ymoBax anteku) y
BUPOGHMUTBI rpaHyn J13, y 3B’A3Ky 3 nepeizaom
AnTtekn «HauioHanbHa romeonaTu4Ha cninkay
Ne1.
3MiHn | TMny - 3MiHm 3 sikocTi. ADI.
Bupo6HuLTBO. 3MiHa BMPOOHHMKa
BVXiAHOro/npoMmiDKHOrO NMPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTBCS Y BUPOBHMYOMY NpoLieci
A®l, abo 3amiHa BUpOGHMKa (BKItoYatouu, ge
HeobXxiAHO, MiCLie MPOBEAEHHS KOHTPOIO AKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
pocbe)(iHwi 3miHm). 3miHa agpecu micua
NnpoBaXeHHs OisnbHOCTI 3 BUPOOHMLTBA
romeonaTu4Hnx po3seaeHb (Bryonia alba
200CH), wo € nikapcbkumm cybcTaHuUisiMm
(BUroTOBNEHUMM B yMOBaX anTeku) y
BUPOBHMUTBI rpaHyn J13, y 3B’A3Ky 3 nepeizaom
AnTtekun «HauioHanbHa romeonatnyHa cninka»
Ne1.
3minu | Trny - 3miHu 3 skocTi. ADI.
BupobHuuTeo. 3miHa BUpOGHMKa
BVXiHHOro/npoMi>KHOrO NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYOTBCS Y BUPOBHMYOMY npoLieci
A®I, abo 3miHa BUpobHuKa (BKoyatoun, ae
HeobXxiaHO, MicLie NPOBEeAEHHST KOHTPOO SKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoMy
[OCbE)(iHLLi 3MiHK) -
3miHa agpecu Micus NpoBagXeHHS OisnbHOCTI 3
BMpOBHMUTBA roMeonaTnyHmx po3seneHb (Rhus
toxicodendron 1000CH), wwo € nikapcbkumun
cybcTaHuisMu (BUroTOBMEHUMY B yMOBaX
anTtekun) y BupobHuuTBi rpaHyn J13, y 38’A3ky 3
nepeizgom Antekn «HauioHanbHa
romeonartuyHa cninka» Ne1.

11.

AYIrMEHTUH™

NMOpPOLLOK ANA
opanbHOoi cycneHsii
(200 mr/28,5 mrB 5
M) 1 donakoH 3
MOPOLLKOM Ans
npurotysaHHs 70 mn
CYyCMeH3ii 3 MipHUM
KoBMnaykom, abo
[03Y04MM

"makcoCwmi
TKnanH
Ekcnopt
TimiTen

Benuka
BpuTaHis

nakco
Bennkom
MpogakLuH,
®paHuis;
CwmitTKnsmH
Bivem
dapmacbioTukan
c, Benuka
BputaHis

®paHuis/
Benuka
BpuTaHis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat
BignoBigHocTi/E-cepTudikat BianoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHs HoBoro abo oHOBMEHOro cepTudikaTta
BignoBigHoCTi abo BUny4eHHs1 cepTudikata
BiZNOBIgHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
matepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo

3a
peuerimom

UA/0987/05/01
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1

wnpuuem, abo 3 BMKOPUCTOBYIOTbCS Y BUpobHuuTBi A®l; ans

MipPHOIO FTOXEYKOI0, AOMOMDKHOT pe4voBUHN (cepTudikat

B KAPTOHHIl Kopobui BiZNOBIgHOCTI €Bponenchkin dapmakonei) -

abo 3 KpULLKOLO i3 OHoBREeHWI cepTudikaT Bif y>Ke 3aTBEPAKEHOro

3aXUCTOM Bif BMpobHuKa. MoaaHHs oHoBneHoro ceptudikata

BiAKPUTTS OiTbMU BignoBigHocTi €Bponeickkin hapmakonei Ne R1-

pa3oM 3 J03yH4UM CEP 2015-064 - Rev 00 (3atBepakeHo: RO-CEP

wnpuuom abo 2015-064 - Rev 01) ansa A®I amokcmumniny

MipHOIO NMOXKOH0, B Tpurigpaty ((bepMeHTaTUBHUI LUMSX CUHTE3Y)

KapTOHHiIl kopobui Bif, BXXe 3aTBepaXeHoro BMpobHuka Beecham

Pharmaceuticals (Pte) Ltd, Singapore.

12. | AYTMEHTUH™ TabneTkn, BKPUTI "makcoCmi Benwka [nakco dpaHuis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/0987/02/02
ob6onoHkoto, 500 TKnamH BpuTtaHia Bennkom Benuka 3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat peuenmom
mr/125 mrno 7 Ekcnopt MpopakLuH, Bputanis BignoBigHocTi/'E-cepTudikaTt BiANOBIAHOCTI
Tabnetok y 6nictepi Nimiten dpaHuis; €Bponecbkin dhapmakonei/MoHorpadii.

(koxxeH Gnictep CwmiTKnsamH MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
pasom 3 Bivem BiAMOBIAHOCTI abo BUy4YeHHsA cepTudikata
BOJSIOrO3axMCHUMU dapmacbioTukan BifNoBigHOCTI €Bponeinchkin dapmakonei: ons
rpaHynamu-cawie y c, Benuka A®I; onsa suxigHoro
nakeTi 3 anoMiHiEBOT BpuTtaHis marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, LLO
donbru); no 2 BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
Gnictepn B nakeTax [OOMOMIDKHOI peyoBUHM (cepTudikaT
Y KapTOHHIN BiAMOBIAHOCTI €Bponencokin dapmakoneri) -
ynakoBLji OHoBReHuI cepTudikaT Bif yXKe 3aTBEpAXEHOro
BUpOGHWMKa. MNogaHHs oHOBREHoro ceptudikaTa
BignoBigHOCTi €Bponencokini hapmakonei Ne R1-
CEP 2015-064 - Rev 00 (3aTBepaxeHo: RO-CEP
2015-064 - Rev 01) ana A®l amokeuumniHy
Tpurigpaty (pepMeHTaTMBHUI LUNAX CUHTE3Y)
Bif BXe 3aTBepakeHoro BupobHuka Beecham
Pharmaceuticals (Pte) Ltd, Singapore.

13. | BIOBEH PO34mMH ANS iHPDY3in TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a - UA/14526/01/02
10 %; no 10 mn, 25 "BIOPAP "BIO®APMA 3minu | Trny - 3miHu 3 sikocTi. ADI. peuenmom
mn, 50 mn abo 100 MA MNA3MA", Bupo6HuuTBO. 3MiHM BUNpoGyBaHb abo
My nnswyi abo MNA3MA" Ykpaina AOMNyCTUMKX MEX y npoueci BupobHuutea AdI,
cdnakoHi; no 1 (BupoBHULTBO, LLIO BCTaHOBMeEHi y cneuudikauisix (qoaaBaHHs
nnawui abo nepBUHHE Ta abo 3amiHa BuNpobyBaHHA 3a pesynbTatamm
dnakoHy B nauui 3 BTOPUHHE nocnimxkeHb 3 6e3nekn abo sKkocTi) 3miHa
KapTOHY nakyBaHHs, MeToay BUNpobyBaHHsSI MPOMIKHOTO NMPOAYKTY

BUMNYCK cepiit); ocap dppakuii [I+11l. 3atBepaxeHo: 3aranbHui
TOB 6inok 3anponoHoBaHo: Po3noain monekyn 3a
"BIO®APMA po3mipoM lNpuBeaeHHs MeToaiB KOHTPOIO
MNA3MA", NpoMiXkHOro (Hepo3dacoBaHOro) NPoayKTy
YkpaiHa bioseH 3a nokasHvkamun Po3noain monekyn 3a
(koHTpOnb po3mipoM Ta AKTMBATOp npekanikpeiny y
SIKOCTI) BigNOBIAHICTb 4O METOAIB KOHTPOSO FOTOBOrO
NpoAYyKTY, OCKiNbKN METOAW KOHTPOITO
iNeHTUYHI.
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
14. | BPUHEKC Kpanni o4Hi, CEHTICC IHpis CEHTICC IHAis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/17178/01/01
cycneHsisa, 1 %, no 5 DPAPMA SAPMA TIBT. 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuenmom
mn abono 10 mny MNBT. NTA. nTa. HaiMeHyBaHHs Ta/abo agpecu micus
cdnakoHi 3 Npobkoto- NPOBaXeHHs1 QisANbHOCTI BUPOOHMKa
KpanenbHuLero Ta (BkntoYatoun, 3a HeobXigHOCTI, MicLe
KpuLLkoto, no 1 npoBeeHHS KOHTPOIO SKOCTi), abo BnacHuka
¢nakoHy B MacTep-canna Ha A®Pl, abo nocTayanbHuKa
KapTOHHiIl kopobuyi Adl/BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpPOAyKTY, L0 3aCTOCOBYIOTECS Y BUPOOHULITBI
A®I (sKLLO 3a3Ha4YEHO Y AOCbE Ha NiKapCbKui
3acib) 3a BigcyTHOCTI cepTudikaTta BiAnoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepakeHoMy
nocbke, abo BMpoBHUKA HOBOI JOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Yy A0Cbe) 3MiHa
HaiMeHyBaHHs1 BUpoOHuka AP GprH3onamigy.
3asHayeHa 3MiHa HalMeHyBaHHsi BUpObHUKa
A®I 6yna 3givicHeHa 3a pilleHHsIM pagun
OupekTopiB komnaHii. BUpobHuya ainbHuusa ta
ycCi BUpoBOHUYI onepauii 3anuwnnmcb
HE3MiHHUMW.
15. | BYAEHO®AIbK niHa pekTanbHa, 2 Op. ®anbk | HimeyuunH BinnosigansHuit Himeyuunna/ BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: 3a - UA/6964/02/01
Mr/003Y; KOXHWUIA dapma a 3a BUMYCK cepin LLisenuapis 3MiHn | TMNy - AgMiHiCTPaTUBHI 3MiHW. peuenmom
6anoH MicTUTb K mM6X KiHLEBOro BunyyeHHsa BUpOGHWYOI AinbHULI (BKITHOYa04M
MiHiMym 14 0o3 no npoayKTy: ainbHUUi gnsa A®l, npomixkHoro npoaykTy abo
1,2 T NiHK Op. ®anbk roTOBOro nikapcbKoro 3acoby, AinbHWLi ans
pekTanbHoi; no 1 ®apma 'mbX, npoBeAeHHs NakyBaHHS, BUPOOHNKa,
6anoHy 3 Himeuyunna BignoBiganbHOro 3a BMNyCcK cepin, Micue
[o3aTopoMm y Bupo6Huk npoBeAeHHSs! KOHTPOrto cepii) abo
KomnnekTi 3 14 [030BaHoi noctavanbHuKa BUXigGHOro Martepiany, peareHty
annikatopamu ans copmu, abo [OMOMIXKHOI PEUYOBMHY (SIKLLO 3a3HAYEHO Y
BBEOEHHS NiHN Y nepBrHHe Ta [ocbe) BunyyeHHs ginbHuui ans
NIacTUKOBOMY NOTKY BTOPUHHE anbTepHaTUBHOIO BTOPUHHOTO NakyBaHHsi - p.
Ta 14 nnacTuKoBMMU nakyBaHHs, danbk ®apma MM6X, HimewunHa

naketamu gns
ririeHivyHOT yTunisauii
annikaTtopis y
KapTOHHiI kopobui

KOHTPOI1b AKOCTI:

ACM Aepo3sonb-
Cepsic AT,
LLisenuapis

(NsiHeHBebepLuTpacce 5, 79108 dpaiibypr,
HimewuuHa). MNpwn upomy gaHa ginbHULS
3anuwaeTbes, AK BiANOBiAanbHa 3a BUMYCK
cepii KiHLEeBOro NpoayKTy. 3anuwaeTbcs
anbTepHaTMBHA AiNbHULS, KOTPa BUKOHYE
yHKLito BTOpUHHE nakyBaHHs: ACM Aepo3sorib-
Cepgic Al'. 3minu | Tvny - AamMiHicTpaTMBHI
3MiHn. 3MiHa HanMeHyBaHHs Ta/abo agpecu
Micusi MpoBaMKEHHS AisiNbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro
3aco0by, BKMYakum ginbHULi BUNYycKy cepii abo
MicLie NPOBEAEHHS KOHTPOIO AKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOBHMK/IMNOPTEP, He BKIOYaouM BUMYCK
cepiit) AomiHicTpaTuBHa 3MiHa Ha3BM
BMPOGHMKA, SIKUA BUKOHYE QoYHKLUIT "BMpoBHMK
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
[030BaHoi (hopMm, NEPBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTporb skocTi". [laHa Ha3sa
NPUBOANTCbS 4O OHOBMEHOI NiueHsii Ta GMP
cepTugikaty. Agpeca 3anuiiaeTbcs 6e3 3MiH.
[Hitoua pepakuis: Aeposonb-Cepsic AT,
LLisevinapis / Aerosol-Service AG, Switzerland
MponoHoBaHa peaakuis: ACM Aeposonb-Cepsic
AT, Weewnuapis / ASM Aerosol-Service AG,
Switzerland
16. | BYAEHO®AIbK niHa pekTtanbHa, 2 Op. ®anbk | HimevyuunH BinnosigansHui Himeyuunna/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/6964/02/01
Mr/803Y, KOXHUIA dapma a 3a BUNYCK cepin LLisenuapis 3minu | Tuny - 3miHn woao peuenmom
6anoH MicTuTb Sk m6X KiHLEeBOro 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
MiHiMym 14 0o3 no npoaykTy Ta 3MiHa YacToTu Ta/abo TepMiHiB NoAaHHs
1,2 r niHn anbTepHaTuBHe perynspHO OHOBIOBaHMUX 3BITIB 3 6e3nekn
pekTanbHoi; no 1 BTOPUHHE nikapcbkux 3acobis - 3MiHKM y gaTax nogaHHs
H6anoHy 3 nakyBaHHsi: [p. perynsipHO OHOBINOBaHOrO 3BiTy 3 6e3neku.
[03aToOpOM Y danbk apma [itoya pepakuis:
KoMnnekTi 3 14 'm6X, KiHueBa nata ans BkrodeHHs gaHnx ao PO36 -
annikatopamu ans HimeuuuHa; 30.04.2023 p. data nogaHHs - 29.07.2023 p.
BBEAEHHSA NiHN y Bupo6Huk lMponoHoBaHa pepakuis:
NIacTUKOBOMY FOTKY [030BaHoI KiHueBa nata ans BkrodeHHs gaHnx ao PO36 -
Ta 14 nnacTMkoBUMHK copmum, 30.04.2026 p. data nogaHHs - 29.07.2026 p.
naketamu ans nepBuHHE Ta PekomeHooBaHO [0 3aTBEPOKEHHS BIANOBIAHO
ririeHiyHoi yTunizauii BTOPUHHE [0 NepioanYHOCTI NogaHHA perynspHo
annikaTtopis y nakyBaHHS, OHOBMIOBaHMX 3BITIB 3 6e3nekun nikapcbkux
KapTOHHiI kopobLyi KOHTPOIb SKOCTI: 3acobiB y €C.
Aepo3onb-
Cepsic AT,
LLIseviLapis
17. | BYOEHO®AIbK TBEpAi kancynu 3 Op. ®anbk HimeuunH BignosiganbHun Himeyuunna/ BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a - UA/6964/01/01
KULLKOBOPO3YNHHUM dapma a 3a BUNYCK cepin LLisenuapis 3minu | Tvny - 3miln wWopo peuernmom
1 rpaHynamu no 3 mbX KiHLLEBOro be3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy.
mr, no 10 kancyn y NPOAYKTY: 3miHa yacToTu Ta/abo TepMiHiB NogaHHs
6nicTepi; no 5 abo Op. ®anbk perynsipHoO OHOBIOBaHMX 3BiTiB 3 6e3neku
10 GnicTepiB y dapma 'M6X, nikapcbkux 3acobis - 3MiHN y JaTax NogaHHs
KOpoO6Li 3 KapTOHY HimeuunHa perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
Bupo6Hukm [itova pepakuis:
[030BaHoOi KiHueBa nata ans BknoyeHHs ganHnx go PO36 -
cdopmu, 30.04.2023 p. Oata nogaHHs - 29.07.2023 p.
NepBUHHE, MponoHoBaHa pepakuis:
BTOPUHHE KiHueBa pgaTta ans BkAoYeHHsA gaHux go PO3B6 -

nakyBaHHs Ta
KOHTPOMb SIKOCTI:
JlosaH ®apma
'mM6X,
Himevuunna
BupobHuik,
BigNoBiganbHUN
3a NEPBUHHE,

30.04.2026 p. Oata nogaHHs - 29.07.2026 p.
PekomeHgoBaHO [0 3aTBEpKEHHS BIiANOBIAHO
[0 NepioANYHOCTI NOAAHHS PerynspHo
OHOBMIOBaHMX 3BITIB 3 6e3nekun nikapcbkux
3acobiB y €C.
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
BTOPUHHE
nakyBaHHs Ta
KOHTPOMb SIKOCTI:
JlosaH dapma
m6X,
HimeyuunHa
Bupo6Hukn,
BignoBsiganbHi 3a
KOHTPOMb SIKOCTI:
'BA ®dapma
'm6X,
HimeyunHa
HaykoBo-
nocnigHui
iHCTUTYT
Xennenep
mbX,
HimeyuunHa
18. | BYNIBAKAIH PO34MH NS iH'EKLiNn, TOB Ykpaina MAT Ykpaina BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3a He UA/17950/01/01
5 mr/mn, no 10 mn B "APTEPIY "Mannydapm” 3MiHn | TUny - 3MiHM Wwopao peuenmom | niidnszae
amnyni; no 5 amnyn M nTa" Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
Y KOHTYpHin 3MiHW y KOPOTKilA XapaKTepucTmLi Nikapcbkoro
YapyHKOBIN 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
ynakoBuj; no 1 MELMNYHOro 3aCTOCYBaHHs
KOHTYpHilA reHepu4HuX/ribpuaHnx/GionofibHMx nikapcbkmx
YapyHKOBIN ynakoBLi 3acobiB nicrs BHECEHHS TiEl camoi 3MiHU Ha
B navui pedepeHTHUIA Npenapar (3miHa He noTpebye
HafaHHS! )XOAHWUX HOBMX AOAATKOBUX AaHUX).
3MiHM BHeCeHi [0 iHCTPYKLUii ANs MegnyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"®apmakonoriyHi BnactusocTi", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaa”, "Cnocib
3acTocyBaHHs Ta go3un", "MobivHi peakuii" rigHo
3 iHbopMmaLiero Woa0 MeguyHOro 3aCToCyBaHHS
pedbepeHTHOro nikapcbkoro 3acoby (MapkaiH,
pO34mnH Ans iH'ekuin, 5 mr/mn) BeegeHHst amiH
npoTArom 6-Tm MicsuiB 3 4aTW 3aTBEPOAKEHHS.
19. | BYNIBAKAIHY NOPOLLIOK TOB YkpaiHa MOEXC Icnanis BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: - - UA/17991/01/01
rigpoxnorug (cybeTaHuis) y "APTEPIY KATANNAHA C.1. 3MiHu | Tuny - 3miHn 3 sikocTi. A®L. KoHTponb
NoABINHNX M nTa” A®I. 3miHa y napameTpax cneumdikauin Ta/abo

nonieTUneHoBmx
nakeTax gns
dapmaLeBTUYHOro
3aCTOCYyBaHHS

OOMyCTUMMNX MEX, BU3HAYEHUX Y creumdikaLisax
Ha A®l, abo BUXiZHUA/MPOMIXKHUI
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BUpo6HMuTBa ADI (iHLWi 3MiHK)

— BUNYyYeHHs iHopMaLlii LWoAo NpoBeAeHHS
BUNpobyBaHHs ANs ineHTudikaLii KOXXHOro
TapHoro micusa A®| bynisakaiHy rigpoxnopug i3
cneuudikaLii (BUNyYEHHsI NPUMITKM).
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
loeHTudikauio KOXXHOro TapHOro micus
cy6cTaHUii nnaHyeTbes NpoBOANTM i3
3acTocyBaHHSIM pamaH-crnekTpoMeTpa
6e3KOHTaKTHUM MeToaoM, 3rigHo AdY, 2.2.28.
BHeceHHs1 3amiH Ao po3ainy «lgeHTudikauis», a
came BUIny4deHHst gpyroi igeHTudikadii (B, C, D,
E) BignoBigHo fo opuriHanbHMX maTepianis
BUpobHKKa ADI.

20. | BYCTPUKC™ MOJMIO | cycneHsia ans "makcoCmi Benwka nakcoCmiTKnsa Benbris BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/15071/01/01
KOMBIHOBAHA iH'ekuin no 1 nosi TKnsanH BpuTaHis H Bionoaxikana 3MminHun | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb peuenmom
BAKLUMHA AnA (0,5 mn/po3y); no 1 Ekcnopt C.A. A®I. 3miHa y napameTpax cneumdikauin Ta/abo
NMPODINAKTUKA [03i y nonepeaHb0 Nimiten [ONyCTUMUX MEX, BUSHAYEHMX Y crneuundikauiax
DOUOTEPII, NPABLS, | HanoBHeHoMy Ha A®I, abo BMXiOHWMIN/MPOMIDKHMI
KALLJTIOKY wnpuui; no 1 NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
(ALEENIONSAPHUN nonepegHLo npoueci BupobHuuTBa AdI (3BY)XKEHHS
KOMMOHEHT) TA HanoBHEHOMY OOMYyCTUMUX MEX, BU3HAUYEHUX y crneumdikauii)
noniomMienitTy LINPpULY Y KOMMMEKTI 3BYXEHHS [OMYCTUMUX MeX A4S TeCTy
(IHAKTUBOBAHA) 3 ABOMa rofikamu B BuaHayeHHa BMicTy D-aHTUreHy noniomienity
(AOCOPBOBAHA, 3l | nnactukoBomy cepotunis 1, 2 i 3 y cneuudpikauii
SMEHLUEHUM KOHTeWHepi; no 1 iHaKTVBOBaHOIO MOHOBAMEHTHOIO MPOMiXXHOIO
BMICTOM KOHTEWHepy y npoaykty (ISV) npu Bunycky. 3minm Il Tuny -

AHTUIEHIB) KapTOHHIl kopobui 3MiHM 3 skocTi. [oToBMI Nikapcbkuii 3acit.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikaui Ta/abo gonycTummx
MEX roTOBOrO fikapcbKoro 3acoby (BUny4YeHHs
NOKa3HUKa, SK1A MOXe MaTu iCTOTHUI BNMB Ha

SIKICTb rOTOBOrO Nikapcbkoro 3acoby)
[MepeHeceHHs TecTy BusHayeHHs BmicTy D-
aHTureHy nomiomienity cepotunis 1, 2 3
meTtoaom ELISA 3 Quality release test Ha Quality
monitoring test, Wo BUKOHYETbCA ANS
TPVBareHTHOro KOHLEHTPOBAHOIO NMPOMIXKHOIO
npoaykty (CPV.)

21. | BAPINIPUKC™ / nioginisat ans "makcoCwmi Benuka nakcoCwmitKns Benebris BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a - UA/15966/01/01
VARILRIX™ PO3YMHY ANS iH'eKLN TKnsamH BputaHis | iH Bionopxikans 3miHu | Trny - 3minm 3 akocTi. CepTudikat peuernmom
BAKLUUHA ONA no 1 gosi; 1 pnakoH Ekcnopt C.A. BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
MPO®INAKTUKA 3 nioghinizatom Ta 1 NimiTeq €Bponelicbkint hapmakonei/MoHorpadii.

BITPAAHOI BICMNU amnyna 3 MoaaHHs HOBOro abo OHOBNEHOrO cepTudikaTa
XUBA PO34MHHMKOM (BOAA BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata
ATEHYNOBAHA ans iH'ekuin) B BiQNOBIgHOCTI €Bponeickkin chapmakonei: aons
nnacTUKOBOMY A®l; ansa BuxigHoro
KOHTelHepi B maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
KapTOHHiIl kopobuyj; BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
1 dprakoH 3 AonomixHoi pevoBuHu (ME-cepTudikart
niodpinizatom Ta 1 BianoBigHocCTi €Bponenchkit hapmakonei ans
nonepegHb0 Adl/BuxigHoro matepiany/peareHTy/npoMixkHOro
HaMoBHEHWIA LLNPWL, npoaykTy abo AOMOMIKHOI pe4oBUHM) -
3 PO3YNHHUKOM OHoBneHWI cepTudikaT Big BXe 3aTBEPAKEHOIO
(Boga Ans iH'ekuin) y BUpOGHWKa - OHOBMEHHSI cepTudikaTy




16 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1

KOMMNEKTi 3 ABoMa BignoBigHocTi €Bponencbkoi Papmakonei Wwoao

rornkamu B rybyaTtoi eHuedanonartii Ha deTanbHy Buuady

nnacTUKoBOMY cupoBatky (FBS) 3 R1-CEP 2000-211 Rev02 Ha

KOHTEWHepi B R1-CEP 2000-211 Rev03 y 3B’s13Ky 3i 3MiHOO

KapTOHHiIl kopobuyj; Ha3Bu noctayanbHuka 3 GE Healthcare LTD Ha

100 cbnakoHiB 3 Cytiva, HoBa 3enaHgis 6e3 3amiHn agpecu

niodinizatom Ta 100 nocravarnbHuKa.

amnyn 3

PO34YMHHMKOM (BOAa

ans iH'ekuin) (8

YapyHKOBIN

ynaKkoBLji) B OKpeMUX

KapTOHHUX KopobKax
22. | BEPANAMIN- TabneTkn, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a - UA/3582/01/01

OAPHULUA NNiBKOBO "dapmaue "dapmaueBTUYH 3MminHn | TMny - 3MiHm 3 sikocTi. [oToBMIA peuenmom

o6onoHkoto, no 80 BTUYHA a cipma nikapcbkuii 3aci6. KoHTponb A4oNOMiIKHUX

mr no 10 TabneTtok y dipma "NapHuus” peyoBuH. 3MiHa NnapameTpiB cneumdikauin

KOHTYPHIN "ONapHuus" Ta/abo gonyCTMMUX MeX AN AOMOMKHOT

YapyHKOBIn
ynakoBLi; no 5
KOHTYPHUX
YapyHKOBWX
yMakoBOK y nayui

peyoBUHM (iHLWi 3MiHK) - CynyTHS 3MiHa - 3MiHK 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb
[OMOMIXKHMX pedoBuH. 3MiHa y MeToaax
BUNPOOYBaHHSA A4ONOMIKHOI pe4oBMHU (HE3HAYHI
3MiHW Y 3aTBEPAKEHNX METOAaX BUMPOOyBaHb) -
npuvBeaeHHs cneumadikalii Ta METOAIB KOHTPOSO
SIKOCTi Ha AonomixkHy pevosuHy Makporon 4000
Y BiANOBIAHICTb 10 BUMOT €BPONEnChKOi
dapmakonei, 3 BpaxyBaHHSM Ajilo4mMx BUMOT Ta
pekomeHgauin dY, a came o posainis
«Mpo3opicTb po34nHy», «KornbopoBicTb
po3uunHy», «MikpobionoriyHa YncToTa»- BHECEHO
3MiHU Ta pefakUifiHi yTOYHEHHS. 3MiHu | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikaT BignoBiaHoOCTI EBponenchKil
dapmakonei/MmoHorpadii. 3miHK, NoB'aA3aHi 3
HeOoOXiaHICTIO NpuBeaeHHS Yy BigNOBIgHICTE 0O
MoHorpadii PY abo Esponencekoi
dapmakonei, abo iHLWOoi HaLlioHanbHOT
capmakonei aepxasu €C (iHLWi 3MiHW) -
npvBeaeHHs cneuudikauii Ta MeTogiB KOHTPOMO
SIKOCTi Ha gonomixHy pevoBuHy Makporon 4000
y BiAMOBIAHICTb 4O BUMOT Ait040i MOHOrpadii
«Macrogols» €Bponeicbkoi ®apmakonei, 3
ypaxyBaHHSAIM pekoMeHAaLin Ta CTUNICTUKN
[O®Y, a came BHECEHHS YTOUYHEHHS Ta 3MiHM [0
po3ginis «Onuc», «laeHTudikaisy,
«KuncnoTHicTb abo nyxHictby, «KiHemaTnyHa
B’A3KICTbY», «[JMHaMiYHa B’A3KICTbY,
«TemnepaTtypa TBepAHeHHs», «Boaay,
«ligpokcunbHe Ymcnoy, «BigHosntowoui
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

peyoBuHWY, «Popmanbaeriny», «CynbdatHa
3ona». 3MiHu | Tuny - 3MiHu 3 akocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb AoNOMiIKHUX
peyoBuWH. 3MiHa y meTofax BUNpobyBaHHS
AOMNOMDKHOT pe4oBUHM (iHLWi 3MiHW Y MeTogax
BMNPOOYBaHHSA (BKtoYakum 3amiHy abo
nonaeaHHs)) - CynyTHs 3MiHa - 3MiHKM 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX pevyoBMH. 3MiHa napameTpis
cneunikauin Ta/abo gonycTMMmMx Mex ans
[OMNOMIKHOI pe4oBUHM (iHLWi 3MiHW) - BHECEHHS
3MiH 0O MEeTOAMKM BXiZHOrO KOHTPOSO SIKOCTI
ponomixkHoi peyouHu Makporon 4000 ans
nokasHuka "EtuneHokcng i giokcaH" 3
METOLMKOK ONTUMI3aL,ii KOHTPOMNIO AKOCTI
cybcTaHLUii B ymoBax BUPOGHUYOro npoLecy,
po3pobneHa in-house MX metoauka (APY,
2.2.28), WO € anbTepHaTMBHOW MeToauLi,
3a3Ha4eHoi B MoHorpadii; BHECEHHS
CTUNICTUYHMX Ta PeAaKLiHNX NpaBok, 6e3 3miH
BCTAHOBMEHUX KPUTEPI NPUNHATHOCTI. 3MiHK |
TMny - 3MiHK 3 AKOCTI. [OTOBUIA NikapCbKuii
3aci6. KoHTposnb AONOMKHMX peyvoBUH. 3MiHa
napameTpiB cneundikadi Ta/abo gonycTummx
MeX AN OOMNOMIXKHOI Pe4OBUHU (BUMYYEHHS 3i
cneumdikaLii He3Ha4YHOro NoKasHuKa
(Hanpuvknag 3acTapinoro nokasHuka)) -
BUMYyYeHHS 3i cneumadikaLii Ha 4ONMOMIKHY
peyoBuHy Makporon 4000 noka3HuKa SKOCTi
«Baxki meTanuy», BignosiaHo ao sumor ICH Q3D
Guideline for Elemental Impurities. Po3unHHicTb"
- BignoBigHo ao sumor AdY 1.4. "MoHorpadii”
OaHWN NOKa3HWK Mae pekoMeHaaLinHNX
XapakTep, Ha Uiy nigcTasi, BAMOr1 A0
PO34YMHHOCTI cybCTaHLii nepeHeceHo Ao
3aranbHux Bractusocten. 3minu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
AOMOMDKHMX PEYOBUH (iHLLI 3MiHK) - BHeceHHs
3MiH [0 peecTpauiiHnx MaTtepiaris rotoBoro
nikapcbkoro 3acoby Ha AOMOMiXHY Pe4OBUHY
Makporon 4000, a came «Onvc matepiany»
(BKIOYAKOYM LOMOBHEHHS AaHUMU LWoA0
PO34YMHHOCTI «3aranbHi BMacTMBOCTI»), «YMOBU
30epiraHHs» (040 BIANOBIAHOCTI HOPMATUBHIW
OOKyMeHTaLjii ipM1-BUPOGHMKa).

23.

BEPAMNAMIN-
OAPHULSA

TabneTku, BKPUTI
NniBKOBOKO
ob6onoHkoto, no 40
mr, no 10 TabneTtok

MpAT
"dapmaune
BTUYHA
dipma

YkpaiHa

MpAT
"®apmaLeBTUYH
a dipma
"OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHM | Tuny - 3miHK 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. KoHTpornb JONOMiXHMX
peyoBuWH. 3MiHa napamMeTpiB cneundikaui

3a
peuenmom

UA/3582/01/02




18 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
Y KOHTYPHIl "OapHuus" Ta/abo [onyCTMMUX MeX AN AOMOMKHOT
YapyHKOBIN peyvoBuHM (iHLWi 3MiHK). CynyTHS 3MiHa- 3MiHK 3

ynakoBLi, no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nayi

sIKocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
OOMOMIXHMX PeqyoBUH. 3MiHa y MeToaax
BMNPOBOYBaHHS JONOMXKHOT PEYOBUHY (HE3HAYHi
3MiHW Y 3aTBEpPAXKEHNX MeTOoAaxX BUNpobyBaHb)
npvBeAeHHs cneuudikauii Ta MeToaiB KOHTPOMO
AKOCTI Ha AOMOMiXHY pevoBuHy Makporon 4000
Y BiANOBIAHICTb 40 BUMOT €BPONEnchbKoi
dapmakonei, 3 BpaxyBaHHSIM fitl04MX BUMOT Ta
pekomeHgauin Y, a came o posainis
«[Mpo3opicTb po3unHy», «KonbopoBicTb
po34MHy», «MikpobionoriyHa YncToTa»- BHECEHO
3MiHWN Ta pefakuinHi yToYHeHHS. 3miHm | Tuny -
3MiHu 3 skocTi. CepTtudikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpoONENChbKi
dapmakonei/moHorpadii. 3mMiHu, Nos'asaHi 3
HeoOXiaHICTIO NpuBeaeHHs y BignoBigHiCTe 4o
MoHorpadii IdY abo €Bponencbkoi
capmakonei, abo iHWOoi HauioHanbHOI
capmakonei gepxasu €C (iHwWi 3MiHW)
npuvBefeHHs cneumadikalii Ta METOAIB KOHTPOSO
AKOCTi Ha AOMOMiXKHY pevoBuHy Makporon 4000
y BiANOBIAHICTb 4O BUMOr Aito4oi MOHorpadii
«Macrogols» €Bponeicbkoi ®apmakonei, 3
ypaxyBaHHSIM peKoMeHaaLii Ta CTUNICTUKN
O®Y, a came BHECEHHS YTOYHEHHS Ta 3MiHU 0
po3ginis «Onucy», «lgeHTudikauisy,
«KncnoTHicte abo nyxHicTby», «KiHemaTuyHa
B’A3KICTb», «[UHaMi4yHa B’A3KiCTbY,
«TemnepaTtypa TBepAHeHHs», «Boaay,
«ligpokcunbHe uncnoy, «BigHoBntooui
peyoBuHWY, «dopmanbaeriny», «CynbdatHa
3ona». 3MiHu | Tuny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb AONOMKHMX
peyoBuH. 3MiHa y meTofax BUNpobyBaHHS
[OOMOMDKXHOT peqoBUHU (iHLWi 3MiHM Y MeTofax
BUNPOOYBaHHS (BKMOYao4m 3amiHy abo
pofaBaHHs)). CynyTHs 3MiHa- 3MiHM 3 SKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
OOMOMIXKHMX PeYOBUWH. 3MiHa NnapameTpis
crneundikaui Ta/abo JonycTMMMX Mex ansi
[ONOMIXKHOT pe4oBUHM (iHLi 3MiHW) BHECEHHSI
3MiH O METOAUKM BXIOHOTO KOHTPOSO AKOCTI
AonomixHoi pevoBuHu Makporon 4000 gns
nokasHuka "ETuneHokeua i giokcan" 3
METOAMKO ONTUMI3aLlii KOHTPOIK SIKOCTI
cybcTaHLUii B ymoBax BUPOOHNYOro npoLecy,
po3pobneHa in-house X meToguka (APY,
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

2.2.28), WO € anbTepHaTMBHOK MeToauL,
3a3HayveHoi B MoHorpadii; BHECEHHS
CTUMICTUYHUX Ta pefakUiiHuX nNpaBok, 6e3 3miH
BCTAHOBIEHUX KPUTEPI NPUIRHATHOCTI. 3MiHK |
Tnny - 3MiHK 3 SKOCTi. [O0TOBMI NiKapCbKun
3aci6. KoHTponb AOMOMKHMX pevoBUH. 3MiHa
napameTpiB cneundikadi Ta/abo gonycTummx
MeX AN JONOMIKHOI PEeYOBUHU (BUMYYEHHS 3i
cneumdikaLii He3Ha4YHOro NokKasHuka
(Hanpuknag 3acTapinoro nokasHuka)) BUMy4YeHHs
3i cneumaikauii Ha 4OMOMiXKHY Pe4OBUHY
Makporon 4000 nokasHuka skocTi «Baxki
MeTanuy, BignosiaHo go sumor ICH Q3D
Guideline for Elemental Impurities. Po3unHHicTb"
- BignosiaHo o sumor Y 1.4. "MoHorpadii”
[aHUA NOKa3HMK Mae pekoMeHaauinHnX
XapakTep, Ha Uiy nigcTasi, BAMOr 4O
PO34YMHHOCTI cybCTaHLiil nepeHeceHo Ao
3aranbHux BnactuBocTemn. 3mMiHu | Tuny - 3miHn 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb
OOMOMDKHUX PeYOBUH (iHLLi 3MiHW)
BHeceHHs 3MiH 0 peecTpaLiiHux maTtepianis
roTOBOro MiKapCbKOro 3acoby Ha AOMOMIXKHY
peyoBunHy Makporon 4000, a came «Onuc
maTepiany» (BKMoYa4m JONOBHEHHS AaHUMU
LLIOA0 PO3YMHHOCTI «3ararnbHi BNacTUBOCTI»),
«YMoBw 36epiraHHs» (o4O BiANOBIQHOCTI
HOpMaTUBHI JOKyMeHTaLii ipMU-BUPOBHMKA).

24.

FEMUUTABIH
AKKOPO

KOHLEHTpaT Ansi
PO34KHyY Ans
iHdpysin, 100 mr/mn;
no 2 mn (200 wmr), 10
mn (1000 mr), 15 mn
(1500 wmr), 20 mn
(2000 mr) y
cdnakoHi; no 1

drakoHy y
KapTOHHIN navi

Akkopg,
Xernckea
Moncka
Cn. 3.0.0.

Monbuwa

BupobHuuTBo,
KOHTPOIb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs:
IHTac
dapmachioTikan
c Nlimitea, IHais
BupobHuuTBoO,
KOHTPOIb SIKOCTI,
nepBUHHE Ta
BTOPUHHE
naKyBaHHS:
IHTac
dapmachbioTikan
c Nimiten, IHais
BTopuHHe
naKyBaHHs:
Axkopp, Xernckea
JimiTen, Benuka
BputaHis

IHgis/
Benuka
BpuTaHis/
YropwwmHa/
ManbTta/
ITanis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3minu | Tvny - 3miln wWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHwWi 3MiHKM) 3MiHK BHeceHo Ao IHCTPYKLii Ans
MEAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
o po3giny "Mob6iyHi peakuii” Wwopo nosigoMneHb
npo nigo3ptoBaHsi NOBIYHI peakii, a Takox
iHCTpyKUilo JonoBHEHO po3ainamu "3asBHuUK" Ta
"Micue3HaxomKeHHs 3asiBHUKA" i3 3a3HA4YEHHAM
HaVMEHYBaHHS Ta MiCLIE3HaXO0KEHHS
3asBHWKa. TepMiH BBEAEHHS 3MiH - NPOTSrom 6
MiCsILiB Micnsi 3aTBEPOXKEHHS.

3a
peuerimom

He
nidnsicae

UA/17799/01/01
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[IpomoBxKeHHs goaaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BignosiganbHun
BMNYCK cepii:
Akkopa Xenckea
JlimiTeq, Benuka
BputaHis
KoHTponb sKoCTi
cepii:
Beccninr
XaHrepi K.,
YropwwmHa
KoHTponb sikocTi
cepil:
AcTpoH Pe3bopy
JlimiTen, Benuka
BpuTtaHia
KoHTponb sikoCTi
cepil:
dapmagokc
Xenckea Jlta.,
ManbTta
KoHTponb sikoCTi
cepil:
JIABAHANI3IC
C.P.J1, Itanis
KoHTponb sikoCTi
cepil:
PAPMABANIA
o,
MikpobionoriyHa
JlabopaTopis,
YropwuHa

25.

FEPLUENTUH®

niodpinizat gna
KOHLeHTpaTy Ans
PO34MHyY Ans
iHdpysin no 150 wr,
niodpinizat ans
KOHLeHTpaTy Ans
PO34MHY And
iHOY3iN y donakoHi,
no 1 dnakoHy B
KapTOHHiI kopobLyi

TOB
«Pow
YkpaiHa»

Ykpaina

BupobHuLTBO
Hepo3dpacoBaHO
T npoaykuii,
nepBuHHe
nakyBaHHs:
[>XxeHeHTeK IHK.,
CLUA;
Bupo6HuuTBO
Hepo3dpacoBaHo
i npoaykuii,
nepBuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs1,
BUNpPoOYBaHHS
KOHTpOIto
SIKOCTI, BUNYCK
cepii:

CLIA/
HimevuunHa/
LLisenuapis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3minu | Tvny - 3miln wWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHKM) 3MiHN BHECEHI Y TEKCT MapKyBaHHS
NepBUHHOI YNakoBKKW Nikapcbkoro 3acoby y n. 6
IHLWE. BBeaeHHs 3MiH NpoTSArom 6-Tu Micauis
nicns 3aTBepaXKEHHSI.

