ITEPEJIIK

Jonarok 3
A0 Haka3y MiHicTepcTBa 0X0poHH
3a0poB’s Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeectpaniio) JikapcbKux
3ac00iB (MeJUYHHX IMYHOO0i0JIOrTYHMX
npenapariB) Ta BHeceHHs 3MiH /10
peecTpauiiHuX MaTepiagiB»

Bix 22 rpyans 2023 poxy Ne 2182

JIKAPCBKHMX 3ACOBIB (MEJAYHUX IMYHOBIOJIOITYHUX IPEMAPATIB), IIOJ0 SIKAX BYJIM BHECEHI
3MIHU JO PEECTPAIIIMHUX MATEPIAJIIB, SIKI BHOCSTBCS 10 JEP)KABHOI'O PEECTPY JIKAPCBKUX
3ACOBIB YKPAIHHA

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n | nikapcbko2o | (nikapcbka ghopma, 3asieHUKa 8uUpo6HUKa eionycky yeaHHs1* | peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
1. | ABIPOH Tabnetkn no 250 wr; leTepo IHais [eTepo Nab3 IHais BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHn 3a - UA/18889/01/01
no 120 Tabnetok y Ja63 Nimiten | Tuny - 3miHu wopo 6e3nekn/edpekTMBHOCTI Ta peuenmom
KOHTeWHepi; no 1 Tlimiteq dapmakoHarnsagy. BeegerHs abo 3aminn o
KOHTENHEpY y y3aranbHeHUX AaHunx npo cuctemy chapmakoHarnsgy
KapTOHHiI kopobui (BBEAEHHSA y3aranbHeHNX AaHWX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoOI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa Ans
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cO0M, BignosigansHoi
3a 3[iicHeHHs hapMakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
danna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHUX AaHWUX YMOBHOBaXKEHOi 0COOW 3asiBHMKa,
BiAMOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOT 0cobu 3asiBHUWKA, BianosigansHoi 3a
capmakoHarnag B YkpaiHi. [litoya pegakuis: Hypies
EnpaHiz AnimoBuy. NponoHoBaHa pedakuis:
Tonokesny Bonogumup KOpinosuy. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI ocobu 3asiBHWMKa,
BignoBigansHoi 3a dpapMakoHarnag B YKpaiHi.
2. | AB''O®EH Tabnetku no 400 mr; | Jlabopato ®paHuis Na6opaTopii ®paHuis BHECEHHS 3MiH O peecTpauiiHnX maTtepianis: 3MiHu bes nionszae UA/5702/01/01
no 15 Tabnetok y pii Bywapa Il Tuny - 3miHn Wopo 6e3nekn/edekTUBHOCTI Ta peuenma
6nicTepi; no 2 abo Bywapa Pekoppaarti dapmakoHarnsay (iHwi 3amiHu) - 3mMiHM BHeECeHO A0
no 4 6nictepu B Pekoppaarti IHCTPYKUIiT ANA MEeAMYHOro 3aCcToCyBaHHS
KapTOHHiIl kopobui nikapcbkoro 3acoby Ao po3aainis "MpoTunokasaHHs",
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamm Ta
iHWi BMAwn B3aemogain”, "OcobnmeocTi
3actocyBaHHs1", "MobiyHi peakuii”. BBeaeHHs 3miH
NpoTsArom 6-T1 MicsLIB NicNs 3aTBEPKEHHS
3. | ADKOBI™ PO34MH ANs iH'EKLN, TOB YkpaiHa AT YropwuHa/ BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3MiHn 3a - UA/18633/01/01
225 mr/1,5 mn; no "TeBa dapmaueBTUYHUIA CLUA/ | Tuny - 3MiHM 3 sikocTi. A®L. CTabinbHicTb. 3MiHa peuenmom
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
1,5 Mn po3umnHy y YkpaiHa" 3aBop TeBa, Himeuumnna/ nepiogy NOBTOPHMX BUNpobyBaHb/nepiogy
nonepegHb0o YropwuHa Higepnangn 36epiraHHs abo ymoB 36epiraHHs AdI (3a
HanoBHEHOMY (KOHTPOSb AKOCTI BiICYTHOCTI y 3aTBepKeHOMY [OChE cepTudpikata

wnpwui; no 1 abo 3
LUNPULIM B KAPTOHHIN
KopobLi n

nikapcbKkoro
3acoby
(BunNpobyBaHHs
KMITUHHOI
aKTUBHOCTI
nikapcbKkoro
3acoby));
Bantxay3
AHaniTikan
JlabopaTopis, JIJIC
, CWWA (koHTponb
SKOCTi NikapCbKOoro
3acoby (LinicHicTb
cucTeMm
KOHTEeWHep/3aKyno
proBanbHUiA 3acio
nicnst BTOPUHHOIO
nakyBaHHs1));
BeTttep dapma-
®epTiryHr FM6X i
Ko. KI',
HimeuwunHa
(BMPOBHMLTBO
nikapcbKoro
3acoby, NepBuHHE
nakyBaHHsi,
BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTI
nikapcbKoro
3acoby); Bettep
Papma-depTiryHr
'mM6X Ta Ko. KI™,
HimeuunHa
(KOHTpOnb SKOCTI
nikapcbkoro
3acoby (nuwe
cura 3cyBy Ta
cuna KoB3aHHs
nicnsi BTOPUHHOTO
nakyBaHHS1));
BeTttep ®apma-
PepTiryHr M'M6X Ta
Ko. KI',
HimeuunHa
(KOHTpOIb SIKOCTI
nikapcbKoro
3acoby); Bettep

BiZNOBIgHOCTI €BponeWnchkin hapmakonei, Lo
BKIIOYAE Nepios NOBTOPHOIO BUNPOGYBaHHS)
(nepio NOBTOPHOrO BUNPOGYBaHHs/Nepion
30epiraHHs) - 36inbLIeHHs abo BBeaeHHS nepioay
noBTOpPHOro BMNpobyBaHHs/nepioay 36epiraHHsa Ha
OCHOBI pe3ynbTaTiB OoCnigKeHb Y pearnbHOMY Yaci -
36inblueHHs TepMiHy npugaTHocTi AdI
dpemaHesymab 0o 48 micsauiB 3a peKOMeH0BaHNX
ymoB 36epiraHHsl npy TemnepaTypi <-35°C.
3anponoHoBaHe 36inbLIeHHs TepMiHY NpUAATHOCTI
0obr'pyHTOBaHO AaHumMu 3i ctabinbHocTi ans AdI,
oTpumMaHoro 3a npouecom 3P (Process 3P) Ta
OaHMMU WoJo NepBUHHOI CTaBINbHOCTI cepilt.
Takox, Oyno BHeCeHO AesKi pedakLinHi 3MiHW: - y
Kinbkox Micusax posginie 3.2.S.7.1 Ta 2.3.S.7 amiHeHO
pekomeHaoBaHi ymoBu 36epiraHHs 3 <-30°C Ha <-
35°C BignoBiAHO A0 BEPXHBLOI MEXi TemMMnepaTypHOro
gianasoHy, BU3HA4YEHOro Ans JOBFOCTPOKOBOro
36epiraHHs cepii, 4N KX BUBYAETLCS
CTabiNbHICTb; - NepernsaHyTo opMynoBaHHS B
NYHKTi « TepMmiH NpuaaTHOCTI» ANs 3a3HaYeHHsA
fianas3oHy LOBrocTpOKOBMX YMOB 36epiraHHs cepiit
nia Yac BMBYEHHS cTabinbHOCTI Ans 3abe3neyeHHs
TOYHOI BignoBigHocTi 3 iHopmadlieto B Tabnuui 5
po3giny 3.2.S.7.1.; - BHECEHO HE3HauHi 3MiHN Y
TeKkcT- BuganeHo crnoBo «3anponoHOBaHWN» Anis
npomucriosoi cepii 17204A004, BigkopvrosaHo
TEKCT, SIKUIA CTOCYETBCS «3anponoHOBaHOro
NMPOMMCITOBOrO MPOLECY», Ta 3MIHEHO BMKNag 3
MalbyTHBOrO Yacy Ha TenepilLHii y cneumdikauii,
LLIO 3aCTOCOBYETLCSI 0 MPOMMUCIIOBUX CEpIlA,
OCKiNbKN NPOJYKT BXe 3HaX0AUTLCA Ha cTagii
NPOMMCIIOBOro BUpOGHMLTBA. - B Po3aini 3.2.5.7.3 B
Tabnuui gaHunx 3i cTabinbHOCTI BHECEHO He3HaYHi
3MiHW Y 3B'A3KY 3 Pi3HUM (HhOPMaTOM/CTPYKTYpPOHO
OesIKNX AOKYMEHTIB, BKITHOYAK4M 3aronoBKku Ta
TEepMiHOMOrito eNneMeHTIB Tabnuupb, a TaKoX BHECEHO
3MiHM Ta BUNpaBneHHs Ak hopmanbHa pegakuinHa
3MiHa, 30BHILLUHI MOCUNAHHA Ha PO3A4iNu B roTOBIN
pokymeHTauii (eCTD) Tenep MatoTb YOPHUI KOMip i
He MICTSTb rinepnocunaHb, SKWo nepegdavaeTbes,
LLIO MiCLIE3HaxXOMKEHHS LOKYMEHTaLii, Ha sKy
HaBeaEeHO NnocunaHHs, Bignosigae ctpykTypi eCTD /
XML backbone. 3asiBHMK nigTBEPOXKYE, LLO 3MiHK,
3anponOHOBaHI sIK peakLilHi, He 3MiHIOITb 3MICTY
BiMOBIAHNX YaCTWH [OCLE 3a MexaMu obesry
npeacTaBreHoi 3MiHW, B pamKax sikoi NofalTbCs
pefakuinHi 3MiHW.
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

dapma-depTiryHr
'm6X ta Ko. KI,
Himeyunna
(KOHTpOIb SIKOCTI
nikapcbkoro
3acoby); Mepkne
'M6X , HimeuumHa
(Oo3Bin Ha BMNycK
cepii); Mepkne
'M6X, HimeyunHa
(BTOPUHHE
nakyBaHHs1); TeBa
dapmacbtoTrkana
KOepon B.B. ,
Higepnanam
(mo3Bin Ha Bunyck
cepil);
TpaHchapm
ToricTik TM6X,
HimeuunHa
(BTOpPUHHE
nakyBaHHs1)

AKICTAH
ayo

Kpanni O4Hi, PO34nH
no 2,5 mn y dnakoHi
3 KpanenbHULUeto Ta
Kpuwukoto; no 1 abo
3, abo 6 pnakoHiB B
KapTOHHiI kopobui

dapmacen
exT
IHTepHeLw
HI
BeTteniraH
ra 'meXxX

ABcTpis

BMPOBHMLTBO
roToBOro
NpoaykTy,
nakyBaHHsi,
KOHTPOMb AKOCTi:
BpycweTTiHi
C.P.N., Itanis;
BMPOGHMYa
ninbHUUA 3i
cTepunisauii
nepBUHHOI
YNaKoBKM:
CTepimxeHikc
Itania C.IN.A,,
ITanis; BUpoBHUK,
AKWIA BianoBsinae
3a BMNYCK cepil:
dapmacenekT
IHTEepHeLLHN
BeTteniraHra M6X,
ABCTpis

ITanis/AscTtp
i

BHECEHHS 3MiH O peecTpauiiHiX maTtepianis: 3MiHU
| TMny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
€Bponewicbkin dpapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BignNOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHWI
cepTudikaT Big yxke 3aTBepaKeHOro BUPOBHUKa.
MoaaHHa oHoBNeHoro cepTudikaTty BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei Bif BXxe 3aTBEpXXEHOr0o
BMpobHuKka R1-CEP 2003-239-Rev 05 gns
TMMornony maneaty (Ha 3amiHy R1-CEP 2003-239-
Rev 04) y 3B’a3Ky i3 agMiHiCTpaTUBHUMK 3MiHaMU Y
BUpoGHMKa ADI (nepenbadae 3miHy B MOLLTOBOMY
iHAekci agpecy BnacHuka ceigouTsa 3 20090 Ha
20053), npu uboMy topuanyHa ocoba Ta
MiCLIe3HaXOKEHHS 3aNMLIAOTECH HE3MIHHUMW.
BkrtoYeHHs OLiHKM pU3NKy HITpO3aMiHy. BkntoveHHs
nepernsiHyTol OLUiHKN PU3NKY HITpo3aMmiHy. 3MiHu I
Tuny - 3MiHK 3 sikocTi. [O0TOBWMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo AonycTUMKUX Mex
roTOBOro Nikapcbkoro 3acoby (iHwi 3MiHK). CynyTHs
3MiHa- 3MiHu 3 siKoCTi. [oTOBMI Nikapcbknii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y

3a
peuenmom

UA/18606/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

MeToAax BUNpoOyBaHHSA roTOBOrO MikapCbKoro
3acoby (iHwi 3miHW y MmeToaax BunpobyBaHb
(BKNtOYaO4M 3amiHy abo 4OMNOBHEHHST)) AoAaBaHHS
HOBWX BUINYroByBaHWX JOMILIOK (6eH30deHOHY Ta
TpunponineHrnikoneaiakpunaty (TPGDA)) y
cneumndikalii Ha TepMiH NPUAATHOCTI AKOCTI
roTOBOr0 NPOAYKTY, siKi BUTATYOTbCS 3 NEPBUHHOIO
nakyBarnbHOro maTepiany. BeegeHHs fo cneumdikuii
nimiTiB 4OMILLOK NPU3BOANTbL A0 HEObXigHOCTI
[OOMOBHEHHS MeToAy BUNPoOYyBaHHS y 3B’'A3Ky i3
BBeAEHHSIM A0 crneuundikadii SKoCTi Ha TepMiH
npuaaTHOCTI BU3HAYEHHS JOMILLOK, LLO BUTSMYHOTLCS
Ta BUMMBAIOTBCS.

AKCETUH

NOPOLLIOK ANis
PO34MHY A4S iH eKUin
no 1,5r; Ne 10, Ne
100 (10x10): no 10
abo no 100
cbnakoHiB 3
NOPOLLIKOM Y
KapTOHHIl kopobui

Mepokemi
nTa

Kinp

BMPOGHMLITBO 32
NMOBHUM LIMKIIOM:
Mepokemi JIT[]
(3aBopg C), Kinp
BUPOBHMLTBO
roToBOro
nikapcbKkoro
3acoby, nepBuHHE
Ta BTOpPWHHE
nakyBaHHs:
Megokemi (Pa lcT)
NTA.,(AcenTik
LledpanocnopwuH
PaciniTi), B'etTHam

Kinp/
B'eTHam

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHK
| Tuny - 3miHu Wwopo 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnagy. 3MiHM y KOPOTKil XxapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
iHCTPYKLUIT ANA MeANYHOro 3acTocyBaHHsA
reHepuYHMX/ribpnaHmx/GionoaibHMxX nikapcbknx
3acobiB nicrsi BHECEHHS TiEl camoi 3MiHN Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HaflaHHS XOAHWUX HOBMX 4OAATKOBUX AaHMX). 3MiHK
BHECEHO A0 IHCTPYKUIii ANS MEeANYHOro
3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"®apmakoTepaneBTuyHa rpyna. Kog ATX "
(yTOYHEHHs Ha3Bu, 6e3 3miHn kogy ATX),
"®apmakornorivyHi BnactusocTi”, "lNMoka3aHHs",
"MpoTunokasaHHs", "B3aemogais 3 iHwnmu
nikapcbknumun 3acobamu Ta iHWi BUaM B3aemogin”,
"OcobnusocTi 3acTocyBaHHs", "3acTocyBaHHs Yy
nepiop BariTHocTi abo rogyBaHHs rpyaato”,
"3paTHiCTb BNNMBaTK Ha LWBMAKICTb peakuii npn
KepyBaHHi aBTOTpaHCNopToM abo iHWKMK
MexaHiamamu", "Cnocib 3acTocyBaHHs Ta o3un",
"Oitn", "Mobivni peakuii”, "HecymicHicTb" 3rigHo 3
iHdbopMmaLiieto Woao MeANYHOro 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (SUHALED,
MOPOLLIOK AN PO3YNHY ANS iH EKLii).
BBegeHHs 3miH npoTarom 3-X MicsuiB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHK Wono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. 3MiHa
Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans MeanyHoro
3acTocyBaHHS Ha MiAcTaBi perynspHo
OHOBIMOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neku 3acTocyBaHHs!
nikapcbkoro 3acoby B nicnsapeecTpauiiiiin nepiog,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
nNpoBeAeHNX BiANoBigHO A0 NnaHy negiatpudHnx
pocnigpxeHb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3miHu

3a
peuenmom

He
nidnsieae

UA/8714/01/02
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PeecmpauyitiHa npoyedypa

[TponoBkeHHs noaaTka 3

Ymoeu

Peknam

Homep

Hasea
JliKapCcbKO20
3acoby

Ne
n/n

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

BHECEHO A0 iHCTPYKLIT AN Mean4YHoro

aionycky

yeaHHs*

peecmpayiliHo2o

noceio4yeHHs1

3aCTOCYBaHHSA NikapCcbKoro 3acoby y po3ain
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
BigMNoOBIOHO 4O OHOBMEHOI iHpopmaLii 3 6e3neku
4ito4oi pevoBrHU. BBeaeHHs 3miH npoTarom 3-x
MicsUiB Micnsa 3aTBEPAXEHHS

3a

He

UA/8714/01/01

6. | AKCETUH

NMopoLLOK Ans
PO34MHY Ans iH'eKLin
no 0,750 r Ne 10, Ne
100 (10x10): no 10
abo no 100
cbnakoHiB 3
NOPOLLIKOM Y
KapTOHHIN kopobLi

Megokemi
nTAa

Kinp

BMPOBHMLTBO 3a
NMOBHUM LIVKITOM:
Megokemi JIT[]
(3aBog C), Kinp
BMPOBOHMLTBO
roToBOro
nikapcbKkoro
3acoby, nepBuHHE
Ta BTOpPWHHE
naKyBaHHs:
Mepokemi (Pa lcT)
NTA.,(AcenTik
LiecdbanocnopuH
daciniti), B'eTHam

Kinp/
B'eTHam

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK
| Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta
dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHmx/GionoaibHMxX nikapcbknx
3acobiB nicns BHECEHHSI TiEl camoi 3MiHK Ha
pedepeHTHUI NpenaparT (3MiHa He NoTpebye
HaJaHHS XXOOHMX HOBUX OOA4ATKOBUX AaHMX). 3MiHM
BHECEHO A0 iHCTPYKUIT 4Na MeanyHoro
3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"®apmakoTepaneBTMyHa rpyna. Kog ATX"
(yTOYHEHHs Ha3Bu, 6e3 3miHu kogy ATX),
"®apmakornorivyHi BnactusocTi”, "lNMoka3aHHs",
"MpoTunokasaHHs", "B3aaemogisa 3 iHwWumMmn
nikapcbkumuy 3acobamu Ta iHWi BUAM B3aeMogin”,
"OcobnusocTi 3acTocyBaHHS", "3acTocyBaHHSA Y
nepiog BariTHocTi abo rogyBaHHs rpygaro”,
"3paTHiCTb BNNMBATK Ha LWBWUAKICTL peakuii npu
KepyBaHHi aBTOTPaAHCMOPTOM abo iHWNMK
MexaHiamamu", "Cnoci6 3acTocyBaHHs Ta 031",
"Oitn", "MobiyHi peakuii”, "HecymicHicTb" 3rigHo 3
iHcbopMmaLieto LLoao MeaMYHOro 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (SUHALED,
MOPOLLIOK ANs1 PO34MHY ANs iH eKLii).
BBeneHHs 3miH npoTarom 3-x MicsiLiB nicnsi
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. 3MiHa
Y KOPOTKili XapakTepucTuL,i fikapcbKkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans MeanyHoro
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBJIIOBAHOIO 3BiTy 3 6e3neku nikapcbkoro 3acooy,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuii nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXEHb,
nNpoBeAeHNX BiANoBigHO A0 NnaHy negiatpudHnx
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHMUM YNOBHOBaXXEHVMM OpraHoM). 3MiHu
BHECEHO [0 iHCTPYKLii AN MegnyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"OcobrnusocTi 3actocyBaHHs", "MobivHi peakuii”
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
aito4oi pe4oBuHU. BBeaeHHs 3MiH npoTsarom 3-x
MiCsILIiB Micnsi 3aTBEPAKEHHS

peuenmom

6e3

BHECEHHS 3MiH 4O peecTpauinHmMxX maTtepianis:

nidnsieae

UA/14102/01/01

MNAT

YKpaiHa

NAT

YkpaiHa

7. | AlIbFO3AH®

renb; no 35 ry 1y6i;
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

no 1 Ty6i y nayui 3
KapTOHY

"Ximcpapm
3aBoj
"YepBoHa
3ipka"

"Ximcpapmsasog
"YepsoHa 3ipka"

YTOYHEHHS1 HanucaHHs YMOB BiANycKy B npoueci
BHeCeHHSs 3MiH B Haka3i MO3 Ykpainu Ne 2131
BiAa 25.11.2022 (npoueaypa - 3MiHun | Tuny - 3mMiHu
wopno 6esnekun/edekTMBHOCTI Ta hapmakoHarnsay

(IHLWi 3MiHW).

OHOBMEHHSs1 TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPUHHOI YMaKoBKM flikapcbkoro 3acoby, a came
BUMYyYeHHS iHopMaLlii, 3a3Ha4YeHOi POCINCHKOD

MOBO. BBeAEHHs1 3MiH NpoTaroM 6-Tu micsauiB nicns

3aTBepakeHHs) Ta Ne 2101 Big 11.12.2023
(npoueaypa - 3miHu | Trny - 3miHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHN). BBeeHHA 000aTKOBOroO TEKCTY MapKyBaHHS
BTOPWHHOI YNaKOBKM NiKapCbKoro 3acoby i3
3a3HaveHHaM 2D-kogy y n.17 IHLWE. TepmiH
BBEAEHHSA 3MiH - NPOTArom 6 micauis nicna
3aTBepKeHHs1). Pefakuis B Hakasi - 3a peuenTtom.
BipHa pegakuis - 6e3 peuenTa.

peuenma

AMIHOMNA3
MAIb
B.5PAYH
10% E

PO34MH 4Ns iHDY3in;
no 500 mny
cnakoHi; no 10
bnakoHiB y
KapTOHHIN kopobLi

b. bpayH
Menb3yHr
eH Al

HimeuumH
a

Bupo6HuLTBO,
nepBrHHa Ta
BTOPUHHA
ynakoBKa, BMMYyCK
cepii: b. bpayH
Menb3yHreH Arl',
Hime4vuuHa;

KoHTponb cepii: B.

BpayH
Menb3ayHreH Al ,
HimeyunHa

Himeyunna

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
TEeXHiYHa nomunka (3rigHo Hakazy MOS3 Big
23.07.2015 Ne 460). BunpaBneHo TexHi4Hy NOMUIKY
B TEKCTi MapKyBaHHS YNaKkoBKM NikapCbKoro 3acoby y
n. 17. «IHWE», a came: BUOaneHHs TEKCTOBOrO
Onucy 3a3HavyeHHsi OAMHULb BUMIPIOBAHHSI B CUCTEMI
Sl, ockinbku Takuii onuc € gyontoBaHHAM iHpopmaLii
Ta «ml» i «g» 3a3HaYeHi y TEeKCTi MapKyBaHHS.
3asHaueHe BUNpaBrieHHs! BiAnosigae apXiBHUM
MaTepianam peecTpauiiHoro OChE.

3a
peuenmom

UA/13161/01/01

AHANbIroOAE
KC

PO34MH AN iH'eKuin
25 mr/mn no 2 mn B
amnyni, no 5 amnyn
Y KOHTYPHIN
ynakosui, no 1
KOHTYPHIi ynakoBsLi
Y KapTOHHIln kopobui

Crepun-
[hxeH
Nand

CaieHcuns

(M nta

IHaia

Crepun-[xeH
Jland CaneHcus
(M) A

IHgia

BHECEHHS 3MiH A0 peecTpauinHMX maTtepianis: 3MiHW
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3amiHv oo
y3aranbHeHVX JaHuxX Npo cuctemy dhapmMakoHarnsay
(BBEOEHHS y3aranbHEeHWX AaHuX Npo cucTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
BignoBiganeHoI 3a 34iNCHEHHS chapmMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif ynoBHOBaxeHoi ocobu, BignoBigansHoi
3a 3[jiicHeHHs1 hapmakoHarnagy (Bknovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
arina cuctemu chapmakoHarnsigy) - 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoi 3a
dapmakoHarnag B YkpaiHi. [litoua pegakuis:
LLinHkapeHko Jltogmuna KOpiieHa. MponoHoBaHa
pepakuisi: IBaHuubkuiA AHapin BacuneoBuy. 3miHa
KOHTaKTHUX JAHMX KOHTAKTHOI 0COOM 3asiBHMKA,
BignosiganbHoi 3a papMakoHarnsg B YkpaiHi

3a
peuenmom

UA/19104/01/01

10.

AHATEPO

TabneTkn, BKpUTI
NniBKOBOKO
060s10HKO, N0 1 Mr

leTepo
Jla63
TNimiten

IHaia

[eTepo Nab3
JlimiTen

IHaisa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHK
| Trny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsigy. BeegerHst abo 3MiHn go

3a
peuernmom

UA/14189/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 10 Tabnetok y y3aranbHeHVX JaHunX Npo cucTemMy hapmakoHarnsgy
6nictepi; no 1 abo (BBEAEHHS y3aranbHEHNX AaHWX NPo cuctemy
no 3 6nictepu B dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
KopobLi 3 KapToHY BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOi 0cobu 3 chapmakoHarnsay 3asiBHuUKa Ans
3piicHeHHs chapmakoHarnagy B YkpaiHi, SIKLLO BOHa
BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiAnoBiganbHoi
3a 3[incHeHHsA dpapmakoHarnagy (Bkrovaymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
dapmakoHarnsa B YkpaiHi. [litova pepakuis: Hypies
EnpaHiz AnimoBwud. lNMponoHoBaHa pedakuis:
Tonokeeuny Bonogumup KOpiioBuy. 3miHa
KOHTaKTHUX AaHWUX KOHTAKTHOI 0COOW 3asiBHUKA,
BiANOBIganbHOI 3a hapmakoHarnag B YkpaiHi.
11. | APTOKCAH niodpinisat gns TOB YkpaiHa Medap Inay CaH. TypeyunHa BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a - UA/16802/01/01
pOo34nHy AnA "YOPIIA AL | Tuny - 3miHun 3 akocTi. CepTudikart peuenmom
iH ekuin no 20 mr; 3 MEOUMLN BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
cnakoHu 3 H" €Bponeiickkin hapmakonei/MoHorpadii. MoaaHHs

niodpinizatom ans
PO34MHY A4S iH ek
y KOMMAekTi 3 3
amMnynamm
po34mnHHKKa (BoAa
ans iH'ekuin) y
KOHTYPHIW
YapyHKOBIN
ynakosui; 1
KOHTYpHa YapyHKoBa
ynakoBka y
KapTOHHiI kopobui

HoBoro abo oHoBreHoro ceptudikata BiANOBIQHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADl; ans
[OOMOMiXHOT peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponewicbkin bapmakonei) - HoBuin ceptudikat Big,
HOBOro BMpO6GHMKa (3aMiHa abo JONOBHEHHST)
BBEJEHHS HOBOrO BMPOBHUKA Ai040i pe4oBUHM
Tenoxicam ZHEJIANG HENGKANG
PHARMACEUTICAL CO., LTD., Kutan B sikoro
HasBHUI CepTudikaT BignosigHoOCTI EBpoNEnChKiln
dapmakonei Ne R1-CEP 2011-331 - Rev 02 (3amiHa
Bupo6Hvka EDMOND PHARMA S.R.L., ITanis).
3MmiHu | TUNy - 3miHK 3 akocTi. FoTOBMI Nikapcbkui
3aci6. 3MiHN y BUpobHUUTBI. 3MiHa po3mipy cepii
(Bkntovatoum gianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbLeHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPAXXEHNM PO3MIpOM) 30iNMbLUEHHS
po3mipy cepii roToBOro nikapcbkoro 3acoby
nioginizaTy Ans po3vnHy ANs iH’eKuin 3aTBepaKeHo:
25 n (26 316 conakoHiB) 3anponoHoBaHo: 25 n (26
316 cnakoHis), 98 n (103 157 dnakoHis). 3minu |
Tuny - 3MiHK 3 sikocTi. [O0TOBMI Nikapcbkui 3acib.
3MiHn y BUpo6HMUTBI. 3MiHa po3mipy cepii
(Bkntovatoum dianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbLeHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPAXEHNM PO3MIpOM) 30irNbLUEHHS
po3mipy cepii po34nHHUKa (Boda Ans iH’ ekuin), Wwo
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[TponoBkeHHs noaaTka 3

Ne
n/n

JliKapCcbKO20

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BXOAMTb [0 CKnagy roToBOro NikapCbkoro 3acoby
BaTtBepmxeHo: 200 n (93023 amnyn)
3anponoxoBaHo: 200 n (93023 amnyn), 225 n
(104651 amnyn).

12.

ACTEP

Tabnetku no 500
Mmr/65 mr; no 10
Tabnetok y Gnictepi;
no 1, abo no 2, abo
no 3 6nictepu B
nayui; no 12
TabneTtok y Gnictepi;
no 1, abo no 2
Gnictepu B nayui

AT
"dapmak”

Ykpaina

CaHeka
dapmackioTikans
AT

CnoBaubka
Pecnybnika

BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3miHa
3asBHuka J13 (MIBI) (BnacHuka peecTpauiiHoro
nocsigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015 Ne
460): TepmiH BBegeHHS 3MiH NPOTArom 6 micauis
nicnsa 3aTBepaKeHHsi. 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/eceKTUBHOCTI Ta hbapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
cucTemMy chapmakoHarnsay (BBeAeHHs y3aranbHeHnX
OaHunx npo cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaXeHoI ocobu, BianoBiganbHoi 3a
3iicHeHHs hapMakoHarnagy; KOHTakTHoOi ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
bapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMIHHA Bif
YNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bkrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLieHHi MacTep-
daiina cuctemu hapmakoHarnsgy) 3miHa
yNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHOI 3a
dapmakoHarnsg. [itova pegakuis: IBan Kimnpiy /
Ivan Cimprich. MNponoHoBaHa peaakuis: Kopaepo
[anvHa AHgpiiBHa. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBAXEHOI 0COOM 3asBHMKA, BiANOBIAANbHOI 3a
papmakoHarnsg. 3miHa MicLe3HaxomKeHHst MacTep-
davina cuctemu papmakoHarnsgy Ta noro Homepa.
3MmiHa Micus 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3minum | Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHW) 3MiHM BHECEHO [0 TEKCTY MapKyBaHHs
NepBUHHOI YNakoBKKM Nikapcbkoro 3acoby B n. 6.
«IHWE» Ta fo TekcTy MapKyBaHHS BTOPUHHOT
ynakoBku B n.3. «MNEPENIK JOMNOMPKHUNX
PEYOBWH», n. 12. ktHOMEP PEECTPALIIMHOIO
MOCBIOYEHHAY, n. 16. «IHOPOPMALLIA, AKA
HAHOCUTbLCSA LPUOTOM BPAANSA», n. 17.
«IHWE». TepmiH BBEOAEHHS 3MiH MPOTArOM 6 MicAuiB
nicns 3aTBEPAXKEHHS.

3a
peuenmom

UA/16604/02/01

13.

ATOMOKCUH

®

Kancynuv Teepgi, no
18 mMr no 7 kancyny
GnicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BUPOBHMLTBO,
nakyBaHHs,
KOHTPOMb AKOCTI
Ta BUMyCK cepii
nikapcbKkoro
3acoby:
SAPMATEH
IHTEPHELLHN
C.A., lpeuis;
nakyBaHHsi,
KOHTPOIb SKOCTI

peuis

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
TexHi4Ha nomunka (3rigHo Hakady MO3 Big
23.07.2015 Ne 460). BunpaBneHHsi TEXHIYHMX
nomMunok 3rigHo n.2.4. posginy VI Hakasy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460), gonyuieHumx
npu noBefeHHi npoueaypu peectpadii (Pl
NeUA/18978/01/01; 01/02/; 01/03; 01/04; Haka3
MO3 Ykpainu Big 07.10.2021 p Ne2174) B
cneumdikauii Ha BUNYCK Ta Ha TePMiH MPUAATHOCTI
Ta B MeTogax koHTposnto B MKA 3a nokasHukom

3a
peuernmom

UA/18978/01/02
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Ta BUNycK cepii «Onucy» - NOMUIKOBO TPaHCiTEPOBaHO YKpaiHCHLKO
nikapcbkoro MOBOI Hanuc «mg», L0 3HAYUTbCS Ha KOPMYyCi
3acoby: Kancynu naTMHuLelo, Wo 3a3HaveHo B p.3.2.P.5.1.
OAPMATEH C.A., Specification (s) - 3aTBepAXeHo: (Mr);
Ipeuis 3anpornoHoBaHo: (Mg). TEXHIYHY NOMUNKY
BWMNpaBIiEHO B IHCTPYKLUii AN MeAOYHOro
3acToCyBaHHs NikapcbKkoro 3acoby y po3gini
"INlikapcbka dpopma” (OCHOBHI dpi3nKo-XiMidHi
BMNacTMBOCTi). 3a3HajveHi BUNpaBreHHs
BiAMNOBIgAOTb MaTepianam peecTpauinHoro 4ocke,
SIKi 3HAXOASATbCA B ApXiBi.
14. | ATOMOKCWUH | kancynu TBepgi, no TOB YkpaiHa BUPOBHMUTBO, peuis BHECEHHS1 3MiH JO peecTpaLiiHMX maTepianis: 3a - UA/18978/01/03
® 25 Mr no 7 kancyny "ACIHO nakyBaHHS, TexXHiYHa nomunka (3rigHo Hakaszy MOS3 Big peuenmom
Gnictepi; no 1 abo YKPATHA" KOHTPOMb SKOCTI 23.07.2015 Ne 460). BunpaBneHHst TEXHIYHMX
no 2 6nictepu B Ta BUNYyCK cepil NoMUIoK 3rigHo n.2.4. po3aginy VI Hakazy MO3
KapTOHHIN nayui nikapcbKkoro Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii Hakasy
3acoby: MQO3 Ykpainm Big 23.07.2015 p Ne 460), gonywieHnx
SAPMATEH npwv noBeaeHHi npoueaypu peectpadii (Pl
IHTEPHELUHN NeUA/18978/01/01; 01/02/; 01/03; 01/04; Haka3
C.A., lpeuis; MO3 Ykpainm Big 07.10.2021 p Ne2174) B
nakyBaHHs, cneumaikauii Ha BUNYCK Ta Ha TEPMiH NPUAATHOCTI
KOHTPOSb SKOCTI Ta B MeTogax KoHTporto B MKA 3a nokasHukom
Ta BUMyCK cepii «Onnc» - NOMWUIKOBO TPAHCMITEPOBAHO YKPAIHCHKO
nikapcbkoro MOBOH Hamnmc «mg», L0 3HAYNTLCS Ha KopMnyci
3acoby: Kancynu naTuHuUeto, Lo 3a3HadveHo B p.3.2.P.5.1.
PAPMATEH C.A,, Specification (s) - 3aTBepmxeHo: (Mr);
Ipeuis 3anpornoHoBaHo: (Mg). TEXHIYHY NOMUIKY
BUNPaBMEHO B iHCTPYKLII ANs Mego4yHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3aini
"INikapcbka popma” (OCHOBHI hi3nko-XiMidHi
BMacTMBOCTi). 3a3HajveHi BUNpaBeHHS
BiANOBIgalTb MaTepianam peecTpaLiiHoro JoCke,
SIKi 3HAX0ASTbCA B apXiBi.
15. | ATOMOKCWUH | kancynu TBepai, no TOB YkpaiHa BMPOGHMLTBO, Mpeuis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/18978/01/04
® 40 mr no 7 kancyny "ACIHO nakyBaHHs, TexHi4Ha nomunka (3rigHo Hakady MO3 Big peuenmom
6nicTepi; no 1 abo YKPAIHA" KOHTPOSb SIKOCTI 23.07.2015 Ne 460). BunpaBneHHsi TEXHIYHMX

no 2 6nictepu B
KapTOHHIN navi

Ta BUNyck cepii
nikapcbKkoro
3acoby:
®APMATEH
IHTEPHELLHN
C.A., lpeuis;
nakyBaHHs,
KOHTPOMb SIKOCTI
Ta BUNyck cepii
nikapcbKkoro
3acoby:
PAPMATEH C.A,,
[peuis

nomunok 3rigHo n.2.4. posginy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii Haka3y
MO3 Ykpainu Big 23.07.2015 p Ne 460), gonyLieHux
npu noBeAeHHi npouenypu peectpadii (P
NeUA/18978/01/01; 01/02/; 01/03; 01/04; Haka3
MO3 Ykpainu Big 07.10.2021 p Ne2174) B
crneundikaLii Ha BUNyCK Ta Ha TePMiH NPUAATHOCTI
Ta B meTofax koHTposnto B MK 3a nokaszHukom
«Onuc» - NOMWUMKOBO TPaHCNITEPOBAHO YKPaiHCHKOH
MOBOIO HanmUC «Mg@», L0 3HAYUTLCSA Ha KOPMYCi
Kancynv natuHuueto, LWo 3asHaveHo B p.3.2.P.5.1.
Specification (s) - 3aTBepxeHo: (Mr);
3anponoHoBaHo: (Mg). TexHiYHy nomunky
BUNPABJIEHO B iHCTPYKLT AN Mego4YHOro
3aCTOCYBaHHsI Nikapcbkoro 3acoby y po3aini
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
"Nikapcbka doopma" (OCHOBHI (i3NKO-XiMiYHi
BMacTMBOCTi). 3a3HajveHi BUNpaBneHHs
BiAMNOBIgaOTb MaTepianam peecTpauinHoro 4ocke,
SAKi 3HAX0OATbCA B apXiBi.
16. | ATOMOKCWUH | kancynu Teepai, no TOB Ykpaina BMPOBOHMLITBO, Ipeuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/18978/01/01
® 10 mMr no 7 kancyny "ACIHO nakyBaHHS, TeXHiYHa nomunka (3rigHo Hakazy MOS3 Big peuenmom
6nictepi; no 1 YKPAIHA" KOHTPOMb SKOCTI 23.07.2015 Ne 460). BunpaBneHHst TEXHIYHMX
6nictepy B Ta BUMycK cepii nomMunok 3rigHo n.2.4. posginy VI nakasy MO3
KapTOHHIN navi nikapcbKoro Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii Hakasy
3acoby: MOS3 Ykpainu Big 23.07.2015 p Ne 460), gonyLieHnx
SAPMATEH npw noBeAeHHi npoueaypu peectpadii (P
IHTEPHELUHN NeUA/18978/01/01; 01/02/; 01/03; 01/04; Hakas
C.A., Ipeuis; MOS3 Ykpainu Big 07.10.2021 p Ne2174) B
nakyBaHHs, cneumdikauii Ha BUNYCK Ta Ha TEPMiH MPUAATHOCTI
KOHTPOSb SKOCTI Ta B MeTogax KoHTporto B MKA 3a nokasHukom
Ta BUNYyCK cepil «Onucy» - NOMUIKOBO TPaHCHITEPOBAHO YKpaiHCLKO
nikapcbKkoro MOBOI Hamnmc «mg», L0 3HAYUTLCHA Ha KOpPMyCi
3acoby: Kancynu naTuHuUeto, Lo 3a3HadveHo B p.3.2.P.5.1.
OAPMATEH C.A., Specification (s) - 3aTBepAXeHo: (Mr);
Ipeuis 3anpornoHoBaHo: (Mg). TEeXHIYHY MOMUIKY
BUNPaBMEHO B iIHCTPYKLiI NS MegovHoro
3acToCcyBaHHs NikapcbKkoro 3acoby y poagini
"[Nlikapcbka dpopma” (OCHOBHI dpi3nKo-XiMiyHi
BMNacTMBOCTi). 3a3HayveHi BUNpaBeHHs
BiANOBIgAIOTb MaTepianam peecTpauinHoro 4ocke,
SIKi 3HAXOASTbCA B ApXiBi.
17. | ATOPBACTA | TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: 3MiHU 3a - UA/15437/01/01
TWH- obornoHkoto, no 10 "®apmaue "®apmaueBTnyHa | Tuny - 3miHun 3 akocTi. CepTudikat peuenmom
OAPHUUA mr; no 10 TabneTtok BTUYHA dipma "OapHuus” BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
Y KOHTYPHIN dipma €Bponevicbkinn apmakonei/moHorpadii. MoaaHHs
YapyHKOBIN "OapHuus” HOBOro abo OHOBMNEHOro cepTudikaTa BigNoBIgHOCTI

ynakoBLi; no 3
KOHTYPHI YapyHKOBI
yNakoBKM y nauui; no
14 Tabnetoky
KOHTYPHIW
YapyHKOBIN
ynakoBLi; no 2
KOHTYPHI YapyHKOBI
YNaKkoBKM y naui

abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: agns A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ansi
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHWI
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuKa -
NnoAaHHs OHOBMEHOro cepTudikaTty BignNoOBIgHOCTI
€0 ans ADI ATopBacTaTuH KanbLito Big BXe
3aTBepAkeHoro BMpobHuka Biocon Limited, India,
CEP NeR1 2011-009-Rev 03 (3atBepmxeHo: CEP
NeR1- 2011-009-Rev 02); 3miHu | Tuny - 3miHn 3
skocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX, BUSHAYEHUX
y cneuudikauisix Ha A®I, abo BUXigHUA/MPOMiXHMIA
NPOAYKT/peareHxT, L0 BUKOPUCTOBYIOTLCA Y NPOLECI
BUPOGHMUTBA ADI (iHLLI 3MiHW)
CynyTHs 3MmiHa
- 3miHu 3 gkocTi. A®I. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHss A®I abo BuxigHoro
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maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPWUCTOBYETLCS Y Npoueci BUpobHuutea AdI
(iHWi 3miHM y MeTofax BMNpobyBaHHs (BKIO4ao4um
3aMiHy abo gonoBHeHHs) APl abo
BVXiAHOro/NPOMIDKHOTO MPOAYKTY) - BHECEHHS 3MiH B
crneungikauito Ta meTog koHTponto APl BupobHuka
113 3a nokasHukom «CynpoBigHi gomiwkuy (ODY,
2.2.29, metog BEPX) BignosigHo go matepianis
BUpobHmka APl Ta moHorpadii «Atorvastatin
calciumy» €®; 3miHn | Tuny - 3miHm 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneundikauin
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
crneungikauisx Ha A®l, abo BUXIAHWUIA/NPOMIKHWIA
NPOAYKT/peareHxT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BUpobHMuTBa ADI (iHLWi 3MiHWM)
CynyTHs 3MiHa
- 3miHu 3 gkocTi. A®I. KoHTponb A®I. 3miHa y
MeTogax BunpobysaHHs APl abo BuxigHoro
marepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPVCTOBYETLCS y NpoLeci BupobHuutea AdI
(iHWi 3miHM y MeToaax BMNpobyBaHHs (BKo4ao4um
3aMiHy abo gonoBHeHHs) APl abo
BUXIQHOro/MPOMIDKHOIO NPOAYKTY) - akTyanisauis
po3ainis 3.2.S.4.1.Cneundikauis Ta
3.2.S.4.2. AHaniTU4HI METOOUKM Ha Aitody pevyoBUHY
ATopBacTaTuH kanbLjto y BUpobHuka 113 3a
nokasHukamu «Onucy», «PO34MHHICTbY,
«lgeHTudikauis», «EHaHTioOMepHa YncToTar,
«Bopay, «KinbkicHe BU3HAYeHHsI», y 3BS3KY i3
nNpvBEeAEHHAM iX Y BiAMNOBIAHICTb 4O BUMOr
maTepianis BUpo6Huka Ta MoHorpadii «Atorvastatin
calcium» €®; 3minn | Tuny - 3miHn 3 akocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs API
abo BuxigHoro matepiany/npoMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoteci BupobHuuTea AP (iHWwi 3MiHM y meToaax
BUNpobyBaHHs (BKMNoYakoum 3amiHy abo
nornoBHeHHs1) A®I abo BuMxigHOro/npomixkKHOro
NPOAYKTY)
CynyTHs 3miHa
- 3miHu 3 gkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikadin Ta/abo JonyCcTUMNX MeX,
BM3HaYeHuX y cneuudikauisix Ha AdI, abo
BUXIOHWA/NPOMDKHWUIA NPOOYKT/peareHT, Lo
BVIKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHwWi 3miHK) - akTyanisauis po3ainis
3.2.5.4.1.Cneundbikauis Ta 3.2.S.4.2. AHaniTn4Hi
METOAVKM Ha Jitody peyoBMHy ATopBacTaTuH
KanbLito y BUpobHuka M3 3a nokasHukom «HaTpiny,
a came 3amiHa MeTofly aTOMHO-abcopbuiHOi
cnektpodoTomeTpii (APY, 2.2.23) Ha aTOMHO-
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

EeMiCiliHy CNeKTPOMETPIO 3 iHOYKTMBHO 3B’S13aHO0
nnasmoto (APY, 2.2.57), 3 ypaxyBaHHAM
pesynbTaTiB Banigauii aHanitmiHoi metoauku; 3MiHn
| TMny - 3MiHK 3 skocTi. F0TOBMIA NikapcbKuii 3aciO.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo 4onycTUMmUX Mex
roTOBOrO NiKapcbKoro 3acoby (iHLwi 3MiHu)
CynyTHS 3miHa
- 3MiHM 3 sikoCTi. FOTOBMIA NikapCbkuii 3aciO.
KoHTponb roToBoro nikapcbkoro 3acody. 3MiHa y
MeTofax BUNpoOyBaHHS rOTOBOIO fikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEepPKEHUX MeToaax
BUNPOOYBaHHS) - BHECEHHS! HE3HAYHKX 3MiH B
cneuudikauito Ta metoa koHTponio 13 3a
nokasHukom «MikpobionoriyHa yncrtoTa», a came
3aMiHa nocunaHHAa Ha meTop 3 «MPY 1.4, 2.6.12N,
2.6.13,5.1.4.» Ha «ED, 2.6.12, 2.6.13, 5.1.4.» Ta
iHLWIi He3HayHi pegakuinHi npaeku; 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHSA rOTOBOrO Nikapcbkoro 3acoby (iHLwi
3MiHM Y MeTodax BUNpobyBaHb (BKNOYaUK 3aMiHy
abo JOMOBHEHHS)) - BHECEHHS 3MiH B METOAM
koHTponto M3 3a nokasHmkamu «KinbkicHe
BU3Ha4YeHHs» (ADY, 2.2.29) ta «CynpoBiaHi
pomiwkn» (APY, 2.2.29), a came 3amiHa Ha
aKTyanbHi cTaHgapTHI 3pasku. BHacnigok uporo,
oHoBneHHs B N.3.2.P.6. CtaHgapTHi 3pasku Ta
npenapatu

18.

ATOPBACTA
TUH-
OAPHULA

TabneTkn, BKpUTI
obonoHkoto, no 20
mr; no 10 TabneTok
Y KOHTYPHIN
YapyHKOBIN
ynakoBLi; no 3
KOHTYPHI YapyHKOBI
yNakoBKM y nauui; no
14 Tabnetoky
KOHTYPHIW
YapyHKOBIN
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNaKkoBKM y naui

MpAT
"®papmaune
BTUYHA
dipma
"OapHuus"

YkpaiHa

MpAT
"®PapmaLeBTUYHa
dipma "OapHnuga"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHW
| Tuny - 3miHK 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
€Bponevicbkint apmakonei/moHorpadii. MogaHHs
HoBoro abo oHOBMEeHOro cepTudikaTa BiAnNOBIAHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ansi
[OOMOMiXHOT peqoBUHU (cepTudikaT BignosigHoCTi
€Bponevicbkint bapmakonei) - OHOBMNEHWN
cepTudikaT Bif ye 3aTBepaXeHOro BUpobHuka -
NnoAaHHs OHOBMEHOro cepTudikaty BignoBigHOCTI
€0 ans ADI ATopBacTaTuH KanbLito Big BXe
3aTBEepAKeHoro BMpobHuka Biocon Limited, India,
CEP NeR1 2011-009-Rev 03 (3atBepaxeHo: CEP
NeR1- 2011-009-Rev 02); 3miHu | Tuny - 3miHn 3
skocTi. A®Il. KoHtponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX, BUSHAYEHUX
y cneuudikauisix Ha ADI, abo BUXigHUA/MPOMiXHMIA
npoayKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y NPOLIECI
BUPOoGHMUTBa AP (iHLWI 3MiHWM)

3a
peuenmom

UA/15437/01/02
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CynyTHs 3MiHa
- 3MiHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y
mMeTogax BunpobysaHHst APl abo BuxigHoro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPWUCTOBYETLCS y Npoueci BUpobHuutea AdI
(iHWi 3miHM y MeToaax BMNpobyBaHHs (BKIOYaum
3aMiHy abo gonoBHeHHs) APl abo
BVXiAHOro/NPOMIDKHOTO MPOAYKTY) - BHECEHHS 3MiH B
crneungikauito Ta MeTod KoHTponto AP BupobHuka
113 3a nokasHunkom «CynpoBigHi gomiwkuy (ODY,
2.2.29, metog BEPX) BignosigHo go matepianis
BupobHmka APl Ta moHorpadii «Atorvastatin
calciumy» €®; 3miHn | TMny - 3miHm 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneundikauiv
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
crneungikauiax Ha A®l, abo BUXIAHWUIA/NPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BUpobHMuTBa AP (iHLWi 3MiHK)
CynyTHs 3MiHa
- 3miHu 3 gkocTi. A®I. KoHtponb A®I. 3miHa y
mMeTogax BunpobyeaHHs APl abo BuxigHoro
marepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BMKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3miHM y MeToaax BMNpobyBaHHs (BKo4ao4um
3aMiHy abo gonoBHeHHs1) APl abo
BUXIiQHOro/MPOMIDKHOIO NPOAYKTY) - akTyanisauis
po3ginie 3.2.S.4.1.Cneuudikauis Ta
3.2.S.4.2. AHaniTN4Hi METOAMKM Ha Ailody PeYOBUHY
ATopBacTaTuH kanbLjto y BupobHuka 113 3a
nokasHukamu «Onucy», «PO34MHHICTbY,
«lgeHTudikauis», «EHaHTioMepHa YncToTar,
«Bopay, «KinbkicHe BU3HaYEHHsI», y 3BA3KY i3
nNpvBEeAEHHAM iX Y BiAMNOBIAHICTb 4O BUMOr
MaTepianis BUpo6Huka Ta MoHorpadii «Atorvastatin
calcium» €®; 3miHn | Tuny - 3miHn 3 akocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHs API
abo BuxigHoro matepiany/npoMixxHOro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoteci BupobHmuTea AP (iHWwi 3MiHK y MeToaax
BUNpobyBaHHs (BKMoYakoum 3amiHy abo
nonoBHeHHs1) A®I abo BMXigHOro/MpomixkKHOro
NPOAYKTY)
CynyTHs 3miHa
- 3miHu 3 gkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo JonyCTUMUX MEX,
BMU3Ha4eHux y cneuudikauisix Ha AdI, abo
BUXIOHUA/NPOMDKHWUIA NPOJYKT/peareHT, LWo
BVIKOPVICTOBYIOTbCS Y npoLeci BupobHuutea AdI
(iHwWi 3miHK) - akTyanisauis po3ainis
3.2.5.4.1.Cneundbikauis Ta 3.2.S.4.2. AHaniTn4Hi
METOAVKM Ha Jitody peyoBMHY ATopBacTaTuH
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby
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Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KanbLito y BUpoGHuKa 13 3a nokasHukom «Hatpiny,
a came 3amiHa meToay aToMHO-abcopbuinHoi
cnekTpogoTomeTpii (APY, 2.2.23) Ha aTOMHO-

EeMiCiliHy CNeKTPOMETPIO 3 iHOYKTMBHO 3B’S13aHO0
nnasmoto (APY, 2.2.57), 3 ypaxyBaHHAM
pesynbTaTiB Banigauii aHanitTmyHoi metoanku; 3miHn
| TMny - 3MiHK 3 skocTi. FoTOBMIA NikapcbKuii 3aciO.
KoHTponb roToBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneundikaui Ta/abo 4onycTUMMX Mex
roTOBOrO NiKapcbKoro 3acoby (iHLwi 3MiHW)
CynyTHS 3miHa
- 3MiHM 3 sikocCTi. FOTOBMIA NikapCbKuUii 3aci6.
KoHTponb roToBoro fikapcbkoro 3acoby. 3miHa y
mMeTofAax BMNpobyBaHHSA roTOBOIO flikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX MeToaax
BUNPOOYBaHHS) - BHECEHHS! HE3HAYHKX 3MiH B
cneuudikauito Ta metoa koHTponio 13 3a
nokasHukom «MikpobionoriyHa yncrtoTta», a came
3aMiHa nocunaHHa Ha meTop 3 «PY 1.4, 2.6.12N,
2.6.13,5.1.4.» Ha «ED, 2.6.12,2.6.13, 5.1.4.» Ta
iHLWIi He3HayHi pedakuinHi npaeku; 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOIO Nikapcbkoro 3acoby (iHLwui
3MiHM Yy MeTofdax BUNpobyBaHb (BKNOYAKUKN 3aMiHy
abo [OMOBHEHHS)) - BHECEHHS 3MiH B METOAM
koHTpornito 113 3a nokasHukamu «KinbkicHe
BU3Ha4veHHs» (DY, 2.2.29) Ta «CynpoBigHi
pomiwkn» (APY, 2.2.29), a came 3amiHa Ha
aKTyanbHi cTaHgapTHI 3pasku. BHacnigok upsoro,
oHoBneHHs B N.3.2.P.6. CtaHgapTHi 3pasku Ta
npenapatu

19.

BAMNPE

kancynu no 150 wmr,
no 10 kancyny
Gnictepi; no 3
Gnictepu y
KapTOHHiI kopobui

leTepo
Jla63
JlimiTen

IHaia

[eTepo [1ab63
Timiten

IHgia

BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3miHn
| Tuny - 3MiHn Wopo 6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHVX JaHnxX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHWX AaHWX Npo cucTemy
dapmakoHarnagy, 3MiHa ynoBHOBaXeHoi ocobu,
BignosiganeHoI 3a 34iNCHEHHS hapMakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsay 3asBHuKa ans
3[iNCHeHHs hapmakoHarnagy B YkpaiHi, SKLLO BOHa
BiAMiHHa Bi ynoBHOBaxeHOoi ocobu, BianoBigansHoi
3a 3[ilicHeHHs1 hapMakoHarnagy (Bknvaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLleHHi MacTep-
paina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOI 0COOU 3asiBHYKA,
BiAMoBiAanbHOI 3a dapmakoHarnag. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiaanbHoI 3a
hapmakoHarnsg B YkpaiHi. [itoua pegakuis: Hypies
EnpaHiz AnimoBwuy. MNponoHoBaHa peakuis:
Tonokesuny Bonogumup KOpiioBu4. 3miHa

3a
peuenmom

UA/19101/01/02
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KOHTaKTHUX JaHMX KOHTaKTHOI 0cobK 3asiBHUMKA,
Bi4NoBiganbHoi 3a dpapMakoHarnsg B YKpaiHi

20.

BAMNPE

kancynu no 300 wmr,
no 10 kancyny
GnicTepi; no 3
Gnictepn y
KapTOHHiI kopobui

[eTepo
Ja63
JlimiTeq

IHgia

[eTepo Nab3
Tlimiten

IHgia

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta
apmakoHarnsgy. BeenerHs abo 3miHn go
y3aranbHeHVX JaHnX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHMX NPO CUCTEMY
hapmakoHarnsgy, amiHa ynoBHoBaXeHoi ocobu,
BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHUKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignoBiganbHoi
3a 3giicHeHHs bapmakoHarnsay (Bkrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLieHHi MacTep-
daiina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAMOBiAanbHOI 3a dapmakoHarnag. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHoOI 3a
tbapmakoHarnag B YkpaiHi. [itoua pegakuia: Hypies
Enpani3 AnimoBwuy. NponoHoBaHa peaakuis:
Tonokeeuny Bonogumup KOpiioBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu 3asiBHWMKa,
BiNoBiganbHoi 3a gpapMakoHarnsag B YkpaiHi

3a
peuenmom

UA/19101/01/03

21.

BAMNPE

Kancynu no 75 wmr,
no 10 kancyny
6nictepi; no 3
Gnictepu y
KapTOHHIN kopobLyi

[eTepo
Jla63
Jlimiten

IHgia

[eTepo Nab3
Jlimiten

IHgia

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHux npo cuctemy cpapmakoHarnsgy
(BBEOEHHS y3aranbHEeHWX AaHuX Npo cucTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
BignosiganeHoI 3a 34iMCHEHHS hapmMakoHarnsaay;
KOHTAKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa Ansi
3[iNCHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHa Bi ynoBHOBaxeHOi ocobu, BianoBsigansHoi
3a 3[iicHeHHs hapmMakoHarnagy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLieHHi MacTep-
aina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWNX YMOBHOBaXEHOi 0CObW 3asiBHMKa,
BiAMOBiAanbHOI 3a dpapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
capmakoHarnsg B YkpaiHi. Jitoua pegakuis: Hypies
EnpaHiz AnimoBwuy. MNponoHoBaHa peakuis:
Tonokesuny Bonogumup HOpiioBu4. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu 3asiBHUMKa,
BiAMoBiganbHoi 3a dapmakoHarnsg B YkpaiHi

3a
peuenmom

UA/19101/01/01

22.

BENNOCANIK
JIOCbUOH

PO3YMH HALLKipHUI
no 50 mn abo no
100 mn y donakoHi-
KpanenbHuui; no 1
dnakoHy y
KapTOHHII nayi; no
20 mn, abo no 50

Benyno,
nikn Ta
KOCMEeTUKa
, A.A4.

XopsarTis

Benyno, niku Ta
KOCMETUKa, A.4.

XopsarTis

BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3MiHN
| Trny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHVX JaHnx Npo cuctemMy dbapmakoHarnsay
(BBEAEHHSA y3aranbHEHUX AaHMX MPO CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS dhapMakoHarnsay;

3a
peuernmom

UA/10872/01/01




16 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
mn, abo no 100 mny KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHUKa ansi
dnakoHi 3 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
MexaHiYHUM BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignoBiganbHoi
NOMMOBUM 3a 3piicHeHHs hapmakoHarnagy (Bkroyarym
posnuntosayem; no KOHTaKTHi AiaHi) Ta/abo 3MiHW y po3MiLLeHHi macTep-
1 donakoHy y chanina cuctemn chapmakoHarnsgy) - 3miHa
KapTOHHIN navi YyNOBHOBa)eHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnsa.
[itoua pegakuis: TetaHa Anxnep Qypetek / Tatjana
Ajhler Duretek MD., MSc. NponoHoBaHa peaakuis:
BiwHsa Hakiy / Visnja Nakic.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXeHOi 0cobu
3asiBHMKA, BigNoBiganbHoI 3a dhapMakoHarnsg
23. | BEH3UNAWM | nopoLuok KHBMI Ykpaina TOB "BAJTAPTIH YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn - - UA/19931/01/01
ETUN[3- (cybeTaHuin) y "ICHA" DGAPMA" | Tuny - 3MiHu 3 sikocTi. ADL. KoHTponb APL. 3miHa y
(MIPICTOITA | 6aHkax noniMepHux napameTpax crneuudikauin Ta/abo JonyCTUMUX MEX,
MIHO)NPOMNi ansa BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
NJAMOHIIO dapmaLeBTUYHOro BUXIQHWA/NPOMIKHWUIA NpOaYKT/peareHT, LWo
xnoeug 3acTocyBaHHs BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
MOHOIIAPA (iHLWi 3MiHW)
T 3MiHM go cneundikauii BXigHOT CMPOBUHM
BeHaungumeTun[3-(MipicToinamiHo)nponinjaMoHito
XIOpWA MOHOTIAPAT: nokasHuk «Onmcy»
(3aTBEpOKEHO: «BinNunin KPUCTaniYHUIn NOPOLLIOK, 6e3
3anaxy», 3anponoHoBaHo: «KpucTtaniyHui nopoLloK
6inoro abo maiixe 6inoro KONbLOPy», MOKA3HUK
«Po3unHHicTb» (3aTBEpKEHO: J1erko po3umHHUIA Y
Bogdi P, ayxe nerko po3unHHuii y 96 % etaroni P Ta
xnopodpopmi P», 3anponoHoBaHo: «Jlerko
po3unHHKI y Bogdi P, 96 % eTaHoni P Ta
xnopodopmi P», nokasHuk «KinbkicHe BU3Ha4YeHHA»
(3anponoHoBaHo: NnepepaxyHoK Ha 6e3BOAHY
PEYOBUMHY), @ TaKOX B METOAax KOHTPOIHO SIKOCTI
BHOCSITbCS PO3paxyHKOBi (hopMynu Ans obpaxyHKy
SIK BMICTY KpucTaniyHoi doopmu Tak i BMICTy
MoHorigparty, 6e3 3miH y MeToauui.
24. | BEHTEPO nioginisat ans [eTepo IHAis [eTepo [1ab63 IHAis BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3miHn 3a - UA/15774/01/01
PO34MHY ANS iH'EKLN Jla63 Nimiten | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 25 mr no 1 abo Nimiten dapmakoHarnsgy. BeegerHs abo 3amiHn go

10 dpnakoHis 3
niocpinizatom B
KapTOHHiIl kopobui

y3aranbHeHVX AaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX MPO CUCTEMY
(hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobM 3 chapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dapmakoHarnagy B YKpaiHi, SKLWO BOHa
BigMiHHa Bi ynoBHOBaxeHOi ocobu, BianoBigansHoi
3a 3picHeHHsA dhapmakoHarnagy (Bkroyarym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
aina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0cobu 3asiBHMKA,
BigNoBiganbHoi 3a dapmakoHarnag. 3MiHa
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o
noceio4yeHHs1

KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
tapmakoHarnsa B YkpaiHi. [litova pegakuis: Hypies
EnpaHiz AnimoBwuy. lNMponoHoBaHa pegakuis:
Tonokeeuny Bonogumup KOpiioBuy. 3miHa
KOHTaKTHMX JaHMX KOHTaKTHOI 0CoOK 3asiBHYMKA,
BignoBiganbHoi 3a papMakoHarnsag B YkpaiHi

25.

BEHTEPO

niodpinizat gnsa
PO34MHY Ans iH'eKuin
no 100 mr no 1 abo
10 chnakoHiB 3
niodinizatom B
KapTOHHIl kopobui

letepo
Jla63
Nimiten

IHaisa

[eTepo 1a63
Tlimiten

IHaisa

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn
| Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsay
(BBEAEHHSA y3aranbHEHUX AaHMX NPO CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiAnoBiganbHOI 3a 34iNCHEHHA hapmMakoHarnaay;
KOHTAKTHOI 0cobu 3 hapmakoHarnsagy 3asiBHUKa ansi
34iNCHeHHs chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BianosiganbHoi
3a 3[incHeHHsA hapmakoHarnagy (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
dapmakoHarnsa B YkpaiHi. [litova pegakuis: Hypies
EnpaHiz AnimoBwud. lNMponoHoBaHa peaakuis:
Tonokeeuny Bonogumup KOpiioBuy. 3miHa
KOHTaKTHUX AaHWUX KOHTAKTHOI 0COOW 3asiBHUKA,
BignosiganeHoi 3a papMakoHarnsg B YKpaiHi

3a
peuenmom

UA/15774/01/02

26.

BETNIBEH®

kpem 0,05 % no 25 r
ab6o 100 r y Ty6i; no
1 Ty6i B KAPTOHHIN
KopobLi

Appan-
"aneHcbkn
"
JTabopaTto
pin 4.4,

Xopsaris

Appan-
[aneHcbkuii

Tlabopatopin 4.4.

