DopaTtok 3

po Haka3y MiHicTepcTBa OXOpPOHM
3p0poB’a YKkpaiHm

03.08.2018 Ne 1449

NEPENIK

NIKAPCbKUX 3ACOBIB (MEAUNYHUX IMYHOBIONOMN4YHUX NMPEMAPATIB), LLOOO AKUX BYJTIU BHECEHI 3MIHU 10
PEECTPALUIMHUX MATEPIATNIB, AKI BHOCATbCA A0 AEPXKABHOIO PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHU

Ne n/n Haszea Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
JNliKapcbKo20 eidnycky peecmpayiliHo2o
3acoby noceio4yeHHs1
1. AKBAMAKC kpanni Ha3anbHi 0,65 % ToBapucTso 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/12832/01/01
no 20 mn 'y dnakoHi 3 obmexeHoto obmexeHoto marepianis: peuyenma
KPULLIKOIO BiANOBiganbHICTIO BiANOBIgaNbHICTIO 3MiHuM | TUNY - NogaHHA HOBOrO
KpanenbHuLUeto 3i "®apmaueBTnyHa "®apmaueBTniHa cepTudikaTa BigNnogHOCTI €Bponencokin

CKIISIHOIO MineTkoto, no 1
hnakoHy y kopobui 3
KapTOHY

KomMnaHis "3gopos's"

KomMnaHis "3gopos's"”

dapmakonei ana A®| Hatpito xnopug
Bif 3aTBepaxeHoro BupobHuka (CEP
R1-CEP 2004-315 - Rev 02) Ta
YTOYHEHHS agpecu BUPOOHMKaA; 3MiHN |
TUNY - NOAAHHSA HOBOro cepTudikaTta
BigNOBIQHOCTI €BponenchbKii
dapmakonei ana A®| Hatpito xnopug
Bif, 3aTBEpaKeHoro BupobHuka R1-CEP
2008-105-Rev 00 Ta yTouHEHHs agpecu
BMPOBHMKA; 3MiHW | TUMY - 3MiHW,
noB'si3aHi 3 HeOOXiQHICTIO NPUBEAEHHS Y
Bi4NoBIgHICTb A0 MoHorpadii APY abo
€Bponencbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hapMakonei gepxasu
€C (3miHa y cneuudikaLisix, noB'a3aHa
3i amiHamu B [1®Y, abo €Bponencokin
dapmakonei, abo iHLWi HauioHanbHin
dapmakonei aepxasu €C); cynyTHA
3MiHa: 3MiHa y MeTofax BUNpobyBaHHA
A®I| abo BuxigHoro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y NpoLeci
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
mMeToAax BUNpobyBaHHSA (BKIOYao4n
3amiHy abo gonoBHeHHs1) A®I abo
BVXiAHOrO/MPOMIXKHOIO NPoAyKTY); 3MiHK
| TMNy - 3miHK, NOB'A3aHi 3 HEOOXIAHICTIO
NpvBEeAEHHS Y BiANOBIAHICTb A0
mMoHorpadii APY abo €sponencekoi
dapmakonei, abo iHLWOT HaLioHanbHOT
hapmakonei aepxasu E€C (3miHa y
crneungikauisx, NoB'sidaHa 3i aMiHamu B
[dY, abo €sponeiickkin hapmakonei,
abo iHWin HauioHanbHIN dapmakonei
nepxasu €C); cynyTHsi 3MiHa: 3miHa y
mMeToAax BUNPOoGyBaHHSA [OMOMIKHOI
PEYOBUHM (HE3HAYHI 3MiHU Y
3aTBEpPAKEHUX MeToAax BUNpobyBaHb)
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1

2. AKTOBEIH po34nH ans iH'ekuin, 40 TOB "Takepa YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/11232/01/01
mr/mn no 2 mn (80 mr) B YkpaiHa" SAPM", YkpaiHa MaTepianis: peuenmom
amnyni, no 25 amnyn y (nakyBaHHs 3 BUMPAaBNEHHSA TEXHIYHUX NOMUIIOK Y
KapTOHHiIN kopobuj; no 5 dopmu in bulk TEKCTi MapKyBaHHS [0 METOAB
mn (200 mr) B amnyni, no dipMu-BrpobHMKa KOHTPOIIO SKOCTi FOTOBOIO NiKapCbKoro
5 amnyn y KapTOHHIN Takepa AscTpisi 3aco0y, ki Oynu gonyLueHi npu
kopo6ui; no 10 mn (400 'mM6X, ABCTpis) nepepeectpadii J13; gpykapcbka
Mr) B amnyni, no 5 nomwunka 3a n. «3.[itoyi pe4yoBuHU» y
amnyn y KapTOHHI nepeknagi aHrnicbKo MOBOIO Y CIOBI
Kopoo6ui «concentrate» 6yno NOMUINKoBo He

[oapykoBaHo GyKBY «e» B KiHLj CoBa;
3a n. «14.Homep peecTpadiiHoro
noceiaYeHHs» 6yno NoMUIIKoBO
nponyLueHo cumeon «Nex»

3. ANEProaun® kpanni o4Hi 0,05 %, no 6 ME[OA ®apma 'mbX Himeuunna BupobHuik, ITanis/ BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/4072/01/01
mn abo 10 mny eHp Ko. KI BiAMNoOBiAaNbHUIA 3a HimeyunHa matepianis: 3miHu | Tuny - peuenmom
dnakoHi-kpanenbHui, BUPOBHMLUTBO AOMiHiCTpaTUBHI 3MiHW. 3MiHa
no 1 dnakoHy B HeposdacoBaHoi HanMmeHyBaHHs Ta/abo agpecu Micud
KapTOHHIN ynakoBLi npoaykLuii, nepBuHHe NPOBaXXEHHS QiANbHOCTI

Ta BTOPUHHE BMPOOHWKa/imnopTepa roTosoro
nakyBaHHs, nikapcbKoro 3acoby, BKIOYa4n
KOHTPOMb SIKOCTI: [inbHUL BUNYCKy cepii abo micue
TYBINMIOKC dAPMA NPOBEAEHHSI KOHTPOSHO SIKOCTI.
C.n.A., Itanis; (misnbHicTb, 3a sKy Bignosigae
BupobHuk, BMPOBHWK/IMNOPTEp, HE BKIOYa04n
BignosiganbHWUM 3a BUNYCK Cepilnt) -
BUMYCK cepii: 3MiHa iHOEeKCy aapecu BUPOBHUYOT
MEJA ®apma M'mbX AinbHUi Tubilux Pharma S.P.A., Italia
eHg Ko. KT,
HimeyuunHa

4. AJTOE EKCTPAKT | ekcTpakT pigkuin ons TOB "®3 YkpaiHa MpAT "BIO®APMA", YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/3220/01/01

iH'eKLin Ans BUpobHMKa "BIO®GAPMA" YkpaiHa; TOB "03 marepianis: peuenmom

MpAT "BIO®APMA": no
1 mn B amnyni; no 10
amnyn y nayui 3
KapTOHy; ANns BUpobHuKa
TOB "®3 "BIO®APMA":
no 1 mn B amnyni; no 5
amnyn y 6nictepi; no 2
onictepu B navui 3
KapToHY

"BIODAPMA",
YkpaiHa

3MiHu | TMny - 3MiHK Woao
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHEHUX AaHUX NpPo CUCTeMy
hapmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHuX Npo cuctemy
dapmakoHarnsay, aMiHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[iNCHeHHs1 hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asBHMKA NS 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bi YyNOBHOBaXeHOi ocobu,
BiANOBIOANbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (Bkrovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
dapmakoHarnsgy) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3fifcHeHHs papmakoHarnsagy: fitova
pepakuis — Typok B’avecnas
B’auecnaBoBuy. [MponoHoBaHa
penakuia — durac HiaHa
OnekcaHppiBHa.
3MiHa KOHTaKTHUX JaHUX
yrnoBHOBaXeHoi ocobu, BignosigansHoi
3a 34iMCHEHHs hapmakoHarnagy
5. AJTO®EPOH MOPOLLIOK (CyBCcTaHUist) y TOB "TB-®dAPMA" depnepatnBH depepanbHe Pocincbka BHECEHHS 3MiH 4O peecTpauinHuX - UA/13122/01/01
cdnakoHax abo ByTnax a AepxXaBHe yHiTapHe ®epepauis marepianis: 3MiHa 3asiBHMKa (BMacHUKa
ans BupobHmuTea Pecny6bnika nignpueMcTBO peecTpaLiiHOro Noceig4YeHHs) (3rigHo
CTEPUINBHUX NiKapCbKNX HimevuunHa "[lep>xaBHui Haka3y MOS Big 23.07.2015 Ne460) 3
dopm HayKOBO-AOCiAHWI TOB "AnodepoH", Pociicbka
iHCTUTYT 0cobnMBO depepauis Ha TOB "T'b PAPMA",
YNCTUX PepepaTtnBHa Pecnybnika HimewuunHa:
6ionpenaparis"
depnepanbHoro
MeaMKO-
BionoriyHoro
areHTcTBa
(eOynN "Oepx.HAI
O4YB" ®MBA Paocii),
Pocincbka
depepauis;
3AT "IHHOBaUiNHWIA
HayKOBO-
BUPOGHUYMIA LLEHTP
"MentoreH"
(AT "IHBL,
"MenToren"),
Pocincbka
Pepepauis
6. AJTTEMIKC cupon, 25 mr/5 mn, no ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpauifiHmX be3 UA/7157/01/01
100 mn y donakoHi; no 1 obmexeHoto BMPOBHMLTBA, marepianis: 3MiHu | Tuny: peuenma
nakoHy y KOMMMEeKTi 3 BignoBiganbHiCTIO KOHTPOIb SIKOCTI, AJOMiHiCTpaTUBHI 3MiHW. 3MiHa Ha3Bun
MipHOIO FTOXKOI0 Y "®apmaLeBTUYHa BUMYCK cepii: A®| abo fOMOMiIXKHOI pe4oBUHM
KapTOHHiIN kopooLi KomMmnaHis "3gopos's" ToBapucTBo 3 3MiHa Ha3BW JOMOMIXKHOI PEYOBUHM -
obMexeHow npuBEAEHO Y BIAMNOBIAHICTb A0
BignosiganbHIicTO MoHorpadii EP «Ammonium
"®apmaueBTnyHa glycyrrhizatex:
KOMMNaHis BBeneHHs 3miH npoTsarom 3-x micauis
"3popos's”, nicnsi 3aTBepaKeHHs. 3MiHu | TUny:
YkpaiHa; 3MiHn 3 gkocTi. CepTudikar
BCi cTaail BignosigHocTi/lE-cepTudikat
BUPOGHMLTBA, BianoBigHOCTI €Bponenchkii

KOHTPOMb SIKOCTI:
ToBapucTBO 3

dapmakonei/moHorpadii. 3miHu,
NnoB’A3aHi 3 HeobXIAHICTIO NPUBEAEHHS Y
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1

obmexeHo BiAMNOBIAHICTbL A0 MoHorpadii AdY abo

BignoBiganbHicTo €Bponelcbkoi hapmakonei, abo iHLWoi

"XapkiBcbke HauioHanbHoi hbapMakonei gepxasu

dapmaueBTU4He €C (3miHa y cneundikaLisix, nos’s3aHa

nignpUeMCcTBO 3i amiHamu B [1®Y, abo €Bponencokin

"3nopos'st Hapoay", capmakonei, abo iHLWin HauioHanbHin
YkpaiHa dapmakonei gepxasu €C) CynyTHsA