3a
peuerimom

UA/13007/01/01
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Kpaina
eUpPOb6HUKa

Bupo6Huk

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Poww
LiarHocTuke
v6X,
Himewumnna;
BTopuHHe
nakyBaHHs,
BUNPOOYBaHHSA
KOHTpOro
SKOCTI, BUMYCK
cepii:
®.XopdpmaHH-
Na Pow N1A,
LLisenuapis

26.

FEPLUENTUH®

niodpinizat gna
KOHLeHTpaTy Ans
PO34mMHY Ans
iHdpysin no 440 wr,
nioginisat anga
KOHLeHTpaTy Ans
PO34MHY Ans
iHdy3in y bnakoHi,
pasom 3 20 mn
PO3YMHHUKA
(PO3YMHHMK:
HakTepiocTaTuyHa
Boaa Ans iH'ekuin 20
M1, WO MICTUTb
1,1% 6eH3nnoBoro
cnupTy Ta Bogy Ansi
iH'exuin) y pnakoHi B
KapTOHHiI kopobui

TOB
«Pow
YkpaiHa»

Ykpaina

CLIA/
LLisenuapis

BrpobHuuTBO
Hepo3cacoBaHo
I Npoaykuii,
nepBUHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOIIO SKOCTI
(Tinbkn
CTepUIbHICTb Ta
MeXaHiYHi
BKITHOYEHHS):
[>xeHeHTeK IHK.,
CLUA;
BunpobyBaHHs
KOHTPOIIO SIKOCTI
(Tinbkn
CTepUIbHICTb Ta
MeXaHiYHi
BKJTIOYEHHS):
[>XxeHeHTeK IHK.,
CLUA;
BunpobyBaHHs
KOHTpOo
AKOCTI:
®.XodpdpmaHH-
Na Pow N1A,
LLisenuapisi;
BTopuHHe
naKyBaHHs,
BUNpPOBYBaHHS
KOHTpOIo
SIKOCTI, BUNYCK
cepii:
®.XopdpmaHH-
Na Pow N1A,
LLiBeviuapisi;

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHn | TMNY - 3MiHK Woao
Ge3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHWM) 3MiHN BHECEHI Y TEKCT MapKyBaHHS
NepPBUHHOI YNakoBKW fikapcbkoro 3acoby y n. 6
IHLLE. BBeaeHHs 3MiH NpoTarom 6-tm micauis
nicns 3aTBepAXEHHSI.

3a
peuerimom

UA/13007/01/02
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
Po34ynHHuKK:
BrpobHuuTBO
Hepo3dacoBaHo
T npoaykuii,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BUNPOOYBaHHSA
KOHTpOro
SAKOCTI, BUNYCK
cepii:
& . XodhdpmaHH-
Ia Pouw J11a,
LLisenuapis
27. | FIHOKCUH Kancynuv BariHanbHi Pexkopaari Ipnangis KaTtaneHT ITani ITanis BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a - UA/6094/01/03
M’siki no 1000 mr, no AineHg C.nA 3MiHuM | TUny - 3MiHK 3 akocTi. CepTudikat peuenmom
1 abo no 2 kancynu Ntg BignosigHocTi/FE-cepTudikaT BigNoBigHOCTI
y 6nicTepi; no 1 €Bponecbkin dhapmakonei/MoHorpadii.
Gnictepy B [MoaaHHsa HoBoro abo oHoBrEHOro cepTudikarta
KapTOHHIl kopobui BignoBigHocTi abo BUNy4YeHHs cepTudgikata
BifNoBigHOCTI €Bponenchkin dapmakonei: ons
A®Il; onsa BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®I; ans
[OMOMDKHOT peyvoBuHM (cepTudikat
BigNOBigHOCTI E€Bponerchkin hapmakonei) -
OHoBneHuin cepTudikar Bif y>Xe 3aTBEpAKEHOIO
BUpOOHMKa. [NogaHHA OHOBREHOro cepTudikara
BignosigHocTi €Bponeicekint papmakonei Ne R1-
CEP 2014-374-Rev 00 (3aTBepmxeHo: RO-CEP
2014-374-Rev 01) ana A®| deHTrKOHa30ony
HiTpaTy Bif 3aTBEpAXEHOro BUpoOHMKa
RECORDATI INDUSTRIA CHIMICA E
FARMACEUTICA S.P.A,, Italy
28. | FTMEHUET TabneTkn, BKpUTI "menmapk IHais "meHmapk IHais BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 6es - UA/11243/01/01
o6onoHkot, No 5 mr dapmach dapmacbioTukan 3MiHn | Tuny - 3MiHK 3 sikocTi. FoToBUMIA peuenma
no 10 Tabnetok y roTUKan3 3 NlTo. nikapcbkuii 3aci6. KoHTpornb rotoBoro
GnicTepi; no 1 abo JiTo. nikapcbkoro 3acoby. 3miHa y MeTogax

no 3, abo no 10
GnicTtepis B
KapTOHHIN ynakoBLj

BMNPOBYBaHHSA roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKeHVX MeTofax
BMNPODOYBaHHS) - He3Ha4yHa 3MiHa B MeToAi

BunpobyBaHHs 113 3a nokasHukoM «CynyTHi
powmiwkn» (BEPX, Ph.Eur. 2.2.29), a came

[oAdaBaHHSA NPUMITKU NPY NPUroTyBaHHI pyXomoi
asu: «<MeTog He € HafiNHUM 4518 HEBENUKNX
3MiH opraHiyHoro cknagy. Tomy npu nigroToBLi

pyxomoi da3n HeobxiaHO AOTpUMyBaTUCS
HanexHoi 06epexHoCTi».
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
29. | MMIOKO3A- PO34MH Ans iHdYy3in, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/14001/01/01
OAPHMLUA 50 mr/mn, no 200 mn | "®apmaue "®apmaLeBTUYH 3MiHu | TUny - 3MiHK Woao peuernmom nionsieae
abo no 250 mn, abo BTMYHA a ipma 6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
no 400 mn, abo no ipma "OapHuus” (iHWi 3miHW). 3MiHWM BHeceHo Ao IHCTpyKLUii ons
500 mn y conakoHax; | "HapHuusa" MEAMYHOrO 3aCTOCYBaHHsI NiKapCbKoro 3acoby
no 200 mn a6o no 0o posginy "Cnoci6 3actocyBaHHs Ta fo3n"
250 mn, abo no 400 wopno 6e3neku 3acTocyBaHHS MikapCbKoro
mr, abo no 500 mn y 3acoby. BBefeHHsi 3MiH npoTsirom 6-Tu micsilis
cdnakoHi; no 20 nicnsa 3aTBepAXEHHs!
driakoHiB y Kopobui
30. | TNOTANT kancynu no 300 mr, My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/9081/01/01
no 10 kancyny aKLioOHepH akuioHepHe 3MiHn | TMNY - 3MiHK Woao peuenmom
Gnictepi; no 2 abo e TOBapUCTBO Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
no 5 Gnictepis y TOBapucTs "HaykoBo- (iHLWi 3MiHW)
nauui 3 KapToHy o BUPOBHMYMI 3MiHa y 3B'AI3Ky YTOUHEHHSI BUKINaAeHHs po3ainy
"HaykoBo- LeHTp "[logaTkoBa iHdbopmauida. Al-1. Ynakoska" MKA
BMPOGHWY "BopLuariBcbkui Ta poaginy 3.2.P.7.
WU LEHTP Ximiko- [itoya pegakuis:
"BopLuaris dapmaLeBTUYHN MKA N3 JOOATKOBA IHOOPMALLIA (Ol) Al-1.
CbKuniA " 3asog” Ynakoska. Mo 10 TabneTok y 6nicTepi i3 nnisku
XiMiKO- NONIBIHINXNOPWUAHOI | onbr antoMiHieBoi 3
hapmaues O[HOCTOPOHHIM MOKPUTTAM TEPMOIAKOM i
TUYHUIA OPYKOM 3 Aipyroi cTopoHu. Mo 2 abo 5 Gnictepis
3aeoa” pPa3oMm 3 iHCTPYKLUiE AN MeguyHoro

3acToCyBaHHA npenapaTy NMoMmilaioTb y Nayky 3
KapTOHY 3 MapKyBaHHSAM YKpaiHCbKO Ta
POCINCLKOD MOBaMM Ta MapKyBaHHAM LLUPUDTOM
Bpanns ykpaiHcbkoto MoBoto. [pumiTka.
MapkyBaHHs nikapcbKkoro 3acoby, Koro gu3anH
noAalTbCs YKPaiHCLKOK Ta POCINCLKOD
MOBaMu, a Npv peanisauji npenapaty Ha
€KCMopT — MOBO, 0OYMOBIEHOIO B KOHTPAKTI, Y
BiANOBIQHOCTi 3 peecTpauinHUM O0CbE, Ske
cchopmoBaHe 3a BUMOraMu KpaiHu-imnopTtepa i
3asBMeHo Mif Yac peecTpauii B peecTpauinHi
opraHu KpaiHu-imnopTepa.
[MponoHoBaHa pepakuis:

MKA N3 JOOATKOBA IHPOPMALIA (Al) Al-1.
Ynakogka. Mo 10 TabneTok y 6nicTepi i3 nnisku
NoniBiHINXNOPUAHOI i honbrn antoMmiHieBoi 3
OAHOCTOPOHHIM MOKPUTTAM TEPMOIIAKOM i
Apykom 3 apyroi ctopoHu. Mo 2 abo 5 6nictepis
pa3om 3 iHCTPYKLieo Ans MeAUYHOro
3aCTOCyBaHHs Mpenapary NoMilLaTb y Nayky 3
kapToHy. OHOBMEHHS TEKCTY MapKyBaHHS
ynakoBKM fnikapcbKkoro 3acoby, 3okpema
BUITyYeHHS iHcpopMallii, ka HaHOCUTbCS
POCINCLKOK MOBOIO.

BBegeHHs 3MiH NpoTArom 6-Tv MicauiB nicns
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
3aTBEPKEHHS.
3Mminu | TMnYy - 3miHK 3 AkocTi. FoToBUN
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3acit. 3miHa
nocravanbHWKa nakyBanbH1x maTepianis abo
KOMMMEKTYI0UMX (SIKLLO 3a3Ha4YeHO B AOCHE)
(BUNyYeHHs nocTayanbHuka) BunyyeHHs
HaliMeHYBaHHS NMocTaqanbHUKIB NakyBarnbHUX
MaTepianis 3 peecTpauiHOro 4OCbe, Y 3B'a3Ky 3
npuBeaeHHsM po3giny 3.2.P.7. peecTpauiiHoro
00CbE Y BigNoBIHICTb 4O €BPONEVCHKMX BUMOT a
TaKoX BUMYYEHHS i3 peecTpauiiHoro 4ocbe
BUpobHuka «Mnieka MBX» TOB "KnbokHep
MeHTanmnact Pyc", pocis.
31. | FTPUN-rPAH rpaHynmno 10ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 6e3 - UA/8300/01/01
neHani abo y "HauioHan "HauioHanbHa 3MiHuM | Tuny - 3MiHK 3 akocTi. ADI. peuyenma
dNaKkoHi 3 KPULLIKOIO; bHa lomeonaTnyHa BupobHuuTeo. 3miHa BUpOGHMKa
no 1 nenany a6o FomeonaTt Cninka" BUXigHOro/MPOMiDKHOIO NPOAYKTY/peareHTy, Lo
dnakoHy B nauui 3 n4yHa BVKOPVCTOBYOTBCS Y BUPOBHMYOMY NpoLieci
KapTOHY Cninka" A®I, abo 3miHa BUpobHuKa (Bkovatoun, e

HeobXiaHO, MicLe NPoBeAEHHsT KOHTPOSO SIKOCTi)
A®I (3a BigcyTHOCTI cepTudpikata BignoBigHOCTI
€Bponeicbkini hbapmakonei y 3aTBepaxXeHoMy
nocbe)(iHwi 3miHm). 3miHa agpecu micus
NpoBaKEeHHS AiAnNbHOCTI 3 BUPOBHMLTBA
romMeonaTnyHux posseaeHsb (Arsenicum album
1000 CH), wo € nikapcbkuMu cybcTaHuissMm
(BMroTOBNEHVMMM B yMOBaX anTeku) y
BMPOGHMLTBI rpaHyn J13, y 38’a3Ky 3 nepeisgom
AnTekun «HauioHanbHa romeonaTuyHa crninka»
Ne1.
3miHu | Tvny - 3miHu 3 skocTi. API.
BupobHuuTBo. 3MiHa BUpOGHUMKa
BUXiQHOro/MPOMIKHOIO NMPOAYKTY/peareHTy, Lo
BMKOPWUCTOBYHOTBLCS Y BUPOBHMYOMY npoLeci
A®I, abo 3miHa BUpobHuKa (Bknovatouu, ae
HeobXxiaHO, MicLie NPOBEAEHHST KOHTPOHO SKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BiaNoBIigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaXeHOMy
[OCbE)(iHLLi 3MiHK) -
3MmiHa agpecy Micust NPOBAKEHHST OiANbHOCTI 3
BMPOOHMLTBA rOMeonaTUYHNX PO3BEAEHb
(Mercurius solubilis 1000CH), Lo € nikapcbknmMm
cybcTaHuigMu (BUrOoTOBMEHMMN B YyMOBaX
anTteku) y BUpobHUUTBI rpaHyn J13, y 3B’A3Ky 3
nepeizgomMm Anteku «HauioHanbHa
romeonartuyHa cninka» Ne1. 3miuu | Tuny - 3MiHn
3 sikocTi. A®l. BupobHuuTBO. 3MiHa BUPOGHMKa
BWXiQHOro/NMpoMIDKHOTO NMPOAYKTY/peareHTy, Lo
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BVIKOPVCTOBYIOTBCS Y BUPOOHMYOMY npoLeci
A®I, abo 3miHa BUpoGHUMKa (BKIoYarouu, ae
HeobXiaHO, MicLe NPOBEeAEHHST KOHTPOSO SIKOCTi)
A®I (3a BigcyTHOCTI cepTudpikata BignoBigHOCTI
€sponelcbkint hbapmakonei y 3aTBepaxXeHoMy
nocbe)(iHwWi 3MiHm).
3MiHa agpecy Micusi NpoBaKEHHST OisANbHOCTI 3
BMPOGHMLTBA roMeonaTnyHux posseaeHs (Rhus
toxicodendron 1000CH), wo € nikapcbknmm
cybcTaHuisMu (BUroTOBMEHUMY B yMOBaX
anTekun) y BUpobHUUTBI rpaHyn J13, y 3B’s3ky 3
nepeisgom AnTtekn «HauioHanbHa
romeonatuyHa cninka» Ne1. 3miHu | Tuny - 3miHn
3 AkocTi. A®l. BupobHuuteo. 3miHa BUpOGHMKa
BVXiAHOro/NnpoMi>KHOrO NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTBCS Y BUPOBHMYOMY NpoLieci
A®I, abo 3miHa BUpobHuKa (Bkrovatoun, ae
HeobXiaHO, MicLe NPoBeAEHHsI KOHTPOSO SIKOCTi)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei y 3aTBepaXXeHoOMy
nocbe)(iHwWi 3MiHm).
3MmiHa agpecy Micusi NpoBaKEHHS OisANbHOCTI 3
BMPOBHMLUTBA roMeonaTuyHMX po3BeaeHb
(Arnica 1000CH), wo € nikapcbkummn
cybcTaHuissMu (BUrOTOBMEHUMY B yMOBaX
anTtekun) y BupobHuuTBi rpanyn J13, y 38’A3ky 3
nepeizgomMm Anteku «HauioHanbHa
romeonatuyHa cninka» Ne1. 3minu | Tuny - 3MiHu
3 gkocTi. A®l. BupobHuuteo. 3miHa BUPOGHMKa
BVXiHHOro/npoMiXKHOrO NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYOTBCS Y BUPOBHMYOMY npoLieci
A®I, abo 3miHa BUpobHuKa (BKroyatoun, ae
HeobXxiaHO, MicLie NPOBEAEHHST KOHTPOO SKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BianoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaxXeHoMy
[OCbE)(iHLLi 3MiHK) -
3miHa agpecu Micus NpoBagXXeHHS OisinbHOCTI 3
BMPOBHMLUTBA roMeonaTuyHMX po3BeaeHb
(Aconitum 1000CH), wo € nikapcbkumm
cybcTaHuisiMu (BUrOTOBMEHUMY B YyMOBaX
anTtekun) y BUpobHuuTBi rpaHyn J13, y 3B’A3Ky 3
nepeizgom Antekn «HauioHanbHa
romeonartuyHa cninka» Ne1.

32.

OANALVH U

kancynu no 150 wmr;
no 8 kancyny
GnicTepi; no 2
6nictepu B
KapTOHHiI kopobui

NOANIEP
IHK.

CLIA

®apeBa Ambyas

PpaHuis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata

3a
peuerimom

UA/1903/02/01
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
BiNoOBIigHOCTI €Bponenchkin dapMakonei: ons

A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMiIXHOrO NMPOAYKTY, O
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BMpobHuKa. MoaaHHs oHoBReHoro ceptudikata
BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2000-210 - Rev 07 (3atBepakeHo: R1-CEP
2000-210 - Rev 06) ansa A®I kningamiumHy
rigpoxnopuay Bif BXe 3aTBEpPOKEHOro
BMpobHmka Chongging Carelife Pharmaceutical
Co. Ltd., China. 3minu | Tuny - 3miHM 3 AKOCTiI.
CepTudikat BignosigHocTi/E-cepTudikat
BignoBigHOCTI €Bponeiichbkin
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignosigHoCTi abo
BUNYYEHHSA cepTudpikaTta BignoBigHOCTI
€Bponewicbkin apmakonei: ana A®Il; ans
BUXiQHOro matepiany/peareHTy/npoMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
ADI; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaTt
BiNoOBIigHOCTI €Bponeichkin thapmakonei) -
OHoBneHwuin cepTudikar Bif yke 3aTBepaXXEHOro
BUpOOHMKa. [NogaHHA OHOBREHOro cepTudikara
BignosigHocTi €Bponeicbkint papmakonei Ne R1-
CEP 2000-210 - Rev 08 ana A®| kniHgamiumHy
rigpoxnopuay Bif BXe 3aTBepAXeHOro
BMpob6Huka Chongqging Carelife Pharmaceutical
Co. Ltd., China. 3minu | Tvny - 3miHuK 3 skoCTi.
CeprudikaT BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponeinchkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUITyYeHHSA cepTudikaTa BignoBigHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
ADI; ona oonomixkHOI pe4oBUHM (cepTudikat
BiNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREHWI cepTuUiIkaT Bif y>Ke 3aTBEPAKEHOrO
BUpOGHWKa. MNogaHHs OHOBNEHOro cepTudikaTa
BignoBigHocCTi €Bponeincekini hapmakonei Ne R1-
CEP 2013-190 - Rev 01 (3aTBepaxeHo: R1-CEP
2013-190 - Rev 00) ans A®I kniHgamiuuHy
rigpoxnopuay Bif BXe 3aTBepAXeHOro
BMpo6HMKa Zhejiang Hisoar Chuannan

Pharmaceutical Co., Ltd., China
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no 8 kancyny
Gnictepi; no 2
Gnictepn B
KapTOHHiI kopobui

BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHa HoBOro abo oHoBrneHoro cepTudikata
Bi4NOBIgHOCTI abo BUNy4YeHHs cepTudikara
BiNOBIigHOCTI €Bponenchkin dapmMakonei: ons
A®Il; onsa BuxigHoro
marepiany/peareHTy/NpOMIKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
BiNoOBIigHOCTI €Bponeichkin thapmakonei) -
OHoBReHuI cepTudikaT Bif yXKe 3aTBEpPAXEHOro
BUpOOHMKa. NogaHHA OHOBREHoro cepTudikara
BignosigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2000-210 - Rev 07 (3atBepakeHo: R1-CEP
2000-210 - Rev 06) ana A®I kniHgamiumHy
rigpoxnopuay Bif BXe 3aTBEpPOKEHOro
BMpobHmka Chongging Carelife Pharmaceutical
Co. Ltd., China. 3minHu | Tvny - 3miHK 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat
BignoBigHOCTI €Bponeiichbkii
capmaxkonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCTi abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponenicbkin papmakonei: ana A®l; ans
BUXiAHOro Matepiany/peareHTy/NpOMiXXHOro
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaTt
BigNoBigHOCTI E€Bponerchkin hapmakonei) -
OHoBneHun cepTudikar Bif yXe 3aTBEpOXEHOIO
BUpOOHMKa. [NogaHHA OHOBREHOro cepTudikara
BignosigHocTi €Bponeicbkint papmakonei Ne R1-
CEP 2000-210 - Rev 08 ana A®| kniHgamiumHy
rigpoxnopuay Bif BXe 3aTBepAXeHOro
BupobHuka Chongqing Carelife Pharmaceutical
Co. Ltd., China. 3minu | Tvny - 3miHuK 3 sKoCTi.
CeprudikaT BignosigHocTi/l E-cepTudikat
BignNoBigHOCTI €BponeichbKii
dapmakonei/MmoHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BMXiAHOro MaTtepiany/peareHTy/MpOMiXXHOro

ADI; ona ooNoMiXkHOI pe4oBUHM (cepTudikaTt
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI

OHoBREHWI cepTudikaT Bif y>Ke 3aTBEPAKEHOrO

BUpOGHKKa. MNogaHHs OHOBNEHOrO cepTudikaTa

27
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
33. | OANALUMH L kancynu no 300 wmr; NPANIEP CLWA ®apeBa Ambyas PdpaHuis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/1903/02/02
IHK. 3MiHn | Tuny - 3MiHm 3 sKkocTi. CepTudikar peuenmom




28

[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2013-190 - Rev 01 (3atBepaxeHo: R1-CEP
2013-190 - Rev 00) ansa A®I kniHgamiumHy
rigpoxnopuay Bif BXe 3aTBEpOKEHOro
BMpobHWKa Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd., China

34.

OEPUBA C MC

renb no 15 ry Ty6i;
no 1 1y6i B
KapTOHHiIl kopobui

nmenmapk
dapmacb
HoTMKan3
1o,

IHaisa

"meHmapk
dapmacbioTukan
3 Jlta.

IHAis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3aranbHeHWX OaHnX
npo cucteMy papmakoHarnagy (BBeeHHs
y3aranbHeHVX JaHUX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHUKa ANs 30iNCHEHHSA
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big yNoOBHOBaXXeHOI ocobu,
BiANOBigaNbHOI 3a 34iINCHEHHS hapMakoHarnagy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-tanna cuctemm
dapmakoHarnsgy) 3miHa ynoBHoBa)keHoi ocobu
3asiBHMKA, BiANOBiAanbHOI 3a hapmakoHarnsa.
Litoua pegakuis: YTe XodHep / Ute Hoeffner.
[MponoHoBaHa pepakuis: QHiaHewsap ApiyH
Canan / Dr. Dnyaneshwar Sanap.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXeEHOI 0cobu,
BigMNoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLS 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
apmakoHarnsgy. 3miHa mMicLe3HaxomKeHHs!
MacTep-anna cucteMmu papmakoHarnsgy.

6e3
peuenma

UA/14954/01/01

35.

OYDANAK® ®PYT

PO34MH OparnbHUiA,
667 mr/mn no 200
Mn abo no 500 mn
PO3YMHY Yy N 3
MipHUM
CTakaH4vKoOM

ABGOTT
Xernckea
MpoaakTc

B.B.

HipnepnaH
an

AGGOTT
Bionogxikan3a
B.B.

Hinepnanamn

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3miHW). 3MiHM BHECEHO [0 iHCTPYKUii Ans
MeANYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby
0o po3sginy "OcobnueocTi 3acTocyBaHHsA"
BiMNOBIOHO 4O OHOBMEHOI iHpopmaLii 3 6esneku
3aCTOCyBaHHS fikapcbKoro 3acoby, a Takox A0
po3giny "MobiuHi peakuii" BHeceHo iHdopmalLlito
LLOA0 HeObXiAHOCTI NOBIAOMMIATY MPO YCi
BMMNagKuW Nigo3ptoBaHNX NoGiYHMX peakuin Ta
BiACYTHOCTi ePeKTUBHOCTI NikapcbKkoro 3acoby.
BBeneHHs 3miH NpoTArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS.

6e3
peuenma

nidnseae

UA/15943/01/01

36.

EHANO3UA® 12,5

Tabnetku; no 10
TabneTtok y 6nictepi;
no 2 abo no 3
Gnictepu B mayui 3

AT
"®apmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHixX maTepianis:
3MiHM | Tuny - 3miHK 3 skocTi. [oToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTEVHep/3aKynopoBanbHuii 3aci6. 3miHa

3a
peuenmom

UA/0702/01/01




29 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
KapTOHY napameTpiB cneuudikadi Ta/abo gonycTummx
MeX NepPBUHHOI YMaKoBKN FOTOBOTO NiKapCbKOro
3acoby (fonoBHEHHs cneundikauii HoBUM
NOKa3HMKOM 3 BiANOBiAHUM MeTOA0M

BMNPOOYBaHHS) OHOBNEHHs po3giny 3.2.P.7
Cuctema koHTelHep/ 3aKynoproBanbHWiA 3acio, a
camMe JOMOBHEHHS creumadikaLii Ha donbry
namiHoeaHy NBX Ta noniamigom nokasHukom
«lpeHTudikauisi». 3miHn | TMny - 3MiHM 3 SKOCTI.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa
napameTpiB cneundikaui Ta/abo gonycTummx
MeX NePBUHHOI YMaKoBKM FOTOBOTO NiKapCbKOro
3acoby (BWyYEeHHS HE3HAYHOTO MOKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka))
OHOBreHHs po3sginy 3.2.P.7 Cuctema
KOHTeWHep/ 3aKynoptoBanbHui 3acib, a came
BUNYYEHHS 3i cneundikauii Ha ponbry
namiHoaHy MNBX Ta noniamigom He3Ha4YHMX
rokasHukie «MaTepian», «Po3aMipy pynoHy»,
«WupuHa donbrmny», «ToBwMHa». 3MiHu | Tuny -
3MiHM 3 skocTi. [0TOBMI Nikapcbkuii 3acit.
Cunctema KoHTenHep/3akynoproBanbHuUi 3aci6.
3miHa napameTpiB cneundikadi Ta/abo
O0NyCTUMMUX MEX NEPBUHHOI YNaKOBKM FOTOBOIO
nikapcbKkoro 3acoby (iHLWi 3MiHWN) BHECEHHS 3MiH
oo po3sginy 3.2.P.7 Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acid, a came
OHOBIeHHSA cneuudikauii Ha donbry
namiHosaHy MBX Ta noniamigom 3a nokasHWKOM
«ToBwwuHa nniskuy». 3MiHu | TUNY - 3MiHK 3
sKocTi. [oToBMI nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikaui Ta/abo gonycTummx
MeX NepBUHHOI YMaKoBKM FOTOBOTO NiKapCbKOro
3aco0y (iHwWi 3miHW) oHoBNEHHs po3ainy 3.2.P.7

antoMiHieBy nakoBaHy ApYyKOBaHy 3a .
«30BHILWHIN BUNSA» Ta « ToBLLMHA POMbIn».
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. Cnctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa

3acoby (oNoBHEHHS cneuudikadii HoBUM
NOKa3HWKOM 3 BifiNOBIAHNUM METOA0M

CucTtema koHTenHep/ 3akynoptoBanbHuUiA 3aci6, a
came BHECEHHS 3MiH o crieumndikauii Ha donbry

napameTpiB cneuudikaii Ta/abo gonyctummx
MeX NEePBUHHOI YNaKOBKM FOTOBOrO NiKapCbKOro

BUNpobyBaHHs) OHOBNeEHHS po3ainy 3.2.P.7
Cunctema KOHTeNHep/3akynoptoBarbHuii 3acib, a
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Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
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3aseHUK

Kpaina
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Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

camMe JOMOBHEHHS creumdikaLii Ha donbry
antoMiHieBy nakoBaHy ApPYKOBaHY NOKa3HWKOM
«lpeHTudikauisi». 3miHn | TMny - 3MiHM 3 SKOCTI.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
napameTpiB cneuudikadi Ta/abo gonycTummx
MeX NePBUHHOI YMakoBKW FOTOBOTO NiKapCbKOro
3aco0y (BUINyYEHHsS] HE3HAYHOTO MOKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka))
OHOBreHHs po3giny 3.2.P.7 Cuctema
KOHTEeWHep/ 3aKkyrnoptoBarnbHui 3acib, a came:
BUNYYEHHS 3 cneumdikauii Ha donbry
antoMiHieBy nakoBaHy ApyKOBaHy .
«Martepianun», «I'padiyHe opopMneHHs,
NPaBUIbHICTb HAHECEHHS TEKCTY», «Po3Mipu
pynoHy», «lnprHa donbri apyKoBaHoi»,
«lMNoBepxHeBa LWiNbHICTb PONbrnY,
«[NoBepxHeBa LWinbHICTb ONbrM APYKOBaHOI»,
«Bun3HauyeHHs HaQiMHOCTI HaHeCeHHs
Apykapcbkmx hapb Ta 3axucHoro naky Ha
donbry (agresis cdnekcorpadCbkoro Apyky)»,
«CrTirikicTb NoBepXHeBOro Lwapy dosnbrv 4o
BMICOKOI TeMnepaTypm (TeMnepaTypHUIn TECT)»,
«CknetoBaHHsi 3 MNBX», «BupobHMKMy».

37.

ENIMAT

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 50
mr no 10 TabneTtok y
6nictepi; no 10
GnicTepiB y
KapTOHHiI kopobui

ToppeHT
dapmacb
toTikanc
nra.

IHaia

ToppeHT
dapmachioTikan
clTa.

IHAis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHW y KOPOTKili XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/GionofibHUx nikapcbkmx
3acobiB nicnsg BHECEHHSA TiEl camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaAaHHS >XOAHUX HOBUX AOAATKOBUX AaHMUX)
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MeanyHoro
3acTocyBaHHS fikapcbKkoro 3acoby y posginu:
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta
iHWi B1am B3aemogain", "OcobnmBocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaato”, "3aartHicTb
BMMMBATU Ha LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHCcnopToM abo iHWMMKU MexaHiamamn”,
"Mepeno3yBanHs", "MobiyHi peakuii" BignoBigHO
00 iHdopMaLii LWoao MegUYHOro 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby
(TOMNAMAKC, kancynu). BBegeHHs 3MiH
NpoTArom 6-TM MicSLIB Micnsi 3aTBEpPYKEHHS

3a
peuenmom

He
nidnseae

UA/14138/01/01

38.

ENIMAT

TabneTku, BKPUTI
NNiBKOBOKO

ToppeHT
dapmacb

IHaia

ToppeHT
dapmacbioTikan

IHAis

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3minm | TMny - 3miln WwWoao

3a
peuerimom

He
nidnsizae

UA/14138/01/02
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Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

o6ornoHkoto, no 100
mr no 10 TabneTtok y
Gnictepi; no 10
GnictepiB y
KapTOHHi kopobui

toTikanc
Nra.

clTa.

6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHW y KOPOTKiV XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MELMNYHOro 3aCTOCYBaHHs
reHepUYHUX/ribpuaHMx/6ionoaibHUX nikapcbkux
3acobiB nicns BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHMIN Npenapat (3MiHa He noTpebye
HaJaHHS XXOOHNX HOBUX A0AATKOBMX AAHMX)
3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCyBaHHS NikapCcbKoro 3acoby y po3ainu:
"B3aemogis 3 iHWKMK nikapcbkumn 3acobamm Ta
iHWi B1am B3aemogain", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHS Y nepiog
BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BNANBATU Ha LUBUAKICTb peakLii Npy KkepyBaHHi
aBTOTpaHCNopToM abo iHWKMMK MexaHiamamn',
"Mepepno3yBaHHs", "MobiyHi peakuii” BianoBigHO
0o iHhopmaUii LWoAO0 MeAMYHOro 3acTOCyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby
(TOMAMAKC, kancynu). BeegeHHs 3MiH
NpOTArom 6-TM MicsLUiB Nicnsa 3aTBepAXeHHs

39.

EPNIOTUHIB-BICTA

TabneTtkn, BKPUTI
NniBKOBOKO
o6ornoHkot, no 25
mr, no 10 TabneTok
y 6nictepi, no 3
Gnictepu B
KapTOHHiI kopobui

Mictpan
Kenitan
MeHenxm
EeHT
Jlimiten

AHnia

Pewmegika Jlta.

Kinp

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHW y KOPOTKili XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/6ionofibHMx nikapcbkmx
3acobiB nicnsg BHECEHHSA TiET camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaAaHHS >XOAHUX HOBUX AOAATKOBUX AaHMUX)
3MiHM BHeCeHi [0 iHCTPYKLUii ANs MeanyHoro
3aCTOCYBaHHSA nikapcbkoro 3acoby y po3ainu
"®apmakonoriyHi BnactusocTi", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaa”, "Cnocib
3acTocyBaHHA Ta Jo3un" 3rigHo 3 iHpopmalieto
LLI0AO0 MEAMNYHOrO 3aCTOCYBaHHS pedepeHTHOro
nikapcbkoro 3acoby (TAPLIEBA®, TabneTtku,
BKPWTI NiBKOBOK OGOMOHKOH0)
BBeneHHs 3miH NnpoTArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS!

3a
peuenmom

He
nionsieae

UA/18959/01/01

40.

EPNOTUHIB-BICTA

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, no 100
Mr, no 10 TabneTok
y 6nictepi, no 3
Gnictepu B
KapTOHHI kopobui

MicTtpan
Kenitan
MeHenxm
EeHT
Timiten

AHnia

Pewmegika Jlta.

Kinp

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepucTuLli nikapcbKkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMnYHOro 3acTOCYBaHHS
reHepu4HuX/ribpnaHnx/GionofibHUX nikapcbkmx

3a
peuenmom

He
nionsieae

UA/18959/01/03
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yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3acobiB nicns BHECEHHS TiEl camoi 3MiHK Ha
pedepeHTHUIA Npenapar (3mMiHa He noTpebye
HaflaHHS XOAHWNX HOBMX AOAATKOBUX AaHWX)
3MiHW BHeCeHi A0 IHCTPYKLUii Ans MeguyHoro
3aCTOCYBaHHSA nikapcbKkoro 3acoby y po3ainu
"®apmakornorivHi BnactusocTi", "OcobnmneocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHoOCTi abo rogyBaHHs rpyaaw”, "Cnocib
3acToCcyBaHHA Ta 403" 3rigHo 3 iHdopmalieto
LLI0A0 MeAMYHOro 3aCTOCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (TAPLIEBA®, TabneTku,
BKpUTI NiBKOBOO 0BOOHKOHO)
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPOKEHHS

3a

He

UA/18959/01/04

41.

EPNIOTUHIB-BICTA

TabneTtkn, BKPUTI
NniBKOBOKO
obonoxkoto, no 150
mr, no 10 TabneTtok
y 6nicTepi, no 3
Gnictepu B
KapTOHHIl kopobui

Mictpan
Kenitan
MeHemxm
EeHT
Nimiten

AHnia

Pewmegika Jlta.

Kinp

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | TMNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHW y KOPOTKilA XapaKTepucTmLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii ans
MEeOMYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpuaHux/6ionoaidHMX nikapcbknx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI Npenapart (3MiHa He noTpebye
HaflaHHS XOAHWX HOBMX AOAATKOBUX AaHWX)
3MiHM BHeCeHi [0 iHCTPYKLUii ANst MegnyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"®apmakonorivHi BnactusocTi", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHoCTi abo rogyBaHHSA rpyaato”, "Cnocid
3acTocyBaHHA Ta Jo3un" 3rigHo 3 iHpopmalieto
LL0A0 MEAMYHOrO 3aCTOCyBaHHsS pedepPeHTHOro
nikapcbkoro 3acoby (TAPLIEBA®, Tabnetku,
BKPWTI MiBKOBOK OGOMOHKOL0)
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPOKEHHS

peuerimom

nidnsicae

UA/14782/01/01

42.

ECMNA-®OLIMH®

MOpOLLOK AN
oparnbHOro Po3ynHy
no 3000 mr/naker,
no 8 r nopoLuky
(3000 mr gitoyoi
PEYOBUMHM) Y NakeTi;
no 1 nakety B
KapTOHHIN ynakoBLj

Ecnapma
beX

HimeyumH
a

BMPOGHMLUTBO
Hepo3dpacoBaHO
ro NpoaykTy,
nepBuHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SKOCTI,

BUNYCK cepii:
JliHopodpapm
mBX,
HimeuuuHa;
BTOPVHHE

HimevuunHa

NakKyBaHHA:

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHum Il Tuny - 3miHn 3 sikocTi. ADI.
BupobHuuTBo. 3miHa BUpOGHMKa
BWXiQHOro/NMpPOMIKHOIO NPOAYKTY/peareHTy, Lo
BUKOPWUCTOBYIOTBCS Y BUPOBHMYOMY npoueci
A®I, abo 3miHa BUpobHuKa (BKtoyatoun, ae
HeobXxiaHO, MicLie NPOBEeAEHHST KOHTPOIHO SKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BianoBigHOCTi
€Bponelicbkini hapmakonei y 3aTBepaXeHoMy
[0Cbe)(BBEAEHHS HOBOrO BUpoGOHUKa AdI 3
HagaHHsIM macTep-anna Ha Adl) BBegeHHs
nopaTtkoBoro BupobHuka APl - CLAROCHEM
IRELAND LTD., Ireland.