Xopsaris

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn
| Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkni 3acib.
CucTema koHTenHep/3akynoptoBanbHuUiA 3aci6. 3miHa
PO3Mipy YMakoBKM rOTOBOrO NiKapcbKoro 3acoby
(3miHa macw/o6'emy BMICTy KOHTeNHepa
6araTofo030BOro nikapcbkoro 3acoby Ans
HenapeHTeparnbHOro 3acTocyBaHHs (abo
0HOJ030BOr0, YaCTKOBOIO BUKOPUCTAHHS))
BBeJEHHS 40AAaTKOBOI YNakoBku, a caMme HoBe
acyBaHHs kpemy no 100 r y Ty6i (aluminum tube
with polypropylene cap (PP)), 3 BignoBigH1mu
3MiHamu y p. «Ynakoska» MKA 113. 3MiHu BHeceHi B
iHCTPYKUIiO ANsi MeaNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Ynakoska" 3
BigMNOBIgHVMM 3MiHAMUW B TEKCTi MapKyBaHHSI
ynakoBok. 3MiHu | Tuny - 3miHu 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Cnuctema
KOHTelHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa y
NEePBUHHIN ynakoBLi rOTOBOro fikapcbKkoro 3acoby
(sKicHU Ta KinbkicHUI cknag) - M’aki Ta
HecTepunbHi pigki nikapcbki hopmu - 3MiHa
KinbKiCHOro Ta SIKICHOro cknapay 3aKynoproBanbHOro
3acoby ans antomiHeBoi Ty6u no 25 r kpemy, a came
BBoanTbest 100 % nonieTuneHosuin (HDPE)

3a
peuenmom

UA/14119/01/01




18 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOBMayoK 3aMiCTb NonepeaHbL0 3aTBEPAKEHOrO
KoBnauka, Lo cknagascs 3 60 % nonieTuneHy
(HDPE) Ta 40 % noninponineny (PP).
27. | BIO®JIOPAK cvpon 670 mr/mm; no | TosapucT Ykpaina ToBapuctso 3 Ykpaina BHECEHHS 3MiH 4O peecTpauiiHMX MmaTepianis: 3MiHn bes nidnszae UA/12878/01/01
C 100 mn a6o 200 mn BO 3 obmexeHoto | Tyny - 3miHun wopo 6e3nekn/edekTMBHOCTI Ta peuyenma
y cbnakoHi; no 1 obmexeHo BiAnoBiganbHICTO dapmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumLi
dnakoHy pasom i3 () "XapkiBcbke nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
NiNeTKo J03Y400 Bignoeiga dapmaueBTUYHe IHCTPYKLUii ANs MeQMYHOro 3aCTOCyBaHHS
y KopobLji 3 KapTOHy TNbHICTIO nignpYeMCTBO reHepuYHMX/riopnaHmx/GionoaibHMX nikapcbknx
«dapmaue "3popos's 3acobiB nicns BHECEHHS TiEl camoi 3MiHM Ha
BTUYHA Hapoay", YkpaiHa pechepeHTHUIA Npenapar (3miHa He NoTpebye
KoMnaHisa (cbacyBaHHs i3 "in HaaHHS! )XOOHMX HOBUX AOA4ATKOBUX AaHUX) 3MiHM
«3p0poB’s bulk" dipmm BHECeHi A0 IHCTpyKUii AN MeanyHOro 3acTocyBaHHS
» "Fresenius Kabi nikapcbkoro 3acoby o posginie: "Cknag"
Austria GmbH", (peparyBaHHs), "dapmakororiyHi BnactmeocTi",
ABCTpis) "B3aemogisi 3 iHWMMKM nikapcbkummn 3acobamu Ta
iHWi BMAu B3aemogin", "OcobnuneocTi 3acTocyBaHHSA"
, "8acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "3aaTtHicTb BINMBATK Ha LUBUAKICTb peakuii
npu KepyBaHHi aBTOTPaHCNOPTOM abo iHWnMK
mMexaHiamamu", "Cnocib 3actocyBaHHs Ta 4o3un",
"Oitn", "MepenosyBanHHs", "MobivHi peakuii”
BiANOBIAHO A0 iHbopMmaLii pedepeHTHoro
nikapcbkoro 3acoby ([dydanak®, cupon). BeegeHHs
3MiH NPOTAroM 6-Tu MiCALIB NiCNs 3aTBEPOXKEHHS.
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chbapmakoHarnsagy (iHwi 3miHM) OHOBNEHHS TEKCTY
MapKyBaHHs1 yNakoBKM NikapCbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
28. | BOPAKCAH NOpPOLLIOK My6niyHe Ykpaina My6niyne Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHK - - UA/15093/01/01
(cybeTaHuis) B aKuioHepH aKuioHepHe | Tuny - 3miHun 3 akocTi. A®I. KoHtponb A®I. 3miHa y
nnsawkax 3 NET® e TOBapUCTBO napameTpax cneuudikauii Ta/abo AonycTUMmnX MeX,
ans TOBapuCTB "HaykoBo- BM3Ha4YeHux y cneuudikauisx Ha AdI, abo
dapmaLeBTU4HOro o BMPOGHWYMIA BVXiOAHUIA/MPOMIXKHWI NPOAYKT/pearexT, Lo
3acToCyBaHHs "HaykoBo- LeHTp BMKOPWCTOBYOTbCS Y npoLeci BupobHuutea AdI
BMPOGHUY "BopLuariscbkui (iHLWi 3MiHK)
VI LEHTP XiMiKko- BHECEHHS 3MiHM B cneumdikauii ons KOHTPOoro
"BopLuaris capmaLeBTUYHUA NPOMiXXHOrO NpoAayKTy «bopakcaH, NopoLIoK
CbKUiA 3aBoa" (cybcTaHuis) ans dhapmaueBTUHHOTO
XiMiko- 3aCTOCyBaHHSA», a came BBEOEHHS NepiognNYHOCTI
hapmaues KOHTPOO MPOMIXXHOTO NMPOAYKTY 3a NMOKa3HUKOM
TUYHUIA «3anuLUKOBi PO34YMHHUKM: eTaHomM» (¥ KOHTPOIb
3aBog" NepLUOi Ta KOXHOI IeCATOI cepii poKy), Ha OCHOBI

CTaTUCTUYHUX AaHUX, @ TaKOX NPUBEAEHHS Ha3BU
nokasHuKa sIKocTi Ao gitoumx Bumor €P/ODY. 3MiHu |
Tuny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l E-

cepTudikaT BignoBiaHoOCTI EBponenchKii
hapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiaHICTIO NpuBeaeHHS Yy BigMNoBIQHICTb A0
MoHorpadii PY abo Esponencbkoi dpapmakonei,
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
abo iHWoI HauioHanbHoI chapmakonei gepxasu €C
(3miHa y cneuudpikauisix, nos'a3aHa 3i 3MiHaMu B
oY, abo €Bponelicbkii dhapmakonei, abo iHLWin
HauioHanbHin bapmakonei aepxasu €C)
AOMNOBHEHHS cneumdikauii Ta METOAIB KOHTPOItO
SIKOCTi Nikapcbkoro 3acoby NoKa3HMKOM «3anuLUKOoBi
PO3UYNHHUKK: eTaHOmM» (¥ KOHTPOSb NEPLLOT Ta KOXKHOI
[ecaToi cepii poKy, pe3ynbTaT KOHTPOIo
3apaxoByeTbCs 3rigHo Cneuudikauii 4ns KOHTpono
NPOMKHMX NPOAYKTIB) 3 BiANOBI4HUM METOA0M
BuNpobyBaHb BignoeigHo o €/AdY, 5.4.
29. | BPU3OTOH® | kpanni 04Hi, No 5 mn AT YkpaiHa AT "dapmak” YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a - UA/17723/01/01
y donakoHi, no 1 "®dapmak” | TNy - AgMiHiCTpaTMBHI 3MiHW. Buny4eHHs peuenmom
drakoHy B navui BUPOBHMYOT OinNbHUL (BKITHOYA0YK AiNbHULI ANs
A®I, npomixHoro npoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHUL 4N NpoBeAeHHs
nakyBaHHsi, BUPOOHWKa, BiANOBiAanNbHOro 3a BUMYyCK
cepin, micLe NpoBedeHHs! KOHTpOro cepii) abo
nocTavanbHuKa BMXigHOro matepiany, peareHty abo
AOMOMDKHOT PEYOBMHU (SIKLLIO 3a3HaYeHO y [OChE)
[aHa 3miHa 3asBneHa y 3B’s13Ky i3 BUNYyYEHHSIM
AinbHUUi BUpoGHuUTBa APl TMMonony manear Sicor
- Societa Italiana Corticosteroidi SLR, Italy.
30. | BPUNBAHTO | posunH ons MpAT YkpaiHa MpAT YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 6e3 nidnsieae UA/7458/01/01
BUWA 30BHILUHLOIO dapmavreB dapmaueBTUyHa | TMny - 3MiHu 3 akocTi. FoToBMIA Nikapcbkuii 3aci6. peuenma
3ENEHUN 3aCcToCyBaHHs TUYHa abpvika "Biona" CucTtema KoHTenHep/3akynoptoBanbHuUii 3acib. 3miHa
cnupTtoBuin 1 %; no dabpuka PO3Mipy ynakoBKM rOTOBOTO MikapCbKoro 3acoby
15 mn y cpnakoni; no "Biona" (3miHa macw/o6'emy BMICTy KOHTeNHepa
1 donakoHy B nauyui 3 6araTto030BOro nikapcbkoro 3acoby ans
KapToHy; no 15 mny HenapeHTepanbHOro 3acTocyBaHHs (abo
drakoHax; 0[HOJ030BOr0, YaCTKOBOIO BUKOPUCTAHHS))
no 20 mn y onakoHi; BBeneHHsa nogaTkoBUX ynakoBok no 20 mn y
no 1 dnakoHy B nakoHi y nayui abo 6e3 nayku, 3 BigNOBIAHNMU
nayui 3 KapToHy; no 3MiHamu y p. «Ynakoska». [NepBUHHUI NakyBanbHWI
20 mn y cprnakoHax MaTepian martepian He 3miHMBCA. 3aTBepaxeHo: Mo
15 Mn y pnakoHu, ykynopeHi npobkamu i KpuLLkamu.
B3anponoHoaHo: Mo 15 mn abo 20 mn y cpnakoHu,
YKyrnopeHi npobkamu i kpuwkamu. 3MiHW BHECEHI B
po3gin "YnakoBka" (BBeAEeHHS ABOX OOAATKOBMX
YNaKoBOK) B iIHCTPYKLtO0 ANt MEAUYHOrO
3aCTOCyBaHHS NiKapcbKoro 3acoby, sk HacniaokK -
3aTBEPKEHHS TEKCTY MapKyBaHHS [OAATKOBUX
ynakoBOK Nikapcbkoro 3acoby. BBeaeHHs 3MiH
NPOTSArom 6-T MiCSILIIB MicNsi 3aTBEPAXKEHHS.
31. | BYOEHO®AN | tBepai kancynu 3 Op. ®anbk HimeuumH BignosiganbHui HimeuuunHa BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: 3miHu 3a - UA/6964/01/01
bK KULLKOBOPO3YNHHUM dapma a 3a BUMYCK cepint | Tuny - 3miHun 3 akocTi. CepTudikat peuernmom
1 rpaHynamu no 3 meX KiHLEBOro BignosigHocTi/lE-cepTudikaT BigNoBIigHOCTI

mr no 10 kancyn y
6nictepi; no 5 abo
10 GnicTepiB y

KOpOOGLii 3 KapTOHY

npoaykty: Op.
®anbk ®apma
'm6X, Himevuunna/
Brpo6Hukm

€Bponevicbkinn dapmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BiANOBIAHOCTI
abo Buny4eHHs cepTudikata BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ons BuxigHoro
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[030BaHoi hopMmMm, MaTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
nepBuHHe, BMKOPWUCTOBYIOTBECS Yy BUPOBHMLUTBI ADI; Ans
BTOPUHHE [OMOMIDKHOI peyoBUHM (CepTudikaT BigNoBigHOCTI
nakyBaHHs Ta €Bponeiickkin hapmakonei) - OHoBNeHU
KOHTPOIb AKOCTI: cepTudikaT Bif yxKe 3aTBEepAXEHOro BUPOOHMKa -
JlosaH ®apma [NogaHHA OHOBREHOro cepTudikarta BignNoBiAHOCTI
'M6X, €Bponecbkin dapmakonei R1-CEP 1997-067-Rev
HimeuunHa/Bupob 09 ons A®| 6yaecoHiay Bia 3aTBEPAXKEHOIO
HUK, BMpobHuka Sicor S.r.L., Itania (BnacHnk CEP: TEVA
BianosiganbHWin PHARMACEUTICAL INDUSTRIES LTD, I3painb),
3a nepBuUHHe, BHacniAok 3miHu agpecu BrnacHuka CEP.
BTOPUHHE [MponoHoBaHa pepakuis: R1-CEP 1997-067-Rev 09
nakyBaHHs Ta Name of holder: TEVA PHARMACEUTICAL
KOHTPOIb SKOCTI: INDUSTRIES LTD. 124 Dvora HaNevi'a Street
JlosaH dapma Tel Aviv-Jaffa 6944020 Israel
mb6X,
HimeyunHa/Brnpob
HUIKW,
BignoBiganbHi 3a
KOHTPOIb SKOCTI:
'BA dapma M'mbX
, HimeuunHa
/HaykoBo-
nocnigHun
iHCTUTYT
Xennenep Mv6X,
HimeyunHa
32. | BYOIKCOH cycneHsis ans AT Monbla BMPOGHMLTBO Ta ITania/ BHECEHHS 3MiH 10 peecTpauiiHuX MaTepianis: 3MiHU 3a - UA/17949/01/03
HEB po3nuneHHs no 0,5 "Anaven nakyBaHHS, Monbwa | Trny - 3miHun Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
Mr/MI; Mo 2 Mn'y dapma” KOHTPOrb SIKOCTi: hapmakoHarnsgy (iHwi amiHu) - 3MiHM BHECEHO A0
KOHTeWHepi; no 5 "leHeTuk" C.MN.A,, TEKCTY MapKyBaHHS1 BTOPUHHOI YNaKoBKU
KOHTEeWHepiB y ITanis; BUpobHuk nikapcbkoro 3acoby B n. 12. «HOMEP
KOHBepTi; Mo 4 BianosigansHUin PEECTPALIIMHOIO NOCBIOAYEHHS». TepmiH
KOHBEPTU B 3a BMNYCK cepil: BBeAEHHS 3MiH NpoTSArom 6 Micsuis nicns
KapTOHHIl kopoOLi AT «Apamven 3aTBepAKeHHS
Papman, MonbLa
33. | BYOIKCOH cycneHsis ans AT Monblwa BMPOGHMLTBO Ta ITania/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHK 3a - UA/17949/01/02
HEB po3nuneHHsi no 0,25 "Apnaven nakyBaHHS, Monbwa | Trny - 3miHun Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
Mr/MI; Mo 2 MNn'y dapma” KOHTPOrb SIKOCTi: hapmakoHarnsgy (iHwi amiHu) - 3MiHM BHECEHO A0
KOHTelHepi; no 5 "leHeTuk" C.MN.A,, TEKCTY MapKyBaHHS1 BTOPUHHOI yNaKOBKU
KOHTEeWHepiB y ITanis; BUpoGHMK nikapcbkoro 3acoby B n. 12. «<HOMEP
KOHBepTi; no 4 BiANOBiganNbHUIA PEECTPALIIMHOIO NOCBIOAYEHHS». TepmiH
KOHBEPTU B 3a BMNyCK cepil: BBeAEHHS 3MiH NpoTsarom 6 micauis nicns
KapTOHHIl kopoOLi AT «Apamven 3aTBepaKeHHs
Papman, MonbLa
34. | BAICAPTAH | Tabnetku, BKpUTi [eTepo IHAis [eTepo [1a63 IHAis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHK 3a - UA/15787/01/01
NniBKOBOKO Jla63 JlimiTen | Tuny - 3miHun Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom
obonoHkoto, no 40 Nimiten dapmakoHarnsgy. BeenerHs abo 3amiHn go

mr; no 10 TabneTok
y 6nictepi; no 1
Gnictepy y

y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHuX Npo cucTemy
hapmakoHarnsiay, 3MiHa yrnoBHOBaXeHOI ocobu,
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHi KOpoOLyi; BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
no 30 Tabnetok y KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa Ans
KOHTeWHepi; no 1 3piicHeHHs hapmakoHarnagy B YkpaiHi, SIKLLO BOHa
KOHTEWHEpY Y BigMiHHa Bif, yNOBHOBa)XeHOI 0co0M, BignosigansHoi
KapTOHHiI kopobui 3a 3[incHeHHs papmakoHarnagy (Bkrovaydm
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
canina cuctemn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX A@HNX YNOBHOBAXEHOi 0cobu 3asiBHYKa,
BignoBiganbHoi 3a hapMakoHarnag. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
dapmakoHarnsa B YkpaiHi. [litova pegakuis: Hypies
EnpaHiz AnimoBwud. lNMponoHoBaHa peaakuis:
Tonokeeuny Bonogumup KOpiioBuy. 3miHa
KOHTaKTHUX AaHWUX KOHTAKTHOI 0COOUM 3asiBHUKaA,
BiANOBIgaNbHOI 3a hapMakoHarnag B YKpaiHi
35. | BAIICAPTAH | TabneTku, BKpUTI [eTepo IHais [eTepo Nab3 IHais BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MiHN 3a - UA/15787/01/02
NniBKOBOKO Jlab3 Jlimiten | Trny - 3miHn Wwopao 6e3nekn/edpekTUBHOCTI Ta peuenmom
obonoHkoto, no 80 Nimiten capmakoHarnsigy. BeegeHHs abo 3miHm oo
mr; no 10 TabneTok y3aranbHeHVX AaHnxX Npo cucteMy dbapmakoHarnsay
y bnicTepi; no 1 (BBEAEHHS y3aranbHEHWX AaHWX Npo cucTemy
Gnictepy y dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTOHHi KOpoOLyi; BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
no 30 Tabnetok y KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHvKa Ans
KOHTEnHepi; no 1 34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
KOHTENHEpY Y BigMiHHa Bif, ynoBHOBaXeHOI ocobu, BianosiganbHoi
KapTOHHI kopoOLi 3a 34iicHeHHs bapmakoHarnsgy (BKYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darina cuctemu chapmakoHarnsigy) - 3miHa
KOHTaKTHUX JAHMX YNOBHOBAaXXEHOI 0CObM 3asiBHMKA,
BigMNoBiganbHoi 3a hapmakoHarnag. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
dapmakoHarnsg B Ykpaii. [litoya pepakuis: Hypies
EnpaHi3 AnimoBuy. NponoHoBaHa pedakuis:
Tonokesuny Bonogumup HOpiioBud. 3miHa
KOHTaKTHUX JAHMX KOHTAKTHOI 0COOM 3asiBHMKA,
BignosiganeHoi 3a dpapMakoHarnsg B YKpaiHi
36. | BAICAPTAH | tabnetku, BKpUTi [eTepo IHAis [eTepo [1ab63 IHAis BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: 3MiHU 3a - UA/15787/01/03
NniBKOBOKO Jlab3 JlimiTen | Trny - 3miHun Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
obonoHkoto, no 160 Nimiten dapmakoHarnsgy. BeegerHs abo 3amiHn go

mr; no 10 TabneTok
y 6nictepi; no 1
Gnictepy y
KapTOHHiIl kopobuyj;
no 30 Tabnetok y
KOHTelHepi; no 1
KOHTeWHepy y
KapTOHHiI kopobLyi

y3aranbHeHVX AaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX MPO CUCTEMY
hapmakoHarnsigy, 3MiHa yrnoBHOBaxeHOi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS hbapMakoHarnsay;
KOHTaKTHOI 0cobM 3 chapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dapmakoHarnagy B YKpaiHi, SKLWO BOHa
BigMiHHa Bi ynoBHOBaxeHOi ocobu, BianoBigansHoi
3a 3picHeHHsA dhapmakoHarnagy (Bkroyarym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darina cuctemu chapmakoHarnsigy) - 3miHa
KOHTaKTHMX JAHMX YNOBHOBaXXEHOI 0cobu 3asiBHMKA,
BigNoBiganbHoi 3a dapmakoHarnag. 3MiHa




22 [TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
tapmakoHarnsa B YkpaiHi. [litova pegakuis: Hypies
EnpaHiz AnimoBwuu. lNMponoHoBaHa pegakuis:
Tonokeeuny Bonogumup KOpiioBuy. 3miHa
KOHTaKTHMX JaHMX KOHTaKTHOI 0CoOK 3asiBHYMKA,
BignoBiganbHoi 3a papMakoHarnsag B YkpaiHi
37. | BAIICAPTAH | tabnetku, BKpUTI [eTepo IHAisA [eTepo Nab63 IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK 3a - UA/15787/01/04
NNiBKOBOIO Jla63 Tlimiten | Tuny - 3MiHn Wopao Gesnekn/edeKTUBHOCTI Ta peuenmom
obonoHkoto, no 320 Nimiten capmakoHarnsigy. BeegeHHs abo 3miHu oo
mr; no 10 TabneTok y3aranbHeHVX JaHnX Npo cuctemy dapmakoHarnsgy
y 6nictepi; no 1 (BBEAEHHSA y3aranbHEHWX AaHWX Npo cucTemy
Gnictepy y dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTOHHiI KOpoOLyi; BiAnoBiganbHOI 3a 34iNCHEHHA hapmMakoHarnaay;
no 30 Tabnetok y KOHTaKTHOI 0cobu 3 dhapmakoHarnagy sasBHUKa Ans
KOHTEnHepi; no 1 34iNCHeHHA hapMakoHarnsgy B YKpaiHi, Ko BoHa
KOHTENHEpY Y BigMiHHa Bif, yNnoBHOBa)xeHOI ocobu, BignosigansHoi
KapTOHHiI kopoOLi 3a 34iicCHeHHs bapmakoHarnsgy (BKoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
davina cuctemn chapmakoHarnsgy) - 3miHa
KOHTaKTHMX JAHWX YNOBHOBaXXEHOi 0CobM 3asBHMKA,
BignoBiganbHoi 3a hapmakoHarnag. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHoI 3a
dapmakoHarnsa B YkpaiHi. [litova pegakuis: Hypies
EnpaHiz AnimoBwud. lNMponoHoBaHa peaakuis:
Tonokeeuny Bonogumup KOpiioBuy. 3miHa
KOHTAKTHUX JAHMX KOHTAKTHOI 0COOW 3asiBHMKA,
BignosiganeHoi 3a dpapMakoHarnsg B YKpaiHi
38. | BAPIUIPUKC niodinisat ans "makcoCwmi Benuka nakcoCmiTKnsnH Benbrisa BHECEHHS 3MiH 1O peecTpauiiHiX MaTepianis: 3MiHu 3a - UA/15966/01/01
™/ PO34MHY ANS iH'EKLN TKnsamH BpuTtaHisa Bionogxikans C.A. | Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkni 3acib. peuenmom
VARILRIX™ no 1 gosi; 1 pnakoH Ekcnopt CucTemMa koHTelnHep/3akynoptoBanbHuUiA 3aci6. 3miHa
BAKLUMWHA 3 nioghinizatom Ta 1 JlimiTen napameTpiB cneyndikadi Ta/abo AoNyCTUMUX MEX
ona amnyna 3 NEepPBUHHOI YNaKOBKM rOTOBOrO MikapCbKoro 3acoby
NPO®INAKT PO34MHHUKOM (BOAa (iHwWi 3miHn). Mepernag kpUTepiiB NPUAHATHOCTI ANs
UKN ans iH'ekuin) B CninbHO ynakoBaHWX ronok i3 mapkyeaHHsm CE, a
BITPAHOI nnacTMKoOBOMY came: 1) BuaoaneHHst BUNpobysaHb, ki NpOBOAATLCA
BICIMU XXKUBA | koHTeliHepi B npu mapkyBaHHi CE, 2) 36epexeHHs BignoBigHux
ATEHYMOBA | kapToHHiit kopobui; BUNpobyBaHb, L0 3aCTOCOBYOTLCS A0 ronoK. 3MiHu
HA 1 dprakoH 3 CTOCYTbCHA BUPOOHMYOI AinbHuLi y Benbril.
niodpinizatom Ta 1
nonepeaHLo

HamnoBHEHWI LLNpUL,
3 PO3YMHHMKOM
(Bopa Ans iH'ekuin) y
KOMMMEKTi 3 ABOMa
rornkamu B
nnacT1koBoMy
KOHTEeWHepi B
KapTOHHiIl kopobuyj;
100 cnakoHiB 3
niocpinizatom Ta 100
amnyn 3
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
PO34YMHHMKOM (BOAA
ans iH'ekuin) (8
YapyHKoOBI
ynaKkoBLji) B OKpeMUX
KapTOHHUX
Kopobkax.
39. | BAP®APUH TabneTku no 2,5 mr; Takepa AscTpis Opidpapm MonbLa BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn 3a He UA/7897/01/01
HIKOME[ no 100 TabneTok y ABcTpis MaHydekuypiHr Il Tvny - 3miln WwWopo 6e3nekn/edeKkTUBHOCTI Ta peuenmom | niidnszae
cnakoHi; no 1 meX Monbwa Cn. 3 0.0. dapmakoHarnagy. 3MiHu y KOpOTKili XxapakTepucTumLi
dnakoHy B nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
KapTOHHiI kopobuyi IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3
HOBMMW OA@HUMU 3 SIKOCTi, AOKMiIHIYHUMMW, KNiHIYHUMN
OaHnMu Ta AaHnMm 3 chapmakoHarnsgy - 3MiHu
BHECEHO B iHCTPYKLit0 Ansi MEAUYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sginie "OcobnueocTi
3acTocyBaHHs" Ta "Mo6iyHI peakuii” BignoBigHoO 4o
OHOBIEHOI iHcpopmaLii Wwoao 6esnekn 3acToCyBaHHS
Lito40i pevyoBMHM 3rigHo 3 pekomeHaauiero PRAC.
40. | BEHOIENAH | renb no 40 ry Ty6i, My6niyHe Ykpaina My6niyne YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHn bes - UA/16813/01/01
oI 1000 no 1 Ty6i B navui aKuioHepH aKuioHepHe | Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkun 3acib. peuenma
e TOBapUCTBO Onuc Ta cknag. 3miHa y cknagi (AonoMiXKHMX
TOBapucTs "HaykoBo- peyoBMHaXx) roToBOro MikapcbKoro 3acoby (iHLwui
o BMPOGHNYMIA OOMOMDKHI peqoBuHN) - Byap-sika He3HayHa 3MiHa
"HaykoBo- LeHTp KiNbKICHOrO cknagy AONOMIKHUX PEYOBUH Y
BMPOGHWY "BopLuariBcbkui roTOBOMY NiKapCbKOMy 3acob6i - 3MiHa KinbKiCHOro
WA LEHTP Ximiko- cknagy AONOMIXKHOT Pe4OBMHUN — HATPItO FigpoKeuay y
"BopLuaris capmaLeBTUYHUA roTOBOMY NPOAYKTi (3anponoHoBaHo 2,25 Mr 3amicTb
CbKUN 3aBog" 3,0 mr B 1 rrenio).
XiMiko-
dapmaues
TUYHUIA
3aBog"
41. | BEPOLWLUNIPO | Tabnetku no 25 mr BAT YropwuHa BAT "leneoH YropuwuHa/ BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a He UA/2775/02/01
H no 20 TabneTtok y "lepeoH PixTep", Monbuya | Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbknn 3acib. peuyennmom | nidnseae
6nicTepi; no 1 PixTep" YropwuHa; TOB CrabinbHicTb. 3miHa y TepMiHax npuaaTHOCTi abo
Gnictepy B "lepeoH Pixtep ymMoBax 36epiraHHsi roTOBOro NikapCbKoro 3acoby
KapTOHHIl ynakoBuj Monbwa", (3miHa B ymoBax 36epiraHHsi rOTOBOTO JikapCbKOro
Monbwa 3acoby abo nicns po3YNHEHHS/BiAHOBMNEHHS) - 3MiHa
(KOHTpOIb SKOCTI, B ymoBax 36epiraHHs T13 / 3atBepmxeHo: YMoBM
[03BIN Ha BUMYCK 36epiraHHs. 36epirati npu TemnepaTypi He BuLe 30
cepii; °C 3anpornoHoBaHo:
BUPOGHULTBO YMoBwU 36epiraHHs. 36epirati npu TemnepaTtypi He
Hepo3dacoBaHoro BULLE
npoayKTy, 25 °C. 3miHn BHeceHi B po3ain "YmoBu 36epiraHHs" B
nepBuHHa iHCTpYKLUil0 NS MeQUYHOro 3acToCyBaHHS
yNakoBkKa, nikapcbkoro 3acoby, sk Hacnigok - BiANOBIAHI 3MiHU
BTOPWHHA y TEKCTi MapKyBaHHS yNaKoBKM NiKapCbKOro 3acoby.
ynakoBKa)
42. | BIBYPKOI cynosuTopii, no 6 Bionoriwe HimeuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHn be3 - UA/6662/01/01
CynosunTopiia y XanneMmitrt a Xannemitrens | TMny - 3MiHK 3 akocTi. FoTOBMIA NikapCbkuii 3aciO. peuenma
GnicTepi; no 2 enb Xeenb Xeenb 'M6X KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

Bnictepn y kopobui 3
KapTOHY

meX

MeToAax BUNpoOyBaHHSA roTOBOIO flikapCbKoro
3acoby (iHwi 3miHM y meToaax B1UnNpobyBaHb
(BKNtoYa4M 3amiHy abo JOMOBHEHHS)) - BHOCATLCSA
3MiHM 0o TecToBoro napametpy "Konip" MKA 13,
ToMmy Lo kHura "Taschenlexikon der Farben"
(KMLLEHBbKOBMIA CITOBHMK KONMbOPIB) BUOAABHMLITBA
"Muster-Schmidt-Verlag", sika BkazaHa gns
BM3HAYEHHSI KOMnbopy BinbLue He BUAAETLCS.
BusHayeHHs konbopy 6yae npoBoguTucs, SK i
paHiLue-Bi3yanbHO.

43.

BUIMNEQ

Tabnetkun no 50 wr,
no 10 TabneTtok y
Gnictepi, no 10
Gnictepis y
KapTOHHIl kopobui

letepo
Jla63
Nimiten

IHaisa

[eTepo 1a63
Timiteq

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK
| Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHm oo
y3aranbHeHUX AaHux nNpo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEeHWX AaHuX Npo cUcTeMy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBH1Ka ons
34iNCHeHHs chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BiAMiHHa Bif, yNOBHOBaXXeHOI 0CO0W, BiANOBiAanbHOI
3a 3giicHeHHs bapmakoHarnsay (Bkrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cuctemn hapmakoHarnsgy) - 3MiHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTAKTHOI 0CcObOM 3asiBHUKA, BiANOBiAanbLHOI 3a
chapmakoHarnsg B YkpaiHi. [livova pegakuis: Hypies
EnpaHiz AnimoBuy. NponoHoBaHa pedakuis:
Tonokesny Bonogumup KOpinosuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHWMKA,
BignosiganeHoi 3a dpapMakoHarnsg B YKpaiHi

3a
peuenmom

UA/18281/01/01

44.

BIPOAK

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 30
Mr, no 28 Tabnetok
y KOHTenHepi, no 1
KOHTeNHepy B
KapTOHHIN kopobLyi

leTepo
Jla63
Nimiten

IHais

leTepo Nab3
Timiten

IHaisa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHK
| Tuny - 3MiHn Wwopao G6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3miHn go
y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEeHUX AaHuX Npo cucTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BigNoBiganbHoOI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asiBH1ka ans
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SIKLO BOHa
BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cO0M, BignoBigansHoi
3a 3[ilicHeHHs1 hapMakoHarnagy (Bknovaym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
cbavina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BigNoBiganbHoi 3a hapmakoHarnag. 3MiHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
hapmakoHarnsg B YkpaiHi. [itoua pegakuis: Hypies
EnpaHi3 AnimoBuy. NponoHoBaHa pedakuis:
Tonokesny Bonogumup KOpinosuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cOBU 3asiBHUKA,

3a
peuenmom

UA/19828/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BignoBiganbHoi 3a papMakoHarnsag B YkpaiHi
45. | BIPOAK TabneTku, BKPUTI letepo IHgis [eTepo 1ab63 IHgis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3MiHN 3a - UA/19828/01/02
NniBKOBOK ab3 Jimiteq | Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom
o6onoHkoto, no 60 Timiteq apmakoHarnagy. BeegeHHsi abo 3amiHm oo
mr, no 28 TabneTok y3aranbHeHVX AaHnx Npo cuctemy dapmakoHarnsgy
y KOHTenHepi, no 1 (BBEOEHHS y3aranbHeHWX AaHnX Npo cucTemy
KOHTEeWHepy B chapmakoHarnsigy, 3miHa ynoBHoBaxeHoi ocobu,
KapTOHHiI kopobui BiANOBIAANbLHOI 3a 3AiNCHEHHS bapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHMKa ons
3piicHeHHs chapmakoHarnagy B YkpaiHi, SIKLLO BOHa
BiAMiHHa Bi ynoBHOBaXeHOi ocobu, BianoBigansHoi
3a 3gdiicHeHHs cbapmakoHarnsgy (Bknovarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLleHHi MacTep-
darna cuctemn chapmakoHarnsgy) - 3MiHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOI 0COOU 3asiBHWMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0cobu 3asiBHMKa, BiAMOBIiAanbHOI 3a
cbapmakoHarnag B YkpaiHi. [itova pegakuia: Hypies
EnpaHiz AnimoBwud. lNMponoHoBaHa pegakuis:
Tonokesuny Bonogumup KOpinosuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHWMKa,
BiANOBIganbHOI 3a hapmakoHarnag B YkpaiHi
46. | BITAHIO TabneTkn, BKpUTI Op. HimeyvumH Op. Binemap HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHiX MaTepianis: 3MiHK bes - UA/14378/01/01
NniBKOBOIO Binbmap a LLisabe Mm6X i Ko. | TMny - 3MiHu 3 sikocTi. CepTudpikat peuenma
obornoHkoto, no 200 LLisabe KIr BignoBigHocTi/lE-cepTudikat BiANOBIAHOCTI
mr, no 20 TabneTok m6X i Ko. €Bponelicbkint hapmakonei/moHorpadii. 3MiHu,
y bnicTepi; no 1 abo KIr NnoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
2 6nictepu B Bi4NOBIgHICTb A0 MoHorpadii AdPY abo
KapTOHHIN kopobLyi €Bponelicbkoi papmakonei, abo iHWOoi HauioHanbHOI
dapmakonei gepxasu €C (3miHa y cneuudikauisx,
noe'sidaHa 3i amiHamu B [1®Y, abo €Bponencokin
dapmakonei, abo iHLWIN HauioHanbHin hapmakonei
aepxasu €C) - npMBeaeHHs BU3HAYEHHS BaXKKUX
MeTariB y POCAMHHIA CUPOBUHI Y BIiANOBIAHICTb A0
BMMOr E€Bponewicbkoi dapmakonei 2.4.27 «Baxki
MeTarnu B POCIUHHMX NiKapCbkux 3acobax i
POCHMUHHUX MiKapCbkMX npenapartax» 3
BMKOPUCTaHHSAM MeToay 2.2.58 «Mac-cnektpomeTpis
3 iHOYKTMBHOLO 3B’si3aHoto nnasmoto (13M-MC)»
47. | BOMEHOA PO3YMH ANS iH eXUiN, Acnipo IHAisa Acnipo ®apma IHAisa BHECEHHS 3MiH 1O peecTpaLiiHiX MaTepianis: 3MiHK 3a - UA/18676/01/01
2 mr/mn; no 2 mn (4 dapma JlimiTen | Trny - 3miHun Wwopo 6e3nekn/ehekTUBHOCTI Ta peuenmom
mr) abo no 4 mn (8 Tlimiteq dapmakoHarnsgy. BeenerHs abo 3amiHn o

Mr) y conakoHi; no 5
abo no 10 dprakoHiB
Y KapTOHHIlA kopobLi

y3aranbHeHUX AaHux Npo cuctemy papmMakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHuX Npo cucTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOI ocobu,
BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHuKa Ans
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bif, yNOBHOBaXX€HOI 0CO0M, BignoBigansHoi
3a 3piicHeHHsA dhapmakoHarnagy (BKnoYvaym
KOHTaKTHi iaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-




26

[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
canina cuctemn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0COOU 3asiBHYKA,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoOI 3a
dapmakoHarnsg B Ykpaidi. [litova pepakuis: Hypies
EnpaHiz AnimoBwuy. lNponoHoBaHa pefakuis:
Tonokeeuny Bonogumup KOpiioBuy. 3miHa
KOHTaKTHMX JaHMX KOHTaKTHOI 0CoOK 3asiBHYMKA,
BignoBiganbHoi 3a papMakoHarnsag B YkpaiHi
48. | TABICKOH®I | TabneTku >XyBanbHi; PekkiTT Benuka BianosigansHUin Benuka BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHW be3 - UA/13353/01/01
OOBIAHOI Ol | no 8 TabneTtok y BeHkizep BpuTaHis 3a BUPOBHMLTBO, BpuTaHis | TNy - 3MiHKM 3 AKOCTi. FOTOBMI NikapcbKWil 3aci6. peuenma
Gnictepi; no 2 abo Xernckep nepBUHHE 3MiHN y BUpoBHMUTBI. 3aMiHa abo BBeAEHHs!
no 3 Gnictepny (FOKewn) nakyBaHHS, [0AaTKOBOI AinbHULI BUPOBHULITBA A4S YacTMHN abo
KapTOHHiIN kopoOLi JlimiTen BTOPVHHE BCbOro BUPOBHMYOro NpoLiecy roToBOro fikapcbKoro
nakyBaHHs, 3acoly (AinbHULA Ans BTOPUHHOIO NakyBaHHS) -
KOHTPOSb AKOCTI BBeaeHHs nogaTtkoBoi AinbHULI BUPOGHMLTBA —
roToBOro PexkiTT BeHkisep Xenckep IHTepHewHn JlimiTea,
nNpoAyKTy, BUNYCK Benuka BpuTaHis, BignosiganbHOi 3a BTOPUHHE
cepil: nakyBaHHs. Takox 3pobneHo pegakLiniHi npaBku Ans

PexkkiTT BeHkizep
Xenckep (KOKen)
Nimiten, Benuka
Bputanis
BigNoOBiganbHUN
3a BUPOBGHULTBO,
nepBUHHE
nakyBaHHs,
BTOPUHHE
naKyBaHHS:
PekkiTT BeHkizep
Xenckep
IHTEepHeLHN
Nimiten, Benuka
BpuTaHis

Aitoyoro BnpobHuka (PekkiTT BeHkisep Xenckep
(KOKen) NimiTen) Ta KOHKpeTU30BaHO BigMNOBIgHY
PYHKUi0-BTOPUHHE NaKyBaHHS. Lia dyHKUia BXe
3apeecTpoBaHa B MaTtepianax peecTpauinHoro
[OCbE, OCKiNbKM BUPOOHUK BigNOBiAanbHWIA 3a
NOBHWIA UK BUPOBHUUTBA. 3MiHM | TNy - 3MiHK 3
sKocTi. [oToBMI Nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3aMiHa abo BBeOEHHS 40OaTKOBOI
AinbHWUI BUpobHULTBa AN YacTuHu abo BCbOro
BUPOBHMYOro NpoLiecy rotToBOro fikapcbkoro 3acoby
(BinbHMUS ANst NepBUHHOIO NakyBaHHS) - BBeaeHHs
[o[aTKoBOI AinbHULI BUpoBHULTBa — PekkiTT
BeHkisep Xenckep IHTepHewHn Nimiten, Benuka
BpuTaHis, BignoBiganbHOI 3a NepBUHHE NaKyBaHHS.
Takox 3pobneHo pefakLiiHi npaBky Ans 4itoyoro
BMpo6HuKa (PekkiTT BeHkisep Xenckep (FOKen)
JlimiTen) Ta KOHKPETM30BaHO BIAMNOBIAHY (YHKLU0-
nepBWHHe nakyBaHHS. Lis dyHKuUis Bxe
3apeecTpoBaHa B MaTtepianax peecTpauinHoro
[OCbE, OCKiNbKu BUPOOHMK BignoBigansHuii 3a
MOBHUIA LMK BUPOBOHULTBA. 3MiHM | Tuny - 3MiHK 3
sKocTi. [oTOBMI Nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3aMiHa abo BBeOEeHHS 40OaTKOBOI
AinbHWUI BUpobHULTBa ANs YacTuHK abo BCbOro
BUPOBHMYOro NpoLiecy roToBOro fikapCbkoro 3acoby
(BinbHMUS, Ha Ak NpoBOAATLCA ByAb-siKi BUPOOHWUI
cTagji, 3a BUHATKOM BUMYCKy Cepii, KOHTPOIO
SIKOCTi, MEPBMHHOIO Ta BTOPMHHOIO NaKyBaHHsI, ANs
HecTepurbHUX nikapcbkux 3acobiB) - BBeaeHHs
[o4aTkoBOI AinbHULI BUpoBHULTBa — PekkiTT
BeHkisep Xenckep IHTepHewwHn Nimitea, Benuka
BpuTtaHisi, Ans yactuHu BUpoBHWMYOro npouecy
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roTOBOrO NikapCbKoro 3acoby, BUPOGHULITBO. Takox

3po6neHi pegakLiiHi Nnpaeku Ans Ailo4oro
BUpobHuKa (PekkiTT BeHkizep Xenckep (KOKet)
JlimiTen) Ta KOHKpeTU3oBaHO BIANOBIAHI YHKLi-
BUPOGHULTBO, KOHTPOIb SIKOCTi FOTOBOTO NPOAYKTY,
Bunyck cepii. Lli dpyHKuUii BXe 3apeecTpoBaHi B
Marepianax peecTpauiiHoro 40Cbe, OCKiNbKN
BMPOGHMK BiAMNOBIgaNbHUIA 32 NOBHUI LIMKIT
BUPOGHMUTBA. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
["oToBMI nikapcbkuit 3aci6. 3MiHM y BUPOOHULITBI.

3MiHn y npoueci BUpoBHWULTBa rOTOBOTO NikapCbKoro

3aco0by, BKNoYa4n NPOMKHUIA NMPOAYKT, L0
3aCTOCOBYETHCS MPY BUPOOHULTBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BUPOGHMLTBA) - B 3B’513Ky 3 Be4eHHSAM A404aTKOBOT
OinbHUUi BUpoBbHULTBa — PekkiTT BeHkisep Xernckep
IHTepHewHn JlimiTen, Benuka bputanis, Bigbynucs
He3HayHi 3MiHW Y BUPOBHMUTBI. 3MiHK | TUny - 3MiHK
3 AKOCTi. [0TOBWIA NikapCbKMin 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3Mmipy cepii (BKItoYa4m
[nianasoH po3Mipy cepii) roToBOro fikapcbkoro
3acoby (3meHLwweHHs Ao 10 pasi) - BHeceHHs 3MiH
o p.3.2.P.3.2 Cknap Ha cepito, LWoA0 po3mipiB
napTir 4ns oKpemux wapie TabneTok, y 3B’s3Ky 3
BBEEHHSIM HOBOro BUPOOHMKa PekkiTT BeHkisep
Xenckep IHTepHewHn Nimitea, Benuka bputaHis.
3MeHLLeHHs1 po3mipy napTiii Ha 3aBogi PekkiTT
BeHkizep Xenckep IHTepHewHn JlimiTeq, Benuka
BpuTaHis 6yno HeobxigHo Yepe3 obmexeHHs 06’emy
3MillyBaya, SKvi BUKOPUCTOBYBABCS ANS NOEAHAHHSA
6inoro wapy nia 4ac BMpobHMYOro npouecy.
EMHICTb , Sika BUKOPUCTOBYETLCS B NMPOLIECI
3MillyBaHHs Ha 3aBofi PekkiTT BeHkizep Xenckep
IHTepHewHn JliviTea, Benvka BputaHis, mae
micTkicTb 1200 Ny NOpPIBHAHHI 3i CTPIYKOBUM
3MiwyBayveM GinbLioi mictkocTi 3300 n, skui
BUKOPUCTOBYETLCS Ha 3aBofi PekkiTT beHkizep
Xenckep (KOKen) JlimiTea, omke, HeobXigHO
3MEHLUMTW PO3MIp cepii ANs PO3MILLEHHS MEHLLOro
06’emy obnapgHaHHs Ha 3aBofi PekkiTT BeHkizep
Xenckep IHTepHewwHn JliviTea, Benvka bputanis.
Posmipu napTii mixk 3aBogamu Ans oKpemux Lapis
TabneTok ameHwunucsa BaBidi. OgHak nig vac
KomepujinHoro BUpobHuuTBa B PekkiTT BeHkizep
Xenckep IHTepHewHn JlimiTea, Benvka Bputanis
Gyae BUroTOBNEHO ABi NapTii KOXHOrO wWwapy, Wwob
pO3Mip napTii roTOBOro NPOAYyKTy Ta KinbKiCTb
TabneTok 3anvwianvcs NopiBHAHNMU 3
BMpoGneHnmu B PekkiTT BeHkizep Xenckep (KOKew)
JlimiTen. [laHa 3amiHa He BNNMBae Ha peLenTypy
rotoBoro npoaykrty. Cknag rotoBoro NnpoayKTy He
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3MiHIETbCS. 3aTBepmpkeHo: [nsa BupobHuka PekkiTT
BeHkisep Xenckep (FOKen) limiteq Pink Layer 990
kg
White Layer 792 kg 3anponoHoBaHo: [ns
BUpoBHMKa PekkiTT BeHkizep Xenckep (FOKei)
Jlimiten Pink Layer 990 kg/ White Layer 792 kg
[ns BupobHuka PekkiTT BeHkisep Xenckep
IHTepHewHn Nimiten, Benuka bputaHris Pink Layer
495 kg /White Layer 396 kg
49. | TEKCAKCUM cycneHsisa gns CaHodi ®paHuia BUPOBHMLTBO PdpaHuis/ BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3MiHK 3a - UA/13080/01/01
® | HEXAXIM iH’ekuin; no 0,5 mn Mactep roToBOro YropwuHa | Tuny - 3miHn 3 akocTi. ADI. KoHtponb ADI. 3miHa y peuenmom
BAKLUUHA (1 go3a) B Hepo3dacoBaHOro napameTpax crneuudikauin Ta/abo JonycTUMNX Mex,
anda nonepegHbo NPOAYKTY, BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
NMPO®INAKT 3anoBHEHUX BTOPVHHE BUXIOHWA/NPOMDKHWUIA NPOAYKT/peareHT, LWo
UKN wnpuvuax 3 1-eto nakyBaHHSA BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
OUGTEPI, (abo 2-ma) (wnpuum), (iHLWLi 3MiHN) -
NMPABLA, OKPEMUMMU rofnkamu, KOHTPOIb SIKOCTI, 3MiHM y cneundikaLii giaMiHONIMENiHOBOI KACMOTH,
KALUJTIOKY no 1 wnpwvuy B BUMYCK Cepiit: sika BUKOPUCTOBYETLCSA K KOMMOHEHT PO3YMHY ANS
(ALENONAP KapTOHHIN ynakoBLj; CaHodpi MNacrep, peryntoBaHHsa pH, Wwo gogaeTeca Ha cTagil
HUA no 0,5 mn (1 gosa) B ®paHuis; NPOMWCIIOBOrO KyNbTVBYBaAHHS y NpoOLieCi
KOMMNOHEHT | nonepegHbo BUPOBHMLTBO BMPOBHMUTBA OYULLEHOTO AN TEPINHOMO
), FTENATUTY 3anoBHEHMX roToBOro aHaToKCUHY. 3MiHM BKIOYAOTb BUAANEHHS
B wnpuuax 3 1-eto Hepo3dacoBaHoro nokasHukie Appearance, Solubility Ta Extraneuos
PEKOMBIHA (abo 2-ma) npoaykTy, amino acids, a TakoX po3LUMPEHHS AONYCTUMUX MEX
HTHA, OKPEMUMMU ronkamu, 3anoBHEHHS, Ansa nokasHuka Loss on drying 3 «Not more than
noniomieni no 1 wnpuvuy B BTOPUHHE 1.0% (w/w)» no «Not more than 3.0% (w/w)».
TY cTaHgapTHO- nakyBaHHS, TepmiH BBeeHHS 3MiH - 6epeseHb 2025
IHAKTUBOBA | ekcrnopTHin KOHTPOrb SIKOCTI,
HATA ynakoBLi, sika BUNYCK Cepin:
3AXBOPIOB MiCTUTBLCS Y CaHodi MacTtep,
AHb, KapTOHHIN kopobui 3 ®paHuis;
CMPUYMHEH | iHcTpykuieto ans BTOPUHHE
nx Meau4Horo nakyBaHHs1, BUMYCK
HAEMOPHIL 3acToCyBaHHs; Mo cepivn: CaHodpi-
us Tuny B 0,5 mn (1 posa) B ABeHrTic MNparBit
KOH''OrOBA nonepeaHL0 Ko. N1A.,
HA, 3anoBHEHNX Mnatdopma
AOCOPBOBA | wnpuuax 3 1-et0 NoricTuKM Ta
HA, PIOKA (abo 2-ma) ancTpubyuii y m.

OKpPeMVMU rofnikamu,
no 10 wnpwuuis B
KapTOHHIN ynakoBLi;
no 0,5 mn (1 go3a) B
nonepeaHL0
3anoBHEHMX
wnpuuax 3 1-e0
(abo 2-ma)
OKpPEeMVMU rofikamu,
no 10 wnpwuuis B
cTaHfapTHO-
EKCMOPTHIN

Bynanewr,
YropwuHa
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ynakoBLi, aka
MiCTUTBCS Y
KapTOHHIl kopobLi 3
iHCTpyKUieto ons
MeaNYHOro
3aCTOCYyBaHHS; Mo
0,5 mn (1 posa) y
dnakoHax, no 10
nakoHiB y
KapTOHHIN ynakoBLj;
no 0,5 mn (1 gosa) y
cnakoHax, no 10
cbnakoHiB B
CTaHgapTHO-
EKCMOPTHIN
ynakoBLi, ka
MiCTUTBCS Y
KapTOHHil KOpoOLyi.
MapkyBaHHs
YKpaiHCbKOI Ta
aHrnincekoto, abo
iHLUMMW iHO3EMHMU
MOoBaMu

50. | FEMO®EPOH | po3uuH opanbHuii CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3MiHK 6e3 - UA/7567/01/01
no 200 mny YKpaiHCbK YKpaiHCbKO- | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenma
dnakoHi; no 1 o- icnaHcbke apmakoHarnsaay (iHwi 3amiHw).
rakoHy 3 MipHUM icnaHcbke niagNpUEMCTBO OHOBMEHHS TEKCTY MapKyBaHHsI BTOPUHHOI YNaKoBKU
cTakaHumkom Ta/abo | mignpuemc "Cnepko YkpaiHa", nikapcbkoro 3acoby, a came BUNy4eHHs iHpopmallii,
[03YH4UM LLNPULIOM TBO YkpaiHa 3a3HaveHoi POCiNCbKO MOBOK. BBeaeHHS 3MiH
y nayi 3 KapToHY "Cnepko (NOBHMI LWKN NPOTHArom 6-Tu MicAILiB NiCNsi 3aTBEPOXKEHHS.

YkpaiHa" BMPOGHMLTBA,
BUWMYCK Cepil;
KOHTPOMb SKOCTi)

51. | FTEHTACENT NopoLLOK Ans My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHK bes - UA/1279/01/01
30BHILUHLOrO aKuioHepH akuioHepHe | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib. peuenma
3aCTOCYBaHHSA MO 2 1 e TOBapUCTBO CucTtema KoHTenHep/3akynoptoBanbHuUii 3acib. 3miHa
abono5ry TOBapuCTB "HaykoBo- napameTpiB cneundgikaui Ta/abo 4oNyCTUMUX MEX
CKIAAHOMY CPNaKoHi- o BUPOGHWYMIA NepBUHHOI YNaKoBKM FOTOBOrO NiKapCbKoro 3acoby
KpanenbHuui; no 1 "HaykoBo- LeHTp (BUMYYEHHS HE3HAYHOrO MOKa3HVKa (Hanpuknag,
CKIMAHOMY (PNaKoHY- BMPOGHUY "BopLuariBcbkui 3acTapinoro nokasHuka)) BUNy4YeHHs1 HE3Ha4YHOro
KpanenbHWLi B navwi VI LEeHTP Ximiko- nokasHuka skocTi «[1oBHMI BMICT» 3i cneuudikauii
3 KapTOHY; N0 2Ty "BopLuaris chapmaLeBTUYHNIA 019 KOHTPOIO NakyBarnbHOro martepiany- nakoHu
CKIMAHOMY (PNaKOHi; CbKun 3aBog" nnacTukoBi. 3MiHu | TUNy - 3MiHK 3 sikocTi. FoToBUIA
no 1 conakoHy B ximiko- nikapcbkuii 3aci6. 3mMiHW y BUPOBHULTBI. 3MiHM
nayui 3 KapToOHy; Mo hapmaues BMNpoOyBaHb abo AOMYCTUMUX MeX, BCTAHOBIEHNX
2rabono5ry TUYHUIA y cneuudikauisix, nig Yac BUpobHULTBA rOTOBOrO
nnacTUKoBOMy 3asopa” nikapcbkoro 3acoby (iHLWi 3MiHN) BHECEHHSI 3MiHU B

cnakoHi; no 1
dnakoHy B nayui 3

cneumdikauii ANs KOHTPOIO MPOMIKHOIO NPOAYKTY
Jitoyoi pevoBuHU «BopakcaH, nopoLuok (cybcTaHLis)
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapToHY

Ans dbapmMaLeBTUYHOro 3aCTOCYyBaHHs», a came
BBEAEHHSA NepioANYHOCTI KOHTPOSIO MPOMIXKHOIO
NPOAYKTY 3a NMOKa3HUKOM «3armLLKOBI PO3YMHHIUKN:
eTaHomn» (* KOHTPOIb NEPLLOT Ta KOXHOI AecsATol
cepii poKy), Ha OCHOBI CTATUCTUYHMX AAHUX, & TAKOX
npuBeAeHHS Ha3BM MOKa3HMKa AKOCTi 0 AiloUnX
Bumor €P/APY. 3miHu | TNy - 3MiHM 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeiichbkii
dapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiaHICTIO NpUBEAEHHS Y BiANOBIAHICTE A0
MoHorpadii Y abo €sponelicbkoi dhapmakonei,
abo iHWoi HauioHanbHoi hapmakonei gepxasu €C
(3miHa y cneuudpikauisx, nos'a3aHa 3i 3miHaMu B
oY, abo €sponelicbkini hapmakonei, abo iHLwin
HauioHanbHin dbapmakonei gepxasn €C).
[onoBHEHHS cneumdikaLii Ta MeToaiB KOHTPOIO
sikocTi A®l «bopakcaH, nopoLok (cybcTaHLuis) Ans
hapmaLEeBTUHHOIO 3aCTOCYBaHHS» NMOKa3HUKOM
«3anuLIKOBi PO3YMHHMKW: eTaHoMn» (¥ KOHTPOIb
NepLUOI Ta KOXHOI AeCATOI cepii poKy, pesynbTar
KOHTPOJIO 3apaxoByeTbest 3riaHo Cneuudikauii ans
KOHTPOMIO MPOMDKHWX NMPOAYKTIB), 3 BiANOBIAHUM
MEeTOo4OoM BuNpobyBaHb BignosigHo go €O/0PY, 5.4.

52.

FENAMETIOH
®

nioginisat anga
PO34MHy Ans iH'eKLin
no 500 mr, no 5
cdrakoHiB 3
niodinizatom y
KOMMekTi 3 5
amMnynamu
PO34YMHHUKa NO 5 MnN
Y KOHTYPHIN
YapyHKOBIN
ynakosui; no 1
KOHTYPHIW
YapyHKOBIN ynakoBLi
B navuj

TOB
"APTEPIY
MnaTo"

YkpaiHa

BUPOBHMLTBO
PO3YUHHNKA:
NAT
"Manuudapm”,
Ykpaina
BUPOGHMLTBO
niodpinisaty,
BUMYCK Cepii
roToBOro
nikapcbKkoro
3acoby:
NAT

"KuiBmegnpenapa

T", YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3MiHN
| Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbkun 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi FoTOBOro Nikapcbkoro 3acoby

(36inbLUEHHS TepMiHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby) - [ins Toprosoi ynakoBku
(nigTBEPAXKYETHCS AaHUMMN pearnbHOro Yacy) -
36inbLUeHHA TepMiHy NPUAATHOCTI y 3B'A3KY i3

OTPMMaHHSAM MO3UTUBHUX AAHWX LLOAO AOCNIIKEHHS

cTabinbHOCTi y peanbHOMy Yaci niodinisaty Ta
posumHHKKa. flitova pepakuis: TepmiH npyMaaTHOCTI.

Tliogpinizat — 1,5 poky. Po3umHHMK — 1,5 poky.

TepmiH npuaaTHOCTI NiodpinisaTy B KOMNNEKTi 3

PO3YMHHNKOM BM3HAYAETHCS BiQHOCHO TOrO

KOMMOHEHTY (niodpinizaty abo po34mHHUKA), TEPMIH

NPUAATHOCTI SIKOTO 3aKiHYYETLCS paHille.
[MponoHoBaKa pepakuis: TepMiH MpUAaTHOCTI.
Tlioginizat — 3 pokn. PO34nHHMK — 3 pokn. TepMmiH
npuaaTHOCTI niodinisaTty B KOMMMEKTi 3

PO3YMHHWNKOM BM3HAYAETHCS BiQHOCHO TOrO

KOMMOHEHTY (niodpinizaty abo po3ymHHUKA), TEPMIH

npuaaTHOCTI SIKOrO 3aKiHYYETLCS paHille. 3MiHu

BHECEHI B iIHCTPYKLi0 ANA MeANYHOro 3acTOCyBaHHS

nikapcbkoro 3acoby y po3ain "TepmiH npugaTHoCTi".

BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns

3aTBEpPOKEHHS

3a
peuenmom

He
nidnsieae

UA/18995/01/01

53.

MMEHCNPEN

crpew HasanbHui,

a-p

IHOisa

"meHmapk

IHOisa

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu

3a

UA/14550/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

AKTUB

[,030BaHUN,
cycneHsis no 75 abo
150 o3 y cpnakoHi;
no 1 donakoHy 3
[03YH4MM HaCcOCOM-
po3nunioBayem,
3aKpUTUM
KOBMa4KoM, Yy
KapTOHHIl kopobui

Pepngi'c
JlabopaTto
pic Jlta.

‘DapMaCb}OTMKaJ'ICB

Ira.

| TMny - 3MiHu 3 akocTi. ADI. KoHTponb A®L. 3miHa y
napameTpax creuudikain Ta/abo ONyCTUMUX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIOHWA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuutea Ad|
(iHWi 3miHN)
npvBeAeHHs cneuudikauii APl azenactmHy
rigpoxnopuay Ao moHorpadii Azelastine
Hydrochloride BputaHcbkoi hbapmakonei 3a
nokasHukamu «lgeHtudikauis» (metog IR, BP
2.2.24), «lgeHTudpikauisi» (peakuis Ha xnopuam) Ta
«CynyTHi AOMILLKMY, Ta BUINYYEHHS MOKa3HMKa
«Onuc posunHy» (Appearance of solution). 3miHu |
Tmny - 3MiHn 3 gxkocTi. A®l. Kontponb A®I. 3miHa y
mMeTogax BunpobyeaHHs APl abo BuxigHoro
marepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BMKOPVCTOBYETLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPAXEHUX MeToaax
BUNpobyBaHHs1). BHECEHHS HE3HAYHMX 3MiH B
MeToauKy BUNPODYyBaHHs 3a NOKa3HWMKOM
«MikpobionoriyHa ynucTotar ans APl azenactuHy
rigpoxnopuay. Mpoueaypa BusHayeHHss TAMC ta
TYMC B TecTi «MikpobionoriyHa umctota» byna
po3aaineHa Ha 2 okpemi npoueaypu. Kputepin
NPUIAHSATHOCTI He 3MiHMBCS. 3MiHK | TUny - 3MiHK 3
sikocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHst A®| abo BuxigHOro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHWi 3MiHKM y MeTogax BUNpobyBaHHs (BKIOYa4n
3amiHy abo gonoBHeHHs1) A®I abo
BMXiAHOro/npomipKHOro NpoAykTy). OHOBNEHHS
MEeTOAMKM BUNPOOYBaHHS 3a NokasHUKoM « CynyTHi
powmiwku» ana APl asenactuHy rigpoxnopuay B
3B’513KYy 3 OHOBJIEHHSIM METOAUKN Y BUPOOHMKA
URQUIMA S.A., IcnaHis.

peuenmom

54.

FIIATUNIH

PO34MH ANS iH'EKLN,
1000 mr/4 mn; no 4
MA B amnyni; no 3
amnynu y
nnacTnKoBOMy
KOHTelHepi; no 1
KOHTeWHepy B
KOpoO6Li 3 KapTOHY

ITandapm
ako C.n.A.

ITanis

ITandapmako
C.n.A.

ITania

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHW
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn o
y3aranbHeHUX AaHux npo cuctemy cpapmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHuX Npo cucTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeEHOI 0cobu,
BignoBiganbHoI 3a 34iMCHEHHS chapmMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHuUKa Ans
34iicHeHHs dapmakoHarnagy B YKpaiHi, SKLWLO BOHa
BigMiHHa Bif ynoBHOBaxeHoi ocobu, BignoBigansHoi
3a 3picHeHHsA hapmakoHarnagy (Bkroyarym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
arina cuctemu chapmakoHarnsigy) - 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarnsg.