3MiHa:
3MmiHun 3 akocTi. A®Il. KoHTponb AdIL.
3MmiHa y MmeTofax BunpobyBaHHst A®|
abo BuxigHOro martepiany/npoMixxHOro
npoaykTy/peareHTy, Lo
BVIKOPVICTOBYETLCS Y NPOLEC
BUPOGHMUTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPKEHUX MeTogax
BMNPOOyBaHHS) NpUBEAEHHS
cneumgikauii Ta METOAIB KOHTPOSMHO
sKkocTi BUpobHuka M3 ans A®l Antei
KOPEHS1 eKCTPaKT 3a NOKa3HUKOM
«MikpobionoriyHa yncToTa» 40 BUMOT
EP. 3Minn | Tuny: 3miHun 3 sikocTi.
Ceptudpikat BignosigHocTi/TE-
cepTudikaT BigNoBIgHOCTI
€Bponecbkin dapmakonei/MoHorpadii.
3MiHW, NoB’A3aHi 3 HeobXiaHICTIO
NpVBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii APY abo Esponencbkoi
dapmakonei, abo iHLWOoI HaLioHanbHOT
apmakonei aepxasu E€C (3miHa y
crneundikauisix, NoB’A3aHa 3i 3MiHaMu B
[dY, abo €sponeiicekin hapmakonei,
abo iHWin HauioHanbHIN dapmakonei
aepxasu €C) CynyTHS 3miHa: 3MiHu 3
sKocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb A0NOMiKHMX pevoBUH. 3MiHa
y MeToaax BUnpobyBaHHS [OMOMKHOT
PEYOBUHM (HE3HAYHI 3MiHN Y
3aTBepOKeHMX MeTofax BUNpobyBaHb)
npvBeAeHHs cneuudikadin Ta metodis
KOHTPOIO AKOCTi AOMOMIDKHUX PEYOBUH
y BiANOBIAHICTb 4O BUMOT MOHOrpagin
EP ta [®VY 3a nokasHnukamu: AMOHiIt0
rniuMpmn3aT BUITyYeHO MOKa3HUKN «Baxki
MeTanuy, - NpyBeAeHo A0 BUMOT
MoHorpadii EP; nokasHuk
«MikpobionoriyHa ynctoTay -
npvseaeHo ao sumor AdY; HaTpito
6eH3oaT (E 211) BUny4eHo nokasHuk
«Baxki meTanuy, - npuBeaeHo 4o




5 [IponoBxeHHs nonarka 3
Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1

BMMOr MoHorpadii EP, nokasHuk
«MikpobionoriyHa unctoTa» - MeToam
BMNpoOyBaHHS NpvBedeHO 40 BUMOT

O®Y Ta BBeOeHO NoCunaHHs Ha

3aranbHy ctatTio dY; HaTpito
rigpokapboHaT MeToau BUNpobyBaHHS
npueeaeHo Ao BMmor MoHorpadii EP 3a
nokasHukamn «KinbkicHe BUSHaYEHHs»,
«MikpobionoriyHa YicToTay, BUNy4yeHo
nokasHuk «Baxki metanu» - npmBeaeHo
[0 BUMor MoHorpadii EP; amoHito
XIOpWA BUINyYEHO NOKa3HUK «Baxki
mMeTanu» - NpUBeAEHO A0 BUMOT
MoHorpadii EP,
nokasHuk «MikpobionoriyHa uncrtortay -
mMeToau BUNpobyBaHHSA NpuBeaeHo A0
Bumor [1®Y Ta BBeAEeHO NOCMNaHHA Ha
3aranbHy ctatTio dY; copbit (E 420) -
mMeToan BMNpobyBaHHA 3a NokasHukamm

«CynpoBigHi gomiwkun», «Boagay,

«MikpobionoriyHa yncToTa» npuBeaeHo
no sumor EP; BBegeHo nokasHuk
«Po3wmip Yactok»- npusegeHo ao EP;
onis aHicoBa - MeToau BUNpoGyBaHHS
3a nokasHukom «MikpobionoriyHa
yncToTa» npveeaeHo Ao sumor Y Ta

BBEAEHO NOCUMaHHS Ha 3aranbHy

crarTio JOY;
meTunnapabeH (E 218)metoan
BUNPoBYyBaHHS 3a NOKa3HWKOM
«MikpobionoriyHa ynctoTay -
npviBeaeHo o sumor EP;
nponinnapabeH (E 216) - meToau
BMNPODOYBaHHS 3a MOKa3HMKOM
«MikpobionoriyHa unctoTa» NnpuBeaeHo
no sumor EP;
eTaHon 96 %, meTtoan BUNpobyBaHHSA
3a nokasHukom «MikpobionoriyHa
yncToTay - npusedeHo Ao sumor EP;
BOAA O4MLLEHa METOAU BUNPODOYyBaHHS
3a NoKa3HWKoM «Baxki meTanuy -
npvBeaeHo 4o BMMor MoHorpadii APy
crneundikais Ta meTogmn
BUNPOBYBaHHS 3a NOKa3HUKOM
«MikpobionoriyHa uncTtoTa» NpUBEAEHO
0o sumor A®Y; 3miHm | Tuny: 3miHm 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1

[A0MYyCTUMMX MEX rOTOBOTO NiKapChKOro
3acoby (3BYXXEHHS1 AONYCTUMMX MEX) -
CynyTHs 3miHa: 3miHu 3 skocTi. FoToBuUiA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUMPOBYBaHHS roTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX MeToAax
BMNPoOYyBaHHS) 3MiHK y cneundikauii Ta
meTofax KoHTponto sikocTi [T13 3a
nokasHukom «KinbKicHe BU3HaYeHHS:
meTunnapabeH, nponinnapabeH, HaTpito
6eH30aT» -3BY)XEHHS AONYCTUMUX MEX.
3miHu | Tvny: 3miHu 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUi 3aci6.
3miHa napameTpiB cneundikadi Ta/abo
[OMYCTUMMX MEX NEePBUHHOI YNaKkoBKK
roTOBOro nikapcbKoro 3acoby
(3BY>KEHHS1 JOMYCTUMUX MEX,
BM3HaYeHux y cneundikadii) CynyTHs
3MiHa: 3miHu 3 sakocTi. [oToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHuUi 3aci6.
3miHa y meToaax BunpobyBaHHs
NepBUHHOI YNakoBKW rOTOBOIO
nikapcbkoro 3acoby (He3HauHi 3MiHW y
3aTBepAKeHVX MeTofax BunpobyBaHb)
3MiHa y cneumdikauii Ta metTogax
BUNPOBYBaHHS NEPBUHHOI YNakoBKu
(dbnakoHu nonimepHi Ta KPULLIKMA 0 HKX)
3a nokasHukom «MikpobionoriyHa
yucToTay - NpuBeAeHo A0 3aranbHo
AONYCTUMUX MEX KpUTepiiB
NPUAHATHOCTI BUPOBHUKIB NakyBarnbHUX
matepianis. 3miHu | Tuny: 3miHu 3
sKocTi. [oToBMI Nikapcbkui 3acib.
Cucrema KoHTeliHep/3aKynoptoBanbHUiA
3aci6. 3miHa chopmu abo po3mipy
KOHTENHepa Yu 3aKkynoproBanbHOro
3acoby (NepBUHHOI YNaKkoBKM)
(HecTepunbHi nikapcbki 3acobu),
He3Ha4Hi 3MiHN Po3Mipy 3aTBEPAXEHUX
kpuwok 1,4 o BupobHuka TOB
«®apmmai» Ta KbB3 BupobHuka 3AT
«®ipma Eninc». 3minu | Tny: 3mikm 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo




7

[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

OOMyCTUMMX MEX rOTOBOMO MiKapCbKOro
3acoby (BHECEHHS 3MiH [0 AOChE Micns
OHOBIIEHHS 3aranbHoi CTaTTi Ha roToBY
nikapcbky cdopmy y [1PY/Esponenckin
dapmakoner)
npvBeAeHHs cneuudikadii Ta metoais
KoHTponto akocTi M3 3a n.
«MikpobionoriyHa yicToTa» y
BiANOBIAHICTb A0 BuMor AdY.

AJlbBYMIH-
BIO®APMA

po34unH Ans iHdysin, 10
% no 50 mn, 100 mny
nakoHi; no 1 nakoHy
y nayui 3 KapTOHY

TOB "BIO®APMA
MITA3MA"

YkpaiHa

BMPOBHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1, BUMYCK
cepin; BTOPUHHE
nakyBaHHs1, BUMYCK
cepini: TOB
"BIO®APMA
MNA3SMA"

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3mMiHu
00 y3aranbHEHUX AaHnx Npo cuctemy
capmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHnX Npo CUCTeMy
apmakoHarnsay, aMiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 3[iNCHEeHHs bapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
3asiBHMKA ANS 34iINCHEHHS
bapmakoHarnsgy B YKpaiHi, KO BOHa
BiAMiHHa Big YNOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3@ 34iNCHEHHS
hapmakoHarnsigy (Bkrnovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
hapmakoHarnsgy) - 3miHa
yMNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHeHHA hapmakoHarnagy:
lMponoHoBaHa pepakuis — Ourac fiaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHnX YyNOBHOBaXXEHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsgy

3a
peuernmom

UA/15875/01/01

AllbBYMIH-
BIO®APMA

po34unH Ang iHdysin, 20
% no 50 mn, 100 mn y
nakoHi; no 1 nakoHy
y nayui 3 KapTOHY

TOB "BIO®PAPMA
MITA3MA"

YkpaiHa

BMPOBHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMyCK
cepilt; BTOPUHHE
nakyBaHHs, BUMyCK
cepini: TOB
"BIOPAPMA
MNA3SMA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
MaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHu
[0 y3aranbHeHUX AaHuX Mpo cucTemy
dapmakoHarnsagy (BBeAeHHs
y3aranbHeHUX JaHuX npo cuctemy
dapmakoHarnsay, aMiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iNCHeHHs1 hapmakoHarnsay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKA AN 30iNCHEHHS

3a
peuernmom

UA/15875/01/02
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

dapmakoHarnsay B YKpaiHi, AKLO BOHA
BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
BiAnNoBiganbHOI 3a 30iNCHEHHS
apmakoHarnsgy (Bkovanoum
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-anna cuctemm
dapmakoHarnsgy) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHEHHs hapmakoHarnsgy:
lMponoHoBaHa pepakuisi — Ourac OiaHa
OnekcaHgpiBHa. 3MiHa KOHTAKTHMX
[AaHVX yNoBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3@ 34iNCHEHHS
apmakoHarnsgy

AJbIrEPIKA

Kancynu Teepgi no 75
mr, no 14 kancyn y
6nictepi; no 1, 2, abo 4
onictepu y kopobui