3a
peuerimom
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
ecnapma ®apma
Cepsices 'M6X,
HimeyuunHa
43. | IBYNPOM ANA CyCneHsis opanbHa, FOHinao, CLWA Bupo6HuuTBO, Icnanis/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: bes - UA/15878/01/01
OITEN no 100 mr/5 mn; no n nepBuHHe Ta Hinepnanau 3minn | Tuny - 3minn 3 akocTi. CepTudikat peuenma
100 mn, 150 mn abo BTOPUHHE / BignosigHocTi/ME-cepTudikaT BiANoBIgHOCTI
200 mn 'y dnakoHi; nakyBaHHs, Monbwa €sponeiicbkin hapmakonei/moHorpadii.
no 1 dnakoHy y KOHTPOIb SIKOCTI, MopaHHs HoBoro abo OHOBIEHOrO cepTudikaTta
KOMMAEKTi 3i BUNYCK cepii Bi4NOBIgHOCTI abo BUNy4YeHHs cepTudikara
LINpULLOM- roToBOro BiNOBIgHOCTI €Bponenchkin dapmMakonei: ons
Ao3atopom no 5 mn nikapcbkoro AQ®Il; ansa suxigHoro
B KAPTOHHIl kopobui 3acoby: MaTepiany/peareHTy/npoMiKHOro NPOAYKTY, LLO
dapmacbeppa BMKOPUCTOBYIOTbCS Y BUpobHuUTBi A®I; ans
MaHrydek4ypiH, AOMOMDKHOT peyvoBuHM (cepTudikat
C.J1., IcnaHis BiNoOBIigHOCTI €Bponeichkin thapmakonei) -
Bupo6HuLTBO, OHoBReHuI cepTudikaT Bif yXKe 3aTBEpPAKEHOro
nepBuHHe Ta BMPOBHMKa - NOAAHHS OHOBMEHOro cepTudikara
BTOPUHHE BignosigHocTi €Bponeicokint papmakonei Ne R1-
nakyBaHH4, CEP 1996-058 - Rev 06 (3aTBepakeHo: R1-CEP
KOHTPOIb SKOCTI, 1996-058 - Rev 05) ansa AdI ibynpodeHy Big
BUNYyCK cepii BXe 3aTBepmxeHoro BupobHuka S| GROUP,
roToBOro INC., CWLA.
nikapcbkoro
3acoby:
Oendapm
bnapen B.B.,
Higepnanan

KoHTponb skocTi
(32 BUHATKOM
MikpobionoriyHo
ro KOHTPOHo),
BUMYCK Cepii
roToBOro
NPOAYKTY:
dapwmanigep,
C.A,, IcnaHis
BupobHuuTBoO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,

KOHTPOIb SIKOCTi:

Enedapm, C.J11.,
IcnaHisa
Bunyck cepii
roToBOro
npoaykTy:
TOB HOC
dapmalis,
Monblia
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
AnbTepHaTuBHa
ninbHUUA ans
npoBeaeHHs
MikpobionoriyHo
ro KOHTPOIO
(cybporosip 3
BUPOBHMKOM
dapwmanigep,
C.A.):
Biona6 C.J1.,
Icnanis
44. | 1IBYNPOM CNPUHT Kancynm m'siki no FOHinao, CWA Bupo6Humk Hioepnanamn BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 - UA/6045/02/01
KANC 200 mr no 6 abo no nn BignosiganbHUin / Monblua 3MiHn | TMny - 3miHn 3 skocTi. CepTudikat peuenma
10, abo no 12 3a BignoBigHocTi/'E-cepTudikaTt BiANOBIAHOCTI
kancyn y énicrepi; BUPOGHMLTBO, €Bponecbkin dhapmakonei/MoHorpadii.
no 1 Gnictepy B KOHTPOSb Ta MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
KapTOHHIN kopobuyj; BUMYCK MPOAYKTY BiAMOBIAHOCTI abo BUy4YeHHsA cepTudikata
no 12 kancyny in bulk: BifNoBigHOCTI €Bponeinchkin dapmakonei: ons
Gnictepi; no 2 MaTeoH A®l; ona BuxigHoro
Gnictepu B Codpraxenc marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, LLO
KapTOHHi KOpoOLyi; b.B., BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
no 10 kancyny Higepnangu [OMOMIDKHOI peyoBUHM (cepTudikaT
GnicTepi; no 3 Bupo6Huk BiAMOBIAHOCTI €Bponencokin dapmakoneri) -
Gnictepu B BignosiganbHWn OHoBReHuI cepTudikaT Bif yXKe 3aTBEpAXEHOro
KapTOHHiI kopobui 3a yNaKkoBKy, BUPOGHKKa - MogaHHsi OHOBIIEHOrO cepTudikata
KOHTpOIb Ta BignoBigHOCTi €Bponencokini hapmakonei Ne R1-
BUNYCK cepii CEP 1996-061 - Rev 15 (3aTBepgxeHo: R1-CEP
roToBOro 1996-061 - Rev 14) ansa A®!l ibynpodeHy Big
npoaykTy: BXe 3aTBepAeHoro BmpobHuka Solara Active
TOB OC Pharma Sciences Limited, India.
dapmallis,
Monbla
45. | IH®GAHPUKC cycneHsis (DTPa- "makcoCwmi Benuka nakcoCwmitKns Benebris BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a - UA/16235/01/01
FEKCA™/INFANRIX HBV-IPV) gns TKnsH BputaHis | 1iH Bionopxikan3 3miHu | TUNYy - 3miHu 3 akocTi. APl. KoHTponb peuenmom
HEXA™ iH'ekuii no 0,5 mn (1 Ekcnopt C.A. A®I. 3miHa y napameTpax cneumdikauin Ta/abo
KOMBIHOBAHA fno3sa) Ta niodginisat Nimiten OOMyCTUMMNX MEX, BU3HAYEHUX Y crneumadikaLisax
BAKUMHA OnsA (Hib); 1 nonepegHbo Ha A®l, abo BUXiZHUIA/NPOMIXKHUIA
MPO®INAKTUKA HanoBHEHWIA NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
OUOTEPIT, NPABUSA, | oagHopasosuit npoteci BupobHuuTBa ADI (3BY>KEHHS
KALUIIOKY wnpwuy (no 0,5 mn (1 OOMNYCTUMUX MEX, BU3HAYeHMX y crneuudikauii)
(ALENIONSAPHUN [03a)) y KOMNNeKTi 3 3BYXEHHS [OMYCTUMUX MeX A TeCTy
KOMMOHEHT), OBOMa ronkamm Ta BusHaueHHs BMicTy D-aHTUreHy noniomienity
FENATUTY B, rakoH 3 cepotunis 1, 2 i 3 y cneuudikauii
noniomMieniTy TA nioginizatom (Hib) iHaKTVBOBaHOrO MOHOBANEHTHOrO MPOMiXXHOIO
3AXBOPIOBAHD, ans 1 gosu, Wwo npoaykTy (ISV) npu Bunycky. 3minm Il Tuny -
3B6YQHUKOM AKUX 3MiLlyoTbCs nepes 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkui 3acib.
€ HAEMOPHILUS BUKOPUCTAHHAM KoHTponb roToBoro nikapcbkoro 3acody. 3MiHa
INFLUENZAE TUNY (wnpwy, 3 ronkamu napameTpiB cneuudikaui Ta/abo gonycTummx
B 3aKpUTi TyMOBUMU MEX roTOBOrO fikapcbkoro 3acoby (Buny4eHHst
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Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

KoBnaykamu); OBi
ronku (ogHoro
po3mipy), Wwnpuy Ta
dnaKkoH repMeTUYHO
3anakosaHi y
nnacTUKoBuUi
KOHTelHep; no 1 abo
no 10 nnacTukoBmx
KOHTENHepiB y
KapTOHHI kopobLi 3
MapKyBaHHSIM
YKpPaiHCbKOK MOBOIO;
1 nonepeaHbLO
HaMoBHEHWN
OAHOpa3oBun
wnpwy (no 0,5 mn (1
[03a)) y KOMNNekxTi 3
[BOMa ronkamu Ta
bnakoH 3
nioginiatom (Hib)
ona 1 goau, wo
3MiWyoTbCs nepes
BUKOPUCTAHHAM
(wnpwy, 3 ronkamu
3aKpUTi TyMOBUMM
KOBMaykamw); aBi
ronku (ogHoro
po3mipy), Wwnpuy Ta
dNaKkoH repMeTU4HO
3anakoBaHi y
nNnacTUKoBU
KOHTenHep; no 1 abo
no 10 nnacTnkoBmx
KOHTeNHepiB y
KapTOHHIN kopobu,i 3
MapKyBaHHSAM
aHrNiNCbKOK MOBOIO
3i cTukepamm
YKPaiHCbKOK MOBOHO

NnoKasHWKa, KU MOXXe MaTu iCTOTHUMA BNAUB Ha
SIKICTb rOTOBOIO Nikapcbkoro 3acoby)
[MepeHeceHHs TecTy BuaHauyeHHs BmicTy D-
aHTUreHy noniomienity cepotunis 1, 21i 3
meTtoaom ELISA 3 Quality release test Ha Quality
monitoring test, Wo BUKOHYETLCS ANs
TPUBaNEHTHOro KOHLIEHTPOBaHOrO MPOMiXKHOIO
npoaykty (CPV.)

46.

IHOAHPUKC
FEKCA™/INFANRIX
HEXA™
KOMBIHOBAHA
BAKLIMHA NS
NPODINAKTUKM
AV®TEPIi, MPABLIA,
KALLITTIOKY
(ALEENIONSPHUIA
KOMMOHEHT),

cycneHsis (DTPa-
HBV-IPV) gnsa
iH’ekuii no 0,5 mn (1
no3sa) Ta niodinisat
(Hib); 1 nonepegHb0
HanoBHEHWU
OofHOopa3oBui
wnpwuy (mo 0,5 mn (1
[03a)) y KOMNNekTi 3
[ABOMa ronkamu Ta

"makcoCmi
TKnsamH
Ekcnopt
Nimiten

Benuka
BputaHisa

makcoCmiTKnsa
H Bionoaxikans
CA.

Benbris

BHECEHHS1 3MiH [0 peecTpauinHMxX maTtepianis:
3miHu | TUNY - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax

BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHM y MeToaax BUNpobyBaHb

(Bkntovar4mn 3amiHy abo AONOBHEHHS)) - 3MiHa

cepii eTanoHHoi BakumHu DTPa-HBV-IPV 3 cepii

AC21B217A Ha cepito AC21B753A. BHeceHHs1

pefakuinHmx npasok Ao posainy 3.2.P.6 wogo

3a
peuenmom

UA/16235/01/01
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

FENATUTY B,
noniomMienITy TA
3AXBOPIOBAHD,
3BYHUKOM AKUX
€ HAEMOPHILUS
INFLUENZAE TUMY
B

bnakoH 3
nioginizatom (Hib)
ans 1 gosu, Wwo
3MilyoTbCs nepes
BUKOPUCTaHHAM
(wnpwy 3 ronkamu
3aKpUTi TYMOBUMM
KoBMaykamw); aBi
ronku (ogHoro
po3mipy), Wwnpuy Ta
dnaKkoH repMeTu4HO
3anakoBaHi y
nNnacTUKoBUn
KOHTenHep; no 1 abo
no 10 nnacTnkoBmx
KOHTENHepIB y
KapTOHHIN kopobui 3
MapKyBaHHSIM
YKpPaiHCbKOK MOBOIO;
1 nonepegHbO
HanoBHEHWN
OAHOpa3oBun
wnpwuy (mo 0,5 mn (1
[03a)) y KOMMekTi 3
[BOMa ronkamu Ta
dnakoH 3
nioginizatom (Hib)
ansa 1 goau, wo
3MiLlyoTbCA nepeq
BUKOPUCTaHHSAM
(wnpwy, 3 ronkamu
3aKpUTi TYMOBUMU
KoBnaykamu); OBi
ronku (ogHoro
po3mipy), Wwnpuy Ta
dNaKkoH repMeTU4HO
3anakoBaHi y
nnacTUKoBUA
KOHTelHep; no 1 abo
no 10 nnacTnkoBmx
KOHTEeWHepiB y
KapTOHHIN kopobu,i 3
MapKyBaHHsIM
aHrMiNCbKOK MOBO
3i CTUKEpoMm
YKpailHCbKO MOBOKO

Ha3BuW aHTureHy renatuty B (HBsAgQ)

47.

IHOPAHPUKC™ IMB
XIB / INFANRIX™ IPV
HIB KOMBIHOBAHA

cycneHsia (DTPa-
IPV) ans iv’exuini no
0,5 mn (1 go3a) Ta

"makcoCwmi
TKnanH
Ekcnopt

Benuka
BpuTaHis

'nakcoCmiTKnsa
nH Bionoaxikana
C.A.

Benbris

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3MmiHu | TUny - 3miHu 3 sikocTi. APIl. KoHTponb
AQIl. 3miHa y napameTpax cneumdgikadiv Ta/abo

3a
peuerimom

UA/15832/01/01




37 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
BAKUMHA Onsa niodpinizar (Hib); Nimiten [ONyCTUMUX MEX, BUSHAYEHMX Y cneuundikauisx
MPO®INAKTUKA cycneHsia (DTPa- Ha A®l, abo BUXiZHUIA/MPOMIXKHUI
JUDTEPII, NPABLA, IPV) ons iH’ekuin no npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
KALLUJTIOKY 0,5 mn (1 posa) y npoueci BupobHuuTBa AP (3BY)XKEHHS
(ALIEHIOHFIPHVWI nonepenHLo OONyCTUMMX MEX, BU3HAYEHUX Y cneumdikaLii)
KOMMOHEHT), HanoBHEHOMY 3BY)XEHHS JONYCTUMUX MEX NS TECTY
noniomMIienITy TA OAHOPa30BOMY BusHayeHHa BMicTy D-aHTUreHy noniomienity
3AXBOPIOBAHD, wnpuui Ne 1y cepoTunis 1, 2 i 3 y cneumndikawii
3B6YAHUKOM AKUX KOMMNEKTi 3 ABoMa iHaKTMBOBAHOrO MOHOBASEHTHOrO MPOMIDKHOIO
€ HAEMOPHILUS ronkamu Ta npoaykty (ISV) npu Bunycky. 3minm Il Tuny -
INFLUENZAE TUNY niodinizat (Hib) y 3MiHu 3 sKoCTi. FoTOBMIA nikapcbkuid 3aci6.
B cnakoHi Ne 1, wo KoHTponb roToBoro fikapcbkoro 3acoby. 3miHa
3MiLYOTbCS nepeq napameTpiB cneundikaui Ta/abo gonycTummx
BUKOPUCTAHHAM; MO MEX roTOBOrO flikapcbKoro 3acoby (Bumy4YeHHs
1 nonepegHbLO NoKasHUKa, K1 MoXe MaTu iCTOTHUI BNVB Ha
HanoBHEHOMY SIKICTb rOTOBOIO Nikapcbkoro 3acoby)
OflHopa3oBOMY lMepeHeceHHs TecTy BusHaveHHs BmicTy D-
LINpULY Y KOMMNEKTi aHTUreHy noniomienity cepotunia 1, 2i 3
3 JBOMAa ronkamm ta meToaom ELISA 3 Quality release test Ha Quality
1 donakoHom 3 monitoring test, Lo BUKOHyeTbCA Ans
niodpinisatom (Hib) y TPUBANEHTHOro KOHLEHTPOBAHOIrO NPOMIPKHOTO
BaKyyMHil npoaykty (CPV.)
CTepUIbHIN
ynakosui; no 1
BaKyyMHin
CTepUIbHiIi ynakosLi
Y KapTOHHIl kopobui
48. | IHONYBAK® cycneHsis ans ABGOTT HipnepnaH koHTporb «final | HigepnaHau BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a - UA/13027/01/01
(INFLUVAC®) iH'ekuin; no 0,5 mn Bionomxik an bulk» 3MiHn | TMny - 3MiHK Woao peuenmom
BAKUMHA OnA cycneHsii ans an3 b.B. (cTepunbHicTb 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
MPO®INAKTUKA iH'exuin y Ta BakTepianbHi 3miHa yacToTu Ta/abo TepMiHiB NogaHHs
reuny, nonepegHLO €HOO0TOKCUHN); perynsipHO OHOBIIOBaHUX 3BiTiB 3 6e3neku
MOBEPXHEBWUIA HanoBHEHOMY nepBrHHe Ta nikapcbkux 3acobiB - 3MiHa 4acToTV Ta TEPMIHIB
AHTUIEH, OfHOpa30BOMY BTOPUHHE NnoAaHHs perynsipHO OHOBOBAHOrO 3BiTYy 3
IHAKTUBOBAHA wnpuui; no 1 abo 10 nakyBaHHs 13; 6esneku
wnpuuis y KOHTpOnb cepil [itova pepakuis: YactoTa nogaHHa perynspHo

KapTOHHiI kopobui

M3 (kpim
ineHTndikauii Ta
KinbKicHOro
BU3HAYEHHS
reMarmoTUHIHY
(FA); TecT Ha
cTabinbHicTb);
BUMNYCK cepii
M3
ABGOTT
Bionogxikans
B.B.,
Higepnangm

OHOBMIOBaHOTO 3BiTYy 3 6e3neku 8 micauis
KiHueBa gata ans BkntodeHHs gannx go PO36 -
30.12.2017 p. Oata nogaHHs - 09.03.2018 p.
lMponoHoBaHa pepakuis: YacTtoTa nogaHHs
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3nekn 1 pik
KiHueBa nata ans BknodeHHs gaHnx ao PO3B6 -
15.03.2023 p. daTta nogaHHs - 24.05.2023 p.
PekomeHnoBaHO [0 3aTBEPKEHHS BIANOBIAHO
[0 NepioAMYHOCTI NoAaHHS perynsipHo
OHOBMIOBaHMX 3BITIB 3 6e3nekun nikapcbkux
3acobiB y €C.
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BUPOBHMLUTBO
«final bulk»;
KOHTponb «final
bulk» (kpim
TECTy Ha
CTEPUIIBHICTB);
KOHTpOrb cepii
M3
(ineHTudikauis
Ta KinbKicHe
BU3HAYEHHS
remMarntoTUHIHY
(TA),
HakTepianbHi
€HOOTOKCUHM)
AGGOTT
Bionogxikans
B.B.,
Higepnangu

49.

IHOJTYBAK® TETPA
BAKUWUHA OnA
NPO®INTAKTUKA
revny
YOTUPbOXBAJIEHT
HA, MNOBEPXHEBUN
AHTUTEH,
IHAKTUBOBAHA /
INFLUVAC® TETRA
INFLUENZA
VACCINE
QUADRIVALENT,
SURFACE ANTIGEN,
INACTIVATED

cycneHsia ans
iH'ekuin; no 0,5 mn
cycneHsii gna

iH eKuin y
nonepegHLo
HanoBHEHOMY
O[lHOpPa30BOMY
LINpuLi 3 rofkok
abo 6e3 ronku; no 1
abo 10 wnpuuis B
KapTOHHiI kopobui

ABGOTT
Bionogxik
an3 b.B.

HipnepnaH
an

BMPOGHMLTBO
«final bulk»;
KOHTponb «final
bulk» (kpim
TecTy Ha
CTepUIbHICTb);
KOHTpOrb cepii
rms
(ineHTudikauis
Ta KinbkKicHe
BMU3HAYEHHS
remarnioTUHIHy
(FA),
GakTepianbHi
€HIOTOKCUHN):
ABGOTT
Bionogxikan3a
B.B.,
Hinepnanaw;
KoHTponb «final
bulk»
(cTepunbHicTb
Ta BakTepianbHi
€HIOTOKCUHN);
nepBuHHe Ta
BTOPWHHE
nakyBaHHs [T13;
KOHTpOrb cepii
N3 (kpim
iaeHTudikaLii Ta

Hinepnanan

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MiHn | TMNY - 3MiHK Wopao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3miHa yacToTu Ta/abo TepMmiHiB nogaHHA
perynsipHO OHOBIOBaHUX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB - 3MiHa 4acToTV Ta TEpPMiHIB
NoJAaHHs1 perynsipHoO OHOBIOBAHOIO 3BiTy 3
6eanekn
[itova pepakuis: YactoTa nogaHHa perynspHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun 8 Mmicsuis
KiHueBa nata ans BkrodeHHs gaHnx ao PO3B6 -
30.12.2017 p. Oata nogaHHs - 09.03.2018 p.
lMponoHoBaHa pepakuisi: YactoTa nogaHHsa
perynsipHo OHOBIOBaHOro 3BiTy 3 6e3neku 1 pik
KiHueBa nata ans BkrodeHHs gaHnx ao PO3B6 -
15.03.2023 p. JaTa nogaHHsi - 24.05.2023 p.
PekomeHgoBaHO [0 3aTBEpKEHHS BiANOBIAHO
00 NepioAnNYHOCTI NoAaHHS perynsipHo
OHOBMIOBAHMX 3BITIB 3 6e3nekn nikapcbkunx
3acobiB y €C.

3a
peuerimom

UA/18498/01/01




39 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
KifbKiCHOrO
BM3HAYEHHS!
remarnoTUHIHY
(FA); TecT Ha
cTabinbHicTb);
BUNYCK cepii
N3: A6GoTT
Bionoaxikana
B.B.,,
Higepnangu
50. | KANEHOQYNAN HacTovika; no 40 mn TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes - UA/8418/02/01
HACTOMKA abo no 50 mny "TepHoda "TepHodhapm" 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenma
bnakoHax CKNAHMX pm" nikapcbkuii 3aci6. KoHTpornb rotoBoro
abo nonimepHnx nikapcbkoro 3acoby. 3miHa y meTtogax
BMUNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeToaax
BUNPOOYBaHHS) - 3MiHa B MeTOA| BUNPobyBaHHSA
113 3a nokasHunkom «lgeHTudikauis.
dnasoHoign» (OPY, 2.2.27) BHacNigok 3amiHM
xpomaTtorpadiyHoi nnactuum gns TLX.
51. | KAnIO nogun NOPOLLIOK MPAT YkpaiHa Mpaui IHais BHECEHHS 3MiH [0 peecTpauinHmuX maTepianis: - - UA/14005/01/01
(cybeTaHuis) y "®ITOPA dapmachbioTikan 3MmiHn | TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
NoABIMHMX NakeTax 3 PM" c MNeT, JlTA. HaviMeHyBaHHs Ta/abo agpecu 3asBHUKA
nniBkn (BrnacHuKka peecTpaLiiHoro Noceig4YeHHs)
nonieTuneHoBoi Ans 3MiHa agpecw 3asiBHUKa
dapmaLeBTU4HOro
3acTOoCcyBaHHSA
52. | KAPOOCAN® MNNKOC | tabnetku, BKpUTI MeHapiHi TTrokcemby BrpobHuuTBO Himeuunna BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a - UA/7139/01/01
20/12,5 NniBKOBOO IHTepHeLw pr "in bulk": AAIMI TexHi4yHa nomwurika (3rigHo Hakasy MOS3 Big peuernmom
o6onoHkot, no 20 OHan CAHKIO 23.07.2015 Ne 460) BunpaBneHHs TEXHIYHOI
mMr/12,5 mr; no 14 Onepenw FOPOYI 'mBX, noMmunkn y posgini «Cneuudikauis» 3miH o
Tabnetok y 6nicrepi; OHC HimeuuunHa; MKA N3, wo 6ynn 3atBepoxeHi Hakazom MO3
no 1 a6o no 2 ITrokcemby MepBuHHE Ta Big 16.03.2023 poky Ne 498, a came: gogaHo
Gnictepu B pr C.A. BTOPUHHE NPUMITKY LLOAO BU3HA4YEHHS NnoKa3Huka
KapTOHHI kopobLi nakyBaHHs, «[omiwwkn N-HiTpO3amiHy» BiANOBIAHO A0
KOHTpOrb Ta mMaTtepianis peecTpauifiHoro 4OChke.
BUNYCK Cepin:
BEPNIH-XEMI
Al', HimeuuunHa;
BMPOGHMLUTBO "in
bulk", nepeuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpOrb Ta
BUMYCK Cepint:
MeHapiHi-®oH
XevipeH M'm6X,
HimeyuunHa
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

53.

KACAPK® HD

Tabnetkn, no 32
mr/25 mr no 10
Tabnetok y Gnictepi;
no 3 6nictepu B
nayui

TOB
"APTEPIY
MnaTa"

YkpaiHa

MAT
"KuiBmegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHW | Tuny - 3MiHK 3 skocTi. [oToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax

BMNPOBYBaHHSI FOTOBOrO NiKapCbkoro 3acoby

(He3HayHa 3MiHa y 3aTBepOKeHMX MeToaax
BUNpoByBaHHs1) - 3MiHW B 3aTBEPOXEHOMY
mMeTogi BunpobysaHHsi 113 3a nokasHukom
«Po3unHeHHsI», a came YTOYHEHHS Wodo
NpUroTyBaHHsi BUNPOGOBYBaHOrO PO34MHy, Yacy
Bin6opy Npob Ta po3paxyHKoBOi hopmynu.
3MminHun Il TMny - 3miHK 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4oNyCTUMMX MEX FOTOBOIro
nikapcbkoro 3acoby (3MiHa 3HaxoaMTbCH No3a
3aTBEPIKEHUMU LONYCTUMUMUN MEXaMM
cneumndikaLin) amiHa BuMor crneuundikauii 113 3a
NoKasHUKOM «Po34mHeHHs» (OPY/ED, 2.9.3;
2.2.29) npuv BUMYCKy Ta TEPMiHY NPUAATHOCTI.

3a
peuenmom

UA/19276/01/01

54.

KUCEHb _
MEOUYHAA
FA30MOAIEHMI

rasno2n,3n,5n,
8n,10n,12n, 40
n, 50 n 'y 6anoHax

TosapucT
BO 3
obmexeHo
10
Bignosiga
NbHICTIO
"TexHoras-
c

Ykpaina

ToBapucTBo 3
0oBMeXeHo
BiAnoBiganbHicT
10
"TexHoras-C"

Ykpaina

BHECEHHS 3MiH O peecTpaLiHuX maTepianis:
3MiHu | TUNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
(BrnacHuKka peecTpaLiiHoro Noceig4YeHHs) - aMmiHa
agpecw 3asiBHUKA. 3MiHu | Tuny -
AaMiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecu MicLs NPOBamMKEHHS OiSNbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3aco0y, BKMoYa4m dinbHuLi BUNycKy cepii abo
MicLie NpoBeAeHHS! KOHTPOIHO SIKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTEp, BKIOYaKYX BUMYCK CEPIl) -
3MiHa agpecu BupobHuka 13, 6e3 3miHu micus
BMPOGHMUTBA: (3MiHa Ha3BW BYNULi BignoBiaHO
Ao piweHHss Cymcbkoi micbkoi pagn Ne 3223-MP
Big 30.11.2022 p. «[1po 3miHy Ha3B
(neperiMeHyBaHHs1) ToNoHiMiB y Cymchbkili
MICbKill TepuTOpianbHin rpomagi» 3i 3MiHO
Ne3372-MP Big 22.12.2022). 3miHu BHeceHi B
po3gain "Micue3HaxomKeHHs1 BUpOGHMKa Ta Moro
agpeca Micusa NpoBapKeHHS AisnbHoCT" B
IHCTpYKLUil0 ANs MeQnYHOro 3acTOCyBaHHS Ta K
HacnigoK - y TEKCT MapKyBaHHS! YNakoBKu
nikapcbKkoro 3acoby.

3a
peuerimom

He
nidnsicae

UA/18474/01/01

55.

KWUCNOTA
AMIHOKAMPOHOBA-
OAPHULA

PO34MH Ans iHdYys3in,
50 mr/mn no 100 mn
y cbnakoHax; no 100
MA 'y dnakoHi; no 1
dnakoHy y navui

MpAT
"®Papmaue
BTUYHA
dipma
"OapHuus"

YkpaiHa

MpAT
"®apmaLeBTUYH
a dipma
"OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | TUny - 3MiHK Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHWM BHECEHI [0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby y

3a
peuerimom

He
nidnsizae

UA/13836/01/01




41 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
po3ain "Cnocib 3acTtocyBaHHsi Ta o3un"
(@oaaBaHHA anropuTMy 3aCTOCYyBaHHS) 3rigHO 3
MaTepianamu peecTtpauinHoro gocee. BeegeHHs
3MiH NpoTsArom 6-Tu MicsLiB nicns
3aTBEPYKEHHS.
56. | KOMAKCOH 40 PO34MH AN iH'EKLN, TOB YkpaiHa Bupo6HMLTBO 3a I3paine/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/6307/01/02
40 mr/mn, no 1 mn «TeBa MNOBHUM LIVKIOM: Benuka 3MiHn | Tuny - 3miHm 3 sikocTi. ADL. peuernmom
pPO34uHy B Ykpaina» Tesa Bputanis/ BnpobHuuTBO. 3MiHM B npoueci BUpobHuUTBa
nonepegHbO dapmauesTikan Higepnanam A®| (He3HauHa 3MiHa y npoueci BUpobHMLTBA
HanoBHEHOMY IHpacTpis JTg., / AdI)
wnpwui; no 1 I13painb YropwuHa HesHauHa 3mMiHa B npoLieci BUpOGHMLTBA

wnpuuy B 6nicTepi;
no 12 wnpwuis B
KapTOHHIN kopobLi

Bupo6HMLTBO 3a
NOBHUM LIMKIIOM:
HopToH
Xernckea
Nimiten T/A
AVBEKC
dapmacbioTukan
3 0K, Benvka
Bputanis
KoHTponk cepii
(Tinbkn
bionoriyHe
TECTyBaHHS):
AGik ITAa.,
I13painb
KoHTponb cepii
(nosHe
TECTyBaHHs,
BKITOYAKOUN Ha
CTepUIbHICTb Ta
HakTepianbHi
€HOO0TOKCUHY,
arne okpim
BionoriyHoro
TECTyBaHHs):
dapmaxemi
B.B.,
Higepnangwn
KoHTponb cepii
(TinbKn
GionorivyHe
TECTYBaHHs):
AT
dapmaLeBTU4HU
1 3aBop TeBa,
YropwumHa
KoHTponb cepii
(aHaniTnyHe

rnatupamepy auetaty 4o ctagii 1 npouecy
(BUPOOHULTBO 1-r0 NPOMIXKHOIO 3aXULLEHOTO
rmaTupamMepy): BUAaneHHs BUMOru
NiATPMMYBaTU TEMMEpPaTYPy PO34YMHY peakLii Ha
piBHi 26-28 °C nig Yyac nepemilyBaHHs.
PepakuinHi npasku o p. 3.2.5.2.2 "peakTop i3
HepaBito4oi cTani" BunpaBrneHo Ha "peakTtop i3
HEepXXaBito4oi cTani 3 CKNAHUM NOKpUTTAM".
3miHu | TUny - 3miHm 3 akocTi. A®Il. KoHTponb
Ad®l. 3miHa y meTogax BunpobysaHHa APl abo
BUXiQHOro matepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETHLCH Y
npoveci BupobHuuTea AP| (He3HayHi 3MiHN y
3aTBEPKEHUX MeToAax BUNPobyBaHHs)
3MiHM [0 BUMOT Ha CMiBBIAHOLIEHHS cUrHan/wym
y TECTi Ha NPUAATHICTb CUCTEMM 3aNULLIKOBOrO
niokcaHy metogom X (meTog S1 - 40013)
(nigBuweHa 3 He MeHW 5 oo He meHw 10 ) ans
NiABULLEHHS TOYHOCTI pe3ynbTaTiB TeCTy. 3MiHK
| Tuny - 3MiHK 3 sikocTi. FOTOBMI NikapCcbKuMiA
3aci6. 3MiHn y BUPOGHMLTBI. 3MiHN Y NpoLieci
BMPOGHMLTBA roTOBOrO fikapcbkoro 3acoby,
BKITHO4AI0YM MPOMDKHUI NPOAYKT, WO
3aCTOCOBYETLCS NP BUPOOHMLTBI rOTOBOrO
nikapcbkoro 3acoby (He3Hay4Ha 3miHa y npoueci
BUPOGHMLUTBA) He3HauHi 3MiHW Yy BUKOPUCTaHHI
BMPOGHWYMX MPUMILLEHb Ta 3MiHa TEPMiHONOTIi 3
«HaMOBHEHHS cepeaoBULLEM» Ha
«MOAENBaHHSA acenTUYHOro npoLecy» ans
MikpobionoriyHoi AinbHuui Kdpap-Caba. 3miHum |
Tuny - 3MiHK 3 sikocTi. [OTOBMI Nikapcbkui
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3MiHa y MeTofiax BUNpobyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNPOByBaHHs)
HesHauHi 3miHu p. 3.2.P.5.2 dpyHkuioHanbHi
BUNpoByBaHHs1 MonepeaHbO HaNOBHEHOTO
wnpuua (QPK0002023) BeeaeHHs 3MiH
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
TeCTyBaHHs Ta NpoTArom 6-Tu MicsLiB Nicns 3aTBEpaXKEHHS.
BUBYEHHSA 3miHn | Tuny - 3minm 3 AkocTi. CepTudikat
cTabinbHoCTi): BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
Asist Kemikan €BponeWcbkin dhapmakonei/MoHorpadii. 3miHu,
IHpacTpis JiTa., noB'si3aHi 3 HeOBXiAHICTIO NPUBEAEHHS Y
I3painb Bi4NOBIgHICTb A0 MoHorpadii AdY abo
€BponeincbKoi hapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei gepxasu €C (3miHa
y cneumdikaLisx, nos'ssaHa 3i amiHamu B [1®Y,
abo €Bponelicbkin hapmakonei, abo iHLWin
HauioHanbHi dapmakonei gepxasu €C) 3miHn
y cneundikauii nepBnHHOro nakyeaHHs (plunger
stopper) npusegeHo o sumor EP. BunyyeHo
TECT Ha BaXKi MeETanu.
57. | NAMIKTAN Tabnetku no 25 wr; "makcoCwmi Benwka Oendapm Monbwa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a - UA/0452/02/01
no 15 rabnetok y TKnanH BpuTaHis MosHaHb C.A. 3MiHn | TMny - 3MiHm 3 sikocTi. ADI. peuenmom
GnicTepi 3 Ekcnopt BrpobHuuTBO. 3MiHM B npoueci BUpobHuuTea
nonisiHinxnopuay/an Nimiten A (iHWi 3miHW) peecTpalisi anbTepHaTUBHOIO

tOMiHieBOI chonbru i3
CHCTEMOIO 3axUCTy
Big aiten; no 2
Gnictepu B
KapTOHHIN kopobLi

BMPOBHMYOro npoecy, a came, Ha etani 2
BMPOBHMLUTBA HaniBNpoaykTy. Y 3B'A3Ky 3 YiM
OHoBnOTLCS po3ainu: 3.2.S.2.2 Description of
manufacturing process and process controls
(mopaBaHHSA anTepHaTMBHOIO Npolecy);
3.2.S.2.4 Controls of critical steps and
intermediates (BugansieTbcs 3acTtapinuii npouec
1 i30M0BaHHS LUNAXOM CUHTE3Y HEOUULLLEHOTO
namoTpumxuHy). BBeaeHHs amiH npotsrom 6-tu
MicsauUiB nicns 3aTBepXeHHs. 3MiHu | Tuny -
AaMiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecy MicLs NPoBamMKEHHS AiSNbHOCTI
BMPOGHMKa (BKIOYakoun, 3a HeobXigHOCTI, Micue
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo BnacHuka
macTtep-carina Ha A®l, abo noctayanbHuUka
AdI/BuxigHoro matepiany/peareHTy/npoMixkHOro
NPOAYKTY, LLIO 3aCTOCOBYIOTbCS Y BUPOOHULITBI
ADI (KO 3a3HAYEHO Yy AOCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BiANoBiAHOCTI
€Bponelicbkini hapmakonei y 3aTBepaxXeHoMy
pocbe, abo BUpoBHMKa HOBOT AOMOMIKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y A0Cbe) 3MiHa
afpecu 3aTBepaXeHOro BUpoBHUKa NPOMIDKHOTO
npoaykty (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile Divi's Laboratories
Ltd, obymoBneHa agMiHicTpaTMBHOO
peopraHisaduieto wraty TenaHraHa. Takox
YTOYHEHHS AN 3aTBEPAXEHNX BUPOOHUKIB
Divi's Laboratories Ltd, Unit-1 (gogaBaHHs
HoMmepa nigpo3giny Unit-1), Divi's Laboratories
Ltd, Unit-2 (qogaBaHHs1 HoOMepa nigpo3sainy Unit-




43

[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

2), Hebei Smart Chemicals Co., Ltd, (BHeceHHs
npaBubHOro MOLLTOBOrO iHAeKkca). BBegeHHs
3MiH NpoTsArom 6-Tu MicsLiB nicns
3aTBepMKEHHs. 3MiHN | Tuny - AgMiHicTpaThBHI
3MiHW. BunyyeHHs BUPOBHWYOI AinbHUL
(BKkntovaroum ginbHuui gns APl npomixkHOro
npoaykTy abo rotoBoro nikapcekoro 3acoby,
OiNbHUUI AN NPOBEAEHHST NaKyBaHHS,
BUPOGHMKA, BignoBigansHOro 3a BUMYCK cepin,
MicLie NpoBeAEeHHs KOHTPOIO cepii) abo
nocravanbHuKa BUXiGHOro mMartepiany, peareHty
abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
nocbke) BuganeHHs gesikux BUPOOHUKIB y 3B'A3KY
3 MPUNUHEHHAM BUPOGHMYOTO npoLecy Ta
nocravaHHs, a came: Starting Material: 2,3-
Dichlorobenzoyl cyanide is manufactured by:
1. Calaire Chimie s.a., France 2. Dystar,
Germany (3anuwaeTbcs anbTepHaTUBHUIA
BUpo6HMK Divi's Laboratories Ltd "Unit-2")
Starting Material: Aminoguanidine is
manufactured by: 1. Lanxess, China 2. Arkema,
France (3anuwaeTbcs anbTepHaTUBHUIA
BMpOGHMK Hebei Smart Chemicals Co., Ltd.,
China Ta Jiashan Heli Fine Chemical Factory,
China) (2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile (Lamotrigine Stage
2) is manufactured by: 1. The Wellcome
Foundation Limited (trading as Glaxo Wellcome
Operations), UK
2. Calaire Chimie s.a., France 3. Rhodia Pharma
Solutions Limited 4. Saltigo GmbH, Germany
(3anuwaeTbesa anbTepHaTUBHUIA BUPOOHMK
Divi's Laboratories Ltd "Unit-1" ta Divi's
Laboratories Ltd "Unit-2") Lamotrigine is
manudactured by: The Wellcome Foundation
Limited
(trading as Glaxo Wellcome Operations), UK
(3anuwaeTbesa anbTepHaTUBHUIN BUPOOHMK
Divi's Laboratories Ltd "Unit-2")

58.

JIAMIKTA

Tabnetkv no 50 wr;
no 15 rabnetok y
GnicTepi 3
nonisiHinxnopway/an
IOMiHiEBOT
donbru/nanepy i3
CUCTEMOI0 3aXUCTy
BiA AiTen; no 2
Gnictepuy
KapTOHHI kopobui

"makcoCmi
TKnsamH
Ekcnopt
Nimiten

Benuka
BpuTtaHisa

Oendapm
MosHaHb C.A.

MNonblia

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3miHu | Tvny - 3miHu 3 skocTi. AdI.
Bupo6HuuTBO. 3MiHM B NpoLeci BUpobHULTBa
ADI (iHWwi 3MiHKN) peecTpaLis anbTepHaTUBHOMO
BUPOBHMYOro npoLiecy, a came, Ha eTani 2
BUPOGHMLUTBA HaniBNpoaykTy. Y 3B'A3Ky 3 YM
oHoBnoThCA po3ginu: 3.2.S.2.2 Description of
manufacturing process and process controls
(nopaBaHHA anTepHaTUBHOTO MpoLecy);
3.2.S.2.4 Controls of critical steps and

3a
peuenmom

UA/0452/02/02




44 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1

intermediates (BungansieTbCcsa 3acTapinuin npowec
1 i30M10BaHHS LUNAXOM CUHTE3Y HEOUULLIEHOTO
namoTpumxuHy). BBeaeHHs amiH npotsrom 6-tu
MicsiLiB nicnsi 3aTBepAKEHHS. 3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHSA
Ta/abo agpecu micLa NPoBaKEHHS QiANbHOCTI
BMpPOGHMKa (BKMOYatoum, 3a HeobXigHoCTi, Micue
npoBeAeHHs KOHTPOMHO AKOCTi), abo BNacHuka
MacTep-canna Ha A®l, abo nocTayanbHuKa
Adl/BnxigHoro maTepiany/peareHTy/npoMiKHOro
NPOAYKTY, O 3aCTOCOBYHOTHCS Y BUPOOHULITBI
A®| (sKLLO 3a3Ha4YeHO Y AOCbE Ha NiKapCbKui
3acib) 3a BiacyTHOCTI cepTudikarta BianoBigHOCTI
€Bponelicbkini hbapmakonei y 3aTBepaxXeHoMy
nocbke, abo BMpoBHUKa HOBOI JOMNOMIXKHOT
PEYOBUHM (SIKLLO 3a3Ha4YeHo y focbe) 3MiHa
agpecu 3aTBepPAXXEHOro BUPOBHUKA NPOMIDKHOTO
npoaykty (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile Divi's Laboratories
Ltd, obymoBneHa agMiHicTpaTMBHOIO
peopraHisauieto wraty TenaHraHa. Takox
YTOUHEHHS! ANS 3aTBEPKEHNX BUPOOHMKIB
Divi's Laboratories Ltd, Unit-1 (qonaBaHHs
Homepa nigpoaginy Unit-1), Divi's Laboratories
Ltd, Unit-2 (nogaBaHHsA HoMepa nigpo3aainy Unit-
2), Hebei Smart Chemicals Co., Ltd, (BHeceHHs
npaBUIbHOIO NOLUTOBOTO iHAekca). BBeaeHHst
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBepAKeHHS. 3MiHun | Tuny - AgMiHicTpaTuBHI
3MiHW. BunyyeHHs BUpOGHMYOI AinbHUL
(Bkntovaroum ginbHuui ana A®l, npomixxHoro
npoaykTy abo rotoBoro nikapcekoro 3acofy,
OiNbHUL ANst NPOBEAEHHS NaKyBaHHS,
BMPOGHKKa, BiAnoBiganbHOro 3a BUMycK cepin,
MicLie NpOBeAEHHS KOHTPOO cepii) abo
noctayanbHuKa BUXigGHOro Martepiany, peareHty
abo [OMOMIXKHOI PEUYOBMHY (SIKLLO 3a3HAYEHO Y
Aocbe) BuaaneHHs geskux BUPOOHWKIB y 3B'A3KY
3 NPUNUHEHHSIM BUPOBHUYOro npouecy Ta
noctayaHHs, a came: Starting Material: 2,3-
Dichlorobenzoyl cyanide is manufactured by:
1. Calaire Chimie s.a., France 2. Dystar,
Germany (3anuwaeTbes anbTepHaTUBHUN
BMPOGHMK Divi's Laboratories Ltd "Unit-2")
Starting Material: Aminoguanidine is
manufactured by: 1. Lanxess, China 2. Arkema,
France (3anuwaeTbcs anbTepHaTUBHUIA
BMpO6HMK Hebei Smart Chemicals Co., Ltd.,
China Ta Jiashan Heli Fine Chemical Factory,
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

China) (2)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile (Lamotrigine Stage
2) is manufactured by: 1. The Wellcome
Foundation Limited (trading as Glaxo Wellcome
Operations), UK
2. Calaire Chimie s.a., France 3. Rhodia Pharma
Solutions Limited 4. Saltigo GmbH, Germany
(3anuvwaeTbcst anbTepHaTUBHUI BUPOOHUK
Divi's Laboratories Ltd "Unit-1" ta Divi's
Laboratories Ltd "Unit-2") Lamotrigine is
manudactured by: The Wellcome Foundation
Limited
(trading as Glaxo Wellcome Operations), UK
(3anuwaeTbesa anbTepHaTUBHUIN BUPOOHMK
Divi's Laboratories Ltd "Unit-2")

59.