3a
peuenmom

UA/2196/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[itoua pepakuis: Alessia Rossi. lNponoHoBaHa
pepakuisa: Mirko Fedrigo. 3miHa KOHTAKTHUX AaHUX
YyNOBHOBa)eHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
capmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
Bi4noBiganbHoI 3a papmakoHarnag B YKpaiHi.
Litoua pepakuis: MNopinuk Aptem Bonogumuposuu.
MponoHoBaHa pefakuisi: Xinbko €BreHisi
OnekcaHgpiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
dapmakoHarnag B YkpaiHi
55. | AEKPICTON® | tabnetku no 1000 TOBAPUC Ykpaina mibe MMBX HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn bes nidnszae UA/20129/01/01
1000 MO MO, no 10 TabneTtok TBO 3 ApuHamiTTenb | TMny - 3MiHK 3 skocTi. FoToBMIA NikapcbKuin 3aci6. peuenma
y 6nicTepi; no 2 OBMEXE Cuctema koHTelHep/3akynoptoBarbHui 3acib. 3miHa
6nictepu y nauyui; no HOIO cdopmun abo po3mipy KOHTeHepa Ym
25 TabneTtok y BIAMOBIO 3aKynoptoBasnibHOro 3acoby (MepBUHHOT yNaKoBKW)
Gnictepi; no 2, abo ANBHICT (HecTepunbHi Nikapcbki 3acobu) - BBEAEHHSI
no 4, abo no 8 O "MIBE [oaaTKoBOro HoBoro oopmaty bnictepa 3
GnicTepis y naui YKPATHA"

po3mipamu 48x115 mm. HoBui cpbopmaTt go3sonse
MiCTKiCTb 25 TabneTok B koxXHOMY GnicTepi:
B3aTtBepaxeHo: brictep dopmaty A (poamipn 39x98
MM) WO MicTuTb 10 TabneTok.
3anponoHoBaHo: brictep hopmaTty B (po3mipu
48x115 mMm) Wwo micTuTb 25 TabneTok. 3aTBepaxeHi
po3mipu ynakoBok no 50 Tabnetok i no 100
TabneTok Npu LbOMY He 3MIHIOITLCS, NnLle
3MEHLLYETBCS KiNbKICTb GnicTepiB y KAPTOHHMX
naukax Ne 50 (25x2) Ta Ne 100 (25x4)
(3aTBepmxeHo: Ne50 (10x5) Ta Ne100 (10x10)).
AkiCHUIA Ta KiNbKICHWAN Cknag, NakyBanbHOro
maTepianis Ans Bcix BapiaHTiB bnictepis €
0HaKoBMM, 3MiHVMBCS po3Mip BricTepis Ta navok.
[Ons ynakoBku Ne 20 TabneTok noTouHui hopmar
6nicTepa 3anuwaeTbcst HeaMiHHUM no 10 TabneTok y
6nicTtepi, no 2 6nictepu y nayui. 3MiH1 BHeCeHi B
po3ain "YnakoBka" B iHCTPYKLUitO ANs MEAUYHOrOo
3aCTOCYBaHHsI NikapCbKoro 3acoby y 3B's3Ky 3i
3MiHOI PO3Mipy NEePBUHHOI YNaKOBKW fikapCbKoro
3acoby. 3miHu | Tuny - 3miHun 3 AkocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa po3mipy
yNakoBKM FOTOBOTO NiKapCbKoro 3acoby (3MiHa
KiNbKOCTi 0AMHMLbL (Hanpuknag TabneTok, amnyn
TOLLO) B ynakoBLi:) - 3MiHa no3a gianazoHom
3aTBepKEeHVX PO3MIpIB YMaKOBKU - BBEOEHHS
[04aTKOBOI HOBOrO pO3Mipy ynakoBku no 25
TabneTtok y 6nictepi, no 8 Gnictepis y nayuj, 3
BiAMOBIAHMMU 3MiHAMK Y p. «YnakoBka». MNepBUHHNI
nakyBanbHUA MaTepian He 3MiHUBCS. 3aTBEPKEHO:
Mo 10 Tabnetok y 6nictepi. Mo 2, abo no 5, abo no
10 GnicTepiB pa3om 3 iHCTPYKLIE ANS MEAUYHOTO
3acTocyBaHHs1 y navyui. 3anponoHosaHo: Mo 10
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
TabneTtok y 6nictepi. Mo 2 6nictepu pasom 3
IHCTpyKLUi€l0 ANS MeAMYHOro 3aCTOCYBaHHSA Y naui.
Mo 25 TabneTok y 6nictepi. Mo 2, abo no 4, a6o no 8
GnicTepiB pa3om 3 iHCTPYKUIE ANa MeaNYHOro
3acTocyBaHHS y nayui. 3MiHM BHECeHi B po3ain
"YnakoBka" B iHCTPYKUit0 AN MEQUYHOro
3acTocyBaHHS NikapCcbKoro 3acoby y 3B'si3ky 3
BBEOEHHSAM J0A4aTKOBUX YNaKOBOK, SIK HACMIAOK -
3aTBEPKEHHS TEKCTY MapKyBaHHS A0AaTKOBUX
yNaKoBOK fikapcbKoro 3acoby.
56. | OEKCAMETA PO34MH ANs iH'eKLIN, KPKA, CnoBeHis Bupo6HuLTBO "in CnoBeHis BHECEHHS 3MiH 40 peecTpauiHux maTtepianis: 3MiHn 3a He UA/8538/01/01
30H 4 mr/mn, no 1 mMn B n.n., Hoeo bulk", nepeuHHe | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom nionsieae
amnyni; no 5 amnyn MecCTO Ta BTOPUHHE dapmakoHarnagy. 3MiHa y KOpoTKili xapakTepucTumui
y bnicTepi; no 5 nakyBaHHs, nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
GnictepiB y KOHTPOSb Ta IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHs Ha nigcTasi
KapTOHHIl kopobui BUMYCK Cepil: perynsipHo OHOBIIOBAHOro 3BiTy 3 6e3nekn
KPKA, a.a., Hoso nikapcbkoro 3acoby, abo gocnigxeHb 3 6esneku
MecTto, CrioBeHisi 3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
KoHTponb cepii: nicnapeecTpauinHuin nepioa, abo sk pesynbTaTt
KPKA, a.a., Hoso OL}iHKM 3BITYy 3 JOCNigKEeHb, NPOBEAEHMX BigNoBigHO
mecTo, CrnoBeHis 00 nnaHy negiatpuyHmnx gocnimkerb (PIP) (iHwi
KoHTponb cepii: 3MiHM) 3MiHWM BHECEHO B IHCTPYKLiO Ans MeanYHOro
HN30X 3aCTOCyBaHHs Nikapcbkoro 3acoby 4o po3ainis
(HauioHanbHi "OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHS y
nabopartopist 3a nepiop BariTHocTi abo rogyBaHHs rpyaat” Ta
3apas'e, OKOMe iH "Mob6iyHi peakuii" BiANOBIAHO JO OHOBEHOT
xpaHo), CroBeHist iHcpopMalii Lwoao 6e3nekn 3acTocyBaHHSA Aito4oi
peyoBUHYM 3rigHo 3 pekomeHaauieo PRAC.
BBeneHHs 3MiH NnpoTarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy. 3MiHa
Y KOPOTKili XapakTepucTuLi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans MeanyHoro
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBJIIOBAHOIO 3BiTy 3 6e3neku nikapcbkoro 3acooy,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTy 3 JOCHiAXKEHb,
npoBeAeHNX BiANoBIAHO A0 NnaHy negiatpudHnx
pocnimkeHb (PIP) (iHwi 3MiHn) 3MiHM BHeceHo B
iHCTPYKLiO ANs MeQUYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby Ao po3sginy "OcobnueocTi
3acTocyBaHHA" BiANOBIAHO 4O OHOBMEHOI
iHdbopMmalii Wwoao 6e3nekn 3acTocyBaHHSA Lito4oi
pevoBUHM 3rigHo 3 pekomeHaauieto PRAC.
BBeaeHHs 3MiH NnpoTsArom 6-Tu MicauiB nicns
3aTBEPOKEHHS
57. | OEKCAMETA | kpanni OYHi, pO34uH, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHN 3a - UA/0992/01/01
30H- 1 mr/mMn no 5 mn abo | "®apmaue "®apmaueBTuyHa | Tuny - 3miHK 3 sikocTi. CepTuUdikat peuenmom
OAPHULA no 10 mn y gnakoHi; BTUYHA dipma "OapHnuga" BignoBigHocTi/'E-cepTudikaTt BigNoBigHOCTI
no 1 dnakoHy B dipma €Bponelicbkiii hapmakonei/MoHorpadii. 3MiHu,
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
navui "ONapHuus" noB'si3aHi 3 HeOOXIAHICTIO NpMBeaEeHHS y
BiAMNOBIAHICTb A0 MOHorpadii AdY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHoI
tapmakonei gepxasu €C (iHWi 3MiHW) - 3MiHK 4O
cneundikadii i3 BignoBigHMMM MeTo4aMU KOHTPOIO
SAKOCTi Ha JOMOMIDKHY peyoBMHY BeH3ankoHito
Xnopug 0o nNokasHuKiB «PO34YNHHICTbY,
«lgeHTudikauis», «CepegHsi BigHOCHa MonekynsipHa
Maca i CniBBiAHOLIEHHS ankinbHUX KOMMOHEHTIBY,
«domiwkn A, B i C», «AMiHK i coni amiHiB»,
«KinbkicHe Bu3Ha4eHHs», «Onuc» ansi npuBeAeHHs
[0 pekoMeH4aLi Ta CTUNICTUKN AitoYvoi pegakuii
MoHorpagii €9 «Benzalkonium Chloride» ta JoY
58. | AEKCKETOMN NOPOLLIOK AT Ykpaina Caypas Kemikanc IHAisa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn - - UA/14041/01/01
PO®EHY (cybeTaHuin) B "®dapmak” Timiten | Tuny - 3MiHK 3 akocTi. ADL. (iHwi 3miHW) MogaHHs
TPOMETAMO | miwkax (AinbHuYug-1II) OHOBIEHOI Bepcii macTep-garina Ha Ad|
n nonieTUneHoBnx [HexkckeTonpodeHy Tpometamony DXT/AP QOS-
ansi BUpobHuuTBa EU/REV-01/09-07-2022 (nonepeaHs Bepcis DXT/AP
CTEPUIBHUX i DMF-EU/May/2020 (Rev 3)) BUpoGHMKOM Saurav
HecTepunbHNX Chemicals Limited, IHais, y 38’A3Ky 3 BUITyYeHHAM .
nNiKapCcbk1Mx opm «Baxki meTanuy.
59. | AIEHOTECT TabneTkn, BKpUTI 3eHrTiBa, Yecbka Xaynt ®apma HimeyvunHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/17602/01/01
3EHTIBA NniBKOBOKO K.C. Pecny6bnik MioHcTep TM6X YTOUYHEHHS peecTpauifHoi npoueaypu B Haka3i peuenmom
0BOSIOHKOLO, MO 2 M, a MO3 Ykpaiumn Ne 2101 Big 11.12.2023 B npoueci
no 14 tabnetok y BHECEHHS 3MiH - 3miHu | Tuny - AgMiHicTpaTuBHI
6nicTepi, no 2 abo 3MiHN. 3MiHa HanveHyBaHHs Ta/abo agpecu micud
no 6 Gnictepis y npoBaXeHHs OisnbHOCTI BUPoGHMKa/imnopTepa
KapTOHHIN nayui rOTOBOIO MiKapCbKOro 3acoby, BKMOYauu AinbHAL
BUNYCKY cepii abo MicLie NpoBeAEeHHS KOHTPOIO
SIKOCTI. (BisnbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaKYX BUMYCK CEPii) -
3miHa agpecu BupobHuka M3 Xaynt ®apma
MioHcTep TM6X. TepMiH BBeAeHHA 3MiH NPOTArom
6 micsauiB nicnsa 3aTBepAKEHHSA.
60. | AIKnoTOon® rpaHynu no 100 mr, TOB Ykpaina KYCYM IHAisa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHK 3a - UA/12364/02/01
no 1 rrpaHyny «MMEQBA XENTXKEP NBT | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuernmom
cawwe; no 20 cawe y PM ITTO» nTa 3MiHn y BUpo6HMUTBI. 3MiHa po3mipy cepii
KapTOHHIN ynakoBLii (BkntOvatoum Aiana3oH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbLeHHs go 10 pasis
NMOPIBHSAHO i3 3aTBEPAXEHVM PO3MIpOM)- 36iNnbLUEHHS
po3Mmipy cepii roToBOro nikapcbkoro 3acoby Ao 240
000 cawe (12000 ynakoBok) 3aTeepmxeHo: Po3mip
cepii: 40 000 cawe 2000 ynakoBoKk 3anponoHOBaHO:
Po3awmip cepii: 40 000 cawwe 2000 ynakoBok Po3mip
cepii: 240 000 cawe 12000 ynakoBoK
61. | OIKNOTON® TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH O peeCcTpaLiiHUX maTtepianis: 3MiHN 3a He UA/12364/01/01
obonoHkoto, no 100 «MEOPA XENTXKEP MNBT | Tuny - 3miHun Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom nionsieae
mr, no 10 TabneTok PM NTO» nTa hapmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuLi

y 6nicTepi; no 3 abo
10 GnicTepiB y
KapTOHHIN ynakoBLi;

nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHux/GionogibHMxX Nikapcbkux
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

no 14 tabnetok y
GnicTepi; no 2
Gnictepn y
KapTOHHIN ynakoBLj

3acobiB nicns BHECEHHS TiEl camoi 3MiHM Ha
pechepeHTHUIA Npenapar (3miHa He noTpebye
HaflaHHS XOAHWUX HOBMX 4OAATKOBUX AaHKX). 3MiHN
BHECEHO A0 IHCTPYKUIii ANS MeANYHOro
3acToCyBaHHSA fikapcbKkoro 3acoby y posainu:
"dapmakonoriyHi BnactusocTi”, "MpoTunokasaHHs",
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWi BMAau B3aemogin", "OcobnusocTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog BariTHOCTi
abo rogyBaHHs rpyaao”, "3aaTHicTb BNNMBaTK Ha
LUBMAKICTb peakLjii Mpy KepyBaHHi aBTOTPaHCMOPTOM
abo iHWKUMKN MexaHiamamun", "Cnocib 3acTocyBaHHsI
Ta goaun", "Oitn", "MepenosyBanHHs", "MobivHi
peakuii” BignoBigHoO A0 iHopmalLii Wwoao MegnyHoro
3acTocyBaHHs pedhepeHTHOrO fikapcbkoro 3acoby
(AEPTAIJ, TabneTtku, BKpUTi NNiBKOBOK 060MOHKO)
BBeneHHs 3MiH npoTarom 6-Tu Micauis 3 gatm
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuLi fikapCbkoro 3acooy,
TEKCTi MapKyBaHHSA Ta IHCTPYKUIT ANg MeanyHoro
3acTocyBaHHS Ha MiacTaBi perynspHo
OHOBIIIOBAHOIO 3BiTy 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnapeecTpauinHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnigpkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKLii AN MegnyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs
rpygao” BignosigHO A0 OHOBREHO! iHpopmalii 3
6e3neku fitoyoi peyoBuHU BBegeHHst 3MiH NpOTArom
6-T MicaUiB 3 AaTn 3aTBepPAXEHHS. 3MiHu | Tuny -
3MiHn Wwoao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu). 3MiHWM BHeceHo a0
IHCTPYKLUii Ans MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuii” wono
BaXIMBOCTI 3BiTyBaHHS Npo NobiuHi peakuii
BBepneHHs 3MiH npoTarom 6-Tv Micauis 3 gatm
3aTBEPOKEHHSI.
3miHu | TUny - 3miHu Wwopo 6e3neku/edPekTUBHOCTI
Ta hapmakoHarnsaay. BHeceHHst abo 3amiHa(n) go
30060B'A3aHb Ta YMOB BuAadi peecTpaLiiHoro
NoCBiAYeHHs, BKNoYatoun [naH ynpasniHHA
puU3rKamMm (3aCTOCYBaHHS TEKCTY, SIKUIA NMOTOOXKEHWUI
3 KOMMETEHTHUM OpraHom). 3asiBHUKOM HaJaHo
oHoBreHun MNMnaH ynpaeniHHs pusukamu Bepcis 2.0.
3MiHN BHeCeHo A0 YacTuH: | «3aranbHa
iHpopmauis» Il «Crneumndpikauis 3 6esnekm» Il «MnaH
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3 chapmakoHarnsgy» 1V «MnaHu wopno
nicnsapeecTpauinHmx ocnimkeHb ePeKTUBHOCTI» V
«3axoau 3 MiHimisauii pusukie» VI «Pestome nnaHy
ynpaBniHHs pusmkammny VIl «dogatkuy (gopatkm 1-

8) y 3B’13Ky 3 OHOBIEHHSIM iHchopmalii 3 6e3neku
LitoY0i pevyoBMHK aLeknodeHak BignoBiaHo Ao
aKTyanbHOI pedepeHTHOI iHdhopMalLlii, a TakoX y
3B'A3Ky i3 3MiHOIO dhopmarTy BiAMoOBIAHO A0 BUMOT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines).

62.

OIHAP

PO34MH ANS iH EKLN,
50 mr/mn, no 2 mn
abono5wmne
amnyni; no 10 amnyn
y nayli 3 KapTOHYy;
no 2 mn abo no 5 mn
B amnyni; no 5
amnyn y 6nictepi; no
2 6nictepm y nayui 3
KapTOHY

TOB HB®
«MIKPOXI
M»

Ykpaina

AT “©APMAK”,
YkpaiHa
(BignoBiganbHUi
3a BMPOOHULTBO
Ta
KOHTPOMb/BUMNPOBY
BaHHA cepii, He
BKITOYaK0YN
BUNYyCK cepii)
TOB HB®
“MIKPOXIM”,
Ykpaina
(BignoBigansHun
3a BMNyCK cepil,
He BKIOYaun
KOHTpOnb/B1Npoby
BaHHS cepii)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHK
| TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asiBHUKaA (BNnacHUKa
peecTpauinHOro NOCBiAYEHHS) - 3MiHa agpecu
3asiBHUKA. 3MiHWM BHECEHI B iIHCTPYKL,ito ans
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3ain "Micue3HaxomKeHHs 3asaBHuKa" 3
BiANOBIAHNMW 3MiHAMW B TEKCTi MapKyBaHHSA
ynakoBku. BBeaeHHSA 3MiH NpoTArom 6-Tn micsuis
nicns 3aTeepakeHHs; 3MiHn | Tuny - 3MiHW 3 SKOCTI.
["oToBMI Nikapcbkuit 3aci6. 3MiHM Yy BUPOBHULITBI.
3MiHa iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gopaBaHHsi BUPOOHUMKa, LLO
BignoBigae 3a BBe3eHHsi Ta/abo Bunyck cepii) - He
BKJTHOYAKUM KOHTPOMb/BUNPOOYBaHHS cepii - Y
3B’A3KY 3 PO3LUMPEHHSAM roCnoAapChKol QisiNbHOCT 3
BMPOGHMLTBA fnikapCcbkux 3acobiB, BUHMKNA
HeoOXiaHICTb 3aMiHn agpecu AinbHUL,
BignoBiganbHoI 3a BUMNyck cepii. 3MiHN BHECEHI B
iHCTpYKLUil0 ANs MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ainu "BupobHuk",
"Micue3HaxogkeHHs BUpobHuKa Ta oro agpecu
Micusi NpoBaKeHHs AiSnbHOCTI" 3 BigNOBIAHMMM
3MiHaMK B TEKCTi MapKyBaHHS YNaKoBKMW NiKapCbKOro
3acoby. BBegeHHs1 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPKEHHS; 3MiHM | Tuny - 3MiHK Wono
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - BBegeHHs 00aTKOBOrO TEKCTY MapKyBaHHS!
6e3 iHpopMmalii pocilicbkoto MOBO Ta Jo6aBNEHHS
iHdpopmaLii ctocoBHO cuctemn S| Ha NepBUHHIN
ynakoBLi, KOHKpeTU3aLji NoroTnny Ha BTOPUHHIN
ynakoBLi. BBegeHHs1 3MiH NpoTarom 6-Tn micsuis
nicnsa 3aTBepAXXEHHs!

3a
peuenmom

He
nidnsieae

UA/15275/01/01

63.

EBKA®IIINT
® KCuno

crpew HasanbHui,
nosoaHuii 0,1 % no
10 mn y cpnakoHax
CKINSHUX 3

NAT
"Ximdbapm
3aBof
"YepBoHa

YkpaiHa

NAT
"Ximhapmsasog
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHn
| Tuny - 3MiHn Wwopao 6e3neku/edeKTUBHOCTI Ta
dapmakoHarnagy. 3miHa yactotu Ta/abo TepMiHiB
nofaHHs perynsipHo OHOBMHOBAHUX 3BITiB 3 6e3neku

6e3
peuenma

UA/17019/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
po3nunoBavyem 3ipka" nikapcbkux 3acobis - 3MiHa 4YacToTh Ta TEPMiHY
HasanbHuM; no 1 NOAAHHS PErynsipHO OHOBMIOBAHOIO 3BiTYy 3 6e3neku
bnakoHy B nayui 3 nikapcbkoro 3acoby: [itoya pegakuis:
KapTOHY; YacToTa nogaHHs PO3b — 8 pokiB;
no10 mny KiHueBa gata ans BkntoyeHHst gaHnx go PO36 —
cnakoHax 31.05.2020 p;
noniMepHux 3 [ata nogaHHsa — 29.08.2020 p.
posnuniosayem lMponoHoBaHa pepakuis:
HasanbHuMm; no 1 Yactota noganHsa PO36 — 3 poku;
bnakoHy B nayui 3 KiHueBa nata ans BknodeHHs gaHnx o PO36 —
KapTOHY 31.05.2023 p;
[ata nogaHHa — 29.08.2023 p.
64. | EBETPEKC Tabnetku no 10 wmr, [eTepo IHais [eTepo ab3 IHais BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MiHN 3a - UA/19716/01/01
no 7 Tabnetok y Jlab3 Jlimiten | Tvny - 3miHn Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom
Gnictepi, no 4 Nimiten capmakoHarnsgy. BeegeHHs abo 3miHM oo
Gnictepu y y3aranbHeHVX AaHunxX Npo cucTeMy dapmakoHarnsgy
KapTOHHIN kopobLi (BBEAEHHS y3aranbHEHWX AaHuX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
KOHTAKTHOI 0cobu 3 hapmakoHarnsagy 3asiBHUKa Ansi
34iNCHEHHA hapMakoHarnsgy B YKpaiHi, AKWo BOHa
BigMiHHa Bif, yNOBHOBa)keHOI 0cobu, BignosigansHoi
3a 3[incHeHHsA dhapmakoHarnagy (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
cavina cuctemn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JAHMX YNOBHOBAXXEHOI 0CObM 3asiBHMKA,
BigMNoBiganbHoi 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
dapmakoHarnsg B YkpaiHi. [litoya pepakuis: Hypies
EnpaHiz AnimoBuy. NponoHoBaHa pedakuis:
Tonokesuny Bonogumup KOpiioBud. 3miHa
KOHTaKTHUX JAHMX KOHTAKTHOI 0COOM 3asiBHMKA,
BignosiganeHoi 3a dpapmakoHarnag B YkpaiHi
65. | EKCTPAKT NopOLLIOK AT YkpaiHa PiHuenbbepr HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHu - - UA/17562/01/01
BAJEPIAHU (cybeTaHuisa) y "®apmak” M6X & Ko. KT | Tuny - AgMiHicTpaTuBHI 3MiHW. 3miHa
BOOHO- MiLLKax HalMeHyBaHHs1 Ta/abo agpecu 3asiBHMKA (BNacHWKa
CMUPTOBUWU | nonieTuneHosux peecTpaLinHoro noceig4eHHs) 3miHa Tuny
CYXun ans aKUiOHepHOro TOBap1CTBa, HaNMeHYBaHHS Ta Ha3Bn
dapmaLeBTUYHOro BYNnuLi 3a MicLie3HaxomkeHHsM ToBapucTea
3acTOCyBaHHS
66. | EKCTPAKT NOPOLLIOK AT YkpaiHa PiHuenbbepr HimeyumHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn - - UA/17586/01/01
NNCcT4 (cybeTaHuis) y "®apmak” M6X & Ko. KT | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
MENICU MiLLKax HaiMeHyBaHHs Ta/abo agpecu 3asBHUKA (BnacHuKa
CyXun nonieTUneHoBnx peecTpaLinHOro noceig4YeHHs) 3miHa Tuny
ansi aKUioOHEpHOro TOBapuCTBa, HaMEHYBaHHsI Ta Ha3BU
dapmaLeBTU4HOro BYNULi 32 MicLie3HaxomkeHHsM ToBapucTea
3aCcTOCyBaHHA
67. | ENEYTEPOK KopeHeBuLa 3 TOB YkpaiHa BUMYCK cepii: Natsis/ BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHK - - UA/17020/01/01
OKY KOpeHsamu "ENMIC- TOB «ENMICy, Kutan | Tuny - AgmiHicTpaTuBHI 3miHW. 3MiHa
KOPEHEBMLL | (cyb6cTaHuis)y YKPAIHA" JlaTBist HaiMeHyBaHHs1 Ta/abo agpecy MicLa NPOBaAKEHHS
A3 MiLLKax 3aroTieng, [isiNbHOCTI BUPOGHMKa (BKINOYakyu, 3a
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOPEHAMMU noninponineHoBux BUCYLLYBaHHSA, HeoObXigHOCTI, MicLie NpoBeAEeHHS KOHTPOSHO SKOCTI),
ans noapibHeHHs, abo BnacHuka mactep-caina Ha AdI, abo
bapmaLeBTUYHOrO nakyBaHHS: nocravanbHuka A®l/BuxigHoro
3acToCyBaHHs YarnHa Mexeko MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, LLO
KopnopereH 3aCTOCOBYHOTLCS Y BUPOOHULTBI API (sKLLO
TaHrry ®ekTopi, 3a3Ha4yeHo y [OCbE Ha Nikapcbkuii 3acib) 3a
Kutan BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€sponencbkint hapmakonei y 3aTBepaxXeHoMy
nocke, abo BUpobHMKa HOBOI LOMOMIXKHOT pe4OBMHM
(AKLLO 3a3HaYeHO Y AOChE) - 3MiHa agpecu
BupoGHMKa TOB «ENMICx», wo Bignosiaae 3a Bunyck
cepii; 3MiHuM | Tuny - 3miHK 3 skocTi. APL. KoHTponb
A (iHWi 3miHN) - BUKNageHHs MeToAiB KOHTPOso
SIKOCTi Ha Nikapcbki 3ac06K yKpaiHCLKOK MOBOIO;
npuBefeHHa po3ainy «laeHtudikauia. A»
cneumikauii oo peaakuii posginy «laeHTudikauis.
A» MeToaiB KOHTPOIO; BUNPABIEHHA TEXHIYHOI
nomunkn y p. «laeHtuaikauis C» (npuBeaeHHs
OOBXWHM XBWMi B Tabn. 1 MeToAiB KOHTPOSO
BiAMOBIAHO A0 YMOB XpomarorpadyBaHHs)
68. | ENI®OP TabneTtku Mdparizep CWA Bupo6HuLTBO, Ipnangis/ BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a - UA/14972/01/02
NPOSOHroBaHoI Aii Eny.Ci.Mi. nepBUHHE Ta Himeyunna | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
no 50 mr; no 14 Kopnopen BTOPUHHE HanmMeHyBaHHA Ta/abo agpecu micus NpoBagXeHHs
Tabnetok y Gnictepi; LUH nakyBaHHs, nisinbHOCTI BUpOGHMKa/imnopTepa roToBoro
no 2 6nictepu B KOHTPOIb SKOCTi: nikapcbkoro 3acoby, BKIoYaouM AinbHUL BUMYCKY
KapTOHHIN kopobLyi Mdbansep Ipnangis cepii abo micue NpoBeAeHHS KOHTPOIHO SKOCTI.
dapmacbioTikans, (misnbHicTb, 3a sky Bignosiaae BMpobHUK/imnopTep,
Ipnangis He BKI0Yakuy BUMYCK Cepill) YTOUYHEHHS agpecu
MNepBrHHE Ta BUpOBHMKa roToBOro nikapcbkoro 3acoby, Lo
BTOPUHHE BignoBigae 3a BUPOGHWLTBO, NEPBUHHE, BTOPUHHE
nakyBaHHs1, BUNYCK nakyBaHHsi Ta KOHTponb sikocTi - Pfizer Ireland
cepii: Pharmaceuticals, Ireland, a came - BunyyeHHs cnis
Mdpanzep "Co. Kildare" i3 TekcTy agpecw, 6e3 3miHu micus
MeHtobekyypuHr BMPOGHMUTBA.
Oonuneng M'mobX,
HimeyunHa
69. | ENI®POP Tabnetku Mdpanzep CLUIA BupobHuuTBoO, IpnaHgis/ BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a - UA/14972/01/01
NPOJIOHrOBaHOI Aii Eny.Ci.NMi. nepBuHHe Ta HimeyunHa | Tuny - AgMiHicTpaTuBHI 3mMiHW. 3MiHa peuenmom
no 100 wr; no 14 Kopnopen BTOPUHHE HaliMeHyBaHHs Ta/abo agpecu Micus NpoBagXeHHS
TabneTtok y 6nictepi; LWH nakyBaHHs fisinbHOCTI BUPOGHMKa/imnopTepa rotToBoro

no 2 6nictepu B
KapTOHHiIl kopobui

KOHTPOIb SKOCTI:
Mdpawnzep IpnaHais
dapmacbioTikans,
IpnaHais
MNepBuHHE Ta
BTOPWHHE
nakyBaHHSI, BUMyCK
cepii:
Mdpansep
MeHodek4ypuHr
Honuneng N'méX,

nikapcbkoro 3acoby, BKIMHOYa4u AinbHULL BUMYCKY
cepii abo micue NpoBeAeHHS! KOHTPOMIO SIKOCTI.
(misnbHicTb, 3a siky Bignosiaae BMpobHUK/iMnopTep,
He BKI0Yal4M BUMNYCK Cepiln) YTOUYHEHHS agpecu
BMPOOHMKa roTOBOrO nikapcbkoro 3acoby, Lo
BignoBsigae 3a BUpOOHULTBO, NEpPBUHHE, BTOPUHHE
nakyBaHHs Ta KOHTponb sKocTi - Pfizer Ireland
Pharmaceuticals, Ireland, a came - BunyyeHHs cnis
"Co. Kildare" i3 TekcTy agpecw, 6e3 3miHu micus
BMPOGHMLTBA. 3MiHM | TMny - 3MiHM 3 AKOCTI.
"oTOBMI Nikapcbkuit 3aci6. 3MiHWM Y BUPOBHULITBI.
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

HimevuunHa

3MiHM y npoueci BUpOGHMLTBA rOTOBOTO NikapCbKoro
3acoby, BKMYa4YM NPOMKHUA NPOAYKT, L0
3aCTOCOBYETLCS MNPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3Ha4Ha 3MiHa y npoLeci
BMpoOHMUTBaA) HesHayHa 3miHa y npoueci
BMPOGHMUTBA - AOAaBaHHS Yacy 3MillyBaHHs Ans
Tabnetok 100 Mr Ta BenuynHoto napTii 540 kr.
XKopgHux dakTnuHmx 3miH 40 BUPOGHUYOro npoLecy
BHeceHo He Byno - Ls iHdopMaLlis BHOCUTLCS 3
METOI YTOYHEHHS AaHMX 04O 3MiLLyBaHHS
Tabnetok 100 mr. 3aTBepmxkeHo: 3.2.P.3.3
Description of Manufacturing Process and Process
Controls Detailed Description of the Method of
Manufacture: Compressed Tablet Core Step 5, Final
blend time Add the remaining Hypromellose 2208
and Talc into a diffusion blender and mix for
approximately 5 to 7 minutes. (Note: Blend times
should be approximately 7 to 12 minutes for 612 kg
batch size for 50 mg strength). 3anponoHoBaHo:
3.2.P.3.3 Description of Manufacturing Process and
Process Controls Detailed Description of the Method
of Manufacture: Compressed Tablet Core Step 5,
Final blend time Add the remaining Hypromellose
2208 and Talc into the Step # 4 diffusion blender
and mix for approximately 5 to 7 minutes. (Note:
Blend times should be approximately 7 to 12
minutes for 612 kg batch size for 50 mg strength and
approximately 5 to 15 minutes for 540 kg batch size
for 100 mg strength).

70.

ENOKOM®

ma3b 0,1 % no15r
abo 30 ry Ty6i; no 1
Ty6i y KApTOHHIV
KopoobLi

OpraHoH
CeHTpan
lct Tm6X

LLsenuapi
a

OpraHoH XelicT 68

Benbrisa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHW
| Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHm oo
y3aranbHeHVX JaHuxX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHUX AaHKX Npo cucTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
BignoBiganeHoI 3a 34iMCHEHHS chapmMakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asiBHuWka ans
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif ynoBHOBaeHOi ocobwu, BianoBigansHoi
3a 3[jiicHeHHs1 hapmMakoHarnagy (Bkrvaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
arina cuctemu chapmakoHarnsigy) - 3miHa
yrnoBHOBaXeHoi ocobu 3asiBHUKa, BiANOBIiganbHOI 3a
chapmakoHarnsg,.

[itova pepakuis: MapiaHHa Bank-KopTteHpaag.
[MponoHoBaHa pepakuis: okTop ®epHaHaa
TaBapec. 3MiHa KOHTAKTHUX AaHMX YNOBHOBaXEHOI
ocobu 3aABHUKKa, BianosigansHOI 3a
hapmakoHarnsig. 3miHa MicLe3HaxomKeHHst MacTep-
danna cuctemu papmakoHarnagy

3a
peuenmom

UA/6293/01/01

71.

EHOODAINBK

NOpOLLOK Ansa

Op. ®anbk

HimeyuymH

Op. ®anbk Papma

Himevyumnna/

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHW

be3

nidnsiecae

UA/4197/01/01
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
oparnbHOro PO34mHy; dapma a 'M6X, HimeuyunHa ITania | Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta peuenma
no 55,318 r b6X (ignoBiganbHun dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui

MOPOLLKY Y NakeTi;
no 6 naketiB y
KOpOOGLi 3 KapTOHY

3a BUMYCK cepii
KiHLLEBOIo
npoaykTy Ta
anbTepHaTMBHE
BTOPUHHE
nakyBaHHs1); Knoke
dapma-Cepsic
'mM6X, HimewunHa
(BMPOBHYMK
[030BaHoi hopmu,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs);
JlosaH dapma
'm6X, Himeuunna
(BMPOGHUK
[030BaHoi hopmu,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs);
C.LL.T. c.p.n.
Cepsisio
IHTepHauioHane,
ITania (BMpobHMK
[030BaHol hopMu,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs1)

nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
iHCTPYKLUii 4Na MeaM4HOro 3acTocyBaHHs Ha nigcTasi
perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, NPOBEAEHMX BiAnoBigHO
00 nnaHy negiatpuyHmnx gocnimkeHb (PIP) (iHwi
3MiHM). 3MiHM BHECEHO A0 IHCTPYKLUii ANa Mean4Horo
3aCcToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
"B3aemogisi 3 iHWMMKM nikapcbkumn 3acobamu Ta
iHWi BMAwn B3aemogin" ta "OcobnmBocTi
3acTocyBaHHs" BignosigHo oo pekomeHaauin PRAC.
BBegeHHs 3MiH NpoTArom 6-Tn micauis nicns
3aTBepAKEHHS. 3MiHn | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHa
y KOPOTKili XapakTepucTumLi nikapcbkoro 3acofy,
TEKCTi MapKyBaHHS Ta iHCTPYKLUii ANs MeanyHoro
3acTocyBaHHA Ha niacTaBi perynsipHo
OHOBIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby,
abo gocnimxkeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
NpOBEAEHNX BiANOBIAHO 4O NnaHy negiatpuyHux
pocnigkeHb (PIP) (iHwi 3MiHK). 3MiHM BHECEHO A0
IHCTPYKLUii ANS MeAUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao posginis "Baaemogis 3
iHWKMMK nikapcbkuMy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnueocTi 3actocyBaHHs", "MobiyHi
peakuii" BignosigHo Ao pekomeHaauin PRAC.
BBeaeHHs 3MiH NnpoTsrom 6-Tu Micauis nicns
3aTBepakeHHs. 3minm Il Tuny - 3miHn wWoao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy. 3MiHn
Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans MeanyHoro
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW JAHVMMU 3 SIKOCTI,
DOKMIHIYHUMW, KNIHIYHUMKW JaHUMW Ta JaHUMK 3
apmakoHarnsgy. 3mMiHM BHECEHO A0 iHCTPYKLiT Ans
MEeOUYHOro 3aCTOCyBaHHsI NiKapcbkoro 3acoby Ao
po3ginie "®apmMakornoriyHi BnactueocTi”,
"MpoTunokasaHHs", "B3aemogisa 3 iHWMmn
nikapcbknumun 3acobamu Ta iHWi BUAM B3aemogin”,
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaak”, "Cnocib 3actocyBaHHsi Ta Ao3n",
"MepenosyBaHHsa", "MNobiyHi peakuii" BianoBiaHo 8o
marepianis peecTpaLinHOro AOChbE, a TaKoX A0
po3aginy "Micue3HaxomkeHHs BUpobHKKa Ta agpeca
MiCLsi NPOBaPKEHHS MO0 OisanbHOCTI" (kopekLuis
HanucaHHsA Ha3Bu po3ainy). B posgin "Mo6ivHi
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
peakuii" iHCTpyKUii BHeceHa iHdhopmalLis npo
HeobXiaHICTb NOBIAOMINSTY NPO YCi BUNaaKM
nigo3proBaHNX NobiYHUX peakLii Ta BigCyTHOCTI
eeKTUBHOCTI Nikapcbkoro 3acoby. BeegeHHs 3MiH
npoTSArom 6-Tm MicsAUIB NicNs 3aTBEPAXKEHHS.
72. | EHTUBIO® NOPOLLIOK A451s Takena [anis BUpobHMuTBO M3 CLUA/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a - UA/15405/01/01
KOHLieHTparty Ans dapma Ta nepBuHHe ITanis/ | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom
po34nHy Ans A/IC naKyBaHHs: AscTpis/ 3MiHM y BUpPOBHMUTBI. 3MiHM Y npoueci BUpobHULTBa
iHdy3in no 300 mr; Xocnipa, IHK., Benuka roTOBOrO JlikapCbKoro 3acoby, BKo4aum
NOpOLLOK ANg CLA, CLLA BpwuTaHis/ NPOMIXXHWI NPOAYKT, L0 3aCTOCOBYETLCA NpU
KOHLieHTparty Ans BMpobHuuTBO M3, | HimevunHa/ BMPOOHWLTBI rOTOBOrO fMikapCcbKoro 3acoby
KOHTPOSb AKOCTI AnoHia (He3Ha4Ha 3MiHa y npoueci BUpoOHMLTBA) BHECEHHS

PO34mMHY Ans
iHdy3in y bnakoHi;
no 1 dnakoHy y

KapTOHHIl kopobui

cepii:
"CTepunbHicTb",
"MexaHi4Hi
BKITIOMEHHS",
nepBuHHe
naKyBaHHs:
MaTeoH ITania
C.M.A., ltania
BTOPUHHE
nakyBaHHsi Ta
[03BiN Ha BUMYCK
cepil:
Hendapm Hoapa
C.p.n., Itania
BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTI
cepii, 4O3BIN Ha
BUMYCK cepii:
Takena ABcTpis
MmM6X, ABCTpisi
KOHTPOMb SIKOCTI
cepii:
KoBaHc
INabopaTopis
JimiTen, Benuka
BpuTaHis
KOHTPOMb SIKOCTI
cepii:
"CTepunbHicTb" Ta
"BakTepianbHi
€HOOTOKCUHN":
Bikxem
JlabopaTopis
Tlimiten, Benuka
BpuTaHis
KOHTPOMb SIKOCTI
cepii:
"BusHaveHHs

He3Hau4HMX 3MiH y npouec BUPOBHMLTBA fikapCbKoro
3acoby Ha BMpPOOHUYIn ainbHUui MaTeoH Itanis
C.M.A., Itanis ans BNpoBamxeHHs anbTepHaTUBHUX
pe3epByapiB 3 HepXaBitovoi cTani anga
npurotyBaHHs Bydepis, 3 BiANOBIAHUMY 3MiHaMK B
po3ain 3.2.P.3.3. Onuc BupoGHMYoro npoecy Ta
KOHTpOIo npouecy
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3B'A3yBaHHA":
Yapnbs Pisep
JlabopaTopis
Himeuumna Mv6X,
HimeuyunHa
BUpoGbHMUTBO M3,
KOHTPOMb SIKOCTI
cepii, nepBuHHe
nakyBaHHS:
Takepa
dapmachbtoTikan
Komnani JlTa.,
Xikapi nnaHT,
AnoHisa
73. | ECCEHUIAN PO34MH NS iH eKUN, TOB YkpaiHa nakyBaHHS, Ykpaina/ BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a - UA/8626/01/01
E®H 250 mr/5 mn Ne 5: no "Onenna MapKyBaHHS, Icnanis | Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
5 mn B amnyni; no 5 Xenckea KOHTpOrb Ta dapmakoHarnsgy. 3miHa yactotn Ta/abo TepmiHiB
amnyn y KOHTYpPHin YkpaiHa" BuUnyck cepii: AT NoAaHHs perynsipHoO OHOBIIOBaHKX 3BiTIB 3 6e3neku
YapyHKOBI ynakoBLi "Tannudapm”, nikapcbkux 3acobis - 3MiHW y gaTax nogaHHs
B KapTOHHI kopobui YkpaiHa; perynspHO OHOBIOBAHOrO 3BiTy 3 6e3neku.
BUPOBHMUTBO, [Litova pepakuis: YactoTa nogaHHs perynspHo
nakyBaHHs, OHOBIOBaHOrO 3BiTy 3 6e3nekn 5 pokis.
MapKyBaHHS, KiHueBa aata ans BknoveHHs AaHnx o PO3B -
KOHTPOSb Ta 25.01.2027 p. JaTa nogaHHsa - 25.04.2027 p.
BUMYCK Cepii: [NponoHoBaHa peaakuis: Yactota nogaHHs
PAMAP XEJIC perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekun 5 pokis.
KEAP CEPBICI3 KiHueBa gata ans BkntodeHHs gaHux no PO36 -
MAOPWO, C.AY., 01.10.2026 p. Oata nogaHHs - 30.12.2026 p.
Icnanis PekomeHa0BaHO [0 3aTBEpKEHHS BignoBigHO A0
nepioAnMYHOCTI NOAAHHS PerynsipHO OHOBIOBAHMX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C
74. | ECCEHUIAN kancynu no 300 mr TOB YkpaiHa BUPOBHMLTBO, HimeuyunHa/ | BHECEeHHSsl 3MiH JO peecTpaLiiHX MaTepianis: 3MiHn be3 - UA/8682/01/01
€® ®OPTEH | Ne 30 (10x3): no 10 "Onenna nepBUHHE Ta MonbLa | Tuny - 3miHn wopo 6e3nekn/edekTnBHOCTI Ta peuenma
Kancyn y énicrepi, Xerickea BTOPUHHE apmakoHarnsgy. 3miHa yactotu Ta/abo TepmiHiB
no 3 6nictepn y Ykpaina" nakyBaHHs, NOAAHHS perynspHO OHOBITIOBAHUX 3BITiB 3 6e3neku
KapTOHHiI kopobuyj; KOHTpOrb Ta nikapcbkux 3acobiB - 3MiHM y AaTax nogaHHst
Ne 100 (10x10): no BUMYCK Cepint: perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku.
10 kancyn'y En. HattepmanH [Mitoya pepakuis: Yactota nogaHHs perynsipHo
6nictepi, no 10 eHg Carni. FTM6X, OHOBOBaHOrO 3BiTYy 3 6e3nekn 5 pokis.
GnicTepiB y Himeuyunna KiHueBa gata ans BknoYeHHs gaHux no PO36 -
KapTOHHIl kopoOLi nepBuHHE Ta 25.01.2027 p. JaTa nogaHHs - 25.04.2027 p.
BTOPUHHE MponoHoBaHa pepakuis: YactoTa nogaHHst
nakyBaHHs1, BUNYCK perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku 5 pokis.
cepin: KiHueBa gata ans BkntoyeHHst gaHux go PO36 -
Onenna Xenckea 01.10.2026 p. Oata nogaHHs - 30.12.2026 p.
MonaHp Cn. 3 0.0., PekomeHgoBaHoO A0 3aTBepaKEHHS BignoBigHo A0
MonbLwa nepioaNYHOCTI NOAAHHS PerynspHO OHOBIIOBAHMX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C.
75. | ECTIBA 600 TabneTtkn, BKpUTI leTepo IHais FETEPO NAB3 IHais BHECEHHS 3MiH O peeCcTpaLiiHMX maTtepianis: 3MiHN 3a - UA/1590/02/01
obornoHkot, no 600 Jla63 NIMITEQ | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
mr, no 30 TabneTok TNimiten dapmakoHarnsigy. BeegerHs abo 3MiHu go
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

y KOHTenHepi; no 1
KOHTEeWHepy B
KapTOHHIl kopobui

y3aranbHeHUX AaHux Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHMX NPO cUcTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOi 0cobu 3 chapmakoHarnsay 3asiBHuUKa Ans
3piicHeHHs hapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, yNOBHOBaXXeHOI 0cobM, BignosigansHoi
3a 3[incHeHHsA dpapmakoHarnagy (Bkrovaymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
chanina cuctemn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOI 0COOU 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
dapmakoHarnsa B YkpaiHi. [litova pepakuis: Hypies
EnpaHiz AnimoBwud. lNMponoHoBaHa pedakuis:
Tonokeeuny Bonogumup KOpiioBuy. 3miHa
KOHTaKTHUX AaHWUX KOHTAKTHOI 0COOW 3asiBHUKA,
BiANOBIgaNbHOI 3a hapMakoHarnag B YKpaiHi

76.

€BPO®EHAK

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto, no 100
mr; no 10 TabneTtok
y bnictepi; no 3 abo
no 10 GnicTepiB y
KapTOHHIl kopobui

Pisodhapm
CA

LLisenuapi
a

Pisocapm CA

LLsenyapis

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tuny - AgmiHicTpaTunBHI 3MiHW. 3MiHa Ha3BuM
nikapcbkoro 3acoby
3MiHV BHECEHO LWoAo Ha3BM MikapCbKoro 3acoby.
3atBepaxeHo: EYPOPEHAK (EUROFENAC)
3anponoHoBaHo: EBPOPEHAK
(EUROFENAC). 3MmiHu | Tvny - 3MiHu wopo
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHwi
3MiHM) 3MiHN BHECEHO B TEKCT MapKyBaHHS Ha
NEePBUHHIN Ta BTOPUHHIN ynakoBLi LWoAo Ha3Bu
nikapcbKoro 3acoby, yTOYHEHHS BUKITaAeHHS
iHdbopMaUii Wwoao Aatn TepMiHy NpuaaTHOCTI,
Homepy cepii Ta Homepy Pr1, y n. IHWE wopo
oroTuniB KOMMNaHin (BMpobHKKa Ta KOMMaHii, Wwo
3[iNCHIOE MapKETUHT), TEXHIYHOI iHdopmaulii
BUPOGHMKa (kogw).

3a
peuenmom

He
nidnsieae

UA/19990/01/01

77.

ECOM

niodpinizat gna
PO34MHY AnS iH'eKuin
Ta iHdpysin, no 40 mr
1 dprakoH 3
niodpinizatom y
KopoOGLi

Acnipo
dapma
Nimiten

IHais

Acnipo ®apma
Timiten

IHais

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHK
| Tuny - 3MiHn WwWopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn o
y3aranbHeHVX AaHnxX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEeHUX AaHuX Npo cucTemMy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOI 0cobu,
BignoBiganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOT 0cobu 3 hapmakoHarnsay 3asiBHuKa ans
34iicHeHHs dapmakoHarnagy B YKpaiHi, SKLWLO BOHa
BiAMiHHa Bif, yNOBHOBaXXeHOI 0co0M, BignoBigansHoi
3a 3[ilicHeHHs1 hapmakoHarnagy (Bknovarym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
davina cuctemu hapmakoHarnsagy). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0COOU 3asiBHYKA,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
¢apmakoHarnsg B YkpaiHi. fitoda pegakuis: Hypies

3a
peuenmom

UA/17184/01/01
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
EnpaHiz AnimoBwuu. lNMponoHoBaHa pefakuis:
Tonokesuny Bonogumup KOpinosuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu 3asiBHWMKa,
BigNoBiganbHoi 3a dhapMakoHarnag B YKpaiHi.
78. | )XKEBTAHA® KOHLieHTpart Ans TOB Ykpaina CaHogi-ABeHTiC HimeyvunHa BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn 3a He UA/11582/01/01
pPO34MHy Ang "CaHodi- Honunang MvbX | TMny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom nidnsieae
iHdpysin, 60 mry 1,5 ABeHTiC HalMeHyBaHHs Ta/abo agpecy Micus NPOBaAXEHHS!
mnno 1,5 mn YkpaiHa" LisinbHOCTI BUPOGHMKa/iMnopTepa rotToBoro
KOHLeHTpaTy y nikapcbkoro 3acoby, BKMHYa4u AinbHULL BUMYCKY
bnakoHi y KOMNNekKTi cepii abo micLie NpoBefeHHS KOHTPOJTHO AKOCTI.
3 PO3YNHHMKOM MO (misinbHicTb, 3a Aky BignoBiaae BUPObHMK/iMNopTep,
4,5 mn (eTaHon 96 BKITHOYaK04M BUMYCK CEPINA) -
%-13 % (m/m), BOAa AamiHicTpaTMBHa 3miHa agpecu BUpobHuka 13,
ans iH'ekyin) y BigMNoBiganbHOro 3a NOBHUIM LMK BUPOGHMLTBA
cnakoHi; no 1 BKIOYaK4mM BUMYCK Cepii, 3 METOK NPUBEAEHHSA Y
bnakoHy BignoBigHICTb 4O OHOBNEHOro opuriHansHoro GMP
KOHUeHTpaTy Ta 1 cepTudpikaTy Ta niueHsii Ha BUpobHuuTBO. Hassa Ta
bnakoHy BUPOBHMYA AinbHULSA 3anuwatTbes 6e3 3MiH, BCi
PO34YMHHUKA B BUPOGHMUI onepauii 3anmwarTbest HE3MIHHUMU.
KapTOHHIN kopobui
79. | 30JIA®PEH TabneTkn, BKPUTI AT Monblwa BUPOBHMK "in Monblwa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a - UA/2604/01/01
060roHKo, No 5 mr "Apnaven bulk", nepuHHoOro | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
no 30 Tabnetok y Papma"” Ta BTOPUHHOIO dapmakoHarnsaay (iHwi 3miHu) - 3MiHN BHECEHO Y
Gnictepi; no 1 nakysaHHsa: AT TEKCT MapKyBaHHSA BTOPUHHOT YNAKOBKM JiKapCbKOro
bnictepy y "Apaven ®apma", 3acoby y n.12 HOMEP PEECTPAL|IMHOIO
KapTOHHIl kopoOLi MonbLa; MOCBIOYEHHA. BBeneHHs 3MiH NpoTArom 6-tu
KOHTPOrb SIKOCTI, MicsLiB Micnsi 3aTBEpOXKEHHS.
[A03BIN Ha BUMYCK
cepii:
AT "Apamvep
Papma", Monbuia
80. | 30NNA®PPEH TabneTkn, BKpUTI AT MonbLa BMPOBHMK "in Monbuya BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn 3a - UA/2604/01/02
obonoHkoto, no 10 "Apnamen bulk", nepsuHHoOro | Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
mr; no 30 TabneTok Papma” Ta BTOPUHHOIoO dapmakoHarnsagy (iHwi 3miHu) - 3MiHN BHECEHO Y
y bnicTepi; no 1 nakyBaHHs: AT TEKCT MapKyBaHHSA BTOPUHHOI yNaKoBKM NiKapCbKOro
Gnictepy y "Apamven ®apma”, 3acoby y n.12 HOMEP PEECTPAL|IMHOIO
KapTOHHIl kopoOLi MonbLa; MOCBIOYEHHA. BBegeHHs 3MiH NpoTArom 6-tu
KOHTPOIb SIKOCTI, MicsILiB Micnsi 3aTBEPOXKEHHS.
[03BiN Ha BUMyCK
cepii:
AT "Apamven
Papma", Monbla
81. | 3ONIEQPOHO | koHueHTpaT Ans Mictpan AHrnig BMPOGHMLTBO, Mapokko/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn 3a - UA/19380/01/01
BA KUCINOTA | po3sunHy gns Kenitan nakyBaHH4: Icnania | TMny - 3MiHu 3 sikocTi. CepTudpikart peuenmom
-BICTA AC iHdpy3in, 4 mr/5 mn, MeHeaxm Cotema, Mapokko BignoBigHocTi/E-cepTudikat BignoBigHOCTi
no 5 mn y donakoHi; eHT BUNYCK cepii: €Bponelicbkint hapmakonei/moHorpadii. 3MiHu,
no 1 donakoHy B Nimiten CiHTOH Xicnanis, noB'A3aHi 3 HeOOXIAHICTIO NpMBEOEHHS Y
KapTOHHiI kopobuyi C.N., IcnaHia BiANOBIAHICTbL A0 MoHorpadii AdY abo

€Bponencbkoi hapmakonei, abo iHLWOI HauioHanbHOI
dapmakonei gepxasu €C (3miHa y cneumdikawii
HedpapmakonenHoro APl ans npuBegeHHs y
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
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3acoby ynakoeka) noceio4yeHHs1
BignoBigHicTb g0 Bumor AdY abo €Bponenchbkoi
dapmackonei, abo iHLWOI HauioHanbHOi thapmakonei
nepxasu €C) - A®I - npuBeaeHHs cneundikauii Ha
LitoYy peyoBMHY KMCMOTa 3051e4pOHOBa MOHoriApaT
y BiANoOBigHICTb A0 MoHorpadii Zoledronic acid
monohydrate Ph. Eur.
82. | 30JIEHOPOB | koHueHTpaTt Ans Mictpan AHrnis BMPOGHMLTBO, Mapokko/lcn | BHECeHHS 3MiH 40 peecTpaLiiH1X MaTepianis: 3MiHn 3a - UA/16475/01/01
ICTA po34nHy Ans Kenitan naKyBaHHs: aHis | Tuny - 3miHun 3 akocTi. CepTudikat peuenmom
iHdy3in, 4 mr/5 mn, MeHneoxm Cotema, Mapokko BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
no 5 mn y cpnakoHi; EeHT BignosigansHMn €Bponencbkin dapmakonei/MoHorpadii. 3MiHn,
no 1 cnaxkoHy B Timiteq 3a BUNyCK cepii: noB's3aHi 3 HeobXiAHICTIO NpUBeAEHHs y
KapTOHHIl kopobui CiHTOH Xicnanis, BigNoBIgHICTb 40 MoHorpadii 1dY abo
C.J1., IcnaHis €Bponeincbkoi hapmakonei, abo iHLWOoi HauioHanbHoI
dapmakonei gepxasu €C (3miHa y cneumdikauii
HedbapmakonenHoro APl ans npuBegeHHs y
BignoBigHicTb Ao Bumor Y abo €sponencbkoi
apmakonei, abo iHLWOi HauioHanbHOT hapmakonei
nepxasu €C) - AdI - npuBeaeHHs cneundikaii Ha
LitoYy peyoBMHY KMCNOTa 301e4pOHOBa MOHOriApaT
y BignNoBigHICTb A0 MoHorpadii Zoledronic acid
monohydrate Ph. Eur.
83. | 30TEK®-200 TabneTkn, BKpUTI OPIrAHO OAE EBepTomkeH IHAisa BHECEHHS 3MiH [0 peecTpauiiHMX MmaTepianis: 3MiHn bes nionszae UA/11501/01/01
NniBKOBOKO CUH Jland CaeHcms | TMny - 3MiHu 3 akocTi. FoTOBMIA NikapCbKuMin 3aciO. peuenma
o6onoHkoto, no 200 NAV®CA Timiten Cuctema koHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
mr; no 10 TabneTok €HCUN3 pPO3Mipy ynakoBKM FOTOBOIO NiKapCbKoro 3acoby
y bnicTepi; no 1 (E® 3ET ) (BUNYYEHHS yNakoBKN NEBHOMO PO3MipY) BUIyYEHHS
Gnictepy y yNaKoBKM rOTOBOrO Nikapcbkoro 3acoby, a came: no
KapTOHHIN kopobLyi 10 TabneTok y 6nictepi; no 10 GnicTepiB y KAPTOHHIW
KopobLi.
3MiHM BHECEHI B iHCTPYKLIi0 ANs Mean4YHOro
3aCTOCOBYBaHHS Nikapcbkoro 3acoby y po3ain
"YnakoBka" (BUIy4EHHS yNaKkoBK/ MEBHOIO Po3mipy)
SK Hacnigok y po3sain "Kateropis signycky".
BBeaeHHs 3MiH NnpoTsrom 6-Tu Micauis nicns
3aTBEPAKEHHS.
84. | 30TEK®-300 TabneTkn, BKpUTI OPrAHO OAE EBepTomxeH IHAis BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3miHn bes nionsizae UA/11501/01/02
NniBKOBOKO CWH Jland CaeHcus | TMny - 3MiHu 3 akocTi. FoTOBMIA NikapCbkuii 3aciO. peuenma
obornoHkoto, no 300 NANDCA Nimiten CucTtema koHTenHep/3akynoptoBanbHuUii 3acib. 3miHa
mr; no 10 TabneTok EHCK3 pPO3Mipy yNakoBKM rOTOBOrO NikapcbKoro 3acoby
y bricTepi; no 1 (E® 3ET ) (BUNYYEHHS YyNakoBKN NEBHOrO PO3MipY) BUIyYEHHS
Gnictepy y YMNaKoBKM rOTOBOrO JlikapCbKoro 3acody, a came: no
KapTOHHiIl kopobui 10 TabneTok y 6nictepi; no 10 GnicTepiB y KAPTOHHI
KopobLi.
3MiHW BHECEHI B iHCTPYKLiO AN MeanyYHoro
3aCTOCOBYBaHHS Nikapcbkoro 3acoby y po3ain
"YnakoBka" (BUIy4EHHS yNaKkoBKV NMEBHOIO po3mipy)
AK Hacnigok y po3ain "Karteropis Bignycky".
BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
85. | 30TEK®-400 TabneTkn, BKpUTI OPIrAHO OAE EBepTomKkeH IHais BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHn be3 nidnsieae UA/11501/01/03
NNiBKOBOKO CVH Jlaid CaeHcus | Tuny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib. peuenma
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ob6onoHkoto, no 400 NAVSCA Tlimiten Cuctema koHTelHep/3akynoptoBanbHuii 3acib. 3miHa
mr; no 10 TabneTok E€HCUN3 PO3Mipy YNakoBKM rOTOBOrO NikapcbKoro 3acoby
y 6nictepi; no 1 (E® 3ET ) (BMNYYEHHS1 YNaKoBKM NEBHOIO PO3Mipy) BUIyYEHHS
6nictepy y yNaKoBKM rOTOBOTO JikapcbKoro 3acoby, a came: no
KapTOHHiI kopobui 10 TabneTok y 6nictepi; no 10 GnicTepiB y KApTOHHil
KopobLi.
3MiHW BHeCeHiI B iHCTPYKLi0 AN MeanyHoro
3aCTOCOBYBaHHS Nikapcbkoro 3acoby y po3ain
"YnakoBka" (BUIy4YeHHs yNakoBKM NEBHOIO Po3Mipy)
SK Hacnigok y posain "Karteropis signycky".
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
86. | KANnbUIO PO34MH NS iH'EKLiN, TOB YkpaiHa MAT "lrannydcapm” YkpaiHa BHECEHHS 3MiH JO peecTpauinHUX maTepianis: 3MiHN 3a He UA/17873/01/01
xnoevg 100 mr/mn no 5 mn "APTEPIY | TMny - 3MiHu 3 akocTi. FoTOBMIA NMikapCbKnin 3aci6. peuenmom nidnseae
abono 10 mn B M nTa" CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
amnyni; no 5 amnyn ymoBax 36epiraHHsi roTOBOrO flikapCcbkoro 3acoby
Y KOHTYPHiW (iHLWi 3MiHW) 36iNbWEHHA TepMiHy NPUAATHOCTI
YapyHKOBIn roTOBOrO NiKapcbKoro 3acoby (3aTBepa)KEHO: TEPMIH
ynakosLi; no 2 npuaaTHOCTI 3 pOKK; 3anpPonNoOHOBaHO: TEPMIH
KOHTYPHi YapyHKOBI npuaaTHoCTi 4 pokun). 3MiHM BHECEHi B po3ain
ynakoBKM B nayui "TepMiH NnpuaaTHOCTI" B IHCTPYKLiO ANS MEANYHOro
3acTocyBaHHs Nnikapcbkoro 3acoby. BeeaeHHs 3aMiH
NpOTHArom 6-Tv MiCsILIB MiCNsi 3aTBEPOXKEHHS.
87. | KAMETOH- cnpen HasanbHun Ta | Toeapuct YkpaiHa ToBapucTtBeo 3 YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 6e3 - UA/2288/01/01
3[00POB'A OPOMYKO3HUIA, N0 25 BO 3 obmexeHoto | Tuny - 3miHun 3 akocTi. CepTudikart peuyenma
ry 6anoHiis obmexeHo BiAnoBiganbHIiCTO BignosigHocTi/lE-cepTudikaT BiANoBigHOCTI
3aX1CHUM 10 "®PapmaLeBTUYHa €Bponevicbkinn apmakonei/moHorpadii. NMoaaHHs
KOBMa4koM BignoBsina KoMnaHisa HOBOro abo OHOBMNEHOro cepTudikaTa BignNoBIgHOCTI
3abe3neyeHomy NbHICTIO "3popos's" abo Buny4eHHs cepTudikaTa BignoBigHOCTI
003Yy4nM "®papmaune €Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
KrnanaHoM-HacocoMm BTUYHA marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
Ta HasarnbHo KOMMaHis BVIKOPUCTOBYOTbCH Y BUpobHuuTBi A®I; ans
HacagKo- "3popos's" [OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
posnunoBayem 3 €Bponevicbkinn hapmakonei) - HoBui ceptudikat Big
3aXUCHUM HOBOro BMpOGHMKa (3aMiHa abo JONOBHEHHS)
KOBMAYKOM i [MogaHHsA HoBOro cepTudikaTa BigNoOBIgHOCTI
opanbHUM €sponelicbkint hapmakonei Ne R1-CEP 2013-148 -
posnunosayem; no Rev 00 ana A®I XnopbyTtaHony remirigpaty Bia
1 6anoHy y kopobui HOBOrO anbTepHaTMBHOrO BMpoGHUKa JSC
3 KapTOHYy OLAINFARM, Latvia.
88. | KAMETOH- cripen opoMyKo3Huii; | ToBapucT YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn bes - UA/2288/01/02
300POB'A no 25 r y 6anoi BO 3 obmexeHo | Tuny - 3miHK 3 sikocTi. CepTudikat peuenma
®OPTE 3abesneyeHomy obmexeHo BiAnoBiganbHIiCTO BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
KrnanaHoM-HacocoM, ) "®apmaueBTnyHa €Bponevicbkin dapmakonei/moHorpadii. NMogaHHA
HacagKo- Bignosiga KoMnMaHisa HoBoro abo OHOBMeHoro cepTudgikaTa BignNOBIAHOCTI
posnuniosayem Ta NbHICTIO "3popos's" abo Buny4eHHs cepTudikaTa BignoBigHOCTI
3axXMCHUM "dapmaune €Bponencekin dapmakonei: gna A®l; ans BuxigHoro
KoBMa4kom; no 1 BTUYHA maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
6anoHy y kopobui 3 KOMMaHis BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®I; ans
KapToHy; no 40 ry "3popos's" OOMOMDKHOT peyoBMHM (cepTudikaT BigNoBigHOCTI

drakoHi 3

€Bponeiicbkin dpapmakonei) - HoBui ceptudikaT Big
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
oparnbHUM HOBOrO BMpPOGHMKa (3amiHa abo 4ONOBHEHHST)
po3nuntoBanbHUM MoaaHHsa HoBoro cepTudikaTa BiANOBIAHOCTI
NPUCTPOEM Ta €Bponecbkin dapmakonei Ne R1-CEP 2013-148 -
3aXMCHUM Rev 00 anst A®I Xnop6yTtaHony remirigparty Big
KoBMaykom; no 1 HOBOrO anbTepHaTMBHOIO BUpoGHUKa JSC
cnakoHy y kopobLi 3 OLAINFARM, Latvia.
KapTOHY
89. | KAHOUBOP niodinisat ansa Acnipo IHAisA Acnipo ®apma IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK 3a - UA/17810/01/01
pPO34MHy Ang dapma Jlimiten | Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom
iHdy3in, no 200 wmr; Nimiteq capmakoHarnsgy. BeegeHHs abo 3miHv oo
no 1 cnakoHy y y3aranbHeHVX AaHnxX nNpo cuctemy dapmakoHarnsgy
Kopobui (BBEOEHHS y3aranbHEeHUX AaHWX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHv1Ka ons
34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cobM, BignosiganbHoi
3a 3giicHeHHs cbapmakoHarnsay (BKrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTaKTHOI 0cobu 3asiBHMKa, BiAMOBIiAanbHOI 3a
cbapmakoHarnag B YkpaiHi. [itouya pegakuia: Hypies
EnpaHiz AnimoBwud. lNMponoHoBaHa pefakuis:
Tonokesny Bonogumup KOpinosuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu 3asiBHWMKA,
BignosiganeHoi 3a dpapMakoHarnsg B YkpaiHi
90. | KEMBEP® TabneTkn, BKpUTI AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn 3a - UA/13977/02/01
NniBKOBOIO "®apmak” | Tuny - 3miHK 3 sikocTi. ADI. (iHWi 3MiHW) NnogaHo peuenmom
obornoHkKot, no 25 oHoBneHun DMF Ha gitody peyoBuHYy
mr; no 10 TabneTok [ekckeTonpodeHy TpoMmeTamorny Bif, 3aTBEPKEHOTO
y bnictepi; no 1, 3 BUpoGHKKa Saurav Chemicals Limited, IHgis
abo 5 bnicTtepiB y (3aTBepokeHo: DXT/AP DMF-EU/MAY/2020 (REV
nayui 3 KapToHy 03); sanponoHosaHo: DMF DXT/AP QOS-EU/REV-
01/09-07-2022).
91. | KENBEP® PO34MH AN iH'eKLN, AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn 3a - UA/13977/01/01
50 mr/2 mn; no 2 mn "®apmak” | Tuny - 3miHn 3 akocTi. ADI. (iHwi 3mMiHK) nogaHo peuenmom
B amnyni, no 5 oHosreHun DMF Ha gitody pevoBuHy
amnyn y 6nictepi, no AeKckeTonpodeHy TpoMeTaMony Bif, 3aTBEPAXKEHOro
1 abo no 2 6nictepun BMpo6HKKa Saurav Chemicals Limited, IHais
B MayLi 3 KApTOHY; (3aTBepakeHo: DXT/AP DMF-EU/MAY/2020 (REV
no 2 mn B amnyni, 03); 3anponoHoBaHo: DMF DXT/AP QOS-EU/REV-
no 5 a6o 10 amnyny 01/09-07-2022).
nadui 3 KapToHy
92. | KENBEP® rpaHynv ans AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn 3a - UA/18685/01/01
CALLE oparbHOro Po3yunHy, "®dapmak” | TMny - 3MiHu 3 skocTi. ADI. (iHwWi 3MiHM) nogaHo peuenmom

no25mrno25ry
cale, no 10, 20 abo
30 cawe y navui

oHoBreHun DMF Ha gitody peqoBuHy
AeKckeTonpodeHy TpoMeTaMony Bif, 3aTBEPAXKEHOro
BUpobHMKa Saurav Chemicals Limited, IHais
(3aTBepakeHo: DXT/AP DMF-EU/MAY/2020 (REV




48 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
03); sanponoHoBaHo: DMF DXT/AP QOS-EU/REV-
01/09-07-2022).
93. | KETO nntkocC LwaMnyHb; no 60 mn "nmeHmapk IHais "meHmapk IHais BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MiHN be3 - UA/10142/01/01
abo no 150 mny dapmacb dapmacbtoTrkan3 | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkui 3aci6. peuenma
cdnakoHi; no 1 loTUKan3 JTa. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
dnakoHy B Nro. MeToAax BUNpoOyBaHHSA roTOBOIO flikapCbKoro
KapTOHHiI kopobui 3acoby (He3HayHa 3MiHa y 3aTBEpMXEHNX MeToAax
BMNPOOyBaHHS). [Ins BU3HAYEHHS NOKa3HMKa
«B'askicTb» ogaeTbCcs anbTepHaTUBHUIA
BuckosnmeTp bpykdineaa mogeni DV Next model
00 3aTBepaxeHoi mogeni DV-II +Pro.
94. | KETOPOJAK PO34MH Ans iH'EKLN, AT IaTBis BUPOBHMK sIKMIA Natsis/ BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a He UA/17137/01/01
rPIHOEKC 30 mr/Mnno 1 mn B "I'piHoexc” Bignosigae 3a CnoBayuvHa | Trny - 3miHn Wwopao 6e3nekn/edpekTUBHOCTI Ta peuenmom nidnseae
amnyni; no 5 amnyn BWMNYCK cepil, dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui
B KOHTYpPHI BKMoYa4m nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
YapyHKOBIN ynakosLi KOHTPOIb IHCTPYKUIii AN MEAMYHOro 3aCTOCyBaHHSA Ha niacTasi
(nippoHi); no 2 abo cepii/sunpobysaH perynspHO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
20 KOHTYPHUX Ha: AT "lMpiHaekc", nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
YapyHKOBUX IaTtBis; BCi cTagii 3aCTOCYBaHHS Nikapcbkoro 3acoby B
yNakoBOK (NiggoHIB) BUPOBHMYOro nicnspeecTpauinHmn nepioa, abo sk pesynbtar
B MayLi 3 KapTOHY npowecy, Kpim OUiHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHUX BigNOBIAHO
BUMYCKy Cepii: 00 nNnaHy neaiatpuynHmx gocnigpkers (PIP) (3miny
XBM ®apma Y3rofpKEHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
c.p.o., opraHom)
CnoBay4nHa 3MiHM BHECEHO A0 IHCTPYKUiT ANS MeANYHOro
3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ain
"OcobnueocTi 3acTocyBaHHS" BiANoBiAHO A0
OHOBJIEHOI iHhopMmaLlii 3 6e3neku aitoyoi pevyoBUHU
95. | KOHTPAKTY renb, no 10, 20 abo Mepy HimeuunH BUPOBHMLTBO, HimeuunHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHn be3 nidnsieae UA/6090/01/01
BEKC 50 ry Ty6i; no 1 TyGi dapmach a nakyBaHHs, | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuenma
Y KapTOHHIl kopobui toTikanc KOHTPOIb SKOCTI i CrabinbHicTb. 3miHa y TepMiHax npuaaTHOCTi abo
mbX BUMYCK FOTOBOrO ymoBax 30epiraHHsi roTOBOrO MikapCbKoro 3acoby
nikapcbkoro (3MEHLLEHHs1 TepMiHY NpuAaTHOCTI FOTOBOrO
3acoby: nikapcbKkoro 3acoby) - [1ns TOproBoi ynakoBku -
Mepu ®apma 3MEHLLEHHSA TePMiHY NpuaaTHOCTI rOTOBOro
Mv6X i Ko. KlaA, nikapcbkoro 3acoby. 3aTeepaeHo: TepMiH
Himeuunna npuaaTHocTi: 3 poku. TepMiH npugaTHocTi nicns
BTOPUHHE nepLuoro poskpuTTS: 6 micsAuiB. 3anponoHoBaHo:
nakyBaHHS: TepMiH npugaTHOCTi: 2 poku. TepMiH NpuaaTHOCTI
MpecTix nicns nepLioro po3kpuTTs: 6 micAuiB. 3MiHN BHECEHI
MpomoyLH B po3ain "TepmiH npugaTHOCTI" B iIHCTPYKLi0 Ans
Bepkaydcdypaep MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby.
yHr &
BepbGecepsic
M6X, Himeyuunna
BTOPWHHE
nakyBaHHs:
X.EJLIM. TMBX,
HimeyunHa
96. | KOHTPAXICT | tabnetku, BKpUTi AT Monbwa nepBuHHE Ta Monblwa BHECEHHS 3MiH O peeCcTpaLiiHMX maTtepianis: 3MiHN be3 - UA/15823/01/01
ANEPOXI® NniBKOBOK "Agamven BTOpPUHHE | TMny - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peuenma




49

[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
0060s0HKO0, Mo 5 Mr, dapma” nakyBaHHS, dapmakoHarnagy (iHwi 3miHu) - 3MiHK BHECEHO 0
no 10 Tabnetok y KOHTPOMb SKOCTI TEKCTY MapKyBaHHS BTOPMHHOI YNaKoBKM
Gnictepi; no 1 Ta BMNYCK cepil: nikapcbkoro 3acoby B n. 12. «HOMEP
Gnictepy B AT "Apamepq PEECTPALIIMHOIO NOCBIAYEHHA». TepmiH
KapTOHHiIl kopobuyj; dapma", MNonbLua; BBEAEHHS 3MiH NpoTSArom 6 mMicsuis nicns
no 7 tabnetok y BMPOGHMLTBO, 3aTBEpPOKEHHS
Gnictepi; no 1 nepBuHHE Ta
Gnictepy B BTOPUHHE
KapTOHHIl kopobui nakysaHHa: AT
"Apaven ®apma",
MNonbwa
97. | KPECTOP TabneTkn, BKpUTI AcTtpa3eH Benwka BUPOBHUK CLIA/ BHECEHHS 3MiH 4O peecTpauiiHMX maTtepianis: 3MiHK 3a He UA/3772/01/04
NniBKOBOKO eka lOK BpuTtaHia nikapcbKkoro Benuka | Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom nidnsieae
obornoHkKoto, no 5 wr, Tlimiteq 3acoby «in bulk»: BputaHisa dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui

no 14 tabnetok y
Gnictepi; no 2
Gnictepu B
KapTOHHil kopobui

AnliEp
dapmacbtoTukanc
IHK., CLUA;
BUPOBHMK,
BigNoOBiganbHUN
3a NaKyBaHHS,
KOHTpOnb Ta
BUNYCK cepii:
Actpa3eHeka HOK
Nimiten, Benuka
BputaHia

nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHO OHOBIOBAHOrO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbtat
OUiHKM 3BITY 3 AOCNiAXeEHb, MPOBEAEHUX BigNOBIAHO
00 nnaHy negiatpuyHmnx gocrnimkeHb (PIP) (iHwi
3MiHM). 3MiHN BHECEHO A0 IHCTPYKUii AN MeAUYHOro
3acTocyBaHHS Nnikapcbkoro 3acoby Ao po3ainy
"B3aemogisi 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWIi BMAW B3aemogin" BiANoBigHO 4O OHOBIEHOI
iHcpopMmawii 3 6e3nekn ajtoyoi peyoBUHM
posyBacTtaTuHy. BBegeHHs 3MiH NpoTaroMm 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
3MmiHu | TUny - 3miHun Wopo 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHW). 3MiHM BHeceHo Ao
IHCTPYKLUii Ans MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby ao posginis "OcobnueocTi
3actocyBaHHs1", "lNMobiyHi peakuii” BignosigHo Ao
OHOBJIEHOI iHGhopMmaLii 3 6e3neku aitoyoi pevyoBUHN
posyBacTtaTuHy. BBegeHHs 3MiH NpoTaroM 6-tu
MicsauiB nicns 3aTBepxeHHs. 3MiHu | Tuny - 3MiHK
wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTPYKLIT Ans
MEeAMYHOrO 3aCTOCYBaHHsI NikapCcbkoro 3acoby Ao
po3ainis "OcobnuBocTi 3actocyBaHHA", "IN0BIYHI
peakuii" BignNoBigHO 40 OHOBMEHOI iHpopmalii 3
6e3neku Qjto4oi pe4oBMHM pO3yBacTaTuHy.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs. 3minm I Tuny - 3miHu wWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. 3MiHn
Y KOPOTKill XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans MeanyHoro
3acTOCyBaHHS Y 3B’A3KY i3 HOBUMUW AaHUMU 3 SIKOCTI,
DOKMIHIYHUMU, KINIHIYHUMKW JAHUMW Ta JaHUMK 3
dapmakoHarnsigy. 3MiHM BHECEHO [0 iHCTPYKLiT Ans
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peecmpayiliHo2o
noceio4yeHHs1

MeONYHOro 3aCToCyBaHHsI Nikapcbkoro 3acoby Ao
po3ainy "B3aemogis 3 iHWUMK NikapCbKMMmn
3acobamu Ta iHWi BUan B3aemopin".
BBepgeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEpPOKEHHS

98.