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA XpsaTtcka
A.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHuM | TUNY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTIO NpuBEAeHHS Y
Bi4NOBIgHICTb A0 MoHorpadii APY abo
€Bponelcbkoi hapmakonei, abo iHLWoi
HauioHanbHoI hapmakonei gepxasu
€C - npuBeaeHHs cneuudikauin Ta
MeToAiB KoHTponto Ha AdI Big
BUPOGHMKA 4il040i pe4oBUHM
nperabaniHy Ta Bif BUpO6HUKa roToBoro
nikapcbkoro 3acoby y BignoBigHICTb A0
BUMOr MoHorpadii «Pregabalin» EP;
3MiHu | TUNy - 3MiHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha AdI,
abo BMXiAHWUIN/MPOMIKHWIA
npoaykT/peareHT, Lo
BVKOPVCTOBYIOTBCS Y MPOLECI
BUpobHMuTBa ADI - cneundikaLio
BXiIHOro KOHTponto Ha A®| BUpobHuka
roTOBOrO NikapcbKoro 3acoby
[OMNOBHEHO HOBUM MOKa3HMKOM
«lpeHTudikauis eHantiomepy (R-PRG)»
3 BiANOBIOHUM MeTOAO0M BUNPOGYBaHHS;
cneumdikaLito BXiGHOro KOHTPOSIO Ha
A®| BUpOBHUKA rOTOBOrO MikapCbKoro
3acoby JOMNOBHEHO HOBWUM MOKa3HUKOM
«MeTun kapbamat» 3 BignoBigHUM
mMeTodom BUnNpobyBaHHs (BEPX);
cneundikaLilo BXiQHOro KOHTPOO Ha
A®| BUpoOHWMKa roToBOro fikapCbkoro
3acoby JOMNOBHEHO HOBWUM MOKa3HUKOM
«BTtpaTta macu npu BucyLLyBaHi» 3
BigNOBIgHMM METOAOM BUNPOOYBaHHS;

3a
peuenmom

UA/13629/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

3MiHu | TUny - 3miHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX,
BM3HaYeHuX y cneuudikauisx Ha AdI,
abo BUXIAHWIA/NPOMIDKHUIA
npoaykT/peareHT, Lo
BVIKOPVCTOBYIOTBCS Y MPOLIECI
BUpoOHMUTBa ADI - 3MiHM KpUTEpIiB
NPUAHATHOCTI 3a NOKa3HMKOM «BmicT
cynbdaTHOi 301y cneundikauii
BXiAHOro KoHTponto Ha A®| BUpobHuka
roTOBOrO flikapcbKoro 3acoby; 3miHu
KPUTEPIiB MPUAHATHOCTI 3@ NMOKa3HUKOM
«Baxki meTanuy cneundikauii BxigHoro
KoHTponto Ha APl BupoGHMKa roToBOro
nikapcbkoro 3acoby; 3amiHu | Tuny -
3MiHa y meTogax BunpobysaHHsa ADI
abo BuxigHOro martepiany/npomMixxHOro
npoaykTy/peareHTy, LWo
BMKOPVICTOBYETbLCS Y NPOLEC
BUpoGHMLTBa ADI - 3MiHM aHanITUYHOT
MEeTOAUKN 3a NOKA3HUKOM «[JOMILLIKN»
cneundikauii Ha A®| (npoboniaroToBka,
dopMynu po3paxyHKy, yMOBU
npuaaTHOCTI XxpomaTtorpacdivyHoi
cvctemu); 3MmiHm Il Tuny - nogaHHs
oHoBreHoro DMF Big 3aTBepaxeHoro
BMpo6HUKa AP| nperabaniHy Assia
Chemical Industries Ltd., Teva-Tech
site, I3painb; 3anponoHoBaHo: 3636-EU-
04.2014

10.

AJbIrEPIKA

kancynu TBepgi no 150
Mmr, no 14 kancyn y
6nictepi; no 1, 2, abo 4
6nictepu y kopobui

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA XpsaTtcka
4.0.0.

Xopsaris

BHECEHHS 3MiH IO peecTpauiiHnX
MaTepianis:
3MiHuM | TUNY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTIO NpuBeAeHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoI hapmakonei gepxxasu
€C - npvBegeHHs crneumdikalin Ta
MeToAiB KoHTponto Ha AdI Big
BMPOGHVKa Ail040i pevOBUHM
nperabaniHy Ta Big BUpoOGHUKa rOTOBOroO
nikapcbkoro 3acoby y BignoBigHICTb A0
BUMMOr MoHorpadii «Pregabalin» EP;
3MiHu | TRy - 3MiHa y napameTpax
cneuudikauin Ta/abo [ONyCTUMUX MEX,
BU3HAYeHMX y cneumdikauisx Ha A,
abo BUXigHUIN/NPOMIXXHWIA
npoaykT/peareHT, Lo
BUKOPUCTOBYHOTLCS Y NPOLECI

3a
peuernmom

UA/13629/01/02




11.

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

10

BupobHuk

Kpaina

Peecmpayitina npoyedypa

[IponoBxeHHs nonarka 3

Ymoeu

BUMpobHMUTBa A®I - cneumdikaLio

Homep
peecmpauyitiHo2o
noceio4YeHHs1

eionycky

AINbMEP

TabneTku, BKPUTI
NniBKOBOK 0BOOHKOM,

Aktasic rpyn AT

no 5 mr, no 10 TabneTtok

Icnangis

AkTasic JIT[]

ManbTa

site, I3painb; 3anponoHoBaHo: 3636-EU-

roToBOro nikapcbKoro 38006y
A0NOBHEHO HOBMM MNMOKa3HMKOM

cneundikaLilo BXiQHOro KOHTPOO Ha
AD| BUpoBHMKa roTOBOrO fikapCbKoro
3acoby JONOBHEHO HOBMM MOKa3HUKOM
«MeTtun kapbamat» 3 BiANoBiAHUM
mMeTogom BunpobysaHHs (BEPX);
cneumgikauito BXigHOro KOHTPOO Ha
A®| BUpobBHMKa roTOBOro MikapCbKoro
3acoby JOMNOBHEHO HOBWMM MOKa3HUKOM
«BTtpaTta macu npu BucyLLyBaHi» 3
BiQNOBIOHMM METOAOM BMNPOOYBaHHS;
3MiHu | TURy - 3MiHa y napameTpax
cneuudikauin Ta/abo 4ONYCTUMUX MEX,
BU3HA4YeHMX y cneumdikauisx Ha AdI,
abo BMXigHUA/MPOMIXKHUIA
npoaykT/peareHT, Lo
BVIKOPVCTOBYIOTbCSH Y MPOLECI
BUpobHMuTBa ADI - 3MiHK KpUTEpIiB
NPUAHATHOCTI 3a NOKas3HMKOM «BmicT
cynbdaTHOI 30Mm» cneundikauii
BXiIHOro KOHTponto Ha A®| BUpobHuka
roTOBOrO fikapcbKkoro 3acoby; 3miHu
KpUTEpIiB NPUNHATHOCTI 32 MOKa3HUKOM
«Baxki meTanu» cneundikauii BXigHoro
KoHTponto Ha APl BupoGHMKa roToBOro
nikapcbkoro 3acoby; 3miHu | Tuny -
3MiHa y meTofax BunpobysaHHs ADI
abo BuxigHOro martepiany/npomMixxHOro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpOGHMLUTBa ADI - 3MiHM aHaniTUYHOT
METOAMKM 3a MOKA3HUKOM «[JOMiLLKM»
cneuudikauii Ha A®| (npobonigroToBka,
dopmynu po3paxyHKy, yMOBM
npuaaTHOCTi xpoMaTtorpadiyHoi
cucTemu); 3aMiHm Il Tuny - nogaHHs
oHoBreHoro DMF Big 3aTBepaxeHoro
BMpo6HuKa AP| nperabaniHy Assia
Chemical Industries Ltd., Teva-Tech

04.2014
BHECEHHS 3MiH 40 peecTpauiiHnx

BXigHOro kKOHTposto Ha APl BUpoBHMKa

«lpeHTudikauis eHaHtiomepy (R-PRG)»
3 BiANOBIAHNM METOAO0M BUNPODYBaHHS;

3a

matepianis: 3MiHu Il Tuny - 3miHn wopao

peuernmom

6e3nekn/eeKTMBHOCTI Ta

UA/5816/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

y 6nicTepi, no 3
Gnictepu y nayui

apmakoHarnagy. BHeceHHs abo
3MiHa(vn) Ao 3060B'A3aHb Ta YMOB
BuAa4i peecTpauinHoro noceBig4eHHs,
BKNtoYaroum MnaH ynpaeniHHS
pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
BMMaratoTb(€) noganbLIoro
06r'pyHTYBaHHSI HOBUMW [OAATKOBUM
AaHyMK, WO MaloTb HagaBaTucs
KOMMNETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHUM opraHoMm) - BukoHaHHSA
3000B'A3aHb BiAMOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, MignyHKTY 2.3 NyHKTY 2
popatky 15 go MNopsgky npoBeaeHHs
eKcnepTmamn peecTpauinHnux matepianis
Ha nikapcbki 3acobw, Lo NoJaTbCs Ha
AepXaBHy peecTpalito
(nepepeecTpallito), a TaKoX ekcrnepTnaun
mMaTtepianis Npo BHECEHHS 3MiH 4O
peecTpauiiHMx MaTtepianis NPoTArom aii
peecTpauiiHOro NOCBiAYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MOZ3 Big 23.07.2015 Ne 460).

12.

AJIIbMEP

TabneTkn, BKpUTI
NniBKOBOK 06GOMOHKOLO,
no 10 mr, no 10
Tabnetok y bnictepi, no
3 6nicTtepu y nayui

AxTtasic rpyn AT

IcnaHgis

Aktagic J1T[Q

ManbTa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu Il Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta
tapmakoHarnsagy. BHecenHs abo
3MiHa(u) Ao 30608B'A3aHb Ta YMOB
BMAadi peectpauiiHoro nocBig4eHHs,
BKkItoYatoum MnaH ynpaeniHHS
pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
BMMaratTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBUMMW JOOATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKifbKu
BUMaraeTbCs CyTTEBA OLiHKa
KOMMETEHTHVUM OpraHom) - BukoHaHHS
3060B's3aHb BiAMNOBIAHO A0 NiANYHKTY
1.13 nyHKTYy 1, NignyHKTY 2.3 NyHKTY 2
popatky 15 go MNopsgky npoBegeHHs
eKcnepTm3n peecTpauiiHnux maTtepianis
Ha nikapcbki 3acobu, Lo NofalTbCa Ha
Aep>XaBHy peecTpaLiio
(nepepeecTpalLlito), @ Takox ekcnepTuan
mMaTepianis Npo BHECEHHS 3MiH 4O
peecTpauinHuX MaTepianis NpoTaroM gii