JIAMIKTA

Tabnetku no 100 wmr;
no 15 rabnetok y
Gnictepi 3
nonisiHinxnopuay/an
IOMiHiEBOI
donbru/nanepy i3
CHCTEMOIO 3aXUCTY
BiA AiTen; no 2
Gnictepn y
KapTOHHiI kopobui

"makcoCmi
TKnamH
Ekcnopt
Nimiten

Benuka
BputaHis

Hendapm
Mo3HaHb C.A.

MNonblia

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3miHu | Tvny - 3miHu 3 AkocTi. AdI.
Bupo6HMLTBO. 3MiHK B NpoLeci BUpOGHMLTBa
A (iHwWi 3miHW) peecTpalisi anbTepHAaTUBHOIO
BUPOBHMYOro npoLiecy, a came, Ha eTani 2
BUPOGHMLTBA HaNiBNPOAYKTY. Y 3B'A3KY 3 YM
OHOBIIOOTLCSA po3ainu: 3.2.S.2.2 Description of
manufacturing process and process controls
(nopaBaHHA anTepHaTUBHOTO NpoLecy);
3.2.5.2.4 Controls of critical steps and
intermediates (BngansieTbCcs 3acTapinuin npowec
1 i30N0BaHHSA LLINSXOM CUHTE3Y HEOUMLLEHOIO
namoTpumxuHy). BBeaeHHs amiH npotsrom 6-tu
MicaUiB Micnsa 3aTBepmKeHHS. 3miHu | Tuny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLs NPoBamMKEHHS AiSNbHOCTI
BMPOGHMKa (BKIKO4alouun, 3a HeObXiAHOCTI, MicLe
npoBeAeHHs KOHTPOMIO AKOCTi), abo BNacHuka
macTtep-darina Ha A®l, abo noctayanbHUKa
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, O 3aCTOCOBYIOTHCS Y BUPOOHULITBI
ADI (KO 3a3HAYEHO Yy AOCbE Ha NiKapCbKuii
3acib) 3a BiacyTHOCTI cepTudikaTa BiANOBIAHOCTI
€Bponelicbkili hapmakonei y 3aTBepaXeHOMy
pocbe, abo BUpoBHMKa HOBOT AOMOMIXXHOT
PEYOBUMHM (SIKLLIO 3a3HAYEHO Yy A0Cbe) 3MiHa
apecu 3aTBepaKEHOro BUPOOHMKA NPOMiIXKHOTO
npoaykty (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile Divi's Laboratories
Ltd, obymoBneHa agMiHicTpaTMBHOO
peopraHisadieto wraty TenaHraHa. Takox
YTOYHEHHS AN 3aTBEPIKEHNX BUPOOHMKIB
Divi's Laboratories Ltd, Unit-1 (nogaBaHHs
HoMepa nigpo3giny Unit-1), Divi's Laboratories

3a
peuernmom

UA/0452/02/03
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

Ltd, Unit-2 (qopaBaHHst Homepa nigpo3ainy Unit-
2), Hebei Smart Chemicals Co., Ltd, (BHeceHHs
npaBuUIbHOrO NOLLTOBOTO iHAekca). BBegeHHs
3MiH NpoTSArom 6-Tu MicsuiB nicns
3aTBepAKeHHs. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHW. BunyyeHHs BUpoBHMYOT AinbHULI
(BKkntoyaroun ginbHuui gns APl npomixkHOro
npoaykTy abo rotoBoro nikapcbkoro 3acoby,
OiNbHWL| ONSt NPOBEAEHHS NaKyBaHHS,
BUPOGHMKa, BignoBiaansHOro 3a BUMNYCK cepin,
MicLie NpoBEeAEHHS KOHTPOMHO cepii) abo
nocravanbHuKa BUXigHOro Matepiany, peareHty
abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
Aocbe) BuaaneHHs geskux BUPOOHWKIB y 3B'A3Ky
3 NPUNUHEHHSIM BUpOBHUYOro npolecy Ta
nocravaHHs, a came: Starting Material: 2,3-
Dichlorobenzoyl cyanide is manufactured by:
1. Calaire Chimie s.a., France 2. Dystar,
Germany (3anuwaeTbcs anbTepHaTUBHUIA
BMPOGHMK Divi's Laboratories Ltd "Unit-2")
Starting Material: Aminoguanidine is
manufactured by: 1. Lanxess, China 2. Arkema,
France (3anuwaeTbcs anbTepHaTUBHUIA
BMpobHMK Hebei Smart Chemicals Co., Ltd.,
China Ta Jiashan Heli Fine Chemical Factory,
China) (Z)-2-(2,3-dichlorophenyl)-2-
(guanidinimino) acetonitrile (Lamotrigine Stage
2) is manufactured by: 1. The Wellcome
Foundation Limited (trading as Glaxo Wellcome
Operations), UK
2. Calaire Chimie s.a., France 3. Rhodia Pharma
Solutions Limited 4. Saltigo GmbH, Germany
(BanuwaeTbesa anbTepHaTUBHUIA BUPOOHUK
Divi's Laboratories Ltd "Unit-1" ta Divi's
Laboratories Ltd "Unit-2") Lamotrigine is
manudactured by: The Wellcome Foundation
Limited
(trading as Glaxo Wellcome Operations), UK
(3anuwaeTbesa anbTepHaTUBHUI BUPOOHMK
Divi's Laboratories Ltd "Unit-2")

60.

JIAH3O0MTOnN

Kancynm
KWULLKOBOPO3UUHHI
TBepai no 30 mr; no

KPKA,
n.a., Hoeo
MecTo

CrnioBeHis

BupobHuk,
BignoBiganbHUN

3a BUPOBHULTBO

CrnioBeHis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3minu | TMny - 3miln Wwoao
6e3nekn/ehekTMBHOCTI Ta dpapmakoHarnsgy.

7 kancyn y bnictepi; “in bulk”, 3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro

no 2 6nictepu B nepBrHHe Ta 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi

KapTOHHiI kopobui BTOPUHHE MeOW4YHOro 3aCToCyBaHHs Ha nigcTasi
nakyBaHHs, perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
KOHTpOmb Ta nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
BUNYCK cepii 3acTocyBaHHs nikapcbkoro 3acoby B

3a
peuerimom

He
nidnsizae

UA/8874/01/01




a7 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
KPKA, a.4., nicnspeecTpauiiHuin nepiogd, abo sik pesynbtaT
HoBo mecrTo, OLjiHKK 3BITY 3 AOCMIAXEHb, NPOBEAEHNX
CnoBeHis BiAMNOBIQHO A0 NnaHy negiaTpuyHuX SocnigkKeHb
Bupo6GHuK, (PIP) (iHi 3MiHWN) -
3MiHM BHeceHi o IHCTPYKLii Ans Mean4Horo

BignoBiganbHun
3a KOHTPOSb
cepii (disnyHi Ta
XiMiuHi meToaun
KOHTPOIH0)

KPKA, a.4.,
HoBo mecTo,
CnoBeHis
HI3OX
(HauioHanbHi
naboparopist 3a
34paB’e, OKosle
iH XpaHo),
CnoBeHis

3acTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis:
"OcobnumeocTi 3acTocyBaHHs", "MobiyHi peakuii”
woao 6e3neku 3acToCyBaHHS Aito40i PeHOBUHMU.
BBegeHHs 3miH npoTsArom 6-Tm MicsuiB nicnsi
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Wozo
Ge3nekn/eekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) - 3MiHK BHeceHi go IHCTpyKLuii gns
MeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
0o posginy "®apmakonoriyHi BnactmBocTi" Wwoao
6e3nekn 3acTocyBaHHs fil040i Pe4YoBMHN 3a
pekomeHgauieto PRAC.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepaKeHHs. 3MmiHu I Tuny - 3miHn Wwopo
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii ans
MELMNYHOrOo 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMMU
OaHUMW 3 SIKOCTi, JOKNIHIYHUMU, KNIHIYHUMMN
AaHVMU Ta AaHuMu 3 dhapmakoHarnsagy - 3MiHu
BHeCeHi o |HCTpyKUii 4ns MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"[OiTn" BignNoBigHO A0 MaTepianis
peecTpauiiHoro gocbe. BBegeHHs 3miH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOKEHHS.
3minu Il Tuny - 3miHm Wwopo
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.

3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
OaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMMN
BHeCeHi o |HCTpyKUii 4ns MeguyHoro
3acobamMu Ta iHWi BUaM B3aemonin",

"OcobnueocTi 3acTtocyBaHHs", "Cnocit
3acTocyBaHHsi Ta go3n", "MobiyHi peakwii”

wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy. 3miHu y KOpoTKii

3MiHM y KOPOTKiVi XapakTepucTuLli Nnikapcbkoro
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM

AaHVMK Ta AaHuMu 3 dhapmakoHarnsagy - 3MiHn

BigNoBigHO 40 MaTepianiB peecTpauinHoro
nocke. BBegeHHs 3MiH npoTarom 6-tm Micsiuis
nicns 3atBepaKeHHs. 3MiHu |l Tuny - 3MiHn

3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3Aainis:
"MokasaHHs", "B3aemMogis 3 iHLWMMK NikapCbKnMu

XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUil Ans Mean4Horo




[TponoBkeHHs qogaTKa 3
PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
aidnycky yeaHHs1* | peecmpayiliHo20
noceioYyeHHs1
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa
ynakoeka)
3acTocyBaHHS Y 3B’A3KY i3 HOBUMUW AaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMM JaHUMK Ta
OaHMMK 3 hapMakoHarnsgy - 3MiHn BHeceHi oo
IHCTPYKUiT ANS Mean4HOro 3acToCcyBaHHS
nikapcbkoro 3acoby Ao posainis: "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHOCTi abo rogyBaHHs rpyaare”, "MoGiyHi
peakuii” BignoBigHoO 4o maTepianis
peecTpauinHoro gocbe. BBegeHHsa 3MiH
NPOTArom 6-Tu MiCAILIB Micnsi 3aTBEPOXKEHHS.
3minn Il Trny - 3miHn Wwoao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHW y KOPOTKil XapaKTepucTmLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii Ans
MELMNYHOrOo 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMM
[aHMMWN 3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMKW
AaHVMK Ta AaHMK 3 dhapmakoHarnsagy - 3MiHn
BHeCeHi 00 IHCTpyKLUii Ana MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"Mob6ivHi peaxuii" BiANOBiAHO 4O MaTepianis
peecTpauinnHoro gocbe. BBegeHHs 3MiH
NPOTArom 6-TW MicAUIB NiCNA 3aTBEPAXKEHHSA.
3minHn Il Tuny - 3miHn Wwoao
6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepucTuLli nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLUii aAns
MELNYHOro 3aCTOCYBaHHS y 3B's13Ky i3 HOBUMMU
[aHUMWN 3 AKOCTi, AOKMIHIYHUMU, KNiHIYHUMK
AaHVMK Ta AaHMu 3 dhapmakoHarnsagy - 3MiHn
BHeCeHi o |HCTpyKUii 4ns MeguyHoro
3aCTOCYBaHHsI NikapCcbKoro 3acoby Ao po3ainis:
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3un"
BigNOBIQHO 4O MaTepianiB peecTpauinHoro
nocbe. BBegeHHs 3miH NpoTArom 6-tu Micsiuis
nicns 3aTBEpAXKEHHS.
61. | NEBO®JIOKCALUMH- | posuuH ans iHdysin, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/15919/01/01
OAPHULUA 5 mr/mn, no 100 mn "®apmaue "®apmaLeBTUYH 3MiHu | TUny - 3MiHK Wwopao peuenmom nionsieae
y chnakoHi; no 1 a dipma 6e3nekn/eekTMBHOCTI Ta hapmMakoHarnsay
dnakoHy B nayui dipma "NapHuus" (iHWi 3MiHK). 3MiHNM BHECEeHi [0 iHCTPYKLii Ans
"OapHuus” MEAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3gin "Cnocib 3actocyBaHHs Ta 4o3un"
(mopaBaHHs anropuTMy 3aCTOCYBaHHS) 3rigHO 3
MaTepianamu peecTpauiiHoro gocbe BBegeHHs
3MiH NpoTSirom 6-Tu MicsiLiB 3 gatn
3aTBEPKEHHS.
YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a He UA/14011/01/01
"®apmaLleBTUYH 3MiHu | TMny - 3MiHK Woao peuyenmom nionsieae

BTU4YHaA

PO34nH Ans iHdy3in, MpAT
5mMr/mnno 100 mny | "®apmaue

62. | NNE®JIOK -
OAPHUUA




49 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
cnakoHi; no 1 BTUYHA a cipma 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
dnakoHy y nadui; no dipma "NapHnus” (iHWi 3MiHW). 3MiHWM BHECEHI A0 IHCTPYKLiT Ans
100 mn y donakoHax "NapHuus" MeONYHOro 3aCToCyBaHHs NikapcbKoro 3acoby y
po3ain "Cnocib 3acTtocyBaHHsi Ta o3un"
(AoaaBaHHA anropuTMy 3aCTOCYBaHHS) 3rigHO 3
MaTepianamu peecTtpauiiHoro gocbe BeegeHHs
3MiH NpOTAroM 6-Tn MicsuiB 3 gatm
3aTBEPAKEHHS.
63. | NIOOKAIH cnpenn 10 %, no 38 r 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 0 peecTpauinHmux maTepianis: 3a - UA/0655/01/02
cnpeto y onakoHi; dapmavreB dapmavneBTU4HK 3MiHuM | TUny - 3MiHK 3 akocTi. CepTudikat peuenmom
no 1 dnakony + 1 TUYHWIA 1 3aBog ElIC BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
nnacTtMacoBum 3aBoj €BponeWcbkin dhapmakonei/MoHorpadii.
KnanaH-gosartop y EriC MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
KapTOHHiN kopoOui BiANoBIigHOCTI abo BUny4eHHs ceptudikara
BinoBigHOCTI €Bponeichkin dapmakonei: ons
A®l; ona BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif yXKe 3aTBEpAXEHOro
BUpOGHMKa. NogaHHA oHoBReHoro cepTudikarta
BignoBigHOCTi €Bponencekini hapmakonei Ne R1-
CEP 2010-320 - Rev 01 (3atBepakeHo: R1-CEP
2010-320 - Rev 00) gns A®I nigokaiHy Big Bxe
3aTBepakeHoro Delta SYNTHETIC CO., LTD.,
TanBaHb
64. | NIHIMEHT niHimeHT no 40 ry MPAT Ykpaina BiAMOBiAANbLHWIA Ykpaina BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a - UA/0228/01/01
BAINb3AMIYHUA (3A | Ty6ax; no40ry "®ITOPA 3a 3miHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom
0.B. Ty6i; no 1 1y6i B PM" BUPOGHMLTBO, nikapcbkuii 3aci6. 3MiHW y BUpOGHMUTBI. 3MiHa
BULLUHEBCbLKUM) navui nepBUHHE/BTOPU iMnopTepa/amiHu, L0 CTOCYHOTLCSA BUMYCKY cepii

HHE NaKyBaHHs,
KOHTPOIb AKOCTI
Ta BUNycK cepii:
MPAT
"OITOPAPM",
YkpaiHa
BianoBiganbHWn
3a
BUPOGHMLTBO,
nepBUHHE/BTOPY
HHe nakyBaHHS
Ta KOHTPOIb
SKOCTI:
AT
"JTly6HuUchapm",
YkpaiHa

Ta KOHTPOJITO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3aMiHa abo gofaBaHHs OinbHULi, Ha
SIKi 30IACHIOETBCS KOHTPOMbL/BUNPOOYBaHHS

cepii) - BBeAEHHS [4OAATKOBOI BUPOBHMYOT

ainbHuui AT "Ily6Hudapm”, YkpaiHa

BiQMNOBiganbHOI 3a KOHTponb sikocTi 13.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi

3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sIKOCTI.

[oToBWMI Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3Mipy cepii (BKItoYak4m
Aiana3oH po3mipy cepii) roToBoro nikapcbkoro
3acoby (3mMeHLweHHs Ao 10 pasiB) - BBEAEHHSI

[0AaTKOBOro(3MEHLLEHOT0) TEOPETUYHOTO

po3mipy cepii 113. [itoua pegakuis: BupobHuya
peuenTypa Ha ogHy cepito — 500 kr 12625 yn. no

40 r. MNponoHoBaHa pepakuis: BupobHuya

peuenTypa Ha ogHy cepito — 500 kr 12625 yn. no
40 r, Bupo6Hunya peuienTtypa Ha ofHy cepito —
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

412,6 xr 10315 yn. no 40 r. BeegeHHs 3amiH
NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MminHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAEHHS A0AaTKOBOI AiNbHULI
BMPOGHMLTBA ANs YacTUHU abo BCbOro
BMPOGHMYOro MPOLECy rOTOBOrO NiKapCbKoro
3acoby (AinbHULSA, Ha Sk NpoBOAATLCS Oy ab-
sKi BUPOOHWUYI cTagii, 3a BUHATKOM BUMYCKY
Cepin, KOHTPOMIO AKOCTI, NEPBUHHOIO Ta
BTOPWHHOIO MaKyBaHHS, Asl HECTEPUITbHUX
nikapcbkux 3acobis). CynyTHs 3MiHa - 3MiHK 3
siKkocTi. [oToBUI Nikapcbkui 3aci6. 3miHn y
BMpPOGHMUTBI. 3amiHa abo BBeAeHHS A0AaTKOBOI
inbHWLi BUpobHUUTBA ANst YacTUHKM abo BCbOro
BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
3acoby (AinbHULA ANA BTOPUHHOIO NaKyBaHHS) -
3MiHu 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3aMiHa abo BBEOEHHSI
[04aTKOBOI AiNbHULI BUPpOBHMUTBA ANst YaCcTUHU
abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (ginbHWUUSA ANst NePBUHHOIO
nakyBaHHs1) - BBEA€HHS1 OAATKOBOI BUPOOHUYOT
ainbHuui AT "Jly6Hudapm”, Ykpaina, Ha ski
BiabyBaeTbCs BUPOOHULTBO, NEPBUHHE Ta
BTOPVHHE MaKyBaHHsI NiKapCbKOro 3acoby.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | TUny - 3MiHKM 3 aKoCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHMUTBI. 3MiHM y NpoLeci BUpobHULTBa
roTOBOro fMikapcbKoro 3acoby, BkI4aoum
NPOMIKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpU
BMPOGHMLTBI FOTOBOrO NiKapCcbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHULTBA) -
He3HayHi 3MiHu y npoueci BupobHuuTtea J13

65.

JIIHKOUWH

PO34MH ANS iH'EKLN,
300 mr/mn; no 2 mn
y donakoHi; no 1
dnakoHy B
KapTOHHiI kopobuyi

Mdpanzep
IHK.

CLA

Mdpanzep
MeHtodpekuypuH
r Benbris HB

Benbris

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHK). 3MiHM BHECEHO B IHCTPYKLitO Ans
MeANYHOro 3acTOCYBaHHS NikapcbKoro 3acoby
0o po3sginis "B3aemogis 3 iHLWMMK nikapCbKumum
3acobamMu Ta iHWi BUaM B3aemonin",
"OcobnusocTi 3actocyBaHHs", "Crocib
3actocyBaHHs Ta go3n", Ta "MobiuHi peakuii”
BiANOBIgHO A0 OHOBMEHOI iHopMaUii Wwoao
6e3nekn 3acTocyBaHHS Ailo40i PEYOBUHW.
BBeneHHs 3miH NnpoTsArom 6-Tu MicsuiB nmicnsi
3aTBEPAKEHHS.

3a
peuerimom

He
nidnsicae

UA/10038/01/01
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[TponoBkeHHs qogaTKa 3

n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o

66.

67.

JIONEPAMIA

MATHE3IYM

Tabnetkn no 0,002 r
no 10 Tabnetok y
Gnictepi; no 1 abo 2,
abo 50, abo 100
6nicTepis y nayui 3
KapTOHY

Tabnetku no 80

MpuBaTHe
aKuioHepH
e
TOBapuCTB
0 "Ilekxim
- Xapkis"

YkpaiHa

MNpuBaTHe
akuioHepHe
TOBapUCTBO

"INekxim -

Xapkis",
YkpaiHa; MpAT
"TexHonor",
Ykpaina

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepuCTuLi Nikapcbkoro
3acoby, TEKCTi MapKyBaHHS Ta IHCTpYyKLUii Ansi
MeJMYHOro 3aCTOCyBaHHs Ha MiAcTaBi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauiiHuin nepiogd, abo sik pesynbtaT
OLjiHKM 3BITY 3 AOCHIAXEHb, NPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX SocnigkKeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YMOBHOBAXXEHVM OpraHom).
3MiHW BHeCeHi A0 iHCTPYKLUii Ans MeguyHoro
3aCcTOCyBaHHs! Nikapcbkoro 3acoby y po3ain
"Mo6ivHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHdbopMaLii 3 6e3nekun 4jto4oi peyoBUHN.
BBegeHHst 3MiH NpoTAarom 6-tn micauis nicna
3aTBEPAKEHHS.

bes
peuenma —
Ne 10, Ne
20.
3a
peuenmom —
Ne 500, Ne
1000

He
nionsieae

noceid4yeHHs1
UA/6919/01/01

®OCDHOPUKYM Clllb
[OKTOPA
LLIFOCCTEPA Ne7

TabneTok y onakoHi;
no 1 cnakoHy y
KapTOHHiIl kopobui

Honye
Xomeonari
-YHioH
Oxy-
ApuHanmit
Tenb
vbX &
Ko.KI

HimeyumH
a

Lonve
Xowmeonari-
YHioH OXY-

ApuHanmiTTenb
'mb6X & Ko. KI

HimevuunHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MinHn | TMny - 3MiHmn 3 siKocTi. [oToBMIA
nikapcbkui 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo ONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (BHECEHHS 3MiH A0 A0ChE
nicrs OHOBMEHHS 3aranbHOI CTaTTi Ha roTOBY
nikapcbky cdopmy y PY/EBponeiichkin
dapmakonei) NpuBeAeHHs KpUTepito
NPUAHSITHOCTI 3a Noka3Hukom «MikpobionoriyHa
ynctoTta» B Cneuundikauii M3 go € (apitoue

BWAAHHS) ANS OPOMYKO3HOIo 3aCTOCYBaHHS, a

TakoX pefAakuivHi yTOYHEHHS 3a MoKa3HUKaMu

«CTupaHHicTby», «CepeaHs Maca/oaHOPIAHICTb
macu». 3MiHn | Tuny - 3MiHn 3 sikocTi. [oToBMIN
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo

[0O[aBaHHs WTamniB, NOTOBLLEeHb abo iHLLINX

MapKyBaHb, YKIoyady 3amiHy abo AofaBaHHs
dapb Ans MapkyBaHHs Nikapcbkoro 3acoby
(3MmiHa wTamniB, NoToBLLEHb ab0 iHLWKX
MapKyBaHb) 3MiHa CTOCYETbCS BUIyYEHHS
OeTanew onucy BUrMsiay TabneTku Wwopao
TUCHEHHSA Ha TabneTui 3 BiANOBiAHMMYK 3MiHaAMMK
B po3gain Cneumdikauis MKA N3. 3miHn BHeceHi
B po3ain "TepMiH npugaTtHocTi" B IHCTPYKUilO Ans
ME[IMYHOrO 3aCTOCYBaHHs! NikapcbKoro 3acoby.

6e3
peuenma

nidnsicae

UA/12205/01/01

68.

MEJNBEK®

Tabnetkv no 7,5 wr,
no 10 Tabnetok y

HOBEN
INIAY

GnicTepi; no 1 abo 3

TypeyunH
a

CAHAI BE

HOBE INAY
CAHAI BE
TIIKAPET

TypeydnHa

BHECEHHS 3MiH 10 peecTpauiiHixX maTepianis:
TexHivyHa nomwunka (3rigHo Hakazy MO3 Big

23.07.2015 Ne 460), TexHi4HY nOMUIIKy

3a
peuerimom

UA/3933/01/01




52 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
Gnictepn y TIOXAPE A.LL. BUMPABIEHO B iHCTPYKLIi ANs MeguyHoro
KapTOHHIN ynakoBLii TA.LL. 3aCTOCyBaHHS nikapcbkoro 3acoby y po3gini
"Micue3Haxoa)XeHHs1 BUpobHUKa Ta 1oro agpeca
MicLS NpOBaaXeHHS OisnbHOCTI".
3asHaueHe BUNpaBreHHs Bianosigae
Marepianam peecTpauiiHoro 4ocke
69. | MENIBEK® TabneTku no 15 wr, HOBEN TypeyymH HOBEN INAY TypeyunHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/3933/01/02
no 10 Tabnetok y INTAY a CAHAI BE TexHivyHa nomunka (3rigHo Hakasy MO3 Big peuernmom
6nictepi; no 1a6o 3 | CAHAIBE TIDKAPET 23.07.2015 Ne 460), TexHiuHy nomunky
Gnictepn y TIOXAPE A.LL. BUMPABIEHO B iHCTPYKLIi ANs MeguyHoro
KapTOHHIN ynakoBLi; TA.LL. 3aCTOCyBaHHS nikapcbkoro 3acoby y po3aini
no 4 Tabnetkn y "Micue3Haxoa)keHHsi BUpobHUKa Ta oro agpeca
Gnictepi; no 1 MiCL1 NPOBaAXEHHS OisnbHOCTI".
Gnictepy B 3a3HayeHe BMMNpaBrneHHs Bignosigae
KapTOHHI ynakoBL,i Marepianam peecTpauiiHoro 4ocke
70. | MENCI PO34MH AN iH'eKLN, ToBapucT Ykpaina ToBapwucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a - UA/18058/01/01
10 mr/mn, no 1,5 mn BO 3 obmexeHo 3MiHu | TUny - 3MiHK 3 akocTi. CepTudikat peuenmom
y dhnakoni; no 5 obmexeHo BigNoOBiganbHiCT BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
dnakoHiB y 10 10 bipma €Bponelicbkin hapmakonei/moHorpadii.
KOHTYPHIW Bignosiaa "Hosodapm- lMoaaHHsa HoBoro abo oHoBREHOro cepTudikarta
YapyHKOBIn TNbHICTIO BiocuHTes" BignoBigHoCTI abo BUNy4YeHHs cepTudikara
ynakosLj; o 1 dipma BiAMOBIAHOCTI €Bponenckin dapmakonei: Aong
KOHTYPHIW "Hosodap AQ®I; ansa BuxigHoro
YapyHKOBI ynakoBLi M- MaTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
y nayui 3 KapTOHY BiocuHTes BVIKOPVCTOBYIOTbCA Y BUpobHuUTBi A®l; ans

[OMOMDKHOT peyvoBUHM (cepTudikat
BigNOBigHOCTI E€Bponerchkin hapmakonei) -
HoBwuin cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo fgonoBHeHHSs). CynyTHSA 3MiHa -
3miHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4yeHux y crneumdikauisx Ha A®l, abo
BVXiAHWA/MPOMiXXHWI NpoayKT/pearexT, LWo
BMKOPUCTOBYIOTBCS Y npoueci BupobHuutea AdI
(iHwi 3minn) (B.1.6.1. (x) IA)

NnoAaHHs HoBoro cepTudikata BiaNoBIAHOCTI
€sponevicbki papmakonei Ne R1-CEP 2014-
261 - Rev 00 ans gitovoi peyoBuHu Meloxicam
Bia HoBoro Bupo6Hmka SWATI SPENTOSE PVT.
LTD.(gonoBHeHHs). Ak Hacnigok, BHECEHHS 3MiH
0o crneundikauii 4ilo4oi pe4oBUHM BUPOOHUKA
N3, a came ana nokasHuka «3anuLKoBi
KifTbKOCTi OpraHivyHMX pO34YMHHKKIB» BKa3aHO
HOPMYBaHHS NSt pO34MHHMKA «MeTaHon» He
6inbwe 0,3% (3000 ppm) y BignosigHoOCTI 40
BuMor CEP. 3MmiHu | Tuny - 3miHu 3 sKocTi.
CeprtudikaT BignosigHocTi/lE-cepTudikat
BianoBigHOCTI €Bponeinchkii
dapmakonei/MoHorpadii. 3miHW, NoB's3aHi 3
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Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

HeoOXigHICTIO NpuBeaeHHs Y BignoBigHICTL 0O
MoHorpadii AdPY abo E€sponeiicbKoi
capmakonei, abo iHWOoi HaLlioHanbHOT
dapmakonei gepxasun €C (3MiHa y
cneundikauisx, nos's3aHa 3i amiHamu B JOY,
abo €Bponelicbkin hapmakonei, abo iHLWin
HauioHanbHin bapmakonei aepxasu €C)
npvBeaeHHsi cneumdikauii ASI menokcukam y
BiZ4NOBIgHICTb 4O BUMOr MoHorpadii Meloxicam
EP 3a nokasnukamu: Onuc (3aTBepakeHo:
[MopOLLIOK CBITNO-XOBTOrO KOMbLOPY;
3anpornoHoBaHOo:bnigo->KOBTUIA NOPOLLOK);
loeHTudikauis (3aTBepaxeHo: BignosigHicTb 14-
cnektpy ®C3 menokcukamy; BignosigHicte Y®-
cnektpy ®C3 Menokcukamy; 3anponoHoOBaHo:
BignosigHicTtb 14-cnektpy ®C3 menokcukamy);
Baxki meTanu — nokasHuk Buny4eHo; KinbkicHe
BM3HaYeHHs — (3aTBepaxeHo: He meHwe 99,0%
i He Ginble 100,5% (y nepepaxyHKy Ha cyxy
peyoBUHy); 3anponoHoBaHo: He meHwe 99,0% i
He Ginble 101,0% ( y nepepaxyHKy Ha cyxy
peyoBuHy). 3MiHu | TNy - 3MiHK 3 skocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneuundikaui Ta/abo JonyCTUMUX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpOJyKT/pearexT, Lo
BMKOPUCTOBYIOTBCS Y npoueci BupobHuutea AdI
(iHLWi 3MiHW) BHECEHHS 3MiH A0 cneuudikauii
niroyoi pevoBmHn Meloxicam, 3okpema
[OMNoBHEHO cneuudikadiio HOpMyBaHHAM MeHLUEe
1,1 MO/mr ans nokasHuka «bakTepianbHi
€HOOTOKCUHWY», AN HOBOro BUpOoGHMKa AdI
SWATI SPENTOSE PVT. LTD.

71.

METUNNPEQHI3ON
OHY ALIEMOHAT

KpuCTaniyHui
NOPOLLIOK
(cybeTaHuis) y
NOABINHNX
nonieTuneHoBmx
naketax ans
hapmMaLEeBTUHHOIO
3acTOCyBaHHA

MPAT
"OITOPA
PM"

YkpaiHa

CumbioTika
Cnewwveniri

IHrpigieHTc CoH.

bxn

Manawnsia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecy 3asBHUKa
(BnacHuka peecTpauiiHoOro NocBiA4YeHHS) 3MiHa
agpecu 3asBHMKa

UA/14195/01/01

72.

METPOHIOA30N

Tabnetku no 250 mr
no 10 Tabnetok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 2 a6o 5 6nictepis
y nauyui 3 kKapToHy

AT
"Jly6Hucha
om"

YkpaiHa

AT
"INy6Hucpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3minu | TUny - 3miHn WwWoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLUii Ansi
MeAMYHOro 3aCTOCYBaHHS Ha MiACcTaBi
perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku

3a
peuerimom

He
nidnsizae

UA/6538/01/01
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
3acTocyBaHHS NnikapcbKoro 3acody B
nicnapeecTpauinHuii nepiog, abo sk pedynbTaT
OLHKM 3BIiTY 3 JOCTiAXeHb, NPOBEAEHMX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX SocnigKeHb
(PIP) (3mMiHy y3roaXeHo 3 KOMNETEHTHUM
yMNOBHOBaXXEHNM OpraHoM)
3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCyBaHHS fikapcbKkoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "OcobnuneocTi
3actocyBaHHs", "MobivHI peakuii” woao 6e3neku
Lit0Y0i pevOBUHW.
73. | METPOHIOA3OIJ1- PO34MH Ans iHdY3in, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/4079/02/01
OAPHMUA 5mr/Mnno 100 mny | "d®apmaue "dapmaneBTUYH 3MiHn | TMNY - 3MiHK Woao peuenmom nionsieae
drakoHi BTUYHA a dipma be3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
noninponineHoBomy; cipma "NapHuus" (iHWi 3miHK) 3MiHKM BHECEHI o IHCTPYKUIT Ans
no 1 conakoHy B "ONapHuus" MeONYHOro 3acToCyBaHHs! NikapcbKoro 3acoby y
navui; no 100 mny po3ain "Cnocib 3acTtocyBaHHsi Ta o3un"
dnakoHax (DogaBaHHs anropuTMy 3aCTOCYBaHHS1) 3rigHO 3
MaTepianamu peecTtpauinHoro goceke. BeegeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEPOKEHHS
74. | MET®OPMIH-TEBA Tabnetkn no 850 wr; TOB YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/7795/01/02
no 10 Tabnetok y «TeBa OnepenwHs 3MmiHu | TUnYy - 3miHK 3 gkocTi. FoToBUI peuernmom
6nictepi; no 3 YkpaiHa» MNonaHg nikapcbkuii 3aci6. KoHTpornb rotoBoro

Gnictepn y kopobui
y Kopobuji

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JOoNycTMMNX MEX roTOBOrO
nikapcbkoro 3acoby (4onoBHeHHst abo 3amiHa
nokasHuka creumdikauii 3a pesynstatamu
AocnimkeHb 3 6e3nekn abo SKOCTi (3a BUHATKOM
nikapcbkux 3acobisB GionoriYyHoro/iMyHonoriYHoro
noxodkeHHs1)) BeeaeHHs KoHTpomnto Aomitok N-
HiTpO3oAMMeTMNaMiH B cneumdikadito Ha 13
MeTdopmiH-TeBa, Tabnetkm no 850 mr, 3
BiAMNOBIAHUMU MexaMu «He binbwe 0,032 ppm»
Ta meTofom BunpobyBaHHsa (GS-MSMS). 3miHm |
Tuny - 3MiHK 3 sikoCTi. [OTOBMI Nikapcbkui
3acib. (iHwWi 3MiHM) BHeCeHHs1 3aMiH 40 NyHKTY 4.2
(MakcumanbHa go6oa fosa) gogatky Annex Il
“Elemental Impurities Risk Assessment Report”
B po3gini 3.2.P.5.5 3 meTot0 BUNpaBneHHs
NMOMUITKM Y PO3paxyHKy MakcuMarbHoi 4060BOT
no3u 13 BignosiaHO 40 pekoMeHAoBaHOro
3HaYeHHs y KOpOoTKin xapaktepuctuui J13 (3000
mr/go0y). Takox Oyno yTOYHEHO BUKNag
iHdbopmaii B po3gini 3.2.P.5.2 B onuci
mMeToaukn «Hitposogomiuku:N-
HiTpo3oanmMeTunamiH (NDMA)» MPC023683/3, a
came- 04aHO CXeMy BBEEHHS1 PO3UMHIB i
36iNbLUeHo po3Mip XxpomaTtorpam Ansi KpaLoro
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
onucy nikie. B po3aini 3.2.P.6 O6rpyHTyBaHHs!
crneungikaLii yTOYHEHO MiCLEe3HaXOMXKEHHSs
nogatky Annex 1 «N-nitrosamine risk summary
worksheet»
75. | MIKOHA3O01Y NOPOLLIOK MPAT Ykpaina Iydpik IHAisa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: - - UA/11632/01/01
HITPAT (cybeTaHuin) y "®ITOPA BiocaiHcec 3MiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
NnoABINHNX PM" Tlimiten HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
nonieTuneHoBmx (BnacHuka peecTtpauifiHoro noceigvyeHHs). 3miHa
nakeTtax gns appecu 3asiBHUKa
dapmaLeBTUHHOIO
3aCTOCYyBaHHSA
76. | MIONPUOUH® TabneTtku no 4 mr, TOB YkpaiHa Mibe M'mM6X HimevuunHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/19477/01/01
no 10 Tabnetok y «MIBE ApuHanmittens 3minu | Tvny - 3miln woao peuenmom | niidnseae
GnicTepi; no 2 abo YKPATHA» 6e3neku/edekTUBHOCTI Ta dhapmakoHarnsay
no 5 Gnictepis y (iHWi 3miHK) 3MiHKM BHECEHI o IHCTPYKUIT Ans
nauui MEeOUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y
po3gin "MobivHi peakuii" Woao BaXNUBOCTI
3BiTyBaHHS Npo NobiYHi peakuiii, a Takox
KOPEKTOPCbKi NpaBku y po3Ain "dapmMakonoriyHi
BNacTMBOCTI" Ta 4O TpaHcniTepauii Ha3Bu
nikapcbkoro 3acoby. TepMiH BBeAEHHS 3MiH
npoTsArom 6 MicsAUIB Nicns 3aTBEPPKEHHS
77. | MIPAKCOnN Tabnetku no 0,5 mr My6niyHe Ykpaina My6niyne Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a - UA/19797/01/02
no 10 Tabnetok y aKLioOHepH akuioHepHe 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
6nicTepi, no 3 e TOBapUCTBO nikapcbkuit 3aci6. KoHTponb rotoBoro
Gnictepu B nayui TOBapucTs "HaykoBo- nikapcbkoro 3acoby. 3miHa napameTpis
o BMPOGHWYMIA cneuudikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
"HaykoBo- LeHTp nikapcbKkoro 3acoby (iHwi 3MiHK). 3MiHK B
BMPOGHWY "BopLyariscbkui Cneumdikauito MKA J13 3a nokasHukom
VI LEeHTP Ximiko- «CynpoBigHi AOMILLKWY ANs NpUBEAeHHs 40
"Bopuuaris dapmaueBTUYHK 3aTBepakeHoi Crneumdikauii B poaaini
CbKuiA 1 3asog” peecTpauinHOro AOChE.
XiMiko-
hapmaues
TUYHUIA
3aBoa”
78. | MIPAKCOnN Tabnetkn no 0,25 My6niyHe Ykpaina My6niyne YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a - UA/19797/01/01
mr, no 10 TabneTok aKuioHepH aKujioHepHe 3MiHn | Tuny - 3MiHK 3 skocTi. [oToBMI peuernmom
y 6nicTepi, no 3 e TOBapuCTBO nikapcbkuii 3aci6. KoHTponb rotoBoro
Gnictepu B nayui TOBapuCTB "HaykoBo- nikapcbkoro 3acoby. 3miHa napameTpis
o BMPOGHWYMIA cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
"HaykoBo- LEeHTp nikapcbkoro 3acoby (iHwi 3MiHK). 3MiHK B
BMPOGHWY "BopLuariBcbkui Cneumdikauito MKA J13 3a nokasHukom
VI LEHTP XiMiKo- «CynpoBigHi JOMILLKM» AN NPUBEAEHHS 0O
"BopLuaris apmaLeBTUYHN 3aTBepakeHoi Cneuudikauii B posaini
CbKuiA 1 3asog” peecTpauinHOro AOChE.
XiMiKo-
dapmaues
TUYHUA
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
3aBsoa”
79. | MYKANTUH® ®OPTE | TtabneTku xyBanbHi, MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes - UA/4038/01/01
3 BITAMIHOM C no 10 Tabnetok y "Manuuda "Tanuugapm", 3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHW. peuenma
6nictepi; no 2 abo pm" YkpaiHa; BunyyeHHst BUpOGHMYOT AinbHMLi (BKMOYaoum
10 6nicTepiB y nayui MAT ainbHUUi anst A®I, npomixkHoro npoaykty abo
"Kuismegnpenap roTOBOrO NikapcbKkoro 3acoby, AinbHuUI ans
aT", Ykpaina npoBeAeHHs NakyBaHHs, BUPOGHUKa,
BignoBiganbHOro 3a BMNycK cepin, Mmicue
NpoBeAEeHHsA KOHTPONto cepii) abo
nocravarnbHuKa BUXigHOro MaTtepiany, peareHty
ab0o 4OMOMiXXHOT PEHOBMHY (SIKLLIO 3a3HAYeHO Y
[OCbeE).
ApnMmiHicTpaTuBHa 3MiHa BUINy4YeHHs1 BUPOGHWMKa
aitoyoi pevosuHu AckopbiHoBoi kucnoTtu: Hebei
Welcome Pharmaceutical Co., Ltd., Kutai, y
3B'sI3KY i3 NPUNUHEHHSIM BUPOGHMLTBA
cybcTaHuii AaHum BUPOBHMKOM. 3anuiiaeTbes
anbTepHaTUBHUIA BUPOBHUK Ait040i peyoBUNHM
AckopbiHoBoi kucnoTu: Northeast
Pharmaceutical Group Co., Ltd., Kutan.
80. | HANBY®IH-3H PO34MH ANS iH'eKLN, TosapucT YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmuX maTepianis: 3a He UA/13460/01/01
10 mr/mn, no 1 mn BO 3 0obMexeHo 3minn | TMny - 3MiHuM 3 siKocTi. [oTOBUIA peuenmom nidnseae
abono2wmns obmexeHo BiAMNoBiganbHicT nikapcbkui 3aci6. Cuctema
amnyni; no 5 amnyn 10 10 "XapkiBcbke KOHTelWHep/3aKynoptoBanbHWiA 3aci6. 3MiHa
y 6nicTepi, no 1 abo Bignosiga dapmMaueBTUYHE PO3Mipy yNakoBKM FOTOBOIO NiKapcbKoro 3acoby
2 bnictepu y NbHICTIO nianpYeEMCTBO (BUMYYEHHS yNakoBK1 NEBHOTO poO3Mipy)
KOpoO6Li 3 KapTOHY "XapkiBcbk "3popos's Buny4eHHs neBHOro po3Mipy ynakoBKv KapTOHY
e Hapoay" y 3B'A3KY i3 BUPOOHMYOIO HEObXigHICTIO Ta
dapmaueB MapKETMHIOBOI MOMITUKOK. 3MiHN BHECEHI B
TUYHE iHCTPYyKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nignpvemc nikapcbKkoro 3acoby y po3ain "Ynakoska"
TBO (BUMYYEHHS yNakoBKu1 NEBHOrO PO3Mipy).
"3popoB'sa BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
Hapoay" 3aTBEPOKEHHS
81. | HATPIYM Tabnetku no 80 Hownue HimeyumH [onue HimevuunHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: bes nionsieae UA/12221/01/01
XJTOPATYM Cillb Tabnetok y dprakoHi; | Xomeonarti a Xomeonari- 3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUI peuenma
OOKTOPA no 1 cnakoHy y -YHioH YHion OXY- nikapcbkui 3aci6. Onuc Ta cknag. 3miHa abo
LUKOCCIIEPA Ne8 KapTOHHiI kopobui Oxy- ApuHaimiTTenb [0[aBaHHs WTamniB, NOTOBLLEHb abo iHLLINX
ApuHaimit Mv6X & Ko. KIF MapKyBaHb, YKIo4arun 3aMiHy abo foaaBaHHS
Tenb hapb ons mapKyBaHHSA nikapcbKoro 3acoby
m6X & (3MmiHa wTamniB, NOToBLLEHb ab0 iHLKX
Ko.KI" MapKyBaHb). 3MiHa CTOCYETbCS BUIYYEHHS
AeTanewn onucy BUMsAy TabneTku LWoao
TUCHEHHSA Ha TabneTui 3 BiANoOBiAHMMYK 3MiHaMMK
B po3gin Cneumdikauis MKA J13. 3atBepaxeHo:
Cneuudpikauis M3 npu Bunycky Ta TepmiH
npuaaTHOCTi . 3anpornoHoBaHo:
Creumdikauis 113 npu Bunycky Ta TepmiH
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Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

npvaaTHOCTI. 3MiHM BHeceHi B po3ain "fikapcbka
dopma. OcHOBHiI hiznko-ximiyHi BnacTMBocCTi" B
IHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby. 3MiHu | Tuny - 3miHn 3
sikocTi. FoToBUIA Nikapcbkui 3aci6. KoHTponb
roToBOroO slikapcbkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo 4ONyCTUMUX MEX rOTOBOro
nikapcbkoro 3acoby (BHECEHHSI 3MiH A0 AOCHE
nicnsi OHOBNEHHS 3aranbHOi CTaTTi HAa FOTOBY
nikapcbky chopmy y dY/EBponeincokin
dapmakoner)
npuBELEHHSA KPUTEPItO NPUNHATHOCTI 3a
nokasHukom «MikpobGionoriyHa ynctota» B
Cneuudikauii M3 go € (aitoye BuaaHHA) Ans
OPOMYKO3HOTO 3aCTOCYBaHHS, a TaKoX
pefakuinHi yTOYHEHHS 3a NnokasHuKamm
«CTupaHHicTby, «CepeaHsa maca/ogHOpIgHICTb
Macuy 3ateepaxeHo: Cneuudikauis M3 npu
BUMYCKY Ta TEPMiH NPUAATHOCTI.
B3anponoHosaHo: Cneuudikauisa T3 npu
BUMYCKY Ta TEPMiH NpuaaTHoCTI

82.