KPECTOP

TabneTtkn, BKPUTI
NNiBKOBOIO
obonoHkoto, no 10
Mr no 14 TabneTok y
Gnictepi; no 2
6nictepu B
KapTOHHIl kopobui

AcTtpa3eH
eka lOK
Jlimiteq

Benuka
BputaHis

BUPOBHMK
nikapcbkoro
3acoby «in bulk»:
AnliEp
dapmacbtoTukanc
IHk., CLUA;
BUPOBHMK,
BigNoOBiganbHUN
3a NaKyBaHHS,
KOHTpOnb Ta
BUNYCK cepii:
Actpa3eHeka HOK
Nimiten, Benuka
BputaHia

CLUA/
Benuka
BputaHis

BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3MiHN
| Tuny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKLUii 4Na MeaMYHOro 3acTOCyBaHHS Ha nigcTasi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiofd, abo sk pesynbtat
OUiHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHUX BigNOBIAHO
00 nnaHy negiatpuyHmnx gocnimkerb (PIP) (iHwwi
3MiHM). 3MiHN BHECEHO A0 IHCTPYKUii AN MeAUYHOro
3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"B3aemogisi 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWIi BMAW B3aemogin" BiANoBigHO 4O OHOBIIEHOI
iHbopMaLii 3 6e3neku gitoYoi peyoBMHN
po3yBactaTuHy. BBeaeHHs 3MiH NpoTarom 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy (iHwi 3mMiHn). 3MiHM BHECEHO A0
iHCTPYKLUii Ana MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii" BignoBigHoO 40
OHOBJIEHOI iHGhopMmaLii 3 6e3neku aitoyoi pevyoBUHN
posyBacTtaTuHy. BBegeHHs 3MiH NpoTaroM 6-tn
MicsauiB nicns 3aTBepxeHHs. 3MiHu | Tuny - 3MiHK
wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTPYKLUIT Anst
MeAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby Ao
po3ainiB "OcobnuBocTi 3actocyBaHHA", "IN0BIYHI
peakuii" BiANoBigHO A0 OHOBMEHOI iHpopmaLlii 3
6e3neku gjto4oi pe4oBMHM pO3yBacTaTuHy.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepakeHHs. 3minm I Tuny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. 3MiHu

Y KOPOTKill XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans MeanyHoro
3acTOCyBaHHS Y 3B’A3KY i3 HOBUMY AaHUMU 3 SIKOCTI,
DOKMIHIYHUMU, KINIHIYHUMKW JaHUMW Ta JaHUMK 3
apmakoHarnsgy. 3mMiHM BHECEHO A0 iHCTPYKLiT Ans
MEeAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby Ao
po3ainy "Bsaemogis 3 iHWUMK NikapCbKMmn
3acobamu Ta iHWi BUan B3aemopiin".
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS

3a
peuenmom

He
nidnsieae

UA/3772/01/01

99.

KPECTOP

TabneTku, BKPUTI

AcTtpa3eH

Benuka

BUPOGHMK

CLUA/

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHW

3a

He

UA/3772/01/02




o1

[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

NniBKOBOIO
o6onoHkoto, no 20
Mr no 14 TabneTok y
Gnictepi; no 2
6nictepu B
KapTOHHIl kopobui

eka tOK
Jlimiteq

BpuTtaHia

nikapcbKkoro
3acoby «in bulk»:
AnliEp
dapmacbtoTukanc
IHk., CLUA;
BUPOBHMK,
BigNoBiganbHUN
3a NaKyBaHHS,
KOHTpOrnb Ta
BUWMNYCK cepil:
Actpa3eHeka tOK
Nimiten, Benuka
BputaHia

Benuka
BputaHis

| Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
iHCTPYKLUii 4Na MeaM4HOro 3acTocyBaHHs Ha nigcTasi
perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B
nicnsapeecTpauiiHuii nepiod, abo sk pedynbTaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHMX BiAMNoBigHO
00 nnaHy negiatpuyHmnx gocnimkeHb (PIP) (iHwi
3MiHM). 3MiHM BHECEHO A0 IHCTPYKLUii ANa Mean4Horo
3acTocyBaHHSA Nikapcbkoro 3acoby 4o posainy
"B3aemogisi 3 iHWMMKM nikapcbkumn 3acobamu Ta
iHWIi BMAW B3aemogin" BiANoBigHO 4O OHOBIIEHOI
iHbopMalLii 3 6eaneku Lito4oi pe4oBMHN
posyBactaTuHy. BBeaeHHs 3MiH NpoTarom 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy (iHwi 3mMiHn). 3MiHM BHECEHO 40
IHCTPYKLUii ANs MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sginis "OcobnueocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo Ao
OHOBIIEHOI iHhopMmaLii 3 6e3neku aitoyoi pevyoBUHN
po3yBactaTuHy. BBeaeHHs 3MiH NpoTarom 6-tu
MicsiLiB nicnsi 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK
woao 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHM BHECEHO [0 IHCTPYKLIT Ans
MeAMYHOrO 3aCTOCyBaHHsI NikapCbKoro 3acoby Ao
po3ainiB "OcobnuBocTi 3actocyBaHHA", "I0BIYHI
peakuii" BiANoBigHO A0 OHOBMEHOI iHpopmaLlii 3
6e3neku gjto4oi pe4oBMHM pO3yBacTaTuHy.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepakeHHs. 3minu Il Tuny - 3miHn woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy. 3MiHu
Y KOPOTKili XapakTepucTuL,i Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANst MeanyHoro
3acTOoCyBaHHS y 3B’A3KY i3 HOBUMUW AaHUMU 3 SKOCTI,
DOKMIHIYHUMW, KINIHIYHUMKW JAHUMW Ta JaHUMK 3
bapmakoHarnsgy. 3MiHM BHECEHO [0 iIHCTPYKLii Ans
MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby Ao
po3giny "B3aemogis 3 iHWUMK NikapCbKMu
3acobamu Ta iHWi BUAn B3aemogin".
BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS

peuenmom

nidnsieae

100.

KPECTOP

TabneTku, BKPUTI
NniBKOBOO
obornoHkot, no 40
Mr fo 7 Tabnetok y
GnicTepi; no 4
6nictepu B
KapTOHHI kopobui

Actpa3eH
eka HOK
TimiTen

Benwka
BpuTaHis

BUPOGHMK
nikapcbKkoro
3acoby «in bulk»:
Anniep
dapmacbioTmkanc
IHKk., CLUA;
BMPOGHMUK,

CLUA/
Benuka
BpuTtaHisa

BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3MiHN
| Tuny - 3MiHn Wwopao 6e3neku/edeKTUBHOCTI Ta
dapmakoHarnsay. 3miHa y KopoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUIii ANs MeaMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHoO OHOBIIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku

3a
peuernmom

He
nidnsieae

UA/3772/01/03
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peecmpayiliHo2o
noceio4yeHHs1

BigNoBiganbHUN
3a NaKyBaHHS,
KOHTpOrnb Ta
BUNYCK cepii:
Actpa3eHeka tOK
Nimiten, Benuka
BputaHia

3acTOCyBaHHsI Nikapcbkoro 3acoby B
nicnsipeecTpauiiHuii nepiod, abo sk pesynbtat
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHUX BigNoBIgHO
00 nnaHy negiatpuyHmnx gocrnimkeHb (PIP) (iHwi
3MiHuM). 3MiHM BHECEHO A0 IHCTPYKLUii ANna Mean4Horo
3acTocyBaHHS nikapcbkoro 3acoby Ao po3giny
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta
iHWIi BMAW B3aemogin" BiaNoBigHO 4O OHOBIEHOI
iHcbopMalii 3 6e3neku Lit4oi pevoBMHM
po3yBacTaTuHy. BBeaeHHs 3miH npoTsrom 6-Tu
MicsLiB Micnsi 3aTBEpOXKEHHS.
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsay (iHwi 3mMiHu). 3MiHK BHECEHO 40
IHCTPYKLUii ANs MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginie "OcobnuneocTi
3acTocyBaHHs", "lMobivHi peakuii" BignosigHo Ao
OHOBIIEHOI iHhopMmaLii 3 6e3neku aitoyoi pevyoBUHN
po3yBactaTuHy. BBeaeHHs 3MiH NpoTarom 6-tu
MicsiLiB nicnsi 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK
wono 6esnekun/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHN BHECEHO [0 IHCTPYKUiT aAns
MeAMYHOrO 3aCTOCYBaHHsI NikapCcbkoro 3acoby Ao
po3ainiB "OcobnuBocTi 3actocyBaHHA", "I0BIYHI
peakuii" BiaNOBIAHO OO OHOBMEHOI iHbopMmaLi 3
6e3neku gitlo4oi pe4oBMHU po3yBacTaTUHY.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepakeHHs. 3minm Il Tuny - 3miHn woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy. 3MiHn
Y KOPOTKili XapakTepucTuL,i fikapcbkoro 3acooy,
TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans MeanyHoro
3acTOCyBaHHS Y 3B’A3KY i3 HOBUMUW AaHUMM 3 SIKOCTI,
DOKMIHIYHUMW, KINIHIYHUMKW JaHUMW Ta JaHUMK 3
dapmakoHarnsgy. 3mMiHM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby A0
po3giny "B3aemogis 3 iHWUMK NikapCbKMun
3acobamu Ta iHLWi BUan B3aemogin".
BBeaeHHs 3MiH npoTsrom 6-Tu Micauis nicns
3aTBEPOKEHHS

101.

JIA3OPUH®

crpew HasanbHui,
1,18 mr/mn; no 10
MI1 Y CKNSIHOMY
HanoHunKy 3
[03y04nM
npucTpoem; no 1
6anoH4uKy B
KapTOHHiI kopobui

TOB
"Onenna
Xernckea
YkpaiHa"

YkpaiHa

IcTiTyTO Oe Anxeni
C.p.n.

ITania

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHW
| Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsay (iHwi 3amiHu) - 3MiHM BHECeHO B
TEKCT MapKyBaHHS NePBMHHOI YNaKoBKW NikapCbKoro
3acoby B n. 4. «AATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 6. «IHWE» Ta y Tekct
MapKyBaHHSA BTOPWHHOI ynakoBku B . 8. «JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI», n. 15.
«ANA NIKAPCbKMX 3ACOBIB, AKI NMPU3HAYEHI
OnsA CAMOCTIMHOIO JIKYBAHHA —
IHPOPMALIA LLOAO 3BACTOCYBAHHSA», n. 17.
«IHLWE». BBegeHHs 3miH npoTsrom 6-Tu micauis
nicnsa 3aTBepmAXXeHHs

be3
peuenma

UA/3590/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
102. | IA®EPOMAK | cynosuTopii no 3 TOB "3 YkpaiHa TOB "93 YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a - UA/13779/01/04
C 000 000 MO; no 3 "BIO®AP "BIO®APMA" | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom
cynosutopiino 1ry MA" KoHTpOsb AOMOMIDKHUX PeYOBUH (iHLWI 3MiHK) 3MiHa
KOHTYPHIN [0 meToauku n. « CynpoBiaHi 4OMILKU» B
YapyHKOBIN cneumdikauii BXiGHOro KOHTPOIMIO Ha AOMOMIKHY
ynakosui; no 1 peyoBuHy Kncnota ackopbiHoBa, y 3B’s13Ky i3
KOHTYPHIW npvBeAeHHAM [0 HOBOI pegakuii EP Ta
YapyHKOBIN ynakosLi KOpUryBaHHsAM MeToamnkn B MoHorpadpii EP 0253.
B NayLi 3 KAPTOHY; 3MiHn | TMNy - 3MiHK 3 sIKOCTi. [OTOBUIA NiKapCbKNi
no 5 cynosutopiis 3aci6. KoHTposb JOMOMDKHUX pevyoBUH. 3MiHa y
no 1 ry KOHTYpPHiIn mMeToaax BUNpobyBaHHS AOMNOMIKHOI peqOBUHM (iHLLUi
YapyHKOBIn 3MiHM y MeToaax BUNpobyBaHHS (BKOYaouM 3amiHy
ynakoBuj; no 1 abo abo gopaBaHHs)) 3miHa Ao n. «Po3mip YacTok» y
N0 2 KOHTYPHiI cneumdikauii BXiGHOrO KOHTPOIO JOMOMIXKHOI
YapyHKOBI yMaKoBKM peyoBuHM Knucnota ackopbiHoBa 3aTBEpOXKEHO:
B MayLi 3 KapTOHY Kucnota ackopbiHoBa Po3mip yactok Y 20 nonsx
30py MiKpockony po3mip 6inbLIOCTi YacTok mae ByTun
He Ginble 30 MKM; ONYCKAETLCA HAsIBHICTb He
GinbLue 5 yactok po3mMipom Big 30 MkM 7o 50 MKM.
B3anponoHosaHo: Kucnota ackopbiHoBa Po3mip
yacTtok KinbkicTe YacTok po3mipom He binblue 80
MKM Ma€e CTaHOBUTU He MeHLwe 75% Big 3aranbHoi
KinbkocTi. 2KogHoi yacTkn po3mipom GinbLue 200
MKM.
103. | IA®EPOMAK | cynosuTopii no 1 TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHs1 3MiH JO peecTpauiiHux maTtepianis: 3MiHM 3a - UA/13779/01/03
C 000 000 MO; no 3 "BIO®AP "BIO®APMA" | Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbkun 3acib. peuyenmom
cynoautopiino 1ry MA" KoHTponb A0NOMiBKHUX peyvoBUH (iHLWi 3MiHK) 3MiHa
KOHTYPHIV [0 meToauku n. «CynpoBigHi JOMiLKu» B
YapyHKOBIN cneuudikauii BXiGHOro KOHTPOIIO Ha AOMOMIKHY
ynakosui; no 1 peyoBuMHy Kucnota ackop6iHoBa, y 3B’s13Ky i3
KOHTYPHIW npvBeAeHHAM o HoBOI pegakuii EP ta
YapyHKOBIN ynakoBLi KOpWUryBaHHAM MeToAmnku B MoHorpadpii EP 0253.
B Mavi 3 KapTOHY; 3MmiHu | TUNy - 3miHK 3 akocTi. FoTOBMI Nikapcbkui
no 5 cynosutopiis 3aci6. KoHTpornb AONOMiXXHMX pevoBUH. 3MiHa Y
no 1 ry KOHTYpHiIn mMeToAax BMNPOoGyBaHHSA AOMOMIXKHOI Pe4OBUHM (iHLUi
YapyHKOBIN 3MiHM Yy MeTofax BUNpobyBaHHS (BKIOYaUM 3aMiHy
ynakosLui; no 1 abo abo gopasaHHs)) 3miHa o n. «Po3Mip YacTok» y
No 2 KOHTYPHiI cneumdikauii BXiGHOrO KOHTPOIO JOMOMIKHOI
YapyHKOBI yMaKOBKM peyoBuHM Knucnota ackopbiHoBa 3aTBEpOXeHO:
B MayLi 3 KapTOHY Kucnota ackopbiHoBa Po3mip yactok Y 20 nonsix
30py Mikpockony po3mip 6inblocTi YacTok mae 6yTun
He GinbLlue 30 MKM; [OMYCKAETLCS HAasIBHICTb He
GinbLe 5 yacTtok po3mipom Big 30 Mkm Ao 50 Mkm.
B3anponoHosaHo: KucnoTa ackopbiHoBa Po3mip
YacTok KinbkicTb YacTok po3mipom He GinbLie 80
MKM Ma€ CTaHOBUTU He MeHLwe 75% Bif 3aranbHoi
KinbkocTi. 2KogHoi yacTkn po3mipom GinbLue 200
MKM.
104. | NIEBOKCUME | Tabnetku, BKpUTI TOB YkpaiHa yOorPng TypeyunHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu 3a He UA/12659/01/01
1} NniBKOBOKO "YOPN4 MEOVNUWH INAY | TMny - 3MiHu 3 akocTi. FoTOBMIA NikapCbkuii 3aciO. peuenmom nidnsieae
obonoHkot, no 500 MEOWLIN CAH. BE TIDXK. 3MiHu y BUpo6HMUTBI. 3MiHa po3mipy cepii
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

Mr no 7 Tabnetok y
GnicTepi; no 1
Gnictepy B
KapTOHHIl kopobui

H

A.LL.

(BKrOYatouM gianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbwexHst oo 10 pasis
NMOPIBHSIHO i3 3aTBEPKEHMM PO3MIPOM) 36iNbLUEHHSI
po3mipy cepii I'M13. LOitoya pegakuis: 14,000 kr
(23333 T1abn.) NponoHoBaHa peaakuis: 135,000 kr
(225000 Tabn.)
3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NikapCbkni
3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHsi FOTOBOro MikapCbKoro
3acoby (36inbLUeHHs1 TepMiHy NPpMAATHOCTI FOTOBOMO
nikapcbkoro 3acoby) - [ins ToproBoi ynakoBku
(nigTBEPOXYETLCS AaHUMUN peanbHOro Yacy) 3amiHa
TepMmiHy npuaatHocTi M3. Hitoya pegakuisn: 3 poku
[MponoHoBaHa pepakuisi: 5 pokis
3MiHW BHeCeHiI B iHCTPYKLjt0 AN MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3ain "TepMiH
npvaatHocTi". BBeAeHHs1 3MiH NpoTsrom 6-u
MicsLiB nicnsi 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneumndikaui Ta/abo JonycTUMMX MEX FOTOBOro
nikapcbKkoro 3acoby (fonoBHeHHs cneuudikauii
HOBMM MOKa3HWKOM 3 BiAMNOBIAHMM METOLOM
BUNpobyBaHHs) AONOBHEHHS cneumndikauii 113
HOBMMM MokasHukamu «CepegHsa Maca TabneTku.
OpHopigHicTe macuy, «[ineHHsa TabneToky. 3MiHu |
Tuny - 3MiHM 3 sikocTi. [0TOBWMIA Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneyndikai Ta/abo AoNyCTUMUX MEX
roTOBOro nMikapcbKoro 3acoby (iHLi 3MiHK) 3miHa
BMMOr cneuudikadii Ta metogy BunpobysaHHs 13
3a nokasHukom «CnopigHeHi gomilwkn». BuaaneHHs
BUNpobyBaHHs «XipanbHa JOMilLKay, OCKiNnbku 6yae
KOHTpontoBaTucs nokasHuk D-izomep. CynyTHA
3MiHa - 3MiHuM 3 sikocTi. [oTOBUIA NikapCbkMi 3acib.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
MeToax BUNpoOyBaHHS rOTOBOIO flikapCbKoro
3aco0y (iHwi 3miHn). 3minu Il TMNy - 3miHK 3 AKocTi.
A®|. BupobHuutBo. 3MiHa BUpOOHMKa
BVXiZHOro/NnpOMiXKHOrO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCH Y BUpoBHUYoMy npoteci AdI,
abo 3miHa BUpobOHMKa (BKMOYaoun, e HeobxigHo,
MicLe npoBefeHHs1 KOHTporto sikocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoOMy
[OCbe)(iHLWi 3MiHK) - 3MiHa 3aTBEPAXEHOro
Bnpo6Huka A®PI Dr.Reddys Laboratories Limited,
IHais Ha BupobHunka A®I Shangyu Jingxin
Pharmaceutical Co., Ltd, Kutai.

105.

JNIETPAM

KOHLieHTpaT Ans
po3uunHy Ansi

Acnipo
dapma

IHaia

Acnipo ®apma
Jlimiten

IHaisa

BHECEHHS 3MiH 1O peecTpaLiiHiX MaTepianis: 3MiHK
| TMny - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta

3a
peuenmom

UA/17233/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

iHdy3in, 100 mr/mn
no 5 mn (500 mr) y
cnakoHi, no 1 abo
no 10 conakoHiB y
KopoOoLi

Nimiten

capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHEeHUX AaHux nNpo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHnX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS chapmMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHvMKa ons
3piicHeHHs chapmakoHarnagy B YkpaiHi, SKLLO BOHa
BiAMiHHa Bif ynoBHOBaXeHOi ocobu, BianoBigansHoi
3a 34iicHeHHs cbapmakoHarnsgy (BKmoYarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu dpapmakoHarnagy). 3miHa
KOHTaKTHUX JaHWX YNOBHOBAaXEHOI 0COOU 3asiBHYMKa,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
KOHTAKTHOI 0CcObM 3asiBHUKA, BiANoBiganbHoI 3a
capmakoHarnag B YkpaiHi. [itova pegakuis:
Hypies EngaHiz Animosud. MNMponoHoBaHa peaakuis:
Tonokesny Bonogumup KOpinosuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHWMKa,
BiANOBIganbHOI 3a hapmakoHarnag B YkpaiHi.

106.

JIIM®OMIO3
oT

Kpanni opasnbHi no
30 mn y cbnakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuui y
KopobLi 3 KapTOHY

Bionoriwe

XannemitTt

enb Xeenb
moX

Himeuumn
a

Bionoriwe
XannbmitTTenb
Xeenb MM6X

Himevumna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK
| TMny - 3MiHu 3 sikocTi. CepTudpikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponencbkin dapmakonei/MoHorpadii. 3miHn,
noB'A3aHi 3 HeobXiAHICTIO NpMBeaeHHs y
Bi4NOBIgHICTb 40 MoHorpadii dY abo
€Bponencbkoi hapmakonei, abo iHLWOI HauioHanbHOT
dapmakonei gepxasu €C (3miHa y cneumdikauii
HedapmakonenHoro APl ans npuBegeHHs y
BignoBigHicTb Ao Bumor A®Y abo €Bponencbkoi
dapmakonei, abo iHLWOoi HalioHanbHoT hapmakonei
aepxasu €C) - [lonomixkHa pe4oBUHa/BUXIAHWIA
matepian ans supobHuutea A®L. 3miHn y
cneundikauii A®l Equisetum hiemale MT
BignoBigHo i3 nepexogom Big Company own
monograph «Equisetum hiemale» go gitoyoi
MoHorpadii HAB «Equisetum hiemale» Ta
3aranbHUX MOHOrpadin YNHHUX Ha AaHWUN MOMEHT
HAB Ta Ph. Eur.

bes3
peuenma

UA/6673/01/01

107.

JNIHE®OP

Kancynv TBepAi no
75 wr; no 14 kancyn
y 6nicTepi; no 4
Gnictepu B
KapTOHHiIl kopobui

dapmares
TUYHWUIA
3aBof
"Monbdap
ma" C.A.

MonbLa

dapmaLueBTUIHUA
3aBofj
"Monbdapma"
C.A.

Monbwa

BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHn
| Tuny - 3miHK 3 sikocTi. CepTuUdikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponevicbkinn dapmakonei/moHorpadii. NMoaaHHs
HoBoro abo OHOBMeHoro cepTudgikaTa BignNOBIAHOCTI
abo Buny4deHHs ceptudpikata BiaNoBIAHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCH Y BUpobHuuTBi A®l; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint papmakonei) - OHOBMNEHWI
cepTudikaT Bif ye 3aTBepaXeHOro BUpobHuka -
[MogaHHA oHOBREHOro cepTudikaTy BigNOBIAHOCTI

3a
peuernmom

UA/18144/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o
noceio4yeHHs1

€Bponecbkin dapmakonei Ne R1-CEP 2016-189 -
Rev 01 (3atBepaxeHo: RO-CEP 2016-189 - Rev 03)
onsa A®I MperabaniHy Big Qito4oro BUpobHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd., China.

108.

JIIHE®OP

Kancynu Teepgi no
150 mr; no 14
Kancyn y énictepi;
no 4 6nictepu B
KapTOHHil kopobui

dapmavresB
TUYHWUIA
3aBof
"Monbap
ma" C.A.

Monbwa

dapmaueBTNYHUIA
3aBog,
"Monbcapma”
C.A.

Monbuwa

BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn
| TMny - 3MiHu 3 sikocTi. CepTudpikart
BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
€sponeicbkin bapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo Buny4deHHs ceptudpikata BignoBigHOCTI
€sponelicbkin hbapmakonei: ana A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiKHOIO NPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHN (CepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBNeHWUi
cepTudikart Bif yxe 3aTBepaKEHOro BUpoBHMKa -
MoaaHHa oHoBRNeHoro cepTudikaTty BiANOBIQHOCTI
€Bponeicbkin dapmakonei Ne R1-CEP 2016-189 -
Rev 01 (3atBepakeHo: RO-CEP 2016-189 - Rev 03)
ans A®I MNperabaniHy Big Qito4oro BUpobHWKa
Zhejiang Huahai Pharmaceutical Co., Ltd., China.

3a
peuenmom

UA/18144/01/02

109.

JIIHE®OP

Kancynv Teepgi no
300 wr; o 14
kancyn y énicrepi;
no 4 énictepn B
KapTOHHIN kopobLyi

dapmavreB
TUYHWIA
3aBog
"Monbdap
ma" C.A.

Monbwa

dPapmaueBTNYHUIA
3aBof
"Monbgapma”
C.A.

Monbuwa

BHECEHHS 3MiH [0 peecTpauiiHMX MmaTepianis: 3MiHn
| Tuny - 3miHun 3 akocTi. CepTudikart
BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
€Bponewcbkin dapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo BUny4eHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hbapmakonei: ansa A®l; onsa BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®l; ans
AOMOMDKHOT peqoBUHM (cepTudikaT BignoBiaHOCTI
€Bponewickkin dpapmakonei) - OHoBNeHU
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuKa -
[MopgaHHA oHoBREHOro cepTudikaTy BiANOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2016-189 -
Rev 01 (3aTBepaxeHo: RO-CEP 2016-189 - Rev 03)
anst A®I MNperabaniHy Big gito4oro BUpobHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd., China.

3a
peuenmom

UA/18144/01/03

110.

JIOPICTA® H

TabneTku, BKpUTI
NniBKOBOKO
obonoHkoto, 50
mr/12,5 mr no 10
TabneTtok y 6nictepi;
no 3 abo no 6 abo
no 9 Gnictepis y
KapTOHHiI kopoOLyj;
no 14 tabnetok y

KPKA,
n.o., Hoeo
MecTo

CnoBeHis

BMPOGHMUTBO "in
bulk", nepBuHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTpOrb Ta
BUNYCK cepii:
KPKA, a.4a., Hoso
MecTto, CrnoBeHisi
BMPOGHMLTBO "in

CnoeeHisi/Ku
Taun

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHW
| TMny - 3MiHu 3 sikocTi. CepTudpikart
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponeiicbkin dapmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBMeHoro cepTudikaTa BiANOBIAHOCTI
abo Buny4deHHs ceptudpikata BiaNoOBIAHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOrO NMPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®I; ans

GnicTepi, no 1, abo bulk™: [OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
no 2, abo no 4, abo Hinréo MeHoBo €Bponevicbkin dapmakonei) - OHoOBNeHWN

no 6, abo no 7 TiaHkaHr cepTudikaT Bif yke 3aTBepaKeHOro BUpobHMKa.
GnicTepis y dapmacbioTukanc [MogaHHA oHOBMEHOro cepTudikaTy BiANOBIAHOCTI

3a
peuernmom

UA/6454/01/01




57 [TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

KapTOHHil kopobui

Ko., Ilta., Kutan
KOHTpOrb cepii:
KPKA, a.4a., Hoso
mecTo, CrnoBeHis
KOHTpOIb cepii:
IlabeHa g.0.0.,
CnoBeHis

€Bponeickkin hapMakonei Big BXxe 3aTBepAXeHoro
Bupo6Hmka UNICHEM LABORATORIES LIMITED
ons A®I rigpoxnopoTiasngy CEP Ne R1-CEP 2000-
091-Rev 04 (3aTBepaxeHo: R1-CEP 2000-091-Rev
03). 3miHn | TUny - 3miHm 3 akocTti. A®l. KoHTponb
A®I. 3miHa y meTogax BunpobysaHHs APl abo
BUXiQHOro MaTepiany/npoMixxHoro
NpoAyKTy/peareHTy, O BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®I (iHwi 3mMiHK y MeToaax
BUNpoOyBaHHSA (BKNtoYaoum 3amiHy abo
nonoBHeHHs1) A®l abo BUXigHOro/mpomMixkHoro
npoaykTy) amiHa B MeTofax koHTponto APl HoBoro
BUpobHuka Zhejiang Huahai Pharmaceutical Co.,
Ltd. ana A®| nosapTaHy kanito, a came [OMOBHEHHSA
cneumdikadii gomiwkoro NDBA 3 HOpMyBaHHAM He
GinbLue Hix 0,03 ppm, umknorekcaHy — He GinbLue
1000 ppm, isonponaHony — He binbiue 2000 ppm.
3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUIA NMikapCcbkui
3aci6. 3miHn y BUpobHUUTBI. 3amiHa abo BBegeHHS
[0AaTKOBOI AiNbHULI BUPOOHULITBA AN1A YacTMHN abo
BCbOro BUPOOHMYOro NpoLiecy roToBOro NikapCbKoro
3acoby (AinbHMUSA, Ha siKin npoBoaaTbCA Byab-aki
BMPOBHWYI CTagii, 3a BUHATKOM BUMYCKY CEpIn,
KOHTPOIMIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs1, ANl HECTEPUIbHMX NiKapCbKNX 3acobiB)
BBEOEHHS [OAATKOBOI BUPOOHMYOT AinbHUL,
BignosiganbHoi 3a BMpo6HMuTBO (for bulk product) -
Ningbo Menovo Tiankang Pharmaceuticals Co., Ltd.,
No0.85 Binhai West Road Daxie Development Zone,
Ningbo, Zheijang Province, 315812, China.
Importation site (for bulk product) Krka, d.d., Novo
mesto Smarjeska cesta 6, 8501 Novo mesto
Slovenia. 3MiH1 BHOCSITbCS Y 3BSI3KY 3 MOMITUKOO
komnaHii. 3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMI
nikapcbkuii 3aci6. 3miHn y BUpoObHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCHA BUMYCKY Cepii Ta
KOHTPOIO SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo foaaBaHHs BUPOOHUKA, LLO BiAMoBigae
3a BBe3eHHs Ta/abo Bunyck cepii) - He Bkrovatoum
KOHTpOnb/BUNpobyBaHHs cepii. BBeaeHHs
[04aTKOBOI BUPOBHMYOT AinNbHULI, BiANOBiAaNbHOI 3a
imnopT (for bulk product) - Ningbo Menovo Tiankang
Pharmaceuticals Co., Ltd., No.85 Binhai West Road
Daxie Development Zone, Ningbo, Zheijang
Province, 315812, China. Importation site (for bulk
product) Krka, d.d., Novo mesto Smarjeska cesta 6,
8501 Novo mesto Slovenia. 3miHu | TUny - 3miHn 3
skocTi. CepTudpikat BignosigHocTi/l'E-cepTudikar
BianoBigHOCTI €Bponenchkii
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHOro cepTudikaTa BignoBigHocTi abo
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUNYyYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: ans A®l; onsa suxigHoro
marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBUHN (CepTudikaT BiANOBIAHOCTI
€Bponeiickkin hapmakonei) - HoBuin ceptudikar Big
HOBOrO BMpPOBGHMKaA (3amiHa abo [ONOBHEHHS)
NoAaHHs HOBOTO cepTudikaTy BiANOBIQHOCTI
€Bponenckkin hapMakonei Big HOBOro BUpobHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd. ans A®Il
nosaptaHy kanito CEP Ne R1-CEP 2010-139-Rev
05. 3MmiHn | TMny - 3miHK 3 sikocTi. CepTudikaT
BignosigHocTi/FE-cepTudikaT BiANoBiAHOCTI
€Bponewcbkin dpapmakonei/MoHorpadii. NogaHHs
HoBOro abo OHOBMNEHoOro cepTudikaTa BignoBigHOCTI
abo Buny4deHHs ceptudikata BignoBigHOCTI
€Bponelicbkin hbapmakonei: ana A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiKHOIO NPOAYKTY, O
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
AOMOMDKHOT pe4oBMHN (CepTudikaT BigNOBIAHOCTI
€Bponeiickkin hapmakonei) - HoBui ceptudikar Big
BXe 3aTBepaKeHoro BupobHuka. NogaHHst HOBOro
cepTugikaTy BiaNoBiAHOCTI €EBPONENCHKIN
capmakonei Bif, Bxe 3aTBepAXeHOro BUPOOHMKa
KRKA, D.D., NOVO MESTO ans A®l nosaptaHny
kanito CEP Ne RO-CEP 2019-275-Rev 00. 3miHu |
Tuny - 3MiHK Woao H6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu). 3MiHM BHeceHi B
TEKCT MapKyBaHHSA Ha BTOPUHHIN ynakoBsLi
nikapcbkoro 3acoby y n. 8 "[lata 3akiH4eHHsi TepMiHy
npuaaTHocTi". BBeAeHHs1 3MiH NpoTarom 6-tu
MicsILLiB Micnsi 3aTBEPOXKEHHS.

111.

JIYUEHTIC

PO34MH ANS iH'EKLN,
10 mr/mn; no 0,23
My donakoHi; o 1
drakoHy y
KOMMIEKTi 3 FOfKoto
B KapTOHHIl kopobui

HoBapric
dapma Al

LLsenuapi
a

HosaprTic ®apma
LWrenH Al

LLisenuapis

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
Il Tuny - 3miHn wWopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsagy. 3MiHM y TepaneBTUYHNX
nokasaHHsX (4oAaBaHHs HOBOrO TepaneBTUYHOTo
nokasaHHs abo 3miHa y 3aTBepAXeHOMY MoKa3aHHi)
3MiHM BHeceHOo [0 [HCTpykKLUii ans MeguyHoro
3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"MokazaHHs" (QoAaBaHHs NokasaHHs: JlikyBaHHS
NOMIpHOI abo TSKKOT HenponidepaTUBHOT
piabeTuyHoi petuHonartii (HMAP) Ta
nponicpepatmsHoi giabeTnyHoi petuHonartii (MAP)),
a TakoX [0 po3ainis "®apmakonoriyHi BnacTueocTi”,
"MobiuHi peakuii" BignoBiaHo oo MaTepianis
peecTpauinHoro gocbe. BBegeHHs 3MiH npoTsrom 6-
TV MicauiB nicns 3aTBepAXeHHs. 3MiHn |l Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y TepaneBTUYHNX
NnokasaHHsAX (4ofAaBaHHS HOBOTO TepaneBTUYHOIo
nokasaHHs abo 3MmiHa y 3aTBEpAXXEHOMY MoKa3aHHi)

3a
peuenmom

He
nidnsieae

UA/9924/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

3MiHM BHeceHo [0 [HCTpykLii gns MeguyHoro
3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"MokasaHHA" (OoAaBaHHs NokasaHHs: [NopyLleHHst
30py BHACNIOOK aKTUBHOI XopioiganbHoi
HeoBackynsapwusadii (XHB)), a Takox Ao posginis
"®apmakornorivHi BnactusocTi", "OcobnuneocTi
3acTtocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
"0itn" (BHECEHHS1 4OAATKOBUX 3aCTEPEXEHD),
"MoGiyHi peakuii" BiaNoBigHO 4O MaTepianis
peecTpauiiHoro gocke. BBeaeHHs 3mMiH npoTsirom 6-
TV MicsuiB nicns 3aTBepAXeHHs. 3MiHn |l Tuny -
3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta
capmakoHarnagy. 3MiHM y KOPOTKili XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
iHCTPYKLUIii ANs MeAMYHOro 3aCTOCyBaHHS y 3B’A3KY i3
HOBMMW OAHUMU 3 SIKOCTi, AOKMiIHIYHUMMW, KNiHIYHUMKN
AaHnMun Ta AaHnMu 3 hapmakoHarnsagy - 3MiHu
BHECEHO A0 |HCTpYKUii 4ns MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"MokasaHHsA" (pegaroBaHO TEKCT), @ TakoX 40
po3ainie "®apmakororiyHi BnactueocTi”,
"MpoTunokasaHHs", "Cnoci6 3acTocyBaHHs Ta g4o3n"
(BHECeHi yTo4HeHHs), "B3aemogisi 3 iHLnMmn
nikapcbkumuy 3acobamu Ta iHWi BUAK B3aemogin",
"OcobnueocTi 3actocyBaHHs", "Mepeno3yBaHHA",
"Mo6iuHi peakuii”, "OiTn" (peaakuinHi yTOYHEeHHS
TeKCTy) BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
pocbke. BBegeHHs 3MiH NpoTSArom 6-Tu Micauis nicns
3aTBepAKeHHs. 3MiHn Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy. 3MiHu
Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANst MeanyHoro
3acTOoCyBaHHS y 3B’A3KY i3 HOBUMUW AaHUMU 3 SKOCTI,
OOKMIHIYHUMM, KIMiHIYHUMKW AaHUMKU Ta JaHUMK 3
dapmakoHarnsagy - 3MiH1 BHeCEHO A0 IHCTpyKuii
0N MeQMYHOro 3aCTOCYBaHHSI NiKapCbKoro 3acoby
[0 po3giny "3actocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaak” (BHECEHHs 40AaTKOBUX
3acTepexeHb Ta pedakuiiHAX NPaBOK TEKCTY)
BiA4NOBIgHO A0 MaTepianiB peecTpauinHoro Aockbe, a
Takox Ao po3giny "MobivHi peakuii" BHeCeHO
iHcpopmaLito Npo HeobXiAHICTL NOBIAOMNSATY NPO YCi
BMMNagKuW Nigo3ptoBaHNX NoGiYHMX peakuin Ta
BiCYTHOCTi ePeKTMBHOCTI NikapCbKoro 3acoby.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAkeHHs. 3minm I Tuny - 3miHu wWoao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. 3MiHn
y TepaneBTUYHNX MOKA3aHHSX (404aBaHHA HOBOTO
TepaneBTUYHOrO Noka3aHHsi abo 3miHa y
3aTBEpKEHOMY MOKa3aHHi) 3MiHM BHECEHO 40
IHCTPYKUIiT NS MEeAMYHOro 3aCToCyBaHHs
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nikapcbkoro 3acoby o po3giny "lMNokasaHHs"
(BopaBaHHs1 NnokasaHHs: JlyLeHTiC nokasaHui 4o
3acToCyBaHHS HEAOHOLLEHNM HOBOHAPOOXKEHUM ANst
nikyBaHHs peTuHonaTii HegoHoweHnx (PH): 3oHK |
(cTapis 1+, 2+, 3 abo 3+), 3oHu |l (cTagisa 3+) abo
3A-PH (3agHboi arpecuBHoi PH)), a Takox go
po3ginis "®apmakonoriyHi BnactmeocTi", "Cnoci6
3acTocyBaHHs Ta go3un", "Mobivni peakuii”
BiANOBIOHO OO MaTepianiB peecTpaLiiHoro 4oCLE.
BBepneHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
112. | NIYUEHTIC PO34MH NS iH'EKLiN, HoeapTic LLisenuapi Hoeaptic ®apma LLsenyapis BHECEHHS 3MiH [JO peecTpaLlinHUX maTepianis: 3MiHN 3a - UA/9924/01/01
10 mr/mn; no 0,23 dapma Al a LWrenH Al | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom
Mn y conakoHi; no 1 dapmakoHarnagy. BHeceHHsa abo 3miHa(n) oo
cnakoHy y 3060B'A3aHb Ta YMOB BuAaui peecTpaLiiHoro
KOMIMIEKTi 3 FONKOI0 NocCBiAYeHHs, BKNoyaoun [naH ynpasniHHA
B KAPTOHHI Kopobui pusvkamm (iHwi 3miHn). HagaHo Bepcito 21.0
OHOBJEHWI NNaH ynpaBniHHSA pusmMkamun. 3miHn
BHeceHo Ao YacTuH: | "3aranbHa iHdopmauis”, Il
«Cneumdikauis 3 6e3nekuny, IV "MnaH
nicnapeectpadinHoro po3sutky", V "3axoau 3
MiHimi3auii puaukis, VI "Pestome nnaHy ynpaeniHHA
pusmkamun”, VIl "Oopatku ". Pestome MNnany
ynpasniHHA pusnkamun Bepcis 21.0 gogaetbces.
113. | MEMAME[ TabneTkn, BKpUTI Mepokemi Kinp nepBuHHe Ta Kinp BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHK 3a - UA/16845/01/02
NniBKOBOIO nTa BTOPUHHE | Tuny - 3miHn 3 akocTi. A®I. CtabinbHicTb. 3MiHa peuenmom
o6onoHkoto no 20 mr nakyBaHHs nepiofy NOBTOPHWUX BMNpoGyBaHb/nepiogy
no 10 tabnetok y roToBOro

6nictepi, no 3 abo 6
GnicTepis B
KapTOHHiI kopobLyi

nikapcbKkoro
3acoby: Megokemi
NTA (3aBog AZ),
Kinp;
BMPOGHMLTBO 32
NMOBHUM LIMKMOM:
Mepokemi JITQQ
(UeHTpanbHui
3aBop), Kinp

36epiraHHsi abo ymoB 36epiraHHs ADI (3a
BiJICYTHOCTIi y 3aTBEPKEHOMY [OChE cepTudikara
BiQMNOBiAHOCTI €Bponeichkin hapmakonei, Lo
BKJ1HO4a€E Nepiof, MOBTOPHOrO BUMPOOYBaHHS)
(nepiog noBTOpHOrO BUNPOGYBaHHsA/Mepioa
36epiraHHst) - 36inbLieHHs abo BBeAEeHHS nepiogy
NOBTOPHOro BUNpobyBaHHs/nepiogy 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCNiAKEHb Yy peanbHOMY Yaci-
3MiHa nepioay NOBTOPHMX BUNpobyBaHb ADI
MEMaHTUHY rigpoxnopugy BupobHuuTea Megafine
Pharma (P) Ltd, Ingia 3 30 micsauiB Ha 36 micsauiB Ha
OCHOBI AlaHuX 3i cTabinbHOCTI Ha 36 Micauis. 3miHu |
Tuny - 3MiHn 3 sikocTi. A®l. BupobHmuTBo. 3MiHa
BMPOGHMKa BUXIQHOTO/MPOMiXXHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOoGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkrtovaroum, fe HeobXxigHO, MicLle NPoBeAEeHHS
KOHTponito sikocTi) ADI (3a BigcyTHOCTI cepTudikaTa
BignoBigHOCTi €Bponenchki hapmakonei y
3aTBepOKeHOMY A0ChE)(iHLWi 3MiHN) - 3MiHa
BUPOGHMKIB BuxigHoro matepiany 1,3-dimethyl
adamantane (1,3-DMA), wo BukopucToByeTbest ADI
BMpo6HuKom Megafine Pharma (P) Ltd, IHgis.
3atBepakeHo: List of approved manufacturer for
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

starting material 1,3-dimethyl adamantane (1,3-
DMA) is provided below: Zhejiang Hongbo Chemical
Co. Ltd. 3anponoHoBaHo: List of approved
manufacturer for starting material 1,3-dimethyl
adamantane (1,3-DMA) is provided below: Jiangsu
Andy Chemical &Pharmaceutical Co. Ltd Cangzhou
Senary Chemical S. & T. Co., Ltd. 3minun Il Tuny -
3MiHu 3 gKocTi. A®I. (iHLWi 3mMiHW) - OHOBREHHS BepCii
DMF ons Bxe 3aTBepmxeHoro BupobHunka Adl
MemaHTUHy rigpoxnopuay MSN Pharmachem
Private Ltd, Ingia. 3atBepmxeHo: MSN Pharmachem
Private Ltd, Inais DMF version MH/AP/05/03-13
(March-2013) 3anponoHoBaHo: MSN Pharmachem
Private Ltd, IHgis DMF version MH/AP/07/07-19
(July-2019)

114.

MEMAMELQ

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto no 10 mr
no 10 TabneTtok y
6nictepi, no 3 abo 6
Gnictepis B
KapTOHHil kopobui

Mepokemi
nTa

Kinp

nepBuHHE Ta
BTOPWHHE
nakyBaHHsi
roToBOro
nikapcbKkoro
3acoby: Megokemi
NTAO (3aBog AZ),
Kinp;
BUPOBHMUTBO 3a
NMOBHUM LIMKMOM:
Mepokemi JITOQ
(UeHTpanbHui
3aBop), Kinp

Kinp

BHECEHHS 3MiH [JO peecTpaLlinHUX maTepianis: 3MiHN
| Tuny - 3miHn 3 akocTi. A®I. CtabinbHicTb. 3MiHa
nepiody NOBTOPHWX BUNpobyBaHb/Mepiogy
36epiraHHsi abo ymoB 36epiraHHs ADI (3a
BiZICYTHOCTi y 3aTBEpAXXEHOMY AOChE cepTudikara
BiNOBIgHOCTI €BponeWnchkin hapmakonei, Lo
BKIMIOYaE Nepiof NOBTOPHOrO BUNPoGyBaHHS)
(nepiog noBTOpHOrO BUNPOGYBaHHs/NepioA
36epiraHHs) - 36inbLeHHs abo BBegeHHs nepioay
NoBTOPHOro BUNpobyBaHHs/nepioay 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCNiAKEHb Y pearnbHOMy Yaci-
3MiHa nepioay NOBTOPHMX BUNpobyBaHb ADI
MEMaHTUHY rigpoxnopuay BupobHuuTea Megafine
Pharma (P) Ltd, IHgia 3 30 micsauiB Ha 36 micsauiB Ha
OCHOBI flaHuX 3i cTabinbHOCTI Ha 36 Mmicauis. 3MiHu |
Tuny - 3MiHn 3 sikocTi. A®l. BupobHuuTeo. 3miHa
BMPOGHMKa BUXIQHOTO/MPOMiXXHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpoGHMYoMy npoueci A®I, abo 3miHa BUpobHUKa
(BKkntoyaroun, oe HeobxigHo, MicLie NpoBeaeHHS
KOHTponito sikocTi) AdI (3a BigcyTHOCTI cepTudikaTa
BignoBigHoCTi €Bponenchki hapmakonei y
3aTBepAKeHOMY A0ChE)(iHLWi 3MiHN) - 3MiHa
BUPOGHMKIB BuxigHoro matepiany 1,3-dimethyl
adamantane (1,3-DMA), wo BukopucToByeTbest ADI
BMpo6HuKom Megafine Pharma (P) Ltd, IHgis.
3atBepakeHo: List of approved manufacturer for
starting material 1,3-dimethyl adamantane (1,3-
DMA) is provided below: Zhejiang Hongbo Chemical
Co. Ltd. 3anponoHoBaHo: List of approved
manufacturer for starting material 1,3-dimethyl
adamantane (1,3-DMA) is provided below: Jiangsu
Andy Chemical &Pharmaceutical Co. Ltd Cangzhou
Senary Chemical S. & T. Co., Ltd. 3minu Il Tuny -
3MiHu 3 gkocTi. A®I. (iHwWi 3mMiHW) - OHOBEHHS BepCii
DMF ans Bxe 3aTBepaeHoro BupobHuka AdI

3a
peuenmom

UA/16845/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MemaHTUHy rigpoxnopuay MSN Pharmachem
Private Ltd, Ingis. 3atBepmxeHo: MSN Pharmachem
Private Ltd, Ingis DMF version MH/AP/05/03-13
(March-2013) 3anponoHoBaHo: MSN Pharmachem
Private Ltd, IHais DMF version MH/AP/07/07-19
(July-2019)
115. | MEPIO®EPT NMOPOLLIOK Ta IBCA LLisenuapi BWMYCK cepii Ta LLiBenuapisi/ | BHeCeHHs 3MiH 4O peecTpauiiHnx maTtepianis: 3MiHN 3a - UA/20004/01/02
150 MO PO3UYNHHUK AN IHCTUTYT a KOHTPOIb AKOCTI: ITanisa Il Tvny - 3miHn 3 sikocTi. FoToBUIA NikapcbkuiA 3acio. peuenmom
NPUroTyBaHHs Bioximik IBCA IHCcTUTYT 3MiHN y BUpoOHMUTBI. 3aMiHa abo BBeAeHHs!
PO34MHY Ans iH'eKLin CA Bioximik CA, [0AaTKOBOI AinbHULI BUPOOHULITBA A4S YacTMHN abo
no 150 MO, no 1 LLsenuapis; BCbOro BUPOBHMYOrO NpoLiecy roTOBOrO NikapCbKoro
CKNgHoMy dbriakoHy BUPOBHMUTBO, 3aco0y (iHwWi 3MiHM) BBeOEHHS 40OAaTKOBOI AiNsiHKM
3 MEHOTPOMiHOM nepBuHHe Ta (anbTepHaTMBHOrO BUPOBHWMKA) ANA BUPOOHMLTBA
(150 MO), no 1 BTOPUHHE PO3YMHHNMKA, @ came [0 3aTBEePAKEHNX PYHKLIN
amnyni (1 mn) 3 nakyBaHHS: BUpobHmka 3amboH C.MN.A./Zambon S.P.A.
PO3UYNHHUKOM Y IBCA IHcTUTyT «BUPOBOHULTBO, BKITOYAKYM NEPBUHHY YNAKOBKY»
KapTOHHiIN kopobuyj, Bioximik CA, M3 popaetbes PyHKUIA «BUPOBHNLTBO
no 10 kopobok y LLisenuapis; PO3YMHHUKaY.
KapTOHHIN nayui BTOPUHHE
nakysaHHsi: IBCA
IHCTUTYT Bioximik
CA, lWBenuapis;
BMPOBHMLTBO
roToBOro
nikapcbKkoro
3acoby,
BKIHOYa04M
NepBUHHY
yNaKoBKY;
BUPOGHMLTBO
PO3UMHHUKA:
3amboH C.IM.A.,
ITanis;
BUPOGHMLTBO
PO3YMHHWKA:
IBCA
dapmaveyTuui
ITanis cpn, ITanis
116. | MEPIO®EPT NOPOLLIOK Ta IBCA Lsenuapi BUNYyCK cepii Ta LLiBeruapisi/ | BHeCEHHsi 3MiH 0 peecTpaLiiHUX MaTepianis: 3MiHW 3a - UA/20004/01/01
75 MO PO3YNHHUK AN IHCTUTYT A KOHTPOIb SKOCTI: ITanis Il Tuny - 3miHn 3 skocTi. FoToBMI Nikapcbkni 3acib. peuernmom
NPUroTyBaHHSs! Bioximik IBCA IHcTUTYT 3MiHM y BUpo6HMLUTBI. 3aMiHa abo BBeOEHHSI
PO34MHY AN iH'eKLin CA Bioximik CA, [0[aTKoBOI AinbHULI BUPOBHULTBA ANs YacTuHU abo
no 75 MO, no 1 LLIseiuapis; BCbOro BUPOBHMYOro NpoLiecy roToOBOro fikapCbKoro
CKISAHOMY chrakoHy BMPOGHMUTBO, 3acoby (iHLi 3mMiHW) BBEOEHHSI 404ATKOBOI AiNsiHKM
3 MeHoTponiHoM (75 nepBUHHE Ta (anbTepHaTMBHOrO BUpOGHYKKa) ANt BUPOGHMLTBA
MO), no 1 amnyni (1 BTOPUHHE PO34YMHHWMKA, @ came [0 3aTBepPAKEHNX dYHKLN
MI1) 3 PO34YMHHUKOM naKyBaHHs: BUpoGHMKa 3amboH C.M.A./Zambon S.P.A.
Y KapTOHHi kopobuyj, IBCA IHcTUTYT «BUPOBHULITBO, BKITHOYAKYY NEPBUHHY YNAKOBKY»
no 10 kopobok y Bioximik CA, '3 popaetbest hyHKLIA «BUPOOHULTBO
KapTOHHIN nayui LLseviuapis; PO3YNHHUKAY .
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BTOPUHHE
nakysaHHs: IBCA
IHCTUTYT Bioximik
CA, lWBenuapis;
BMPOBOHMLTBO
roToBOro
nikapcbKkoro
3aco0y,
BKIIOYa0YN
nepBUHHY
yNaKoBKY;
BUPOBHMLTBO
PO3YMHHUKA:
3amboH C.M.A.,
ITanis;
BUPOBHMLTBO
PO3YMHHWKA:
IBCA
dapmaveyTuui
ITanis cpn, ITanis
117. | MEPONEHEM | nopowok ans MpuBaTHe YkpaiHa EnCiEc JOB®AP ITanis BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHK - - UA/17670/01/02
pPO34uMHy Ang aKuioHepH Ec.Mi.En. | Tvny - 3MiHu 3 akocTi. FoTOBMIA NikapcbKuii 3aci6.
iH"ekuin no 1000 wmr; e 3MiHN y BUpoBHMUTBI. 3aMiHa abo BBeAEHHs!
in bulk: no 190 TOBapUCTB [0AaTKOBOI AinbHULI BUPOBHULITBA A4S YacTMHN abo
drakoHiB y kopobui 0 "Ilekxim- BCbOro BUPOBHMYOro NpoLecy roToBOro fikapCbKoro
XapkiB" 3acoby (AinbHULSA, Ha ki NpoBoAATbLCS OyAb-sKi
BMPOGHUWYI cTagii, 3a BUHATKOM BUNYyCKy cepii,
KOHTPOMIO SIKOCTi Ta BTOPUHHOIO NakyBaHHS As
CTEpUIbHUX Nikapcbkux 3acobiB (BK4aoym
BMPOGNEHI acenTUYHUM METOAOM), KPiM fikapCbKMX
3acobiB 6ionoriYHOro/iMyHOMNOrYHOro NOXOMKEHHS) -
[ofdaBaHHA anbTepHaTUBHOI NiHii po3nuBy nig
Ha3Bow «Xtrema — P2» Ha 3aTBepAXeHOMY
BUpO6HMYOoMy MangaHunky ACS Dobfar S.p.A.,
Nucleo Industriale S.Atto (loc. S. Nicolo a Tordino),
64100 Teramo (TE), ITanis
118. | MEPOMNEHEM | nopouuok gns MpuBaTHe Ykpaina EnCiEc JOBPAP ITanisa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn - - UA/17670/01/01
PO34MHY Ans aKuioHepH Ec.Mi.En. | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuin 3acib.
iH"ekuin no 500 wr; e 3MiHM y BUpo6HMLTBI. 3aMiHa abo BBeOEHHSI
in bulk: no 190 TOBapuUCTB [0AaTKOBOI AiNbHULI BUPOOHULITBA AN1S YaCcTMHN abo
dnakoHiB y kopobui 0 "[lekxim- BCbOro BUPOBHMYOro NpoLiecy roToBOro NikapCbKoro
XapkiB" 3acoly (AinbHULSA, Ha Sk NpoBOAATbLCS Oy Ab-sKi