3a
peuernmom

UA/5816/01/02
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460).
13. AMIHA3WH pO34MH ans iH'ekuin, 25 TOB "XapkiBcbke YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/3562/01/01
Mr/MA 1o 2 MmN B amnyni, dapmauleBTU4HE BMPOOHMLTBA, marepianis: peuenmom
no 10 amnyn y kopo6ui 3 nigNpUeEMCTBO KOHTPOIb SIKOCTI, 3MiHu | TUny - 3MiHK Woao
KapToHy; Mo 2 MN B "3popos'st Hapoay" Bunyck cepii: TOB 6e3nekn/edeKTMBHOCTI Ta
amnyni, no 5 amnyn B "XapkiBcbke apmakoHarnagy. BeeaeHHst abo 3miHn
6nictepi, no 2 6nictepn dapmaueBTU4HE [0 y3aranbHEeHUX AaHnx npo cuctemy
y kopobLji 3 kKapToHy; No nianpvemMcTBo dapmakoHarnsgy (BBeAeHHs
2 mn B amnyni, no 10 "3popos'a Hapoay", y3ararbHeHuX AaHuX Npo cuctemy
amnyn y énicrepi, no 1 YkpaiHa; Bci cTagii apmakoHarnsay, aMiHa
6nictepy y kopobui BUPOBHMLTBA, yrNoBHOBaXeHoi ocobu, BignosiganeHoi
KOHTPOIb SKOCTI: 3a 3[iMCHeHHA hapmakoHarnagy;
TOB KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
"®apmMaueBTUYHa 3asiBHMKa 4N 34iNCHEHHS
KOMMaHis dapmakoHarnsay B YKpaiHi, AKLWO BOHA
"3poopos'a", YkpaiHa BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsaay (Bkovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ganna cuctemm
apmakoHarnsgy) - Qitova pepakuis:
yrnoBHOBaXeHa ocoba 3asBHWKa,
BignosiganeHa 3a hapmakoHarnsag —
MypasiioBa OkcaHa OnekcaHapiBHa.
[MponoHoBaHa peaakLisi: ynoBHOBaXXeHa
ocoba 3asBHUKa, BianosigansHa 3a
papmakoHarnsg - 3umuubka MapuHa
OnekcaHpgpiBHa. 3MiHa KOHTaKTHUX
[OaHuX yNoBHOBaXEHOI 0COBU 3asiBHIKA,
BifgnoBiganeHoi 3a papMakoHarnsag
14. AMINIECCA Tabnetkn, 4 mr/10 mr, no KPKA, a.4., Hoso CnoBeHiga KPKA, a.4., Hoso CnoBeHisi BHECEHHS 3MiH 0O peecTpauiiHux 3a UA/12846/01/01
10 TabneTok y 6nictepi; MecTo MecTo MaTepianis: peuenmom
no 3 abo no 6, abo no 9 BUMPaBIEHO TEXHIYHY MOMMUIKY B .1
GnicTepiB y KapTOHHIN TEKCTY MapKyBaHHS 30BHILLHbOT
kopooui ynakoBKu nikapcbKoro 3acoby, a came —
BUITY4EHO KOMY i3 TEKCTY iHdopmaLlii
LLIOA0 Ha3BM NiKapCbKOro 3acoby
15. AMJIECCA TabneTtkn, 8 mr/5 mr, no KPKA, o.a., Hoso CrnioBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH 40 peecTpauinHnx 3a UA/12846/01/02
10 TabneTok y GnicTepi; MecTo MecTo MaTepianis: peuenmom

no 3 abo no 6, abo no 9
GnicTepiB y KapTOHHil
Kopooui

BUMpPaBIIEHO TEXHIYHY MOMMUIKY B .1
TEKCTY MapKyBaHHS! 30BHILUHbOT
ynaKkoBKM nikapcbkoro 3acoby, a came —
BUITY4EHO KOMY i3 TEKCTY iHdopmaLlii
LLOA0 Ha3BwM NikapcbKoro 3acoby
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
16. AMJIECCA Tabnetku, 4 mr/5 mr, no KPKA, a.a., Hoso CrnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/12846/01/03
10 TabneTok y 6nictepi; MecTo MecTo MaTepianis: peuenmom
no 3 abo no 6, abo no 9 BUMNpPaBIEHO TEXHIYHY MOMMIKY B .1
6nicTepiB y KapTOHHIl TEKCTY MapKyBaHHS 30BHILLHBLOT
Kopooui ynakoBKu nikapcbKoro 3acoby, a came —
BUITYy4EHO KOMY i3 TeKCTY iHdopmaulii
LL{0[10 Ha3BW fikapcbkoro 3acoby
17. AMJIECCA Tabnetkn, 8 mr/10 mr, no KPKA, a.a., Hoso CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH 4O peecTpauinHuX 3a UA/12846/01/04
10 TabneTok y bnictepi; MecTo MecTo marepianis: peuenmom
no 3 abo no 6, abo no 9 BUMPAaBIEHO TEXHIYHY NMOMMIKY B .1
GnicTepiB y KapTOHHil TEKCTY MapKyBaHHS! 30BHILLHbOT
Kopoo6uUi ynakoBKW nikapcbKkoro 3acoby, a came —
BUITY4EHO KOMY i3 TEKCTY iHdopmaLlii
LLI00 Ha3BW fikapcbkoro 3acoby
18. AMnoguniH Tabnetku, no 5 mr, no 10 "HOHiK IHaisa HOHiK IHais BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/15752/01/01
€BPO TabneTok y KOHTYPHIn dPapmacbloTukan dapmacbioTukan marepianis: peuenmom

YapyHKOBIN yrnakosLi 3
antoMiHieBoi onbrun
(cTpuni), no 2 abo 3
cTpuna y kopobui 3
nakyBarnbHOro KapToHy

JlabopaTopis"
(BipAineHHs dipmun
"[x. B. Kemikans eHg
PapmacbioTvKana
Jitg.")

JlaGopaTtopis
(BipAaineHHs dipmun
"x. B. Kemikana
eHp
dapmacbtoTrkan3
Nta.")

3MiHu | TUny - 3miHa y metogax
BMNPOOYBaHHSA roTOBOTO NiKapCbKOro
3acoby - 3MiHM B MeTOAax KOHTPOMO
roToBOro fikapcbKoro 3acoby, y
BiANOBIOHOCTI O OHOBIEHUX
matepianis BUpobHuKa: - 3a
nokasHukoM «peHTndmkaums
amnogunuHa. Metog A», BHECEHO
peAakuilHi YTOYHEHHS, A0AAHO po3ainu
«[MogroToBka cTaHaapTHoro 6a3oBoro
pacteopa» Ta «CTaHaapTHbIN
pacTBOpP»;

- 3a NnokasHukoM «Bpems
pacnagaeMocTu» [oAaHO METOAMKY
NpoBeAeHHS TECTY; - 3a MOKA3HNKOM
«PacTBopeHve» BHECEHO He3HauHi
peAaKuilHi NpaBKu; - 3a MOKa3HNKOM

«KonunyecTtseHHoe onpeaenexHue
amnoaunuHa» BHECEHO YTOYHEHHSI
«TemnepaTypbl KOMOHKWU», HE3HAYHI
peAakuinHi NpaBKW Ta yTOYHEHHS 3a
posainom «Pacteop ons nposepku
NPUrogHOCTM XpomaTorpadn4eckomn

cuctembl», po3ain «lMpurogHoctb

XpomaTorpadninckon cucTemMbl»

3MiHeHo Ha «Kputepun npurogHocTn
cucTeMbl», po3ain «Mpouenypa»
3aMiHeHo Ha po3gin «MeTtoguka» Ta
BHECEHiI He3HauHi peaakuiHi npaBku; -
3a nokasHukom «ConyTcTBytoLne
NpUMecK», BHECEHO YTOYHEHHS
«TemnepaTypbl KOMIOHKWY, pegaKLinHi
npaBku 3a po3ainom «Pacteop ans




Ne n/n

Haszea

14

[IponoBxeHHs nonarka 3

nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

19.

NpOBEPKM NPUroAHOCTH
Xpomarorpadmyeckon CUCTEMBbI»; - 3a
nokasHmkom « OQHOPOAHOCTb
COAEPXMMOro» BHECEHO YTOYHEHHS 0
«Temnepatypbl KOMIOHKNY», BHECEHO
He3HayHi pefakuiviHi npaBku 4o posainy
«PacTtBOp ons npoBepky NpUMrogHoCTH
XpomaTtorpanyeckon CUCTEMbI»,
po3ain «[purogHocTb
XpomaTorpadnunckon CUCTEMbI»
3aMiHeHo Ha «KpuTepumn npurogHocTn
CUCTEMbI» Ta BHECEHI HE3HAYHI
peakuinHi npaek1, po3ain
«[lMpouenypa» 3amiHeHO Ha po3ain
«MeToanka» Ta BHECEHi He3HaYHi
peaakuinHi npaeku, po3ain
«MpremMoyHble KpuTepun» 3aMiHeEHO Ha
po3ain «Kputepum npuemnemoctu» Ta
BHECEHi He3HaYHi peAaKLiiHi npaBku; -
3a nokasHnkoMm «OQHOPOOHOCTL
copepxumoro 1/2 TabneTtkn», BHECEHO
YTOYHEHHs Ao «Temneparypbl
KOMOHKMN», YTOMHEHHS B po3aini
«PacTtBop onsi npoBepky NPUrogHoCTH
XpomaTorpadm4eckon cucTembl» Ta
«McnbiTyembln pactBop», po3ain
«[lMpurogHoCcTb XpomMaTorpadnynCKomn
cuCTeMbI» 3aMiHeHo Ha «Kputepum
NPUrogHOCTU CUCTEMbI» Ta BHECEHI
He3HaJHi pedakuiHi npasku, po3ain
«Mpouenypa» 3amiHeHO Ha po3ain
«MeToanka» Ta BHECEHi He3HAYHI
pedakuinHi NpaBku; - 3a NOKa3HUKOM
«MikpobionoriyHa yncTota» AogaHo
MEeTOANKY NPOBEAEHHS TECTYBaHHS.
Kputepii npuiHATHOCTI 3anuwnnucs
HEe3MiHHUMM

AMIioguniH
€BPO

Tabnetku, no 10 mr, no
10 TabneTok y KOHTYpHIl
YapyHKOBI ynakoBLji 3
antoMmiHieBoi conbrm
(cTpuni), no 2 a6o 3
cTpuna y kopoOui 3
nakyBanbHOro KapToHY

"FOHik
dapmacbioTukan
Jlabopartopiz"
(BigaineHHs cipmun
"IOx. Bb. Kemikana eng
dapmacbkloTrkana
nra)

IHAis

HOHik
dapmacbioTukan
JlabopaTtopis
(BiogineHHst ipmu
"Ix. b. Kemikana
eHn
dapmacboTukana
nra.")