HEBIAP®

Tabnetku no 5 mr,
no 10 tabnetok y
6nictepi, no 3
Gnictepu B nayui

TOB
"APTEPIY
MnaTo"

Ykpaina

NAT

"KniBmegnpenap

at", YkpaiHa
(BMPOOHMLTBO 3

npoaykuii in bulk

dipmun-
BMPOGHMKa
AKTABIC NTA,
ManbTa, ipmu-
BMPOGHMKa
"BankaHgapma-
Oynkiua" AL,

Bonrapis,

KOHTPOIb SIKOCTI,

BUNYCK cepii)

Ykpaina

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHW y KOPOTKili XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYyKLUii Ans
ME[MYHOrOo 3aCTOCYBaHHs
reHepu4HuX/ribpuaHnx/6ionofibHMx nikapcbkmx
3acobiB nicrs BHECEHHS TiEl camoi 3MiHU Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HafaHHS! )XOAHWUX HOBMX AOAATKOBUX AaHUX).
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOrO
3aCTOCYBaHHsI NikapCbKOro 3acoby y po3ainu:
"®apmakonorivHi BnactusocTi", "lMoka3aHHA",
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHoCTi abo rogyBaHHSA rpyaat”, "Cnocid
3acTocyBaHHs Ta gosu", "lMepenosyBaHHs",
"Mo6iuHi peakuii" BignosigHo o iHpopmauii
LLI0A0 MEAMNYHOrO 3aCTOCYBaHHS pedepeHTHOro
nikapcbkoro 3acoby (HEBINET, Tabnetku).
BBegeHHs 3MiH npoTArom 6-Tu Micsuis nicns
3aTBEPKEHHS.

3a
peuenmom

He
nionsieae

UA/17235/01/01

83.

HICTATWUH

cynosutopii
pekTanbHi no 250
000 0[; no 5
Cyno3nTopiia y
CTpuni; no 2 ctpunu

NAT
"MoHdap
e

YkpaiHa

NAT
"MoHdapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MmiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHUKA
(BnacHuka peecTpaLiniHoro noceigvyeHHs1) 3MiHa
agpecw 3asiBHVKa TepMiH BBeAeHHS 3MiH

3a
peuerimom

He
nidnsizae

UA/8487/01/01
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

y navui 3 kapToHy

npoTArom 6 micsAUiB nicns 3aTBepMKEHHS
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHs OisNbHOCTI BUpobHMKa/imnopTepa
roTOBOIO MikapcbKoro 3acoby, BKIo4aoum
[inbHUL BUNYCKy cepii abo micLe npoBeaeHHs
KOHTPOIMIO SIKOCTI. (BisnbHICTb, 3a siKy Bignosinae
BMPOBHWMK/IMNOpTEP, BKMHOYAKOUM BUMYCK Cepiit)
3miHa agpecu BupobHuka M3 MAT "MoHdapm”,
YkpaiHa, 6e3 3MiHu Micusa BUpobHMuTBa: TepMiH
BBEAEHHS 3MiH NpoTSArom 6 mMicsuis nicns
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHnX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHUX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
thapmakoHarnagy B YkpaiHi, AKLLO BOHa
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BigNoBiganbHOI 3a 30iMCHEHHS hapmakoHarnsagy
(BKINtOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ganna cuctemm
dapmakoHarnsay)
3miHa ynoBHOBaxeHOi 0cobu 3asiBHUKa,
BignosiganeHoi 3a hapMakoHarnsag. [itova
pepakuia: Cosrupa Ceprint CepriioBuy.
[MponoHoBaHa pepakuis: MNMacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTaKTHMX AaHuX
YNOBHOBaXEHOi 0COOM 3asBHYIKa,
BigMNoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLle3HaxomKeHHs MacTep-canna cuctemu
dapmakoHarnagy. 3miHa micus 34iNCHEHHs!
OCHOBHOI AiANbHOCTI 3 hapmMakoHarnsay.

84.

HICTATWUH

cynosuTopii
pekTanbHi no 500
0000[4; no5
Cyno3unTopiia y
cTpwvni; no 2 ctpunu
y nauui 3 KapToHy

NAT
"MoHdap
"

YkpaiHa

NAT
"MoHdapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis:
3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy 3asiBHUKa
(BnacHuka peecTpaLiniHoro noceigvyeHHs1) 3miHa
appecy 3asiBHUKa TepMiH BBeAEHHS 3MiH
NpoTArom 6 MicsAUIB NicNs 3aTBEPKEHHS
3MmiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micud
npoBafXXeHHs AisinbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO MikapCbKoro 3acoby, BKMoYaoum
[inbHUU BUNYCKy cepii abo micLie npoBeaeHHs
KOHTPONMIO SIKOCTI. (AisinbHICTb, 3a Ky Bignosinae
BUPOGHWK/IMNOpTEp, BKNOYAK4M BUMYCK CEPilt)

3a
peuenmom

He
nidnseae

UA/8487/01/02
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[TponoBkeHHs qogaTKa 3

n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

3miHa agpecu BupobHuka M3 MAT "MoHdapm”,
YkpaiHa, 6e3 3MiH1 MicLs BUpOGHMLUTBA: TepMiH
BBEAEHHS 3MiH NPOTSArom 6 Micsuie nicns
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Wozo
6e3nekv/edekTMBHOCTI Ta bapmakoHarnsay.
BBeneHHs abo 3MiHu [0 y3aranbHeHWX OaHUX
npo cucteMy chapmakoHarnsgy (BBedeHHs
y3aranbHEHUX AaHUX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanbHOI 3a 3AiNCHEHHS
hapmMakoHarnsagy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHSA
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBigaNbHOI 3a 34iNCHEHHS hapMakoHarnagy
(BKINOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHu y
po3MmiLLieHHI MacTep-anna cuctemm
dapmakoHarnsgy)
3MiHa ynoBHoOBakeHoi 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag. ditoya
pegnakuisi: Cosrupa Ceprit CepriioBunu.
[MponoHoBaHa pepakuis: MNMacTyweHko IHHa
BikTopiBHa. 3MiHa KOHTaKTHMX AaHWX
YyNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
MiCLIe3Hax0omKeHHA MacTep-channa cuctemm
hapmakoHarnsgy. 3miHa micus 3giNncHeHHs
OCHOBHOI AifiNbHOCTI 3 hapMakoHarmsay.

85.

OKCUTOUWH

PO34MH OIS iH'EKLIN,
5 MO/mn; no 1 mn B
amnyni; no 5 amnyn
y bricTepi; no 1 abo
2 6nictepm y nauyui 3
KapTOHY

TOB "®3
"BIODAP
MA"

Ykpaina

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3miHu | TUNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynopoBarnbHuiA 3aci6. 3miHa y
meToAax BUNpoOyBaHHSA NEPBUHHOI yNaKoBKM
roTOBOrO fikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBepAKeHVX MeTofax BUnpobyBaHb)
BHeceHHs 3miH o p.3.2.P.7 Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3acib, a came-
npuBeaeHHs cneuundikauii Ha amnynu CkNsHi 3a
n. «[loBepxHeBa rigponiTuyHa CTiNKiCTb
BHYTPILUHLOI MOBEPXHi» Y BiANOBIAHICTb 4O
aKkTyanbHOi cneundikaLii BXifHOro KOHTPOSo
3aTBepaxeHo: 4. MoBepxHeBa rigponiTuiHa
CTIVKICTb BHYTPILLHbOT NoBepxHi KinbkicTb
BMNpoOyBaHux 3paskiB, HeOOXiaHUX Ans
3aKIIOYHOrO BU3HAYEHHS!, Mae ByTN He MeHLue
25 ans amnyn o6’emom 1 mn. 3anponoHoBaHo:
4. MNoBepxHeBa rigponiTM4YHa CTINKICTb
BHYTpIiLWHbOI noBepxHi KinbkicTb BUNpobyBaHUx
3pa3kiB, HeObXigHWX ANs 3aKNYHOro

3a
peuerimom

UA/1888/01/01
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
BU3HAYeHHs, Mae 6yTn He meHLwe 20 gnsa amnyn
o6’emom 1 Mn
86. | OMENPA30I NOPOLLIOK A11s [xeHodba Benwka LaHbayH Kutaiicbka BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a He UA/18868/01/01
PO34MHY Ans iH'eKuin pm Jitg BpuTaHis HOnciHb HapogHa 3MiHu | TUny - 3MiHK Woao peuernmom nionsieae
no 40 mr, 1 a6o 10 dapmacbioTikan Pecnybnika 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy.
bnakoHiB 3 Ko., IlTa. 3MiHa y KOpPOTKil XapaKTepuCTuLi Nikapcbkoro
NOPOLLIKOM Y 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLUii Ans

KapTOHHi kopobui

MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OLiHKM 3BIiTY 3 JOCTiAXEeHb, NPOBEAEHMX
BiMNOBIQHO 4O MnaHy nefiaTpuyHuX AocnigKeHb
(PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXEHVM OpraHom).
3MiHN BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3aCTOCYBaHHSI NiKapCcbKoro 3acoby y po3ainu:
"OcobnueocTi 3acTocyBaHHs", "MobivHi peakuii”
BiNOBIOHO 4O OHOBMEHOI iHpopmalii 3 6esnekn
niroyoi pevoBmHU. 3MiHM | TNy - 3MiHK 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo 4ONYCTUMMX MEX FOTOBOIrO
nikapcbKoro 3acoby (3BY>XEHHS AOMYCTUMMUX
MeX) He3Ha4Ha 3miHa B cneumdikauii M3, a
came yTo4HeHHs B onuci J13, wo 6yno
CNPUYMHEHO MOMWITKOI Yepe3 HEBIPHICTb
nepeknagy 3 kutancbkoi MoBu. [itoya pegakuis:
Onwuc. bina abo npakTnyHo 6ina cunyya maca
abo NopoLLOK.

MponoHoBaHa pepakuis: Onuc. bina abo
npakTnyHo bina nioginizoBaHa maca a6o
NMOPOLLIOK. 3MiHV BHECEHO [0 iHCTPYKLiT Ans
MEeOUYHOro 3aCTOCyBaHHs NiKapcbKoro 3acoby y
po3gin "Mikapcbka chopma" nigpo3aain "OcHOBHI
pi3nKo-ximidHi BnacTmeocTi".
3miHu | TUNYy - 3miHK 3 gkocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBeEpOKEeHMX MeTofax
BUNPOBYBaHHS1) HE3HAYHI 3MiHW B 3aTBEPIYKEHNX
mMeTogax koHTponto 13 3a nokasHukamm
«lpeHTudikauis» (USP<857>), «CynyTHi
aomiwku» (USP<621>), «KinbkicHe
BU3HaveHHsa» (USP<621>), wo cnpuunHeHi
nomunkamu npu nepeknagi MKA. Metoau
BMUNpobyBaHb HE 3MiHUMMUCS.
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
87. | OMENPA30I NOPOLLIOK A11s [xeHodba Benwka LaHbayH Kutaiicbka BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: - He UA/18869/01/01
PO34MHY ANS iH'EKLN pm 1A BputaHis tOnciHb HapogHa 3MiHW | Tuny - 3MiHK 3 skocTi. [FoToBMI nidnsizae
no 40 wr, in bulk: no dapmackioTikan Pecny6bnika nikapcbkuii 3aci6. KoHTpornb rotoBoro
100 cbnakoHiB y Ko., NT1a. nikapcbkoro 3acoby. 3miHa napameTpis
KapTOHHi kopobui cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (3BY>KEHHsI AOMYyCTUMMX
MeX) - He3HayHa 3MiHa B cneuudikauii M3, a
came yTo4HeHHs B onwci J13, wo 6yno
CNPUYNHEHO NOMUIKOIO Yepe3 HEBIPHICTb
nepeknagy 3 kutamcbkoi MoBu. [litoya pegakuis:
Onwuc. Bina abo npakTtuyHo 6ina cunyya maca
abo nopoLuok. MponoHoBaHa pepakuis: Onuc.
bina a6o npaktuyHo Gina niodinisoBaHa maca
abo nopoLuok; 3miHu | Trny - 3MiHM 3 AKOCTI.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y metoaax
BMNpobyBaHHs FOTOBOrO NikapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPKEHNX MeToAax
BUNPOOYBaHHS) - HE3HAYHI 3MiHU B
3aTBepAKEeHNX MmeToaax koHTpomno M3 3a
nokasHukamu «lgeHtudikauisy (USP<857>),
«CynyTHi gomiwkm» (USP<621>), «KinbkicHe
BU3HaveHHsa» (USP<621>), wo cnpuunHeHi
nomunkamu npu nepeknagi MKA. Metogu
BUMPOBYBaHb He 3MiHWUNUCSA
88. | OHBPE3 NOPOLLIOK ANA Hosaprtic LLsenuapi | Hosaprtic ®apma | LUsenuapis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a - UA/11706/01/01
BEPU3XAWUNEP iHransuin, Teepai dapma Al a LWtenH AT, Icnanis 3MiHu | TUNy - AgMiHicTpaTuBHI 3miHW. 3MiHa peuenmom
kancynu no 150 mkr; LLiseniuapis HalMeHyBaHHs1 Ta/abo agpecu Micus
no 10 kancyny (BUpOBHMLTBO NpoBaAXXeHHS AiAnbHOCTI BUPOOHMKa
6nicTepi; no 1 abo 3a NoOBHUM (Bkntoyatoun, 3a HeobxigHocTi, micue
no 3 Gnictepu 3 1 LIMKIIOM); NpoBeEHHS KOHTPOJO SIKOCTi), abo BNacHuka
iHranaTopom B Hosapric macTtep-cavina Ha A®l, abo noctayanbHuka
KapTOHHiI kopobui dapmacbloTuka AdI/BuxigHoro matepiany/peareHTy/npoMixkHOro
C.A,, IcnaHis NPOAYKTY, L0 3aCTOCOBYHOTHCS Y BUPOOHULTBI
(BUpOBHMLTBO ADI (AKLWO 3a3HaYEHO y AOCHE Ha NiKapCbKuii
3a NOBHUM 3acib) 3a BigcyTHOCTI cepTudikaTa BiAnoBiAHOCTI
LIUKIIOM); €Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
dapmananitmka Aocbe, abo BUpOOHMKa HOBOT AOMOMIKHOT
CA, Weenuapis PEYOBUHY (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
(KoHTpOIb agpecu Ta Ha3Bv BUpoOHUMKa BiANoBiaanbHOro
AKOCTi (3a 3a koHTpornb sikocTi A®I 3 Novartis International
BUHSITKOM TECTY Pharmaceutical Ltd. Branch Ireland Ha SGS
MikpobionoriyHa International Services Laboratory (ISL) Limited
yncToTa)) 06yMOBIeHO NpMBEAEHHSM Y BiAMNOBIAHICTb A0
MaTepianiB peecTpauiiHoro 4ocbe
(Ceptudpikaty GMP). A Takox BigoGpaKeHHs
0aHO1 AinbHuui y posgini MKA J13.
89. | OHBPE3 NOPOLLIOK ANA Hosaprtic Lseruapi | Hoeaptic ®apma | LUsenuapis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a - UA/11706/01/02
BPU3XAWNEP iHransuin, Teepai Papma Al a LWTenH Al', IcnaHis 3MiHu | TUnNy - AgMiHicTpaTuBHI 3miHW. 3MiHa peuyenmom
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
kancynu no 300 mkr; LLIseniapis HaiMeHyBaHHs Ta/abo agpecu micus
no 10 kancyny (BpPOGHULTBO NpoBagXXeHHs1 AisiNbHOCTI BUPOBHYMKa
6nictepi; no 1 abo 3a NOBHUM (BKrovatoum, 3a HeobXigHOCTI, Micue
no 3 Gnictepn 3 1 LIMKITOM); NPOBEAEHHST KOHTPOIIO AKOCTI), abo BnacHuka
iHranaTopom B Hosapric macTep-caina Ha API, abo noctayanbHuka
KapTOHHiI kopooL, dapmacbkloTrka Adl/BnxigHoro maTepiany/peareHTy/npoMiKHOro
C.A., IcnaHis NPOAYKTY, LLO 3aCTOCOBYOTLCSA Y BUPOOHULTBI
(BpPOGHULTBO ADI (KO 3a3HAYEHO y AOCLE HA NiKapCbKuii
3a NOBHUM 3acib) 3a BiacyTHOCTI cepTudikarta BignoBigHOCTI
LIMKITOM); €BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
dapmananitmka focbke, abo BUPOBHMKa HOBOT AOMOMiKHOT
CA, lWBenuapis PEYOBMHM (SIKLLO 3a3Ha4YeHo y A4OCbE). 3MiHa
(koHTpOnb appecu Ta Hassu BUpoOHMKa BignoBiganbHoro
AKOCTi (3a 3a koHTpornb skocTi A®Il 3 Novartis International
BUHSATKOM TECTY Pharmaceutical Ltd. Branch Ireland Ha SGS
MikpobGionoriyHa International Services Laboratory (ISL) Limited
yucToTa)) 06yMOBMeHO NpUBEAEHHSAM Y BiAMNOBIAHICTb A0
marepianis peecTpauifHoro Aocke
(CepTtudpikaty GMP). A Takox BigoGpaeHHsi
0aHoi AinbHuui y posgini MKA J13.
90. | NAPIKANbUITON- PO34MH AN iH'eKUin MicTtpan AHrnis ®apmareH CA peuis BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a - UA/18806/01/01
BICTA 5 mkr/mn, no 1 mn Kenitan TexHiyHa nomurnka (3rigHo Hakasy MOS Big peuenmom
abono2mnB MeHemxm 23.07.2015 Ne 460):
amnynax; no 5 €eHT TexHi4YHy NOMUIKY BMNPABMEHO B TEKCTI
aMnyn y KapTOHHI Nimiteq MapKyBaHHS Ha NEPBUHHIN ynakoBLi nikapcbkoro
Kopoo6ui 3acoby.
3ateepmxeHo: 2. KINBbKICTb OIK0YO0i1
PEYOBWHW 5 mkr/mn
3anponoHosaHo: 2. KINbKICTb AIF0YOI
PEYOBWHW 10 mkr/2mn
3a3HaueHe BMNpaBreHHs BignoBigae
mMarepianam peecTpauiHoro 4ocke
91. | NEPUHAONPUN/IHA | TabneTku, BKpUTI TOB Ykpaina AT YropuwuHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a - UA/14925/01/01
ANAMIO ®OPTE- NNiBKOBOK «TeBa dapmaueBTU4HU 3miHu | TUNY - 3miHK 3 skocTi. FoToBUIA peuenmom
TEBA obonoHkoto, no 5 YkpaiHa» 1 3aBof TeBa nikapcbkuii 3aci6. KoHTpornb rotoBoro
mr/1,25 wmr, no 30 nikapcbkoro 3acoby. 3miHa y MmeTogax
Tabnetok y BUNpobyBaHHsi FOTOBOrO NikapcbKoro 3acoby
KOHTeWHepi; no 1 (iHWi 3MiHM y meTofax BunpobyBaHb
KOHTEWHepy B (Bkntovatoumn 3amiHy abo JOMOBHEHHS)) 3MiHa
KopoO6Li MeToay BUNpobyBaHHS 32 NOKa3HWUKOM
«OpHopigHicTb fo30BaHUX oamHuLby (Ph.Eur.
2.9.40) npwv BUMYCKy Ta Ha TEPMiIH NpuaaTHOCTI 3
mMeToay oaHopiaHocTi BMicTy (BEPX) Ha
pO3paxyHKOBO-BaroBuii Metos,. BeeaeHHs 3amiH
nNpoTArom 6-Tn MicsAUIB Nicns 3aTBepA>KEHHS
92. | NTPEBEHAP® 13/ cycneHsisa ans Mdparizep CLIA Mdparizep Benbria/ BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3a - UA/15864/01/01
PREVENAR® 13 iH’ekuin; no 1 gosi Eny.Ci.Mi. MeHtodpekuypuH Ipnangis 3MiHn | TMny - 3MiHm 3 sikocTi. ADI. peuenmom
BAKLUMUHA (0,5mn)y Kopnope r Benebris HB, Bupo6HuLTBO (iHLWi 3MiHWM) BHECEHHSsI
NMHEBMOKOKOBA nonepegHL0 LUH Benbris; BUMNpaBIIEHHS OO pe3ynbTaTy BUNpobyBaHHS
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
NMONICAXAPUOHA HanoBHEHOMY Mdparisep Working Cell bank 3a nokasHukom
KOH’IOFOBAHA Lwnpuui; no 1 IpneHa «Suitability(Growth)» y po3aini 3.2.5.2.3 ans
(TPUHAQUATUBAIE | nonepegHbo dapmaceyTukan cepotuny 19A. 3atBepmxkeHo: OD600 = 1,06.
HTHA HanoBHEHOMY c, lpnaHgis 3anponoHoBaHo: OD600 = 0,60.
A[ICOPBOBAHA) LUNpULY Ta OAHIN 3MmiHm | Tuny - 3miHu 3 skocTi. ADI.

BiOKPEMIIEHIN ronui
B iHOMBIQYyanbHOMY
YoXi y 3aKpuTomy
nnacTnKoBoMy
KOHTeWHepi; no 1
nnacTMKoBOMY
KOHTENHEpY Y
KapTOHHIl kopobui

Bupo6HuLTBO. 3MiHa BMPOOHHMKa
BVXifHOro/npoMi>KHOro NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYOTLCS Y BUPOBHMYOMY NpoLieci
A®I, abo 3amiHa BUpOGHMKa (BKItoYatouu, ge
HeobXiaHO, MicLe NPOBEeAEHHST KOHTPOSO SIKOCTi)
A®I (3a BiacyTHOCTI cepTudpikata BiaNoBIigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
[ocbe)(HoBa AinbHUUsS ons 36epiraHHsA
["onoBHoro 6aHky kniTuH Ta/abo Poboumnx GaHkis
kniTnH) [logaBaHHsa BUpoOHMka Wyeth
Pharmaceuticals LLC 1 Burtt Road, Andover,
MA 01810, US sk ginbHWUI BignosiganbHoi 3a
30epiraHHs GaHky KniTUH ans Streptococcus
pneumoniae. 3miHu | TUNy - AgMiHicTpaTuBHI
3MiHN. BunyyeHHs BUPOGHWYOI AinbHuLI
(BKkntoyaroun ginbHuui gns APl npomixkHoro
npoaykTy abo rotoBoro nikapcekoro 3acoby,
OiNbHUUI AN NPOBEAEHHST NaKyBaHHS,
BUpPOGHMKa, BignoBiganbHOro 3a BUMYCK cepin,
MicLie NpoBedeHHS KOHTPOo cepii) abo
nocTavanbHuKa BUXigGHOro Martepiany, peareHty
abo [OMOMIXKHOI PEUYOBMHY (SIKLLO 3a3HAYEHO Y
nocbe) BuBeneHHs 3 ekcnnyartadii Fisher
Bioservices sk ginbHUU BignoBiganbHOT 3a
36epiraHHst 6aHkiB kniTMH ans Streptococcus
pneumoniae Ta Corynebacterium diphtheriae.
3miHu | TUny - 3miHu 3 gkocTi. APl. KoHTponb
A®Il. 3miHa y napameTpax cneuudikadi Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHUX Y crneumadikaLisax
Ha ADI, abo BMXiOHWMI/MPOMIKHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoteci BupobHuuTBa AP (3BY>KEHHS
[OMyCTUMUX MEX, BUSHAYEHUX y crieumdikaLii
Ha nikapcbKi 3acobu, AN SKMX OTPUMYETbCS
[03BiN Ha BMNYyCK cepil Big odilinHoro
perynsitopHoro opraHy) OHOBINEHHSI KpUTEpIto
NPUAHSATHOCTI ANs nokasHuka «Growth
suitability», wo 6yae 3actocoBaHwWi Npu
KOHTPOMi HOBOIO roNOBHOIO GaHKy KNiTWH
Streptococcus pneumoniae cepoTuny 6A.
3anponoHoBaHo: OD600 3,0 + 0,5 npoTtsrom
Makcumym 16 roguH. 3miHu | Tuny - 3miHn 3
skocTi. A®Il. Kontponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONYCTUMUX MEX,
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXIOHWI/MPOMDKHWUIA NpOdYyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea AdI
(3BY>XK€HHS JONYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii Ha nikapcbki 3acobu, Ans SKUX
OTPMMYETLCA A03BiN Ha BUMYCK cepii Big
ogiLiHOro perynsaTopHoro opraHy) OHOBMNEHHS
KpUTEpIto NPUAHATHOCTI A4nsa nokadHuka «Growth
suitability», wo 6yae 3acTtocoBaHuii npu
KOHTPOMi HOBOIO rofNoBHOIO GaHKy KNiTWH
Streptococcus pneumoniae cepotuny 19A.
3anponoHoBaHo: OD600 3,0 = 1,0 npoTsirom
MakcuMmym 16 roguH. 3minm Il Tuny - 3MiHm 3
akocTi. A®l. BupobHuutBo. 3miHa BUpoGHUMKa
BVXiAHOro/NnpoMi>KHOrO NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTBCS Y BUPOBHMYOMY NpoLieci
A®I, abo 3miHa BUpobHuKa (Bkrovatoun, ae
HeobXiaHO, MicLe NPoBeAEHHsT KOHTPOSO SIKOCTi)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponelicbkint hbapmakonei y 3aTBepaxXeHoMy
nocke)(3miHa B AD| 6ionoriyHOro NoXoa)KeHHs!
abo BuXigHOMy maTepiani/peareHTi/MpoMikHOMY
NPOAYKTi, LLIO BUKOPUCTOBYHOTLCS A1
BMpoBHMUTBA BionoriyHoro/iMyHomnoriYHoro
nikapcbkoro 3acoby ) logasanHs Pfizer Inc., 875
YecTepoing Mapkeen Bect, Yectepoing, MO
63017, CLUA, sik BUpoGHMKa HOBOrO FONIOBHOMO
6aHky kniTuH (MCB) Ta pobo4voro 6aHKy KniTuH
(WCB) ons Streptococcus pneumoniae serotype
6A.
3miHu Il Tuny - 3miHn 3 sikocTi. AL,
BupobHuuTBo. 3MiHa BUpOGHMKa
BVXiHHOro/npoMi>KHOrO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYOTBCS Y BUPOBHMYOMY npoLieci
A®I, abo 3miHa BUpobHuKa (BKrtovatoun, ae
HeobXxiaHO, MiCLie NPOBEAEHHS KOHTPOIO SKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BianoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaxXeHoMy
nocke)(3miHa B AD| 6ionoriyHOro NOXoaKeHHs!
abo BMxigHOMy maTepiani/peareHTi/NpoMixxHOMY
NpOAYKTi, LLIO BUKOPUCTOBYHOTLCS OS5
BMPOGHMLTBA GionoriyHoro/iMyHomnoriyHoro
nikapcbkoro 3acoby ) lopgasaHnHs Pfizer Inc., 875
Chesterfield Parkway West, Chesterfield, MO
63017, US, sik BUpOGHMKA HOBOTO rOfIOBHOMO
6aHky knitTvH (MCB) ans Streptococcus
pneumoniae cepotuny 19A. 3minum Il Tuny -
3MmiHu 3 gkocTi. APl. BupobHuuto. 3MiHa
BMPOGHMKa BUXiOHOrO/MPOMiXXHOIO
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMpPobHM4omMy npoueci APl, abo 3miHa
BUPOGHMKa (BKItoYatouun, ae HeobxigHo, micue
NPOBEAEHHST KOHTPOIO sikocTi) ADI (3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€BponeWckkin dhapmakonei y 3aTBepaKeHoOMy
nocke)(3miHa B AD| 6ionoriyHOro NoXoaXeHHs!
abo BuxigHOMY maTepiani/peareHTi/npomixkHOMY
NPOAYKTI, L0 BUKOPUCTOBYHOTLCSA AN
BMpoBHMUTBA BionoriyHoro/iMyHomnoriYHoro
nikapcbkoro 3acoby ) BBeaeHHst HOBOro
po6oyoro 6aHky knituH (WCB) ansi cepotuny
19A BupobHuuTea Wyeth Pharmaceuticals LLC,
Oak Park, Sanford, NC 27330, CLLA. Hosui
pobounii 6aHk knituH (WCB) Sanford
3aCTOCOBYETbCA NuLe Ans cepotuny 19A,
OCKinbku AinbHuust Sanford Bxe € BUPOBHNKOM
po6oumx GaHKiB KMiTUH A4S BCiX CEPOTUNIB, KpPiM
cepotuny 6A.

93. | NPEBEHAP® 13/ cycneHsia ans Mdpansep CLUA Mdpanszep Benebris/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a - UA/15864/01/01
PREVENAR® 13 iH’ekuin; no 1 gosi Eny.Ci.Mi. MeHtodbekyypuH Ipnangis 3MinHn | Tuny - 3MiHm 3 sikocTi. A®I. KoHTponb peuenmom
BAKLUMHA (0,5mn)y Kopnopei r benbris HB, A®l. 3miHa y napameTpax cneumndikauin Ta/abo
NMHEBMOKOKOBA nonepenHLO LUH Benbris; OOMyCTUMMX MEX, BU3HAYEHUX Y creumdikaLisax
NMONICAXAPUOHA HanoBHEHOMY Mdparisep Ha A®I, abo BMXiOHWMIN/MPOMIDKHUI
KOH’IOFOBAHA wnpuui; no 1 IpneHg NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
(TPUHAQUATUBAIE | nonepeaHbo dPapmaceyTukan npoteci BupobHmuTea AP| (3ByKEeHHSA
HTHA HanoBHEHOMY ¢, lpnaHgis [OMNYCTUMUX MEX, BU3HAYeHuX y cneuudikauii)

A COPBOBAHA) LINpuLy Ta oaHin 3BYXXEHHS OMYCTUMMUX MEX Ans NoKa3HuKa
BiJOKPEMIEHIl ronui 3paTHicTb 3B’A3yBaHHSA nisouumy (Lysozyme
B iHAMBIAyansHOMY Binding Capacity) y cneuundikauii kepamiyHoro
Yoxni y 3aKpuTOMy rigpokcuanatuty Tuny | ( Ceramic
nnacTnKoBOMy Hydroxyapatite Type |) 3 2 25 mr/r go = 25,0
KOHTeWHepi; no 1 mr/r.
nnacT1koBoMy
KOHTEeWHepy y
KapTOHHI kopobui

94. | NPEFABAINIH €BPO Karncynu Teepgi no Akkopa IcnaHis BMPOGHMLUTBO IHpis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a - UA/19209/01/02

150 mr; no 14 Xenckea nikapcbkoro YropwwuHa/ 3MiHM | Tuny - 3miHK 3 skocTi. [oToBMI peuernmom
Kancyn y 6nictepi; Chy. 3acoby, ITanis/ nikapcbkuii 3aci6. 3miHu y BUpoBHULUTBI. 3aMiHa
no 4 6nictepun y nepBrHHe Ta Monbwa/ abo BBeIeHHS 10AaTKOBOI AinbHUL
nayui BTOPUHHE Himeyuunna/ BMpPOBHMUTBA ANst YacTUHM abo BCbOro
naKyBaHHs, Benuka BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
KOHTpPOIb SKOCTI BpuTanis/ 3acoby (AinbHULSA, Ha Sk NpoBoAsTbLCS Oy ab-
cepil: Icnanis SIKi BUPOOHWYI cTagii, 3@ BUHATKOM BUMYCKY
IHTac Cepin, KOHTPOO SKOCTi, MEPBUHHOIO Ta
dapmacsbtoTikan BTOPWHHOIO MaKyBaHHS, AMsi HECTEPUIbHUX
c Nimiten, IHais nikapcbkux 3acobiB) BBEAEHHS anbTepHaTUBHOI
BMPOGHMLUTBO AinbHWUI BignoBiganbHoi 3a BUpobHuuTeo J13 -
nikapcbkoro IHTac dapmachktoTikanc Jlimitea, BUpobHUYi
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
3acoby, ninaHkn Ne 5-14, ®apmes, 6ins c. Matoga, woce
nepBuHHe Ta Capkepx-basna, No. 8-A, CaHang Tanyka,
BTOPUHHE Axmepnabag, IN-382213, IHgis. 3MiHu | Tuny -
nakyBaHHsi 3MiHu 3 akocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHn
(anbTepHaTMBHM y BUpoOHMUTBI. 3amiHa abo BBeAEHHS
1 BUPOOHMUK): [04aTKOBOI AinbHULI BUPOOHMUTBA Anst YacTUHU
IHTac a60 BCbOro BUPOGHMYOro NpoLiecy roToBoro

dapmachbioTikan
c limitea, IHais
KOHTPOSb SIKOCTI:
Beccninr
XaHrepi K.,
YropwmHa
KOHTPOMb SKOCTI:
SAPMABANIO
nTo.
MikpobionorivyHa
naboparopis,
YropwmHa
nopgarkosa
ninbHUUA 3
BTOPUHHOIO
naKyBaHHS:
aun cAnni
YEH (ITanis)
CIMA, Itanis
nogartkosa
ainbHUUA 3
BTOPUHHOTO
naKyBaHHs:
CuHonTtus
IHgacTtpian Cn. 3
0.0., MonbLwa
nogartkosa
OinbHUUSA 3
BTOPUHHOTO
naKyBaHHs:
Mpectux
MpomoyLuH
®depkaycbchepn
€PYHT eHg
depbeepsic
'mM6X,
Himeyuunna
BianosiganbHUn
3a BMNYCK cepii:
AKKOP[,
XEJNCKEA
JIIMITEL,

nikapcbkoro 3acoby (AinbHULS AN NepBUHHOIO
nakyBaHHs1) BBEieHHS anbTepHaTUBHOI AiNbHUL
Onsi nepBUHHOrO nakyBaHHs J13 - IHTac
dapmacktoTikanc Jlimitea, BUpoGHUYI ainsiHkm Ne
5-14, dapmes, 6insa c. MaToga, woce Capkegx-
BaBsna, No. 8-A, CaHaHg Tanyka, Axmegabag,
IN-382213, IHgis.
3MminHn | TMny - 3MiHm 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAEHHS 40AaTKOBOI AinbHUL
BMPOBHMLTBA ANs YacTUHU abo BCbOro
BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
3acoby (AiNbHMLA ANS BTOPUHHOIO NaKyBaHHS)
BBEAEHHS anbTepHaTMBHOI AiNbHULI ANs
BTOPWHHOrO nakyBaHHs J13 - IHTac
dPapmacbtoTikanc Jlimitea, BupobHudi AinsHkm Ne
5-14, dapmes, 6insa c. Matoga, woce Capkegx-
Baena, No. 8-A, CanaHg Tanyka, Axvenabag,
IN-382213, IHgis. 3miHn | Trny - 3MiHM 3 SIKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHM y Npoueci BUpobHUUTBa
roTOBOrO NikapCbKoro 3acoby, BKMOYaoum
NPOMIDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpU
BMPOGHMLTBI FOTOBOrO NiKapCcbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHuLTBA)
He3HayHa 3MiHa y BUpobHu4yomy npoueci 13 -
36iNbLUEHHSI Yacy onyaploBaHHsA Ans
3anpornoHOBaHOI anbTepHATUBHOI AiNbHUL
BMpOGHMUTBa J13.
3miHu | TUNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y BUpOGHMUTBI. 3MiHa
po3Mipy cepii (BKMoYaoum gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (3MeHLLEHHSI
0o 10 pasiB) - BBEAEHHSA
anbTepHaTUBHOrO(3MEHLLEHOr0) po3Mipy cepii
J13 1,200,000 kancyn, sik 4O4aTKOBOrO A0 YXe
3aTBepakeHux 145,000 kancyn, 1,400,000
kancyn, 700,000 kancyn
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[IpomoBxKeHHs goaaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk KpaiHa
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Benuka
BputaHis
KOHTPOSb SIKOCTI,

nogarkosa
OinbHUUSA 3
NepPBUHHOIO Ta
BTOPUHHOIO
naKyBaHHS:
AKKOP[
XEJICKEA
NIMITEQ,
Benuka
BpuTtaHia
noparkosa
ninbHUUA 3
NepBUHHOIO Ta
BTOPUHHOTO
naKyBaHHS:
AKKOP[-IOKEN
NIMITEQ,
Benuka
BputaHia
KOHTPOMb SKOCTI:
AllC
JIABOPATOPIC
(FOKEW)
NIIMITEL,
Benuka
BpuTtaHisa
KOHTPOMb SIKOCTI:
ACTPOH
PECbOPY
NIIMITEL,
Benuka
BpuTtaHisa
KOHTPOIb SIKOCTI,
nogartkoBsa
OinbHUUSA 3
BTOPUHHOTO
naKyBaHHs:
JIABOPATOPI
®YHOACIO
DAY, IcnaHia
nogartkosa
OinbHUUA 3
BTOPUHHOIO
naKyBaHHS:
CEHTPAN
PAPMA
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
(KOMEKIHI
MAPTHEP)
NIMITEL,
Benwuka
BputaHis
nopartkosa
OinbHMUA 3
BTOPWHHOIO
nakyBaHHs:
CK ®apma
ToricTikc M'm6X,
HimeyunHa
95. | NPEFABAIIH €BPO Kancynuv Teepai no Akkopg Icnanis BMPOBHMLUTBO IHpis/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a - UA/19209/01/03
300 wmr; no 14 Xernckea nikapcbKoro YropwwmHa/ 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
Kancyn y 6nicrepi; C.Iy. 3acoby, ITanis/ nikapcbkuii 3aci6. 3miHn y BUpobHUUTBI. 3amiHa
no 4 Gnictepny nepBUHHE Ta Monbwa/ abo BBeAEHHS 10AaTKOBOI AinbHUL
navui BTOPUHHE Himeuumnna/ BMPOBHMLTBA ANs YacTMHM abo BCbOro
nakyBaHH4, Benwuka BUPOBHMYOro npoLecy rotToBoro nikapCbkoro
KOHTPOIb AKOCTI BpuTaHis/ 3acoby (ainbHMUSA, Ha sikin npoBoasaTbCca Byab-
cepil: Icnanis sKi BUPOOHWMYI cTagii, 3a BUHSTKOM BUMYCKY
IHTac Cepii, KOHTPOIIO SAKOCTi, MEPBUHHOIO Ta

dapmachkioTikan
c Nlimitea, IHais
BUPOBHMLTBO
nikapcbKoro
3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs
(anbTepHaTMBHM
1 BUPOBHUK):
IHTac
dapmachioTikan
c Nlimitea, IHais
KOHTPOMb SIKOCTI:
Beccninr
XaHrepi KT,
YropwwuHa
KOHTPOSb SIKOCTi:
SAPMABANIA
nTo.
MikpobionoriyHa
naboparopisi,