BMPOGHWYI CTagii, 3a BUHATKOM BUMNYCKy cepii,
KOHTPOMIO SIKOCTi Ta BTOPUHHOTO NaKyBaHHSA ANst
CTepuIbHUX Nikapcbknx 3acobiB (BKkoYaoum
BMPOGNEHi acenTUYHUM METOAOM), KPiM FiKapCbKMX
3aco6iB 6ioNoriYHOro/iMyHOMNOrYHOrO NOXOMKEHHST) -
[ofdaBaHHA anbTepHaTMBHOI NiHii po3nuBy nig
Ha3Bow «Xtrema — P2» Ha 3aTBEpKEHOMY
BUpOGHMYOMY MangaHymnky ACS Dobfar S.p.A.,
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Nucleo Industriale S.Atto (loc. S. Nicolo a Tordino),
64100 Teramo (TE), ITanis
119. | METOTPEKC Tabnetku no 2,5 wr, EBEBE ABCTpis BUMYCK Cepii: ABcTpisi/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a He UA/0513/01/01
AT "EBEBE" no 10 Tabnetok y dapma EBEBE ®apma HimeyunHa | Tvny - 3miHK 3 saikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom | niidnszae
GnicTepi; no 5 abo [ec.m.6.X. lec.m.6.X. Hor. CucTemMa koHTelHep/3akynoptoBanbHUiA 3aci6. 3miHa
10 GnicTepiB y Hdpr. KI KI", ABCTpis Yy NEePBUHHI yNakoBLj roOTOBOrO fikapCbkoro 3acoby
KapTOHHiI kopobui BMNYCK cepii: (Tvin KOHTeNHepa abo foAaBaHHS HOBOIO
Cantotac ®apma KOHTeWHepa) - TBepAi, M’AKi Ta HECTEPUIbHi piaki
'M6X, HimeyunHa nikapcbki OpMu - BHECEHHS 3MiH 4O MaTepianis
BUPOBHMUTBO in peecTpauiiHoro gocke (p. 3.2.P.1, 3.2.P.7,
bulk, ynakoska, 3.2.P.8.1, 3.2.P.8.3.), a came 3MiHEHO NepBUHHY
TECTYBaHHS: ynakoBky PP/PE nnsiwky Ha PVC/PVDC blister
[aynT ®apma sealed with aluminium foil, 3 BignosiaHMMK 3miHamn
Awmaper 'M6X, 0o p. «YnakoBka» MKA J13. 3miHu BHeceHi B
Himeyunna IHCTPYKLUitO ANS MeANYHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ain "Ynakoeka" (nosisa
[0[AaTKOBOrO NaKkyBaHHA Ans 2-X BUPOOHUKIB
BignoBiganbHMX 3a BUNYyCK cepii). BBeaeHHst 3amiH
npoTarom 12-tn Micauis nicnsa 3aTBEPIXKEHHS.
120. | METOTPEKC | tabnetku no 5 wmr, EBEBE ABcTpis BMNYCK cepii: AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn 3a He UA/0513/01/02
AT "EBEBE" no 10 Tabnetok y dapma EBEBE ®apma HimeuyunHa | TMny - 3MiHK 3 sikocTi. F0TOBMIA NikapcbKuii 3aciO. peuenmom | nidnsieae
6nictepi,mo 2abo 5 | lNec.m.6.X. lec.m.6.X. Hor. CucTtema koHTenHep/3akynoptoBanbHui 3acib. 3miHa
Gnictepis y Hdpr. KI KI", AscTpis y NEPBUWHHIN yNakoBLii rOTOBOro MikapcbKoro 3acoby
KapTOHHIl kopobui BUMYCK Cepil: (TMn KoHTeWHepa abo goaaBaHHSA HOBOMO
Cantotac ®apma KOHTeWHepa) - TBepAi, M’AKi Ta HECTEPWIbHi piakKi
'm6X, HimevunHa nikapcbki popMu - BHECEHHS 3MiH 10 MaTepianis
BMPOGHMLTBO in peecTpauinHoro gocke (p. 3.2.P.1, 3.2.P.7,
bulk, ynakoBka, 3.2.P.8.1, 3.2.P.8.3.), a came 3MiHEHO NepBUHHY
TECTYBaHHS: ynakosky PP/PE nnsawky Ha PVC/PVDC blister
[aynT ®apma sealed with aluminium foil, 3 BignosiaHMMK 3MiHaMn
Awmaper 'm6X, 0o p. «YnakoBka» MKA J13. 3miHu BHeceHi B
Himeuunna iHCTPYKLUIiO ANs MeANYHOTrO 3aCTOCYBaHHA
nikapcbkoro 3acoby y po3gin "Ynakoska" (nosisa
[0[aTKOBOrO NakyBaHHSA Ans 2-X BUPOOHUKIB
BiAMoBiAanbHUX 3a BUNYyCK cepii). BBeaeHHs 3MiH
npotsirom 12-T1 MicauiB nicns 3aTBepAXEHHS.
121. | METOTPEKC | tabnetkv no 10 mr EBEBE ABcTpis BUNYCK cepii: AscTpis/ BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn 3a He UA/0513/01/03
AT "EBEBE" no 10 Tabnetok y dapma EBEBE ®apma HimeyunHa | Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbknn 3acib. peuyennmom | nidnseae
6nicTepi, no 1 abo lec.m.6.X. ec.m.6.X. Hoor. CucTemMa KoHTelnHep/3akynoptoBanbHuUiA 3aci6. 3miHa
no 5 Gnictepis y Hdpr. KI KI", AcTpis y NEPBUWHHIN ynakoBLii rOTOBOro MikapcbKoro 3acoby
KapTOHHiI kopobLyi BMNYCK cepii: (Tvin KOHTeliHepa abo AoaaBaHHA HOBOrO

Cantotac ®apma
'M6X, Himeyunna
BMPOGHMLTBO in
bulk, ynakoska,
TECTYBaHHs:
[aynt ®apma
Amaper 'm6X,
Himeuunna

KOHTeWHepa) - TBepai, M'siki Ta HECTEPUIbHi piaki
nikapcbki hopMM - BHECEHHS 3MiH 4O MaTepianis
peecTpauinHoro gocke (p. 3.2.P.1, 3.2.P.7,
3.2.P.8.1, 3.2.P.8.3.), a came 3MiHEHO NEPBUHHY
ynakosky PP/PE nnswky Ha PVC/PVDC blister
sealed with aluminium foil, 3 BianoBigHUMKN 3MiHamMKn
0o p. «Ynakoka» MKA J13. 3miHn BHeceHi B
iHCTPYKUIilO ANsi MeaWYHOro 3acTOCyBaHHS
nikapcbKkoro 3acoby y po3ain "Ynakoeka" (nosisa
[00aTKOBOIO NakyBaHHS Ansi 2-X BUPOOHUKIB
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BignoBigansHMX 3a BUNyck cepii). BBeaeHHst 3amiH
npoTsarom 12-t1 MicauiB nicnsi 3aTBepAXEHHS.
122. | METPOHIOA3 | po3uuH ans iHgysin TOB YkpaiHa TOB "HOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MiHN 3a He UA/4860/01/01
on 5 mr/mn; no 100 mn "fOpis- | Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta peuenmom | niidnseae
y MrsiwKax Papm" dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUii ANa MeaMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHO OHOBIOBAHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTOCyBaHHsI NikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiod, abo sk pedynbTaT
OUiHKM 3BITY 3 AOCNiAXeEHb, NPOBEAEHMX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
Y3roAXXEHO 3 KOMMNETEHTHUM YNOBHOBaXEHUM
opraHom) -
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acTocyBaHHS nikapcbKoro 3acoby Ao posginis
"OcobnueocTi 3acTocyBaHHs" Ta "Mo6ivHI peakLii”
Ta [0 KOPOTKOI XapakTepPUCTUKYM fikapcbkoro 3acoby
no posginie "4.5. Ocobnuei 3acTepexeHHs Ta
3anobixHi 3axoau nNpu 3actocyBaHHi" Ta "4.9.
MoGiyHi peakuii" BignoBigHO A0 pekoMmeHaaLi
PRAC. TepmiH BBeAEHHS 3MiH NpOTArom 6 Micsiuis
nicnsi 3aTBepAXKEHHS
123. | MITYKAHT TabneTkn, BKpUTI AT MonbLa BMPOBHMK "in MonbLa BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHn 3a - UA/10397/02/01
NniBKOBOKO "Anaven bulk", nepBuHHa | Trny - 3miHun Wwopo 6e3nekn/edpekTUBHOCTI Ta peuenmom
o6onoHkoto, no 10 dapma” Ta BTOPVHHA dapmakoHarnsgy (iHwi 3miHW) 3MiHM BHECEHO Y
Mr ro 7 Tabnetok y yrnakoBkKa, TEKCT MapKyBaHHSA BTOPUHHOI yNaKOBKM NiKapCbKoro
6nicTepi; no 4 abo KOHTPOMb SKOCTI 3acoby y n.12 HOMEP PEECTPALINIHOIO
12 GnicTepis B Ta [03Bin Ha MOCBIOYEHHA. BBeaeHHs 3miH npoTarom 6-u
KapTOHHiI kopobLyi BUNYCK cepii: MiCALIB MiCnsA 3aTBEPAKEHHS
AT «Apamvep,
Papmar
124. | MINYKAHT TabneTku xyBanbHi AT MonbLa BMPOBHMK "in Monbuya BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn 3a - UA/10397/01/01
no4wmrmno7 "Apnaven bulk", nepBuHHa | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
Tabnetok y 6nictepi, dapma"” Ta BTOpPWHHA dapmakoHarnsgy (iHwi 3miHW) 3MiHM BHECEHO y
no 4 abo 12 yrnakoBkKa, TEKCT MapKyBaHHSA BTOPUHHOI yNaKoBKM NiKapCbKoro
GnicTtepis B KOHTPOMb SKOCTI 3acoby y n.12 HOMEP PEECTPALIMHOIO
KapTOHHiI kopobui Ta [403Bin Ha MOCBIOYEHHA. BBeaeHHs 3miH npoTarom 6-tu
BMNYCK cepii: MicALIB MiCnsa 3aTBEPIKEHHS
AT «Apamvep,
Papmar
125. | MINYKAHT TabneTku XyBarsnbHi AT Monblwa BUPOBHMK "in Monbwa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHn 3a - UA/10397/01/02
noS5wmrno7 "Apnamven bulk", nepBunHHa | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuernmom
Tabnetok y 6nictepi, dapma"” Ta BTOpPWHHA dapmakoHarnsgy (iHwi 3miHW) 3MiHM BHECEHO Y

no 4 a6o 12
GnicTtepis B
KapTOHHiI kopobui

ynakoBka,
KOHTPOMb SIKOCTI
Ta [403Bin Ha
BUNYCK cepii:
AT «Apamvep,
Papmar

TEKCT MapKyBaHHS BTOPUHHOI YNaKOBKM NiKapCbKOro
3acoby y n.12 HOMEP PEECTPALIIMHOIO
MOCBIOYEHHA. BBeaeHHs 3miH npoTsirom 6-Tu
MiCsILiB Micnsi 3aTBEPOKEHHS
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
126. | MIOPUKC® Kancynm TOB YkpaiHa nepBrHHA Ta Monbwa/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a - UA/14641/01/01
NPOSIOHroBaHoOI Aii "ACIHO BTOpPUHHA CLWA | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom
TBepAi no 15 wmr; no YKPATHA" ynakoBka, 403Bin KOHTpOsb AOMNOMIDKHMX PEYOBUH (iHLUi 3MiHN)
14 kancyny Ha BUMYCK cepii: BHeceHHs 3miH fo cneuudikauii 4onoMixkHOT
GnicTepi; no 1 Opidapm peyoBuHM Opadry Clear YS-1-7006, a came-
Gnictepy y MaHydekuepiHr BUKIMIOYEHHS HOPMYBaHHA METaHOonYy, Yy 3B'A3Ky 3
KapTOHHIl kopobui Monbwa Cn. 3 OTPMMaHHAM Bif nocTavanbHuKa OOMNOMiKHOT
0.0., MonbLa; peyosuHM Colorcon po3'aCHEHHS Npo BiACYTHICTb
BUPOGHMLTBO po34nHHMKa MeTaHon y BUpOBHULTBI.
Hepo3dhacoBaHoi
npoaykuii: Agape
dapmackioTikans,
IHk., CLUA
127. | MIOPUKC® Kancynm TOB Ykpaina nepBuHHa Ta Monbwa/ BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn 3a - UA/14641/01/02
NPOnOHroBaHoi Aii "ACIHO BTOPUHHA CLWA | TMny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbKuii 3aciO. peuenmom
TBepai no 30 mr; no YKPATHA" ynakoBka, 403Bin KoHTpOsb AOMNOMIDKHMX PEYOBUH (iHLUi 3MiHN)
14 kancyny Ha BUMYCK Cepii: BHeceHHs 3MiH Ao crneumdikaii 4ONOMiKHOT
Gnictepi; no 1 Opicapm peyoBuHM Opadry Clear YS-1-7006, a came-
Gnictepy y MaHydekuepiHr BUKIMIOYEHHS HOPMYBaHHA METaHOny, Y 3B'A3Ky 3
KapTOHHiI kopoOui Monbwa Cn. 3 OTPVMMaHHSAM Bif nocTavarnbHuKa JOMOMDKHOI
0.0., MNonbLa; pevoBuHM Colorcon pos'sicCHeHHs1 NPO BiACYTHICTb
BUPOGHMLTBO po34nHHMKa MeTaHon y BUpOBHULTBI.
Hepo3dhacoBaHoi
npoaykuii: Agape
dapmachkioTikans,
IHK., CLLUA
128. | MIP3ATEH TabneTku, BKpUTI KPKA, CnoBeHisi BupobHuuTBo "in CnoBeHis BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a He UA/3009/01/02
NniBKOBOKO a.4., Hoeo bulk", nepsuHHe | Trny - 3miHun Wwopno 6e3nekn/edekTUBHOCTI Ta peuenmom nidnsieae
obornoHkoto, no 45 MecTo Ta BTOPUHHE dapmakoHarnsaay (iHwi 3miHn) 3MiHWM BHeceHi o

mr; no 10 TabneTok
y bricTepi; no 3 abo
no 6, abo no 9
GnicTepiB y
KapTOHHiI kopobui

nakyBaHHs,
KOHTpOMnb Ta
BUNYCK cepii:
KPKA, a.4a., Hoso
MecTo, CrioBeHisi
KoHTponb cepii
(dpisnyHi Ta XiMivHi
mMeToau
KOHTPOMH0):
KPKA, a.4a., Hoso
MecTo, CrioBeHisi
KoHTponk cepii
(dpi3nyHi Ta XiMivHi
mMeToau
KOHTPOSO):
HN30X
(HauioHanbHi
naboparopis 3a
34paB'e, OKOIE iH
xpaHo), CrioBeHist

IHCTpYKUiT ANS MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby oo posgainy "Bsaemogis 3
iHLLIMMKM nikapcbkumn 3acobamu Ta iHLWi Buan

B3aemogin" wopao 6e3neku 3acTocyBaHHs

nikapcbkoro 3acoby. BBeaeHHst 3MiH npoTsarom 6-tu
micauiB micnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHn
oo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ans
ME[IMYHOro 3aCTOCYBaHHs Ha NiacTasi perynsipHo
OHOBIMOBAHOrO 3BIiTy 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3neku 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
NpOBEAEHMX BiAMNOBIOHO 4O NnaHy negiaTpuyHnx
pocnimkeHb (PIP) (iHwi 3MiHK1) 3MiHW BHeceHi oo
IHCTpyKUiT ANsi MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sgainy "lMNoGiyHi peakuii”
wono 6e3nekn 3acTocyBaHHs NikapCbKoro 3acoby.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs. 3MiHn Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta papMakoHarnsay. 3MiHu
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUii ANs MeanyHoro
3acToCcyBaHHS y 3B’A3KY i3 HOBUMMW AaHUMU 3 SKOCTI,
OOKIIHIYHUMM, KIiHIYHUMKW JaHUMKU Ta JaHUMK 3
hapmakoHarnsgy - 3miHu BHeceHi 4o [HCTpykuii Ans
MeAMYHOro 3aCTOCyBaHHSI NikapCcbkoro 3acody Ao
po3ainy "Mob6iyHi peakuii" wono 6eanekn
3aCTOCYBaHHsI Nikapcbkoro 3acoby. BBeaeHHs 3MiH
NpOTArom 6-T MicsILiB Nicns 3aTBEpPAKEHHS
3miHun Il TMny - 3miHmn Wwopo 6e3nekn/edhekTMBHOCTI
Ta dhapmakoHarnsay. 3MiHW y KOpOTKil
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUiT ANa MeanyYHoro
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW JAHUMMU 3 SIKOCTI,
OOKMIHIYHUMM, KMiHIYHUMKW JaHUMKU Ta JaHUMK 3
tapmakoHarnagy - 3MiHu BHeceHi Ao IHCTpykuii ans
MEeOUYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby oo
po3ainie "®apmakororiyHi BnactueocTi”,
"Mepeno3syBaHHs", "MobiyHi peakuii” wWono 6eanekn
3aCcTOCyBaHHS NikapcbKkoro 3acoby. BeBeaeHHs 3MiH
npoTsaromM 6-Tn MicsaLiB Nicnsa 3aTBepAXeHHs

129.

MIP3ATEH

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto, no 30
mr; no 10 TabneTtok
y bricTepi; no 3 abo
no 6, abo no 9
GnicTepiB y
KapTOHHIN kopobLyi

KPKA,
a.o., Hoeo
MecTo

CnoBeHis

BupobHMLTBO "in
bulk", nepsuHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTpOMnb Ta
BUMYCK cepii:
KPKA, a.4a., Hoso
mecTo, CrnoBeHis
KoHTponb cepii
(dpi3nyHi Ta XiMivHi
meToam
KOHTpOMH0):
KPKA, a.4a., Hoso
mecTo, CrnoBeHis
KoHTponb cepii
(dpisnyHi Ta XiMivHi
meToau
KOHTpPOMH0):
HN30X
(HauioHanbHi
nabopartopis 3a
34paB'e, OKOIE iH
xpaHo), CrioBeHis

CnoeeHis

BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHK
| Tuny - 3miHn Wwopao 6e3nekn/edeKTBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHn) 3MiHM BHeceHi o
IHCTPYKLUIii 4NS MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby o posgainy "Bsaemogis 3
iHWMMK nikapcbkuMy 3acobamu Ta iHLWi Buam
B3aemogin" wopao 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby. BeeaeHHsi 3MiH npoTarom 6-tu
MicsauiB nicns 3aTBepaxeHHs. 3MiHu | Tuny - 3MiHn
oo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
ME[MYHOro 3aCTOCYBaHHS Ha NiacTasi perynsipHo
OHOBJIIOBAHOIO 3BiTy 3 6e3neku nikapcbkoro 3acooy,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTy 3 JOCHiAXKEHb,
npoBeAeHNX BiANoBIAHO A0 NnaHy negiatpudHnx
pocnimkeHb (PIP) (iHwi 3MiHKn) 3MiHM BHeceHi oo
IHCTPYKUIiT ANA MEeAMYHOro 3aCToCyBaHHS
nikapcbkoro 3acoby Ao po3aainy "MNobivHi peakuyii”
wono 6e3nekn 3acTocyBaHHs NikapCcbKoro 3acoby.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHs. 3minm I Tuny - 3miHu wWoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. 3MiHun
Y KOPOTKill XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans MeanyHoro
3acTOCyBaHHS Y 3B’A3KY i3 HOBUMUW AaHUMU 3 SIKOCTI,
DOKMIHIYHUMU, KINIHIYHUMKW JAHUMW Ta JaHUMK 3
apmakoHarnsigy - 3mMiHuM BHeceHi Ao IHCTpykuii ansi

3a
peuenmom

He
nidnsieae

UA/3009/01/01
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3asi8HUKa

Bupo6Huk

Kpaina
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PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

MeAMYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao
po3giny "Mo6ivHi peakuii" wono 6esneku
3acToCcyBaHHs Nikapcbkoro 3acoby. BeeaeHHs 3MmiH
NpOTArom 6-T MicsLiB Nicns 3aTBepAKEHHS
3MiHu Il TMNY - 3miHK Wono 6e3nekun/edeKTUBHOCTI
Ta hapmakoHarnsay. 3MiHu y KOpoTkin
XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUIT A4ns Mean4Horo
3acTOoCyBaHHS y 3B’A3KY i3 HOBUMMW AaHUMU 3 SKOCTI,
OOKIIHIYHUMM, KIiHIYHUMK JaHUMK Ta JaHUMK 3
apmakoHarnsgy - 3miHu BHeceHi 4o IHCTpykuii Ans
MeAMYHOrO 3aCTOCYBaHHsI NikapCcbkoro 3acoby Ao
po3ginie "®apmakororiyHi BnactueocTi”,
"Mepepno3syBaHHs", "MobiyHi peakuii” woao 6esnekn
3acTocyBaHHs Nnikapcbkoro 3acoby. BeeaeHHs 3aMiH
npoTsaromM 6-Tn MicsaLiB Nicnsa 3aTBepAXeHHs

130.

MYKOTEK®

cupon, no 100 mn
abo no 200 mny
cnakoHi, no 1
dnakoHy pasom 3
MipHUM
CTakaH4MKOM Y
KopobLi 3 KapTOHY

“KOHik
dapmacb
toTMKan
JlabopaTto
pis”
(BigaineHH
51 hipmum
“Ox. B.
Kewmikan3a
eHg
dapmacb
H0TMKan3
nTa.”)

IHaisa

HOHik
dapmackioTrkan
JlabopaTopis
(BipaineHHs dipmun
k. B. Kemikan3a
eHq
dapmacbioTukana
Nro)

IHais

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHn
| Tuny - 3miHun wopo 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHUX AaHux nNpo cuctemy papmakoHarnsgy
(BBEAEHHSA y3aranbHEeHUX AaHUX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHoBaxeHoi ocobu,
BigNoBiganbHoOI 3a 34iMCHEHHSA chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
34iNCHeHHs chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BigMiHHa Bif, yNOBHOBaXXeHOI 0co0M, BignosigansHoi
3a 3[iicHeHHs hapMakoHarnagy (Bknovarym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
danna cuctemu dpapmakoHarnagy) 3miHa
yMNoBHOBaXeHoI ocobu 3asiBHMKa, BiANOBiganbHoI 3a
hapmakoHarnsg.

[Mitouwa pepakuis: Dr. Ameya P. Satam.
MponoHoBaHa pepakuis: Benikosa CaiTnaHa
MwuxainnisHa. 3MiHa KOHTaAKTHUX JaHUX
YNOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBiAanbHOI 3a
papmakoHarnsg. 3miHa MicLue3HaxomKeHHst MacTep-
hanina cuctemy hapmMakoHarnsgy Ta moro Homepa.
3MmiHa Micus 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy.

3a
peuenmom

UA/11169/01/01

131.

HATPIIO
TIOCYNb®AT
-OAPHULUA

PO34MH ANs iH'eKLIN,
300 mr/mn, no 5 mn
B amnyni; no 5
amnyn y KOHTYpPHiIn
YapyHKOBIl
ynakoBui; no 2
KOHTYPHI YapyHKOBI
yMaKkoBKM B MayLi

MpAT
"dapmavne
BTUYHA
dipma
"OapHuus"”

YkpaiHa

MpAT
"®apmaueBTyHa
dipma "OapHuus"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
YTOYHEHHS peecTpaLinHoi npoueaypy B Hakasi MO3
YkpaiHn Ne 1462 Big 15.08.2023 - 3MmiHu | Tuny -
3miHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax crneuudikadin Ta/abo JonyCcTUMNX MeX,
BM3HaYeHuX y cneuudikauisx Ha AdI, abo
BUXiAHUA/NPOMIXXHWI NpoayKT/peareHT, Lo
BVIKOPVICTOBYIOTbCS Y npoLeci BupobHuutea A®I
(BMNYYEHHSA HE3HAYHOrO MOoKa3HWKa SIKOCTI
(Hanpvknag BUMYYEHHS 3acTapinoro NokasHuka)) -
3MiHa y napameTpax A®| HaTpito Tiocynbdarty, a
came nokasHuK «Baxki MeTanu» BUNy4yeHo

3a
peuernmom

UA/6106/01/01




69 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

Bi4NOBIgHO A0 Aitoyvoi MoHorpadii «Sodium
thiosulfate» €sponeiicbkoi Papmakonei, HactaHosu
ICH guideline Q3D on elemental impurities Ta Risk
Assessment on elemental impurities Big BupobHuka
Canton Laboratories Pvt. Ltd, India (po3ain 3.2.5.3.2
[owmiwkn). BBeaeHHs1 3mMiH NpoTarom 6-Tn micsiuis
nicnsa 3aTBepAXeHHs. 3MiHK | Tuny - 3MiHM 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo JonyCTUMUX MEX, BU3HAYEHUX
y cneundikauisix Ha A®l, abo BMXigHUA/MPOMIXKHWIA
npoAyKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y NPOLIEC
BUpobHMuTBa ADI (iHWi 3MiHK). BBEaeHHs 3MiH
NPOTSAromM 6-Tu MicALiB MiCNA 3aTBEPAXEHHS.
CynyTHs 3MiHa - 3MiHK 3 sikocTi. ADI. KoHTponb ADI.
3miHa y MeTofax BunpobyBaHHs A®I abo BuxigHoro
marepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BMKOPVCTOBYETLCS y NpoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPIAXXEHUX MeToaax
BUNpobyBaHHS) - BHECEHHS 3MiH B cneumdikaLito Ta
meToamn koHTpornio A®| HaTpito TiocynbdaTty
BUpo6Huka 113 3a nokasHukamu «laeHTudikadis D»
npuvBeaeHo y BIAMNOBIAHICTb 4O BUMOT Aito4OI
MoHorpadii «Sodium thiosulfate» €sponencekoi
dapmakonei Ta matepianis BupobHuka Canton
Laboratories Pvt.Ltd, India; «MikpoGionoriyHa
yucToTa» NPUBEAEHO Y BiANOBIAHICTb A0 BUMOT €,
2.6.12, 5.1.4. 3minHu | Tuny - 3MiHM 3 IKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BigNOBIQHOCTI €BponewnchbKii
apmakonei/MmoHorpadii. 3miHK, NoB'a3aHi 3
HeobXiaHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €Bponericbkoi hapmakonei,
abo iHWoi HauioHanbHOI hapmakonei aepxasu €C
(3miHa y cneuundikauii HedpapmakoneiHoro APl ans
NpvBEAEHHS Y BIANOBIAHICTb Ao BuMor [JdY abo
€Bponencbkoi hapmakonei, abo iHWOoi HauioHanbHOI
apmakonei aepxasu €C) - [lonomixkHa
peyoBuMHa/BUXIAHWUI MaTepian ans supobHuytea A®|
- MaTepianu peecTpauiiHOro 4OCbe Ha NMikapCbKun
3acib Hatpito TiocynbdaT-JapHuusi, po3ynH ans
iH'ekuin, 300 mr/mn, a came: po3ginie 3.2.P.4.1
Cneundikauii/3.2.P.4.2. AHaniTu4Hi MeToamnkm
BUKNaAeHHi Ta CTUNi30BaHHi y BiANOBIAHOCTI A0
MoHorpadist 00195 Eur. Ph. gitoyoi pegakuii
«Sodium hydrogen carbonate». BBegeHHs1 3mMiH
npoTarom 6-Tu MicsLiB nicns 3aTBepAXeHHS. 3MiHu |
Tuny - 3MiHn 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNoOBIAHOCTI EBpONENCHKIN
hapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiaHICTIO NpuBeaeHHS Yy BigNoBIgHICTE OO
MoHorpadii J®Y abo €Bponericbkoi hapmakonei,
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70
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
abo iHWoI HauioHanbHoI chapmakonei gepxasu €C
(3miHa y cneundikauii HedapmakonenHoro A®| ans
NpvBeAEHHS Y BiANoBIgHICTb Ao Bumor [dY abo

€Bponencbkoi hapmakonei, abo iHLWOoi HauioHanbHOT
dapmakonei gepxasu €C) - [lonomixHa
peyoBUHA/BMXiQHWIN MaTepian 4ns BupobHuuTea AdI
- Matepianu peecTpauiiHoro 4ocke Ha NikapcbKkuin

MoHorpadia 00169 Eur. Ph. gitodoi pegakuii «Water

3aci6 Hatpito Tiocynbdat-AapHuus, po3uuH ans
iH'ekuin, 300 mr/mn, a came: posginie 3.2.P.4.1
Cneumndikauii/3.2.P.4.2. AHaniTU4Hi MeToaMKM
BUKNaAEHHi Ta CTUNi30BaHHi y BiANOBIAHOCTI A0

for injections». BBegeHHsi 3mMiH NpoTarom 6-Tu
MicaUIB Micnsa 3aTBepmKeHHS. 3miHu | Tuny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BignoBigHOCTI €Bponeiichbkin
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXiaHICTIO NpuBeaeHHs y BignoBigHiCTe 4o
MoHorpadii JdY abo €eponelicbkoi dhapmakoner,
abo iHWoi HauioHanbHOI hapmakonei aepxasu €C
(3miHa y cneumdikauii HedhapmakoneinHoro AP| ons
npuBeAeHHs y BianoBigHicTb o Bumor dY abo
€BponencbKoi hapmakonei, abo iHLWOT HauioHanbHOI
dapmakonei gepxasu €C) - JonomixHa
pevoBUHa/BUXiOHWIA MaTepian 4ns BupobHuutea Ad|
- MaTepianu peecTpauiiHoro 4OCbe Ha NMikapCbKWn
3acib Hatpito TiocynbdaT-JapHuusi, po3ynH ans
iH'ekuin, 300 mr/mn, a came: po3ainis 3.2.P.4.1
Cneundikauii/3.2.P.4.2. AHaniTu4Hi MeToamkm
BUKNaAeHHi Ta CTUNi30BaHHi y BiANOBIAHOCTI A0
MoHorpadis 00232 Eur. Ph. gitoyoi pegakuii
«Disodium edetate». BBegeHHs 3MiH npoTarom 6-tu
MicauiB nicnsa 3atBepaxeHHs. 3minu Il Tuny - 3miHun 3
sikocTi. A®l. BupobHmuTBO. 3MiHa BUpoGHUMKa
BVIXi[HOro/npoMi>KHOTO MPOAYKTy/peareHTy, Lo
BVKOPUCTOBYIOTbCH Y BUpoBbHUYomMy npoueci AdI,
abo 3miHa BMpobHuKa (BkMovakuu, e HeobxigHo,
MicLe npoBeaeHHs KOHTporto sikocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignoBigHoCTi
€Bponelicbkili hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOrO BUPOOHUKa AdI 3
HafjaHHaM macTep-danna Ha Adl) - [lo posginy
"Cknag" BHECEHO anbTepHAaTUBHOIO BUPOGHUMKa
cipmu Canton Laboratories Pvt. Ltd, India Ha 3amiHy
dipmu AO «Xmmundeckuii 3asog» um. J1.A4.Kapnosay,
Poccuiickas ®egepaums. Ak Hacnigok posain TepMiH
npvaaTHOCTI NpUBEAEHWIA BiANOBIAHO A0 MaTepianis
anbTepHaTUBHOrO BUPOBOHUKa CcybCcTaHLUii i
npeacTaBreHvin B HACTYNHIN pegakuii: «TepMiH

nepeKkoHTpornto — 5 pokiB». ¥ npoueci BMpobHuLTBa

npenapaty HATPIIO TIOCY/Ib®AT-OAPHULISA,
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o
noceio4yeHHs1

po34mH ans iH'ekyin, 300 Mr/Mn HiSKUX 3MiH He
Biabynocs. BBeeHHs1 3MiH npoTsirom 6-T1 micsuis
nicnsa 3aTBepaXXEHHS.

132.

HEWPONNAH
T

TabneTku, BKPUTI
o6onoHkoto, no 20
Tabnetok y Gnictepi;
no 1 abo no 2
6nictepu B
KapTOHHil kopobui

Ap.
Binbmap
LLIsabe
'm6X i Ko.
KIr

Himeuumn
a

[Op. Binbmap

LLisabe M'm6X i Ko.

KIr

Himeuumna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK
| Tuny - 3miHun 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BigNoBIgHOCTI
€Bponencbkin dapmakonei/MoHorpadii. 3miHun,
noB's3aHi 3 HeobXiAHICTIO NpUBeAEHHs y
Bi4NOBIgHICTb 40 MoHorpadii dY abo
€Bponencbkoi hapmakonei, abo iHLWOoi HauioHanbHOI
dapmakonei gepxasu €C (3miHa y cneuundikauisx,
nos'sA3aHa 3i amiHamu B [1®Y, abo €Bponeincokii
tapmakonei, abo iHLWin HauioHanbHiIn bapmakonei
nepxasu €C) - npyBeAEHHST BUSHAYEHHST BaXKKMX
MeTaniB y POCIMHHIN CUPOBMHI Y BiAMNOBIAHICTL 4O
BUMOr €Bponericbkoi dhapmakonei 2.4.27 «Baxki
MeTanu B POCIMHHMX NiKapCbkux 3acobax i
POCMUHHKX NiKapCbKMX NpenapaTtax» 3
BUKOPUCTaHHAM MmeToay 2.2.58 «Mac-cnektpomeTpis
3 iHAYKTMBHOLO 3B’A3aHoto nnasmoto (13M-MC)»

be3
peuenma

UA/0414/01/01

133.

HEOrABIH
150

kancynu no 150 mr
no 10 kancyny
6nictepi; no 1, 3 abo
no 6 Gnictepis B
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH JO peecTpauinHUX maTepianis: 3MiHN
| Tuny - 3miHun 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ansi
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkin dpapmakonei) - OHoBNeHU
cepTudikart Bif yKe 3aTBEPXKEHOrO BUPOBHMKa.
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP 2016-181 -
Rev 02 (3atBepaxeHo: R1-CEP 2016-181 - Rev 01)
anst A®| nperabaniHy Big 3aTBepAXKEHOro
Bupo6Huka XIKAJT NIMITEL, IHgisi.

3a
peuenmom

UA/13702/01/01

134.

HEOIABIH 75

Kancynv no 75 mr no
10 kancyny
6nictepi; no 1, 3 abo
no 6 Gnictepis B
KapTOHHIN navui

TOB
"ACIHO
YKPATHA"

Ykpaina

TOB "dapma
Crapt"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHK
| Tuny - 3miHK 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. NogaHHs
HoBoro abo OHOBMeHoro cepTudgikaTa BignNOBIAHOCTI
abo Buny4deHHs ceptudpikata BiaNoBiAHOCTI
€Bponelickkint hapmakonei: aonsa A®l; onsa BuxigHoro
maTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCH Y BUpobHuuTBi A®l; ans
OOMOMDKHOT peyoBMHM (cepTudikaT BigNoBigHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHWI
cepTudikart Bif y)Ke 3aTBEpPIXKEHOrO BUPOBHMKa.
MoaaHHsa oHoBNeHoro cepTudikarta BignoBiAHOCTI
€Bponelicbkint papmakonei Ne R1-CEP 2016-181 -

3a
peuenmom

UA/13702/01/02
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

Rev 02 (3atBepaxeHo: R1-CEP 2016-181 - Rev 01)
ana A®| nperabaniHy Big 3aTBEpPAXXEHOrO
Bunpo6Huka XIKAJT NIMITEL, IHgis.

135.

HEO®EH
BENYNO
nnioc

renb, 50 mr/r; no 15
ra6o 50r, abo 100 r
y Ty6i; no 1 1y6i B
KapTOHHIN navui

Benyno,
nikn Ta
KOCMeTuka
, A.A.

Xopsaris

Benyno, nikn Ta
KOCMeTuKa, A.4.

Xopsaris

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn
| Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHux npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX NPO cUcTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsay 3asiBHuUKa Ans
34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BigMiHHa Bif, yNnoBHOBa)xeHOI ocobu, BignosigansHoi
3a 3[incHeHHsA hapmakoHarnagy (BkroYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemm hapmakoHarnsgy) 3miHa
YMOBHOBaXeHOoi ocobun 3asBHUKA, BiAMOBIAANLHOI 3a
tbapmakoHarnag,.

[itoua pegakuis: TetaHa Anxnep Oypetek / Tatjana
Ajhler Duretek MD., MSc. NponoHoBaHa peakuis:
BiwHs Hakiy / Visnja Nakic.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXeHOI 0cobu
3as8BHUKA, BiANOBIAANbHOI 3a papmakoHarnsg.

be3
peuenma

UA/14739/01/01

136.

HEO®EH
BENYMNoO
®OPTE

TabneTkn, BKPUTI
NniBKOBOKO
obonoHkoto, no 400
mr; no 10 TabneTok
y bnicTepi; no 1
Gnictepy y
KapTOHHIN navui

Benyno,
nikn Ta
KOCMeTUuka
, A.4.

XopsarTisa

Benyno, nikvn Ta
KOCMeTuKa, 4.4.

Xopsaris

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHVX JaHuxX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
dapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
BignoBiganeHoI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTAKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa Ansi
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif ynoBHOBaeHOi ocobwu, BianoBigansHoi
3a 3[iicHeHHs hapmMakoHarnagy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLieHHi MacTep-
anna cuctemu papmakoHarnsgy) 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BiANOBiganbHoI 3a
cbapmakoHarnsg,.

Litoya pepakuis: TetaHa Anxnep Qypetek / Tatjana
Ajhler Duretek MD., MSc. NponoHoBaHa peaakLis:
BiwHsa Hakiy / Visnja Nakic.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT ocobun
3asiBHMKA, BignosiganbHoi 3a dpapMakoHarmsa.

6e3
peuenma

UA/14740/01/01

137.

HIBOPAN®

kpeM, 20 mr/r; no 15
ry Ty6i; no 1 Ty6i B
KapTOHHIN ynakoBLii

CTAOA
ApuHanmit
Tenb Al

HimeyuunH
a

AHcceH
dapmaneBTUka
HB

Benbris

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3miHa
3asiBHuka 13 (MIBI) (BnacHWka peecTpauiiHoro
noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne
460): Y 3B’a3Ky 3i 3mMiHOIO 3asiBHMKA (BNacHUKa
peecTpaLiHOro NOCBiAYEHHS) B iIHCTPYKUiT Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby
BUITy4alOTbCSA PO3AINU LLIOAO 3asiBHKKA,
npeAcTaBHUKa 3asiBHUKA Ta iX MiCLEE3HaXOMKEHHS.

be3
peuenma

nionsieae

UA/9849/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BBepgeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHs. 3MiHn | Tuny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3aranbHEHUX AaHUX Npo
cuctemy papmakoHarnsagy (BBe4eHHs y3ararbHeHUx
[aHWX Npo cucteMy hapMakoHarnsgy, amiHa
YNOBHOBaXeHOI 0cobu, BignosigansHoi 3a
3aiicHeHHs1 hapmakoHarnsay; KOHTakTHOI ocobu 3
thapmakoHarnagy 3asBHUKa Ans 30iINCHEHHA
chapmakoHarnsgy B YKpaiHi, Ko BoHa BiaMiHHA Bif
ynoBHOBaXeHoi ocobu, BianoBifansLHoT 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu dpapmakoHarnagy) 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
capmakoHarnag. Litoya pegakuis: ArHellka
Meituep-LOaHH. MponoHoBaHa pegakuis: [JokTop
AHgpeac IBaHOBMY. 3MiHA KOHTAKTHUX AaHUX
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
bapmakoHarnsg. 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi. Hitova
penakuisi: ApHayTtoBa HOnis JleoHuaiBHa.
lMponoHoBaHa pepakuisi: Moy TeTsiHa KOpiiBHa.
3MiHa KOHTaKTHUX JaHMX KOHTaTHOI 0cobu 3asiBHMKA,
BignoBiganeHoi 3a chapMakoHarnsg B YkpaiHi. 3miHa
MiCLIe3HaxOMKeHHS MacTep-anna cuctemm
dapmakoHarnsgy Ta oro Homepa. 3MiHa Micus
30iICHEeHHS OCHOBHOI OisiNbHOCTI 3
chapmakoHarnsgy.

138.

HOKCMPEW
AMTAYMI

crpew HaszanbHU
0,025 % no 15 mny
KOHTEWHepI i3
npo6koto-
posnunioBaveM Ta
KPULLIKOKO 3
KOHTPONEM MNepLLoro
BigKpuTTS; No 1
KOHTEeWHepy B navui
3 KapTOHY

CninbHe
yKpaiHCbK
o.
icnaHcbke
nignpuemc
TBO
"CMEPKO
YKPATHA"

YkpaiHa

CninbHe
yKpalHCbKO-
icnaHcbke
niagNpUEMCTBO
"Cnepko YkpaiHa",
Ykpaina
(NOBHMI LWKN
BMPOGHMLTBA,
BUWMNYCK Cepil;
KOHTPOIb SIKOCTi)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHm)
OHOBRNEHHA TEKCTY MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby, a came BUny4eHHs iHpopmallii,
3a3HavYeHoi POCINCHKOK MOBOHO.

TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns
3aTBEPAKEHHS.

be3
peuenma

UA/1703/01/02

139.

HOMITPEH
BOCHANEK®

TabneTku, BKPUTI
NniBKOBOIO
o6ornoHkot; no 10
Tabnetok y Ty6i, no
1 Ty6i B KAPTOHHIN
KopobLi

BocHanek
Aa.a.

BocHis i
epuerosu
Ha

BocHanek o.4a.

BocHis i
epueroBuH
a

BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3MiHN
I Tuny - 3MmiHn 3 sikocTi. A®L. CTabinbHicTb. 3MiHa
nepiofy NOBTOPHMX BMNpoOyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHs AdI (3a
BiCYTHOCTi y 3aTBEpAXeHOMY A0Cbe cepTudikara
BiZNOBIQHOCTI €Bponenchkin hapmakonei, LWo
BKIIOYaE Nepiof NOBTOPHOrO BUNPOGyBaHHS)
(nepiog noBTOpHOrO BUNPOGYBaHHs/Nepios
36epiraHHs) - 30inbLieHHA abo BBeAeHHs nepioay
NOBTOPHOro BUNpobyBaHHs/nepiogy 36epiraHHs Ha

3a
peuernmom

UA/2791/01/01




74 [TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
OCHOBI pe3ynbTaTiB 4OCNigKeHb Y peanbHOMY Yaci.
36inblUeHHs nepiody NOBTOPHOrO BUNPOBYBaHHS
niroyoi pevoBmHM KaminodiHy rigpoxnopuay Big
3aTBepakeHoro BMpobHuka Ind-Swift Laboratories
Limited, India, Ha ocHOBI 4aHMX JOBrOCTPOKOBMX
pocnigpkeHb cTabinbHOCTIi OTPUMaHNX B pearnbHOMY
yaci, 3 48 micauis go 60 micsuis.
140. | OBITPEN® PO34MH ANS iH'EKLIN Apec LLsenuapi BMPOBOHMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK 3a - UA/1175/03/01
no 250 mkr/0,5 mn TpengiHr a Hepo3dhacoBaHoOro LLiseviLapis | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom
no0,5mny C.A. npenaparty, HaiMeHyBaHHsi Ta/abo agpecy MicLa NpoBagKEHHS
KapTpuaXi, nepBuHHe Ta AisiNbHOCTI BUPOGHMKa/iMnopTepa rotToBoro
BMILLLEHOMY Y PYuKy BTOPWHHE nikapcbkoro 3acoby, BKMOYaym AinbHUL BUNYCKY
Ons BBeAeHHs:; no 1 nakyBaHHs, cepii abo micLe NpoBefeHHs1 KOHTPOJIO AKOCTI.
nonepegHbLo KOHTPOMb SKOCTI (misnbHicTb, 3a Aky Bignosigae BMpobHuK/imnopTep,
3anoBHEHOI PyYKK Ta BUNYCK Cepin: He BKIoYaoum BUMNyck cepii) - 3miHa agpecu
0ns BBeAeHHs 1a 1 Mepk CepoHo BUpoGHMKa 113 BianoBiganbHOro 3a nepBMHHe
ronka ans iH'ekuin y C.n.A, Itanis nakyBaHHs (36uMpaHHsA nonepeaHbLo 3anoBHEHNX
KapTOHHiI kopobui nepBuHHe KapTpuaxis 3 NpenapaTom B pyyKy ANst BBEAEHHS):
nakyBaHHsi Mepk CepoHo C.A., BiggineHHs y M. OB60oHH
(36mpaHHs
nonepeaHL0
3anoBHEHMX
KapTpuaoxXis 3
npenapaTom B
PY4Ky Ans
BBEAEHHS):
Mepk CepoHo
C.A,, BiggineHHs y
M. OBOHH,
LLIsevinapis
141. | ONA30Nb® aeposonb, Mo 60 ry AT Ykpaina AT "Crtoma" Ykpaina BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHn bes - UA/0790/01/01
6anoHi 3 knanaHom "Ctoma" | Tuny - AgMiHicTpaTuBHI 3mMiHW. 3MiHa peuenma
6e3nepepBHoOT Aii; HaliMeHyBaHHs Ta/abo agpecu Micus NpoBagXeHHS
no 1 6anoHy 3 LisiNbHOCTI BUPOGHMKa (BKIOYakouu, 3a
Hacagkoro Ta HeobXigHOCTI, MiCLie NPOBEAEHHS KOHTPOMIO SKOCTi),
3aX1CHUM abo BnacHvka mactep-anna Ha AdI, abo
KOBMA4koM B nauui 3 noctadanbHuka A®l/BuxigHoro
KapTOHY marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
3acTOCOBYOTbCH Y BUpobHUUTBI ADI (sIKLLO
3a3HayYeHo y 10CbE Ha Nnikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaKeHoOMy
pocbe, abo BUpoBHMKa HOBOI JOMOMIXXHOT pEHOBUHN
(AKLLI0 3a3HayYeHo y AoCbe) 3MiHa Ha3BK BUPOGHMKa
A®I kucnota 6opHa. bes 3amiHu micus
BMNPOBaMKEHHS AiSiNbHOCTI.
142. | OMENPA3O0I | nopotuok ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiHiX MaTepianis: 3MiHK 3a He UA/19118/01/01
ACTPA po3uunHy ans iH'ekuin | "ACTPA® "ACTPADAPM", | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenmom | nidnsizae
no 40 wmr, no 1 abo APM" YkpaiHa KoHTponk rotoBoro nikapcbkoro 3acoby. 3miHa
10 donakoHiB y (nakyBaHHS i3 napameTpiB cneuudikauin Ta/abo gonycTumMmnx mex
KapTOHHI kopobui ¢opmu in bulk: rOTOBOIO NMiKapCbKOro 3acoby (3BY)XEHHS
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[TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
LaHbayH HOciHb

dapmachbtoTikan
Ko., Ilta.,
KuTaincbka
HapogHa
Pecny6bnika)

[OMyCTUMMUX MEX) - He3HayHa 3MiHa B creumdikaLii
N3, a came yTouHeHHs B onuci 113, wo 6yno
CNPUYUHEHO MOMUITKOKO Yepe3 HEBIPHICTb nepeknaay
3 KuTancbkoi moBu. [itoya peaakuis: Onuc. bina abo
npakTnyHo 6ina cunyya maca abo NOpOLLOK.
MponoHoBaHa peaakuis: Onuc. bina abo npakTU4HO
6ina nioginisoBaHa maca abo nopoLuokK. 3MiHK
BHECEHO A0 IHCTPYKUIii ANS MEeANYHOro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"Nikapcbka dopma" nigpo3ain "OcHoBHi iznko-
XiMiyHi BnactusocTi"; 3MiHu | TUny - 3MiHM 3 AKOCTI.
["oToBMI nikapcbkuii 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHs FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepOKEHNX MeTodax
BUNPOOYBaHHS) - HE3HAYHI 3MiHW B 3aTBEPXKEHUX
MeTodax KoHTponto 113 3a nokasHukamm
«loeHTndikauisi» (USP), «CynyTHi gomiwkm» (USP),
«KinbkicHe Bu3Ha4eHHs» (USP), Wwo cnpuymHeHi
nomunkamu npv nepeknagi MKA. Metoan
BMNpoOyBaHb He 3MiHunucst; 3MiHu | Tuny - 3MiHn
oo 6esnekun/edhekTBHOCTI Ta hapMakoHarnsay.
3MiHa y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii aAns
ME[MYHOro 3aCTOCYBaHHS Ha NiacTasi perynspHo
OHOBJIIOBAHOIO 3BiTy 3 6€3neku nikapcbkoro 3acooy,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3MiHu
BHECEHO [0 iHCTPYKLii AN MegnyHoro
3acTocyBaHHS nikapcbKoro 3acoby y po3ainu:
"OcobnusocTi 3actocyBaHHSA", "lMobiuHi peakuii”
BiMNOBIQHO 4O OHOBMEHOI iHpopmaLii 3 6esneku
aitoyoi pevoBuHU; 3MiHn | Tuny - 3MiHu Wopo
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy. 3MiHa
Y KOPOTKili XapakTepucTuL,i Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans MeanyHoro
3acTocyBaHHS Ha MiAcTaBi perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicrnsapeecTpauiniHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
nNpoBeAeHNX BiANoBigHO A0 NnaHy negiatpudHnx
pocnigpxeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3MiHu
BHECEHO [0 iHCTPYKUii AN MegnyHoro
3acTocyBaHHS NikapCbKoro 3acody y po3ainu:

"OcobnusocTi 3actocyBaHHs", "lMobivHi peakuii”
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

BigNoOBIOHO 4O OHOBMEHOI iHpopmaLii 3 6e3neku
fitoYoi pevoBuHK; 3MiHuM | TUnNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) - 3MiHN BHECEHO [0 iHCTPYKUii aAnsi
MELMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6iyHi peakuii” Woao0 BaXXINMBOCTI
3BiTYyBaHHs Npo NobiYHi peakuii

143.

OMENPA30nN

kancynu no 20 wr;
no 10 kancyny
6nictepi; no 1 abo 3
Gnictepu B KopobUi
3 KapTOoHY

TOB
"AcTpada
om"

Ykpaina

TOB
"AcTtpadapm”

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn
| Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. 3MiHa y KOpOTKili xapakTepucTumui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
nicnapeecTpauinHui nepioa, abo sk pesynbTaTt
OL}iHKM 3BITY 3 JOCNigKEHb, NPOBEAEHMX BignoBigHO
00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
OopraHom)
3MiHM BHeceHo [0 [HCTpykLii gns MegnyHoro
3aCcToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
"OcobnueocTi 3actocyBaHHA" Ta "MMobivHi peakuii”
Lofo 6esnekn 3acTocyBaHHs Aito40i pe4OBUHM
omenpas3on BignoBigHo Ao pekoMeHaauin PRAC.
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHsI Ta iHCTPYKLiT A4nA Mean4Horo
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBIOBaHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby,
abo gocnigxkeHb 3 6e3neku 3acToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpOBEAEHNX BiANOBIAHO 4O NMaHy negiatpudHnx
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAaXEHUM OpraHom) 3miHu
BHECEHO [0 IHCTpyKLUii Ana meanyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"OcobnusocTi 3actocyBaHHs", "Crocib
3acTocyBaHHsA Ta go3un" Ta "MNobiyHi peakuii” woao
6e3nekn 3acToCyBaHHS Ailo40i peyoBMHM OMenpasorn
BignoBigHo oo pekomeHaadii PRAC. 3MiHun | Tuny -
3MiHn Wwoao 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsgy (iHwi amiHn) 3miHM BHeceHo Ao
IHCTpYyKUiT ANsi MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby no po3sgainy "MNoGiyHi peakuii”
LLI0A0 3BiTYBaHHS Npo NobiyHi peakuii.

3a
peuenmom

He
nidnsieae

UA/9067/01/01

144.

OHIXENN

nak gns Hirtie
nikysanbHun, 50
mr/mn; no 2,5 mn

Benyno,
nikn Ta
KOCMeTUKa

XopsarTist

BUPOGHULTBO
roToBOro
nikapcbKkoro

IpnaHgis/
XopBarisa

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHK
| Trny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsigy. BeegerHst abo 3MiHn go

6e3
peuenma

UA/17914/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
abono5wmny , a.4. 3aco0y, KOHTpOIb y3aranbHeHVX JaHnX Npo cuctemy dapmakoHarnsgy
dnakoHi pasom 3 akocTi: Lanenb (BBEAEHHSA y3aranbHEHWX AaHWX Npo cucTemy
CNNPTOBUMH Megikan, dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
cepBeTKamu, Ipnangis; BignoBiganeHoI 3a 34iCHEHHS chapMmakoHarnsay;
nunoYkamu ans KOHTPOMb SKOCTI KOHTaKTHOi 0cobu 3 chapmakoHarnsay 3asiBHuUKa Ans
OYULLIEHHA Ta Ta BMNYCK cepil: 3piicHeHHs chapmakoHarnagy B YkpaiHi, SIKLLO BOHa
annikatopamu ans Benyno, nikv Ta BigMiHHa Bif, yNOBHOBaXXeHOI 0cobM, BignosigansHoi
HaHeceHHs naky B KoCMeTuKa, A.4., 3a 3[incHeHHsA dpapmakoHarnagy (Bkrovaymn
KapTOHHIN nayui Xopsaris KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
canina cuctemn chapmakoHarnsgy) - 3miHa
yNOBHOBa)EHOI 0COOW 3asiBHKKA, BiANOBiAanbHOI 3a
tbapmakoHarnag,.
[itoua pegakuis: TetaHa Anxnep Oypetek / Tatjana
Ajhler Duretek MD., MSc. NponoHoBaHa peakuis:
BiwHsa Hakiy / Visnja Nakic. 3miHa KOHTaKTHMX gaHuX
yNoBHOBaXeHOi 0cobu 3asiBHMKA, BignoBiganbHoI 3a
chapmakoHarnsg
145. | MEHTAKCUM | nopoLuok CaHodi ®paHuin BUPOBHMLTBO DdpaHuis/ BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHW 3a - UA/13010/01/01
® BAKLUMHA Haemophilus Mactep roToBOro YropwuHa I Tuny - 3MiHK 3 aAkocTi. FoToBMIA Nikapcbkuii 3aci6. peuenmom
ona influenzae Tuny b Ta Hepo3dpacoBaHoro KoHTponb rotoBoro nikapcbkoro 3acody. 3MiHa y
NMPO®IIAKT cycneHsia ans NPOAYKTY, MeToAax BUNpoGyBaHHS rOTOBOTO fikapCbKOro
KN iH’ekuin (0,5 mn); no 3anoBHEHHA Ta 3acoby (cyTTeBa 3miHa y
OUOTEPI, 1 dprakoHy 3 nioginizauis 6ionoriyHoMy/iMyHOnoriYHOMY/iMyHOXIMIYHOMY
NMPABLA, nopoLukom Ta 1 (cbnakoHwn), MeToai BunpobyBaHHs abo MeTogi, y SkoMy
KALUJTIOKY nonepegHbo BTOPUHHE BUKOPUCTOBYETbLCS GionoriyHuiA peareHT, abo ix
(ALEENKONAP | 3anoBHeHOMy nakyBaHHs, 3amiHa, abo 6ionoriyHoro Npenapary NOpiBHAHHSA
HUKA wnpuuy (0,5 mn) 3 KOHTPOrb SIKOCTI, (cTaHgapTHOro Npenapary), WO He 3a3Ha4YeHun y
KOMMOHEHT | npukpinneHoto BUNYCK cepii: 3aTBepOKeHOMy npoTokori) - 3amiHa meToay
), ronkoto (abo 2 CaHodi MacTtep, ineHTudiKauii aHTureHis 3 metody Luminex Ha
noniomieni OKPEMMUMMU ronkamu), ®paHLis NoBHUI MeTOA PiAMHHOI XxpoMaTorpadii B NoeAHaHHI 3
TY Lo MIiCTUTb LMK MeToAoM Mmac-crnekTpomeTpii (Liquid
IHAKTUBOBA | cycneHsito ons BUPOBHMLTBA, Chromatography method coupled to the Mass
HATA iH’€KUINA, B KAPTOHHIW 3arMoBHEHHS Ta Spectrophotometry method (LC/MS)) Ha eTani
BAKUWHA Kopobui; no 1 niodpinizavis 3anoBHeHoro npoaykTy (Filled Product).
ansa dnakoHy 3 (dbnakoHw), AnbTepHaTUBHI MeToAM ifeHTuUdIKaLii aHTUreHis
NPO®INAKT nopotukom Ta 1 BTOPUHHE meTton OyxTtepnoHi Ta metog ELISA 3anuwatotbest
UKN nonepegHL0 nakyBaHHS, 6e3 3miH. TepMiH BBeAEHHS 3MiH - noTuin 2025.
IHOEKLIA, 3anoBHEHOMY KOHTPOIb SIKOCTI,
CNPUYMHEH | wnpuuy (0,5 mn) 3 BUWMNYCK cepil:
nx NpUKpINneHoto CaHodi MacTtep,
HAEMOPHIL rornkoto (abo 2 ®PpaHUist BTOPUHHE
us Tuny B OKPEMMUMMU ronkamu), nakyBaHHs1, BUMYCK
KOH’KOFOBA | wo micTuTb cepii: CaHodi-
HA, cycreHsito Ans AseHTic Npansit
AOCOPBOBA | iH’ekuinn, B Ko. NnTA.,
HA cTaHgapTHO- Mnatdopma
€KCMopTHIN noricTukK Ta
ynakoBLi, sika anctpubyuii y m.
MIiCTUTBCA Y Bynanewr,
KapTOHHIN kopobui (3 YropuuHa

iHCTpyKUieto Ans
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MeANYHOro
3aCTOCYBaHHSA)

146. | MEHTAKCUM | nopoLuok CaHodi ®paHuia BUPOBHMLTBO PdpaHuis/ BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3MiHK 3a - UA/13010/01/01
® BAKLUMHA Haemophilus Mactep roToBOro YropwuHa | Tvny - 3miHn 3 sikocTi. A®Il. BupobHuuTBo. 3MiHK peuenmom
ona influenzae Tuny b Ta Hepo3dpacoBaHoro BMNpobyBaHb abo A0NYCTUMMX MEX Y NPOLECi
NMPO®ITAKT cycneHsisa gns npoayKTy, BUpoGHMLTBa ADI, L0 BCTAHOBIEHI Y
UKH iH’ekuin (0,5 mn); no 3anoBHEHHSA Ta cneundikauisix (BUNy4eHHs1 HECYTTEBOIO
OUOTEPI, 1 cpnakoHy 3 niodpinizauis BuUnpobysanHs). BuaaneHHs Specific toxicity test,

NMPABLA, nopoLukom Ta 1 (cbnakoHwn), LLIO BUKOHYBaBCS siK in-process test Ta nig vac
KALUNMKOKY nonepegHLo BTOPUHHE pocnimpkeHb ctabinbHocTi ansa Crude Diphtheria
(ALEENKONAP | 3anoBHeHOMY nakyBaHHs, Toxoid intermediate (HeouunLeHoro AndTepiiHoro
HUN wnpwudy (0,5 mn) 3 KOHTPOSb SIKOCTI, aHaTOKCUHY).
KOMMNOHEHT | npukpinneHoto BUMYCK Cepii: PepakuinHi 3MiHM Woao 3HaveHHa piBHa pH onsa
, ronkoto (abo 2 Canodpi MNacrep, docdaTtHoro 6ydepy 0,05 M pH7. TepmiH BBeAeHHS
noniomieni OKPEeEMUMMU ronikamu), ®paHLis noBHMI 3MiH - YepBeHb 2025.
TY WO MICTUTb UmKn
IHAKTUBOBA | cycneHsito ans BMPOGHMLTBA,
HA TA iH €KL, B KAPTOHHIN 3anoBHEHHS Ta
BAKUMHA kopobui; no 1 nioginizauia
ansa dnakoHy 3 (dbnakoHw),
NMPO®IIAKT nopotukom Ta 1 BTOPUHHE
UKN nonepegHbo nakyBaHHs,
IHOEKL|IA, 3anoBHEHOMY KOHTPOIb SIKOCTI,
CANPUMMHEH | wnpuuy (0,5 mn) 3 BUNYyCK cepii:
nx NPUKPINNeHo CaHodpi MNacrep,
HAEMOPHIL ronkoto (abo 2 ®paHuist BTOPUHHE
usTuny B OKpEMUMMU ronkamu), nakyBaHHs1, BUMYCK
KOH’KOFOBA | wo micTuTb cepii: CaHodi-
HA, CyCneHgsito ansi ABeHrTic MNparBit
AONCOPBOBA | iH’ekuinn, B Ko. NTA.,
HA cTaHgapTHO- Mnatdopma
eKCMopTHIN noricTuKM Ta
ynakoBLi, sika ancTpubyuii y m.
MiCTUTBCA Y Bynanewr,
KapTOHHIN kopobui (3 YropuuHa
iHCTpyKUieto ana
MeANYHOro
3aCTOCYBaHHS)

147. | NEHTAKCUM | nopouuok CaHodi ®paHuis BUPOGHMLTBO PpaHuis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHK 3a - UA/13010/01/01
® BAKLIMHA Haemophilus Mactep roToBOro YropwuHa | Tuny - 3miHK 3 sikocTi. ADI. KoHTponb ADL. 3miHa y peuenmom
ana influenzae Tuny b Ta Hepo3dacoBaHoOro napameTpax crneuudikadin Ta/abo JonycTUMNX MeX,

NPO®INAKT cycneHsisa ans npoaykTy, BM3HaYeHux y cneuudikauisix Ha AdI, abo
KU iH’ekuin (0,5 mn); no 3arMoBHEHHS Ta BUXiAHUA/NPOMIXXHWI NpOAYKT/peareHT, LWo
OUOTEPII, 1 dprakoHy 3 niodinizauis BVIKOPVICTOBYIOTBCS Y npoLeci BupobHuutea A®I
NPABLA, nopotukom Ta 1 (dbnakoHu), (iHLWi 3MiHW).

KALLIOKY nonepegHb0 BTOPUHHE [opaBaHHsi BUNPOOYBaHHS Ha BU3HAYEHHS
(ALUENONAP 3anoBHEHOMY nakyBaHHS, MakcMManbHoi agcopbuiiHoi 3gaTHOCTI Ta
HUKA wnpuuy (0,5 mn) 3 KOHTPOIb SIKOCTI, po3noainy YacTMHOK 3a po3mipoM Ao crneundikauii
KOMMOHEHT | npukpinneHoto BUNYCK cepii: rento rigpokcmay antoMiHilo, SKUA BUKOPUCTOBYETLCS
), rornkoto (abo 2 CaHodi MacTtep, B SIKOCTi BUXiHHOi CMPOBMHK Y NpoLieci BUpobHuLTBa
noniomieni OKPEMMUMM ronkamu), PpaHLUis; NOBHU Lil04MX PEYOBUH - 2-KOMMOHEHTHOrO aLentonspHoro
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
TY WO MICTUTb UMK KOMMOHEHTY KaLLOKY (OUYMLLEHMI KaLLOKOBMIA
IHAKTUBOBA | cycneHsito ans BMPOGHMLTBA, aHaTokcuH (PTxd) Ta ounieHoro ginameHTHOro
HA TA iH €KL, B KAPTOHHIN 3anoBHEHHA Ta remarnioTuHiHy (FHA)) Ta sk ag’'toBaHT y
BAKLIMHA Kopobui; no 1 niocpinizavis BUPOBHMUTBI HEpO3thacoBaHOrO roTOBOrO
ansa dnakoHy 3 (dbnakoHu), nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH - 2
NMPO®IIAKT nopoLukom Ta 1 BTOPUHHE kBapTtan 2025. 3miHn | Tuny - 3miHun 3 sikocTi. ADI.
KN nonepegHL0 nakyBaHHS, Bupo6HMLTBO. 3MiHK B Npoueci BUpobHuLTBa ADI
IHOEKLIN, 3arnoBHeHOMY KOHTPOIb SKOCTI, (HesHauHa 3miHa y npoueci BUpobHuuTea Adl).
CNPUYUHEH | wnpuuy (0,5 mn) 3 BUNYCK cepii: 3MiHM KiNbKOCTi LMKNIB BUKOPUCTAHHS
nx NPUKPINNeHo CaHodpi MNacrep, xpomaTtorpaciyHoro rento ASF-S4B, skuii
HAEMOPHIL ronkoto (abo 2 ®paHuis; BUKOPUCTOBYETLCA B NpoLeci acpiHHOT
us Tuny B OKPEeEMUMMU ronkamu), BTOPUHHE XpomaTorpadii Ha acianodeTyiHoBIN cedaposi Ans
KOH’IOFOBA WO MIiCTUTb nakyBaHHS, BUNYCK OYULLIEHHS KALLSOKOBOrO TOKCUHY Y NPOLECi
HA, cycrneHsito Ans cepii:CaHoi- BMPOGHMLTBA 2-KOMMOHEHTHOTO aLentonNapHOro
AOCOPBOBA | iH’ekuin, B ABeHrTic MNparBit KaLUStoKy (OYMLLEHUIA KaLUSIOKOBUIA aHaTOKCUH
HA cTaHAapTHO- Ko. Nn1g4., (PTxd) Ta oumwieHoro cinameHTHOro reMarftoTUHIHY
eKCMopTHIN Mnatdopma (FHA) Ha BnpobHwuiin ainbHuui Marcy I'Etoile,
ynakoBLi, ska NOriCTUKM Ta dpaHuis, 3 25 oo 18 umknis. TepmiH BBe4EHHS 3MiH -
MICTUTBCSH Y ONCTpumbyuii y m. 2 kBaptan 2025.
KapTOHHIN kopobui (3 Bypanewr,
iHCTpyKUieto ons YropwuHa
MeaNYHOro
3aCTOCYBaHHS)

148. | MEHTAKCUM | nopoLuok CaHodi ®paHuin BUPOBHMLTBO dpaHuis/ BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3MiHK 3a - UA/13010/01/01
® BAKLUMHA Haemophilus MacTep roToBOro YropwuHa | Tuny - 3MiHu 3 akocTi. ADL. KoHTponb A®L. 3miHa y peuenmom
ona influenzae Tuny b Ta Hepo3dpacoBaHoro napameTpax crneuudikauin Ta/abo JonyCTUMNX MEX,
NPO®INAKT cycneHsisa Ans npoaykTy, BM3HaYeHux y cneuudikauisx Ha AdI, abo
KU iH’ekuin (0,5 mn); no 3arMoBHEHHS Ta BUXiOAHUA/NMPOMIXXHWUI NpOAYyKT/peareHT, Lo
OUDTEPII, 1 donakoHy 3 niocpinizavis BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuutea AdI
NPABLA, nopoLukom Ta 1 (dbnakoHw), (iHLWi 3MiHW).