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHK | TUNY - 3MiHa y meToaax
BUNpPoBYBaHHS rOTOBOrO NiKapCbKOro
3acoby - 3MiHM B MeTogax KOHTPOMo
roTOBOrO fikapCbKoro 3acoby, y
BiANOBIQHOCTI O OHOBIEHMUX
maTepianis BUpoGHMKa: - 3a
nokasHukom «MaeHtudpmkaums
amnoaunnuHa. Metog A», BHECEHO
pefakuivHi yTOMHeHHSs, 4oAaHO po3ginu
«MogroToBka cTaHAapTHOro 6a3oBoOro

3a
peuernmom

UA/15752/01/02
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1

pacteopa» Ta «CTaHaapTHbIN
pacTBopY;

- 3a NokasHukom «Bpemsi
pacnagaemocTuy» A04aHO METOAMKY
NpoBeAeHHS TECTY; - 3a MOKa3HNKOM
«PacTBopeHne» BHECEHO HEe3HaYHi
peAakLUiiHi NpaBKK; - 32 MOKa3HNKOM

«KonunyectBeHHOe onpeaenexHve
amnoaunuHa» BHECEHO YTOYHEHHS
«TemnepaTypbl KOMOHKW», HE3HAYHI
pefakuinHi NpaBky Ta YTOMHEHHS 3a
po3ainom «PacTBop Anga npoBepku
NPUrogHOCTN XpomaTtorpadmyeckom

cucTembl», posain «lMpurogHocTb

Xpomartorpauynckomn CUCTEMbI»
3MiHeHo Ha «Kputepun npurogHocTn

cuctembl», po3gin «MNpouegypa»
3aMiHeHo Ha po3gin «MeTtoguka» Ta
BHECEHi He3HaYHi pefakLilHi npaBku; -
3a nokasHukom «ConyTcTBytoLmne
NPUMECU», BHECEHO YTOYHEHHS
«TemnepaTypbl KOMOHKWY», peAakLinHi
npaeku 3a po3ginom «Pactsop ans
NPOBEPKN NPUroAHOCTH
XpomaTorpadnyeckon CUCTEMbI»; - 3a
nokasHukom «OgHOpPOOHOCTb
COOEPXKNMOro» BHECEHO YTOUYHEHHS 40
«TemnepaTypbl KOFNIOHKMY, BHECEHO
He3HayHi pefakuiviHi npaBku 4o po3ainy
«PacTBop Ans npoBepkun NpUrogHOCTU

XpomMaTtorpacuyeckor CUCTEMBbIY,

po3ain «[purogHocTb

XpomaTorpadnynckon cucTemMbl»

3aMiHeHo Ha «KpuTtepuu npurogHocTm
CUCTEMbBI» Ta BHECEHI HE3HAYHI
pedakuinHi npaeku, po3ain

«Mpouenypa» 3amiHeHO Ha po3ain

«MeToanka» Ta BHECEHi He3HAYHI

peakuinHi npasku, po3ain

«MpremMoyHble KpuTEPUN» 3aMiHEHO Ha
po3gin «Kputepum npuemnemMoctui» Ta
BHECeHi He3HauHi peJakuinHi npaBku; -

3a nokasHvkom «OQHOPOAHOCTb
cogepxumoro 1/2 TabneTkuy», BHECEHO

YTOYHEHHS 10 « TemnepaTypsbl

KOMOHKMN», YTOYHEHHS B po3aini
«PacTBop Ans npoBepku NpUroaHOCTU

XpomaTorpadgmMyeckoit CUCTEMbI» Ta
«McnbiTyemblii pactBop», po3gin




Ne n/n
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Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu Homep
eionycky peecmpauyitiHo2o

noceio4yeHHs1

20.

AHTTHOBAI

«MpurogHoOCTbL XpomaTorpagnynckom
cUCTeMbI» 3amiHeHo Ha «Kputepumn
NPUrogHOCTU CUCTEMbI» Ta BHECEHI
He3HayHi pefakuiviHi npaeku, po3gin
«[lMpouenypa» 3amiHeHO Ha po3ain

«MeToanka» Ta BHECEHI HE3HAYHI
peAakLUiiHi NpaBKK; - 32 MOKa3HNKOM

«MikpobionoriyHa yncToTa» gogaHo
MeToAWKY NPOBEAEHHS TECTYBaHHS.

Kputepii npuiHATHOCTI 3anuwmnnmcs

HE3MiHHUMM

21.

AHTUKOArynsH

cnpen Ans poToBoi
NOpoXHWHM no 10 mn
abo 20 mn y dnakoHi;
no 1 pnakoHy pasom 3
nepopansHUM
[03aTOPOM Y KopobLi

Ddeppep
IHTepHacioHanb, C.A.

Icnanis

deppep
IHTepHacioHanb,
C.A.

IcnaHisa

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHn | TUny - 3MiHn Wwopo
6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3aMiHn
[0 y3aranbHeHUX AaHuX Npo cucTemy
capmakoHarnsgy (BBeaeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
chapmakoHarnsgy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[ilCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOT ocobu 3 chapmakoHarnagy
3asiBHMKa AN 34iNCHEHHS
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsgy) - 3MiHa KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asiBHUKa
ONs 3aiNCHEHHs hapMakoHarnsay B
YkpaiHi. [litoya pegakuis: LWaTtposa
Hatanis MuxamnnisHa. MponoHoBaHa
pepakuis: Kyuma Bonogmmup
OnekcaHapoBuY. 3MiHa KOHTAKTHUX
[ aHNX KOHTaKTHOT 0cobu

be3
peuenma

UA/10543/01/01

THUA |

1 PO34YMH Ons

KOHCEPBYIO4M

KPOBI NOAUHU

PO34MH
AHTUKOArynsHTHUN i
KOHCEpBYHOYMIA ANs
kpoBi no 250 mn y
KOHTeWHepi,
BKNafeHOMY B yrakoBKYy
3 BOLLApPOBOI MMiBKN

TOB "BIO®PAPMA
MNA3MA"

YkpaiHa

HouipHe
nianpyeMcTBO
"®apmatpeng"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
marepianis:
3MiHu | TUny - 3MiHK Wwopao
6e3nekn/eeKkTUBHOCTI Ta
dapmakoHarnsany. BeegeHHs abo 3mMiHn
[0 y3aranbHeHUX JaHuX NPo CUCTEMY
dapmakoHarnsagy (BBeAeHHs
y3aranbHeHUX AaHuX Npo CUcTemy
capmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BianosiaansHoi

3a 3[iNCHEHHs1 hapmakoHarnsaay;

3acmocosye
mbcst
minbKu y
crieyiaibHUX
MeOUYHUX
3aknadax 8
anapamypi
onsa
nnasmoyum

opepesy

UA/12337/01/01
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KOHTaKTHOi 0cobu 3 hapmakoHarnsagy
3asiBHMKa 4N 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi, KO BOHa
BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
BiANoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsgy (Bknoyawum
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-anna cuctemm
apmakoHarnsgy) - 3miHa
yMNOBHOBaXeHoi 0cobu, BignosigansHoi
3a 3[iNCHEeHHs hbapmakoHarnsgy:
[MponoHoBaHa pepakuis — Qurac fiana
OnekcaHpgpiBHa. 3MiHa KOHTaKTHUX
[AaHnX yNoBHOBaXeHOi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy

22.

AHTUTOKCUYHA
DOPAKUIA
EKCTPAKTY
NEYIHKA

MOPOLLIOK (CyBCcTaHUist) y
nakeTax
nonieTuneHoBmx Ans
dhapmaLeBTUHHOrO
3aCToCyBaHHS

TOB "BanapTiH
Papma”

YkpaiHa

CuuyaHb leebio
dapmachktoTikan Ko.,
Ira.

KuTan

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny -
AJMiHiCTpaT1BHI 3MiHW. 3MiHa
HalimMeHyBaHHs Ta/abo agpecu
3asiBHMKA (BNacHWKa peecTpauiiHoro
nocBiAYeHHs) 3MiHa agpecu 3asBHKKa

UA/14470/01/01

23.

AHTUDNTY®

NOPOLLOK Ans
OparnbHOro Po34ymHy, no
17 r y naketi; no 5
nakeTiB Y KapTOHHIW
Kopobui

TOB "baiiep”

YkpaiHa

KoHTtpakT ®apmakan
KopnopenuwH, CLUA
(MepBuHHa Ta
BTOPVHHA YNaKoBKa,
[03BiN Ha BUMYCK
cepil);
KoHTpakT ®apmakan
KopnopenuwH, CLUA
(BnpobHuuTBO in
bulk), CLLA

CLUA

BHECEHHS 3MiH [0 peecTpauinHnX
MaTepianis: 3minu Il Tuny - 3miHn wWoao
6e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(1) 8o 3000B'si3aHb Ta yMOB
BuAadi peecTpauiiHoro nocBigYeHHs,
BKrtovatouu MNnaH ynpasniHHA
pu3nKamMm (3aCTOCyBaHHS 3MiH(1), ski(a)
BMMararTb(€) noganbLIoro
06r'pyHTyBaHHSi HOBUMW [OAATKOBUM
AaHyMK, WO MalTb HagaBaTucs
KOMMETEHTHUM OpPraHoM, OCKiflbKn
BMMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHUM opraHom) BukoHaHHs
30060B'A3aHb BiAMOBIAHO A0 NIONYHKTY
1.13 NyHKTY 1, NiANYHKTY 2.3 NyHKTY 2
nopartky 15 po MNopsgky npoBeneHHs
eKCnepTM3n peecTpaLiiHux MmaTtepianis
Ha nikapcbki 3acobu, Lo nogaTbes Ha
AepXaBHy peecTpallito
(nepepeecTpaliilo), a TaKoX ekcrnepTuan
mMaTtepianis Npo BHECEHHS 3MiH 4O
peecTpauinH1Mx MaTepianis NpoTarom aii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepgkeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460).

6e3
peuenma

UA/4910/02/01
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24,

APTUDJIEKC

kpem, no 20 r, no 40 r
abo no 100 r y Ty6i; no 1
Ty6i y kopobLUi 3 KapTOHY

ToBapucTtBo 3
obmexeHo
BiANOBIgANbHICTIO
"®apmaLeBTUYHa
KomMmnaHis "3gopos's"

YkpaiHa

ToBapwucTBo 3
0obMeXeHo
BiANOBIgANbHICTIO
"®apmaueBTnYHa
KomMnaHis "3gopos's"”

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
maTepianis: npMBeAEeHHA HanMcaHHsA
yMoB Bignycky B Haka3i MO3 YkpaiHun
Ne 1270 Big 06.07.2018 B npoueci
BHECEHHSA 3MiH (3MiHu | Tuny -
AamiHicTpaTmBHi 3MiHu. 3MiHa kogy ATX
- 3MiHK BHECeHi 4o po3ainy iHCTPYKUil
ONst MEAMYHOTO 3aCTOCYBaHHS
"®apmakoTepaneBTuyHa rpyna. Kog
ATX" BignoBigHO A0 MiXHapOOHOI
knacugikauii BOO3: 3aTtBepakeHo -
IHWi 3acobw, Lo 3aCTOCOBYOTH NpK
nartosnorii oNnopHO-pyxoBOro anapary.
Kog ATC MO9A X10**, 3anponoHoBaHO
- IHWwi 3acobw, Wwo 3acToCcoBYOTH NpU
nartosnorii oNnopHO-pyxoBOro anapary.
Kog ATC M09A X. BBeaeHHst 3mMiH
npotsrom 3-x micsuis nicns
3aTBEPKEHHS.) 4O 3aTBEPOKEHUX
peecTpauiiHux maTepianis, a came:
Pepakuia B Hakasi: 3a penenTom.
3anponoHoBaHa pegakuis: 6e3
peuenTa.

be3s
peuenma

UA/13306/01/01

25.

ACKO®EH-
OAPHUUA

Tabnetku, no 6 abo no
10 TabneTok y KOHTYpHIN
YapyHKOBIN ynakoBLi; No
1 KOHTYPHI YapyHKOBIN
ynakoBLi y nayui; no 6
abo no 10 TabneTok y
KOHTYPHMX YapyHKOBUX
ynakoBkax

MpAT
"®apmaLeBTUYHa
dipma "OapHuus”

YkpaiHa

MpAT
"®apmaueBTNYHa
cipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis:
3MiHU | TUNY - BUNYYeHHS BUPOGHMYOT
AinNbHWUI (BKNOYakouM ginbHULI Ans
A, npomikHOro npoaykty abo
roToBOro MikapcbKoro 3acoby, AinbHULI
ANS NpoBeAeHHs NaKyBaHHS,
BMPOGHMKA, BiAMNOBIAANbHOMO 3a BUMYCK
cepin, MicLe npoBefeHHs KOHTPOMI
cepii) abo nocTayanbHWka BUXIQHOTO
martepiany, peareHTy abo JOMOMDKHOI
PEYOBUHY - BUINyYEHHS OJHIET i3
3aTBEPKEHNX AiNbHNULE BUPOBHMKA
A®I| aueTuncaniynnoBoi KUCNOTH

6e3
peuenma

UA/7528/01/01

26.