BTOPUHHOIO NaKyBaHHS, ANsl HECTEPUITbHUX
nikapcbkux 3acobiB) BBEAEHHS anbTepHaTUBHOI
[inbHUUI BianoBiganbHOI 3a BUpobHuLTBO J13 -

IHTac dapmachktoTikanc Jlimitea, BUpobHUYi
ainsHku Ne 5-14, dapwmes, 6inst c. MaTtoga, woce
Capkepx-baena, No. 8-A, Canang Tanyka,
Axwvepabag, IN-382213, IHgist. 3miHu | Tuny -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHK
y BUpO6HMLTBI. 3aMiHa abo BBEAEHHS

[04aTKOBOI AiNbHULI BUPOBHULITBA AN YacTUHM

abo BCbOro BUPOBGHMUYOro NpoLecy roToBoro
nikapcbkoro 3acoby (QinbHMUA AN NepPBUHHOTO
nakyBaHHs1) BBE€HHSI anbTepHATUBHOI AiNbHULI
Onst NepBUHHOrO nakyBaHHs J13 - IHTac
dPapmacbtoTikanc Jlimitea, BUpobHuyi AinsHkm Ne

5-14, dapwmes, 6ins c. MaToaa, woce Capkenx-

Baena, No. 8-A, CaHaHg Tanyka, Axvenabag,
IN-382213, IHgis.
3MmiHu | TUNYy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHW y BUpoBHULUTBI. 3aMiHa
abo BBeAEHHS 00AaTKOBOI AinbHUL
BMPOGHMLTBA ANst YacTUMHU abo BCbOro

YropwuHa BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
foparkosa 3acoby (AinbHMLA ANS BTOPUHHOIO NaKyBaHHS)
ainbHUUA 3 BBEOEHHS anbTepHaTUBHOI OinbHULI ANS
BTOPWHHOIO BTOPUWHHOro nakyBaHHsi J13 - IHTac




69 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
nakyBaHHS: dapmacktoTikanc Jlimitea, BupobHudi ginsHkm Ne
oyn CAnm 5-14, dapwmes, 6ins ¢. MaToaa, woce Capkenx-
YEWH (ITanis) Bbaena, No. 8-A, CaHaHg Tanyka, Axmenabag,
CMA, Itanis IN-382213, IHgis. 3miHn | TMny - 3MiHM 3 SIKOCTI.
noparkosa ['oTOBWI NiKapCbkWii 3aci6. 3miHn y
OinbHUUSA 3 BUPOBHMUTBI. 3MiHM y NpoLeci BUpobHMLTBa
BTOPWHHOIO roTOBOro MikapcbKoro 3acoby, BkIo4aoym
naKyBaHHs: NMPOMIXKHUIA NMPOAYKT, LLIO 3aCTOCOBYETLCS MpU
CuHonTtus BMPOGHMLTBI FOTOBOrO NiKapCcbKoro 3acody
IHgacTpian Cn. 3 (He3Ha4Ha 3MiHa y npoueci BUpOOHULTBA)
0.0., NonbLwa He3HayHa 3MiHa y BUpobHu4omy npoueci J13 -
nopartkosa 36inNbLUEHHS Yacy onyaploBaHHs Ans
ninbHUUA 3 3anponoHOBaHOI anbTePHATUBHOI AiNbHULI
BTOPUHHOTO BMpOGHMUTBa J13.
nakyBaHHS: 3MminHn | TMny - 3MiHm 3 sikocTi. [oToBMIA
MpecTnx nikapcbkuii 3aci6. 3miHn y BUpo6HMUTBI. 3MiHa
MpomoyLuH po3mipy cepii (BKIHOYao4um giana3oH posmipy
depkaydcdepn cepii) roToBOro nikapcbkoro 3acoby (3MeHLEeHHs!
EepyHr eHg 0o 10 pasiB) - BBEAEHHS
®epbeepsic anbTepHaTVBHOrO(3MEHLLEHOro) po3mipy cepii
'm6X, 580,000 kancyn, sk 4OAAaTKOBOrO A0 YXe
HimevuunHa 3atBepaxkeHmx 145,000 kancyn, 500,000 kancyn,

BiAnoBiganbHWn
3a BUNYCK cepii:
AKKOP[
XEJICKEA
NIIMITEL,
Benuka
BpuTtaHisa
KOHTPO~b SIKOCTI,
nogartkosa
OinbHUUSA 3
NnepBUHHOrO Ta
BTOPUHHOIO
naKyBaHHS:
AKKOP[
XEJICKEA
NIMITEQ,
Benwuka
BpuTaHis
nogartkosa
OinbHUUA 3
NnepBUHHOrO Ta
BTOPUHHOTO
naKyBaHHS:
AKKOP[-tOKEN
NIMITEQ,
Benuka
BpuTaHis

350,000 kancyn, 700,000 kancyn
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[IpomoBxKeHHs goaaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KOHTPOSb SIKOCTI:
AJllIC
JIABOPATOPIC
(FOKEW)
NIMITEL,
Benuka
BpuTtaHia
KOHTPOMb SKOCTI:
ACTPOH
PECbOPY
NIIMITEL,
Benuka
BpuTtaHia
KOHTPOIb SIKOCTI,
nogartkoBa
ninbHUUA 3
BTOPUHHOTO
naKyBaHHS:
JIABOPATOPI
®YHOACIO
LAY, Icnanis
nogartkoBsa
OinbHUUSA 3
BTOPUHHOIO
nakyBaHHs:
CEHTPAN
DSAPMA
(KOMEKIHI
MAPTHEP)
NIIMITEL,
Benuka
BpuTtaHisa
nogartkosa
ainbHUUA 3
BTOPUHHOTO
naKyBaHHS:
CK ®apma
ToricTikc M'M6X,
HimeyuunHa

96.

NPErABAIIH €BPO

Kancynv TBepAi no
75 wr; no 14 kancyn
y 6nicTepi; no 4
Gnictepu y navui

Akkopg,
Xernckea
C.JLYy.

IcnaHisa

BMPOGHMLUTBO
niKapcbKoro
3acoby,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs,
KOHTPOIb SKOCTI
cepil:
IHTac
dapmacbioTikan

Inpis/
YropwwmHa/
ITanis/
Monbwa/
Himeyuunna/
Benuka
BpuTaHis/
Icnanis

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHM | Tuny - 3miHK 3 skocTi. [oToBMIA
nikapcbkuii 3aci6. 3miHM y BUpoOHULUTBI. 3aMiHa
abo BBeleHHS 10AaTKOBOI AinbHUL
BMPOGHMLTBA ANS YacTUHM abo BCbOro
BMPOOHMYOro npoLecy rotToBoro Nikapcbkoro
3acoby (AinbHULSA, Ha Sk NpoBoAsTbLCS Oy ab-
SIKi BAPOOHWUYI cTagii, 3a BUHATKOM BUMYCKY
Cepin, KOHTPOIO SAKOCTi, MEPBMHHOIO Ta
BTOPWHHOIO NaKyBaHHs, ANS1 HECTEPUIIbHUX

3a
peuenmom

UA/19209/01/01
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

c limitea, IHais
BMPOGHMLUTBO
nikapcbKoro
3acoby,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs
(anbTepHaTMBHM
1 BUPOOHMUK):
IHTac
dapmachbioTikan
c limitea, IHais
KOHTPOMb SIKOCTI:
Beccninr
XaHrepi K.,
YropwmHa
KOHTPOMb SKOCTI:
PAPMABANIA
nTo.
MikpobionoriuyHa
naboparopis,
YropwmHa
noparkosa
ninbHUUA 3
BTOPUHHOIO
naKyBaHHS:
ayn cAnnl
YEWMH (ITanis)
CIMA, Itanis
nopartkoBa
ainbHUUA 3
BTOPUHHOTO
naKyBaHHs:
CuHonTtus
IHgacTtpian Cn. 3
0.0., Nonbwa
nopartkoBa
OinbHUUSA 3
BTOPUHHOTO
naKyBaHHs:
MpecTux
MpomoyLuH
®depkaycbchepn
€PYHT eH
depbeepsic
'mM6X,
Himeyuunna
BianoBiganbHWn
3a BMNYCK cepii:

nikapcbkux 3acobiB) BBeAEHHS arnbTepHaTUBHOI
AinbHWUI BignoBigansbHoi 3a BUpobHuuTeo J13 -
IHTac ®apmacbtoTikanc Jlimiteq, BUPOOHWYI
ninaHkn Ne 5-14, ®apmes, 6ins ¢. Matoaa, woce
Capkepx-baena, No. 8-A, Canang Tanyka,
Axmepnabag, IN-382213, IHgis. 3MiHu | Tuny -
3MiHu 3 akocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHn
y BUpOGHMLTBI. 3aMiHa abo BBeOEHHS
[04aTKOBOI AinbHULI BUPOOHMUTBA Anst YacTUHU
abo BCbOro BUPOBGHMYOro NpoLecy rotoBoro
nikapcbkoro 3acoby (AinbHUUSA AN NepBUHHOIO
nakyBaHHs1) BBEi€HHS1 anbTepHaTUBHOI AiNbHUL
Onsi nepBUHHOrO nakyBaHHs J13 - IHTac
dPapmacbtoTikanc Jlimitea, BupobHudi AinsHkm Ne
5-14, dapmes, 6insa c. Matoga, woce Capkegx-
Basna, No. 8-A, CaHaHg Tanyka, Axmegabag,
IN-382213, IHgis.
3MminHn | TMny - 3MiHm 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAEHHS 40AaTKOBOI AinbHUL
BMPOBHMLTBA ANs YacTMHM abo BCbOro
BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
3acoby (AiNbHMLA ANS BTOPUHHOIO NakyBaHHS)
BBEAEHHS anbTepHaTMBHOI AiNbHULI ANS
BTOPUHHOIO nakyBaHHsi J13 - IHTac
dPapmacbtoTikanc Jlimitea, BUpobHuyi AinsHkm Ne
5-14, dapwmes, 6ins c. MaToaa, woce Capkenx-
Baena, No. 8-A, CaHaHg Tanyka, Axvenabag,
IN-382213, IHgis. 3miHn | Tuny - 3MiHM 3 SIKOCTI.
[oToBWMI Nikapcbkui 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHM y NpoLeci BUpobHMLTBa
rOTOBOIO NMiKapCbKOro 3acoby, BKIYaoym
NPOMIDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpU
BMPOGHMLTBI FOTOBOrO NiKapcbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHuLTBA)
He3HayHa 3MiHa y BUpobHu4yomy npoueci J13 -
36iNbLUEHHSI Yacy onyaploBaHHS Ans
3anpornoHOBAHOI anbTepPHATUBHOI AiNbHULI
BMpOGHMUTBa J13.
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHu y BUpOGHMLTBI. 3MiHa
po3Mipy cepii (BKMOYaoum gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (3MeHLUEHHSsI
0o 10 pasiB) - BBeAEHHSI anbTePHATUBHOIO
(3meHLueHoro) poamipy cepii J13 1,230,000
Kancyn, sik Jo4aTKOBOro A0 YXKe 3aTBEePIKEHUX
145,000 kancyn, 1,400,000 kancyn
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[IpomoBxKeHHs goaaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk KpaiHa
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

AKKOP[
XEJICKEA
JIIMITEL,
Benuka
BputaHis
KOHTPOSb SIKOCTI,
nogarkosa
OinbHUUSA 3
NepPBUHHOIO Ta
BTOPUHHOIO
naKyBaHHS:
AKKOP[,
XEJICKEA
NIMITEQ,
Benuka
BpuTtaHia
noparkosa
ninbHUUA 3
NepBUHHOIO Ta
BTOPUHHOIO
nakyBaHHS:
AKKOP[-IOKEN
NIMITEQ,
Benuka
BputaHia
KOHTPOMb SIKOCTI:
AllC
JIABOPATOPIC
(FOKEW)
NIIMITEL,
Benuka
BpuTtaHisa
KOHTPOMb SIKOCTI:
ACTPOH
PECbOPY
NIMITEQ,
Benuka
BpuTtaHisa
KOHTPOIb SIKOCTI,
nopartkoBsa
OinbHUUA 3
BTOPUHHOIO
naKyBaHHs:
JIABOPATOPI
®YHOACIO
DAY, IcnaHia
nopgarkosa
OinbHUUA 3
BTOPWHHOIO
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
nakyBaHHs:
CEHTPAN
PAPMA
(KOMEKIHI
MAPTHEP)
NIMITEL,
Benwuka
BputaHis
nopartkosa
OinbHMUA 3
BTOPWHHOIO
naKyBaHHs:
CK ®apma
ToricTikc M'M6X,
HimeyuunHa
97. | NPIOPUKC-TETPA™ | niodinizoBaHui "makcoCmi Benwka makcoCmiTKnsa Benbris BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/16549/01/01
KOMBIHOBAHA NOPOLLIOK ANA TKnsamH BputaHis | iH Bionopxikans 3MmiHu | TUNY - AGMIHICTPaTUBHI 3MiHW. peuernmom
BAKUMHA OnsA iH’ekuin; 1 cdonakoH 3 Ekcropt C.A. Buny4yeHHs BUPOGHMYOI AinbHMLI (BKIOYaoum
MPO®INAKTUKA NOPOLLKOM Y TimiTen ainbHUUi gnsa A®l, npomixkHoro npoaykty abo
KOPY, KOMMMEKTi 3 roToBOro MikapcbKoro 3acoby, AinbHWLI AN
EMIAEMIYHOIO PO34YMHHUKOM (BOZa NPOBEAEHHSI NaKyBaHHS, BUPOOHMKa,
NMAPOTUTY, ans iH’ekuin) no 0,5 BignosigansHOro 3a BMNyck cepin, Micue
KPACHYXU TA mn (1 gosa) y NpPOBEAEHHS KOHTPOIO cepii) abo

BITPSIHOI BICTK,
KMBA
ATEHYNOBAHA

nonepeaHL0
HanoBHEHOMY
wnpuui (y KoMnnekTi
3 ABOMa rofnikamu
abo 6e3 ronok) abo
y amnynaxy
BaKyyMHin
CTEPUIbHIN
ynakosui; no 1
BaKyyMHin
CTEepUnbHIN ynakosLi
Y KapTOHHI kopobLyi;
1 donakoH 3
MOPOLLKOM Yy
KOMMMEKTi 3
PO34MHHUKOM (BOAa
ans in’ekuin) no 0,5
mn (1 go3a) y
nonepeaHL0
HanoBHEHOMY
LUNpULi y BaKyyMHin
CTEepUnbHIn
ynakosui; no 1
BaKyyMHil
CTEpUnbHiIN ynakosLi
Y KapTOHHIl kopobLi;

nocravanbHWKa BUXIQHOrO MaTepiany, peareHty
abo [OMOMIXKHOI PEUYOBMHM (SIKLLO 3a3HAYEHO Y
nocbe) MNpunrMHeHHs onepawin 3 NigroToBkM Ta
HanoBHEHHS1 PO34YMHHUKOM LINpuLiB (Boaa Ans
iH’ekuin (WFI)) y 6yaisni A Ha BUpoGHUYiIN
pinbHUUi Aspen Notre Dame de Bondeville
(NDB), ®paHuis
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

1 conakoH 3
NOPOLLIKOM Y
KOMMIEKTi 3
PO34YMHHMKOM (BOAaA
ans iH’ekuin) no 0,5
mn (1 gosa) B
amnyni y BakyyMHin
CTepUnbHiIn
ynakoBui; no 1
BaKyyMHil
CTEPUnbHIN ynakoBLi
Y KapTOHHI Kopobui

98.

NPIOPUKC-TETPA™
KOMBIHOBAHA
BAKUWUHA OnA
NPO®INTAKTUKA
KOPY,
ENMIAEMIYHOIo
NAPOTHUTY,
KPACHYXU TA
BITPAAHOI BICNHU,
XUBA
ATEHYAOBAHA

nioginizosanHunn
NMOPOLLIOK ANA
iH'ekuin 1 donakoH 3
MOPOLLKOM Y
KOMMMEKTi 3
PO34MHHUKOM (BOAa
ans iH’ekuin) no 0,5
mn (1 gosa) y
nonepeaHL0
HanoBHEHOMY
wnpuui (y KomMnnexTi
3 ABOMa rofnikamu
abo 6e3 ronok) abo
y amnynaxy
BaKyyMHin
CTEPUIbHIN
ynakosui; no 1
BaKyyMHin
CTEepUnbHIn ynakosLi
Y KapTOHHI kopobLyi;
1 donakoH 3
MOPOLLKOM Yy
KOMMIEKTi 3
PO34MHHUKOM (BOAa
ans in’ekuin) no 0,5
mn (1 gosa) y
nonepeaHL0
HanoBHEHOMY
LINpULi y BaKyyMHin
CTEepUnbHIn
ynakosui; no 1
BaKyyMHi
CTEepUnbHiIn ynakosLi
Y KapTOHHIl kopobLLi;
1 dprakoH 3
MOPOLLKOM Yy
KOMMMEKTi 3

"makcoCmi
TKnsanH
Ekcnopt
Nimiten

Benuka
BputaHis

makcoCmiTKnsa
1"H Bionogxikans
C.A.

Benbria

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MmiHu | TMnYy - 3miHK 3 AkocTi. FoToBUI
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAEHHS 10AaTKOBOI AinbHUL
BMPOGHMLTBA ANs YacTuHM abo BCbOro
BMPOGHMYOro NpoLEeCy rOTOBOrO NikapCbKoro
3acoby (ainbHMUSA, Ha sikin npoBoasaTbea Byab-
AKi BUPOOHWYI CTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPOIMIO SIKOCTi Ta BTOPMHHOIO MakyBaHHSA NSt
CTepunbHUX Nikapcbkunx 3acobiB (BkoYaoum
BMPOGNEHi acenTuYHMM METOA0M), KpiM
nikapcbkux 3acobis GionoriyHoro/iMyHonori4Horo
noxogxeHHs1) logaeanHsa Fidia Farmaceutici
S.p.a., Via Ponte della Fabbrica, 3/A, 35031
AbanoTerme (Padova), ltaly sk gogatkoBoi
AinNbHULI 3 dYHKLiE BUPOBHULTBA CTEPUIBHOT
Boau Ans iH'exkuin (WFI) B amnynax. 3minm | Tuny
- 3MiHu 3 gKocTi. FoToBUIA Nikapcbkuii 3aci6.
3MiHu y BUpo6HMUTBI. 3MiHa iMnopTepa/3amiHu,
LLIO CTOCYIOTBCS BUMYCKY Cepii Ta KOHTPOIo
SIKOCTi FOTOBOrO NikapcbKkoro 3acoby (3amiHa abo
[oAaBaHHS AiNbHULI, Ha KA 30INCHIOETLCS
KOHTponb/BUNpobyBaHHs cepii) logaBaHHs Fidia
Farmaceutici S.p.a., Via Ponte della Fabbrica,
3/A, 35031 AbanoTerme (Padova), ltaly sk
[04aTKOBOI AiNbHULI 3 (DYHKLE KOHTPOIO
SIKOCTi NpW penisi cTepunbHOI BoAM ANs iH'ekuin
(WFI) B amnynax (3a BUHSITKOM TECTIB
BiJHOBIEHHSI Ta iQEHTUYHICTb HaTpIto).

3a
peuenmom

UA/16549/01/01




75 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
PO34YMHHMKOM (BOAA
ans iH’ekuin) no 0,5
mn (1 go3a) B
amnyni y BakyyMHin
CTepUnbHiIn
ynakoBui; no 1
BaKyyMHil
CTEpUnbHIN ynakoBLi
Y KapTOHHI Kopobui
99. | NPOFECTEPOH PO34MH Ans iH'eKuin TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/3556/01/01
oninHnin 1 %; no 1 "BIO®AP "BIO®APMA" 3MmiHu | TUny - 3miHK 3 AkocTi. FoToBU peuenmom
M B amnyni; no 5 MA" nikapcbkuii 3aci6. Cuctema
amnyn y 6nictepi; no KOHTelHep/3aKynoptoBanbHuWii 3aci6. 3miHa y
2 6nictepu B nayui 3 mMeTodax BMNpPobyBaHHA NEPBUHHOI YMaKOBKM
KapTOHY roTOBOrO fikapcbKoro 3acoby (He3HauHi 3MiHu y
3aTBepOKEeHMX MeTofax BUNpobyBaHb)
BHeceHHs 3miH o p.3.2.P.7 Cuctema
KOHTelHep/3aKynoptoBanbHuii 3acib, a came-
npuBeaeHHA cneumdikauii Ha amnynn cKNsHi 3a
n. «losBepxHeBa rigponiTMyHa CTiViKicTb
BHYTPILLUHBbOIT MOBEPXHI» Yy BignoeigHicTb go AdY
3.2.1. 3atBepmkeHo 4.MNoBepxHeBa
rigponiTUYHa CTINKICTb BHYTPILLHBbOI MOBEPXHi
KinbkicTb BUNpobyBaHMx 3paskiB, HEoOXigHUX
[0S 3aKMYHOTO BU3HAYEHHS, Mae ByTu He
MeHLwe 25 ana amnyn o6’emom 1 mn
3anponoHoBaHo 4.loBepxHeBa rigponiTuyHa
CTIKICTb BHYTPILLUHBbOT NoBepxHi KinbkicTb
BMNpoOyBaHuX 3paskiB, HEOOXiAHUX Ans
3aKMOYHOTO BU3HAYEHHS, Ma€e OyTu He MeHLLe
20 gnsa amnyn o6’emom 1 mn
100. | NIPOrECTEPOH PO34MH Ans iH'eKuin TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a - UA/3556/01/02
oniiHwm 2,5 %; no 1 "BIOPAP "BIOPAPMA" 3Minu | TMNY - 3miHK 3 akocTi. FoToBMIA peuenmom
MA B amnyni; no 5 MA" nikapcbkuii 3aci6. Cuctema
amnyn y 6nictepi; no KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y
2 6nictepu B nayui 3 MeToAax BMNPoOyBaHHS NEPBUHHOT YMaKOBKM
KapTOHY roTOBOrO fikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBepAKeHVX MeTofax BUnpobysaHb)
BHeceHHs 3miH Ao p.3.2.P.7 Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3acib, a came-
NpvBeAEHHs cnevumdikadii Ha amnynu cknsHi 3a
n. «[loBepxHeBa rigponiTuyHa CTiNKiCTb
BHYTPILLUHBOI MOBEPXHI» Y BignosigHicTe o AdY
3.2.1. BatBepakeHo 4.MoBepxHeBa
rigponiTUYHA CTINKICTb BHYTPILLHLOI MOBEPXHi
KinbkicTb BUNpobyBaHux 3paskis, HEObXiaHMX
[ONs 3aKMOYHOrO BU3HAYEHHs, Mae ByTu He
MeHLwe 25 ans amnyn o6’emom 1 mn
3anponoHoBaHo 4.NoBepxHeBa rigponiTnyHa
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep

peecmpauiliHo2o

noceid4yeHHs1

CTiVKICTb BHYTPILLHbOT NoBepxHi KinbkicTb
BUNpobyBaHuX 3paskiB, HEOBXiaHUX Ans
3aK/YHOrO BU3HAYEHHS, Mae ByTn He MeHLe
20 gnsa amnyn o6’emom 1 mn

101.

NyNbMIKOPT
TYPBYXAJIEP

NMopOoLLOK AN
iHransauin, 200
MKr/no3a, no 100
03 y NNacTUKoBOMY
iHransTopi, no 1
iHranaTopy B
KapTOHHiI kopobui

Actpa3eH
eka Ab

LBeuis

BUITOTOBJIEHHHS,
HanoOBHEHHA,

KOHTPOIb AKOCTI,

MapKyBaHHs,
BTOPUHHE
nakyBaHHs Ta
BMNYCK cepii:
AcTtpa3eHeka
AB, lBeuis

LBeuis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NpoBaXXeHHS AisiNbHOCTI BUPOOHMKa
(BKrOYatoum, 3a HeobXigHOCTI, Micue
npoBeeHHS KOHTPOO SKOCTi), abo BnacHuka
macTep-cainna Ha API, abo noctayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMiXHOro
NpPOAYKTY, L0 3aCTOCOBYIOTHCS Y BUPOOHULTBI
A (KO 3a3HAYEHO y AOCLE HA NiKapCbKuii
3acib) 3a BiacyTHoOCTI cepTudikarta BignoBiaHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
pocbke, abo BUPOOHUKA HOBOI JOMOMIKHOT
PEYOBUHM (SIKLLO 3a3Ha4YeHo Y AOCbe). 3MiHa B
agpeci BUpobHMKa ito4oil peyoBmHU
AstraZeneca AB (3miHa NoLITOBOrO iHAEKCY).
3MiHn | TMny - 3MiHm 3 sikocTi. ADI.
Bupo6HMLTBO (iHLWi 3miHK). MprBeaeHHs
iHdpopmauii y MeTogax KOHTpOnto SKOCTi
nikapcbkoro 3acoby p. «Cknag» oo
opuriHanbHUX MaTepianis BUpoGHMKa (po3ain
3.2.5.2.1. BupobHuk(n)), a came, 3a3Ha4YeHHs
BUPOGHMYMX (PYHKLIN AN BUPOBHMKIB Aitoyoi
peyvoBuHW. OpuriHanbHi MaTepian BUpoGHMKa
He 3MiHIBanucs.

3a
peuyerimom

UA/5552/02/02

102.

NyNbMIKOPT
TYPBYXAIEP

MOpOLLOK AN
iHranauin, 100
Mkr/gosa no 200 gos
y NNacTUKOBOMY
iHransTopi, no 1
iHranaTopy B
KapTOHHiI kopobui

Actpa3eH
eka Ab

LLBeuis

BUrOTOBJIEHHA,
HanoOBHEHHA,

KOHTPOIb SIKOCTI,

MapKyBaHHS,
BTOPVHHE
nakyBaHHs Ta
BUMYCK cepii:
AcTtpa3eHeka
AB, WBeujsn

LBeuis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
nNpoBagXXeHHs AiAnbHOCTi BUPOOHWMKa
(Bkntovatoun, 3a HeobxigHoCTI, micue
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo BnacHuka
macTtep-carina Ha A®l, abo noctayanbHuUka
AdI/BuxigHoro matepiany/peareHTy/npoMixkHOro
NPOAYKTY, LLIO 3aCTOCOBYIOTbCS Y BUPOOHULITBI
ADI (KO 3a3HAYEHO Y AOCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa BiANoBIigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoMy
pocbe, abo BUpoBHMKa HOBOT AOMOMIKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y Aocbe). 3MiHa B
agpeci BUpobHMKa Oito4oil peyoBmHU
AstraZeneca AB (3miHa noLTOBOro iHAEKCY).
3minu | TMny - 3miHK 3 sikocTi. ADI.
Brpo6HuuTBO (iHLWi 3miHW). MMprBeaeHHs
iHdopMauii y MeTogax KOHTPOso SIKOCTi
nikapcbkoro 3acoby p. «Cknag» ao

3a
peuenmom

UA/5552/02/01




77 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
opuriHanbHUX maTtepianis BUpobHMKa (po3ain
3.2.8.2.1. BupobHuk(1)), a came, 3a3Ha4EHHs
BUPOBHMUMX (DYHKLIN ANs BUPOBHUKIB fjitoyoi
peyoBuHU. OpuriHanbHi MmaTepiany BUpobHMKa
He 3MiHIoBanucs.
103. | PEMNAQPOH NOPOLLIOK OpioH dinnaHain Bupo6HwuK, wo OinnaHais/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6es nionsieae UA/2065/01/01
no3oBaHuin; no 18,9 Kopnopen 3[iNCHI0E Icnanis 3MiHn | TMNy - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenma
I MOPOLUKY Yy NaKeTi; LUH KOHTPOIb AKOCTI Ha3su APl abo fONOMIKHOI PpevOBUHU - 3MiHa
no 20 nakeTiB y i BUNYyCK cepiii: Ha3BW Jit040i PEYOBUHM i3 «rntoko3a 6e3sogHa»
KapTOHHil kopobui OpioH Ha «ImniKo3a» y 3B’A3KY i3 OHOBMEHHAM Ha3B
KopnopeniuH, peyvoBuH y EBponericbkin apmakoner, 3
diHnaHaisa BignoBigHMMK 3amiHamu B po3ain «Cknag» MKA
Bupo6HwuK, Wwo J13 3MiHW BHECEHO B iHCTPYKLitO ANs MEAUYHOro
3[iNCHI0E 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain
BUPOGHMLTBO, «Cknag» 3 BignoBigHNUMK 3MiHaMU Y TEKCTI
nakyBaHHs, MapKyBaHHs1 yNakoBKM NMikapcbKoro 3acoby.
KOHTPOIb SKOCTIi BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
i BUNyCK cepin: 3aTBepAKEHHSA
TOB Peuundapm 3MminHn | TMny - 3MiHm 3 sikocTi. [oToBMIA
Mapertc, IcnaHis nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLi 3MiHW) OHOBMNEHHS BXXe
3aTBEepAKEHNX MeTofiB KOHTponto skocTi 113, a
camMe BVKINafeHHs TEKCTY AepXKaBHOK MOBOIO
3rigHO Cy4acHUX BUMOT. A TaKOX BHECEHHS
YTOYHEHb OO0 OANHULIL BUMIPIOBaHHS Macu
MOPOLLIKY, @ Came 3aMiCTb «I» BKa3aHO «Mry, 3
BiQMNOBIAHMMU 3MiHaMU B po3ainu «Cknaay,
«Cneuudikadis, n. 3 CepegHsa maca», «MeToau
KOHTPOIO SIKOCTi KiHLIEBOrO MPOAYKTY, M. 3
CepepHsi macay.
104. | PETQPOH ONTIM NOPOLLIOK ANis OpioH OiHNnaHAain Bupo6Huk, wo OiHnaHais/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: bes nionsieae UA/9267/01/01
oparbHOro PO34uHy; Kopnopen 3[iMicHIoE Icnanis 3MmiHn | TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenma
no 10,7 r NOpoLLKy y LUH KOHTPOrb SKOCTi Ha3Bu APl abo [ONOMIXKHOI pe4oBUHU - 3MiHa
nakeri; no 20 i BUNyCK cepiii: Ha3BM [il040i peYOBUHM i3 «rmnitoko3a 6e3sogHa»
nakeTiB Y KAPTOHHIW OpioH Ha «rToKo3a» Y 3B’A3KY i3 OHOBIIEHHAM Has3B
KopoobLi Kopnope#LuH, peyoBUMH y EBponeiichbkin dapmakonei, 3
diHnaHain BignoBigHWMK 3miHamu B po3ain «Cknag» MKA
Bupo6Hwuk, wo J13 3MiHM BHECEHO B iHCTPYKLitO ANs MEAUYHOrO
34incHIoe 3aCTOCYBaHHs1 Nikapcbkoro 3acoby y po3ain
KOHTPOMb SIKOCTI: «Cknaa» 3 BiANOBIgHMMW 3MiHaMW Y TEKCTi
On Megaina MapKyBaHHS YNaKoOBKM fikapcbkoro 3acoby.
Jtn, QiHnanaia BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
Bupo6HuK, Lo 3aTBEPOKEHHS
37iCHI0E 3minHn | TMny - 3MiHuM 3 sikocTi. [oToBUIA
BUPOGHMLTBO, nikapcbkuii 3aci6. KoHTponb rotoBoro
nakyBaHHS, nikapcbkoro 3acoby (iHLWi 3MiHN) OHOBMEHHS BXe
KOHTPOIb AKOCTI 3aTBEpKEHNX MeTOoIB KOHTporto skocTi 113, a
Ta BUNYCK cepint: came BUKNaAEeHHS TEKCTY AEPXXaBHOK MOBOO
TOB Peuudapm 3rigHO Cy4acCHUX BUMOT.
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
Mapertc, Icnanis
105. | PE3ICTON®-TAB TabneTkn, BKpUTI TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 6e3 - UA/19107/01/01
NniBKOBOO "APTEPIY "Kvismepnpenap 3MiHW | Tuny - 3MiHK 3 skocTi. [FoToBMI peuernma
o6onoHkoto, no 20 M nTa" at" nikapcbkui 3aci6. KoHTponb rotoBoro
mr; no 10 TabneTok nikapcbkoro 3acoby. 3miHa y meTogax
y 6nictepi, no 2 BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby
6nictepu y nayui (iHwWi 3MiHM y MeTofax BunpobyBaHb
(BKrtoYaoum 3amiHy abo 4ONOBHEHHS)) —
BHECEeHHs1 3MiH o MmeToay koHTpornto 113 3a
nokasHukom «KinbkicHe BU3Ha4yeHHs» (OPY/ED,
2.2.29), a came 3miHa npo6oniaroToBkM 3paska
i3 TabneTok 3 BigNOBIAHNUMN YTOYHEHHSIMM B
PO3paxyHKOBIN OpMyIi; YTOYHEHHS Yacy
Hacu4eHHsa xpomaTtorpadivyHoi cuctemun onsa
[OCSITHEHHSI KpaLLoi 36bKHOCTI pe3ynbTaTiB Mix
3paskamu.
106. | POKCUNIM NOPOLLIOK A4S TOB YkpaiHa dapmaBixH TypeydnHa BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3a - UA/15288/01/01
PO34MHY Ans iH'eKLin "yorPng CaH. Be Tigx. 3minn | Trny - 3MiHuM 3 sikocTi. [oTOBUIA peuenmom
no 1,0 r; 1 dnakoH 3 MEOWLN A.LL. nikapcbkui 3aci6. 3MiHn y BUpOBGHMUTBI. 3MiHa
NOPOLLKOM B H" po3Mipy cepii (BKMtoYaroum gianasoH po3mipy
KOMMMeKTi 3 1 cepii) roToBOro nikapcbkoro 3acoby (iHLui 3mMiHK)
amMnyroto BBeAEHHs AoaaTkoBoro po3mipy cepii 150000
pO34MHHMKa (BOAM (hnakoHiB roToBOro nikapcbkoro 3acoby Ao Bxe
ans in’ekuin) no 10 3aTBepakeHoro poamipy cepii 4750 dprakoHi.
MIT Y KapTOHHIV 3miHu | TUNY - 3miHK 3 gkocTi. FoToBUI
KopoobLi nikapcbkuii 3aci6. 3miHM y BUpoGHUUTBI. 3amiHa
abo BBeAEHHS 00AaTKOBOI AinbHUL
BMPOBHMLTBA AN YacTMHM abo BCbOro
BMPOGHMYOro NpoLECY FOTOBOrO NiKapCbKOro
3acoby (ainbHMUSA, Ha siKin npoBoasaTbCA Byab-
AKi BUPOOHWYI CTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPOIMIO SIKOCTi Ta BTOPMHHOIO MakyBaHHS ANsi
CTepuInbHUX Nikapcbkunx 3acobiB (BkoYaoum
BMpOGNEHi acenTuyHMM METOA0M), KpiM
nikapcbkux 3acobis 6ionoriyHoro/iMyHonoriYHoro
NOXOOKEHHS) BBEAEHHS anbTepHaTUBHOIO
BUPOOHMKA PO3UYMHHUKA «BOAA ANS iH eKLiy -
Medap Inay CaH. A.LL., TypeuynHa oo
mMaTepianis peectpauinHoro gocbe. 3MiHu Il Tuny
- 3MiHM 3 AkocTi. F0TOBMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoproBanbHUiA 3acio
(iHWi 3MiHW) BBEGHHS anbTepHATUBHOIO
BUPOOHMKa CKINSHOroO KoHTelHepa "SGD/France"
[0 BXe 3aTBEPAXXEHOr0 BUPOBHUKA CKITSTHOTO
KoHTelHepa "Anadolu Cam Sanayi A. S.".
107. | CANNO®AIDbK rpaHynu Op. ®anbk | HimeyuunH Bupo6Humk HimeyunHa BHECEHHS 3MiH IO peecTpaLinHuX maTepianis: 3a - UA/3745/01/01
racTpope3nCTEHTHI, dapma a BignosiganbHUn 3miHu | Tuny - 3miHm 3 sikocTi. CepTudikat peuenmom
NPOJIOHroBaHoI Aii "m6X 3a BUNYCK cepint BignoBigHocTi/l E-cepTndikaTt BigNOBIgHOCTI




79 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
no 500 mr no 930 mr KiHLLEBOro €BponeWcbkin dhapmakonei/MoHorpadii.
rpaHyn y naketmkax npoaykty: Ap. MopaHHsa HoBOro abo oHoBMneHoro ceptudikaTta
«[paHy-CTuKC»; no danbk Papma BigMOBiAHOCTI abo Buny4eHHs cepTudikata
50 nakeTukiB y m6X, BiNOBIgHOCTI €Bponenchkin dapmMakonei: ons
KOpOOGLi 3 KapTOHY HimeuuunHa; A®I; onsa suxigHoro
BupobHuk, marepiany/peareHTy/NpOMIKHOIO NMPOAYKTY, O
BigNoBiganbHUN BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ans
3a BUPOBHNULTBO AOMOMDKHOT pe4voBUHN (cepTudikat
[030BaHoi BiNOBIgHOCTI €Bponenchkin dapmakonei) -
copmum, OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
nepBUHHE, BMPOBHWKa -
BTOPUHHE rnofaHHsi OHOBIEHOTO cepTudikata
nakyBaHHA Ta BignosigHocTi €Bponeicokint papmakonei Ne R1-
KOHTPOIb SKOCTI: CEP 2016-050 - Rev 00 (3atBepaxeHo: RO-CEP
JlosaH dapma 2016-050 - Rev 02) ans A®l mecanasuHy Bif
m6X, BXe 3aTBepaKkeHoro BUpobHuka Divi's
HimeyuunHa; Laboratories Limited, India.
dapbin dapma
v6X,
HimeuuunHa;
BupoGHuK,
BigNoOBiganbHUN
3a NepBuHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SKOCTI:
JlosaH ®apma
v6X,
HimeyunHa
BUPOGHMK,
BigNoBiganbHUN
3a KOHTPOnb
sKoCTi: HaykoBo-
nocnigHun
iHCTUTYT
Xennenep
v6X,
HimeuuuHa;
anndamep,
®APBIJI
ApuHaimiTTenb
X,
HimeyuunHa
108. | CANNO®AIDbK rpaHynu Op. ®anbk | HimeyuunH Bupo6Humk HimeyunHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a - UA/3745/01/02
racTpope3nCTEHTHI, dapma a BignosiganbHUn 3miHu | TMny - 3miHm 3 sikocTi. CepTudpikat peuenmom
NPOOHroBaHoi Aii meX 3a BMNYCK cepin BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
no 1000 mr no 1860 KiHLeBOro €Bponelicbkinn hapmakonei/moHorpadii.
MF FrpaHyny npoaykTy: MopaHHsa HoBoro abo oHOBMEHOrO cepTudikaTta
naketukax «l paHy- Op. ®anbk BignosigHocTi abo BUNyyYeHHs cepTudikarta
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Ctuke»; no 50
nakeTukiB y kopobui
3 KapTOHY

dapma 'M6X,
HimeuyunHa
Bupo6GHuK,
[030BaHoi

dopmu,

nepBUHHE,
BTOPUHHE

nakyBaHHs Ta

KOHTPOIb SIKOCTI:

JlosaH dapma
'm6X,
HimevuunHa
dapbin Papma
v6X,
HimevuunHa
BupoGHuK,
BiAnoBiganbHWn
3a NepBuHHE,
BTOPUHHE
nakyBaHHs Ta

KOHTPOb SIKOCTI:

JlosaH dapma
'm6X (Ewbax
cauT),
HimevuunHa
Bupo6Huk,
BigNoBiganbHUN
3a KOHTPOIlb
SIKOCTI:
HaykoBo-
nocnigHun
iHCTUTYT
Xennenep
'mM6X,
Himeyuunna
Bupo6Huk,
BigNoBiganbHUN
3a KOHTPOIb
SAKOCTI:
anndamep
dapbin
ApuHenmiTTenb
'mM6X,
HimeyuunHa

BiNOBIgHOCTI €Bponenchkin dapmMakonei: ons
A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMiIXHOrO NMPOAYKTY, O
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BUPOGHYKa - NMoAaHHsi OHOBIIEHOrO cepTudikata
BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2016-050 - Rev 00 (3atBepakeHo: RO-CEP
2016-050 - Rev 02) ansa A®I mecanasuHy Big
BXe 3aTBepKkeHoro BUpobHuka Divi's
Laboratories Limited, India.