KALUNMKOKY nonepegHL0 BTOPUHHE 3MmiHun y cneuudikauii AiaMmiHoniMeniHOBOI KUCNOTH,
(ALENKONAP | 3anoBHeHoMy nakyBaHHS, sIKa BUKOPUCTOBYETLCA SIK KOMMOHEHT PO34MHY AN
HUKA wnpuuy (0,5 mn) 3 KOHTPOrb SIKOCTI, peryntoBaHHs pH, Wo aogaeTbes Ha cTagil
KOMMOHEHT | npukpinneHoto BUNYCK cepii: NPOMMCIIOBOrO KyNbTUBYBAHHS Y NpoLeCi

), ronkoto (abo 2 CaHodpi MNacrep, BUPOBHMLUTBA OYNULLEHOTO AN TEPINHOIO
noniomieni OKpEMUMMU ronkamu), ®paHLuis noBHWI aHaToKCUHY. 3MiHU BKINOYAOTb BUAAMNEHHS

TY Lo MIiCTUTb LMK nokasHukiB Appearance, Solubility Ta Extraneuos
IHAKTUBOBA | cycneHsito ons BUPOBHMLTBA, amino acids, a TakoX po3LUMPEHHS AOMNYCTUMUX MEX
HATA iH’eKUIN, B KAPTOHHI 3aMnoBHEHHA Ta Ans nokasHuka Loss on drying 3 «Not more than
BAKLUMHA Kopobui; no 1 nioginizauis 1.0% (w/w)» no «Not more than 3.0% (w/w)».
ansa dnakoHy 3 (cbnakoHn), TepMiH BBeAEHHS 3MiH - 6epe3eHb 2025.
NPO®INAKT nopotukom Ta 1 BTOPUHHE

KN nonepegHb0 nakyBaHHS,

IHOEKUIN, 3arnoBHeEHOMY KOHTPOIb SKOCTI,

CNPUYMHEH | wnpuuy (0,5 mn) 3 BUWMNYCK cepil:

nx NpUKpINneHoto CaHodi MacTep,

HAEMOPHIL rornkoto (abo 2 ®PpaHLUist BTOPUHHE

us Tuny B OKPEMMUMMU ronkamu), nakyBaHHs1, BUMYCK

KOH’KOFOBA | wo micTuTb cepii: CaHodi-

HA, cycreHsito Ans AseHTic Npansit

ANCOPBOBA | iH'ekuin, B Ko. N1A.,
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
HA cTaHaapTHO- Mnatdopma
eKCnopTHIN noricTukK Ta
ynakoBLi, sika ONCTpmbyLii y m.
MICTUTBCH Y Bynanewr,
KapTOHHIN kopobui (3 YropwuHa
iHCTpyKUieto ons
Mean4Horo
3aCTOCYBaHHSA)
149. | MIACKNEOWUH | kancynu; no 15 Jlabopaty ®paHuia JlabopaTtyap ®paHuia BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK be3 - UA/13173/01/01
® 300 kancyn y énicrtepi; ap EkcnaHcbeHe | Tuny - 3miHun Wwopo 6eanekn/edhekTUBHOCTI Ta peuenma
no 1 a6o no 2 EkcnaHcbe apmakoHarnagy. BeegeHHsi abo 3amiHm oo
6nictepn B Kopobui HC y3aranbHeHVX AaHnxX Npo cuctemy dapmakoHarnsgy
3 KapTOoHY (BBEOEHHS y3ararnbHEeHWX AaHuX Npo cucTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobu,
BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHvUKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3diicHeHHs cbapmakoHarnsgy (Bkiovarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLieHHi MacTep-
daiina cuctemu hapmakoHarnsgy) 3miHa
yNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHOI 3a
bapmakoHarnsg,.
[itoua pepakuis: Virginie Dencic. MNponoHoBaHa
peaakuisi: Matthieu Brousse. 3MiHa KOHTAKTHUX
[aHMX YNOBHOBAXXEHOI 0COOM 3asiBHMKA,
BifgnoBigansHoi 3a dpapMakoHarnag.
150. | MONDKUHAK Kancynu BariHasnbHi; ITabopato ®paHuis BupobHuk, PpaHuis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn 3a He UA/10193/01/01
C no 6 kancyny pis BiAMOBiAANbHWIA LLisenuapis Il Tuny - 3miHn wWopao 6e3nekn/edeKkTMBHOCTI Ta peuyenmom | nidnseae
6nicTepi, no 1 abo 2 IHHOTEK 3a nakyBaHHS, hapmakoHarnsigy. 3mMiHW y KOpOTKili XapakTepucTuui
Gnictepu B IHTepHach KOHTPOMb i BUMYCK nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
KapTOHHIl kopoOLi noHanb cepii: IHHOTepa iHCTPYKLUIii Ana MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3

LLy3si, ®paHuis;
BupobHuk,
BianoBiganbHWn

3a BUPOBHMLTBO in

bulk: KataneHt

DdpaHL beriHxenm
CA, ®paHuis abo
CBICC KEMNC AT,

LLIsenuapisi, abo
IHHOTepa Lysi,
DdpaHuis

HOBMMW OA@HUMU 3 SIKOCTi, AOKMIHIYHUMMW, KNiHIYHUMN
OaHnMu Ta AaHnMu 3 hapmMakoHarnsgy - 3MiHu
BHECEHO [0 IHCTpyKLUii Ana meanyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"®apmakonorivHi BnacTMBoCTi" BiANOBIAHO A0
MaTepiarniB peecTpauiiHoro ocke. BBeaeHHs 3miH
npoTaArom 6-Tu MicsiliB nicnsi 3aTBepaXKeHHS. 3MiHN
Il Tuny - 3miHn Wopo 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsay. 3MiHW y KOpPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3
HOBUMW AaHUMU 3 SIKOCTi, AOKMiHIYHUMMW, KNiHIYHUMYK
OaHnMuU Ta AaHnMu 3 chapmMakoHarnsigy - 3MiHu
BHeCeHO A0 IHCTpyKuUii Ans MeanyHoro
3acTocyBaHHS NnikapcbKoro 3acoby Ao posginis
"MpoTunokasaHHs", "B3aemogisa 3 iHWMmn
nikapcbknuMu 3acobamu Ta iHWi BUau Bzaemogin",
"Cnoci6 3actocyBaHHsi Ta go3n", "IMoGiyHi peakuii”
BigNOBiAHO A0 iHpopMmalii 3 6e3neku nikapcbkoro




81 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3acoby. BBeaeHHsi 3MiH npoTaromM 6-Tu micsauiB nicns
3aTBEPAXKEHHS.
151. | NONPKUHAK Kancynu BariHasnbHi; JlTabopaTto ®paHuia Bupo6GHuK, PdpaHuis/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a - UA/10193/01/01
C no 6 kancyny pis BiAMNOBiAANbHWIA LLisenuapis | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom
6nictepi; no 1 abo 2 IHHOTEK 3a naKyBaHHS, KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
Gnictepn B IHTepHacb KOHTPOSb i BUMYCK napameTpiB cneundikaui Ta/abo 4onycTUMMX MeX
KapTOHHiI kopobui NnoHarnb cepil: IHHOTepa roTOBOrO fiKapCbKOro 3acoby (AONOBHEHHS
LLy3si, ®paHuis; cneundikaLii HOBUM NOKa3HWMKOM 3 BiAMOBIAHUM
Bupo6GHuK, MeToAoM BMNpobyBaHHs1) BHECEHHS y Cneumdikauiio
BianosigansHUin N3 popaTtkoBoi ineHTUdikauii Ana gir4nx peyoBunH
3a BUPOBOHMLTBO in HeoMiUWHy cynbdart, noniMmikcuHy B cynbdat Ta
bulk: KataneHnt HiCTaTWH 3 BiANOBIAHMM METOLO0M KOHTPOSHO 3a
dpaHL beliHxenm ponomoroto BEPX y noegHaHHi 3 mac-
CA, ®paHuia abo cnektpomeTpicto (€P 2.2.29/2.2.43). 3minm | Tvny -
CBICC KEMNC AT, 3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTpornb
LLseviyapis, abo rOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHK)
IHHOTepa LLysi, npuseaeHHsa Cneuudikauii M3 (npy Bunycky) y
dpaHuis MKA N3 y BignosigHicTb 4o Cneumdikauii 3aaBHUKa
ONs nokasHuka «laeHTudikauisy (€P (2.2.27),
BETLUX), 6e3 3MiHM MeTOoay KOHTPOI) Ta
«CepepgHst maca» (3aMiHa nocunaHHs €. 2.9.5. Ha
3BaxyBaHHs) (B Cneumdikauii I'N13 npu Bunycky Ta
NPOTAroM TePMiHy NMPUAATHOCTI) 3 BHECEHHAM
pefakuinHnx NpaBoK y BignoBigHOMY MeToaj
KOHTpOTH.
152. | MONDKUHAK Kancynu BariHasnbHi ITabopato ®paHuis BupobHuk, PpaHuis/ BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHK 3a - UA/10193/01/01
C no 6 kancyny pist BignosigansHUn LLisenuapis | Tuny - 3MiHn WwWopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nicTepi; no 1 abo 2 IHHOTEK 3a nakyBaHHS, dapmakoHarnagy (iHwi 3miHu) - 3MiHM BHeceHi y n.8
Gnictepny IHTepHach KOHTPOMb i BUMYCK OATA 3AKIHYEHHA TEPMIHY MPUAATHOCTI
KapTOHHiI kopobui noHanb cepii: IHHOTepa TEKCTY MapKyBaHHS1 BTOPUHHOI YNaKoBKU
LLysi, ®paHuis; nikapcbkoro 3acoby. BeeaeHHsi 3MiH npoTarom 6-tu
Bupo6Huk, MiCsILiB Micnsi 3aTBEPOKEHHSA
BigNoBiganbHUN
3a BUpOBHULTBO in
bulk: KataneHt
®dpaHL bertHxenm
CA, ®paHuis;
CBICC KENNC AT,
LLisenuapis;
IHHOTepa Lysi,
PpaHuist
153. | NIPEHECA® TabneTku no 2 mr; KPKA, CnoBeHisi Brpo6HMUTBO «in CnoBeHis BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3miHn 3a - UA/5145/01/01
no 10 Tabnetok y a.a., Hoeo bulk», nepBuHHe | Tuny - 3miHK 3 skocTi. FoTOBMI Nikapcbknn 3acib. peuyenmom
6nicTepi; no 3, abo MecTo Ta BTOPWHHE KoHTponb roToBoro nikapcbkoro 3acoby (iHLui 3miHu)

no 6, abo no 9
GnicTtepis B
KapTOHHiI kopobLyi

nakyBaHHs,
KOHTpOrb cepii Ta
BUWMYCK Cepil:
KPKA, a.4a., Hoso
mecTto, CrnoBeHis;
KoHTponb cepii:
KPKA, a.4., HoBo

OHOBJIIEHHSI BXXe 3aTBEPAKEHUX METOZIB KOHTPOIIO
AKOCTi NMikapcbKoro 3acoby, a came: BUKIageHHs
TEKCTY AepXaBHOK MOBOIO 3riHO Cy4YacHMX BUMOT 3
BHECEHHSIM KOPEKTOPCbKMX NPaBOK BifNoBiAHO A0
opvriHanbHWX AOKYMeHTIB. BBeAeHHS 3MiH MpoTArom
6-T MicaLiB micnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
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n/n
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154.

NPEHECA®

TabneTtku no 4 wmr;

KPKA,

CnoBeHisi

Bupo6HMUTBO «in

CnoseHis

roToBOro nikapcbkoro 3acoby. 3miHa y meTopax
BUNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM Yy MeTofdax BUNpobyBaHb (BKMOYA4M 3amiHy
abo OONOBHEHHS))
OHOBIEHO MeToAMKY BUNpobyBaHHs “CynpoBigHi
OOMILLKM nepuHaonpuny epbymiHy B TabneTtkax”.
BBBeAeHHS 3MiH NpoTAroM 6-TK micsauiB nicns
3aTBepAKeHHSA. 3MiHM | Tuny - 3MiHM 3 AKOCTI.
Ceptudbikat BignosigHocTi/E-cepTudikaT
BignoBigHOCTI €Bponeiichbkii
apmakonei/moHorpadii. [MogaHHs HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUNYYEHHA cepTudikaTa BiaNOBIAHOCTI
€Bponelicbkin hbapmakonei: ansa A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBUHN (CepTudikaT BigNOBIAHOCTI
€Bponeiickkin hapmakonei) - HoBui ceptudikar Big
BXE 3aTBEPAXEHOro BUpobHUKa - NOAaHHS HOBOTO
cepTugikaTa BignoBigHOCTi €BpoNecChbKii
tapmakonei RO-CEP 2019-245-Rev 01 gnsa Ad|
perindopril tert-butylamine Big BXXe 3aTBEPAKEHOTO
BupobHuka KRKA, d.d., Novo mesto, Slovenia.
3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
€Bponenicbkin dhapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHOBMeHOro cepTudikaTa BignNOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHoCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponevicbkinn hapmakonei) - HoBui ceptudikat Big
BXE 3aTBEPAXEHOro BUpoBHUKa - NOAaHHS HOBOTO
cepTugikaTa BignoBigHOCTi €BponechbKii
apmakonei RO-CEP 2019-235-Rev 00 ans A®I
perindopril tert-butylamine Big Bxe 3aTBepaxeHoOro
KOHTpakKTHOro BupobHuka Zhejiang Menovo
Pharmaceutical Co., Ltd., China. 3minu | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsay (iHwi 3amiHn) 3miHW BHeCeHi B
TEKCT MapKyBaHHSA Ha BTOPUHHII ynakoBsLi
nikapcbkoro 3acoby y n. 8 "[arta 3akiH4eHHsi TepMiHy
npuaaTHocTi". BBeaeHHs 3amMiH npoTsarom 6-tu
MicsLB Micnsi 3aTBEPOXKEHHS.

no 10 Tabnetok y
GnicTepi; no 3, abo
no 6, abo no 9

n.o., Hoeo
MecTo

bulk», nepBrHHE
Ta BTOPUHHE

BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHu
| Tuny - 3miHK 3 skocTi. FoTOBMI Nikapcbknn 3acib.
KoHTponb roToBoro nikapcbkoro 3acofy (iHLui 3mMiHu)

nakyBaHHs, OHOBJIIEHHSI BXXe 3aTBEPAKEHUX METOZIB KOHTPOIIO
Gnictepis B KOHTpOrb cepii Ta SIKOCTi Nikapcbkoro 3acoby, a came: BUKNaAeHHs!
KapTOHHI kopobui BUNYCK cepii: TEKCTY AepXXaBHOK MOBOK 3riHO Cy4aCcHUX BUMOr 3

3a
peuernmom

UA/5145/01/02




Ne
n/n

Hasea
JliKapCcbKO20

®Popma sunycky

3aseHUkK Kpaina

Bupo6Huk

83

3acoby

(nikapcbka ¢gpopma,
ynakoeka)

3asieHUKa

KPKA, a.4a., Hoso

Kpaina

eupobHUKa

PeecmpauyitiHa npoyedypa

[TponoBkeHHs noaaTka 3

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

155.

mecTto, CnoBeHis;
KoHTpornk cepii:
KPKA, a.4a., Hoso
mecTo, CrnoBeHis

NPEHECA®

TabneTkun no 8 mr;

KPKA,

CrnioBeHis

BrpobHMLUTBO «in

CnoBeHis

BHECEHHSIM KOPEKTOPCLKUX NPaBOK BiANOBIAHO A0
opuriHanbHUX AOKyMeHTIB. BBeAeHHs 3MiH MpoTsarom
6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHu 3 AkocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOIO NikapCcbKoro 3acoby (iHLwui
3MiHM Yy MeTofdax BUNpobyBaHb (BKMOYA4M 3amiHy
abo [OMOBHEHHS))
OHOBJEHO MeToAMKY BUNpobyBaHHsA “CynpoBigHi
OOMILLKM nepuHaonpuny epbymiHy B TabneTtkax”.
BBBeAeHHs 3MiH npoTarom 6-Tu micsauiB nicns
3aTBepAKEHHS. 3MiHU | TUNY - 3MiHM 3 SKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BigNOBIQHOCTI €BponenchbKii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMiIXXHOIO NPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANoOBIAHOCTI
€Bponeiickkin hapmakonei) - HoBui ceptudikar Big
BXe 3aTBEpPKEHOro BUPOBHMKa - NOAaHHsSi HOBOrO
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei RO-CEP 2019-245-Rev 01 gnsa AdI
perindopril tert-butylamine Big Bxe 3aTBepmpkeHOro
Bupo6Huka KRKA, d.d., Novo mesto, Slovenia.
3MmiHu | TUny - 3miHu 3 gkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoBigHOCTI
€Bponevicbkinn apmakonei/moHorpadii. MoaaHHs
HoBoro abo oHOBMeHOro cepTugikaTa BignoOBiAHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ansi
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponevicbkinn hapmakonei) - HoBui ceptudikat Big
BXe 3aTBEpOKEHOro BUpOBHMKa - NOJaHHsi HOBOrO
cepTugikaTa BignoBigHOCTi €BponechbKii
apmakonei RO-CEP 2019-235-Rev 00 ans A®I
perindopril tert-butylamine Big BXe 3aTBepkeHOro
KOHTpaKTHOro BupobHuka Zhejiang Menovo
Pharmaceutical Co., Ltd., China. 3minHu | Tuny -
3MiHn Wwoao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsay (iHwi 3amiHn) 3miHW BHeCeHi B
TEKCT MapKyBaHHSA Ha BTOPUHHIN ynakoBLji
nikapcbkoro 3acoby y n. 8 "[lata 3akiH4eHHsi TepMiHy
npuaaTHocTi". BBeaeHHs 3mMiH npoTsarom 6-u
MicsiLiB micnsi 3aTBEpPOXEHHS.

no 10 TabneTok y

n.a., Hoeo

bulk», nepsuHHe

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn

3a

| Tuny - 3MmiHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib.

peuenmom

UA/5145/01/03
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Gnictepi; no 3, abo MecTo Ta BTOPVHHE

no 6, abo no 9
Gnictepis B
KapTOHHIl kopobui

nakyBaHHs,
KOHTpOrb cepii Ta
BUNYCK cepii:
KPKA, a.a., Hoso
mMecTo, CrnoBeHis;
KoHTpornk cepii:
KPKA, a.a., Hoso
mecTo, CrnoBeHis

KoHTposb roToBoro fikapcbkoro 3acoby (iHLwi 3miHK)
OHOBMEHHS BXE 3aTBEPAXEHNX METOAIB KOHTPOMIO
AKOCTi NMikapcbKoro 3acoby, a came: BUKIageHHs
TEKCTY AepXaBHOK MOBOIO 3riHO Cy4YacHVX BUMOT 3
BHECEHHSAM KOPEKTOPCbKUX NPaBOK BiANOBIAHO A0
opuriHanbHUX AOKYMeHTIB. BBeAeHHSA 3MiH NpoTarom
6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHu 3 sikocTi. MoToBWI nikapcbkuii 3acit. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOOYBaHHSA rOTOBOIO NikapcbKkoro 3acoby (iHLwi
3MiHM y MeToaax BunpobyBaHb (BKMOYAKYM 3aMiHy
abo O0oNOBHEHHS))

OHOBMEHO MeToAMKY BUNpobyBaHHs “CynpoBigHi
AOMiLLKV nepuHAonpuny epbymiHy B TabneTkax”.
BBBeaeHHS 3MiH NpoTAroM 6-Tun micauis nicns
3aTBepAKEHHS. 3MiHU | TUNY - 3MiHM 3 SKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeiichbkin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBrEHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponecbkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI pe4oBUHM (CepTudikaT BiANOBiAHOCTI
€Bponewicbkin apmakonei) - HoBuin ceptudikat Big,
BXE 3aTBEPAXEHOro BUpobHUKa - NOAaHHS HOBOTO
cepTudikaTa BignoBigHOCTi EBpoNechbkin
dapmakonei RO-CEP 2019-245-Rev 01 gnsa A®I
perindopril tert-butylamine Big BxXe 3aTBepaxeHOro
Bupo6Huka KRKA, d.d., Novo mesto, Slovenia.
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponevicbkinn apmakonei/moHorpadii. MoaaHHs
HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ansi
[OOMOMDXHOT pevoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkin bapmakonei) - HoBuin ceptudikat Big,
BX€ 3aTBepAXeHOro BUpobHUKa - NofaHHA HOBOrO
cepTudikaTa BianoBigHOCTIi EBpoNechbkin
apmakonei RO-CEP 2019-235-Rev 00 ans Adl
perindopril tert-butylamine Big BXe 3aTBepkeHOro
KOHTpaKTHoro BupobHuka Zhejiang Menovo
Pharmaceutical Co., Ltd., China. 3minu | Tuny -
3MiHM Wwoao 6e3nekn/edeKkTNBHOCTI Ta
papmakoHarnsigy (iHwi amiHn) 3miHW BHeceHi B
TEKCT MapKyBaHHSA Ha BTOPUHHIN ynakoBsLi
nikapcbKkoro 3acoby y n. 8 "[lata 3akiHYeHHsi TepMiHy
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
npvgatHocTi". BBeAeHHst 3MiH NpoTArom 6-Tu
MicsLiB micnsi 3aTBEpPOXEHHS.

156. | MPIOPUKC™ niocpinizat gns "makcoCmi Benwka "nakcoCmiTKnanH Benbris BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MiHN 3a - UA/13694/01/01
/ PRIORIX™ po34nHy Ans TKnsamH BputaHis Bionoaxikans C.A. | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom
KOMBIHOBA iH'ekuin; 1 Ekcnopt CucTemMa KoHTelHep/3akynoproBanbHuiA 3aci6. 3miHa
HA MOHOO030BUIN Nimiten napameTpiB cneundikaui Ta/abo 4onycTUMMX MeX
BAKUUHA ¢nakoH (1 gosa) 3 NepBUHHOI YNaKOBKM FOTOBOTO NiKapCbKOro 3acoby
ansa niodinizatom y (iHWi 3miHW) - MNepernag kpuUTepiiB NPUAHATHOCTI ANs
NMPO®ITAKT KOMMNIEKT 3 CMinbHO ynakoBaHWX rosok i3 mapkyeaHHsm CE, a
UKU KOPY, PO34YMHHUKOM (BOAA came: 1) BuaaneHHsi BUNpobyBaHb, siki NPOBOAATLCSA
ENIAEMIYHO | ans iH’ekuin) y npv mapkyBaHHi CE, 2) 36epexeHHs BiaNoBigHWX
ro nonepeaHL0 BUNpobyBaHb, L0 3aCTOCOBYOTLCS A0 rOnoK. 3MiHu
NMAPOTUTY HanoBHEHOMY cToCyTbCs BUPOGHMYOT AinbHuULi y Benbrii
TA Lwnpuui Ta ABoMa
KPACHYXU rofikamun B KapTOHHIN

kopobui; 100
MOHOA030BaHuX (1
[03a) hnakoHiB 3
nioginizatom y
KOMMIEKTi 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) B
amnynax Ne100 B
OKpeMin ynakosu; 1
MynbTUA030BaHWI
dnakoH (2 gosn) 3
niodpinizatom y
KOMMIEeKTi 3
PO34YMHHMKOM (BOAA
ans iH’ekuin) B
amnyni; no 100 wTyk
dnakoHiB Ta amnyn
B OKpeMUX kopobkax

157. | MPIOPUKC- nioginisoBaHun "makcoCwmi Benuka nakcoCmiTKnsinH Benbris BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a He UA/16549/01/01
TETPA™ NOPOLLIOK ANA TKnsamH BpuTtaHisa Bionogxikans C.A. | Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbknn 3acib. peuyenmom | nidnszae
KOMBIHOBA iH’ekuUin; 1 donakoH 3 Ekcnopt Onuc Ta cknag. 3miHa y cknagi (4onoMixxHMX
HA NOPOLLIKOM Y Nimiteq peYoBMHAX) roToOBOro fikapcbkoro 3acoby (iHLwui
BAKLUMWHA KOMMIEKTi 3 3MiHn) [lonaBaHHs cepegouwa 199 (Medium 199)
ansa PO34MHHMKOM (BOAA 00 neperniky JOMOMDKHUX PEYOBUH 3 METOI
MPO®INAKT ans in’ekuin) no 0,5 npvBeAeHHs Y BiANoBigHICTb Ao po3ainy 3.2.P.1
UKU KOPY, mn (1 gosa) y Composition peecTpauiinHoro gocbe. 3miHa BNvBae
ENIAEMIYHO | nonepegHbo Ha MKA, peecTpaliiHe NOCBiAYEHHS, IHCTPYKLiO Mpo
ro HanoBHEHOMY MeaunyHe 3acTtocyBaHHs, MapkyBaHHSA. TepMiH
NAPOTUTY, Lwnpuui (y KOMNnexTi BBEZIEHHA 3MiH - NpoTArom 6 micsAuis nicns
KPACHYXU 3 ABOMAa ronkammu 3aTBEPKEHHS.

TA BITPAHOI | a6o 6ea ronok) a6o
BICMWA, y amnynaxy
XUBA BaKyyMHin
ATEHYMOBA | cTepunbHiit

HA ynakosui; no 1

BaKyyMHin
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

CTepWnbHIN ynakosLi
Y KapTOHHIl kopobLLi;
1 chnakoH 3
MOPOLLIKOM Y
KOMMeKTi 3
PO34YMHHMKOM (BOAa
ans iH’ekuin) no 0,5
mn (1 gosa) y
nonepeaHL0
HanoBHEHOMY
LnpuLi y BakyyMHi
CTepWnbHin
ynakosui; no 1
BaKyyMHin
CTepWnbHIN ynakosLi
Y KapTOHHIl KopobLi;
1 dprakoH 3
MOPOLLIKOM Y
KOMMIEKTi 3
PO34YMHHMKOM (BOAA
ans iH’ekuin) no 0,5
mn (1 gosa) B
amnyni y BakyyMHin
CTepWnbHin
ynakosui; no 1
BaKyyMHin
CTEepUnbHIN ynakosLi
Y KapTOHHIl kopobui

158.

NPIOPUKC-
TETPA™
KOMBIHOBA
HA
BAKLUUHA
ansa
NPO®INAKT
NKU KOPY,
ENIAEMIYHO
ro
NAPOTUTY,
KPACHYXU
TA BITPAHOI
BiCMy,
XUBA
ATEHYMOBA
HA

niodinisoBaHun
MOpOLLOK AN
iH’ekuin; 1 donakoH 3
MOPOLLIKOM Y
KOMMIEeKTi 3
PO34MHHUKOM (BOAa
ans iH’ekuin) no 0,5
mn (1 posa) y
nonepeaHL0
HanoBHEHOMY
wnpuui (y KoMnnekTi
3 BOMa ronkamu
abo 6e3 ronok) abo
y amnynax y
BaKyyMHin
CTEPUIbHIN
ynakosui; no 1
BaKyyMHin
CTepUIbHiIi ynakosLi
Y KapTOHHIl kopobLLi;
1 donakoH 3
MOPOLLIKOM Y
KOMMIEKTi 3

"makcoCwmi
TKnanH
Ekcnopt
JlimiTen

Benuka
BpuTaHis

nakcoCmiTKnsanH
Bionomxikans C.A.

Benbrisa

BHECEHHS 3MiH O peecTpauiiHiX MaTepianis: 3MiHn
| Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib.
CucTemMa koHTelnHep/3akynoptoBanbHuUiA 3aci6. 3miHa
napameTpiB cneundikai Ta/abo AoNyCTUMUX MEX
NepBMHHOT YNaKoBKM rOTOBOTO MikapCbKoro 3acoby
(iHwWi 3miHK) Mepernsig kpUTEPIiB NPUAHATHOCTI ANs
ChiNbHO ynakoBaHMX ronok i3 mapkysaHHam CE, a
came: 1) BuganeHHsa BunpobyBaHb, SKki NpOBOASATLCA
npu mapkyBaHHi CE, 2) 36epexeHHs BignoBigHux
BUMNPOOYBaHb, L0 3aCTOCOBYIOTLCS A0 roSoK. 3MiHK
CToCyTbCs BUPOBHMYOI AinbHuLi y Benbrii.

3a
peuernmom

UA/16549/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

PO34YMHHMKOM (BOAA
ans iH’ekuin) no 0,5
mn (1 gosa) y
nonepeaHL0
HaMoBHEHOMY
LINpu1Li y BakyyMHin
CTepWnbHin
ynakosui; no 1
BaKyyMHin
CTepWnbHIN ynakosLi
Y KapTOHHIl kopobLyi;
1 cdonakoH 3
MOPOLLIKOM Y
KOMMIEKTi 3
PO34YMHHMKOM (BOAA
ans iH’ekuin) no 0,5
mn (1 gosa) B
amnyni y BakyyMHin
CTepWnbHin
ynakosui; no 1
BaKyyMHin
CTepWnbHIN ynakoBLi
Y KapTOHHI kopobui

159.

NPOCTAMNA
HT

kancynu no 320 wmr;
no 10 kancyny
Gnictepi; no 3
Gnictepu B
KapTOHHiI kopobui

Ap.
Binbmap
LLIsabe
'm6X i Ko.
KIr

HimeyumH
a

Op. Binbmap

LLIsabe M'm6X i Ko.

KI

HimeyumHa

BHECEHHS 3MiH [JO peecTpaLinHuX maTepianis: 3MiHN
I Tuny - 3MiHKn Wwoao 6eanekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpPOTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUii ANS MeAMYHOro 3aCTOCYBaHHS Y 3B’A3KY i3
HOBUMW A@HUMU 3 SIKOCTi, AOKMiIHIYHUMMW, KNiIHIYHUMMN
AaHVMU Ta AaHuMu 3 dhapmakoHarnsgy. 3miHu
BHECEHO [0 iHCTPYKLii AN MegnyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"MobiyHi peakuii".

6e3
peuenma

He
nidnsieae

UA/4372/01/02

160.

nNYNbMOBPI
3®

MOpOLLIOK AN
oparnbHOi cycneHsii
no 2 r NopoLLKy B
cawe; no 10 a6o 20
calle y KapTOHHIN
ynakoBLji

Mosi Xenc
moX

LLsenuapi
a

Megiton
dapmachbtoTikan
ITA., YropwuHa;

CaBa Xenckea
Ita, IHaia

YropuwuHa/
IHais

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| TMny - 3MiHu 3 akocTi. CepTudikart
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponevicbkint apmakonei/moHorpadii. MogaHHs
HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, O
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponeickkin dhapmakonei) - OHoBNeHU
cepTudikaT Bif yxe 3aTBepAXeHOro BUpobHUKa -
[MogaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€Bponencekin dapmakonei Ne R1-CEP 2014-135 -
Rev 00 (3aTBepaxeHo: RO-CEP 2014-135 - Rev 00)
ans gitoyoi peyosunHn Ambroxol hydrochloride Big
BXe 3aTBepKeHOro BupobHmka AMI
LIFESCIENCES PRIVATE LIMITED. 3MiHu | Tvny -

be3
peuenma

UA/10212/02/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

3MiHn 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BigNOBIAHOCTI EBpONENChKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOro cepTudikarta BianoBigHOCTi abo
BUIyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecokin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoOBigHOCTI
€Bponeickkin hapmakonei) - OHoBNeHU
cepTudikaT Bif yxe 3aTBEpPAKEHOro BUPOOHUKA -
[NogaHHA oHOBREHOro cepTudikarta BignNoOBIAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2014-135 -
Rev 01 ans gitovoi pedoBrHn Ambroxol
hydrochloride Big BXe 3aTBepmpKkeHoro BUpobHmKa
AMI LIFESCIENCES PRIVATE LIMITED. 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BignoBigHOCTI €BpoONENCchbKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBrEHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponecbkin dapmakonei: gna APl; ons BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANoOBIAHOCTI
€Bponewicbkin dpapmakonei) - OHoBNeHU
cepTudikaT Big yxe 3aTBepaXeHOro BUpobHuKa -
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€sponericbkin bapmarkonei Ne R1-CEP 2014-135 -
Rev 02 ans gitovoi pedyosrHn Ambroxol
hydrochloride Big Bxe 3aTBepaxeHOro BUpobHUKa
AMI LIFESCIENCES PRIVATE LIMITED.

161.

PABEJI® SR

TabneTtku
NPONOHroBaHoi Aii,
no 1,5 wmr, no 10
Tabnetok y 6nictepi;
no 2 a6o 3, abo 6,
abo 9 bricTtepis y
KapTOHHiI kopobui

KPKA,
o.a., Hoeo
MecTo

CnoBeHis

KPKA, a.4a., Hoso
MecTo

CnoseHis

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| Tuny - 3miHK 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIAHOCTI
€Bponevicbkinn apmakonei/moHorpadii. MoaaHHs
HoBoro abo oHOBMeHOro cepTudikaTa BigNOBIAHOCTI
abo BunyYeHHs cepTudikata BignoBiAHOCTI
€Bponelicbkint hapmakonei: agns A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; ans
[OOMOMDXHOT pevoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint papmakonei) - OHOBMNEHWI
cepTudikaT Bif ye 3aTBepaXeHOro BUpobHuka -
NnoAaHHs OHOBMEHOro cepTudikarty BignoBigHOCTI
€Bponelicbkoi hapmakonei Ne R1-CEP 1998-075-
Rev 05 (3atBepaxeHo: Ne R1-CEP 1998-075-Rev
04) ans gitoyoi pevyoBUHM iHaanamig Big Bxe
3aTBepakeHoro BupobHuka BIOINDUSTRIA L.I.M.
S.P.A., ltaly, Ta, sk Hacnigok, Ans BCiX 3anMLWKOBMX
PO34YMHHWKIB AOAaHO iHOopMaLito LOAO Mexi

3a
peuenmom

UA/3628/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BusBneHHst (LOD). AHaniTu4Hi MeToaukun 3anuweHo
6e3 3MiH
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsay (iHwi 3miHn) 3MiHM BHECEHI B
TEKCT MapKyBaHHS Ha BTOPUHHIN ynakosLi y n. 8
"[laTa 3akiHYeHHsA TepMiHy npugaTtHocTi”, n. 17
"|HWe" Ta Ha NEePBUHHIN y N. 6 "IHWE" YyTOYHEHHS
norotuny BUpoGHUKa.
BBepgeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHU | TUNy - 3MiHM 3 AKOCTI.
['oToBWI Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULITBI.
3MiHM y npoueci BUpOGHMLTBA rOTOBOTO NiKapCbKOro
3acoby, BKMYa4M NPOMiKHUIA NPOAYKT, LU0
3aCTOCOBYETLCS MPY BUPOOHMLTBI TOTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHM) HE3HAYHI 3MiHW Y
npoueci BupobHuuTea M3, a came: - [looaBaHHs
iHbopmaLlii LLoAO MaKCMMarnbHOro 3aTBEPAXEHOrO
po3mipy napTii (3375000), Ha cTagii 3amiyBaHHs
[OMOMDKHUX pevoBuH; - Ha ctaaii Compression
3a3HaveHHsi obnagHaHHA Ta dianasoHy LWBMAKOCTEN;
- Ha cragii nokputTs TabneTok 3a3HayYeHHst
obnagHaHHA Ans cyMilwi Ans nokputTa TabneTok
060mnoHKot0. Takox rapMOHi3aLlisi BHYTPILLHIX
nokyMeHTiB gocke (p.3.2.P.1. Ta 3.2.P.4.) gns
OOMOMDKHOI PEYOBUHM LienakTo3a — 3a3HayeHHs
nocunanHsa Ha KPKA 3amicte Meggle
162. | PAMIMEO® Tabnetku, 2,5 Mepokemi Kinp BMPOGHMLTBO 32 ManbTa/Kinp | BHECeHHs 3MiH 0 peecTpaLiiHiX MaTepianis: 3MiHK 3a He UA/10154/01/01
KOMBI mr/12,5 mr, no 10 nTao NOBHUM LIMKINOM: | Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom nionsieae
TabneTtok y 6nictepi; AxTtasic NTA, dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTui
no 3 Gnictepn y ManbTa; nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
KapTOHHiI kopobui BUPOGHMLTBO IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
Hepo3dpacoBaHoro perynsipHoO OHOBIOBAHOrO 3BIiTy 3 6e3nekn
npoaykTy, nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
KOHTPOIb SIKOCTI, 3aCTOCyBaHHsI NikapcbKoro 3acoby B
[03BiN Ha BUNYCK nicnsapeecTpauinHun nepioa, abo sk pesynbtar
cepii: Megokemi OLliHKM 3BITY 3 AocnigKeHb, NpOBeAeHUX BignoBigHO
nTo 00 nnaHy negiaTpuyHmx gocnigkeHs (PIP) (3MiHy
(UeHTpanbHui Y3roXXeHO 3 KOMMETEHTHUM YNOBHOBAaXEHNM
3asog), Kinp; opraHoMm) - 3MiHVM BHECEHO [0 iHCTPYKLiT Ans
nepBUHHE Ta MEeAMYHOrO 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao
BTOPUHHE po3ginis "OcobnumBocTi 3actocyBaHHS" Ta "lMobiyHi
nakyBaHHS: peakuii" BignosiaHo fo pekomeHpauii PRAC.
Mepokemi 1T} TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicns
(3aBog AZ), Kinp 3aTBepAKeHHS
163. | PAMIMEA® Tabnetkn, 5 mr/25 Mepokemi Kinp BMPOOHWLTBO 3a ManbTa/Kinp | BHeCeHHs 3MiH 4O peecTpaLiiHMX MaTepianis: 3MiHK 3a He UA/10154/01/02
KOMBI mr, no 10 TabneTtok nTa NOBHUM LIMKIOM: | Tuny - 3MiHn Wwopao 6e3neku/edeKTUBHOCTI Ta peuenmom nionsieae
y bnicTepi; no 3 AxTtasic NTA, dapmakoHarnsay. 3miHa y KopoTKili XapakTepucTuLi
Gnictepu y ManbTa; nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta
KapTOHHiI kopobui BUPOGHULTBO IHCTPYKLUIii ANs MeaM4HOro 3acTOCyBaHHS Ha nigcTasi
Hepo3dacoBaHoro perynsipHo OHOBIIOBAHOIO 3BIiTy 3 6e3nekn
npoaykTy, nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTPOIb SIKOCTI, 3acTOCyBaHHsI Nikapcbkoro 3acoby B
[A03BIN Ha BUMYCK nicnsipeecTpauiiHuii nepiod, abo sk pedynbTaT
cepii: Megokemi OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHUX BigNoBIgHO
nTa 00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
(UeHTpanbHui Y3roXXeHO 3 KOMMETEHTHUM YNOBHOBaXEHNM
3aBog), Kinp; opraHom) - 3MiHM BHECEHO [0 iHCTPYKUIii aAns
nepBUHHE Ta MeAMYHOro 3aCTOCyBaHHSI Nikapcbkoro 3acoby Ao
BTOPUHHE po3ainie "OcobnueocTi 3acTocyBaHHs" Ta "MobiyHi
nakyBaHHS: peakuii" BignoigHo Ao pekomeHaauii PRAC.
Megokemi JIT[] TepMiH BBEAEHHSI 3MiH NPOTAroM 6 micauiB nicns
(3aBog AZ), Kinp 3aTBepAXeHHs
164. | PE3NONO Kpanni OYHi, PO34mMH dapmaTeH [peuia BTOPUHHE [peuia BHECEHHS 3MiH [JO peecTpaLlinHUX maTepianis: 3MiHN 3a He UA/14430/01/01
2%;no5mny C.A. nakyBaHHS, | Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnsieae
dnakoHi- KOHTPOIb SKOCTI, dapmakoHarnsgy. 3miHa y KOpoTKili XapakTepucTuui
KpanenbHuui; no 1 BUMYCK Cepiit: nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
bnakoHy- dapmateH C.A., IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHs Ha nigcTasi
KpanenbHuui y peuis; perynspHO OHOBIOBAHOTO 3BiTYy 3 6e3neku
KapTOHHil kopobui BUPOBHMLTBO nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
Hepo3dacoBaHoro 3aCcTOCyBaHHsI Nikapcbkoro 3acoby B
npenapary, nicnapeecTpauinHuii nepiod, abo sk pesynbtat
nepBUHHE Ta OUiHKM 3BITY 3 AOCNiAXeEHb, MPOBEAEHUX BigNOBIAHO
BTOPUHHE 00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
nakyBaHHS, Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
KOHTPOIb SIKOCTI: opraHom).
damap A.B.E. 3MiHW BHeCeHi A0 iHCTPYKLUii Ans MeguyHoro
(3aBog Animoc), 3acToCcyBaHHS NikapCcbKoro 3acoby y posainu
Ipeuis "Cnocib 3acTocyBaHHs Ta fo3un", "MNobivHi peakuii”
BiANOBIQHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
Aitoyoi pevoBunHN. BBEeaeHHSA 3MiH NpoTarom 6-tu
MicsiLiB micnsi 3aTBEpOXKEHHS.
165. | PEKOBEIb PO3YMH ANS iH'eKUin PeppiHr Nania BMPOGHMLTBO, HimeuunHa/ | BHECeHHS 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHn 3a - UA/17969/01/01
no 12 mkr/0,36 mn; dPapmaues nepBuHHe Benukobput | Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbkun 3acib. peuenmom
CKIMSAHWN TVKan3 nakyBaHHS, aHis CucTemMa KoHTelnHep/3akynoptoBanbHUiA 3aci6. 3miHa
H6aratonosoBui A/IC NPOMIXHWUIA ByAb-sIKOi YaCTUHU MaTepiany NepBUHHOI YNaKoBKM,
KapTpumk ob’emom 3 KOHTpOIb B LLIO HE KOHTaKTY€E 3 roTOBUM NiKapCbKUM 3aco6om
Mn (ckno Tuny 1) 3 npoueci (Hanpwvknag komip KpULEYOK 3 KOHTPOSeM MepLLOro
nopLUHeM i3 BUPOGHMLTBA BiOKPWTTS, KOMip KOJOBMX Kineub Ha amnynax,
H6pombyTurnosoro (mikpobionoriyHun, KOHTeWHepa A ronok (pisHi Buan nnacrmacu)
Kaydyky Ta 3aranbHWn Ta (3miHa, sika He BNNMBaE Ha KOPOTKY XapaKTEPUCTUKY
06XMMHOI0 PyHKLiOHaNbHMIA), nikapcbkoro 3acoby) - OHoBneHHs p. 3.2.P.7.
arnoMiHieBoo KOHTPOSb SIKOCTi CuctemMa KOHTenHep/ 3aKynoproBarnbHUIA 3acio, a
KPULLIKOIO 3 (mikpobionorivyHuin) camMe 3MiHa Onucy naky, KU NOKPUBAE BHYTPILLHIO

BKINaJKOI0 3 Kay4yKy,
NOMiLLEHNI y
npuu-pyuyKky, no 1
Wnpuu-pysui y
KOMMMeKTi 3 3
CcTepuUnbHUMK
ronkamu ans
iH'ekuin (3
Hepxasitoyoi cTani)

: Bettep ®apma-
®epriryHr FIM6X i
Ko. KT,
HimeuunHa/npomi
XXHWUIA KOHTPOIb B
npoueci
BUPOGHMLTBA
(mikpobionoriyHun,
3aranbHun Ta

CTOPOHY ro)pOBaHOro KOBMaYKa, i3 «30/10TOro» Ha
«IHTEHCUBHMI 30M0TUIN»




91

[TponoBkeHHs noaaTka 3
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Y KapTOHHIl kopobui YHKLiOHaNbHWIA),

KOHTPOMb SKOCTI
(mikpobGionoriyHumi)
, BisyanbHumn
KOHTpO~b:
BeTttep ®apma-
®epTiryHr TM6X i
Ko. KT,
HimeuyumHa/npomi
XXHWIA KOHTPOIb B
npoueci
BUpPOGHMLUTBA
(mikpobBionoriyHuin,
3aranbHWn Ta
yHKLiOHaNbHWIA),
KOHTPOMb SIKOCTI
(mikpobionorivHnin)
, BisyanbHumn
KOHTpornb: BeTtTep
Papma-depTiryHr
vm6X i Ko. KT,
HimeuuunHa/sisyan
bHWUI KOHTPOIb:
BeTttep dapma-
®epTiryHr TM6X i
Ko. KT,
HimeuumHa/Bupob
HMUTBO (36ipka
LINPUL-PYYKU Ans
iH'ekuin),
MapKyBaHHS,
BTOPWHHE
nakyBaHHs:
®eppiHr
KoHTponnepn
TepaneBTikc
TimiTen,
BenukobputaHis/k
OHTPOIb AKOCTI
(6ionorivyHui): Bio-

TexHonomxi
[xeHepan
(Ispainb) N74.,
I3painb/Bignosiga
NbHUIA 3a BUMYCK
cepii, KOHTpOnb
AKOCTI (XiMiYHUIA
Ta TOYHICTb
[03yBaHHs):
PeppiHr M'm6X,
HimeyunHa
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
166. | PEKOBEJb PO34MH Ans iH'eKuin deppiHr NaHis BUPOBHMUTBO, HimeuyunHa/ | BHeCeHHs1 3MiH [0 peecTpaLiiHX MaTepianis: 3MiHu 3a - UA/17969/01/02
no 36 mkr/1,08 mn; dapmaues nepBuHHe Benvkobput | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom
CKNAHUN TKan3 nakyBaHHs, aHis Cuctema koHTelHep/3akynoptoBanbHui 3acib. 3miHa
GaraTono3oBui A/IC NPOMIXKHWUIA Oyab-aKOT YacTUHU MaTepiany NepBUHHOI YNaKOBKH,
KapTpuax ob’emom 3 KOHTpOIb B LLIO He KOHTaKTY€ 3 FOTOBMM NikapcbkuM 3acobom
M (ckno Tuny 1) 3 npoueci (Hanpvknag Komip KpULEYOK 3 KOHTPOSeM MepLLIOro
nopLuHeM i3 BMPOGHMLTBA BiOKPWTTS, KOMip KOJOBMX Kineub Ha ammnynax,
H6pombyTMNoBoro (MikpoGionoriyHui, KOHTeWHepa Ans ronok (pisHi Buan nnacrmacu)
Kaydyky Ta 3aranbHWn Ta (3miHa, sKa He BNNMBaE Ha KOPOTKY XapaKTEePUCTUKY
0GXUMHOI YHKLiOHaNbHWIA), nikapcbkoro 3acoby) - OHoBneHHsi p. 3.2.P.7.
arntoMmiHieBotO KOHTPOIb SIKOCTi Cunctema KoHTeNHep/ 3akynoptoBanbHUiA 3acib, a
KPULLIKOKO 3 (mikpobGionoriyHmin) came 3MiHa Onucy naky, sikuii NOKpMBaE BHYTPILLHIO

BKIAAKOK 3 KayuyKy,
NOMiLLLEHNIA y
LINpu1L-pyyKy, no 1
WnpuY-py4ui y
KOMMekTi 3 9
CTepUIbHUMU
ronkamu ans
iH'ekuin (3
HepxaBitoyoi cTani)
Y KapTOHHIl kopobui

: Bettep ®apma-
®epTiryHr FM6X i
Ko. KT,
HimeuyumHa/npomi
XXHWUI KOHTPOnb B
npoueci
BUpPOGHMUTBA
(mikpobionoriyHmn,
3aranbHun Ta
yHKLiOHaNbHWIA),
KOHTPOMb SKOCTI
(mikpobGionoriyHmin)
, BisyanbHumn
KOHTpPO~b:
Bettep ®apma-
®epTiryHr MM6X i
Ko. KT,
HimeyunHa/npomi
>KHUIN KOHTPOIb B
npoveci
BUPOGHMLTBA
(mikpobionoriyHun,
3aranbHUn Ta
yHKLIOHaNbHWI),
KOHTPOMb AKOCTI
(mikpobionorivyHuin)
, BidyanbHui
KOHTponb: BeTTep
Papma-depTiryHr
v6X i Ko. KT,
HimeuunHa/sizyan
bHWUI KOHTPOIb!
BeTttep ®apma-
®epTiryHr TM6X i
Ko. KT,
HimeuyumHa/Bupo6
HUUTBO (36ipka
LUNpUL-PYYKY Ans
iH'ekwin),

CTOPOHY ropOBaHOr0 KOBMaYkKa, i3 «30510TOro» Ha
«IHTEHCUBHMI 30MN0TUIA»
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MapKyBaHHS,
BTOPUHHE
nakyBaHHs:
deppiHr
KoHTponneg
TepaneBTikc
Nimiten,
BenwukobpuTaHisi/k
OHTPOSb SAKOCTi
(6ionoriyHuit): bio-
TexHonopxi
[xeHepan
(I3painb) Nn14.,
I3pains/Bignosiga
NbHWI 3a BUNYCK
cepii, KOHTPOsb
AKOCTI (XiMiYHUIA
Ta TOYHICTb
[03yBaHHSA):
PeppinHr M'm6X,
HimeyuunHa
167. | PEKOBEJb PO34MH Ans iH'eKuin deppiHr NaHis BUPOBHMUTBO, HimeuyunHa/ | BHeceHHs1 3MiH JO peecTpaLiiH1X MaTepianis: 3MiHn 3a - UA/17969/01/03
no 72 mkr/2,16 mn; dapmaues nepBuHHe Benukobput | Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkun 3acib. peuenmom
CKNAHUA TKan3 nakyBaHHs, aHis Cuctema koHTelHep/3akynoptoBanbHui 3aci6. 3miHa
GaraTono30BMi A/IC NPOMIDXKHUI O6yab-aKOT YacTUHU MaTepiany NepBUHHOI YNaKOBKH,
KapTpumk ob’emom 3 KOHTpOIb B LLIO HE KOHTaKTy€E 3 rOTOBUM JlikapCbKMM 3acobom
Mn (ckno Tuny 1) 3 npoueci (Hanpvknag komip KpULEYOK 3 KOHTPOSeM MepLLOro
nopLUHeM i3 BUPOGHMLTBA BiOKPUTTS, KOMip KOJOBMX Kinewub Ha amnynax,
H6pombyTurnosoro (mikpobionoriyHun, KOHTeWHepa A ronok (pisHi Buan nnacrmacu)
Kaydyky Ta 3aranbHWn Ta (3MmiHa, sika He BNNMBaE Ha KOPOTKY XapaKTEPUCTUKY
06XMMHOI0 PyHKLiOHaNbHMI), nikapcbkoro 3acoby) - OHoBneHHs p. 3.2.P.7.
arntoMiHieBoOO KOHTPOIb SIKOCTi Cuctema KOHTenHep/ 3aKynoproBarnbHuUi 3acio, a
KPULLIKOIO 3 (mikpobionoriuyHuin) camMe 3MiHa Onucy naky, IKUN NOKPUBAE BHYTPILLHIO

BKINaAKOK0 3 Kay4yKy,
NOMiLLLeHNN y
LnpuL-pyuKky, no 1
Wnpuu-pysui y
KomnnekTi 3 15
CcTepuUnbHUMK
ronkamu ans
iH'ekuin (3
Hepxagitoyol cTani)
Y KapTOHHiIln kopobLi

: Bettep ®apma-
®epTiryHr TM6X i
Ko. KT,
HimeyunHa/npomi
XXHWUI KOHTPOnb B
npoueci
BUPOGHMLTBA
(mikpobionoriyHun,
3aranbHun Ta
PyHKLiOHaNbHMIA),
KOHTPOSIb SIKOCTi
(mikpobionorivyHuin)
, BisyanbHuw
KOHTpO~b:
Bettep ®apma-
®epTiryHr TM6X i
Ko. KT,
HimeyymHa/npomi

CTOPOHY ro)pOBaHOro KOBMayKa, i3 «30/10TOro» Ha
«IHTEHCUBHMI 30M0TUIA»
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

XHWIA KOHTPOIb B
npoueci
BUPOGHMLUTBA
(mikpobGionoriyHuin,
3aranbHun Ta
YHKLiOHaNbHWIA),
KOHTPOMb SIKOCTI
(mikpobionoridHwmin)
, BisyanbHumn
KOHTpoOrb: BeTtTep
Papma-depTiryHr
'vm6X i Ko. KT,
HimeuuunHa/sisyan
bHWUI KOHTPOIb:
BeTttep dapma-
®epTiryHr TM6X i
Ko. KT,
HimevyunHa/Bnpo©6
HUUTBO (36ipKka
LINPUL-PYYKU A4St
iH'ekuin),
MapKyBaHHS,
BTOPWHHE
nakyBaHHs:
deppiHr
KoHTponnepn
TepaneBTikc
TimiTen,
BenukobputaHis/k
OHTPOIb AKOCTI
(6ionoriyHui): Bio-
TexHonopxi
[xeHepan
(Ispainb) N14.,
I3paine/Bignosiga
NbHWIA 3@ BUMYCK
cepii, KOHTponb
AKOCTI (XiMiYHUIA
Ta TOYHICTb
[03yBaHHs):
PeppiHr M'm6X,
HimeyunHa

168.

PETPOBIP™

PO34MH Ans iHdy3in,
10 mr/mn no 20 mny
dnakoHi; no 5
drakoHiB y
KapTOHHiI kopobLyi

BiiB
Xernckep
0K
Nimiten

Benuka
BputaHisa

'makco
OnepenwHc FOK
TNimiten

Benuka
BpuTtaHisa

BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3MiHN
| TMny - 3MiHu 3 sikocTi. CepTudpikart
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponevicbkint apmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo BUnyYeHHsi cepTudgikata BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/NpOMIKHOrO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuuTBi A®l; ansi

3a
peuernmom

UA/0232/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[OMOMIDKHOI pe4OBUHM (CepTudikaT BiANOBIAHOCTI
€sponewcbkin bapmakonei) - OHoBNeHWN
cepTudikart Bif yKe 3aTBEpPYKEHOrO BUPOBHMKA.
[NogaHHA OHOBREHOro cepTudikarta BignNoOBIAHOCTI
€sponelicbkin hapmakonei R1-CEP 2005-063-Rev
04 (3atBepmkeHuin: R1-CEP 2005-063-Rev 03) ans
ADI 3npoByanHy Bifg BXe 3aTBEpAXEHOro BUPOOHUKa
Aurobindo Pharma Limited, IHgis.
169. | PUH3A® Tabnetkn; no 4 TOB YkpaiHa HOHik IHais BHECEHHS1 3MiH O peecTpaLinHMX maTepianis: be3 - UA/2078/01/01
Tabnetkn y 6nictepi; | "[>KOHCOH dapmackioTrkan TeXHiYHa nomunka (3rigHo Hakazy MOS3 Big peuenma Ne
no 1 6nictepy B i [I)KOHCOH JlabopaTopis 23.07.2015 Ne 460), TexHi4Hy NOMUIKY BUNPaBNeHO 4, Ne 10 -
KapTOHHIN YkpaiHa" (BigaineHHs cipmm B IHCTPYKUii ANs ME4MYHOro 3acTocyBaHHSA 6e3
kopobouui; no 4 "Ix. b. Kemikans nikapcbkoro 3acoby B po3sainax "B3aemopis 3 peuenma;
Tabnetkn y bnictepi; eHg iHWMMK nikapcbkumm 3acobamu Ta iHWi Buan Ne 100 - 3a
no 1 Gnictepy B dapmacbioTukansa B3aemogin", "Cnocib 3actocyBaHHsi Ta 4o3n", peuenmom
KapTOHHIN Nra.") "Mo6iyHi peakuii”, a came gogaHo NponyLeHy
Kopobouui; no 25 iHdpopmauito 3 6esneku 3acTocyBaHHS Aito4ol
KapTOHHUX pevoBUHU, 3aTBEPKEHY Hakazom MO3 Ne 2268 Big
KOpoBoYOK y 15.12.2022 p. IHcpopmauisi 6yna nponyLieHa 3
KapTOHHIN kopobuyj; TEeXHIYHWX NpUYMH. 3a3HayveHe BUNpaBIeHHs
no 10 Tabnetok y BiANOBIgA€e MaTepianam peecTpauiiHoro 4ocke
Gnictepi; no 1
Gnictepy B
KapTOHHI kopobouLi
170. | PIANTPIC crpen HasanbHuw, nenmapk | LUsenuapi "meHmapk IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHn 3a - UA/18235/01/01
[,030BaHUN, CnewianTi A dapmacbioTukana | TMny - 3MiHu 3 akocTi. ADL. BupobHuuteo. 3miHa peuenmom
cycneHsis; no 56, C.A. NTo. po3mipy cepii (Bkntoyatoum gianasoHun) APl abo
120 abo 240 po3 y NPOMIKHOTO MPOAYKTY, KN 3aCTOCOBYETLCS Y
nonieTuneHoBoMy npoueci BupobHuutea AP (36inbweHHs o 10 pasis
cnakoHi; no 1 NOPIBHSHO i3 3aTBEpPOXEHM PO3MIPOM) -
dnakoHy 3 36inbLUeHHsA po3mipy cepii Aito4oi pe4oBUHN
[03Y04YM HacoCoM- ononartaavHy. flitova pegakuis: Poamip cepii: 22 kr.
posnunoBayem, [MponoHoBaHa pepakuis: Po3mip cepii: 66 kr
3aKpUTUM
KOBMa4koMm, y
KapTOHHIl kopobui
171. | POTAPUKC™ | cycneHsis opanbHa "makcoCwmi Benuka nakcoCmiTKnsnH Benbrisa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn 3a - UA/13060/01/01
/ROTARIX™ (1,5 mn/po3y); no 1 TKnsamH BpuTtaHisa Bionogxikans C.A. Il Ty - 3minHu 3 akocTi. A®I. BupobHuuteo. 3MiHn B peuenmom
BAKUWHA abono5 Ekcnopt npoueci BupobHmutea AdI (3miHa cTocyeTbest
ana nonepegHLO TimiTen aKTMBHOI pe4oBMHU BioNoriYHOro/iMyHONorivYHoro
MPO®ITAKT 3arnoBHEHNX noxodkeHHs abo BUKOpUCTaHHA XiMiyHuxX APl y
KN opanbHUX BMPOGHMLTBI Nikapcbkoro 3acoby
POTABIPYCH | annikaTtopis abo Ty6 6ionoriYHOro/iMyHONOrNYHOro NOXOAXKEHHS, Aka MOXe
Ol IHOEKLIT B KapPTOHHii1 KOpPOBLi MaTh 3Ha4YHUI BNSUB Ha SKICTb, 6eaneky Ta

3 MapKyBaHHSM
YKpaiHCbKOI MOBOIO,
abo B kopoOui 3i
CTUKEPOM
YKPaiHCbKOK MOBOIO

eheKTBHICTb Nikapcbkoro 3acoby, i He CTocyeTbCst
npotokony) 3amiHa TpuncuHy (pTrypsin) CBUHSHOrO
NMOXOXXEHHSA Ha TPUMCUH, OTPMMaHWUIA 3a JONMOMOroH
TexHonorii pekombiHaHTHOT AHK (rTrypsin), wo
BVKOPWCTOBYETLCS Y SIKOCTi BUXIAHOI PEYOBWHMW Mpu
BMPOBHMLTBI Aitoyoi pevoBuHU Human rotavirus
R1X4414 strain (live attenuated) produced on Vero
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
cells
172. | PYNA®IH Tabnetku no 10 wmr; 3eHTiBa, Yecbka HOYKOP XEJC, IcnaHis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHn 3a He UA/18949/01/01
no 10 Tabnetok y K.C. Pecny6bnik C.A. | TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom | nidnsieae
6nictepi; no 1, 3 abo a HalMeHyBaHHs Ta/abo agpecy Micusi NPOBaAXEHHS!
5 6nictepis B AisiNbHOCTI BUPOGHMKa/iMnopTepa rotToBoro
KapTOHHil kopobui niKkapcbkoro 3acoby, BKIoYaun AinbHULI BUMYCKY
cepii abo micue NpoBeAeHHS KOHTPOIH SIKOCTI.
(misnbHicTb, 3a siky Bignosiaae BUpobHUK/iMnopTep,
BKITHOYaK04M BUMYCK cepiil) 3miHa agpecy BUpobHMKa
113 BignoBigansHOro 3a NOBHUI LMK BUPOOHMLTBA
Noucor Health, S.A., Spain / Hoykop Xenc, C.A.,
Icnanis. BBegeHHs 3MiH npoTsarom 6-Tu Micauis nicnsa
3aTBEPOKEHHS.
173. | CANO®AIbK | rpaHynu Op. ®anek | HimevunH BupobHumk HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHn 3a - UA/3745/01/02
racTpOPE3NCTEHTHI, dapma a BignosiganbHWn | Tuny - 3MiHu 3 akocTi. ADL. KoHTponb A®L. 3miHa y peuenmom
NPOJIOHrOBaHOI Aii mM6X 3a BUMYCK cepin meTogax BunpobysaHHa ADI abo BuxigHoro
no 1000 wmr; no 1860 KiHLEBOro marepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo

MF rpaHyny
nakeTukax «l paHy-
Ctuke»; no 50
nakeTuKkiB y kopobui
3 KapTOHY

npoaykry: Op.
®anbk ®apma
'm6X, Himevuuha;
BupoGHuK,
[030BaHoi hopmum,
nepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SKOCTI:
JlosaH ®apma
'm6X, HimevuuHa;
Papbin Papma
'm6X, HimeuunHa;
Bupo6Huk,
BianoBiganbHWn
3a nepBuHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTi:
JlosaH ®apma
'vm6X (Ewbax
cant), Hime4uunHa;
Bupo6Huk,
BianosiganbHUn
3a KOHTPOIlb
sKoCTi: HaykoBo-
nocnigHuin
iHCTUTYT
Xennenep M6X,
HimeuuuHa;
Bupo6Huk,
BigNoBiganbHUN
3a KOHTPOJb
AKOCTI: anndameq

BUKOPUCTOBYETHLCS Y npoueci BUpobHuuTea Ad|
(iHwWi 3mMiHM y MeTopax BUNpobyBaHHS (BKIOYa04n
3amiHy abo gonosHeHHs1) A®| abo
BUXiQHOro/MPoMiXKHOIo NPoAyKTy) - 3amiHa
aHaniTMYHOro MeToAy BU3HAYEHHS PO3MIpYy YaCTOK
Ans Ailo4oi pevyoBNHN MecanasnHy BMpobHuka AdI
PharmaZell y 38'a3ky 3 fogaBaHHAM
anbTepHaTMBHOI NasepHOI CUCTEMM.
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

®apbin
ApuHenmiTTenb
'M6X, HimeyunHa

174.

CANO®AJBK

cycneHsis
pekTanbHa, 4 r/60 ;
no 60 r cycneHsii y
Kni3mi; no 7 kniam B
6nictepax B kopobLi
3 KapTOoHY

Op. ®anbk
dapma
mB6X

Himeuumn
a

BignosiganbHuit
3a BUNYyCK cepin
KiHLLEBOro
npoaykty: Op.
®anbk ®apma
'M6X, HimeuyuunHa;
Bupo6Humk
[030BaHoi hopmu,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPOSb SIKOCTi:
KopaeH ®apma
Ppibypr Al
LiBaniHigepnaccyH
r ETTiHreH,
LLIseriuapisi; NosaH
dapma 'M6X,
Hime4vuuHa;
Bupo6Huku,
BignoBiganbHi 3a
KOHTPOSb SIKOCTi:
JlosaH ®apma
'M6X, HimeuyuunHa;
KopaeH ®apma
®pibypr CA,
LLisenuapis;
Bioek3am Arl',
LLseniLapis;
HaykoBo-
gocnigHun
iHCTUTYT
Xennenep M6X,
HimevyunHa

Himeuumna/
LLiBeviuapis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK
| Tuny - 3miHn 3 akocTi. A®I. KoHtponb ADI. 3miHa y
meTogax BunpobysaHHst APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, LWwo
BMKOPWUCTOBYETLCS y Npoueci BUpobHuutea AdI
(iHWi 3miHM y MeToaax BMNpobyBaHHs (BKIOYaoum
3aMiHy abo gonoBHeHHs) APl abo
BVXiAHOro/npomiXKHOro NPOAYKTY) - 3amiHa
aHaniTMYHOro MeToAy BM3HAYEHHSI PO3MIipy YaCTOK
Ons gitoyoi pevoBnHU MecanasunHy BupobHuka Al
PharmaZell y 38'a3ky 3 gogaBaHHAM
anbTepHaTMBHOI NasepHoi cucTtemm

3a
peuenmom

UA/3745/02/01

175.

CANO®AIBK

rpaHynm
racTpoOpe3nNCTeHTHI
NPOOHroBaHoi Aii
no3r;no558r
rpaHyn y nakeri
«[I"paHy-CTtuke»; no
50 nakeTiB y kopobui
3 KapTOHY

Op. ®anbk
dapma
X

HimeuumnH
a

BignoeiganbHuii
3a BMNyCK cepin
KiHLLEBOIrO
npoaykty: ip.
®anbk ®apma
m6X, Himevuuna;
BupobHumk
[030BaHoi hopmu,
nepBuHHe,
BTOPWHHE
nakyBaHHsi Ta
KOHTPOMb SKOCTI:
JlosaH ®apma

"v6X (HoeHbypr

Himeyumna

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHK
| Tuny - 3miHn 3 sikocTi. ADI. KoHTponb ADL. 3miHa y
MeTofax BunpobyBaHHs ADI abo BuxigHoro
marepiany/npoMiXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETbLCS y Npoueci BupobHuutea AdI
(iHwWi 3MiHKM y MeTogax BUNpobyBaHHs (BKIOYa4n
3amiHy abo gonoBHeHHs1) A®I abo
BUXiAHOro/NpOMIPKHOrO NPoAyKTY). 3amiHa
aHaniTM4HOro MeToAay BU3HAYEHHSI PO3MIpY YacTok
ONs 4040l peyoBUHU MecanasuHy BupobHuka Ad|
PharmaZell y 38'a3ky 3 gogaBaHHsAM
anbTepHaTUBHOI Nla3epHoi cucTteMmn

3a
peuenmom

UA/3745/01/03
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

canT), HimeuyuuHa;
$apbin ®apma
'm6X, HimeuunHa;
Bupo6GHuK,
BignoBiganbHun
3a nepBuHHE,
BTOPUHHE
nakyBaHHsi Ta
KOHTPOIb SIKOCTi:
JlosaH dapma
'mM6X (Ewbax
canT), HimeuyuuHa;
BUPOBHMK,
BiAnoBiganbHWn
3a KOHTPOJSlb
SKOCTi: HaykoBo-
nocnigHui
iHCTUTYT
Xennenep M'vbX,
HimeuuunHa;
BUPOBHMK,
BigNoOBiganbHUN
3a KOHTPOJ1b
SAKOCTI: anndamen
®APBIJI
ApuHanmiTTens
'm6X, HimeyynHa

176.