ACIMAPKAM

Tabnetku, no 10
Tabnetok y bnicrepi, no
1 abo 10 6nicTepis B
nadui 3 kKapToHy; no 50
TabneTok y 6nictepi, no
1 6nicTepy B nayui 3
kapToHy; no 10 abo no
50 Tabnetok y bnictepi

MAT "Ximdapm3aasog
"YepsoHa 3ipka"

YkpaiHa

NAT
"Ximbapmsaso
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | Tuny - 3MiHn 3
sKocTi. [0TOBMI Nikapcbkui 3acib.
Cucrema KoHTeliHep/3aKynopioBansbHUiA
3aci6. 3MiHa po3mipy ynakoBku
rOTOBOrO fikapcbKoro 3acoby (3miHa
KinbKOCTi oguHULbL (Hanpuknag,
TabneTok, amnyn TOLLO) B ynaKkoBLii:) -
3miHa nosa Adiana3oHoM 3aTBepAXKEHNX
pPO3MipiB YNakoBKY - BBEAEHHS
[04aTKOBOro BUAY NakyBaHHs: no 10
Tabnetok y 6nictepi; no 10 6nictepis B

6e3
peuyenma

UA/5459/01/01
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
nadui 3 KapTOHY, 3 BHECEHHSIM
BiANOBIOHNX 3MiH Y p. «YNaKkoBKay.
[MepBMHHMIN NakyBanbHUA MaTepian He
3MiHMBCS. BBeaeHHs 3miH npoTarom 3-x
MicaUiB Nicnsa 3aTBepAXEHHS.
27. ACMIKAPO TabneTku, BKpUTI ToBapucTso 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/15865/01/01
KAPLOIO 060roHKo, obmexeHo obmexeHo marepianis: peuenma
KMLLKOBOPO3YMHHI NO BiANOBIgANbHICTIO BiANOBIgANbHICTIO 3MiHn | Tuny - 3MiHn Wwopo
100 mr no 10 TabneTtok y "®apmaLeBTUYHa "®apmaueBTnYHa 6e3nekn/edPekTMBHOCTI Ta
6nicTtepi; no 2 abo 3 hipma "BepTtekc” ipma "BepTekc”, apmakoHarnsgy. BeeaeHHs abo 3MiHu
Gnictepu y nayui YkpaiHa 00 y3aranbHeHUX AaHuX Npo cucTemy
(BMPOBHMLTBO 3 dapmakoHarnsgy (eBeaeHHs
npoaykuii in bulk y3aranbHeHUX JaHnxX Npo cuctemy
BUpobHuka TOB dapmakoHarnsgy, aMmiHa
"®APMEKC Ipyr", yMOBHOBaXeHoi ocobw, BignosigansHoI
Ykpaina) 3a 3[iMCHeHHA hapmakoHarnagy;
KOHTaKTHOT ocobu 3 chapmakoHarnagy
3asiBHMKA ANS 34iINCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big YNOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3@ 34iNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ganna cuctemm
dapmakoHarnsagy) - 3miHa
yMNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[ilCHeHHs1 hapmakoHarnsay:
MponoHoBaHa pepakuisi — KagylikuHa
HOnist BonogumupisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a 3AiINCHEHHS
hapmakoHarnsgy
28. ACMIKAPO TabneTkn, BKpUTI ToBapucTso 3 YkpaiHa ToBapwucTBo 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnX bes UA/15865/01/02
KAPLOIO 060MOHKOM0, oBMmexeHo obmexeHo MaTepianis: peuenma
KMLLKOBOPO34MHHI MO BiANoBiganbHiICTIO BiANOBiganNbHICTIO 3MiHu | TUny - 3MiHM Wwopao
300 mr no 10 TabneTok y "®apmaLeBTUYHa "®apmMaueBTUYHa 6e3nekn/eeKkTMBHOCTI Ta
6nicTepi; no 2 6nictepn dipma "BepTtekc” dipma "BepTtekc”, dapmakoHarnagy. BeeaeHnHs abo 3mMiHn
y navui YkpaiHa 00 y3aranbHeHUX AaHnx Npo cuctemy

(BMpPOOHMLTBO 3
npoaykuii in bulk
BMpOoGHMKa TOB
"®APMEKC IPynmn",
YkpaiHa)

capmakoHarnsgy (BBeoeHHs
y3aranbHeHUX AaHuX Npo cUcTemy
capmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[iCHEHHsT hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKA NS 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiOQNoOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkoyawym
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KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-anna cuctemu
dapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHoi 0cobu, BianosigansHoi
3a 3[iNCHEHHs hapmakoHarnsgy:
[MponoHoBaHa pepakuis — KagywkuHa
HOnis BonognmupisHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu, BianoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsgy

29.

ATO®-NOHI

MOPOLLIOK (CyBCcTaHUist) y
nnsiwkax 3
nonieTuneHTepedTanar

y Onst BUpOGHUUTBA

HEeCTepunbHuX

nikapcbknx opm

MpAT
"®apmaLeBTUYHa
dipma "PapKoC"

YkpaiHa

MpAT
"®apmaueBTnYHa
dipma "PapKoC"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
matepianis: 3miHu | Tuny -
AJMiHiCTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NpoBaAXeHHS AiANbHOCTI BUPOOHMKa
(Bkrtovatoun, 3a HeobxigHoCTi, micue
NpoBeAEHHS KOHTPOJH SIKOCTi), abo
BNnacHvka mactep-canna Ha A®Il, abo
nocravansHuka A®l/BnxigHoro
marepiany/peareHTy/npoMiXXHOro
NpOAYKTY, L0 3aCTOCOBYHOTHCS Y
BMPOGHMLTBI AP (AKLLO 3a3HAYEHO y
[OCbe Ha nikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€sponeicbkini hapmakonei y
3aTBepOKeHOMY Aockbe, abo BUPOOHMKa
HOBOI OMOMiXXHOI Pe4OBUHU (SIKLLO
3a3HayeHo y JOoCbE) 3MiHa agpecu
BUpoGHuKa MpAT "®apmaueBTuyHa
dipma "dPapKoC", YkpaiHa, 6e3 3MiHN
MicLisi BUPOOHULITBA

UA/0694/01/01

30.

AYPIOEKCAH

Kpanni ByLHi, 0,5 mr/mn
no 5 mn abo 10 mny

nakoHi; no 1 nakoHy
B KOMMNIIEKTi 3 KPULLKOLO-

KpanenbHULeo B nayui 3

KapToHY

ToBapwucTtBo 3
0oBMmexeHo
BiAnoBiganbHIiCcTO
"[locnigHui 3aBop,
"rHUnc"

YkpaiHa

BCi cTaail
BMPOBHMLTBA,
KOHTPOIb SIKOCTI,
BUMYCK cepii:
ToBapucTBo 3
obmexeHo
BiANOBiganNbHICTIO
"[locnigHuin 3aBog
"THUJIC", Ykpaina;
BCi cTaail
BUPOOHMLTBA,
KOHTPOSb SIKOCTI,
BUMYCK cepii:
ToBapucTBO 3
obmexeHo
BiANoBiganbHICTIO
"®APMEKC I'PYyI",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TUNY - 3miHa po3mipy cepii
(Bkntovatoum gianasoH po3Mipy cepii)
roTOBOrO fikapCcbKoro 3acoby -
36inbLUEHHS po3Mmipy cepii -
3anponoHoBaHo: 100 n (20000
cdnakoHiB no 5 mn), 300 n (60000
dnakoHiB no 5 mn), 100n (10000
dnakoHis no 10 mn), 300 n (30000
dnakoHis no 10 mn), loaaTkoBnin
po3mip cepii 10 1 (2000 dnakoHiB no 5
mn), 50 n (10000 chnakoHiB no 5 mn)

3a
peuenmom

UA/10132/01/01
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
31. ALETUNCANIUN | tabneTkn no 500 mr no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/2992/01/02
JIOBA KMCIOTA- | 10 Tabnetok y "dapmaLeBTUYHa "®apmaueBTUYHa mMaTepianis: peuenma
OAPHMUA KOHTYPHUX YapyHKOBMX dipma "OapHuus" dipma "[apHuus" 3MiHN | TUNY - BUNYYeHHS OJHiEl i3
ynakoskax; no 10 3aTBEPKEHNX AiNbHNULE BUPOOHMKA
TabneTok y KOHTYPHIin
YapyHKOBIN yrnakoBsLi; Mo
1 KOHTYPHI YapyHKOBIN
ynakoBLji B nayui
32. BEEPOAYAN® H aepo30/b A030BaHWI Mo BepiHrep IHrenbxanm Himeuunna BepinHrep HimeyunHa BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/5322/01/01
10 mn (200 po3) y IHTepHewwHn M6X IHrenbxanv ®apma marepianis: 3MiHu Il Tuny - 3miHn woao peuenmom
mMeTanesomy 6anoH4mKy m6X i Ko. KI 6e3nekn/edeKTMBHOCTI Ta
3 103Y04UM KnarnaHowm; apmakoHarnsigy. BHeceHHs abo
no 1 6anoH4rKy B 3MiHa(n) Ao 30608B'A3aHL Ta yMOB
KapTOHHiIN kopooLi BUAaYi peecTpauinHoro noceBig4eHHs,
BKkItoYatoum MnaH ynpaeniHHA
pu3nKamMm (3aCToCyBaHHS 3MiH(K), ski(a)
BMMararTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBMMMW 0OOATKOBUM
AaHVMK, WO MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKifbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) BukoHaHHs
30060B's3aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1 gogatky 15 go lMNMopsiaky
NpoBeAeHHS eKcnepTnamn
peecTpauinH1X MaTepianiB Ha fnikapcbKi
3acobu, Lo NoAaloTLCA Ha AepXKaBHY
peecTpauito (nepepeecTpallito), a Takox
eKcrnepTu3n matepianis NPo BHECEHHS
3MiH 0O peecTpauiiHux maTtepianis
npoTArom Aii peectpauinHoro
NOCBIAYEHHS, 3aTBEPAXKEHOr0 Haka3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460)
33. BIOBEH po34unH Ans iHdysin 10 TOB "BIO®APMA YkpaiHa BUPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 10 peecTpauifiHmX 3a UA/14526/01/02
% no 10 mn, 25 mn, 50 MNA3MA" nepBuHHe Ta marepianis: peuenmom
mn abo 100 mn y nRswui BTOPUHHE 3MiHn | TUny - 3MiHM Wwopao

abo dpnakoHi; no 1
nnawui abo dnakoHy B
nayuj 3 KapToHy

nakyBaHHs, BUMYCK
cepii; BTOPUHHE
nakyBaHHs, BUMYCK
cepin: TOB
"BIO®APMA
MNA3MA"