109.

CAJTIO®AINDbK

rpaHynm
racTpoOpe3nUCTEHTHI
NPOOHroBaHoi Al
no1,5rno2,79r
rpaHyn y nakeri

Op. ®anbk
dapma
MmM6X

HimevumH
a

BignosiganbHuin
3a BMNYCK cepin
KiHLeBOro
npoaykty: Op.
Panbk Papma

HimevuunHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopgaHHsa HoBoro abo OHOBNEHOrO cepTudikaTta

3a
peuerimom

UA/3745/01/04




81 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
«[paHy-CTuKC»; no m6X, BigMOBIAHOCTI abo BUMyYeHHs cepTudikata
35 nakeTiB y Kopobui HimeuuunHa; BiANOBIAHOCTI €Bponencokin dapmakonei: Ans
3 KapTOHYy BUPOBHUK A®I; ans suxigHoro
[030BaHoi MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
dopmu, BMKOPWUCTOBYIOTBECS Y BUPOBHMLUTBI ADI; Ans
nepBUHHE, [OMOMIDKHOI peyYoBUHM (cepTudikaT
BTOPUHHE BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
nakyBaHHA Ta OHoBReHWI cepTudikaT Bif y>Ke 3aTBEPAXEHOro
KOHTPOSb AKOCTi: BUpOGHMKA. NogaHHA oHOBREHoro cepTudikarta
JlosaH dapma BignoBigHocTi €Bponeincekini papmakonei Ne R1-
m6X, CEP 2016-050 - Rev 00 (3atBepaxeHo: RO-CEP
HimeyuuHa; 2016-050 - Rev 02) ans A®l mecanasuHy Big
dapbin Papma BXe 3aTBepKkeHoro BupobHuka Divi's
mbX, Laboratories Limited, India.
HimeuumnHa;
BUPOGHMK,
BiAnoBiganbHWn
3a NepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTi:
JlosaH dapma
'vm6X (Ewbax
cauT),
HimeuumnHa;
BUPOOHMK,
BigNoBiganbHUN
3a KOHTPOIlb
sKocTi: HaykoBo-
nocnigHun
iHCTUTYT
Xennenep
v6X,
HimeyumnHa;
BUPOOHMK,
BianoBiganbHWn
3a KOHTPOIlb
SIKOCTI:
anndamep,
®APBIJI
ApuHaimiTTenb
X,
HimeyuunHa
110. | CANO®AINDBK rpaHynu Op. ®anbk HimeyuunH BianosiganbHUn Himeyuunna BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3a - UA/3745/01/03
racTpope3nCTEHTHI dapma a 3a BMNYCK cepin 3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat peuenmom
NPOOHroBaHoi Aii meX KiHLIEBOIO BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
no3rno5,58r npoaykty: Ap. €Bponelicbkinn hapmakonei/moHorpadii.
rpaHyn y nakeri danbk apma MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
«paHy-CTtukcy; no m6X, BignosigHocTi abo BUNyyYeHHs cepTudikarta
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

50 nakeTiB y Kopobui
3 KapTOHY

Hime4vuuHa;
BUPOBHMK
[030BaHoi
¢hopmu,
NepBUHHE,
BTOPUHHE
nakyBaHHsi Ta
KOHTPOIb AKOCTI:
JlosaH dapma
'M6X (HoeHbypr
caur),
Hime4vuuHa;
dapbin Papma
v6X,
Hime4vuuHa;
BUPOGHMK,
BiAnoBiganbHWn
3a NepBuHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOSb SIKOCTi:
JlosaH dapma
'vm6X (Ewbax
cauT),
Hime4vuuHa;
BUPOOHMK,
BigNoBiganbHUN
3a KOHTPOIlb
sKocTi: HaykoBo-
nocnigHun
iHCTUTYT
Xennenep
'mM6X,
HimeuvuuHa;
BUPOOHMK,
BianoBiganbHWn
3a KOHTPOIlb
SIKOCTI:
anndamep,
OAPBIN
ApuHaimiTTenb
X,
Himev4yunHa

BiNoBIigHOCTI €Bponeinchkin dapmakonei: 4ns
A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMiIXHOrO NMPOAYKTY, O
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BUpOGHMKa. MNogaHHs OHOBNEHOro cepTudikaTa
BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2016-050 - Rev 00 (3atBepakeHo: RO-CEP
2016-050 - Rev 02) ansa A®I mecanasuHy Big
BXe 3aTBepaKeHoro BupobHuka Divi's
Laboratories Limited, India

111.

CAJNO®AIBLK

cynosuTopii
pekTanbHi no 1000
Mmr, no 5
Cyno3unTopiiB y
cTpuni; no 2 abo 6
cTpuniB B KOpobui 3

Op. ®anbk
dapma
X

HimeyuunH
a

BinnosiganbHuit
3a BMNYCK cepin
KiHLIEBOIO
npoaykty: ip.
danbk apma
m6X,

Himeyuunna/
LLseniuapis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | TUny - 3MiHK Wwopao
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3miHa yacToTu Ta/abo TepMmiHiB NogaHHA
perynsipHO OHOBIOBaHWX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB. 3MiHM y YacToTi NogaHHst

3a
peuerimom

UA/3745/03/03
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KapToHY

Hime4vuuHa;
Brpo6Huk
[030BaHoi

¢hopmu,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTi:
KopaeH ®apma
®pibypr AT,
LiBanHigepnaccy
Hr ETTiHreH ,
LBenuapis;
JlozaH ®apma
'mM6X,
Hime4vuuHa;
Bupo6Hukn,
BignoBiganbHi 3a
KOHTPOSb SIKOCTIi:
JlozaH ®apma
m6X,

Hime4vuuHa;

Kopaen ®apma
®pibypr CA,

LLBenuapis;

Bioek3am AT,

Lisenuapis;
HaykoBo-

nocnigHuii

iHCTUTYT

Xennenep

'm6X,

HimevyunHa

perynspHo OHOBIOBaHOrO 3BiTy 3 6e3neku.
Hitoywa pepakuis: Yactota nogaHHs perynspHo
OHOBIOBAHOIO 3BTy 3 6e3nekn 5 pokis.
[MponoHoBaHa peaakuis:
YacToTa nogaHHsl perynsipHo OHOBMOBAHOMO
3BiTYy 3 6e3neku 2 poku. PekomeHgoBaHo Jo
3aTBepAKEHHA BiANOBIAHO OO NEPIOANYHOCTI
NoAaHHs1 perynsipHO OHOBMIOBaHMX 3BITiB 3
6e3nekun nikapcbkux 3acobis y €C.

112.

CUMBACTEPON

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto, no 40
Mr, no 7 TabneTok y
6nicTepi, no 4
Gnictepu B
KapTOHHIN nayui, no
14 Tabnetoky
GnicTepi, no 2
Gnictepu B
KapTOHHIN nayui

dapmavresn
TUYHWIA
3aBof

"MOJIb®A

PMA" C.A.

MonbLla

dapmaueBTU4HU
"
3aBoa"lMOJIb®A
PMA" C.A.

MNonblia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ans
MEAMNYHOrO 3aCTOCYBaHHsI Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHs nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
OLLiHKM 3BITY 3 JOCHIOKEHb, NPOBEAEHUX
BigMNOBIQHO 40 MnaHy nefiaTpuyHuX AocnigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOBaXXEHNM OpraHoM)
3MiHU BHECEHO A0 IHCTPYKLUii AN MeAUYHOro
3aCTOCYBaHHsI NikapCcbKoro 3acoby y po3ainu:

3a
peuenmom

He
nidnseae

UA/17894/01/02




84

[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
"OcobnueocTi 3acTocyBaHHs", "MobivHi peakuii”
BiNOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
Lit0Y0i pevyoBMHM
113. | CUMBACTEPON TabneTku, BKPUTI dapmaues MonbLa dapmaueBTNYHK Monbwa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/17894/01/01
NNiBKOBOIO TUYHUIA n 3MiHn | TMny - 3MiHK Woao peuernmom nidnsieae
obonoHkoto, no 20 3aBog 3aBog"MONbdA 6e3nekn/echeKTUBHOCTI Ta hbapmakoHarnsgy.
mr, no 14 Tabnetok "MONb®A PMA" C.A. 3MiHa y KOpOTKiVi XapakTepucTuLi nikapcbkoro
y 6nicTepi, no 2 PMA" C.A. 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
Gnictepn B MeAMYHOro 3acTocyBaHHS Ha niacrasi
KapTOHHIN nayui perynsipHo OHOBJOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sk pesynbTaT
OLjiHKM 3BITY 3 AOCMiIAXEHb, NPOBEAEHNX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX SocnigkKeHb
(PIP) (3miHy y3rog»keHo 3 KOMMNEeTEHTHUM
YMOBHOBaXEHNM OpraHoM)
3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3aCTOCYBaHHSI NikapCcbKoro 3acoby y po3ainu:
"OcobnueocTi 3actocyBaHHA", "lMo6iuHI peakuii”
BigNoBigHO 4O OHOBMEHOI iHpopmaLii 3 6esneku
[it0401 peyoBUHM
114. | CHIIUEA ClJlb Tabnetkn, no 80 Oonue HimeuunH Ooiive HimeyunHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 6e3 nidnsieae UA/12237/01/01
OOKTOPA TabneTtok y onakoHi; | XomeonarTi a Xowmeonari- 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBUIA peuyenma
LUKOCCIEPA Ne 11 no 1 dnakoHy y -YHioH YHion OXY- nikapcbkui 3aci6. Onuc Ta cknag. 3miHa abo
KapTOHHIl kopoOLi OXy- ApuHaimiTTenb [oOaBaHHSA WTamnie, NOTOBLEHb abo iHLLIMX
ApuHanmit Mv6X & Ko. KIF MapKyBaHb, YKIto4arun 3aMiHy abo goaaBaHHs
Tenb bapb ons mapKyBaHHSA nikapcbKoro 3acoby
mbX & (3miHa WwTamnis, NOTOBLLEHb ab0 iHLINX
Ko. KI

MapKyBaHb). 3MiHa CTOCYETbCS BUNYYEHHS
nertanew onvcy Burnagy tabnetku woao
TUCHEHHS Ha TabneTui 3 BigNOBiAHMMYK 3MiHAMM
B po3ain Cneuundikauis MKA 13. 3miHn BHeceHi
B po3ain "MNikapcbka hopma. OCHOBHI hi3nko-
XiMiYHi BNacT1BOCTI" B IHCTPYKLUil0 Ans
MEeAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby.
3miHu | TUNY - 3miHK 3 skocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo onycTUMNX MEX rOTOBOIO
nikapcbkoro 3acoby (BHECEHHS 3MiH [0 JAOChE
nicns OHOBMEHHS 3aranbHOI CTaTTi Ha roTOBY
nikapcbky dopmy y PY/EBponeiichkin
dapmakonei) npuBeAeHHs KpUTepito
NPUAHSITHOCTI 3a Noka3Hukom «MikpobionoriyHa
ynctota» B Cneuundikadii [M13 go € (pitoue
BWAAHHSA) 4151 OPOMYKO3HOIO 3aCTOCYBaHHS, a
TaKkoX pefdakuiviHi yTOYHEHHS 3a MoKa3HUKaMu
«CT1upaHHicTby, «CepeHs Maca/ogHOpIgHICTb
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Macun»

115.

CNIN30H®

TabneTku, BKPUTI
NniBKOBOIO
obonoHkoto, no 15
mr; no 10 TabneTok
y 6nicTepi; no 1, no
2 abo no 3 6nictepu
B KapTOHHI Kopobui

KPKA,
a.a., Hoeo
MecTo

CrnoBeHis

BUPOGHMUTBO "in
bulk", nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpOrb Ta
BMNYCK cepii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis
KOHTpOnb cepii
(Tinbkn di3nyHi
Ta XiMiYHi
MeToam
KOHTPOSH0):
KPKA, a.4.,
HoBo mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | TMNY - 3MiHK Wopao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
3MiHM y KOPOTKiV XapakTepucTuLli nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
MeOMYHOro 3aCTOCYBaHHS
reHepUYHUX/ribpuaHMX/6ionoaibHUX nikapcbkmx
3acobiB nicns BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHMIN NpenapaT (3MiHa He noTpebye
HaJaHHS XXOOHNX HOBUX A0AATKOBMX AAHMX)
3MiHW BHeCeHi [0 iHCTPYKLUii Ans MeguyHoro
3aCTOCyBaHHs! Nikapcbkoro 3acoby y po3ain
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWIi BUAW B3aemogin" 3rigHo 3 iHdhopmadiero
LLoA0 MeAMYHOro 3acTOCyBaHHsS pedepeHTHOro
nikapcbkoro 3acoby (JoHopMin, TabneTkuy,
BKpUTi 060onoHKoto, no 15 Mr) BeegeHHs 3MiH
NPOTArom 6-Tu MicsUiB NicnNsa 3aTBepAXeHHSA
3MiHn | TMny - 3MiHK Woao
Ge3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3MiHW y KOPOTKilA XapaKTepucTmLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKUii Ans
MELMNYHOro 3aCTOCYBaHHs
reHepu4HuX/ribpnaHnx/GionofibHMx nikapcbkux
3acobiB nicrs BHECEHHS TiEl camoi 3MiHU Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaflaHHS )XOAHWNX HOBMX [AOAATKOBUX AaHWX)
3MiHM BHeCeHi [0 iHCTPYKLUii ANs MegnyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"Moka3zaHHs", "MpoTunokasaHHs", "OcobnueocTi
3acTtocyBaHHs", "lMobivHi peakuii” 3rigHo 3
iHdopMaUi€to WoA0 MeANYHOTO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (JoHopmin,
TabneTkn, BKpMTi 060M0HKO0, No 15 Mr)
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHM WwWoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHKM) 3MiHK BHECEHI A0 IHCTPYKLIT Ans
MEAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3ain "MoGiyHi peakuii” Woao BaXXIMBOCTI
3BiTyBaHHS Npo NobiyHi peakuii. BBeaeHHs 3MiH
NpoTSArom 6-Tn MicsiLiB Nicns 3aTBepAXKEHHS

Ne 10 — 6e3
peuenma;
Ne 20, Ne 30
—3a
peuenmom

He
nidnsicae

UA/17627/01/01

116.

COHAMNAKC®10 MI

TabneTkn, BKpUTI
obonoHkoto, no 10
mr; no 30 TabneTtok
y 6nicTepi; no 2
Gnictepu B

KapTOHHI kopobui

TOB
"Bayw
Xenc"

YkpaiHa

dapmsaBog
Enbda A.T.

Monbwa

BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHK Wwopao
6e3nekn/echekTMBHOCTI Ta dhapmakoHarnsgy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX OaHNX
npo cuctemy capmMakoHarnsgy (BBeaeHHst
y3aranbHeHWX AaHuX Mpo cucTemy

3a
peuerimom

UA/4499/01/01
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgANbHOI 3a 30iNCHEHHS
chapmakoHarnsgy; KOHTakTHoOi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
dapmakoHarnsay B YKpaiHi, AKLO BOHA
BigMiHHA Bif yNOBHOBaXXeHOI ocobu,
BignoBigansHoI 3a 34iCHEHHS hapmakoHarnsgy
(BKNtOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
pPO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnsay). 3MmiHa KOHTaKTHUX AaHuX
YMNOBHOBaXeHOI 0cobM 3asiBHUKA,
Bi4noBiganbHOI 3a hapmakoHarnag.

117. | COHAMNAKC®25MI TabneTkn, BKPUTI TOB YkpaiHa dapmsaBog Monbwa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/4499/01/03
obonoHkoto, no 25 "Bayw €nbga A.T. 3MiHu | TUny - 3MiHK Woao peuenmom
mr; no 20 TabneTok Xenc" Ge3nekn/edeKTUBHOCTI Ta hbapmakoHarnsgy.

y 6nicTepi; no 3 BBepneHHs abo 3MiHM 00 y3aranbHEeHNX AaHux
Gnictepu B npo cuctemMy chapmakoHarnagy (BBeAeHHs
KapTOHHiI kopobui y3aranbHeHWX JaHUX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHUKa ANs 30iNCHEHHSA
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BignoBiganbHoI 3a 34iNCHEHHS hapMmakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOi 0COOM 3asBHYIKa,
BignosiganbHoi 3a dpapMakoHarnsag.

118. | TAMI®JIIO® NOPOLLOK ANA TOB Ykpaina BrpobHuuTBO Himeuunna/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/3189/01/02
oparbHOi cycneHsii, «Poww HeposdacoBaHo | LUsenuapis/ 3minu | Tvny - 3miln wopo peuenmom | nidnseae
6 mr/mn YkpaiHa» T npoaykuii, Monbwa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
no 13 r NopoLuKy B nepBUHHE (iHWi 3MiHK) 3MiHK BHeceHo A0 IHCTpYKLiT Ans
nnsawui; no 1 naKyBaHHS: MEeOUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
nnsawui pasom 3 PotTengopd [o posginis "Cnocib 3acTtocyBaHHs Ta go3un"
nnacT1KoBUM ®apma 'mbX, (LLOA0 NOBOMXEHHST 3 4O3ATOPOM) Ta
ajanTepom, HimeyuunHa; "BupobHuK" (pepakuinHa npaska). TepMiH
nnacTUKoBUM BTopuHHe BBeAEHHS 3MiH NpoTSArom 6 micauis nicns
[03aTopoM Ans naKyBaHHs, 3aTBEPKEHHS.
oparnbHoro BMNPOOYBaHHs
3acTocyBaHHS KOHTpOrto
micTkicTio 10 mn, SIKOCTI, BUNYCK
nnacTUKoBUM cepii:

MipHUM & . XodhdpmaHH-
CTakaH4MKOM Yy Na Pow N1A,
KapTOHHI KOpoOLyi; LLiBeviLapis;
no 13 r nopoLuKy B BunpobyBaHHs
nnsawui; no 1 KOHTpOIo
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
nnawyi pasom 3 AKOCTI:
nnacTMKoBNM ®.XopdpmaHH-
aganTtepom, Na Pow N1A,
nnacTUKoBUMU LBsenuapis;
fAosaropamu Ans BunpobyBaHHs
oparnbHoro KOHTpOro
3aCTOCyBaHHSA skocTi: CengiTa
MiCTKiCTIO 3 M Ta Cepsicec Cn.
10 Mn, NNacTUKOBUM 30.0., MonbLua
MipHUM
CTakaH4MKOM y
KapTOHHiI kopobui
119. | TEMOMEOAK kancynu no 5 mr, no Mepak HimeuunH Mepak Himeyuunna/ BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a - UA/13562/01/01
5 abo 20 kancyny lesenbluia a lesenbliadpt ITanisa TexHi4yHa nomwurka (3rigHo Hakady MOS3 Big peuenmom
cnakoHi, no 1 T hrop brop KniHiwe 23.07.2015 Ne 460). PenakuinHi npaBku o
dnakoHy B nayui KniHiwe Lneuianenpena TEKCTY MapKyBaHHSI NEPBUHHOI Ta BTOPUHHOI
Wneuianb pate M6X, yMnakoBKW nikapcbkoro 3acoby (n. 3. MEPEJIIK
npenapat HimevuunHa OOMNOMPKHUX PEYHOBWH, n. 11.
e M6X (BUPOBHWK, WO HAVMEHYBAHHSA | MICLLESHAXOMXEHHA
BignoBigae 3a BMPOBHUKA TA/ABO 3AABHUKA - BTOprHHa
BTOPUHHY ynakoBka; n. 6 IHLWE - nepBMHHa ynakoBka) s
yMaKoBKy, BCiX 403yBaHb. 3a3Ha4yeHe BUNpaBreHHst
KOHTPOMbL/BUMPO BignoBigae marepianamMm peecTpauinHoro AoChe.
ByBaHHs cepil,
[03Bin Ha
BUMNYCK cepil);
Hepdapma
C.p.J1, Itanis
(BUpOBHMLTBO
Hepo3dpacoBaHO
T npoaykuii,
nepBuHHa
ynakoBka,
KOHTPOMNb/BUNPO
ByBaHHS cepii);
XaynT ®apma
Amaper 'm6X,
HimeyunHa
(BUpPOBHMLTBO
Hepo3dpacoBaHo
i npoaykuii,
nepBuHHa
ynakoBka,
KOHTPOMbL/BUMPO
ByBaHHs cepii)
120. | TEMOMEOAK kancynu no 20 wmr, Mepak HimeuunH Mepak Himeyuunna/ BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a - UA/13562/01/02
no 5 a6o 20 kancyn lesenblua a le3senbliadpt ITanisa TexHiYyHa nomwurika (3rigHo Hakasy MOS3 Big peuenmom
y cbnakoHi, no 1 dT drop rop KniHiwe 23.07.2015 Ne 460). PenakuiiiHi npasku oo
dnakoHy B nayui KniHiLe Lneuianbnpena TEKCTY MapKyBaHHS1 MePBUHHOI Ta BTOPUHHOI




88 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
LWneuians pate M6X, ynakoBku nikapcbkoro 3acoby (n. 3. MEPEJIK
npenapat Himeuunna AOOMNOMPKHUX PEYOBUWH, n. 11.
e M6X (BUPOBHWK, WO HAVMEHYBAHHSA | MICLLESHAXOMKEHHA
Bignosinae 3a BMPOBHWMKA TA/ABO 3AABHUKA - BTOprHHa
BTOPUHHY ynakoska; n. 6 IHLWE - nepBuHHa ynakoska) Ans
yMaKoBKy, BCiX 403yBaHb. 3a3Ha4yeHe BUNpaBreHHs!
KOHTPObL/BUMPO BiAnNoBigae martepianam peecTpauinHoro 4oCke.
6yBaHHs cepil,
[03BiN Ha
BUNyCK cepii);
Hepdapma
C.p.J1., Itanis
(BMPOGHMLITBO
HeposdacoBaHo
I Npoaykuii,
nepBuHHa
ynakoBka,
KOHTPOMb/BUNPO
OyBaHHs cepii);
Xaynt ®apma
Awmaper 'mM6X,
HimeyunHa
(BMpoBHMLTBO
Hepo3cacoBaHo
T npoaykuii,
nepBuHHA
ynakoBka,
KOHTPOMNb/BUNPO
ByBaHHS cepii)
121. | TEMOMEOAK kancynu no 100 wmr, Mepak HimeyuunH Mepnak Himeyuunna/ BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/13562/01/03
no 5 a6o 20 kancyn lesenblia a [esenbladt ITania TexHi4Ha nomwurika (3rigHo Hakady MOS Big peuenmom
y donakoHi, no 1 T dhrop drop KniHiwwe 23.07.2015 Ne 460). PegakuiniHi npaskv Ao
dnakoHy B nayui KniHiwe LWneuianenpena TEKCTY MapKyBaHHS MePBUHHOT Ta BTOPUHHOI
LWneujans paTte M6X, ynakoBku nikapcbkoro 3acoby (n. 3. MEPEJIK
npenapat Himeuunna AOOMNOMPKHUX PEYOBUWH, n. 11.
e MbX (BUPOBHUK, LIO HAMMEHYBAHHSA | MICLIE3HAXOIXEHHSA
Bianosinae 3a BUPOBHWKA TA/ABO 3AABHUKA - BTOpuHHa
BTOPUHHY ynakoska; n. 6 IHLWE - nepsrHHa ynakoBka) Ans
yMaKoBKY, BCiX 403yBaHb. 3a3Ha4yeHe BUNpPaBneHHsi
KOHTPOMNb/BUNPO Bignosigae martepianamMm peecTpauinHoro AoChbe.
OyBaHHs cepii,
[03Bin Ha
BUMNYCK cepii);
Hepdapma
C.p.J1, Itanis
(BUpOBHMLTBO
Hepo3dacoBaHo
T npoaykuii,
nepBuHHa




®Popma sunycky

3aseHUK

Kpaina
3asi8HUKa
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Bupo6Huk

Kpaina
eUpPOb6HUKa

[TponoBkeHHs qogaTKa 3

PeecmpauyitiHa npoyedypa

Peknam

Ymosu
yeaHHsT*

aidnycky

Homep
peecmpauiliHo2o
noceid4yeHHs1

Ne
n/n

3acoby

Hasea nikapcbko20

(nikapcbka ¢gpopma,
ynakoeka)

ynakoBka,
KOHTPOMb/BMNPO

HimeyumH

Mepak
a

OyBaHHs cepii);
XaynT ®apma
Awmaper 'M6X,

HimeyuunHa
(BMPOGHMLTBO
HeposdacoBaHo
T npoaykuii,
nepBuHHa
ynakoBka,
KOHTPONb/BUNPO
OyBaHHs cepii)
Mepak
[esenbwadpt

Himevuunna/
ITanis

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
TexHi4Ha nomurka (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). PenakuinHi npaBku o

3a
peuerimom

UA/13562/01/04

122.

TEMOMELAK

kancynu no 140 wmr,
no 5 kancyny
cnakoHi; no 1
dnakoHy B nayui

lesenbwa
T iop
KniHiwe

Lneuianb
npenapat
e M6X

Mepak

brop KniHiwe
LWneuiansnpena
pate M6X,
HimeyunHa
(BUPOBHUK, WO
BignoBsigae 3a
BTOPVHHY
yNaKoBKY,
KOHTPOMbL/BMMPO
6yBaHHs cepii,
[03BiN Ha
BUMNYCK cepii);
Hepdapma
C.p.J1., Itania
(BUpOBHMLTBO
Hepo3dpacoBaHo
i npoaykuii,
nepBuHHA
ynakoBka,
KOHTPOMb/BUNPO
ByBaHHs cepii);
XaynT ®apma
Awmaper 'm6X,
HimevuunHa
(BUpPOBHMLTBO

T npoaykuii,
nepBuHHa
yMNakoBKa,

Hepo3dacoBaHo

TEKCTy MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
ynakoBkK nikapcbkoro 3acoby (n. 3. MEPEJIK
OOMNOMPKHUX PEYOBUH, n. 11.
HAMMEHYBAHHSA | MICLIE3HAXOIXEHHA
BMPOBHWMKA TA/ABO 3AABHUKA - BTOprHHA
ynakoBka; n. 6 IHLWE - nepBMHHa ynakoBka) 4ns
BCiX 403yBaHb. 3a3Ha4YeHe BUMNPaBIeHHS

BiAnNoBigae maTtepianam peecTpauinHoro 4ocke

HimeyumH

a

KOHTPOIbL/BUMNPO
ByBaHHs cepii)
Mepak
[esenbadt

Himeyuunna/

BHECEHHS 3MiH 10 peecTpauiiHixX maTepianis:

3a

peuerimom

TexHi4Ha nomwurika (3rigHo Hakady MOS Big
23.07.2015 Ne 460). PegakuiitHi npaBku Ao

123.

TEMOMEJAK

no 5 kancyny

kancynu no 180 wmr,

lesenblwa

rop KniHiwe

&bt rop

cdnakoHi; no 1

UA/13562/01/05



90 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
dnakoHy B nayui KniHiwe Lneuianenpena TEKCTY MapKyBaHHS MePBUHHOI Ta BTOPUHHOT
Wneuianb paTte MG6X, ynakoBku fikapcbkoro 3acoby (n. 3. MEPEJIK
npenapat HimeyunHa OONOMPKHUX PEYHOBWH, n. 11.
e M6X (BUPOBHWK, WO HAVMEHYBAHHSA | MICLIESHAXOMKEHHA
BignoBigae 3a BMPOBHUKA TA/ABO 3AABHUKA - BTOprHHa
BTOPUHHY ynakoBka; n. 6 IHLWE - nepBMHHa ynakoBka) 4ns
yMaKoBKy, BCiX 403yBaHb. 3a3Ha4yeHe BUNpaBreHHs!
KOHTPOMbL/BUMPO BignoBigae martepianamMm peecTpauifnHoro 4oche
OyBaHHs cepil,
[03BiN Ha
BUMYCK cepil);
Hepdapma
C.p.J1., Itanis
(B1poBHMLTBO
Hepo3cacoBaHo
T Npoaykuii,
nepBuHHa
ynakoBka,
KOHTPOMb/BUNPO
ByBaHHSA cepii);
XaynT ®apma
Awmaper 'mM6X,
HimeyunHa
(BMPOGHULITBO
Hepo3cacoBaHo
i npoaykuii,
nepBuHHa
ynakoBka,
KOHTPOMb/BUNPO
ByBaHHs cepii)

124. | TEMOMEOAK kancynu no 250 wmr, Mepak HimeyuunH Mepak Himeyuunna/ BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis: 3a - UA/13562/01/06
no 5 kancyny lesenblua a lesenbliadpt ITanisa TexHi4yHa nomwurika (3rigHo Hakady MOS3 Big peuernmom
cdnakoHi; no 1 dT drop rop KniHiwe 23.07.2015 Ne 460). PegakuiviHi npasku o
dnakoHy B nayui KniHiwe LWneuianenpena TEKCTY MapKyBaHHS MePBUHHOI Ta BTOPUHHOI

LWneuians pate M6X, ynakoBKM nikapcbkoro 3acoby (n. 3. NEPENIK
npenapat HimeuunHa OOMNOMPKHUX PEYOBUH, n. 11.
e MbX (BUPOBHUK, LIO HAMMEHYBAHHSA | MICLIE3HAXOIXEHHSA
BignoBigae 3a BMPOBHUKA TA/ABO 3AABHUKA - BTOprHHa
BTOPUHHY ynakoBka; n. 6 IHLUE - nepBuHHa ynakoBka) Ans
yMaKoBKY, BCiX 403yBaHb. 3a3HauyeHe BUNpaBneHHs!
KOHTPOMbL/BUMPO BignoBigae martepianamMm peecTpauiniHoro 4oChe.
6yBaHHs cepii,
[03Bin Ha
BUWMYCK cepii);
Hepdapma
C.p.J1, Itanis
(BUpOBHMLTBO
Hepo3dpacoBaHo
i npoaykuii,




91 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
nepBuHHa
ynakoBka,
KOHTPOMNb/BUNPO
OyBaHHs cepii);
Xaynt ®apma
Awmaper 'mM6X,
HimeyuunHa
(BpPOGHULTBO
Hepo3dacoBaHo
T npoaykuii,
nepBuHHA
ynakoBka,
KOHTPOMNb/BUNPO
ByBaHHS cepii)

125. | TIKOJIIH® PO34MH AN iH'EKLN, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/18445/01/01
125 mr/Mmnno4 mne | "MIKPOXI "MIKPOXIM", 3MiHu | Tuny: 3miHn Wwopo peuenmom nionsieae
amnyni; no 5 amnyn Mm" Ykpaina 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
y KaceTi y nayuj 3 (BignoBiganbHUi (iHWi 3MiHW).

KapTOHyY; No 4 mn B 3a BUPOBHNLTBO OHOBIEHHS TEKCTY MapKyBaHHs! yNakoBK/
amnyni; no 5 amnyn Ta nikapcbKoro 3acoby 3 BHECEHHAM iHdopmaLii
y kaceri; no 2 KOHTPOMNb/BUNPO LIoA0 3a3HavYeHHs OAVHULb BUMIPIOBaHHS Y
KaceTun y nadui 3 ByBaHHs cepil, cucTtemi Sl, BBeOeHHS TeCTY MapKyBaHHS
KapTOHY BKIHOYa0UM yMaKkoBKM MikapcbKoro 3acoby Ansd 4oAaTKoBOro
BUMYCK Cepil; BUpo6HMKa; BHeceHHs 3miH 4o po3giny
BigNoBiganbHUN “MapkyBaHHs” MKA 13: 3aTBepoxeHo:
3a BUNycCK cepil, MapkyBaHHs. BignosigHo go tekcty
He BKIOYaun MapKyBaHHs, sikuiAi 4oAaeTbCs. 3anponoHoBaHoO:
KOHTPOMNb/BUNPO MapkyBaHHs
OyBaHHs cepii); BignoBigHo f0 3aTBEPOKEHOrO TEKCTY
AT MapKyBaHHs. BBegeHHS 3MiH NpoTaroM 6-tn
"Tanuudapm", MicauiB nicns 3aTBepaXeHHs. 3miHu | Tuny:
Ykpaina 3MmiHu 3 aKocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHn
(BignoBigansHWi y BUpoGHMLTBI. 3amiHa abo BBeOEHHS
3a BUPOBHULTBO [04aTKOBOI AiNbHULI BUPOBHULITBA AN YacTUHM
Ta abo BCbOro BUPOBHWNYOro NpoLecy rotoBoro
KOHTPOMNb/BUNPO nikapcbkoro 3acoby (ginbHWLSA, Ha siKi
6yBaHHs cepii, npoBoasTbcst byab-siki BUpobHUYi cTagii, 3a
He BKIoYao4mn BVHSITKOM BUWMYCKY Cepii, KOHTPOMIO AKOCTi Ta
BUNYCK cepii) BTOPVHHOIO MaKyBaHHS AN1s1 CTEPUINbHUX
nikapcbkux 3acobiB (BkNtoyar4un BUpOGNeHi
acenTUYHUM METOAOM), KpiM NikapCbKux 3acobis
6ionori4Horo/iMyHOMNOr4YHOrO NOXOOAXKEHHS).
CynyTHs1 3miHa: 3MiHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpobHUUTBI. 3amiHa
abo BBeIeHHS 10AaTKOBOI AinbHUL
BMPOGHMLTBA ANs YacTMHM abo BCbOro
BMPOGHMYOro MPOLECy rOTOBOrO NiKapCbKOro
3acoby (QinbHWULSA AN BTOPUHHOTO NaKyBaHHS)
BBE/JIEHHS 4OAATKOBOI AiNbHULi BUpOBHMLTBA -
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92
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
AT «anunudapmy, YkpaiHa. BBeaeHHs 3MiH

NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MiHn | TMny: 3MiHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOIO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHSA AinbHULI, Ha
AKIN 3QiCHIOETLCSA KOHTPOIbL/BUNPODBYBaHHS
cepii)(B.11.6.2. (a),IA), nogaBaHHA ginbHUUi - AT
«lFanuudapmy», YkpaiHa BignosiganbHoI 3a
KOHTPONb/BMNPoBYBaHHs cepii. BBeaeHHst 3MiH
NPOTArom 6-Tu MicAUIB NiCNSA 3aTBEPAXKEHHS.
3MiHn | TMny: 3MiHK 3 sikocTi. FoToBUIA
nikapcbkui 3aci6. 3MiHn y BUPOGHMLTBI. 3MiHK Y
npoteci BUpoGHMLTBA rOTOBOrO NiKapCbKoro
3acoby, BKMYa4M NPOMIKHUIA NPOAYKT, LU0
3aCTOCOBYETLCS MPY BUPOOHMLTBI TOTOBOrO
nikapcbkoro 3acoby (He3Ha4Ha 3MiHa y npoueci
BUPOBHMLTBA) HE3HAYHI 3MiHM Y NpoLeci
BUpobHMLTBa J13 Ha [oaaTKOBIN AiNbHULI
BUpobHMUTBA - AT «lanuudapmy», YkpaiHa.
3MiHn | TMny: 3MiHK 3 sikocTi. FoToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX MeToAax
BUNpoOyBaHHs) He3HayHa 3MiHa Y
3aTBEpKEHUX MeTofax BunpobyBaHHs J13 3a n.
«CTepunbHicTb». 3MiHu | TURY: 3MiHK 3 AKOCTI.
[oToBWMI Nikapcbkui 3aci6. 3MiHN y
BUPOGHMLTBI. 3MiHa imnopTepa/3miHu, Lwo
CTOCYIOTbCH BUMYCKY Cepii Ta KOHTPOHO AKOCTI
roToBOrO fikapcbKkoro 3acoby (3amiHa abo
[ofaBaHHsi BUpOOHMKa, Lo Bianosigae 3a
BBE3€eHHs1 Ta/abo Bunyck cepii) - He Bkntoyaroum
KOHTponb/BunpobyBaHHs cepii. [lonaBaHHA
ainbHuLi - TOB HB® "MIKPOXIM", 01013, m.
Kwis, lonociiBcbkui parioH, Byn. ByaiHaycTpii,
0ya.5, Ykpaina BignosiganbHoOI 3a BUNycK cepii,
He BKI0Yaruy KOHTPOmb/BUNpobyBaHHS cepii.
3MiHN BHECEHI B iHCTPYKLi0 Ans MeAUYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"BupobHuk", "MicuesHaxomxeHHst BUpobHuka Ta
10ro agpeca MicLs NpoBaKEeHHsI OisnbHOCTI",
ONSt MOXIMBOCTI APYKYBaHHS ABOX iHCTPYKLiN
Ans MeguyHoro 3actocyBaHHs 113 ans okpemmx
BMPOBHWKIB (BiAMOBIAANbHUX 3a BUMYCK cepii) Ta
nosiBa ynakoBKu fikapCbkoro 3acoby ans

[0JaTKOBOro BUpOGHMKa.BBegeHHs 3MiH
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
NPOTSArom 6-T MicsILB Micnsi 3aTBEPAXKEHHS.
126. | TIKONIH® PO34MH ANS iH'eKLN, TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/18445/01/02
250 mr/Mnno4 mne | "MIKPOXI "MIKPOXIM", 3MiHu | Tuny: 3miHn Wwopo peuenmom nionsieae
amnyni; no 5 amnyn Mm" Ykpaina 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy

y KaceTi y nayui 3
KapTOHY; No 4 mn B
amnyni; no 5 amnyn
y kaceTi; no 2
KaceTun y nadui 3
KapTOHY

(BignoBiganbHui
3a BUPOBHULITBO
Ta
KOHTPOMb/BUNPO
ByBaHHs cepil,
BKIOYa0YN
BUNYCK cepii;
BigNoOBiganbHUN
3a BUNYyCK cepii,
He BKJ04aun
KOHTPOMb/BUNPO
OyBaHHs cepii);
AT
"Tanuucapm”,
YkpaiHa
(BignoBiganbHui
3a BUPOBHULTBO
Ta
KOHTPOMb/BUNPO
ByBaHHs cepil,
He BKIOYaun
BMNYCK cepil)

(iHLWi 3MiHW).