CANO®ANDbK

rpaHynu
racTpoOpPEe3UCTEHTHI
NPONOHroBaHoi Aii
no1,5r,no2,79r
rpaHyn y nakeri
«paHy-CTtuke»; no
35 nakerTiB y kopobui
3 KapTOHY

Op. ®anbk
dapma
m6X

HimeuumH
a

BignosiganbHui
3a BUMYCK cepin
KiHLLEBOIO
npoaykty: Op.
®anbk ®apma
'M6X, HimeuyuunHa;
BUPOGHMK
[030BaHoi hopmu,
nepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTi:
JlosaH ®apma
'm6X, Himevuuha;
dapbin dapma
m6X, Himevuuna;
BMPOGHMK,
BignoBiganbHUN
3a nepBuHHE,
BTOPWHHE
nakyBaHHsi Ta
KOHTPOIb SIKOCTI:
JlosaH ®apma
'vm6X (Ewbax

Himeyumna

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| Tuny - 3miHun 3 akocTi. A®I. KoHTponb ADI. 3miHa y
mMeTogax BunpobyBaHHsa ADI abo BuxigHoro
maTepiany/npoMixXHOro NPoAyKTy/peareHTy, Wo
BMKOPVCTOBYETbLCS y NpoLeci BupobHuutea AdI
(iHwWi 3MiHKM y MeTogax BUNpobyBaHHs (BKIOYa04n
3amiHy abo gonoBHeHHs1) A®I abo
BVXifHOro/npoMiXKHOro MPOAYKTY) - 3amiHa
aHaniTM4HOro MeToAy BU3HAYEHHSI PO3MIpY YacToK
Ans Aitoyoi pevyoBnHN MecanasuHy BupobHuka AdI
PharmaZell y 38'a3ky 3 gogaBaHHAM
anbTepHaTUBHOI Nla3epHoi cucTteMmn

3a
peuenmom

UA/3745/01/04
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

canT), HimeuyuuHa;
BMPOGHMUK,
BigNoBiganbHUN
3a KOHTPOSb
sKocTi: Haykoso-
nocnigHun
iHCTUTYT
Xennenep M6X,
Hime4vuuHa;
BUPOBHMK,
BignoBiganbHWn
3a KOHTPOSb
SAKOCTI: anndamen
OAPBIN
ApuHanmiTTenb
'M6X, HimevyunHa

177.

CANO®AIBK

TabneTkn, BKpUTI
o6onoHkKot,
KMLLIKOBOPO34MHHI,
no 500 mr; no 10
Tabnetok y Gnictepi;
no 5 a6o no 10
Gnictepis y kopobui
3 KapTOoHY

Op. ®anbk
dapma
MM6X

Himeuumn
a

Bupo6Huk,
BigNoBiganbHUN
3a BUMYCK cepin

KiHLEBOro

npoaykty: Op.
danbk ®apma
'M6X, HimevunHa
Bupo6Humk
[030BaHoi hopmu,
KOHTPOIb SKOCTI:
PotteHpopd
dapma 'mbX,

HimeyunHa

Bupo6Huk

[030BaHol hopmu,
nepBuHHE,

BTOPUHHE

nakyBaHHsi Ta
KOHTPOIb SKOCTI:
JlosaH ®apma
'm6X, HimeuunHa
Brpo6Huku,
BignoBiganbHi 3a
nepBUHHE,
BTOPUHHE
nakyBaHHsi Ta
KOHTPOIb SIKOCTI:
PotteHgopd
dapma 'mbX,
HimeyuunHa; JlosaH
®apma 'mbX,

HimevuunHa

Bupo6GHukM,
BignoBiganbHi 3a
KOHTPOIb SIKOCTI

Himevumna

BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3miHn
| Tuny - 3miHun wopo 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHUX AaHux nNpo cuctemy papmakoHarnsgy
(BBEAEHHSA y3aranbHEeHUX AaHUX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
34iNCHeHHs chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BigMiHHa Bif, yNOBHOBaXXeHOI 0co0M, BignosigansHoi
3a 3[iicHeHHs hapMakoHarnagy (Bknovarym
KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu dapmakoHarnagy) 3miHa
yMNoBHOBaXeHoI ocobu 3asiBHMKa, BiANOBiganbHoI 3a
hapmakoHarnsg.

[itoua pegakuis: Dr. Andrea De Lacovo / O-p
AHpgpea [e JlakoBo. NponoHoBaHa pegakuis: Dr.
Carsten Wieser / 1-p KapcTeH Bizep.
3MiHa KOHTaKTHWX AAHNX YNOBHOBAXEHOi 0cobun
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsag

3a
peuenmom

UA/3745/04/02
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Ta
MikpobionorivyHmi
KOHTPOMb
HeCcTepunbHNX
npoaykris: CI'C
IHCTUTYT
®peseHiyc M'M6X,
HimeuuunHa; NBA
dapma 'M6X,
HimeyuunHa;
HaykoBo-
nocnigHun
iHCTUTYT
Xennenep M'vbX,
HimeyunHa
Bupo6Huku,
BiAnoBiganbHi 3a
KOHTPOMb AKOCTI:
'BA ®apma 'mbX,
Himeyuunna; HHAC
Jla6op [Op.
Xaycnep 'mbX,
Himeyuunna; HHAC
Jla6op [Op.
Xaycnep 'mbX,
HimeyvymHa
178. | CEBIKAP TabneTkn, BKpUTI 3eHrTiBa, Yecbka Oaivi CaHkio HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a - UA/17647/01/02
nniBKOBOO K.C. Pecnybnik FOpoyn Mm6X | Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 40 a dapmakoHarnsagy. BeegernHs abo 3aminn o
mr/5 mr; no 14 y3aranbHeHUX AaHux nNpo cuctemy papmakoHarnsgy
TabneTok y bnictepi; (BBEAEHHSA y3aranbHeHUX AaHWX Npo cuctemy
no 2 6nictepay dapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi ocobu,
KapTOHHIN navui BignoBiganeHoI 3a 34iMCHEHHS hapmMakoHarnsaay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asiBHUKa Ans
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bi ynoBHOBaXeHOi ocobwu, BianoBigansHoi
3a 3[iicHeHHs hapmMakoHarnagy (Bknoyarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MilLieHHi MacTep-
darina cuctemu chapmakoHarnsigy) -3miHa
KOHTaKTHOI 0cobu 3asBHUKa, BianoBiganbHoi 3a
dapmakoHarnsa B YkpaiHi. [itoya pegakuisi: Amepi
Biona Oxecci. MNponoHoBaHa pefakuis: CaB4eHKO
OmuTpo CepriioBuy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
dapmakoHarnag B YkpaiHi
179. | CEBIKAP TabneTku, BKPUTI 3eHrTiBa, Yecbka Oaivi CaHkio HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a - UA/17647/01/03
NniBKOBOO K.C. Pecny6nik tOpoyn M'm6X | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuernmom
o6onoHkoto, no 40 a

mr/10 wmr; no 14
TabneTtok y 6nictepi;
no 2 6nictepa y

dapmakoHarnsgy. BeenerHs abo 3miHn o
y3aranbHeHUX AaHux npo cuctemy cpapmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHuX Npo cucTemy
hapmakoHarnsiay, 3MiHa yrnoBHOBaXEHOI 0cobu,
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

KapTOHHIN nayui

BignoBiganeHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsay 3asiBHuUKa Ans
3piicHeHHs hapmakoHarnagy B YkpaiHi, SIKLLO BOHa
BigMiHHa Bif, yNOBHOBa)XeHOI 0co0M, BignosigansHoi

3a 3[incHeHHs papmakoHarnagy (Bkrovaydm
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
canina cuctemn chapmakoHarnsgy) -3miHa
KOHTaKTHOT 0cobu 3asiBHMKa, BiAMNOBigansHoI 3a
capmakoHarnsg B YkpaiHi. [litoua pegakuisi: Amepi

Biona xecci. MNponoHoBaHa peaakuisi: CaB4eHKo

OmuTpo CepritoBuy. 3MiHa KOHTAKTHUX JaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
thapmakoHarnsag B Ykpaiti

180.

CEBIKAP

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 20
mr/5 mr; no 14
TabneTtok y Gnictepi;
no 2 6nictepay
KapTOHHIN navui

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

Haivi CaHkio
HOpoyn Mm6X

Himevumna

BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn
| Tuny - 3miHu Wwopo 6e3nekn/edpekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHv oo
y3aranbHeHUX AaHux nNpo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEeHUX AaHKX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHSA chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHuUKa ons
34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BiAMiHHa BiJ, yNOBHOBaXXEHOI 0cobM, BignosiganbHoi
3a 3gdiicHeHHs cbapmakoHarnsay (Bkrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
chanina cuctemn papmakoHarnsgy) -3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoi 3a
bapmakoHarnsg B YkpaiHi. flivova pegakuis: Amepi
Biona dxecci. MNponoHoBaHa peaakuisi: CaB4eHKo
OmuTpo CepriioBuy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoi 3a
dapmakoHarnsg B YkpaiHi

3a
peuenmom

UA/17647/01/01

181.

CEDANTIH
nntoc

Tabnetku, no 10
Tabnetok y 6nictepi;
no 1 abo 2, abo 5
GnicTepiB y navui
KapTOHHiIN; no 20
Tabnetok y 6nictepi;
no 1 6nictepy B
nauui KapTOHHIN

TOB
«TeBa
Ykpaina»

YkpaiHa

BankaHdapma-
OynHuus AT

Bonrapis

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHW
| Tuny - 3miHK 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
€Bponevicbkint apmakonei/moHorpadii. MogaHHs
HoBoro abo oHOBMeHOro cepTudikaTa BiANOBIAHOCTI
abo BunyYeHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®l; ans
[JOMOMDXHOT peqoBUHU (cepTudikaT BignosiaHoCTI
€Bponevicbkint papmakonei) - OHOBMNEHWI
cepTudikaT Bif ye 3aTBepaXeHOro BUpobHuka -
NnoJaHHs OHOBMEHOro cepTudpikata BigNoBIAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP 2005-143 -
Rev 02 (3atBepaxeHo: R1-CEP 2005-143 - Rev 01)
AN Ailoyoi pe4oBNHU MeTaMi3ony HaTpito Bif
Bupo6Huka HEBEI JIHENG (GROUP)
PHARMACEUTICAL CO., LTD. (China), skui
3MiHuB Ha3sy Ha HEBEI JIHENG

be3
peuenma

UA/3271/01/01




102

[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
PHARMACEUTICAL CO., LTD. (China). BBegeHHs
3MiH NpOTSArom 6-TW MiCsILiB MiCNsi 3aTBEPAKEHHS
182. | CENNO®EH kancynv no 10 Mr no AT Monblwa BUPOBHMLTBO Monblwa BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3MiHK 3a - UA/5258/01/01
10 kancyny "Apaven Hepo3dhacoBaHoi | Tuny - 3MiHn Wopao G6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 1 abo Papma” npoayKuii, dapmakoHarnsagy (iHwi 3amiHn) - 3MiHM BHECEHi y
no 2 6nictepn y NepBUHHE i TEKCT MapKyBaHHSA BTOPUHHOI YNaKoBKM NikapCbKoro
KapTOHHiI kopobui BTOPUHHE 3acoby y n.12 HOMEP PECTPAL|IMHOIO
nakyBaHHs: AT MOCBIOYEHHA BeegeHHs 3MiH npoTarom 6-Tu
«Apamen MicauiB nicnsa 3aTBepAXeHHSA
dapmay, MonbLua;
BUMNYCK cepii: AT
«Apamen
dapmay, Monblua
183. | CENTAHECT PO34MH AN iH'EKLIN CENTONO ®paHuis CEMNTOOOHT ®paHuis BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn 3a - UA/10380/01/01
3 notlmny OHT | Tuny - 3miHun Wwopo 6e3nekn/edpekTMBHOCTI Ta peuenmom
AOPEHANIH KapTpumxi; no 10 capmakoHarnsgy. BeegeHHs abo 3miHm oo
OM 1/100 000 | kapTpuaxisy y3aranbHeHVX AaHnxX nNpo cuctemy dapmakoHarnsay
6nicTepi; no 5 (BBEOEHHS y3aranbHEeHWX AaHuX Npo cucTemy
Gnictepis y dapmakoHarnsgy, 3MiHa YrnoBHOBaXeHOi ocobu,
KapTOHHIN kopobuyj; BiANOBIAANbLHOI 3a 3AiNCHEHHS dbapmakoHarnsay;
no1,7mvmny KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
KapTpumxi; no 10 34iicHeHHs hapmakoHarnagy B YKpaiHi, SKLLO BOHa
KapTpUOKiB y BiAMiHHa Bif, yNOBHOBaXXeHOI 0cobu, BignosiganbHoi
6nictepi; no 1 abo 5 3a 3diicHeHHs cbapmakoHarnsgy (Bkiovarym
bnictepiB y KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
KapTOHHIl kopoOLi davina cuctemu papmakoHarnsagy) 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BiANOBiganbHOI 3a
cbapmakoHarnsg,.
[itoya pepakuin: Caroline Navarre. lNponoHoBaHa
pepakuis: Dr. Rodolphe Le Paillier M.D. 3miHa
KOHTaKTHMX AaHNX YNOBHOBAXEHOi ocobu,
BiAMOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoi 3a
bapmakoHarnsg B YKpaiHi.
[Hitoya pepakuis: Kyuma Bonognmnp
OnekcaHgpoBud. MponoHoBaHa pegakuisi:
HikiTueHkoBa JTltoboB IBaHiBHa. 3MiHa KOHTaKTHMX
[AaHNX KOHTaKTHOT ocobu, BianoBiganbHOI 3a
hapmakoHarngg B YKpaiHi.
184. | CENTAHECT PO34MH AN iH'eKLN CENTONO ®paHuis CEMNTOOOHT ®paHuis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn 3a - UA/10381/01/01
3 no1wmny OHT | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuernmom
AOPEHANIH KapTpuaxi; no 10 dapmakoHarnsgy. BeegerHs abo 3MiHu fo

OM 1/200 000

KapTpUaXiB y
Gnictepi; no 5
GnicTepiB y
KapTOHHI kopoOuyj;
no1,7vny
KapTpuaxi; no 10
KapTpUaXiB y
6nictepi; no 1 abo 5
GnicTepis y

y3aranbHeHUX AaHux Npo cuctemy papmMakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHuX Npo cucTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXEHOI 0cobu,
BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHuKa Ans
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SIKLLO BOHa
BiAMiHHa Bif, yNOBHOBaXXeHOI 0cO0M, BignoBigansHoi
3a 3picHeHHsA dhapmakoHarnagy (Bkroyarym
KOHTaKTHi iaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHil kopobui darina cuctemu hapmakoHarnsgy) 3miHa
yNOBHOBa)EHOI 0COBW 3asiBHKKA, BiANOBiAanbHOI 3a
bapmakoHarnag,.
[itoya pepakuin: Caroline Navarre. NMponoHoBaHa
pepakuis: Dr. Rodolphe Le Paillier M.D. 3miHa
KOHTaKTHMX AaHWNX YNOBHOBaXeHOi ocobu,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
KOHTaKTHOT 0cobu 3asiBHMKa, BiAMNOBigansHoI 3a
capmakoHarnsg B YkpaiHi.
[itoua pepakuia: Kyuma Bonogumnp
OnekcaHaposuy. MNMponoHoBaHa peaakuis:
HikiTueHkoBa JTltoboB IBaHiBHa. 3MiHa KOHTaKTHMX
[aHNX KOHTaKTHOT ocobu, BianosigansHOI 3a
dapmakoHarnsg B YKpaiHi.
185. | CUMBIKOPT NOPOLLIOK Anis Actpa3eH Lseuis BurotoBneHHs, Lseuis BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a He UA/5433/01/02
TYPBYXAJE iHransauin, eka Ab HanNOBHEHHS, | TMny - 3MiHK 3 skocTi. FoTOBMIA NikapcbKuMii 3aciO. peuenmom nidnsieae
P Ao3oBaHui, no 160 KOHTPOIb SKOCTI, CucTtema KoHTenHep/3akynoptoBanbHui 3acib. 3miHa
MKr/4,5 Mkr/gosa; no MapKyBaHHS, PO3Mipy yNakoBKM rOTOBOrO NikapcbKoro 3acoby
60 o3 abo no 120 BTOPUHHE (3miHa macu/o6'emy BMICTy KOHTENHEpPaA
003 y NNacTUKOBOMY nakyBaHHS Ta 6araTto030BOro nikapcbkoro 3acoby ans
iHranaTopi; no 1 BUMYCK Cepil: HenapeHTepanbHOro 3acTocyBaHHs (a6o
iHransTopy B Actpa3eHeka AB, 04HOJ030BOr0, YaCTKOBOIO BUKOPUCTAHHS))
KapTOHHI kopoOLi LLseuis BBeneHHs pogatkoBoro po3mipy ynakosku 120 gos 'y
NnacTMKOBOMY iHranaTopi; no 1 iHranaTtopy B
KapTOHHI KOpobLi 3 BHECEHHSIM 3MiH 4O po3ainy
“YnakoBka” Ta “Cneuudpikauis” BHacnigok amiHu
Macu BMICTY iHranaTopy Ans ynakosku 120 gos.
3MiHM BHECEHO B iHCTPYKLUIiO ANst MEOUYHOTO
3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ain
«YnakoBKka» Ta siKk HacnifgokK - 3aTBepOXKEHHS! TEKCTY
MapKyBaHHs NS yNakoBKU Mikapcbkoro 3acoby Ha
120 po3. BeegeHHs 3MiH npoTsirom 6 micauis nicns
3aTBEPOKEHHS.
186. | CUMBIKOPT NopoLLOK Ans Actpa3eH Lseuis BUIOTOBIEHHS, Lseuis BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a He UA/5433/01/01
TYPBYXAIE iHransauin, eka Ab HarnoBHEHHS, | TMny - 3MiHu 3 akocTi. FoTOBMIA NikapCbkuin 3aci6. peuenmom nidnsieae
P nosoBaHui, no 80 KOHTPOrb SIKOCTI, CucTemMa KoHTenHep/3akynoptoBanbHuiA 3aci6. 3miHa
MKr/4,5 Mkr/gosa; no MapKyBaHHS, PO3Mipy yNakoBKM rOTOBOrO NikapcbKoro 3acoby
60 nos abo no 120 BTOPUHHE (3miHa macu/o6'emy BMICTy KOHTENHEPA
003 y NNacTUKoBOMY nakyBaHHsi Ta 6araTtofo30Boro nikapcbkoro 3acoby ans
iHransTopi; no 1 BUMYCK cepii: HenapeHTepanbHOro 3acTocyBaHHsi (abo
iHransaTopy B Actpa3eHeka AB, 0[HOJ030BOr0, YaCTKOBOIO BUKOPVCTAHHS))
KapTOHHiIl kopobui LLseuis BBeaeHHs gogaTtkoBoro po3mipy ynakosku 120 gosy

nnacTuKoBoMy iHransaTopi; no 1 iHranaTopy B
KapPTOHHIl KOpPOOLi 3 BHECEHHSAM 3MiH 4O po3ainy
“YnakoBka” Ta “Cneumdikauisa’ BHacnigok 3amMiHun
Macu BMICTy iHransaTopy Ans ynakosku 120 gos.

3MiHV BHECEHO B iHCTPYKLIiO A58 MEAUYHOrO

3acTocyBaHHS NikapCcbKoro 3acoby y po3ain
«YnakoBKa» Ta siKk HacnifgokK - 3aTBepOKEHHS! TEKCTY
MapKyBaHHS Ans yNakoBKU Mikapcbkoro 3acoby Ha
120 gos. BBegeHHs1 3MiH NpoTsiroM 6 MicAuiB nicns
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3aTBEpPOKEHHS.

187. | CUH®JIOPUK | cycneHsia ans "makcoCwmi Benuka nakcoCmiTKnsnH Benbrisa BHECEHHS 3MiH 4O peecTpauiiHiX maTepianis: 3MiHn 3a - UA/15363/01/01

cm™ iH’ekuin; no 1 gosi TKnsanH BpuTaHis Bionogxikana C.A. | TMny - 3MiHK 3 skocTi. FoTOBMIA NikapcbKuii 3aciO. peuenmom

BAKLMHA (0,5 mn) cycnensii Ekcnopt Cuctema koHTelHep/3akynoptoBanbHuii 3acib. 3miHa

ansa ans iH'ekuin y Timiteq napameTpiB crneumdikalin Ta/abo onycTUMmUX Mex

NMPO®ITAKT nonepegHLo NEePBMHHOI YNaKoBKM rOTOBOTO fikapCbkoro 3acoby

KN HarnoBHEeHOMY (iHwWi 3miHn) Mepernsg kpuUTepiiB NPUAHATHOCTI ANA

MHEBMOKOK | cknaHomy wnpuui y CninNbHO ynakoBaHMX ronok i3 mapkyesaHHam CE, a

OBOI KOMMIEKTi 3 OfHiet0 came: 1) BuaaneHHsi BUNpobysBaHb, siki NPOBOAATLCS

IHPEKLIT ronkoto abo 3 geoma npu mapkyBaHHi CE, 2) 36epexxeHHs1 BianoBigHUX

(MONICAXAP | ronkamu Ta 6e3 BMNPOOYBaHb, L0 3aCTOCOBYHOTHCS 40 FONOK. 3MiHW

NaHUN ronok; 1 CTOCyTbCS BUPOGHMYOI AinbHULi y Benbril.

AHTUIEH) nonepegHLo

TA HaMoOBHEHWI LINpUL,

HETUNOBAH | 3 ronkoto abo gsoma

oi ronkamu, a6o 6e3

FEMO®IIbH ronok y

Ol IHOEKUII, | iHovBinyansHomy

KOH’IOFOBA | repmeTunyHO

HA, 3anakoBaHoOMy

AOCOPBOBA | nnacTtukoBomy

HA KOHTEnHepi; no 1

nnacT1koBoMy

KOHTENHEpY Y
KapTOHHiI KOpoOLyi;
no 1 pgosi (0,5 mn)
cycneHsii ans
iH'ekuin y
nonepeaHLo
HanoBHEHOMY
CKINSIHOMY LUNpULL;
no 10 wnpwuuis 3 10
ronkamu abo 6e3
ronok y
iHOMBIQyanbHMX
repMeTu4HO
3anakoBaHux
NNacTUKOBUX
KOHTeWHepax y
KapTOHHiIl kopobuyj;
no 1 pgosi (0,5 mn)
cycneHsii ans
iH'ekuin y
MOHO[030BOMY
CKIMAHOMY (DNaKOHI;
no 1, 10 a6o 100
dnakoHiB y
KapTOHHiIl kopobuyj;
no 2 nosau (1 mn)
cycneHsii ansi
iH'ekuin y
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MynbTUA030BOMY
dnakoHi; no 100
bnakoHiB y
KapTOHHiI kopobui
188. | CKAHOOHEC | posuuH ans iH'ekuin CENTOL ®paHuia CEMNTOOOHT ®paHuia BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHn 3a - UA/10382/01/01
T 3% 3%no1,8mny OHT | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
MPOCTUH KapTpumxi; no 10 apmakoHarnagy. BeegeHHsi abo 3amiHm oo
KapTpUmXiB y y3aranbHeHUX AaHux npo cuctemy papmakoHarnsgy
Gnictepi; no 1 abo 5 (BBEAEHHSA y3aranbHEHUX AaHUX MPO cUcTemy
GnictepiB y dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTOHHiI kopobui BiANOBIAANbLHOI 3a 3AiNCHEHHs dbapmakoHarnsay;
KOHTaKTHOI ocobu 3 chapmakoHarnagy 3asiBH1ka ans
34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cobu, BignosigansHoi
3a 3gdiicHeHHs cbapmakoHarnsgy (BkioYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu dpapmakoHarnagy) 3miHa
yNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHOI 3a
tbapmakoHarnag,.
[itoua pepakuin: Caroline Navarre. lNponoHoBaHa
pegakuisi: Dr. Rodolphe Le Paillier M.D. 3miHa
KOHTaKTHMX AaHWNX YNOBHOBaXeHOi ocobu,
BiAMNOBiAanbHOI 3a dapmakoHarnag. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBigansHOI 3a
tbapmakoHarnag B YkpaiHi.
[Hitoya pepakuis: Kyuma Bonognmnp
OnekcaHgpoBud. MponoHoBaHa pegakuisi:
HikiTueHkoBa JTtoboB IBaHiBHa. 3MiHa KOHTaKTHMX
[AaHNX KOHTaKTHOT ocobu, BianoBiganbHOI 3a
hapmakoHarnsg B YKpaiHi.
189. | COHOOKC® Tabnetku no 0,015, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHMX maTtepianis: 3MiHN - - UA/13739/01/01
in bulk: Ne10000 (no | "Ximdapm "Ximcbapm3aasog | Tuny - AgMiHicTpaTuBHI 3MiHW. 3miHa
10 TabneTok y 3aBof "YepsoHa 3sipka" HaliMeHyBaHHs Ta/abo agpecu Micus NpoBagXeHHS
6nicTepi; no 1000 "YepBoHa LisNbHOCTI BUPOGHMKa (BKIOYakouu, 3a
GnicTepis y kopobui 3ipka" HeobXigHOCTI, MiCLie NPOBEAEHHS KOHTPOMIO SKOCTi),

3 KapTOHY)

abo BnacHvka mactep-anna Ha AdI, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
3acTOCOBYOTbCH Y BUpobHUUTBI ADI (sIKLLO
3a3HayYeHo y 10CbE Ha Nnikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaKeHoOMy
pocbe, abo BUpoBHMKa HOBOI JOMOMIXXHOT pEHOBUHN
(K0 3a3HaYveHo y foCke). 3MiHa Ha3BKM BUPOOHNMKa
A®I gokcnnamiHy cyKuMHaT A5 BXe 3aTBepKEHO!
BMPOGHMYOI AinbHuUUi. BupobHuya ainbHuUs, agpeca
Ta yci BUpobHWYi onepadii 3anuwaTbes
HeamiHHUMUK. 3aTBepmxeHo: R.L. Fine Chem Plot No
15, KHB Industrial Area, Yelahanka, Bengaluru,
Karnataka — State, India 560064. 3anponoHoBaHo:
R. L. Fine Chem Pvt. Ltd. Plot No 15, KHB Industrial




106

[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

Area, Yelahanka, Bengaluru, Karnataka — State,
India 560064. 3miHn | TUNY - 3MiHK 3 aKocTi. API.
Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BVXifHOro/NnpoMi>KHOrO NMPOAYKTY/peareHTy, Lo
BMKOPWUCTOBYHOTBCS Y BUPOBHMYOMY npoueci AdI,
abo 3miHa BUpobOHMKa (BKMoYaoun, e HeobxigHo,
MicLie NnpoBeaeHHs KoHTponto skocTi) AdI (3a
BiACYTHOCTi cepTudikaTa BignosigHoCTi
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
[0CbE)(3anponoHOBaHUI BUPOOHMK HanexuTb 40
Tiel camoi BUPOBHMYOT rpynu NignpuemcTs, LLO 1
3aTBepaKeHUIn). BBeaeHHs HOBOI BUPOBHUYOT
AinbHUUi onsa BupobHuuTea ADI gokcunamiHy
cykumHat "Plot No IP-27-29, KIADB Industrial Area,
1 Phase, Kudumalakunte Village, Gowribidanoor
Taluk, Chickkaballapura district - 561208, India"
BiZNOBIgaNbHOI 3a NOBHWUIA LMKIT BUPOOHULITBA A4S
BXe 3aTBepmpkeHoro BupobHuka A®I R. L. Fine
Chem Pvt. Ltd., India.

190.

COHOOKC®

Tabnetku no 0,015,
no 10 Tabnetok y
6nictepi; no 1 abo 3
bnictepn y nayui 3
KapTOHY

MAT
"Ximcpapm
3aBof
"YepBoHa
3ipka"

Ykpaina

MAT
"Ximcpapmsasog
"YepsoHa 3ipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK
| TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
HaMeHyBaHHsA Ta/abo agpecu Micus NPOBaAXKEHHS
LisiNbHOCTI BUPOGHKMKa (BKIOYaouu, 3a
HeobXigHOCTI, MicLie NpoBeaeHHs KOHTPOJO SKOCTI),
abo BnacHuka mactep-canna Ha Adl, abo
nocrtavanbHuka A®|/BuxigHoro
maTepiany/peareHTy/NnpoOMiKHOro NPOAYKTY, WO
3acTOCOBYOTbCH Y BUpoOHUUTBI ADI (sIKLLO
3a3Ha4YeHo y [OCbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTi cepTudikaTa BignosigHOCTi
€Bponelicbkiii hapmakonei y 3aTBepaXeHOMy
[ocbe, abo BUpOOHMKa HOBOI AOMOMIKHOIT PEYOBUHM
(sKLLO 3a3HaYveHo y focke). 3MiHa Ha3BK BUPOOHMKa
A®I gokecnnamiHy cyKuMHaT Ans BXe 3aTBepKeHOl
BUPOBHMYOT AinbHUL. BupobHuya ainbHuus, agpeca
Ta yci BUpobHuyi onepauii 3anuwarTbest
HeamiHHUMK. 3aTBepmxeHo: R.L. Fine Chem Plot No
15, KHB Industrial Area, Yelahanka, Bengaluru,
Karnataka — State, India 560064. 3anponoHoBaHo:
R. L. Fine Chem Pvt. Ltd. Plot No 15, KHB Industrial
Area, Yelahanka, Bengaluru, Karnataka — State,
India 560064. 3miHu | TUNY - 3miHK 3 sKocTi. ADI.
Bupo6HuuTBO. 3MiHa BUpOoGHUKa
BVIXiiHOro/npoMi>KHOTO MPOAYKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUpOBHUYOMY npoueci ADI,
abo 3miHa BMpobHUKa (BkMoYakuu, e HeobxigHo,
MicLie npoBeaeHHs KOHTporto sikocTi) APl (3a
BiACYTHOCTi cepTudikaTa BignosigHoCTi
€Bponelicbkiii hapmakonei y 3aTBepaKeHOMy
[0CbE)(3anponoHOBaHUI BUPOOHMK HAanNexuTb 40
Tiei camoi BUpoBHWMYOI rpynu NigNpueMCTB, Lo

bes3
peuenma

UA/7257/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aTBEepaAKeHNIN). BBeaeHHA HOBOI BUPOBHUYOT
AinbHWUi anst BupobHuytea A®l gokcunaminy
cykumHat "Plot No IP-27-29, KIADB Industrial Area,
1 Phase, Kudumalakunte Village, Gowribidanoor
Taluk, Chickkaballapura district - 561208, India"
BiZNOBIganbHOI 3a NOBHWUIA LMK BUPOOHULITBA 4N
BXe 3aTBepmkeHoro BupobHuka A®I R. L. Fine
Chem Pvt. Ltd., India.

191.

CTATE3I
10/10

TabneTkn, BKpUTI
o6ornoHkoto no 10
TabneTtok y Gnictepi;
no 3 Gnictepu B
KapTOHHIl kopobui

Mini
Xenckepe
Jlimiteq

Benuka
BpuTtaHia

Menpo
dapmacbioTukanc
Mpisat NimiTeq

IHgia

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| TMny - 3miHun Wwopo 6e3nekn/edhekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANA MeAnYHOro 3acTocyBaHHs Ha nigcTasi
perynsipHO OHOBIOBAHOIO 3BIiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neku
3acTocyBaHHS fikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiod, abo sk pesynbtat
OUiHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHUX BigNOBIAHO
00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
Y3rogXKeHO 3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom)
3MiHM BHeceHo [0 [HCTpykKLii ans MeguyHoro
3acTocyBaHHS nikapcbKkoro 3acoby 4o posginis
"OcobnumeocTi 3acTocyBaHHs" Ta "Mo6ivHiI peakuii”
Lofo 6esnekn 3acTocyBaHHs Aito40i pe4OBUHM
aTopBacTaTyvH BignoBigHO Ao pekomengauin PRAC.

3a
peuenmom

He
nidnsieae

UA/9675/01/01

192.

CTEPUNNIYM
®

PO3YMH HaLLKIpHWNA,
no 100 mn, 500 mn,
1000 mny
dnakoHax; no 5 ny
KaHicTpax

Boae Xewmi
moX

HimeuumH
a

Bone Xemi 'm6X

Himeyumna

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay. 3miHa(n) y KopoTkil
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs abo iHCTpyKUii AN MeauyYHoro
3aCTOCyBaHHS Ansl Nnikapcbkoro 3acoby,
niyeH3oBaHoro y €C 3a npoLeaypoto B3aeMHOro
BM3HaHHS (Nikapcbkuii 3acib He BXoauTb Ao cdepn
Aii npoueaypy B3aEMHOro BU3HaHHS, ane 3MiHa
BHOCUTBCSA K pe3ynbTaT npoueaypv i Bif BnacHuka
TOProBoi MiLeHsil He BUMaraeTbCsi HagaHHS XOAHUX
HOBUX JOAATKOBUX AaHWX) - 3MiHM BHECEHI O
IHCTpYKUiT ANS MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3gainis "®apmakonoriyHi
BnactmsocTi", "OcobnmBocTi 3acTocyBaHHs",
"Cnocib 3acTocyBaHHs Ta fo3un", "MobivHi peakuii”
BiA4NOBIgHO A0 MaTepianiB peecTpauinHoOro AOChE.
3Mminn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta chapmakoHarnsgy. 3MiHW y TepaneBTUHHUX
nokasaHHsX (BUNyYeHHs TepaneBTUYHOro
nokasaHHs) - 3MiHWM BHeceHi A0 IHCTpyKuii ans
MeANYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby Ao
po3ainy "®apmakonoriyHi BNacTMBocTi" Woao
BUITYYEHHS BipYMiLMAHOI aKTUBHOCTI Y BifHOLLEHHI
o noniomasipycy (nanosasipycy SV40) BignosigHo

be3
peuenma

nidnsieae

UA/4627/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOPOTKOI XapaKTepUCTUKK NiKapCbKoro 3acoby.
3MiHu Il TMNY - 3miHn Wono 6e3nekun/edeKTUBHOCTI
Ta cdbapmakoHarnsagy. 3miHv y TepaneBTUYHUX
nokasaHHsX (4oAaBaHHS HOBOrO TepaneBTUYHOTO
nokasaHHs abo 3miHa y 3aTBep)KEeHOMY MoKasaHHi) -
3MiHM BHeceHi Ao IHCTpyKUii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"®apmakonoriyHi BMacTMBocTi" WOA0 pO3LUMPEHHS
e eKTUBHOCTi CTOCOBHO 0BMEXEHOro cnexkTpy
BipyniunaHoi aii (ageHo-, Hopo- | poTaBsipyc) Ha
nigcrasi "EkcnepTHOro BUCHOBKY LLIOAO
edekTnBHOCTI CTepuninym y BigHOLWEHHI 40
mMuLayoro Hoposipycy" Big 06.02.2019 p. Ta
KOPOTKOI XapaKTepUCTUKUN NiKapCbKoro 3acoby.
3MmiHun Il TMny - 3miHmn Wwopo 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnsgy. 3MiHu y KOpoTkin
XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUiT ANS MeanYHOro
3acTOCyBaHHS Y 3B’A3KY i3 HOBUMMW AaHUMU 3 SKOCTI,
DOKMIHIYHUMU, KINIHIYHUMKW JaHUMK Ta JaHUMK 3
apmakoHarnsgy
3MiHW BHeceHi Ao IHCTpyKUii Ans MeanyHoro
3acTocyBaHHS nikapcbKoro 3acoby Ao posginis
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
BiANOBIAHO 4O MaTepianiB peecTpauiiHoro 4OChE.

193.

CTIBAP®

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkot, no 40
Mr; no 28 TabneTok
y chnakoHi; no 3
rakoHu y
KapTOHHIN ynakoBLii

Banep Al

HimeuumnH
a

BupobHuuTBO 3a
MOBHVM LIMKIIOM
(BMpPOBGHMLTBO in-
bulk, nepBuHHa
ynakoBka,
BTOPWHHA
ynakoBka,
KOHTPOIb AKOCTI,
BUNYCK cepii):
Baviep AT,
Himeyunna/
AnbTepHaTUBHUIA
BMPOGHMK
(nepBuHHa
ynakoBka,
BTOPWHHA
ynakoBka): OpioH
KopriopenLuH,
OpioH ®apwma,
diHnaHAain

HimewumHa/
QiHnaHain

BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn
| Tuny - 3MiHn Wopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIii ANs MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHsI NikapcbKoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sik pesynbtaT
OL}iHKM 3BITY 3 JOCNigKEHb, NPOBEAEHMX BigNoBigHO
00 nnaHy negiaTpuyHmx gocnigkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHWM BHECEeHi 0 IHCTPYKLUIi Ans
ME[IMYHOrO 3aCTOCyBaHHs NikapCbKoro 3acoby y
po3ginu "OcobnueocTi 3actocyBaHHs", "MobiyHi
peakuii” BignoBigHO 4O OHOBMEHOI iHchopmalii Wwoao
6e3neku fitoyoi pevyoBuHU. BBeAEHHS 3MiH NpOTSiroM
4-b0X MicsaLIB Micns 3aTBepMKEHHS. 3MiHu || Tuny -
3MiHn Wwoao 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta
iHCTPYKLUIii ANs MeQWMYHOro 3aCTOCYBaHHS y 3B’A3KY i3
HOBMMW OA@HUMW 3 SIKOCTi, AOKMiIHIYHUMMW, KNiHIYHUMK
OaHnMu Ta AaHnMm 3 chapmMakoHarnsiay - 3MiHu
BHECEHI [0 iHCTPYKL|i AN MeAMYHOro 3aCTOCyBaHHsI
nikapcbkoro 3acoby y po3ainu "®apmakonorivHi

3a
peuenmom

He
nidnsieae

UA/13395/01/01
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[TponoBkeHHs noaaTka 3
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BnactumeocTi", "OcobnmneocTi 3acTocyBaHHs",
"Cnoci6 3acTocyBaHHs1 Ta fo3un", "Mobivni peakuii”.
BBegeHHs 3MiH NpoTArom 4-b0x MicsuiB nicns
3aTBEpPOKEHHS.

194.

CYTEHT

Kancynu no 25 wr;
no 7 kancyny
6nictepi; no 4
6nictepu y
KapTOHHil kopobui

Mdpanzep
IHK.

CLWA

Mdpansep Itanis
C.p.n.

ITania

BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn
| Tuny - 3miHm 3 akocTi. A®Il. CtabinbHicTb. 3miHa
nepiody NOBTOPHWX BUNpobyBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHs AdI (3a
BiICYTHOCTI y 3aTBepKeHOMY [OChE cepTudpikata
BiZNOBIgHOCTI €BponeWnchkin hapmakonei, Lo
BKIIOYAE Nepios NOBTOPHOro BUNPOByBaHHS) (iHLwui
3MiHM) BuaaneHHs 3 poaginy 3.2.S.7.2. Post
Approval Stability Protocol and Stability Commitment
3060B’513aHHSA LOAO0 HadaHHA AaHux cTabinbHOCTI
nicns 3aTBepAXeHHs «36-MiCcsauHi AaHi Woao
cTabinbHocTi ans Tpbox cepini (DPC 50005, DPC
50006 i DPC 0007) 3 nepLuoi kKOMepLiHOro
BUPOGHMLTBA Ait040i PeYOBMHM CYHITUHIG.

3a
peuenmom

UA/7785/01/02

195.

CYTEHT

kancynu no 37,5 mr;
no 7 kancyny
Gnictepi; no 4
Gnictepny
KapTOHHIN kopobLi

Mdpanzep
IHK.

CLA

Mdpansep Itanisa
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHMX MmaTepianis: 3MiHn
I Tuny - 3miHn 3 akocti. A®I. CtabinbHicTb. 3MiHa
nepiody NOBTOPHWX BUNpobyBaHb/Mepioay
36epiraHHsi abo ymoB 36epiraHHs A®I (3a
BiZICYTHOCTi y 3aTBEpAXXEHOMY AOChE cepTudikara
BiNOBIgHOCTI €BponeWchkin hapmakonei, Lo
BKITOMa€E nepiof NOBTOPHOro BMNpoGyBaHHSA) (iHLUi
3MiHn) BuganeHnHns 3 posginy 3.2.S.7.2. Post
Approval Stability Protocol and Stability Commitment
3060B’s13aHHSA LWOA0 HaJaHHA AaHux cTabinbHOCTI
nicns 3aTBepAKeHHs «36-MicayHi AaHi Woao
ctabinbHocTi gns Tpbox cepint (DPC 50005, DPC
50006 i DPC 0007) 3 nepLuoi kKoMepLiiHOro
BMPOBHMLUTBA Ail040i Pe4YOBMHU CYHITUHIO.

3a
peuenmom

UA/7785/01/03

196.

CYTEHT

kancynu no 50 wmr;
no 7 kancyny
GnicTepi; no 4
Gnictepuy
KapTOHHIN kopobLyi

Mdpanzep
IHK.

CLA

Mdpansep ITanis
C.p.n.

ITania

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
I Tuny - 3miHn 3 akocTi. A®I. CtabinbHicTb. 3MiHa
nepiofy NOBTOPHMX BMNpobyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHst ADI (3a
BiJICYTHOCTi y 3aTBEpAXXEHOMY OChE cepTudikara
BiZNOBIgHOCTI €Bponenchkin hapmakonei, LWo
BKIIOYAE nepiof NOBTOPHOro BUNpobyBaHHS) (iHLWi
3MiHn) BuganeHnHs 3 po3giny 3.2.S.7.2. Post
Approval Stability Protocol and Stability Commitment
3000B’A3aHHS LLIOA0 HAJaHHS AaHUX cTabinbHOCTI
nicnsa 3aTBepaKeHHs1 «36-MicayHi AaHi Wwoao
cTabinbHocTi Ansa Tpbox cepint (DPC 50005, DPC
50006 i DPC 0007) 3 nepLuoi koMepLiHoro
BMPOBHMLUTBA Ail040i Pe4YOBMHMU CYHITUHIO.

3a
peuenmom

UA/7785/01/04

197.

CYTEHT

kancynv no 12,5 mr;
no 7 kancyny
6nicTepi; no 4
Gnictepn y
KapTOHHI kopobui

Mdparizep
IHK.

CLA

Mdpansep ITanis
C.p.n.

ITania

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn
I Tuny - 3MmiHn 3 sikocTi. A®L. CT1abinbHicTb. 3MiHa
nepiofy NOBTOPHMX BMNpoOyBaHb/nepiogy
36epiraHHsi abo ymoB 36epiraHHs AdI (3a
BifJCYTHOCTIi Y 3aTBEpAXXEeHOMY JOCbe cepTudikara

3a
peuenmom

UA/7785/01/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BiZNOBIgHOCTI €BponeWnchkin hapmakonei, Lo
BKIIOYAE Nepios NOBTOPHOrO BUNPOByBaHHS) (iHLwui
3MiHM) BuganeHHs 3 posaginy 3.2.S.7.2. Post
Approval Stability Protocol and Stability Commitment
3000B’13aHHS WOA0 HaAaHHS AaHux cTabinbHOCTI
nicnsa 3aTBepaKeHHst «36-MicsuHi AaHi Wwoao
cTabinbHocTi Ans Tpbox cepini (DPC 50005, DPC
50006 i DPC 0007) 3 nepLuoi kKOMepLiiHOro
BUPOGHMLTBA Lit040i PEYOBMHM CYHITUHIG.
198. | TArPicco TabneTtkn, BKPUTI ACTPA3E Lseuis BUPOBHMUTBO, Lseuis BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a He UA/16232/01/01
NniBKOBOO HEKA AB KOHTPOIb SKOCTI, Il Tvny - 3milu WwWopo 6e3nekn/edeKkTUBHOCTI Ta peuenmom | niidnszae
oGonoHkoto, no 40 BUMYCK cepii, dapmakoHarnagy. 3MiHu y KOpOTKili XxapakTepucTumui
Mmr no 10 TabneTok y nepBUHHE Ta nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
GnicTepi; no 3 BTOPUHHE IHCTPYKLUIii AN MEAUYHOrO 3aCTOCYBaHHS Yy 3B’A3KY i3
Gnictepn y nakyBaHHs: HOBUMW AaHUMU 3 SIKOCTIi, AOKMIHIYHUMMU, KNiHIYHUMMK
KapTOHHIl kopobui Actpa3eHeka Ab OaHMMK Ta gaHuMK 3 chapMakoHarnsgy - 3MiHu
BHECEHO A0 IHCTPYKUIii ANS MEANYHOro
3aCcToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
"OcobnumeocTi 3acTocyBaHHs", "Cnocib3acTocyBaHHs
Ta gosun", "MobiyHi peakuii” 3 BHECEHHAM HE3HAYHNX
NYHKTYaUinHUX BUNpaBneHb y po3ginax
"dpapmakogmHamika", "®apmakokiHeTuka" Ta
"OcobnuBocTi 3acTocyBaHHI". BBeAeHHs1 3MiH
NPOTArom 6-T1 MicsAUIB NicNsA 3aTBEPAXEHHS.
199. | TATPICCO TabneTkn, BKpUTI ACTPA3E LLseuis BMPOGHMLTBO, LLseuis BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHn 3a He UA/16232/01/02
NniBKOBOIO HEKA AB KOHTPOIb SKOCTI, Il Tuny - 3miHn wWopao 6e3nekn/edeKTMBHOCTI Ta peuyenmom | nidnseae
o6onoHkoto, no 80 BUNYCK cepii, hapmakoHarnsigy. 3MiHW y KOpOTKil XapakTepucTuui
mr no 10 TabneTok y nepBuHHE Ta nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
6nicTepi; no 3 BTOPUHHE iHCTPYKLUIii AN MEAUYHOro 3aCTOCyBaHHS Yy 3B’A3KY i3
Gnictepu y nakyBaHHS: HOBUMW AaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUK
KapTOHHiI kopobLyi Actpa3eHeka Ab AaHnMun Ta AaHnMu 3 chapmakoHarnsagy - 3MiHu
BHECEHO [0 iHCTPYKLii ANA MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"OcobnueocTi 3acTocyBaHHs", "Cnocib3acTocyBaHHs
Ta go3n", "MobiyHi peakuii" 3 BHECEHHAM HE3HAYHUX
NYHKTyaUinHWX BUNpaBneHb y po3ainax
"®PapmakogmHamika", "®apmakokiHeTuka" Ta
"OcobnuBocTi 3acTocyBaHHI". BBeaeHHs1 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
200. | TAKCOTEP® KOHLeHTpaT Ans TOB YkpaiHa CaHodi-ABeHTiC HimeyumHa BHECEHHS 3MiH 1O peecTpaLiiHiX MaTepianis: 3MiHK 3a He UA/5488/01/02
po34nHy AnA "CaHodi- Honunang MM6X | Tuny - AgmiHicTpaTuBHI 3miHW. 3MiHa peuenmom | nidnseae
iHdpysin, 20 mr/mm; ABeHTiC HaliMeHyBaHHs1 Ta/abo agpecu Micus NpoBagXEeHHS
Ne 1: mo 1 mn (20 Ykpaina" LisnbHOCTI BUPOGHMKa/imnopTepa rotoBoro

Mr) y conakoHi; o 1
dnakoHy B
KapTOHHiI kopoOLyj;
Ne 1: no 4 mn (80
Mr) y conakoHi; no 1
dnakoHy B
KapTOHHiI kopobLyi

nikapcbkoro 3acoby, BKIMHOYa4u AinbHULL BUMYCKY
cepii abo micue NpoBeAeHHS! KOHTPOIH SIKOCTI.
(BisnbHiCTb, 3a AKy BignoBiaae BUpobHUK/imnopTep,
BKITIOMAK0UM BUMYCK Cepilt). AgMiHICTpaTUBHa 3MiHa
agpecu Bupo6Huka M3, BignoBigansHOro 3a NoBHWM
LMK BUPOOHULITBA BKITHOYAKOYM BUMYCK cepii, 3
METO NPUBEAEHHS Y Bi4NOBIAHICTb O OHOBMEHOIrO
opuriHanbHoro GMP cepTudikaty Ta niueHsii Ha
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BMPOOHMLTBO. HasBa Ta BUpOBOHMYaA AinbHULA
3anuwatoTbest 6e3 3MiH, BCi BUpOGHMYI onepauii
3anuLalTbCs HE3MiHHMMU. 3MiHW BHECEHO B
iHCTPYKUIiO ANSi MeAN4HOro 3acTOCYBaHHS
nikapcbkoro 3acoby y po3ain «Micue3HaxoaxeHHs
BMPOOHWKa Ta agpeca MicLs NPOBaaXeHHs oro
OiSNbHOCTI» 3 BiANOBIOHUMWN 3MiHAMW Y TEKCTI
MapKyBaHHS YNaKoBKW Nnikapcbkoro 3acoby.
BBepgeHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS.

201. | TECANIH TabneTku, BKPUTI Awmakca Benuka BMPOBHMLTBO 3a LLisenuapis BHECEHHS 3MiH A0 peecTpauiiHiX maTepianis: 6e3 - UA/17262/01/01
NniBKOBOKO Jita BpuTtaHia NOBHUM LIMKIOM: YTOUHEHHs1 YMOB Bignycky B Haka3i MO3 YkpaiHuu peuenma
o6onoHkoto, no 10 Makc Liennep Ne 1605 Big 30.07.2021 B npoueci BHeCEHHS 3MiH
Tabnetok y bnictepi; 3boHe Arl', (3miHa 3asiBHMKa (BNacHWKa peecTpauinHoro
no 2 abo 6 6nicTtepis LLsenuapisi; nocsigyeHHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
Y KapTOHHIl kopobui nepBuHHE 460). 3MiHM BHECEHI B IHCTPYKLItO ANt MegUYHoro

nakyBaHHsi 3actocyBaHHs J13 y p. "3asBHuK",
(dbacyBaHHs), "Micue3HaxookeHHs1 3asiBHMKA" 3 BiANOBiAHUMM
BTOPWHHE 3MiHaMKn B TEKCTi MapKyBaHHS ynakoBOK. BBefeHHs
nakyBaHHs, 3MiH MPOTAroM 6-TW MicAUIB NiCNSA 3aTBEPIPKEHHS).
MapKyBaHHS: Pepakuis B Hakasi: 3a pelentoM. 3anponoHoBaHa
Coro ®nopgaic penakuin: 6e3 peuenta. Ta yTOYHEHHA HOMEpPY
IHTEepHeLwHN Haka3sy O[O SIKOr0 BHOCMINCL YTOYHEHHS B Hakaasi
Csait3epneHng CA, Ne 1819 Big 27.08.2021 (BipHa peaakuis - Ne 1605
LLisenuapis; Big 30.07.2021). laHe YyTOYHEHHs He NnoTpebye
KOHTPOIb SKOCTI: ochopMIIeHHA peecTpaLinHMX AOKYMEHTIB.
Ia6bop LonniHrep
Arl, Wsenuapis;
KOHTPOIb SKOCTI:
IHTepnabop benn
AT, lUsenuapis
202. | TETPAKCUM cycrneHsig ans CaHodi ®paHuis BMPOBHMLTBO PpaHuis/ BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHn 3a - UA/13069/01/01
®ITETRAXIM iH’ekuii no 0,5 mn (1 Mactep roToBOro YropwuHa | Tuny - 3miHn 3 sikocTi. ADI. KoHTponb ADL. 3miHa y peuenmom
BAKUWHA nosa) Hepo3dpacoBaHoro napameTpax cneuudikaui Ta/abo AonycTUMmUX MeX,
ansa no 1 nonepeaHeo npoayKTy, BM3Ha4eHuX y cneuudikauisx Ha Adl, abo
NPO®INAKT 3arnoBHEHOMY KOHTPOrb SIKOCTI, BUXiOAHUA/NPOMIXXHWIA NPOAYKT/peareHT, Lo
KN wnpwudy no 0,5 mn BTOPUHHE BMKOPWCTOBYIOTbCS Y npoLleci BupobHuutea AdI
OUOTEPI, (1 nosa) 3 naKyBaHHs, BUMYCK (iHLWi 3MiHW)
NMPABLA, NpUKpinneHoto cepii: 3MmiHun y cneuudikauii AiamiHoniMeniHOBOI KUCNOTH,
KALLIOKY ronkoto (abo 2-ma CaHodi MacTtep, sika BUKOPUCTOBYETBCS K KOMMOHEHT PO34nHY Ansi
(ALEENIONAP | okpeMumu ronkamu), PpaHuis peryniooBaHHs pH, Wo fgoaaeTbecsa Ha cTagii
HUKA O MIiCTUTb NOBHWUIA LMKI NPOMMCIIOBOrO KyNbTUBYBAHHS Y NpoLECi
KOMMOHEHT | cycneHsito ans BMPOGHMLTBA, BMPOGHMLTBA O4YULLEHOTO ANTEPIAHOIO
)TA iH’EKUIN, B KAPTOHHIW KOHTPOIb SKOCTI, aHaToKCUHy. 3MiHU BKIIOYAOTb BUAAMNEHHS
noniomieni Kopobui 3 BTOPUHHE nokasHukiB Appearance, Solubility Ta Extraneuos
TY MapKyBaHHSM nakyBaHHs1, BUMYCK amino acids, a TakoX po3LUMPEHHS AONYCTUMUX MEX
ALOCOPBOBA | ykpaiHcbkoto abo cepii: ons nokasHuka Loss on drying 3 «Not more than
HA, aHrnincekoto, abo CaHodi Macrep, 1.0% (w/w)» no «Not more than 3.0% (w/w)».
IHAKTUBOBA | iHLIXMM iIHO3EMHUMMU DdpaHuis TepmiH BBeAeHHs 3MiH - 6epeseHb 2025.
HA, PIOKA MoBamu; BTOPUHHE

no 1 nonepegHbLo

nakyBaHHA, BUMYCK
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3arnoBHEHOMY cepii:
wnpuuy no 0,5 mn CaHogi-ABeHTiC
(1 gosa) 3 Mpaweit Ko. N14.,
NPUKPINNeHo Mnatdopma
ronkoto (abo 2-ma noricTukm Ta
OKPEMUMMU ronkamu), ONCTpmbyLii y m.
WO MICTUTb Bynanewr,
cycneHsito ans YropwuHa
iH'eKLi B KAPTOHHIN
Kopobui, B ki
MiCTUTBCSA
cTaHgapTHO-
eKcrnopTHa ynakoBka
Ta iHCTpyKUis Ans
Mean4Horo
3acTOCyBaHHS 3
MapKyBaHHSIM
yKpaiHCcbkoto abo
aHrnincekoto, abo
iHLUIMMM iIHO3EMHVMM
MOBaMMU.
203. | TEUEHTPUK KOHLeHTpaT A TOB YkpaiHa Bupo6bHuLTBO Himeyumna/ BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MiHN 3a He UA/15872/01/01
® pOo34nHy AnA «Poww HeposdacoBaHoi LLisenuapis Il Tuny - 3miHn wWopao 6e3nekn/edeKkTNBHOCTI Ta peuyennmom | nidnseae
iHdy3in no 1200 YkpaiHa» npoaykuii, dapmakoHarnagy. 3MiHM y KOPOTKili xapakTepucTumui
Mr/20 mn; no 20 mn nepBuHHE nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
y donakoHi; no 1 nakyBaHHs, iHCTPYKLUIii AN MEAUYHOro 3aCTOCyBaHHS Yy 3B’A3KY i3
drakoHy y BUNpPOBYyBaHHsI HOBUMW AaHUMMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUK
KapTOHHiI kopobui KOHTPOIIO SIKOCTI: AaHVMU Ta AaHvMu 3 dhapmakoHarnsgy. 3miHm
Pow [diarHocTtukc BHECEHIi [0 iHCTPYKLIi AN MeAMYHOro 3aCTOCyBaHHS
m6X, Himevuuna; nikapcbkux 3acobis Ao po3sgainis "Cnocib
Bupo6HuuTBO 3acTocyBaHHs Ta go3un" 1a "Mobivni peakuii”
Hepo3dhacoBaHoi BiZNOBIOHO 0 MaTepianiB peecTpalinHoOro Aocke, a
npoaykKui, Takox Ao po3ainy "MobivHi peakuii" BHeceHa
nepBUHHE iHcpopMalLisi npo HeobXigHICTL NoOBiZOMNSATY NPO YCi
nakyBaHHS, BUNaKuU Migo3poBaHMX NOBIYHMX peakLin Ta
BTOPUHHE BiACYTHOCTi epeKTMBHOCTI NikapcbKkoro 3acoby.
nakyBaHHS, BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
BUNpobyBaHHs 3aTBEPOKEHHS.
KOHTPOIHO SIKOCTI,
BUMYCK cepii:
. XodpdmaHH-J1sa
Pouw NTa,
LLisevinapis
204. | TUPO3YP NOPOLLIOK Exrenbrap | Hime4yuuH EHrenbrapp HimeyumHa BHECEHHS 3MiH 1O peecTpauiiHiX MaTepianis: 3MiHU bes - UA/7786/01/01
HaLKipHWiA, 1 mr/r; a a ApuHanmiTTenb | Tuny - 3miHK 3 sikocTi. CepTuUdikat peuenma
no5rabono20r ApuHaimit 'meX & Ko. KIr BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
NOPOLLKY y dornaKoHi; Tens €Bponevicbkin apmakonei/moHorpadii. NMogaHHA
no 1 dnakoHy B 6X & HoBoro abo oHOBMeHoro cepTudgikata BignNOBIAHOCTI
KapTOHHiI kopobui Ko. KI' abo BUny4eHHsi cepTudgikata BignoBigHOCTI

€Bponelicbkint hapmakonei: aons A®l; onsa BuxigHoro
matepiany/peareHTy/NnpoMiKHOro NpoAyKTY, Lo
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Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o

noceio4yeHHs1

BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHN (CepTudikaT BiANOBIAHOCTI
€Bponenickkin hapmakonei) - OHoBNeHWU
cepTuddikart Bif yXKe 3aTBEpP)KEHOrO BUPOBHMKa.
MoaaHHa oHoBMNEeHoOro cepTudikarta BignoBiAHOCTI
€Bponecokin dapmakonei Ne R1-CEP 2013-205 -
Rev 02 ans A®I TMpOTpULMH Big, 3aTBEPKEHOTO
BMpoGHuKa Xellia Pharmaceuticals Ltd., OaHisi.

205.

TUPO3YP

renb, 1 mr/r;no5r
abono25rrenoy
Ty6i; no 1 Ty6i B

KapTOHHiIl kopobui

EHrensrap
a
ApuHanmit
Tenb
v6X &
Ko. KI

HimeyumH
a

EHrenbrapa

ApuHanmiTTenb

'mM6X & Ko. KI

Himeyumna

BHECEHHS 3MiH [JO peecTpauinHuX maTepianis: 3MiHN
| TMny - 3MiHu 3 akocTi. ADI. KoHTponb A®I. 3miHa y
napameTpax cneuugikauii Ta/abo AonycTUMUX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIQHWA/NPOMIDKHWUIA NpOaYKT/peareHT, LWo
BMKOPVCTOBYIOTbCSH Y npoueci BupobHuutea AdI
(BUMYYEHHS HE3HAYHOTO NOKa3HMKa SKOCTI
(Hanpuknag BUIyYEHHs 3acTapinoro nokasHuka)).
BunyueHHs 3i cneundikauii gito4oi pe4oBnHN
TUPOTPULIMH 3arMLLKOBOIO PO3YMHHUKA eTaHony.
3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
HoBOro abo OHOBMNEHoOro cepTudikaTa BignoBigHOCTI
abo BunyYeHHs cepTudikaTa BignoBigHOCTI
€Bponeckkin dapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ansi
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHWI
cepTudikart Bif yKe 3aTBEPXKEHOrO BUPOBHMKA.
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP 2013-205 -
Rev 01 ans A®I TMpOTpYLMH Big, 3aTBEPKEHOTO
BUpo6HuKa Xellia Pharmaceuticals Ltd., OaHis.

be3
peuenma

UA/7786/02/01

206.