6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHEHUX AaHUX NPO CUCTEMY
dapmakoHarnsiy (BBeAeHHs
y3ararnbHeHUX AaHux Npo cUcTemy
dapmakoHarnsay, aMiHa
yMNoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iCHEHHsT hapmakoHarnsaay;
KOHTAKTHOI 0cobu 3 chapmakoHarnagy
3asiBHMKA AN 30iNCHEHHS
hbapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Bif YNOBHOBaXXEHOI 0cobu,
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
BiANOBIgANbHOI 3a 34iNCHEHHS
hapmakoHarnsgy (Bknoyawum
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI MacTep-hanna cuctemm
apmakoHarnsgy) - 3miHa
yrnoBHOBaXeHoi ocobu, BianosiganeHoi
3a 3fincHeHHsA dhapmakoHarnagy: firova
pepakuis — Typok B’auecnas
B’auecnaBoBuy. [MponoHoBaHa
penakuis — Qurac OiaHa
OnekcaHgpiBHa.
3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iNCHEeHHs pbapmakoHarnsay
34. BIOKNOT A® niodiniaaT Ans po34nHy TOB "BIO®APMA YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/16249/01/01
ans iH'ekuin no 250 MO, MJTIASMA" MNA3MA", Ykpaina MaTepianis: peuenmom
1 conakoH 3 (BUpoBHULTBO, 3MiHn | TUny - 3MiHn Wwopo
nioginizatom y nepBuHHe Ta 6esnekn/edeKTMBHOCTI Ta
KOMMMEKTi 3 BTOPUHHE dapmakoHarnsagy. BeegeHnHs abo 3MiHn
PO34MHHMKOM (BOAa Ans nakyBaHHs, BUNYCK [0 y3aranbHeHUX AaHuX Npo cucTemy
iH’exkuin) no 5 mny cepii; BTOPUHHE apmakoHarnsagy (BBeaeHHs
nakoHi; no 1 nakoHy nakyBaHHs1, BUMYCK y3aranbHeHUX JaHnxX Npo cuctemy
3 niocpinizatom Ta no 1 cepin) chapmakoHarnsgy, amiHa
NakoHy 3 PO34YUHHUKOM yrNoBHOBaXeHoi ocobu, BignosigansHoi
pa3om i3 3acobamu ons 3a 3[iMCHeHHA hapmakoHarnagy;
PO3YMHEHHS Ta KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
BBeAeHHs (1 dinbTp, 1 3asiBHMKa AN 34iNCHEHHS
LINpWL, 04HOPa3oBuM 3 cbapmakoHarnsigy B YKpaiHi, sKLo BoHa
ronkor Ans iH’ekuin, 1 BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
Kpunbyata iHdysinHa BiQNOBiganbHOI 3a 3AiNCHEHHS
cucTema) y navui 3 dapmakoHarnsay (Bkovanym
KapTOoHY KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemu
dapmakoHarnsaagy) - 3miHa
yMNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[ilCHeHHs1 hapmakoHarnsay:
MponoHoBaHa pepakuisi — OQurac OiaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[AaHnX yNnoBHOBaXeHOi ocobu,
BiANOBIAANbHOI 3a 30iNCHEHHS
hapmakoHarnsgy
35. BIOKINOT A® niodiniaaT Ans po34nHy TOB "BIO®APMA YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/16249/01/02
ans in’ekuin no 500 MO, MNA3SMA" MNA3MA", YkpaiHa MaTepianis: peuenmom
1 donakoH 3 (BUpOBHULITBO, 3MiHu | TUny - 3MiHK Wwopao
nioginizatom y nepBUHHE Ta 6e3nekn/edeKTMBHOCTI Ta
KOMMIEKTi 3 BTOPUHHE dapmakoHarnsagy. BeegeHHs abo 3MiHu

PO34MHHMKOM (BOAA ANt
iH’ekuin) no 10 mny
dnakoHi; no 1 dnakoHy

nakyBaHHs, BUMYCK
cepilt; BTOPUHHE
nakyBaHHsi, BUNyCK

[0 y3aranbHEHUX JaHux npo cuctemy
thapmakoHarnsay (BBeAeHHs!
y3aranbHeHUX AaHuX Npo CUCTeMy
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
3 nioginizatom Ta no 1 cepin) dapmakoHarnsay, aMmiHa
hnakoHy 3 PO3YNHHUKOM yrNoBHOBaXeHoi ocobu, BignosiganeHoi
pasom i3 3acobamu gns 3a 3[iNCHEeHHs hbapmakoHarnsay;
PO34MHEHHSA Ta KOHTaKTHOi 0cobu 3 hapmakoHarnsagy
BBeAeHHS (1 dinbTp, 1 3asiBHMKA ANSA 30iNCHEHHS
LINpUL, 0gHOPa3oBUi 3 dapmakoHarnsagy B YkpaiHi, KO BOHa
ronkow Ans iH’ekuin, 1 BiAMiHHa Bi# YNOBHOBaXeHOi ocobu,
Kpunbyata iHdysinHa BiAnNoBiganbHOI 3a 30iNCHEHHS
cucTema) y nauui 3 hapmakoHarnsgy (Bknovawym
KapToHy KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-ganna cuctemm
apmakoHarnsgy) - 3miHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iNCHEeHHs bapmakoHarnsay:
[MponoHoBaHa pepakuis — Qurac fiana
OnekcaHpgpiBHa. 3MiHa KOHTaKTHUX
[AaHnX yNoBHOBaXeHOi ocobu,
BiQNOBiganbHOI 3a 3A4iNCHEHHS
dapmakoHarnsgy
36. BIOKNOT A® nioginiaaT Ans po34uHy TOB "BIO®APMA YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/16249/01/03
ans iH'ekuin no 1000 MJTIASMA" MNA3MA", Ykpaina MaTepianis: peuenmom
MO, 1 dnakoH 3 (B1pobHMLTBO, 3MiHn | Tuny - 3MiHM Wwopao
niocpinizatom y nepBUHHE Ta 6e3nekn/edeKkTMBHOCTI Ta
KOMMNAEKTi 3 BTOPUHHE dapmakoHarnsgy. BeeaeHHs abo 3MiHu
PO34YMHHMKOM (BOAA ANsi nakyBaHHsi, BUMYCK 00 y3aranbHEHUX AaHnx Npo cuctemy
iH’ekuin) no 10 mny cepint; BTOPUHHE dapmakoHarnsgy (BBeAeHHs
hnakoHi; no 1 cnakoHy nakyBaHHs1, BUNYCK y3aranbHeHVX JaHuX Npo cucTemy
3 nioginizatom Ta no 1 cepin) dapmakoHarnsay, aMiHa
NakoHy 3 PO34YUHHUKOM yrNoBHOBaXeHoi ocobu, BignosiganeHoi
pa3oMm i3 3acobamu ons 3a 3[ilCHeHHs1 hapmakoHarnsay;
PO3YMHEHHSA Ta KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
BBeAeHHs (1 dinbTp, 1 3asiBHMKa AN 34iNCHEHHS
LUNpWL, 0gHOPa3oBUN 3 hapmakoHarnsagy B YkpaiHi, Ko BoHa
ronkow Aans iH’ekuin, 1 BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
Kpunbyata iHdysinHa BiQNOBiganbHOI 3a 3AiNCHEHHS
cucTemMa) y navui 3 hapmakoHarnsgy (Bkrnovanym
KapToHy KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemu
hapmakoHarnsgy) - 3miHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[iNCHeHHs1 hapmakoHarnsay:
lMponoHoBaHa pepakuis — Ourac OiaHa
OnekcaHgpiBHa. 3MiHa KOHTAKTHUX
[AaHnX yNoBHOBaXeHOi ocobu,
BiQNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy
37. BNA3TEP® - H KOHLIeHTpaT Ans [eTepo Nab63 Nimiteq IHaia [eTepo 1a63 IHpia BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15833/01/01
po34MHy Ans iHdysin, 4 TimiTen matepianis: 3miHu | Tuny - peuenmom

Mr/5 mn no 5 mn

AamiHicTpaTuBHi 3MiHU. 3MiHa
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

KOHLIEHTpaTy y (OrakoHi;
no 1 donakoHy B
KapTOHHiIN kopooLi

HalMeHyBaHHs Ta/abo agpecu Micus
NPOBaMKEHHA AiANbHOCTI
BUPOGHMKa/imnopTepa roToBOro
nikapcbKoro 3acoby, BKIoYa4n
AinbHWLU BUNycKky cepii abo micue
NPOBEAEHHSI KOHTPOSHO SIKOCTI.
(BisinbHiCTb, 3a Ky BignoBigae
BUPOGHWMK/IMNOPTEP, BKINOYAKUN BUMYCK
cepin) -
3MiHa agpecu BUpPobHuKa, 6e3 3MiHn
Micusi BUPOOHULTBA

38.

BPIHTENNIKC

TabneTku, BKPUTI
NNiBKOBOIO 0BOMNOHKOM0,
no 5 mr; no 14 Tabnetok
y bricTepi; no 2
onictepn y KapTOHHIN
Kopobui

Jlynn6ek Excnopt A/C

OaHis

BMPOBOHMLTBO 3a
NMOBHUM LIUKITOM:
X. Ilynpbek A/C,
Oanis;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
Enaadapm,
dpaHuis;
BMNpobyBaHHS 3a
NMoKa3HUKOM
"MikpobionoriyHa
yucrora":
EypodiHc Biodapma
MpopakT TecTiHr
Oenmapk A/C, OaHis

OaHis/
®paHuia

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis: 3MiHu | Tuny - 3MiHn 3
sKoCTi. [0TOBMI Nikapcbkuii 3aci6.
CrabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NMikapCbKoro 3acoby
(36inbLUEeHHSA TepMiHY NpMAATHOCTI
roTOBOrO fikapcbKkoro 3acoby) - Ans
TOProBOi YNakoBKM (NiATBEPOAXKYETHCS
AaHNMKN pearnbHOro Yacy) 36inbLUeHHS
TEepMiHy NpUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby. 3aTBepaxeHo: 36
MicsiLiB 3anponoHoBaHo: 48 micsauis

3a
peuenmom

UA/14150/01/01

39.

BPIHTENIKC

TabneTku, BKpUTI
NMiBKOBOK 0BOMOHKOIO,
no 10 wmr; no 14
TabneTok y 6nictepi; no
2 6nicTtepun y KapTOHHIN
Kopooui

Jlynn6ek Exkcnopt A/C

LaHis

BMPOGHMLUTBO 3a
NMOBHUM LIUKITOM:
X. Ilynpbek A/C,
LaHis;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
Enaadapm,
DdpaHLis;
BUNpobyBaHHs 3a
NMoKa3HUKOM
"MikpobionoriyHa
yucrota":
EypodiHc Biodpapma
MpopakT TecTiHr
Oenmapk A/C, OaHis

Danis/
®paHuia

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | Tuny - 3MiHn 3
sKocTi. [oToBMI Nikapcbkui 3aci6.
CrabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOro nikapcbKoro 3acoby
(36inbLUeHHs TepMiHY NpuaaTHOCTI
roTOBOrO fikapcbKkoro 3acoby) - Ans
TOProBOi YNakoBKM (NiATBEPAKYETLCA
AaHUMK peanbHOro Yyacy) 36iNbLIeHHs
TEepMiHy NpMAATHOCTI FOTOBOIO
nikapcbkoro 3acoby. 3aTBepmpkeHo: 36
MicsiuiB 3anponoHoBaHo: 48 MicsauiB

3a
peuenmom

UA/14150/01/02

40.