OHOBRNEHHA TEKCTY MapKyBaHHS YNakoBKU
nikapcbkoro 3acoby 3 BHeCEeHHsIM iHdbopmalLii
LLI0AO 3a3Ha4YeHHS OAMHWLL BUMIPIOBAHHS Y
cucteMi S|, BBeAeHHA TECTy MapKyBaHHS
yNakoBKM fikapCbKoro 3acoby Ans 4oAaTKkoBoro
BMPOOHWKa; BHeceHHs amiH Jo po3ainy
“MapkyBaHHs” MKA J13: 3aTBepakeHo:
MapkyBaHHs. BignosigHo 4o TekcTy
MapKyBaHHS, SKuii 4OAaETbCHA. 3anponoHOBaHO:
MapkyBaHHs
BignosigHo 00 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS. BBegeHHs 3MiH npoTarom 6-tn
MicsuiB nicns satBepakeHHs. 3MiHu | Tuny:
3MiHu 3 skocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK
y BUpO6HMLTBI. 3aMiHa abo BBEAEHHS
[04aTKOBOI AinbHULI BUPOBHMUTBA Anst YacTUHU
abo BCbOro BUPOGHMYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (JinbHUUS, Ha Akin
npoBoanTbesa byab-aki BUpoGHWYI cTagii, 3a
BWHATKOM BUMYCKY Cepii, KOHTPOMIO SKOCTI Ta
BTOPWHHOIO NaKyBaHHS ANs CTEPUNbHUX
nikapcbkux 3acobiB (BKNtoYarun BUpOGneHi
acenTUYHUM MeTOAOM), KpiM Nikapcbkux 3acobis
6ionori4yHoro/iMmyHONOri4HOro NOXOAXKEHHS).
CynyTHs1 3miHa: 3MiHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHM y BUpoOGHUUTBI. 3amiHa
abo BBeAEHHS 00AaTKOBOI AiNbHUL
BMPOOHMLTBA AN YaCTUHM abo BCbOro
BMPOOHWYOro npoLecy rotoBoro NikapcbKkoro
3acoby (AiNbHMLA ANS BTOPUHHOIO NaKkyBaHHS)
BBEJEHHS AOAATKOBOI AiNbHULI BUpOBHMLTBA -
AT «lanuudapm», YkpaiHa. BBegeHHs 3MmiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOKEHHS.
3minm | Trny: 3miHu 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYHOTLCSA BUNYCKY cepil
Ta KOHTPOIIO SAKOCTi FOTOBOTO MiKapCbKOro
3acoby (3amiHa abo AogaBaHHs AinbHULI, Ha
SIKI 30IMCHIOETBCSA KOHTPOMb/BUNPOOYBaHHS
cepii)(Bb.11.6.2. (a),|A), nogaBaHHs ginbHWUi - AT
«lFanuudapmy», YkpaiHa BignosiganbHoI 3a
KOHTponb/B1NpobyBaHHs cepii. BBeaeHHs 3MiH
NPOTHArom 6-Tv MicsILiB NicNsi 3aTBEPOXKEHHS.
3minm | Trny: 3miHu 3 sikocTi. FoToBMIA
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Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

nikapcbkuii 3aci6. 3miHn y BUPOOGHMLTBI. 3MiHM Y
npoueci BUpoOHMLTBa rOTOBOTO MiKapCbKoro
3aco0y, BKIOYa4M NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO

nikapcbkoro 3acoby (He3HayHa 3miHa y npoLeci

BUPOBHMLTBA) HE3HAYHI 3MiHM Y NPOLECI
BUpoGHMLTBa J13 Ha [oaaTKOBIN AinbHULI
BMpobHMUTBa - AT «[anuudapmy», YkpaiHa.
3MiHn | TMny: 3MiHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMUNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeTofax
BUNPOOYBaHHs) He3HayHa 3MiHa y
3aTBEpAKEHUX MeTofax BunpobyBaHHs J13 3a n.
«CTtepunbHicTb». 3MiHKM | TURNy: 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHN Y
BUPOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSIHO SKOCTI
roTOBOro fikapcbKoro 3acoby (3amiHa abo
[ofaBaHHsi BUpObHMKa, Lo Bianosigae 3a
BBEe3€eHHsi Ta/abo Bunyck cepii) - He Bkntovaoum
KOHTponb/BunpobyBaHHs cepii. [logaBaHHA
ainbHuLi - TOB HB® "MIKPOXIM", 01013, m.
Kuis, NonociiBcbkuin panoH, Byn. byaiHaycTpii,
Oya.5, Ykpaina BignosiganbHoOI 3a BUNyck cepii,
He BKI0YarYM KOHTPOrb/BUNpobyBaHHS cepii.
3MiHN BHECEHI B iIHCTPYKLj0 ANs MEANYHOrOo
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"BupobHuk", "MicuesHaxomxeHHst BUpobHuka Ta
1oro agpeca micus NpoBakKeHHs QisnbHocCTi",
ONS MOXINMBOCTI APYKYBaHHS ABOX iHCTPYKLiN
Ans MeguyHoro 3actocyBaHHs 113 ans okpemumx
BMPOGHKKIB (BiANOBIAanbHUX 3a BUMYCK cepii) Ta
nosiBa ynakoBKW flikapcbKkoro 3acoby Ans
AopaTkoBoro BMpobHvka.BBeaeHHs 3miH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.

127.

TOMNOTEKAH
AKKOPO

KOHLEHTpaT Ansi
PO34KHyY Ans
iHdpy3in, 1 mr/mn; no
1 mn abo no 4 mn
KOHLEHTpaTy Yy
CKIMAHOMY (PNaKOHI;
no 1 dnakoHy y
KapTOHHiI kopobui

Akkopg,
Xernckea

Moncka
Cn. 3.0.0.

Monbuwa

BupobHuLTBO
roToBOro
nikapcbKkoro
3acoby,
nepBuHHeE,
BTOPVHHE
nakyBaHHs,
KOHTPOMb SKOCTI
cepii:
IHTac
dapmachbioTikan
3 JlimiTen, IHAais

IHgis/
Benuka
BpuTanis/
YropwuHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHu | TUny - 3MiHK Wwopao
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ansi
MeAMnYHOro 3acTOCYBaHHS
reHepuyHuX/ribpnaHnx/6ionoAibHux nikapcbkmx
3acobiB nicns BHeCEHHs Tiei camoi 3MiHN Ha
pedepeHTHUIA Npenapar (3MiHa He noTpebye
Ha[laHHS XOAHWUX HOBWX AOAATKOBUX AaHNX).
3MiHU BHECEHO A0 IHCTPYKLUii AN MeAUYHOro
3aCTOCyBaHHS fikapcbkoro 3acoby y posginu:

3a
peuerimom

He
nidnsizae

UA/17720/01/01
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
BTopuHHe "®dapmakoTepaneBTMyHa rpyna. Kog ATX."
nakyBaHHS: (3aTBEpOKEHO: AHTMHEONNACTUYHI 3acobu. IHLWiI
Akkopg, Xenckea aHTMHeonnacTuyHi 3acobu. Kog ATX. LO1XX17.
JlimiTeq, Benuka 3anponoHoBaHo: AHTUHEONNACTUYHI 3acobm.
BpuTaHis IHWi aHTMHeonnacTuYHi 3acoon. Kog ATX.
BinnosigansHuit LO1CEO1); "OcobnmBocTi 3acTocyBaHHs",
3a BMNYCK cepii: "Cnocib 3acTocyBaHHsA Ta fo3n" (pefaryBaHHs),
Akkopg Xenckea "MobiuHi peakuii" BigNoBigHO JO OHOBMEHOT
JlimiTeq, Benuka iH(bopMaUii LWoao 3acTocyBaHHSA pedhepeHTHOro
BpuTtaHia nikapcbkoro 3acoby (MKAMTUH™, nioginisat
KoHTponb Ans po3yvHy Ans iHdysin no 4 mr) BeegeHHs
AKOCTI: 3MiH NpOTAroM 6-Tu MicsuiB 3 gatm
AcTpoH Pe3bopy 3aTBEPAKEHHS.
JlimiTen, Benuka
BpuTtaHia
KoHTponb
SKOCTI:
BeccniHr
XaHrepi K.,
YropwwmHa
KoHTponb
AKOCTI:
SAPMABANIA
nTo.
Mikpo6ionoriyHa
naboparopis,
YropwuHa
128. | TOPCUO® Tabnetku no 5 wmr, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a He UA/9173/01/01
no 10 Tabnetok y "®apmak” 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnszae

6nicTepi; no 1 abo
no 3 Gnictepn y
nayui

Ha3Bu APl abo gonomixHoi pevoBuHU. 3MmiHa
Ha3BW Jio40i pevoBUHY BiAMOBIAHO 4O BUMOr
MoHorpadii Torasemide EP. 3aTBepaxeHo:
Topacewmig 6e3BoaHuiA. 3anponoHOBaHO:
Topacewmig. BHeceHi B iHCTpyKUijto Ans
MEeOUYHOro 3aCTOCyBaHHs NiKapcbKoro 3acoby y
poagin "Cknag" (gitoya pevoBuHa) 3
BiANOBIAHNMY 3MiHAMW B TEKCTi MapKyBaHHS.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sKOCTI.
CeprudikaT BignosigHocTi/lE-cepTudikat
BigNoBigHOCTI €BponeichbKii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BUXiAHOro MaTepiany/peareHTy/NPOMiXXHOIO
NPOAYKTY, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
ADI; ona ooNoMiXkHOI pe4oBUHM (cepTudikat
BigNOBIgHOCTI E€Bponeichki hapmakonei) -
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

HoBwin cepTudikaT Big HOBOro BUPOGHMKa
(3aMiHa abo JONOBHEHHS1) B SIKOCTI
anbTepHaTUBHOrO BUPOOHUKA ANs Aitoyoi
peyoBuHM Torasemide Gyno 3anponoHoBaHO
Zhejiang Huahai Pharmaceutical Co., Ltd., China
i3 NnogaHHAM BiANOBIAHO HOBOrO cepTuadikaTt
BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2009-061 - Rev 04. 3Minu | Tuny - 3miHu 3
skocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumndikaui Ta/abo JonyCTUMNX MEX,
BM3Ha4eHux y cneuudikauisx Ha API, abo
BUXiOHWUIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BUKOPUCTOBYIOTLCS Y Npoueci BupobHuutea Ad|
(iHWi 3MiHW) BHECEHHS 3MiH O
Cneuundikauii/MeTogis BunpobysaHHs ADI
TopaceMi, 30Kpema BUITyYEHHSI KOHTPOSIO 3a
MOKa3HUKOM «3arnuLLKOBI KifTlbKOCTi OpraHiyHnx
PO3YMHHUKIBY 4Ns HOBOro BUpoGHMKa Zhejiang
Huahai Pharmaceutical Co., Ltd., China,
OCKifNbK/ BMICT PO34MHHWKIB, LLO
BMKOPWCTOBYIOTBCS HA OCTaHHIX CTagisiX CUHTE3Y
cybcTaHLii (eTaHoN Ta Boga) KOHTPOSOKTLCS B
cepTudikarti BignoBigHOCTI €BpoNencbkin
chapmakonei 3a nokasHukom «BTpaTa B Maci npu
BUMCYLLYBaHHI» 3 HOPMYBaHHAM He GinbLue 0,5%.
3minu | TUny - 3miHu 3 gkocTi. APl. KoHTponb
A®Il. 3miHa y napameTpax cneuudikadiv Ta/abo
OONyCTUMMNX MEX, BU3HAYEHUX Y creumdikaLisax
Ha ADI, abo BMXiOHWMI/MPOMIKHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BUpobHmuTea ADI (iHLwi 3MiHK)
BHECeHHs 3miH Ao Cneumndikauii AP Topacemin
3a Noka3HWKoM «lgeHTudikauis», a came
[OOMOBHEHHSI NMOKa3HWMKa NPUMITKOR **
«BU3HAYeHHs igeHTudiIKauii NpoBOANTLCS Ha
cepegHivi npobi» ons BXe 3aTBEpPOKEHOro
MeToay, Lo 3a3HayYeHuin B MoHorpadii (2.2.24)
EP «IHdpayepBoHUiA CNeKTp NOrmnHaHHs
cybcTaHuii Mae BignosigaTy cnekTpy
cTaHOapTHOro 3pasky Topacemigy 6e3BoaHoro,
AopaHo nocvnaxHs Ha Y. 3minm | tuny -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4eHux y cneumdikauisx Ha Ad®I, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo
BMKOPUCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHWi 3MiHW) BHeceHHs 3MiH Jo crieumdikauii ADI
Topacemia Ans HoBoro BMpobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd., China 3a
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

nokasHukom «CynpoBigHi OMiLLKMY, 30Kkpema
[04aHHS KOHTPOIIO Anst ABOX AOMILoK O -
Topacemig (He 6inbwe 0.15%) i P-Topacemig (He
Ginbwe 0.15%) BignosiaHo oo sumor CEP.
3MiHn | Trny - 3MiHK Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHX) OHOBMNEHHS TEKCTY MapKyBaHHS
YMaKoBKM MikapCbKoro 3acoby y 3B'A3Ky 3
BUIyYEHHSAM iHbopMaLlii pOCiiCbKOK MOBOKO Ta
nofaeaHHs iHhopMaLii Woao HasiBHOCTI iHLWOT
TEXHIYHOI iHdopmalLlii. BBeaeHHS 3MiH NpoTarom
6-TK MicsauiB nicna 3aTBepaXKeHHs. 3MiHu | Tuny -
3MiHun 3 skocTi. A®I. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHA A®I abo BuxigHoro
mMaTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea AdI
(iHwWi 3mMiHWM y MeTogax BuNpobyBaHHs
(BKntovaoum 3amiHy abo gonoBHeHHs1) APl abo
BUXiQHOro/MPOMiXKHOIO NPOAYKTY) BHECEHHS 3MiH
Ao meTogis koHTponto AD| Topacemin Ans
HoBoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China 3a noka3Hukom
«CynposigHi gomiwkn» (Metog 2 A®Y, EP,
2,2,29, 2,2,46).

129.

TOPCMO®

Tabnetkv no 10 wr,
no 10 Tabnetok y
6nicTepi; no 1 abo
no 3, abo no 9
GnicTepiB y navui

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
Ha3Bu APl abo gonomixHoi pe4oBuHU. 3MiHa
Ha3BW Jito40i pevoBUHY BiAMOBIAHO 4O BUMOr
MoHorpadii Torasemide EP. 3aTBepaxeHo:
Topacewmig 6e3BoaHuiA. 3anponoHOBaHO:
Topacewmig. BHeceHi B iHCTpyKUijto Ans
MEeOUYHOro 3aCTOCyBaHHs NiKapcbKoro 3acoby y
po3gin "Cknag" (gitoya pevoBuHa) 3
BiANOBIAHNMY 3MiHAMW B TEKCTi MapKyBaHHS.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKEHHS. 3MiHM | TUny - 3MiHKM 3 aKoCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BigNOBIQHOCTI €BponenchbKii
dapmakonei/MmoHorpadii. MogaHHa HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUITy4YeHHS cepTudikaTta BignoBigHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BUXiAHOro MaTtepiany/peareHTy/NPoMixXHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
ADIl; ona oonomixkHOI pe4oBUHM (cepTudikat
BiQNOBigHOCTI E€Bponeichki hapmakonei) -
HoBwuih cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo JOMOBHEHHS) B SIKOCTI
anbTepHaTUBHOrO BUpOBHMKa ANs Aitoyoi

3a
peuenmom

He
nidnseae

UA/9173/01/02
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1

peyoBuHM Torasemide Gyno 3anponoHoBaHO
Zhejiang Huahai Pharmaceutical Co., Ltd., China
i3 NogaHHAM BiANOBIAHO HOBOrO cepTudikaTt
BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2009-061 - Rev 04. 3Minu | Tuny - 3miHu 3
skocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumndikaui Ta/abo JonyCTUMNX MEX,
BM3Ha4eHux y cneuudikauisx Ha API, abo
BUXiOHWIA/MPOMDKHWUIA NPOJYKT/peareHT, Wwo
BUKOPUCTOBYHOTLCSA Y Npoueci BupobHuutea AdI
(iHLWi 3MiHW) BHECEHHS 3MiH A0
Cneuudikauii/MeTogis BunpobysaHHs AdI
TopaceMi, 30Kpema BUITyYEHHSI KOHTPOIIO 3a
MOKa3HUKOM «3anmLLKOBI KifTIbKOCTi OpraHiyHnx
PO3YMHHUKIBY 4Ns HOBOro BUpoGHMKa Zhejiang
Huahai Pharmaceutical Co., Ltd., China,
OCKiNbK/ BMICT PO34MHHWKIB, LLO
BMKOPWCTOBYIOTBCS HA OCTaHHIX CTagisiX CUHTE3Y
cybcTaHLii (eTaHoN Ta Boga) KOHTPOSOKTLCA B
cepTudikarti BignoBigHOCTI €BpoNencbkin
chapmakonei 3a nokasHukom «BTpaTa B Maci npu
BUCYLLYBaHHi» 3 HOpMyBaHHSM He GinbLue 0,5%.
3miHu | TUny - 3miHn 3 akocTi. APl. KoHTponb
A®l. 3miHa y napameTpax cneumndikauin Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHNX Y creumadikaLisax
Ha ADI, abo BMXiOHWMI/MPOMIKHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BUpobHmuTea ADI (iHLwi 3MiHW)
BHECeHHSs 3miH Ao Cneumndikauii AP Topacemin
3a NokasHWkoM «lgeHTudikauis», a came
[OOMOBHEHHSI MOKa3HWMKa NPUMITKO **
«BU3HAYeHHS igeHTUdiIKauii NpoBOANTLCS Ha
cepegHivi Npobi» Ans BXe 3aTBEPOXKEHOrO
MeToay, Lo 3a3Ha4YeHnin B MoHorpadii (2.2.24)
EP «IHdpayepBoHUiA CNeKkTp NornMMHaHHs
cybcTaHuii Mmae BignosigaTy cnekTpy
cTaHOapTHOro 3pasky Topacemigy 6e3BoaHoro,
AopaHo nocunaxHs Ha Y. 3minm | tuny -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo gonycTummx
MeX, BU3Ha4eHux y cneumadikauisx Ha Ad®I, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo
BUKOPUCTOBYIOTBCS Y npoLleci BupobHuutea AdI
(iHWi 3MiHW) BHeCeHHs 3MiH Jo crieumdikauii AdI
Topacemif Ansa HoBoro BMpobHuka Zhejiang
Huahai Pharmaceutical Co., Ltd., China 3a
nokasHukom «CynpoBifHi AOMILLKWY, 30Kpema
[OAAHHS KOHTPOIO AN ABOX AOMiLLoK O -
Topacewmif (He Ginblwe 0.15%) i P-Topacemig (He
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[TponoBkeHHs qogaTKa 3

Ne
n/n

Hasea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eUpPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknam
yeaHHsT*

Homep
peecmpauiliHo2o
noceid4yeHHs1

Ginbwe 0.15%) BignosiaHo oo sumor CEP.
3MiHn | TMny - 3MiHK Woao
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) OHOBNEHHS TEKCTY MapKyBaHHS
YMaKoBKM NikapCbKoro 3acoby y 3B'A3Ky 3
BUIyYEHHSAM iHbopMaLlii pOCiiCbKOK MOBOKO Ta
nofaeaHHs iHhopMaLii Woao HasiBHOCTI iHLWOT
TEXHIYHOI iHdopmalLlii. BBeaeHHS 3MiH NpoTarom
6-TK MicsauiB nicna 3aTBepaXKeHHs. 3MiHu | Tuny -
3MmiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y
meToaax BunpobysaHHst A®l abo BMxigHOrO
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y NpoLeci BUpobHuutea APl
(iHwWi 3miHWM y MeTogax BUNpobyBaHHS
(BKntoyaoum 3amiHy abo gonoBHeHHs1) APl abo
BUXigHOro/MPOMiDKHOIO NPOAYKTY) BHECEHHS 3MiH
0o meTogiB koHTpornto AD| Topacemig ons
HoBoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China 3a noka3Hukom
«CynposigHi gowmiwkn» (Metog 2 APV, EP,
2,2,29, 2,2,46).

130.

YPO-TPAH

rpaHynmno 10ry
neHani; no 1 neHany
B NauLi 3 KAPTOHY;
no 10 ry conakoHi 3
KpuLukoto; no 1
cdnakoHy B nayui 3
KapTOHY

MpAT
"HauioHan
bHa
FomeonaTt
n4yHa
Cninka"

Ykpaina

MpAT
"HauioHanbHa
[omeonaTuyHa

Cninka"

Ykpaina

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHm | Tvny - 3miHu 3 AkocTi. ADI.
Bupo6HuLTBO. 3MiHa BUPOOHMKa
BUXiQHOro/MPOMDKHOIO NMPOAYKTY/peareHTy, Lo
BMKOPWUCTOBYHOTBLCS Y BUPOBHMYOMY npoLeci
A®I, abo 3miHa BUpobHuKa (Bknovatouu, ae
HeobXxiaHO, MicLie NPOBEeAEHHST KOHTPOHO SKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BiaNoBIigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHOMy
[OCbE)(iHLLi 3MiHK) -
3miHa agpecu Micus NpoBafXXeHHS AiSnbHOCTI 3
BMPOOHMLITBA rOMEONaTUYHNX PO3BEAEHb
(Acidum phosphoricum 200CH), wo €
nikapcbknuMu cybcTaHLisMy (BUrOTOBNEHMU B
yMOBax anteku) y BUpobHuuTsi rpaHyn 13, y
3B’A3Ky 3 nepeizgoM Anteku «HauioHanbHa
romeonartuyHa cninka» Ne1. 3miHn | Tuny - 3miHn
3 sikocTi. A®l. BupobHuuTBO. 3MiHa BUPOGHMKa
BWXiQHOro/NMpPOMIKHOIO NPOAYKTY/peareHTy, Lo
BUKOPWUCTOBYHOTBLCS Y BUPOBHUYOMY npoLeci
A®I, abo 3miHa BUpobHUKa (Bknovatouu, ae
HeobXxiaHO, MicLie NPOBEeAEHHST KOHTPOIO SKOCTI)
A®I (3a BiacyTHOCTI cepTudpikaTta BianoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaKeHOMy
[OCbE)(iHLLi 3MiHK)
3MiHa agpecy Micusi NPOBAKEHHST OiANbHOCTI 3
BMPOOHMLTBA rOMeonaTUYHNX PO3BEAEHb
(Berberis 200CH), wo € nikapcbkumu

6e3
peuenma

UA/8455/01/01




100 [TponoBkeHHs qogaTKa 3
Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
cy6CTaHuisiMM (BUrOTOBIEHUMM B YMOBaX
anTekun) y BUpobHu1UTBI rpaHyn J13, y 3B’s3ky 3

BMPOGHMLTBI rpaHyn J13, y 38’3Ky 3 nepeizgom

BVIXifHOro/npoMi>KHOTO MPOAYKTY/peareHTy, Lo

nepeizgomMm Antekn «HauioHanbHa
romeonatuyHa cninka» Ne1. 3miHu | Tuny - 3miHn
3 akocTi. A®l. BupobHuuTteo. 3miHa BUpobHuKa
BVXifHOro/npoMi>KHOro NMPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTBCS Y BUPOOHMYOMY npoLieci
A®I, abo 3miHa BUpoGHUMKa (BKIOYarouu, ae
HeobXiaHO, MicLe NPOBEeAEHHsT KOHTPOSIO SIKOCTi)
A®I (3a BigcyTHOCTI cepTudpikata BignoBigHOCTI
€sponelcbkint hbapmakonei y 3aTBepaxXeHoMy
nocbe)(iHwi 3miHn) 3miHa agpecu micus
NnpoBaXeHHs OisnbHOCTI 3 BUpOOHMLTBA
romeonaTtuyHux possegeHb (Colchicum 200CH),
Lo € nikapCbKMMK cybeTaHuisiMm
(BUroTOBNEHUMM B yMOBAX anTeku) y
BMPOGHMUTBI rpanyn J13, y 38’a3Ky 3 nepeizgom
AnTekun «HauioHanbHa romeonaTtuyHa crninka»
Ne1. 3minun | Tuny - 3miHm 3 sikocTi. AdDI.
BupobHuuTeo. 3miHa BUpOGHMKa
BVXiHOro/npoMi>KHOrO NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTbCS Y BUPOBHMYOMY NpoLieci
A®I, abo 3miHa BUpobHuKa (Bkovatoun, ae
HeobXiaHO, MicLe NPoBeAEHHsI KOHTPOSIO SIKOCTi)
A®I (3a BiacyTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoMy
pocbe)(iHwi 3miHn) 3miHa agpecu micust
NpoBaXeHHs OisnbHOCTI 3 BUpOBHMLTBA
romMeonaTnyHux posseaeHb (Acidum oxalicum
200CH), wo € nikapcbkumm cybcTaHLisimm
(BUroTOBNEHUMM B yMOBaX anTeku) y

AnTekun «HauioHanbHa romeonaTtuyHa crninka»
Ne1. 3minHu | Tuny - 3miHun 3 sikocTi. ADI.
BupobHuuTBo. 3miHa BUpOGHMKa

BUKOPWUCTOBYIOTECH Y BUPOBHMYOMY npoueci
A®I, abo 3miHa BUpobHuKa (Bkroyatoun, ae

HeobXiaHO, MicLe NPOBEAEHHST KOHTPOSHO SIKOCTI)
AdI (3a BiacyTHOCTI cepTudpikaTta BianoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoMy
Aocbe)(iHwWwi 3miHn) 3miHa agpecu micust

NpoBaKEHHS AisnbHOCTI 3 BUPOBHMLTBA

romeonaTtuyHmx possefeHb (Colocynthis
200CH), wo € nikapcbkumu cybcTaHuUisiMm
(BMroTOBNEHVMM B yMOBaX anTeku) y
BMPOGHMLTBI rpaHyn J13, y 3B’3Ky 3 nepeizgom

AnTtekn «HauioHanbHa romeonaTuUyHa cninkay
Ne1.
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[TponoBkeHHs qogaTKa 3

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
131. | ®PEHTAHIN PO34MH AN iH'EKLN, TOB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/5185/01/01
0,05 mr/mn; no 2 mn "XapkiBcbk BUPOGHMLTBA, 3MiHn | TMny - 3MiHK Woao peuernmom nionsieae
abono 10 mn B e KOHTPOSb SIKOCTI, 6e3nekn/ecbeKTUBHOCTI Ta hapmakoHarnsgy.
amnyni; no 5 amnyn tapmaues BUMYCK Cepii: 3MiHa y KOpPOTKil XapaKTepuCTuLi Nikapcbkoro
y 6nictepi; no 1 abo TUYHE ToBapucTso 3 3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans
2, abo 20 6nicTepis nignpvemc obmexeHow MeON4YHOro 3acToCyBaHHs Ha nigcTa.i
y KOpOOGLji 3 KAPTOHY; TBO BignoBsigansbHIiCT perynsipHo OHOBJOBAHOTO 3BiTYy 3 6e3neku
no 2 mn B amnyni; "3popoB'st t0 "XapkiBcbke nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
no 10 amnyny Hapoay" apmaueBTUYHE 3acTocyBaHHS nikapcbkoro 3acoby B
6nictepi; no 1 abo nianpuemMcTBo nicnspeecTpauiiHuin nepiogd, abo sik pesynbtaT
10 6nictepiB y "3p0opos's OLjiHKM 3BITY 3 AOCMIAXEHb, NPOBEAEHNX
KopobLi 3 KapTOHY Hapoay", BiANOBIQHO A0 NnaHy negiaTpuyHuX SocnigkKeHb
YkpaiHa (PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
BCi cTagii YMOBHOBaXEHNM OpraHoM)
BUPOGHMLTBA, 3MiHN BHECEHO B iHCTPYKLUi0 ANst MEOUYHOTO
KOHTPOIb SIKOCTI: 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao posainy
AKLiOHepHe "Mepeno3yBaHHs" BiANOBIAHO 4O OHOBMEHOT
TOBapUCTBO iHdbopMauii woao 6eanekn 3acTocyBaHHs Oito4yoi
"Tanuucapm”, pevoBUHM 3rigHo 3 pekomeHaauieto PRAC.
Ykpaina TepmiH BBEAEHHSA 3MiH - NpOTArom 6 micauis
nicns 3aTBEpAXKEHHS.
132. | ®JIEKUEPUH Kancynu TBepai no AT Ykpaina AT Ykpaina BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a He UA/12618/01/01
50 mr; no 10 kancyn | "KUIBCbK "KUIBCbKUIA 3MiHu | TNy - 3MiHK Woao peuenmom | nidnszae
y bnicTepi; no 1 abo nn BITAMIHHUN 6e3nekn/edeKkTUBHOCTI Ta hbapmakoHarnsgy.
3 Bnictepu y nayui BITAMIHH 3ABO[T" 3MiHa y KOpOTKili XapakTepucTuLL NnikapcbKoro
nn 3acoly, TeKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
3ABOLO" MeOU4YHOro 3acToCcyBaHHs Ha nigcTasi
perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiof, abo sk pesynbtat
OLjiHKM 3BITY 3 AOCMIAXEHb, NPOBEAEHUX
BiAMNOBIAHO A0 MnaHy nefiaTpuyHUX AocnigkeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpPraHoMm).
3MiHM BHeceHO B |HCTpPyKLjt0 Ans MEAUYHOTO
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ainis
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWi B1An B3aemogin", "OcobnmBocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaa”, "MobivHi
peakuii" BignosigHo Ao iHpopMmalii 3 6e3neku
3acToCyBaHHS Aito4ol pevyoBuHWU. BBegeHHs 3MiH
NpOTSArom 6-T MiCSILIIB MiCNsi 3aTBEPOXKEHHS.
133. | ®JNIYKOHA3O0n- PO34MH Ans iHdYys3in, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a He UA/14391/01/01
OAPHUUA 2 mr/mn; no 100 mn "®Papmaue "®apmaLeBTUYH 3minu | TMny - 3miHn Wwoao peuenmom nionsieae
y cbnakoHi; no 1 BTUYHA a dipma 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
cdnakoHy B nadui; no dipma "OapHuus” (iHLWi 3MiHKM) 3MiHK BHECEHI A0 IHCTPYKLIT Ans
100 mn y doriakoHax "OapHuus" MeZMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby y
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Hasea nikapcbko20
3acoby

®Popma sunycky
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noceid4yeHHs1

po3ain "Cnoci6 3acTtocyBaHHsi Ta fo3n"
(@oaaBaHHA anropuTMy 3aCTOCYyBaHHS) 3rigHO 3
MaTepianamu peecTtpauinHoro gocee. BeegeHHs
3MiH NpoTsArom 6-Tu MicsLiB nicns
3aTBEPOKEHHS

134.

DIYUNHAP®

rene, 0,25 mr/r, no
15 ry 1y6i; no 1 1y6i
B KapTOHHI Kopobui

TOB
«BAYL
XENC»

YkpaiHa

dapmsaBog
€nbda A.T.

MNonbLa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
BBeneHHs abo 3MiHu [0 y3aranbHeHWX OaHnX
npo cucteMy chapmakoHarnsgy (BBedeHHs
y3aranbHEHUX AaHUX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
hapmakoHarnsay; KOHTaKkTHOi ocobu 3
bapmakoHarnagy 3asiBHUKa ANs 30iNCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBiganNbHOI 3a 34iNCHEHHST hapMakoHarnagy
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
po3MmiLLieHHI MacTep-anna cuctemm
apmakoHarnsgy). 3MiHa KOHTaKTHUX AaHWX
YyNOBHOBa)eHOI 0cobu 3asiBHMKA,
BigNoBiganbHoi 3a dpapMakoHarnsag.

3a
peuenmom

UA/2878/01/01

135.

OJIIYUUHAP® N

Masb, no 15 ry 1y6i;
no 1 Ty6i B
KapTOHHI kopobLyi

TOB
"BAYL
XENnc"

Ykpaina

dapmsaBog
€nba A.T.

MNonblia

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
BBeneHHs abo 3MiHM [0 y3aranbHeHWX OaHNUX
npo cucteMy papMakoHarnagy (BBeeHHs
y3aranbHeHUX A4aHuX Npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOI 0cobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa
BigMiHHa BiJ YNOBHOBaXeHOI ocobu,
BignoBiganbHoI 3a 34iMCHEHHs hapmakoHarnsgy
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
hapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHuX
YMNOBHOBaXeHOI 0cobu 3asiBHUKa,
BignoBiganbHoi 3a papMakoHarnsag.

3a
peuenmom

UA/2879/01/01

136.

XYMOTr - 75 B.O.

niodpinizat gns
PO34MHY ANIs iH'eKLin
no 75 MO, 1 dpnakoH
3 niogpinizatom y
KoMnnekTi 3 1
amnynoo
PO34YMHHMKA (PO34MH
HaTpito xnopuay

Bxapat
Cipamc
eHg
BakuuHc
Timiten

IHaisa

Bxapat Cipamc
eH BakuuHe
JlimiTen

IHAis

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3miHu | TUNY - AgMmiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHs Ta/abo agpecu Micud
npoBaXXeHHs AisinbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BKI4aoym
[inbHUL BUNYCKy cepii abo micLie npoBeaeHHs
KOHTPONMIO SIKOCTI. (AisinbHICTb, 3a Ky Bignosinae
BMPOGHWK/IMNOpTEp, BKIOYaK4M BUMYCK CEPilt)

3a
peuenmom

He
nionsieae

UA/11753/01/02
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Ne Hasea nikapcbko20 ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eUpPOb6HUKa eionycky yeaHHs1* | peecmpauiliHo20
ynakoeka) noceid4yeHHs1
0,9%) no 1 mn B 3miHa agpecu BupobHuka MM3 Bxapat Cipamc
KapTOHHiIl kopobuyi ena BakuuHc Jlimiteq, IHais, 6e3 3MiHn micus
BUpoGHMUTBA: TepMiH BBEAEHHSI 3MiH NPOTAroM
6 MicsuiB nicnsi 3aTBEPAYKEHHS
137. | ULUKNOCEPUH Kancynu Teepgi no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3a He UA/15150/01/01
250 mr, no 10 "TexHonor "TexHonor" 3MiHu | TMny - 3MiHK Wwoao peuenmom nionsieae
Kancyn y énictepi; " 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
no 3 6nictepn y (iHWi 3MiHW). 3aTBEPAXEHHS CMINbHOI IHCTPYKUIT
nayui 3 KapToHy, no ANsi MEQUYHOTO 3aCTOCYBaHHS IikapCbKOro
60 kancyny 3acoby «LlnknocepuH» B 3B'A3Ky 3 JoAaBaHHSAM
KOHTeWHepi; no 1 cunu aii 125 mr. BBegeHHs 3MiH npoTarom 6-tm
KOHTENHEepY y nauui MicAUiB Nicnsa 3aTBepAXeHHSA
3 KapTOoHY
138. | ULUKNOCEPUH Kancynv Teepgi no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a He UA/15150/01/02
125 mr, no 10 "TexHonor "TexHonor" 3MiHu | TUny - 3MiHK Wwoao peuenmom nionsieae
Kancyn y 6nicrepi, " 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsay
no 3 6nictepn y (iHWi 3MiHW). 3aTBEPAXXEHHSA CMINbHOI IHCTPYKUIT
nayui 3 KapToHy Ansi MEOUYHOTO 3aCTOCYBaHHS fikapCbKOro
3acoby «LlukrnocepuH» B 3B'A3Ky 3 JOAABAHHAM
cvnu gii 125 mr. BBegeHHs 3MiH NpoTsirom 6-1u
MicaUiB Nicnsa 3aTBepAXeHHsA
139. | UUTPAMOH-®OPTE Tabnetkn, no 10 AT Ykpaina AT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: bes - UA/12823/01/01
Tabnetok y "Jly6Hnda "Ny6Hndapm” 3MiHn | Tuny - 3miHn 3 skocTi. [oToBMI peuenma:
Gnictepax; no 10 pm" nikapcbkuii 3aci6. KoHTponb rotoBoro Ne 10; 3a
Tabnetok y 6nictepi, nikapcbkoro 3acoby. 3miHa y meTtogax peuenmom:
no 10 GnictepiB y BUNPOOYyBaHHSA roTOBOro NiKapcbKoro 3acoby Ne 100

navui

(iHWi 3MiHM y MeToaax BUNpobyBaHb
(Bktovatoum 3amiHy abo JOMOBHEHHS)) 3MiHa
mMeToAiB BUNpobyBaHHsi 113 3a nokasHukamu

«lpeHTudikauis» (auetmncaniumnosa KMcnoTa,
napauetamor, kodein) (TLWX, AdY, 2.2.27) Ta
«Po3umHeHHs» (aueTuncaniuunosa KMcnoTa,
napauetamon) (A®Y, 2.2.25) Ha meTog pianHHOI
xpomatorpadii (APY, 2.2.29). 3minum | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMNpobyBaHHSA roTOBOIO JlikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
mMeToAax BUNpobyBaHHSA) HE3HaYHi 3MiHU B
cneuudikauii Ta metogax koHTpono [T13 3a
nokasHukamu «lageHtudikauisa» (kodpeiH,
napaueTtamorn) (KonbopoBa peakLisi),
«Caniyunosa kucnota» (AdY, 2.2.25) y
BiANOBIAHOCTI 40 BUMOT Aito4oro BuaaHHs Y.
3MmiHu | TUNY - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONyCTUMUX MEX FrOTOBOIO
nikapcbKoro 3acoby (4ONOBHEHHs cneumdikaii
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HOBVM MOKa3HUKOM 3 BigMOBiAHM METOAOM
BMNPOBYBaHHS) AONOBHEHHS cneuumdikauii M3
HOBUM NMapameTpoM SKOCTi «PO3YMHEHHS.
Kodbein» (BEPX) 3 BignoBigH1um meToaom
KoHTponto. HopmyBsaHHs: He meHwe 75% (Q) 3a
45 xBWnuH. 3MiHn | TUNy - 3MiHK 3 AKOCTI.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby
(iHWi 3miHKM y MeTogax BunpobyBaHb
(BkNtoYatoum 3amiHy abo JONOBHEHHS)) 3MiHa
meToay BunpobyBaHHs 13 3a nokasHuKom
«OpHopigHICTb 4030BaHMX OQUHULILY ONst
aueTuncaniuunoBoi KUCMOTK Ta napaueTamony
3 BaroBOro MeTody Ha MeTo NpsiMoro
BM3HaYeHHs1, BUNpobyBaHHsi 13 3a nokasHuKoM
«KinbkicHe BU3HaueHHs» Byae npoBoguTucs
MEeTOAOM pianHHOI Xxpomatorpadii (AdY, 2.2.29)
(3aTBEpMKEHO: aueTUNcaniyunoBa KicnoTa Ta
napaueTamorn — TUTPUMETPUYHI METOAN; KOeiH
— cnekTpodoToMeTpist).

140.

LIIAHOKOBAJAMIH-
OAPHUUA (BITAMIH
B12-OAPHULA)

PO34MH NS iH'EKLiN,
0,5 mr/mn, no 1 mn B
amnyni; no 5 amnyn
Y KOHTYPHIN
YapyHKOBIN
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B Nayi

MpAT
"®apmaune
BTUYHA
dipma
"OapHuus"

Ykpaina

MpAT
"®apmaLeBTUYH
a cipma
"OapHuus"

Ykpaina

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MmiHu | TUnYy - 3miHm 3 AkocTi. FoToBUI
nikapcbkuii 3aci6. 3miHn y BUpo6HMUTBI. 3MiHa
po3mipy cepii (BknoYa4um gianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbLUeHHst
0o 10 pasiB NOPIBHSAHO i3 3aTBEPHKEHUM
PO3MipOM) - BHECEHHSI J0AATKOBOTO PO3Mipy
cepii 4ns roToBOro nikapcbkoro 3acoby
LliaHoko6anamiH-AapHuus (BitamiH B12-
OapHuus), po3ymH ans iH'ekuivi no 0,5 mr/mn -
600 n (600 Tvc. amnyn) 4o BXe 3aTBEPKEHMX
po3MipiB cepiii. AkTyanisosaHo po3ain 3.2.P.3.2
Cknag Ha cepito ans M3 gosysaHHsam 0,2 wr,
0,5 mr, AnsA 3aTBEpA>KEHNX PO3MIpIB cepin
3a3HaYeHO KinbKiCTb TMCAY amnyn Ans KOXHOro 3
po3mipiB cepiit Ak Hacnigok, 3amiHa B p. «Cknag»
MKA 13, a came 3a3Ha4yeHHS AOMOMIXKHOI
peyoBuHM *Kucnota ouTtoBa nboasiHa
(po3BepeHa) y BignosigHocTi o p. 3.2.P.3.2

3a
peuenmom

UA/3471/01/02

141.

LIIAHOKOBAJTAMIH-
OAPHUUA (BITAMIH
B12-AAPHULA)

PO34MH ANs iH'EKLN,
0,2 mr/mn, no 1 mn B
amnyni; no 5 amnyn
Y KOHTYPHiWA
YapyHKOBIN
ynakosui; no 2
KOHTYPHi YapyHKOBI
yNakoBKM1 B NauLi

MpAT
"®apmaue
BTUYHA
dipma
"OapHuus”

YkpaiHa

MpAT
"®apmaLeBTUYH
a dipma
"OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHixX MaTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. oToBUMI
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHa
po3Mipy cepii (BKMOYaoum gianasoH po3mipy
cepii) rotToBOro nikapcbkoro 3acoby (36inbLIeHHs
00 10 pasiB NOPIBHSAHO i3 3aTBEPHKEHUM
PO3MipOM) - BHECEHHS JOAATKOBOro Po3Mipy
cepii 4ns rotoBoro nikapcbkoro 3acoby
LliaHoko6anamiH-OapHuus (BitamiH B12-

3a
peuerimom

UA/3471/01/01
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[apHuus), po3umH ons iH'ekuin no 0,5 mr/mn -
600 n (600 Tuc. amnyn) A0 BXe 3aTBEPAXEHNX
po3MipiB cepin. AkTyanisoBaHo po3ain 3.2.P.3.2
Cknap Ha cepito ans N3 gosyBaHHaM 0,2 wr,

0,5 mr, Ans 3aTBEPAKEHNX PO3MIPIB Cepin
3a3HayeHo KifnbKiCTb TUCAY amnyn ANs KOXXHOro 3
po3mipiB cepint Ak Hacnigok, amiHa B p. «Cknagy

MKA J13, a came 3a3Ha4YeHHS AOMOMIXKHOI

peyoBuHM *KncnoTta ouToBa NboasiHa
(po3BegeHa) y BignosigHocTi go p. 3.2.P.3.2

*y pa3i HeceHHs1 3MiH 00 iHCmMpYyKuyii Npo MmeduYyHe 3acmocyeaHHsI

HavaabHuK

dapmManeBTHYHOI0 YNIPABJIiHHSA

Tapac JIICKOBCHKHI