TIAPA TPIO®

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto, no 10
Mr/12,5 mr/160 wr;
no 7 TabneTok y
KOHTYPHIW
YapyHKOBIN
ynakoBLi; no 2 Ta no
4 KOHTYpHI
YapyHKOBI YMaKOBKM
B nayuj; no 14
Tabnetok y
KOHTYPHIV
YapyHKOBIl
ynakosui; no 1, no 2
a60 6 KOHTYpHKX
YapyHKOBUX
YNaKoBOK B MayLli

MpAT
"®apmave
BTUYHA
dipma
"OapHuus"

YkpaiHa

MpAT

"®apmaLeBTUYHa
dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpauinHMX maTtepianis: 3MiHW
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
iHCTPYKLUii Ana MeaMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL|iHKM 3BITY 3 AocnigKeHb, NpoBeAeHMX BignoBigHO
00 nNnaHy neaiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHoMm) - 3MiHVM BHECEHO B iHCTPYKLito Ans
MEeOUYHOro 3aCTOCyBaHHsI NiKapcbkoro 3acoby Ao
po3ainy "lMNepego3yBaHHA" BIANOBIAHO 4O OHOBMNEHOI
iHcpopMmalii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
peyoBUHY 3rigHo 3 pekoMeHaadieto PRAC. TepMiH
BBeJEHHS 3MiH NpoTsiroMm 6 Micsuis nicns

3a
peuenmom

He
nidnsieae

UA/15069/01/01
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3aTBEpPOKEHHS
207. | TIAPATPIO® | TabneTku, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3MiHK 3a He UA/15070/01/01
NniBKOBOK "dapmaune "papmaueBTUYHa | Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom nionsieae
o6ornoHkoto, no 5 BTUYHA dipma "OapHuusa" dapmakoHarnsgy. 3miHa y KopoTKili XapakTepucTuui
mr/12,5 mr/160 wr; dipma nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
no 7 TabneTok y "NapHunus" iHCTPYKLUii 4Na MeaM4HOro 3acTocyBaHHs Ha nigcTasi
KOHTYPHIW perynsipHO OHOBIOBAHOrO 3BiTy 3 6e3neku
YapyHKOBIN nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
ynakoBLj; no 2 Ta no 3acTOCyBaHHsI Nikapcbkoro 3acoby B
4 KOHTYPHi nicnapeecTpadinHui nepiod, abo sk pesynbTaTt
YapyHKOBI yNaKoBK/ OL|iHKM 3BITY 3 AOCHigKeHb, NPOBEAEHMX BignoBigHO
B navui; no 14 00 nnaHy negiatpuyHux gocnigkeHs (PIP) (3miHy
Tabnetok y Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
KOHTYPHIW opraHoMm) - 3MiHVM BHECEHO B iHCTPYKLt0 A4S
YapyHKOBIN MeAMYHOrO 3aCTOCYBaHHsI NikapCcbkoro 3acoby Ao
ynakosui; no 1, no 2 po3giny "lMepeno3yBaHHA" BigNOBIAHO 4O OHOBMEHOI
abo 6 KOHTYpPHMX iHcpopmalii Lwopo 6esnekn 3acTocyBaHHA AitoYoi
YapyHKOBUX pevoBUHY 3rigHo 3 pekoMeHgauieto PRAC. TepMiH
ynakoBOK B nayi BBEAEHHS 3MiH NpOTArom 6 micauis nicns
3aTBEpPOKEHHS
208. | TON30N niodpinisat gns Acnipo IHais Acnipo ®apma IHais BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MiHN 3a - UA/18545/01/01
PO34MHY ANS iH'EKLN dapma Nimiten | Tuny - 3miHn Wwoao G6e3nekn/edeKTUBHOCTI Ta peuenmom
no 40 mr y dprakoHi; Tlimiteq dapmakoHarnsagy. BeegerHs abo 3aminn o
no 10 conakoHiB y y3aranbHeHWX gaHux Npo cuctemy dapmakoHarnsgy
Kopoo6uLi (BBEOEHHS y3aranbHEHWX AaHuX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOi ocobu,
BignoBiganeHoI 3a 34iNCHEHHS chapmMakoHarnsaay;
KOHTaKTHOI 0cobM 3 hapmakoHarnsagy 3asiBHUKa ansi
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif ynoBHOBaXeHOi ocobwu, BianoBigansHoi
3a 3picHeHHsA hapmakoHarnagy (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
anna cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BiAMOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
dapmakoHarnag B YkpaiHi. fitoua pegakuis:
Hypies EngaHiz AnimoBuy. ponoHoBaHa peaakuis:
Tonokesuny Bonogumup KOpiioBudy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0COOM 3asiBHWMKA,
BiAMoBiganbHoi 3a dapmakoHarnsg B YKpaiHi.
209. | TPAUKOP® TabneTkn, BKpPUTI ABGOTT Hime4umH BrpobHuuTBO in Ipnanais/ BHECEHHS 3MiH 0 peecTpauiiHUX MaTepianis: 3MiHK 3a - UA/7921/01/01
145 MI NniBKOBOO ITabopato a bulk: IpnaHacbki ®paHuis | Tuny - 3miHK 3 skocTi. FoTOBMI Nikapcbkni 3acib. peuernmom
obornoHkKot, no 145 pi3 F'm6X Na6opaTopii 3MiHM y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo
mr; no 10 TabneTtok ®ypHbe NimiTeq, OOMyCTUMUX MEX, BCTaHOBMNEHMX Y cneuundikauisx,
y 6nicTepi; no 2 abo Ipnangis; nifg, Yac BMpOOHULITBA rOTOBOIO NikapCcbKoro 3acoby
3 Bnictepu y MakyBaHHS, (iHwWi 3miHK). 3amiHa aHamnisaTopa BOMorocTi, SKUiA
KapTOHHiI kopobui BUNYCK Ta BUKOPUCTOBYETLCA AN aHani3y BTpaT nig Yac

KOHTPOrb Cepili:
AcTpea ®oHTEH,
PpaHuis

CyLLiHHS B Npoueci BUpobHnuTea TPANKOP® 145
Mr, TabneTku, Ha BUpOGHWYIn aginbHuui M3 Fournier
Laboratories Ireland Limited, Ireland. 3aTtBepmkeHo
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
AHanisatop BonorocTi- HR73/HR83.
3anponoHosaHo AHanisaTtop BonorocTi-HX204 (s
p.3.2.P.3.4 mogenb aHanizaTopa He BKa3yeTbCsl)
210. | TPAMAAOOI- kancynu no 50 wr, ToBapucT Ykpaina ToBapuctso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn 3a - UA/7148/02/01
3H no 10 kancyny BO 3 obmexeHot | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenmom
6nictepi; no 1, 2 abo | obmexeHo BignoBiganbsHicTo 3MiHM y BUpobHMUTBI. 3MiHa po3mipy cepii
3 6nictepn y 10 "XapkiBcbke (BkntOvatoum giana3oH po3Mipy cepii) roToBoro
KopobLj 3 KapTOHY BiAgnosiaa dapmauleBTU4He nikapcbkoro 3acoby (3meHLweHHs fo 10 pasis) -
TNbHICTIO nignpYeMCTBO BBeAEeHHs foaaTtkoBoro posmipy cepii M3 15,300 kr
«dapmaue "3popos's (5,100 tuc. yn.-Ne10(10x1), 2,550 Tnc.yn. Ne20
BTUYHA Hapoay" (10x2), 1,700 Turc. yn Ne30(10x3).
KOMMaHis
«3p0poB’s
»
211. | TPEHAKCA TabneTtkn, BKPUTI Makneopac IHpia Makneoac IHpia BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHK 3a - UA/10181/01/01
250 obonoHkoto, no 250 dapmacb dapmacbloTukanc | Tvny - 3MiHu 3 akocTi. FoTOBMIA Nikapcbkuii 3aci6. peuenmom
Mr no 6 Tabnetok y toTukanc Jlimiten KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa
CTpuni; No 2 cTpunu JimiTen napameTpiB cneundikauii Ta/abo 4onNyCcTUMMUX MeX
B KapTOHHI kopobui roTOBOrO flikapcbKoro 3acoby (iHLi 3mMiHWM) BHeceHHs
3MiH B crieumdikauito Woao NepioanyHoCTi
MikpoGionoriyHoro koHTponto 113, a came: 3miHa
PYTUHHOCTI NpoBeAeHHs aHanidy MBY (*Axanis
NPOBOANTLCA Ha NEPLUMX TPbOX CEPIfX Ta Ha KOXHIN
[EecATIn HaCTYMNHIN cepii, ane He pigLe HiX Ha 1
cepii B pik) BBegeHHs1 3MiH npoTsirom 6-Tu micauis
nicnsa 3aTBepAXKEHHSI.
212. | TPEHAKCA TabneTkn, BKpUTI Makneopac IHpia Makneoac IHpia BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3miHn 3a - UA/10181/01/02
500 obornoHkoto, no 500 dapmacb dapmacbtoTukanc | Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbkun 3acib. peuyenmom
Mr no 6 Tabnetok y toTUKanc JlimiTen KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
CTpuni; No 2 cTpunu Nimiteq napameTpiB cneuudikauin Ta/abo gonycTummnx mex
B KapTOHHIl kopobui rOTOBOrO fikapcbKoro 3acoby (iHLi 3mMiHWM) BHeceHHs
3MiH B crieumdikauito Woao nepioanyHoCTi
mikpobionoriyHoro koHTponto 13, a came: 3MiHa
PYTUHHOCTI NpoBeAeHHs aHanidy MBY (*Ananis
NPOBOAUTLCS Ha NEPLUMX TPbOX CEPIAX Ta Ha KOXKHI
OecCsTiN HacTyNHiv cepii, ane He pigwwe Hix Ha 1
cepii B pik) BBegeHHs 3MiH NpoTsirom 6-Tu micauiBs
nicns 3aTBepAXKEHHS.
213. | TPIYMEK™ TabneTkn, BKpUTI BiiB Benwka Bupo6Huk Benvka BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3MiHW 3a - UA/14812/01/01
NniBKOBOO Xenckep BputaHisa Hepo3dacoBaHoro BpuTanis/ | TMny - AgMmiHicTpaTuBHI 3MiHW. 3miHa peuernmom
o6ornoHkot, no 50 IOK npoaykTy: nakco Icnanis/ HaliMeHyBaHHA Ta/abo agpecu Micus NpoBagXeHHS
mr/600 mr/300 mr; no NimiTen OnepeiiwHc HOK Monblwa nisiNbHOCTI BUPOGHMKa (BKIOYakoyun, 3a

30 TabneTtok y
cdnakoHi; no 1
dnakoHy B
KapTOHHiI kopobLyi

Tlimiten, Benuka
BpuTaHis;
MepBuHHa Ta
BTOPWHHA
ynakoBka, [03Bin
Ha BUMYCK cepii:
"makco Bennkom
C.A., IcnaHis;
BrpobHuk

HeoOXigHOCTI, MicLie NpoBeAEHHS KOHTPOSHO SKOCTI),
abo BnacHuka macTtep-canna Ha API, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
3acTOCOBYOTbCA Y BUPOOHUUTBI ADI (sKLL0
3a3HayYeHo y 10CbE Ha nikapcbKkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXeHoMy
focbe, abo BUpobHMKa HOBOI OMOMIXXHOT pEYOBUHM
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Hepo3chacoBaHOro (AIKLWO 3a3Ha4YeHo y Aocke). 3MiHa HaiMeHyBaHHS
nNpoayKTy, BmpobHuka A®I Micron Technologies, Inc., Benuka

KOHTPOb SIKOCTI,
nepBuHHa Ta
BTOPWHHA
ynakoBka, 403Bin
Ha BUMYCK cepii:
nakcoCmiTKnanH
dapmacboTukana
C.A,, MNMonbLua

BputaHis Ha Catalent Micron Technologies Limited,
Benuka BpuTaHisa, 3aTBepaxeHoro ans
BMPOOHMLTBA MiKPOHI30BaHOrO AonyTerpasipy
3aTBEpAKEHNM MeToAoM BUpobHMuTBa (Route B),
6e3 3MiHM MicLa BUpOoGHMLTBA. 3MiHK | TUny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecy Micua NpoBamKEHHS OiANbHOCTI
BMpOGHMKa (BKMOYatoum, 3a HeobXigHoCTI, Micue
NPOBEAEHHS! KOHTPOIHO SIKOCTi), a6o BnacHWKa
macTep-daiina Ha A®Il, abo nocTayanbHuka
Adl/BuxigHoro matepiany/peareHTy/npoMixHOro
NpOAYKTY, L0 3aCTOCOBYIOTbCHA Y BUpOOHULTBI ADI
(SIKLLLO 3a3HAYEHO Y AO0ChE Ha fikapCbKuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponelicbkint hapmakonei y 3aTBepaxXeHoMy
nocbke, abo BUpoBHMKa HOBOI LOMOMIXKHOI pe4oBMHM
(KW 3a3Ha4YeHO Y A0CbE). 3MiHa HaMMeHYBaHHSI
BMPOGHMYOI AinbHuui Shionogi Pharma Chemicals
Co., Ltd., AnoHis Ha Shionogi Pharma Co., Ltd.,
AnoHis, 3anyyeHoi y BUpOOGHMUTBI Ta KOHTPOSI
SIKOCTi HEMIKPOHI30BaHOro AonyTerpasipy HaTpilo, a
TakoXX BUPOBHMLTBI, KOHTPOMI SIKOCTi Ta BUMYCKY
Cepil MiKpOHI30BaHOro AonyTerpasipy HaTpito,
BMPOBEHNX LLMAXOM 3aTBEPAKEHOrO MeToay
cuHTesy (Route B), 6e3 amiHu micus BUpoGHMLTBA.
3miHu | TUNy - AgMiHiCTpaTuBHI 3MiHW. BunyyeHHs
BUPOBHMYOT OinNbHUL (BKIFOYA0OUN AiNbHULI AN
A®I, npomixxHoro npoaykty abo rotoBoro
nikapcbkoro 3acoby, AinbHUL Ans NpoBeAeHHS
nakyBaHHS, BAPOOHUKA, BiANOBiAaNbHOMO 3a BUMYCK
cepiii, Micue NpoBeAeHHs! KOHTPOro cepii) abo
nocTavanbHuKa BMUXigHOro matepiany, peareHty abo
OOMOMDKHOT PEYOBMHM (SIKLLO 3a3Ha4YeHO Y AOCHE).
Buny4yeHHs BUpOGHMYOI AinbHWLi, BiaNoBiaanbLHOI 3a
KOHTPOIb SIKOCTi BUPOGHMLITBA HEMIKPOHI30BaHOro
ponyterpasipy HaTpito (Ctagis 5) Shionogi Analysis
Center Co., Ltd., AnoHisa Ta Shionogi & Co., Ltd.,
AnoHis, BUPOBHWK, L0 3anNuULLIMBCS BUKOHYE Ti X cami
YHKUIT LLLO | BUNYYeHi.
3miHu | Trny - 3miHm 3 gkocTi. A®l. BupobHuuTBo.
3miHa BUpOGHYMKa BMXiOHOMO/MPOMiXXHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTECS Y
BMpOoGHM4OoMy npoueci A®I, abo 3miHa BUpobHUuKa
(Bkntovaroum, ae HeobxigHo, MicLe NpoBeaeHHS
KOHTporto sikocTi) AP (3a BigcyTHOCTI cepTudikaTa
BiANoBigHOCTI €Bponencekini hapmakonei y
3aTBEPKEHOMY [OCHE)(3MiHU 4O 3aXOAiB,
noB'A3aHnx 3 koHTponem A®I, abo gogaBaHHs
JiNbHULI, Ae NPOBOANTHLCSA KOHTPOSL/BUNPOGYBaHHS
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cepii). JooaBaHHs BUpoBGHMKa, BignosigansHoro 3a
KOHTponb sikocTi A®I, BupobneHoro
anbTepHaTUBHUM HOBMM METOAOM BUPOOHULITBA
A®I gonyTerpasipy Hatpito (DTG, GSK 1349572) —
metogom C (Route C) Shanghai Desano Chemical
Pharmaceutical Co., Ltd., Kutai. 3minu | Tvny -
3MiHun 3 akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOOHVKa BUXiAHOrO/MPOMiIXXHOTO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTECS Y
BUpobHM4omy npoueci A®l, abo amiHa BUpobHMKa
(BKntovarum, ae HeobxigHo, MicLe NpoBeaEeHHS
KOHTponto sikocTi) ADI (3a BiacyTHoOCTI cepTuddikarta
BignoBigHOCTI €Bponeiickki hapmakonei y
3aTBepMkeHOMy Aocke)(iHLWi 3MiHn). [logaBaHHA
BUpOGHMKa, BignosiganbHoro 3a cragii 1-4
BMPOGHMYOro NpoLecy AonyTerpasipy, BUpo6neHoro
anbTepHaTMBHUM HOBMM METOAOM BUPOBHULITBA
A®I gonyTerpasipy Hatpito (DTG, GSK 1349572) —
meTogom C (Route C) Shanghai Desano Chemical
Pharmaceutical Co., Ltd., Kutai. 3minu | Tuny -
3MiHn 3 skocTi. ADI. KoHTponb AdI. 3miHa y
mMeTogax BunpobyBaHHst APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo
BUKOPUCTOBYETHLCS Y npoueci BUpobHuLTea Ad|
(He3HayHi 3MiHM y 3aTBEPAXEHUX MeToaax
BUNpobyBaHHs). BHeCeHHsA He3Ha4HOoI 3MiHu [0
aHaniTM4HOro MeToAy ANsi BU3HAYEHHS BMICTY
HaTPIlO LUASAXOM aTOMHO-EMICINHOI CNEKTPOMETPIl
npu aHanisi A®l, a came — BBeAEHHS MOXNOKM
10,001 nm ans QOBXUHU XBWAI ITPitO 3 METOIO
yHidpikauii metogis ans Route B Ta Route C. 3miHn |
Tuny - 3MiHn 3 skocTi. A®Il. CtabinbHicTb. 3MiHa
nepiofy NOBTOPHUX BUNpobyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHst ADI (3a
BiJICYTHOCTi y 3aTBEpAXXEHOMY OChE cepTudikara
BiZNOBIgHOCTI €Bponenchkin hapmakonei, LWo
BKItOYa€E nepiof, NOBTOPHOrO BUNPOBYBaHHS)
(nepiog noBTOpHOrO BUNPObGYBaHHsA/Mepion
36epiraHHs) - 36inbLieHHA abo BBeAeHHs nepioay
NOBTOPHOro BUNpobyBaHHs/nepiogy 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCNiAXEHb Y pearnbHOMY Yaci.
36inbLUeHHs nepiody noBTopHoro aHanizy Ad®|
gonyTterpasipy HaTpito 3 24 micsuis Ao 60 micsuis.
3miHu |l Tuny - 3miHn 3 sikocTi. A®IL. BupobHuuTteo.
3miHu B npoueci BupobHuuTBa ADI (3HayHa 3miHa y
npoueci BupobHMUTBa ADI, L0 MOXEe MaTh iICTOTHUI
BM/IMB Ha sIKiCTb, 6e3neky abo ehekTUBHICTb
nikapcbkoro 3acoby). [logaBaHHsA anbTepHaTUBHOIO
npotecy BUpobHULITBA Ait040T pEHOBUHM
[onyTerpasipy HaTpito LUNSIXOM CUHTe3y MeToom C
(Route C) go Bxe 3atBepmxeHoro metoay B (Route
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B). Metog C mae HM3Ky nepeBar y nnaHi CTiKoCTi,
TEXHOMOrYHOCTi, ePEKTUBHOCTI Ta CKOPOYEHHS
BiAXOAiB, @ caMe — BigMOBa Bif OKUCIEHHS
nepwoaary HaTpito; BigMOBa BiA kaTanisy BaXXKummn
MeTanamu; BiAMOBa Bi BUKOPUCTAHHS YagHOro
rasy; BigMOBa BiJ CTEXIOMETPUYHOrO BPOMYBaHHS;
nigBULLEHHS BUXOAY MPOAYKTY.
214. | YMKAIOP® PO34MH OpanbHUii Honye HimeyumH BnpobHuuTBO HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK bes - UA/6691/01/01
no 20 mn a6o no 50 Xomeonari a npogykuii in bulk, | TMny - 3MiHu 3 sikocTi. CepTudpikart peuenma
Mn 'y donakoHi; no 1 -YHioH nepBuHHa Ta BignosigHocTi/lE-cepTudikaT BigNoBIgHOCTI
dnakoHy B axy- BTOpPUHHA €sponelicbkin hapmakonei/moHorpadii. 3MiHu,
KapTOHHIl kopobui ApuHanmiT ynakoBKa, noB'A3aHi 3 HeobXiAHICTIO NpMBeaeHHs y
Tenb KOHTPOSb AKOCTI BigNoBIgHICTb 40 MoHorpadii 1dY abo
v6X & Ta BUMYCK cepili: €Bponelicbkoi dpapmakonei, abo iHWOoI HauioHanbHOI
Ko. KI Op. Binbmap capmakonei aepxaeu €C (3MiHa y cneuudikauisx,
LLiBabe Mu6X i Ko. nos'sA3aHa 3i amiHamu B [1®Y, abo €Bponeincokii
K, HimeuuuHa; dapmakonei, abo iHWin HauioHanbHin hapmakonei
MepBuHHa Ta aepxasu €C) npuBegeHHs BUSHAYEHHST BaXKNX
BTOpPUHHa MeTaniB y BUXigHi pOCNMHHIN cnpoBuHi «Roots of
ynakoska: [p. pelargonium sidoides» y BianosigHicTe Ao BUMor €
Binbmap LLBaGe 2.4.27 «Heavy metals in herbal drugs and herbal
'm6X i Ko. KT, drug preparations» 3 BUKOpUCTaHHAM meToay 2.2.58.
HimeyunHa «Mac-cnekTpomeTpist 3 iHOQYKTMBHO 3B’S13aHO0
nnasmoto (I13M-MC)».
215. | YHOEBIT apaxe no 50 gpaxe AT Ykpaina AT “BITAMIHW” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHK bes - UA/5605/01/01
B KOHTENHepi; no 1 “BITAMIH | TMny - 3MiHu 3 akocTi. CepTudikart peuenma
KOHTeWHepy B navui n BignoBigHocTi/'E-cepTudikat BignoBigHOCTI
3 KapToHy; no 50 €sponevicbkin apmakonei/moHorpadii. NMogaHHA
Apaxe B KOHTENHepi HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHOCTI
€Bponelicbkint hapmakonei: ansa A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI APl; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkin dpapmakonei) - OHoBNeHU
cepTudikaT Big yxe 3aTBepaKEHOro BUPOBHMKa.
[MopgaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2013-010 -
Rev 01 (3aTBepaxeHo: R1-CEP 2013-010 - Rev 00)
ans gitoyoi pevosuHn PubodpnasiHy (BiTamiH B2) Big
BXe 3aTBepAkeHoro BupobHuka Hubei Guang;ji
Pharmaceutical Co., LTD, Kutaii.
216. | PACTYM® renb 2,5 %; no 20, A. ITanis A. MeHapiHi ITanis BHECEHHS 3MiH O peeCcTpaLiiHUX maTtepianis: 3MiHN 3a He UA/10841/01/01
FENb abo 30r,abo 50, MEHAPIHI MaHydakTypiHr | Tuny - 3miHK 3 skocTi. FoTOBMI Nikapcbknn 3acib. peuenmom | nidnseae
abo 100 r y Ty6i; no IHoycTpie TNoricTikc e CucTtemMa koHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
1 Ty6i B KAPTOHHIN dapmauey Cepsicec C.p.J1. PO3Mipy yMakoBKM rOTOBOrO NiKapcbKoro 3acoby
Kopoo6ui TMye (BUNYYEHHS yNakoBKN NEBHOrO Po3Mipy) -
PiyHite BunyyeHHs 3 06iry KOHTENHepY 3 MeXaHiYHUM
C.p.J. [,03aTOPOM Ta MOro 3apeecTpoBaHnii po3Mip

ynakoBku 100 r. 3mMiHVM BHECEHO [0 iHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao
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po3ginis "YnakoBka" Ta "Cnocib 3actocyBaHHsA Ta
[03u1" Woao BUMYYEHHS 3 yNakoBKM KOHTENHepa 3
MeXaHIYHUM 403aTopOoM, Lo MicTuTb 100r rento, sk
HacnigokK BiANOBIOHI 3MiHM B TEKCTi MapKyBaHHSA
ynakoBKM nikapcbkoro 3acoby. BeeaeHHst 3aMiH
npoTsArom 6-T1 MicsILiB Nicns 3aTBepAKEHHS
217. | ®PACTYM® renb 2,5 %; no 20, A. ITanis A. MeHapiHi ITania BHECEHHS 3MiH O peeCcTpaLinHMX maTtepianis: 3MiHN 3a He UA/10841/01/01
F'ENnb abo 30r,abo 50, MEHAPIHI MaHydakTypiHr | Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta peuenmom | niidnseae
a6o 100 r y Ty6i; no IHaycTpie JloricTikc eHp dapmakoHarnagy (iHwi 3miHu) - 3MiHK BHECEHO 0
1 Ty6i B KAPTOHHIN dapmavey Cepsicec C.p.Jl. iHCTPYKLUii ANs MeQMYHOro 3acToCyBaHHs
KopobLi Tnye nikapcbkoro 3acoby fo po3ainie "Cknag" ninposain
PiyHiTe "[lonomixxHi pedoBuHn", "MpoTunokasaHHsa",
C.p.J1. "OcobnumBocTi 3acTocyBaHHS" BigNoBiAHO A0

OHOBIIEHOI iHcpopmalii Wwoao 6e3nekn 4ONOMIKHMX
PEYOBUH HeporieBni apomaTnsaTop i
naBaHAMHOBMI apomaTtu3aTop, BignoBigHi 3MiHK
BHECEHO [0 TEKCTY MapKyBaHHS YMaKOBKU
nikapcbkoro 3acoby. 3MiHa BHOCUTLCS BiANOBIAHO
no Jopatky oo HactaHoBu €Bponicbkoi Komiciii
"[loNoMiXHI pEYOBMHN B MapKyBaHHIi Ta iHCTPyKUii A0
nikapcbkux 3acobiB AN NIOACLKOro BUKOPUCTaHHS",
y 3B'sI3Ky 3aCTepeXeHHsi CTOCOBHO ariepreHis, LWo
BXOASITb 0 CKIagy AOMOMDKHUX PEYOBUH:
HeponieBMn apomaTtmsaTop i naBaHOUHOBUN
apomatusaTtop, TOMy AaHi anepreHun 6ynm
BigobpareHi y posaini "donomikHi pevoBnHn" MKA
J13. TepMiH BBeAEHHS 3MiH - NPOTSiroM 6 MicauiB
nicns 3aTeepaKeHHs; 3MiHu | Tuny - 3miHu Wwoao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHLwi
3MiHN) - 3MiHM BHECEHO [0 iHCTPYKUii Ans
MeAMYHOro 3aCTOCyBaHHsI NikapCbKoro 3acoby Ao
po3ainy "OcobnuBocTi 3acTocyBaHHA" BignNoBigHO A0
OHOBMeEHOI iHdhopmaLlii Wwoao 6e3neky oNOMiKHOT
peyoBMHM eTaHon. TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsLiB Nicns 3aTBEpPKEHHS; 3MiHM |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
papmakoHarnsigy. 3miHa y KopoTKili XxapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUIii ANs MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHsI NikapCcbkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCHNigKEHb, NPOBEAEHMX BignoBigHO
[0 nnaHy negiatpuyHux gocnigkers (PIP) (iHwi
3MiHK) - 3MiHM BHECEHO [0 iHCTPYKUiT Ans
MEeOUYHOro 3aCTOCyBaHHsI NiKapcbkoro 3acoby Ao
po3giny "3actocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaare” BiAnoBiAHO A0 OHOBMEHOI
iHdpopmaLii Lwopo 6esneku fitoyoi pevoBuHU. TepmiH
BBeJEHHS 3MiH - NpoTsiroM 6 MicsiuiB nicns
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3aTBEpPOKEHHS
218. | PEBYMAKC TabneTku, BKPUTI Makneogc IHgis Makneoac IHgis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3MiHK 3a - UA/19034/01/02
NniBKOBOIO dapmach dapmacbioTukanc | Tvny - 3MiHu 3 akocTi. ADI. KoHTponb A®I. 3miHa y peuenmom
o6ornoHkoto no 120 toTukanc Tlimiten MeToaax BunpobyBaHHs A®I abo BuxigHoro
mr, no 14 Tabnetok Timiteq marepiany/npoMiKHOro NpoayKTy/peareHTy, LWwo
y 6nicTepi; no 2 BUKOPUCTOBYETLCS Y Npoueci BUpobHuLTea AdDI
6nictepu B (iHWi 3MiHM y MeToaax BUNpobyBaHHS (BKoYao4m
KapTOHHIN ynakoBLii 3aMiHy abo gonoBHeHHs1) A®I abo
BUXIiQHOro/NpoMmipKHOTro NpoaykTy). BBegeHHs
anbTepHaTtusHoro metogy ATR-FTIR B I4-meToq
iaeHTudiKauii 4nsa kpaworo KOHTponto akocTi AdI.
BBegeHHs 3MiH NpoTArom 6-Tn micauis nicns
3aTBEPOKEHHS.
219. | ®PEBYMAKC TabneTkn, BKpUTI Makneoac IHAisA Makneogc IHAisa BHECEHHS 3MiH 0 peecTpauiiHiX MaTepianis: 3MiHK 3a - UA/19034/01/01
NniBKOBOIO dapmacb dapmacbioTukarnc | Tuny - 3MiHu 3 akocTi. ADL. KoHTponb AdL. 3miHa y peuenmom
obonoHkot no 80 toTUKanc Nimiten meTogax BunpobyeaHHss A®I abo BuxigHoro
mr, no 14 Tabnetok Timiteq marepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo
y 6nicTepi; no 2 BUKOPUCTOBYETHLCS Y npoueci BUpobHuuTea Ad|
Gnictepu B (iHwWi 3mMiHM y MeTopax BUNpobyBaHHS (BKIOYa04n
KapTOHHIN ynakoBLii 3amiHy abo gonosHeHHs ) A®I abo
BUXIiQHOro/NpomipkHOro NpoaykTy). BBegeHHs
anbTepHaTuBHoro metogy ATR-FTIR B IY-meTon
iaeHTudiKauii 4nsa kpaworo KOHTposnto akocTi AdDI.
BBegeHHs 3MiH NpoTArom 6-Tn micauis nicns
3aTBEPAKEHHS.
220. | ®NABAME[ TabneTku wmnyyi no BEPIIIH- HimeyvumH Bepnin-Xewmi AT, HimeyunHa BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3MiHn bes - UA/3591/03/01
® MAKC 60 mr; no 10 XEMI Al a HimeuumHa | Tuny - 3miHn 3 sikocTi. A®L. KoHTponb ADI (iHLwi peuenma
TABIETKU Tabnetok y Ty6i; no (BMPOBHWK, IO 3MiHM) 3MiHa CTOCYETbCA OHOBMEHHS AaHUX Y
wunyui 1 Ty6i B KAPTOHHIN

KopoobLi

BUKOHY€E BUMYCK
cepii); Fepmec
dapma 'M6X,

HimeyunHa
(BUPOBHUK, LIO
BUKOHY€E

BMPOGHMLTBO "in

bulk", nakyBaHHs,

KOHTPOIb SKOCTI)

moayni 3.2.S.4.4 «AHani3 cepin» Ljito4oi pe4OBUHM
(amBpokcony rigpoxnopug, Shilpa Pharma
Lifesciences Limited). 3amiHa gaHux ananisy cepin,
2 cepint ambpokcony rigpoxnopuay, BUroTOBIIEHOIO
komnaHieto Shilpa Pharma Lifesciences Limited
(konuwHa Shilpa Medicare Limited) 3 2009 poky Ha
Aani aHanisy 3 cepivi Big 2018 Ta 2022 pokis, 3
MeTOl0 MiATPUMAHHS AOKYMEHTaLii B akTyanbHOMY
CTaHi. AKICTb Ail0Y0i Pe4YOBMHM 3anMLLIAETLCS
He3miHHoto (Ph. Eur. skicTb). 3miHun | Tuny - 3miHn 3
sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BigNoBIgHOCTI €BponeichbKi
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUIyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCH Y BUpobHuuTBi A®l; ans
OOMOMDKHOT peyoBMHM (cepTudikaT BigNoBigHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHWI
cepTudikaT Bif yxe 3aTBepakeHOro BUpobHuKa -
MonaHHsa oHoBMNeHoro cepTudikarta BignoBigHOCTI
€Bponelicbkint papmakonei Ne R1-CEP 2004-201 -
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Rev 05 (R1-CEP 2004-201 - Rev 04) ans gitoyoi
peYvoBVHM amBpokcony riapoxnopuay Bif Bxe
3aTBepakeHoro BMpobHuka Shilpa Medicare Limited,
SIKMIA 3MiHMB Ha3By Ha Shilpa Pharma Lifesciences
Limited.
221. | POPCAHEK® | Tabnetku, BKpUTi TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3MiHK 3a He UA/18626/01/01
NniBKOBOO «MEQ®A XENTXKEP MBT | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom | niidnseae
o6onoHkoto, no 60 PM NTO» nTa CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
Mr, no 7 TabneTok y ymoBax 36epiraHHsi roTOBOro NikapcbKoro 3acoby
6nictepi, no 1 abo (36inbLUEHHsA TepMiHY NPUAATHOCTI TOTOBOro
no 4 6nictepn y nikapcbkoro 3acoby) - [ins Toproeoi ynakoBku
KapTOHHIN ynakoBLj (niaTBEPAKYETLCS AAHMMU pearnbHOro Yacy).
36inblueHHn TepMiHy npuaaTtHocTi 113, y 3B'A3ky 3
OTPYMaHHSIM OHOBMNEHUX AaHUX 3i CTabinbHOCTI
NiaATBEPAKEHNX AaHMMMU peanbHoro Yacy. [itoya
pegakuis: TEPMIH MPUOATHOCTI 2 poku.
MponoHoBana peaakuis: TEPMIH NMPUOATHOCTI 3
pokun. 3MiHNM BHeceHi B po3ain "TepMiH npuaaTHocTi"
B IHCTPYKLUIil0 4Nst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeeaeHHsi 3MiH MpoTArom 6-tu
MicAUiB Nicnsa 3aTBEPAXEHHS.
222. | ®OPCAHEK® | Ttabnetku, BKpuTI TOB Ykpaina KYCYM IHAisa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3MiHK 3a He UA/18626/01/02
NniBKOBOIO «MEQPA XENTXKEP NBT | Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkni 3acib. peuyenmom | nidnseae
obonoHkoto, no 90 PM NTO» nTo CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
Mr; N0 7 TabneTok y ymMoBax 30epiraHHsi roTOBOro MikapCbKoro 3acoby
6nicTepi, no 1 abo (36inbLUEHHS TepMiHY NPUAATHOCTI FOTOBOIO
no 4 6nictepn y nikapcbkoro 3acoby) - [ins ToproBoi ynakoBku
KapTOHHIN ynakoBLi (nigTBEPAXYETLCA AaHMMKN peanbHOro Yacy).
36inbLeHHsA TepmiHy npuaaTtHocTi 113, y 3B'a3ky 3
OTPUMaHHSIM OHOBMEHMX AaHuX 3i cTabinbHOCTI
nigTBEpYKEHNX AaHUMN peanbHOro Yacy. [itoya
pepakuis: TEPMIH NPUOATHOCTI 2 pokw.
MponoHoBaHa pepakuis: TEPMIH NMPUOATHOCTI 3
poku. 3miHM BHeceHi B po3ain "TepmiH npuaaTHocTi"
B iHCTPYKLit0 ANst MEOAWYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BBeaeHHst 3MiH npoTsrom 6-tu
MicsiLiB micnsi 3aTBEpOXKEHHS.
223. | ®OPCAHEK® | TtabneTku, BKpuTI TOB Ykpaina KYCYM IHAisa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHK 3a He UA/18626/01/03
NniBKOBOIO «MMEQBA XENTXKEP NBT | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuyenmom | nidnszae
obonoHkoto, no 120 PM NTO» nTa CT1abinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo

Mr; N0 7 TabneTok y
GnicTepi, no 1 abo
no 4 Gnictepny
KapTOHHIN yrnakoBLii

ymoBax 36epiraHHsi roTOBOro NikapCbKoro 3acoby
(36inblUeHHsI TEpMiHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby) - [1ns ToproBoi ynakoBku
(nigTBEPAXYETLCA AaHMMK peanbHOro Yacy).
36inbLueHHs TepMiHy npuaaTtHocTi [T13, y 3B'A3ky 3
OTPUMaHHSIM OHOBMEHWX AaHuX 3i cTabinbHOCTI
niaTBEpAKEHNX AaHMMKU peanbHoro Yacy. [litoya
pepakuis: TEPMIH NPUOATHOCTI 2 pokw.
MponoHoBaHa pepakuis: TEPMIH NMPUOATHOCTI 3
poku. 3miHM BHeceHi B po3ain "TepmiH npugaTHocTi"
B iHCTPYKLIil0 AN Megn4HOro 3acTOCyBaHHS
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nikapcbkoro 3acoby. BeegeHHs1 3MiH NpoTsirom 6-t1
MicsLiB micnsi 3aTBEPOXKEHHS.

224. | ®POPCAHEK® | Tabnetku, BKpUTi TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH O peecTpaLiiHMXx maTtepianis: 3MiHK 3a He UA/18626/01/01

NNiBKOBOIO «MEQO®A XENTXKEP NBT | Tuny - 3MiHn Wopao G6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnseae

o6onoHkoto, no 60 PM NTO» nTa dapmakoHarnsagy. 3MiHW y KOpPOTKili XapakTepucTuui

Mr, N0 7 TabneTok y
GnicTepi, no 1 abo
no 4 6nictepn y
KapTOHHIN ynakoBLj

nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIii AN MEAMYHOro 3aCTOCyBaHHS
reHepuyHMX/ribpuaHmx/6ionodibHMX nikapcbkux
3acobiB nicns BHECEHHS TiET caMmoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HaJaHHS )XOOHVX HOBUX AOAATKOBUX AaHMX). 3MiHM
BHECEHI 0 iHCTPYKUii 4NA MeaU4HOro 3acTocyBaHHA
nikapcbkoro 3acoby y po3ainu: "dapmakonoriyHi
BnacTueocTi", "MNoka3aHHs" (peaaryBaHHs),
"MpoTunokasaHHs", "B3aaemogisa 3 iHWnumMmn
nikapcbkumuy 3acobamu Ta iHWi BUAK B3aemogin",
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS y
nepiog BariTHocTi abo rogyBaHHs rpygaro”,
"3paTHiCTb BNNMBATK Ha LWBWUAKICTL peakuii npu
KepyBaHHi aBTOTPaHCMOPTOM abo iHWNMK
mMexaHiamamu”, "Cnocib 3actocyBaHHs Ta go3un",
"Oitn" (pegaryBanHs), "MepenosyBaHHs", "Mo6iyHi
peakuii” 3rigHo 3 iHbopmaLi€eto LWogo MeANYHOro
3acTocyBaHHs pedepeHTHOrO fikapcbkoro 3acoby
(APKOKCIA®, TabneTkn, BKPUTI NNiBKOBOIO
o6ornoHkoto, no 60 mr abo 90 mr abo 120 wmr).
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHK Woao
6esnekn/edekTMBHOCTI Ta hapmakoHarnagy. 3MiHa
Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans MeanyHoro
3acTocyBaHHS Ha MiAcTaBi perynspHo
OHOBIOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
npoBeAeHNX BiANoBIAHO A0 NnaHy negiatpudHnx
pocnigpkenb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXEHUM OpraHoMm).
3MiHM BHeCeHi [0 iHCTpYKLUii Anst MegnyHoro
3acTocyBaHHS NikapCbKoro 3acoby y po3ain
"8acTocyBaHHs1 y nepioq BariTHOCTi abo rogyBaHHs
rpygao” BignosigHO 40 OHOBReEHO! iHpopmalii 3
6esneku fjtoyoi pevyoBuHU. BBeAeHHS 3MiH MPOTArom
6-T1 micAauiB nicnsa 3aTBepAXeHHs. 3MiHn | Tuny -
3MmiHu Wwopo 6e3nekn/edPekTMBHOCTI Ta
tapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
3060B's13aHb Ta YMOB BuAaui peectpauinHoro
NoCBiAYeHHs, BKNoYatoun [naH ynpasniHHA
puU3rKamMm (3aCTOCYBaHHS TEKCTY, KU NMOTOAXKEHWIA

3 KOMMNETEHTHUM OpFaHOM). 3asiBHMKOM HaaHo
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

OHoBreHui MnaH ynpaeniHHs pusnkamm Bepcis 2.0.
3MiHM BHECEHO [0 YacCTuH:
| «3aranbHa iHdopmauis» Il «Cneundikauis 3
6esnekn» Il «MnaH 3 papmakoHarnsagy» IV «MnaHn
Lo4o nicnsipeecTpauiiHnx AocnigxeHb
edekTnBHOCTI» V «3axoan 3 MiHiMizauii puaukiey» VI
«Pestome nnaHy ynpasniHHaA puaukamm» VI
«[opatkn» (noaatkm 1-8) y 38’A3Ky 3 OHOBMNEHHAM
iHcbopMalii 3 6e3neku Lit4oi pevoBMHM
€TOPMKOKCUOG BignoBAHO 4O akTyanbHoi
pedepeHTHOI iHPopMaLlii, a TaKOX y 3B'A3KY i3
3MiHoK bopmaTy BignosiaHo Ao sumor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pe3stome
MnaHy ynpaeniHHA puavkamu Bepcis 2.0 gogaeTbes.
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta chapmakoHarnsay (iHwi amiHn).
3MiHM BHeCeHi 0 iHCTPYKLUii ANst MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3ain "MobiyHi
peakuii” Wwoao 3BiTyBaHHS Npo NobGiyHi peakLii.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

225.

®OPCAHEK®

TabneTtkn, BKPUTI
NniBKOBOO
o6onoHkoto, no 90
Mr; no 7 TabneTok y
6nictepi, no 1 abo
no 4 6nictepn y
KapTOHHIN ynakoBLj

TOB
«MEOPA
PM NTO»

YkpaiHa

KYCYM
XENTXKEP NBT
nTa

IHgia

BHECEHHS 3MiH [JO peecTpaLlinHUX maTepianis: 3MiHN
| Tuny - 3miHn Wwopao G6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
iHCTPYKLUii Ans MeQMYHOro 3aCTOCyBaHHS
reHepuYHMX/ribpuaHux/6ionogibHMX nikapcbkunx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI NpenaparT (3MiHa He nNoTpebye
Ha[laHHS )XOAHUX HOBMX 4OAATKOBUX AaHKX). 3MiHU
BHECeHi A0 iHCTPYKLi ANs MeAMYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby y posginu: "®dapmakonoriyHi
BnacTueocTi", "MNoka3aHHs" (peaaryBaHHs),
"MpoTunokasaHHs", "B3aemogisa 3 iHWMmn
nikapcbknumun 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnusocTi 3acTocyBaHHs", "3acTocyBaHHs Yy
nepiop BariTHoOCTi abo rogyBaHHs rpyaato”,
"3paTHiCTb BNNMBAaTK Ha LWBMAKICTE peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMK
MexaHiamamu", "Cnoci6 3acTocyBaHHs Ta 031",
"Oitn" (peparyBanHs), "Mepeno3ysaHHs", "MNobiyHI
peakuii” 3rigHo 3 iHbopmaLieto LWoao MeanyHOro
3acTocyBaHHsl pedhepeHTHOrO fikapcbkoro 3acoby
(APKOKCIA®, TabneTkn, BKPUTI NIiBKOBOO
o6ornoHkot, no 60 mr abo 90 mr abo 120 wmr).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta papMakoHarnsgy. 3MiHa

3a
peuenmom

He
nidnseae

UA/18626/01/02
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

y KOPOTKili XapakTepucTumLi nikapcbkoro 3acofy,
TEKCTi MapKyBaHHS Ta iHCTPYKLUii ANs MeanyHoro
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBMOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo pocnimkeHb 3 6e3nekn 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnapeecTpauiiHuin nepiog,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
NpoBeAEeHNX BiANoBIigHO A0 NnaHy negiatpudHnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoMm).
3MiHM BHECeHi 0 iHCTPYKLUii ANs MegnyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpyoaro” BignoBigHO 4O OHOBMEHO! iHpopmalii 3
6es3neku gito4oi pedoBnHU. BBeaeHHs 3MiH NpOTAromM
6-TK MicAauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHn Wwoao 6e3nekn/edeKTUBHOCTI Ta
tapmakoHarnagy. BHeceHHs abo 3miHa(1) oo
3060B'A3aHb Ta YMOB BuAaui peecTpaLiiHoro
nocBiAYeHHs, BKoyatoun MNnaH ynpasniHHA
pu3nKamMm (3aCTOCYBaHHS TEKCTY, SIKUIA MOro4XKeHWI
3 KOMMETEHTHUM OpraHoMm). 3asiBHUKOM HagaHo
oHoBneHwn MNnaH ynpasniHHa pusukamm Bepcis 2.0.
3MiHN BHECEHO [0 YaCTWH:
| «3aranbHa iHdopmauis» Il «Cneundikauis 3
6esnekn» Il «MnaH 3 dapmakoHarnagy» IV «MnaxHn
Loao nicnspeecTpauiiiux AocnigkeHb
edpekTmBHOCTI» V «3axoau 3 miHimizauii pusukis» VI
«Pestome nnaHy ynpasniHHa pusukamm» VI
«[Jonatkn» (nogatkm 1-8) y 3B’13Ky 3 OHOBINEHHSAM
iHcpopMmalii 3 6e3nekn ajtoyoi peyoBUHM
E€TOPMKOKCUO BignoBAHO OO0 aKTyanbHOi
pedepeHTHOT iHbopMaLlii, a TaKoX y 3B'A3KY i3
3MiHoto chopmarTy BignosigHO o BuMor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pe3stome
MnaHy ynpaeniHHA puankamu Bepcia 2.0 4oaaeTbes.
3MmiHu | TUNYy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta cbapmakoHarnagy (iHLwi 3miHum).
3MiHW BHeCeHi A0 IHCTPYKLIii Ans MeguyHoro
3aCTOCYBaHHs1 Nikapcbkoro 3acoby y po3ain "MobivHi
peakuii" Wwoao 3BiTyBaHHA Npo NoBiYHI peakuii.
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

226.

®OPCAHEK®

TabneTkn, BKpUTI
NniBKOBOKO
obGornoHkoto, no 120
Mr; N0 7 TabneTok y
GnicTepi, no 1 abo

TOB
«MEOPA
PM NTO»

YkpaiHa

KYCYM
XENTXKEP NBT
NTA, IHais

IHaisa

BHECEHHS 3MiH 1O peecTpaLiiHiX MaTepianis: 3MiHK
| Tuny - 3MiHn Wwopao 6e3neku/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3MiHW y KOpOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
iHCTPYKLUIii ANs MeAWMYHOro 3aCTOCYBaHHS

3a
peuernmom

He
nidnsieae

UA/18626/01/03
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
reHepuYHMX/riopnaHmx/GionoaibHMX nikapcbknx

no 4 Gnictepn y
KapTOHHIN ynakoBuj

3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He nNoTpebye
HaflaHHS XOAHWUX HOBMX 4OAATKOBUX AaHKX). 3MiHN
BHECEHI A0 iHCTPYKLii ANs MeANYHOro 3acToCyBaHHs
nikapcbKkoro 3acoby y po3ginu: "dapmakonoriyHi
BnactumeocTi", "lNoka3aHHa" (pegaryBaHHs),
"MMpoTnnokasaHHs", "B3aemogis 3 iHWyMmn
nikapcbkumu 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHS y
nepiof BariTHOCTi abo rogyBaHHs rpyaat”,
"3paTHiCTb BNNMBATK Ha LWBWUAKICTL peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo iHWKMK
mexaHiamamu”, "Cnocib 3actocyBaHHs Ta Jo3u",
"Oitn" (pegaryBanHs), "MepenosyBaHHs", "Mo6iyHi
peakuii” 3rigHo 3 iHdopmMaLieto Woao MeanyHoro
3acTocyBaHHs pedepeHTHOro NikapcbKoro 3acoby
(APKOKCIA®, TabneTkn, BKpUTI NNiBKOBOIO
o6ornoHkoto, no 60 mr aéo 90 mr a6o 120 wr).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy. 3miHa
Y KOPOTKili XapakTepucTuLi fikapCbkoro 3acooy,
TEKCTi MapKyBaHHSA Ta iHCTPYKUIT ANng MeanyHoro
3acTocyBaHHS Ha MiacTaBi perynspHo
OHOBJIIOBAHOIO 3BiTy 3 6€3neku nikapcbkoro 3acooy,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHNX BiANoBIAHO A0 NnaHy negiaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YTNOBHOBaXXEHUM OpraHoMm).
3MiHW BHeCeHi o iHCTpYKLUii ANnst MegnyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepioa BariTHOCTi abo rogyBaHHs
rpyoar” BionoBiaHO 0O OHOBIEHOI iHpopmalii 3
6e3neku fitoyoi pevyoBuHU. BBeAeHHS 3MiH NpOTSiroM
6-T MicaLiB Micnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHn Wwoao 6e3nekn/edPekTUBHOCTI Ta
papmakoHarnsigy. BHeceHHs1 abo 3miHa(n) oo
30060B'A3aHb Ta YMOB BuAadi peecTpaLiiHoro
NOCBiAYEHHS, BKIoYatoum [naH ynpasniHHA
pu3nkamMm (3aCTOCYBaHHS TEKCTY, SIKUIA MOrOAXKEeHWI
3 KOMMNETEHTHUM OpraHom). 3asiBHUKOM HaJaHo
oHoBneHun MNnaH ynpasniHHa pusukamm Bepcis 2.0.
3MiHU BHECEHO [0 YaCTWH:
| «3aranbHa iHdopmauia» Il «Cneundikadis 3
6esnekn» Il «MnaH 3 dapmakoHarnaay» IV «MnaHn
Lo4o nicnspeecTpauiiHnx gocnigxeHb
edekTnBHOCTI» V «3axoan 3 MiHiMizauii pusukisy» VI

«Pesome nnaHy ynpasniHHsa pusukamm» VI
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Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
«dopaTkny (gogatkm 1-8) y 3B’13Ky 3 OHOBJIEHHSIM
iHcpopMmawii 3 6e3nekn Ajtoyoi peyoBuHM
€TOPMKOKCUOG BignoBAHO 4O aKTyanbHOi
pedepeHTHOI iHhopMaLlii, a TakoX y 3B'A3KY i3
3MiHOl0 cbopmarTy BignosigHo o Bumor Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1 accompanying
GVP Module V Rev.2 Human Medicines). Pestome
MnaHy ynpaeniHHA puankamu Bepcia 2.0 4oaaeTbes.
3MinHu | TUNY - 3Milu Wono 6e3nekun/echeKTUBHOCTI
Ta hapmakoHarnsay (iHwi amiHn).
3MiHW BHeCeHi A0 iHCTPYKLUii Ans MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "MobivHi
peakuii” Wwoao 3BiTyBaHHSA Npo NoGiyHi peakLii.
BBegeHHs 3MiH NpoTArom 6-Tn micauis nicns
3aTBEPOKEHHS.
227. | ®OCHAJOI | renb opanbHUi TOB YkpaiHa dapmaric dpaHuia BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHK 6e3 - UA/4381/01/01
Ellb (12,38 1 20% «Onenna | Tuny - 3miHu Wwopo 6e3nekn/edpekTMBHOCTI Ta peuenma
remto/nakeTt); no 20 r Xenckea dapmakoHarnsagy (iHwi 3amiHn) - 3MiHM BHECEHO A0
rento y naketi; no 20 YkpaiHa» TEKCTY MapKyBaHHS BTOPUHHOI YMaKOBKM
Y KapTOHHIM nayui nikapcbkoro 3acoby y n. 17. «IHLWE». BeeaeHHs
3MiH NPOTArom 6-TM MicsLIB MicNsi 3aTBEPAKEHHS
228. | XABPUKC™ cycneHsis gns "makcoCmi Benwka "nakcoCmiTKnanH Benbris BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3MiHN 3a - UA/16497/01/02
1440 iH'ekuin 1440 O TKnanH BpuTaHis Bionogxikans C.A. | TMny - 3MiHu 3 akocTi. FoToBMIA Nikapcbkuii 3aci6. peuenmom
BAKLUMHA ELISA; no 1 mn (1 Ekcnopt Cuctema KoHTelnHep/3akynoptoBarnbHui 3acio. 3miHa
ansa [o3a Ans Jopochnyx) Nimiten napameTpiB cneuudikauin Ta/abo gonycTummnx mex
NMPO®INAKT y cbnakoHi; no 1 NEepPBUHHOI YNaKOBKM rOTOBOrO MikapCbKoro 3acoby
KU dnakoHy B (iHwWi 3miHK) - Mepernsg KpUTepiiB NPUAHATHOCTI ANA
FENATUTY A | KapToOHHiIl kopobui 3 CninbHO ynakoBaHMX ronok i3 mapkyeaHHam CE, a
MapKyBaHHAM came: 1) BuganeHHs sunpobyBaHb, SKki NPOBOASATLCA

YKPaiHCbKOK MOBOIO;
no 1 mn (1 gosa ans
[opocnux)) B
nonepeaHLo
HanoBHEHOMY
wnpui y KOMMMeKTi
3 rofKoto; no 1
LINPULY B KAPTOHHIN
Kopobui 3
MapKyBaHHAM
YKpaiHCbKOIO MOBOIO;
no 1 mn (1 gosa ans
[0opocnunx) y
cnakoHi; no 1
dnakoHy B
KapTOHHIN kopobu,i 3
MapKyBaHHAM
iHO3eMHMMK MOBaMU
3i CTUKepom
YKpailHCbKOI MOBOI;

npu mapkyBaHHi CE, 2) 36epexeHHs BignoBigHMX
BMNPOOYBaHb, L0 3aCTOCOBYIOTLCS A0 FOMNoK. 3MiHW
cToCyTbCs BUPOBHMYOT AinbHuULi y Benbrii
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayiliHo2o
noceio4yeHHs1

no 1 mn (1 gosa ans
Aopocnux) B
nonepeaHL0
HanoBHEHOMY
LUNpULI Y KOMNNEKTI
3 ronkoto; no 1
LUNPULY B KAPTOHHIN
kopobui 3
MapKyBaHHSIM
iHO3eMHMMK MOBaMK
3i CTUKepom
YKpPaiHCbKOK MOBOO

229.

XABPUKC™
720
BAKLUUHA
ans
NPO®INAKT
NKn
FENATUTY A

cycneHsia ans
iH’ekuin 720 O
ELISA; no 0,5 mn (1
nosa ons giten) y
dnakoHi; no 1
cnakoHy B
KapTOHHIl kopobui 3
MapKyBaHHAM
YKpPaiHCbKOK MOBOIO;
no 0,5 mn (1 gosa
ans giten) B
nonepeaHL0
HanoBHEHOMY
LINpULi Y KOMMNNEKTi
3 ronkoto; no 1
LINpULY B KAPTOHHIN
Kopobui 3
MapKyBaHHsIM
YKpailHCbKOIO MOBOIO;
no 0,5 mn (1 gosa
ans giten) y
cnakoHi; no 1
dnakoHy B
KapTOHHIN kopobui 3
MapKyBaHHsIM
iHO3eMHMMK MOBaMM
3i CTMKEepoMm
YKpaiHCbKOI MOBOIO;
no 0,5 mn (1 gosa
ans piten) B
nonepeaHLo
HanoBHEHOMY
wnpui y KOMMMeKTi
3 ronkoto; no 1
LLUNPULY B KAPTOHHIN
Kopobui 3
MapKyBaHHsIM
iHO3eMHMMK MOBaMM
3i CTMKepoMm

"makcoCmi
TKnsamH
Exkcnopt
Nimiten

Benuka
BpuTtaHis

"nakcoCmiTKnanH
Bionogxikans C.A.

Benbria

BHECEHHS 3MiH JO peecTpauinHUX maTepianis: 3MiHN
| Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbkun 3acib.
Cuctema koHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneundikaui Ta/abo 4onyCcTUMMUX MeX
NepBUHHOI YMaKoBKM FOTOBOTO NiKapCbKoro 3acoby
(iHWi 3miHwn) - Mepernag kpUTepiiB NPUARHATHOCTI 4NN
ChinbHO ynakoBaHWX ronok i3 mapkyeaHHsim CE, a
came: 1) BuganeHHs sunpobyBaHb, SKki NPOBOASATLCA
npu mapkyBaHHi CE, 2) 36epexeHHs1 BianoBigHnx
BUNpobyBaHb, L0 3aCTOCOBYHOTLCS A0 rOnoK. 3MiHu
CTOCYHTbCS BUPOOHMYOI AinbHULi y Benbrii

3a
peuenmom

UA/16497/01/01
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[TponoBkeHHs noaaTka 3

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUkK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayiliHo2o
noceio4yeHHs1

YKpaiHCbKO MOBOH

230.

LENECTOAOE
PM-B®

masb 0,1 % no15r
a6o 30 r B Ty6i; no 1
Ty6i B KAPTOHHIN
KopoOLi

OpraHoH
CeHTpan
lct T'm6X

LLsenuapi
a

OpraHoH XelicT 68

Benbrisa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHK
| Tuny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3MiHn go
y3aranbHeHUX AaHux npo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHeHWX AaHnX Npo cucTemy
chapmakoHarnsigy, 3miHa ynoBHOBaxeHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS chapmMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHMKa ons
3piicHeHHs chapmakoHarnagy B YkpaiHi, SIKLLO BOHa
BiAMiHHa Bi ynoBHOBaXeHOi ocobu, BianoBigansHoi
3a 3gdiicHeHHs cbapmakoHarnsgy (Bknovarymn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darna cuctemn chapmakoHarnsgy) - 3MiHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
tbapmakoHarnag,.

[Hitoya pepakuis: MapiaHHa Bank-KopTeHpaag.
MponoHoBaHa pegakuis: Joktop ®epHaHaa
TaBapec. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI
ocobu 3asBHMKA, BiANoBiganbHOI 3a
tapmakoHarnag. 3miHa MicLue3HaxomKeHHs macTep-
channa cuctemum dhapmakoHarnsgy

3a
peuenmom

UA/9500/01/02

231.

LEENECTORE
PM-B® 3
FAPAMILIVH
oM

kpem no 30 ry Ty6i;
no 1 1y6iy
KapTOHHIN kopobLi

OpraHoH
CeHTpan
lct TM6X

LLseruapi
a

OpraHoH XeWnct 68

Benbrisa

BHECEHHS 3MiH 0 peecTpauiiHiX MaTepianis: 3MiHK
| Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHm oo
y3aranbHeHVX AaHnxX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEeHUX AaHuX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoOI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asBHuKa ans
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cO0M, BignosigansHoi
3a 3[iicHeHHs hapmMakoHarnagy (Bknoyarym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
banina cuctemu hapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BiANOBiganbHOI 3a
hapmakoHarnsg.

[Hitoya pepakuis: MapiaHHa Bank-KopTeHpaag.
[MponoHoBaHa pepakuis: JokTop ®epHaHga
TaBapec. 3MiHa KOHTAKTHUX AaHUX YNOBHOBaXKEHOI
ocobu 3asBHKKA, BignosigansHoi 3a
hapmakoHarnsg. 3miHa mMicLe3HaxomKeHHst MacTep-
davina cuctemu papmakoHarnsgy

3a
peuenmom

UA/3403/01/01

232.

LEENECTOQE
PM-B® 3
FAPAMILVH
oM

ma3b no 30 r B Ty6i;
no 1 Ty6iy
KapTOHHiI kopobLyi

OpraHoH
CeHTpan
lct FTmM6X

LLisenuapi
A

OpraHoH XeWnct 68

Benbris

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn
| Tuny - 3MiHn Wopao G6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3arasnbHeHMX JaHuX Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3ararnbHEHWX AaHuX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,
BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOT 0cobu 3 dhapmakoHarnsay 3asiBHvWKa ans

3a
peuernmom

UA/3403/02/01
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3piicHeHHs chapmakoHarnagy B YkpaiHi, SIKLLO BOHa
BiAMiHHa Bi ynoBHOBaXeHOi ocobu, BianoBigansHoi
3a 34iicHeHHs cbapmakoHarnsgy (Bkrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu apmakoHarnagy) 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
tbapmakoHarnag,.
[Hitoya pepakuis: MapiaHHa Bank-KopTteHpaag.
MponoHoBaHa pegakuis: [oktop ®epHaHaa
TaBapec. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI
ocobu 3asiBHMKA, BignosiganbHoi 3a
tapmakoHarnag. 3miHa MicLue3HaxomKeHHs macTep-
channa cuctemu dhapmakoHarnsgy.
233. | LENICTA® Tabnetkun gns MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn bes nionszae UA/19330/01/01
ayo PO3CMOKTYBaHHS; no | "d®apmaue "papmaueBTnYHa | TMny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbKuii 3aciO. peuenma
10 TabneTok y BTMUYHA dipma "OapHuus" CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
6nictepi; no 1 abo dipma ymoBax 30epiraHHsi roTOBOro MikapCbKoro 3acoby
no 4 6nictepu B "NapHuus" (36inbLUEHHs TepMiHy NPUAATHOCTI FOTOBOro
nayui nikapcbkoro 3acoby) - [1ns ToproBoi ynakoBku
(niaTBEPAXYETLCA AaHMMKN peanbHOro Yacy)
306inbLUeHHs TepMiHY NPUAATHOCTI rOTOBOIO
nikapcbkoro 3acoby
(3aTBepmkeHo: TepMiH npuaaTHocTi 1,5 poku;
3anponoHOBaHO: TEPMIH NPUAATHOCTI 2 Poku). 3MiHN
BHECEHI B iIHCTPYKLi0 ANs MeQNYHOro 3acToCyBaHHs!
nikapcbkoro 3acoby y posain "TepmiH npugaTHocTi".
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPOKEHHS
234. | LEPBAPUKC | cycneHsia gns "makcoCwmi Benuka nakcoCmiTKnsnH Benbrisa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHK 3a - UA/16310/01/01
™ BAKUMHA | iH'ekuin no 0,5 mn (1 TKnanH BpuTaHis Bionogxikans C.A. | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuenmom
ona [o3a) cycnensii ans Ekcnopt Cuctema KoHTelnHep/3aKkynoptoBanbHui 3acio. 3miHa
MPO®INAKT iHeKkuin y Timiteq napameTpiB cneuudikauin Ta/abo AonycTuMmnx mex
UKN nonepegHL0 NepBUHHOI YNaKoBKM FOTOBOrO NiKapCbKoro 3acoby
3AXBOPIOB HanoBHEHOMY (iHwWi 3miHK) - Mepernsg kpUTepIiB NPUAHSATHOCTI ANS
AHb, WO LINpULL 3 NOPLUHEM i CMiNnbHO ynakoBaHWX ronok i3 mapkyBaHHsam CE, a
BUKIMUKAKOT | koBnaykom y came: 1) BuganeHHs sunpobyBaHb, ki NPOBOASTHCS
bCA KOMMMEKTI 3 rorkot npu mapkyBaHHi CE, 2) 36epexeHHs BignoBigHux
BIPYCOM (y 6nicTepi) abo y BUNPOOYBaHb, L0 3aCTOCOBYOTLCS A0 rOSoK. 3MiHN
nAMINoMu dnakoHi 3 npobkoto; cToCyTbCs BUPOBHMYOT AinbHuULi y Benbrii
NHOONHN no 1 nonepeaHbo
TUNIB 16 TA HanoBHEeHOMY

18

LUNpWLY 3 FOSKOI0
abo no 1 nakoHy B
KapTOHHIN kopobu,i 3
MapKyBaHHAM
YKpaiHCbKOIO MOBOIO;
no 0,5 mn (1 gosa)
cycneHsii ans
iH'ekuin y
nonepeaHL0
HanoBHEHOMY




130 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n nikapcbko2o | (nikapcbka gpopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
wnpuui 3
MapKyBaHHSM
iHO3EMHMMK MOBaMU
3 MOPLUHEM i
KOBMaYkoM y
KOMMIEKTi 3 FOfIKoHo
(y 6nicTepi) abo y
dnakoHi 3
MapKyBaHHAM
iHO3EMHMMK MOBaMU
3 npobkoto; no 1
nonepeaHL0
HanoBHEHOMY
LLUNPULLY 3 FONKO0
abo no 1 cnakoHy B
KapTOHHIl kopobui 3
MapKyBaHHSM
iHO3eMHMMK MOBaMU
3i CTUKEpPOM
YKPaiHCbKOK MOBOHO
235. | LE®ACEIb Tabnetkn no 300 Lledpak KI' | HimeuunH Lledpak KIr HimeuyunHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 6e3 - UA/8891/01/03
MKT; no 20 TabneTtok a | Tuny - 3miHun wopo 6e3nekn/edekTMBHOCTI Ta peuenma
y bnicTepi; no 1 dapmakoHarnsaay (iHwi 3mMiHW) 3MiHM BHECeHi y
Gnictepy y TEKCT MapKyBaHHSA BTOPUHHOT YNAKOBKM JiKapCbKOro
KapTOHHIl kopobui 3acoby y n. 8 JATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI. BBegeHHs 3MiH NpoTsrom 6-tu
MicsiLiB micnsi 3aTBEpOXKEHHS.
236. | LE®ACEIDb Tabnetku no 100 Lledpak KI' | HimeuyunH Lledpak KI HimeyunHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn bes - UA/8891/01/02
MKr; no 20 TabneTok a | Trny - 3miHun Wwopo 6e3nekn/edpekTMBHOCTI Ta peuenma
y 6nicTepi; no 1 dapmakoHarnsgy (iHwi 3miHu) 3MiHWM BHeCeHi y
Gnictepy y TEKCT MapKyBaHHSA BTOPUHHOI yNaKOBKM NiKapCbKoro
KapTOHHIl kopoOLi 3acoby y n. 8 ATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI. BBegeHHs 3MiH npoTsirom 6-Tu
MicsiLiB micnsi 3aTBEpPOXKEHHS.
237. | LUE®OINEKTA | nmopoiiok ans My6niyHe Ykpaina My6niyne Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn 3a He UA/13412/01/02
M PO34nHY Ans aKuioHepH akuioHepHe | Tuny - 3MiHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnsizae
iH'exuin, 1r/1r; no 1 e TOBapuUCTBO dapmakoHarnsagy (iHLwi 3miHu)
dnakoHy 3 TOBapucTs "HaykoBo- OHOBIEHHSA TEKCTY MapKyBaHHSi MEPBMHHOI Ta
nopoLukom; no 1 o BMPOGHWYMIA BTOPWHHOI YNaKkoBKM Nikapcbkoro 3acoby, a came
dnakoHy 3 "HaykoBo- LEeHTp BUITy4YeHHS iHcbopMallii, 3a3HaveHoi POCiCbKOo
NOPOLLKOM B MauyLi 3 BUPOBHUY "BopLuariBcbkui MOBOI0, Ta HE3HAYHI pefakuinHi npaBkn. BBegeHHs
KapTOHY; VI LEeHTP XiMiko- 3MiH NPOTArom 6-T MicsLiB Nicns 3aTBepAKEHHS
no 5 cnakoHis 3 "Bopuuaris dapmaLleBTUYHUIA
NMOPOLLKOM Y KaceTi; CbKuiA 3aBof"
no 1 kacerti y neHani XiMiko-
3 KapTOHY hapmaues
TUYHUIA
3aBoa"
238. | LE®OIMEKTA | nmopotiuok ans My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn 3a He UA/13412/01/01
M PO34MHY Ans aKuioHepH akuioHepHe | TMny - 3MiHM Woao G6e3nekn/edekTUBHOCTI Ta peuenmom | nidnsizae
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[TponoBkeHHs noaaTka 3

Ne Haszea ®Popma sunycky 3aseHUkK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JnikapcbKko2o | (nikapcbka ghopma, 3asi8HUKa eupobHUKa eionycky yeaHHs* | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
iH'ekuin, 500 mr/500 e TOBapUCTBO capmakoHarnagy (iHwi 3miHu)
Mr; no 1 donakoHy 3 TOBapucTs "HaykoBo- OHOBIEHHA TEKCTY MapKyBaHHS NEPBUHHOI Ta
nopoLuLKoM; no 1 o) BUPOBHWYMI BTOPUHHOI YNaKoBKW flikapcbkoro 3acoby, a came
bnakoHy 3 "HaykoBo- LeHTp BUITyYeHHS iHGbopMaLlii, 3a3Ha4YeHOi POCINCbKO
NOPOLLIKOM B MauyLi 3 BMPOGHMWY "BopLuariBcbkui MOBOI0, Ta HE3HaYHi peJakuinHi npaBkv. BBegeHHs
KapTOHY; VN LEHTP XiMiKO- 3MiH NPOTArom 6-T MicsLiB NicNs 3aTBEPPKEHHS
no 5 conakoHis 3 "BopLuaris hapmaLeBTUYHNIA
NOPOLLIKOM Y KaceTi; CbKUN 3aBog"
no 1 kaceti y neHani XiMiKO-
3 KapTOHY hapmaues
TUYHWIA
3aeoa”

*y pa3i eHeceHHs1 3MiH 00 iHCmMpyKuii Npo MmeduYyHe 3acmocyeaHHsI

HavaabHuK

DapManeBTUYHOIO YIIPABJIIHHS

Tapac JISICKOBCbKUI
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