BPOHXO
NNAHTAro
rnoByni BENATI

rpaHynv romeonaTuyHi
no 20 r y dnakoHi; no 1
nakoHy B kopoOLi 3
KapToHY

BAJTA Xannbmittenb
m6X

Himeyuunna

BANA
Xannbmittens M6X

Himeyunna

BHECEHHS 3MiH IO peecTpaLiiHnX

matepianis: 3MiHu | Tuny - 3MiHn 3

sKocTi. [0TOBMI Nikapcbkui 3aci6.
KOHTpOMb roToBOro nikapcbkoro 3acoby.

be3
peuenma

UA/15544/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

3miHa napameTpiB cneumdikauin Ta/abo
[OMNYCTUMUX MEX rOTOBOTO NiKapCbKOro
3acoly (AoMoBHeHHS cneundikauii
HOBWM MOKa3HWKOM 3 BiANOBigHUM
MeTodoM BUNpobyBaHHS) - TecT
«Maca» 3amiHl€eTbCSt Ha
«OpgHopigHicTb Macuy B cneuudikauii
Ha MOMEHT BUMycKy. 3MiHu | Tuny -
3MiHuM 3 aKocTi. [0TOBMI Nikapcbkui
3aci6. Onuc Ta cknag. 3miHa y cknagi
(mONOMIDXHMX peYoBMHaX) rOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHK) -
3aTBEPPKEHO: BOAA OYMLLEHA,
caxaposa. 3MiHa BHOCUTbCS, OCKiNbKu
NaKTo3M MOHOriApPaT BUKOPUCTOBYETLCS
npu BUpobHunuTBi 3rinHo GHP. Boaa
BWMNapOBYETHLCS B MPOLECI
BMPOGHMLUTBA, SK HAcMigoK 3MiHW y
po3gin "OcobnmBocCTi 3acToCcyBaHHSA" B
IHCTPYyKUitO Ans MeAnYHOro
3aCTOCyBaHHsI NikapCcbKoro 3acoby.
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - 3MiHa B
MapKyBaHHi yNakoBKu 3 METOO
KOPEKTHOTrO HAHECEHHS TEKCTY Ha
NEPBUHHY i BTOPUHHY YNaKoBKY

41.

BYCTPUKC™
nonio
KOMBIHOBAHA
BAKLIMHA ANst
MPO®INAKTUKM
OUGTEPI,
MPABLIS,
KALLJTIOKY
(ALENIONSAPHU
¥ KOMMOHEHT)
TA
noniomMIeENITY
(IHAKTUBOBAHA

)
(ANCOPBOBAHA
, 3l
3MEHLUEHUM
BMICTOM
AHTUTEHIB)

cycneHsist ons iH'ekuin
no 1 gosi (0,5 mn/go3y),
no 1 gosi y nonepeaHe0o
HaMoOBHEHOMY LLINPUL;
no 1 nonepegHLo
HamnoBHEHOMY LUNpULY Y
KOMMIEKTi 3 ABOMa
rorikamv B
nnacTuKoBOMYy
KOHTelHepi; no 1
KOHTENHepy Y KapTOHHIN
kopooui

nakcoCmiTKnsanH
EkcnopT NNimiTeq

Benuka
BpuTaHis

makcoCmiTKnsanH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH 0 peecTpauiiHnX
MaTepianis:
3MiHU | TUNY - OHOBMNEHHS cepTudikaty
Bi4NOBIQHOCTI Woao rybyartoi
eHuedpanonarTii Ha eTanbHy Buyady
cuposaTky 3 R1-CEP 2000-171-Rev 00
Ha R1-CEP 2000-171-Rev 01; 3miHu |
TUMY - OHOBMEHHS cepTudikaty
BiQMNOBIAHOCTI Woao ryéyaTtoi
eHuedbanonartii Ha deTanbHy Guyavy
cuposaTky 3 R1-CEP 2000-171-Rev 01
Ha R1-CEP 2000-171-Rev 02; 3MiHu |
TUMY - BUAANEHHS cepTudikaTty Loao
rybyaToi eHuedanonarii Ha deTanbHy
6uyavy cuposatky R1-CEP 2001-036-
REV 00; amiHu | Tuny - BuaaneHHs
cepTtudikaTy Wwogo ryéyartoi
eHuedpanonarTii Ha eTanbHy Buyavy
cuposaTky R1-CEP 2000-191-REV 00;
3MiHUM | TUNY - OHOBMNEHHS cepTudikaty
BiAMOBIAHOCTI Woao ryéyartoi
eHuedpanonartii Ha deTanbHy Gudavy

3a
peuernmom

UA/15071/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

cuposaTky 3 R1-CEP 2000-171-Rev 02
Ha R1-CEP 2000-171-Rev 03.
BHeceHHs1 pegakuinHmnx npaBok B
po3ginn 3.2.A.21a 3.2.R

42.

BATIKIIH

Kancynu BariHanbHi M'ski
no 7 kancyn y 6nicrepi;
no 1 Gnictepy y
KapTOHHiIN kopooLi

€po Jlandkep Jta

Benuka
Bputanis

MapkcaHc ®apma
Ira.

IHgia

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
apmakoHarnsgy. BeeaeHHs abo 3MiHu
00 y3aranbHEeHUX AaHnx Npo cuctemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHNX AaHNX Npo CUCTEMY
apmakoHarnsay, aMiHa
yrNoBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[iCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
3asiBHMKa 4N 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ganna cuctemm
apmakoHarnsgy) - 3miHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a chapmakoHarnsia;
[MponoHoBaHa pepakuis — benikosa
CeiTnaHa MuxannisHa

3a
peuenmom

UA/9629/01/01

43.

BA3AP H

TabneTku, BKpUTI
NMiBKOBOK 0BOMOHKOIO,
no 320 mr/12,5 mr, no 10
TabneTok y 6nictepi, no
3 abo 9 bnicTepiB y
KapTOHHiIN kopobui

AkTasic rpyn AT

Icnangis

AxTasic JIT,
ManbTa;
BankaHgapma-
OynHuug AT,
Bonrapisa

ManbTa/
Bonrapis

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TUNY - 3miHa napameTpis
cneuudikauin Ta/abo gonycTuMmnx Mex
roTOBOro MikapcbKoro 3acoby - 3MiHM A0
crneundikaii Ta MeToaiB KOHTPOIO
roTOBOrO fikapcbkoro 3acoby, a came
BHECEHHS pefaKLinHMX NpaBoK 3
npuBeaeHHAM cneundikaLii rotoBoro
nikapcbkoro 3acoby y BignoBigHICTb A0
opuriHanbHoi cneumdikaLii BApobHuka
y po3gini 3.2.P.5.1 Cneuundikauii
peecTpauiiHoro gocbe, 6e3 3miH
napamMeTpiB Ta AOMYCTUMUX MEX.
BHacnigok kopuryBaHHs BUMOT Anst
nokasHuka «Onucy, aHanoriyHe
opMyrnoBaHHA Y METOAAX KOHTPOIO
6yne BigpenaroBaHo. TepMiH
BBEAEHHA 3MiH NPOTArom 3-x MicsuiB
nicns 3aTBepAXXeHHs!

3a
peuenmom

UA/8900/01/01

44.

BA3AP H

TabneTkun, BKPUTI

AxTtasic rpyn AT

IcnaHais

AkTasic 1T,

ManbTa/

BHECEHHS 3MiH IO peecTpaLiiHnX

3a

UA/5743/01/01




Ne n/n

Haszea
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nikapcbKo20
3acoby

Popma eunycky

NniBKOBOI 0GOMOHKOM,

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

45.

BA3AP H

no 80 mr/12,5 mr, no 10
TabneTok y 6nictepi, no
3 abo 9 bnicTepiB y
KapTOHHiIN kopooLi

ManbTa;
BankaHdapma-
OynHuug AT,
Bonrapis

Bonrapis

marepianis:
3MiHu | TUNY - 3mMiHa napameTpis
cneuudikauin Ta/abo gonycTuMmnx Mex
roTOBOrO fikapCbKoro 3acoby - 3mMiHun 4o
cneundikaii Ta MeToaiB KOHTPOO
roToBOrO fikapcbKkoro 3acoby, a came
BHECEHHS pefaKLinHMX NpaBoK 3
npvBeAeHHsIM cneuudikadii roToBoro
nikapcbkoro 3acoby y BignoBigHICTb A0
opwuriHanbHoi cneuydikadii BUpobHuka
y po3gini 3.2.P.5.1 Cneuundikauii
peecTpaLiiHoro gocke, 6e3 3miH
napameTpiB Ta 4OMYCTUMUX MEX.
BHacnigok kopuryBaHHs BUMOT Ansi
nokasHuka «Onucy, aHanoriyHe
OPMYMOBaHHS Y METOA4AX KOHTPOIO
Oyne BigpepnarosaHo. TepMiH
BBEAEHHA 3MiH NPOTArom 3-x MicsuiB
nicns 3aTBepAXXeHHs!

peuenmom

46.

BA3AP H

TabneTkn, BKpUTI
NniBKOBOI 0BOMOHKOIO,
no 160 mr/25 wmr, no 10
TabneTok y 6nictepi, no
3 abo 9 bnicTepiB y
KapTOHHIN kopobui

Aktasic rpyn AT

Icnangis

AxTasic JIT,
ManbTa;
BankaHgapma-
OynHuug AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis:
3MiHM | TUNY - 3mMiHa napameTpis
cneuudikauin Ta/abo gonycTuMmnx Mex
roTOBOro NMikapcbKoro 3acoby - 3MiHu o
crneundikaii Ta MeToaiB KOHTPOIO
roTOBOrO fikapcbkoro 3acoby, a came
BHECEHHS pefaKLiiH1X NPaBokK 3
npuBeaeHHAM cneundikadii rotoBoro
nikapcbkoro 3acoby y BignoBigHICTb A0
opuriHanbHoi cneuyndikaLii BUpobHuka
y po3gini 3.2.P.5.1 Cneundikauii
peecTpauiiHoro gocbe, 6e3 3miH
napameTpiB Ta 4OMYCTUMUX MEX.
BHacnigok kopuryBaHHs BUMOT ANs
nokasHuka «Onucy, aHanoriyHe
opMyroBaHHS Y METOAAX KOHTPOIO
6yne BigpenaroBaHo. TepMiH
BBEeAEHHA 3MiH NPOTArom 3-x MicsuiB
nicns 3aTBepAXXeHHs!

3a
peuenmom

UA/5743/01/02

TabneTkn, BKpUTI
NniBKOBOK 06OMOHKOLO,
no 160 mr/12,5 mr, no 10
TabneTok y 6nictepi, no
3 abo 9 bnicTepiB y
KapTOHHiIl kopobuyi

Axtasic rpyn AT

IcnaHais

AkTasic T,
ManbTa;
BankaHgpapma-
OynHuug AT,
Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis:
3MiHM | TUNY - 3miHa napameTpiB
cneuudikauin Ta/abo gonycTumMmnx Mex
roTOBOrO MikapcbKoro 3acoby - 3MiHu o
cneundikaii Ta MeToaiB KOHTPOIO
roTOBOrO flikapcbKkoro 3acoby, a came
BHECEHHS pefaKLiiH1X NpaBokK 3
npvBeAeHHsM cneuudikadii rotoBoro

nikapcbkoro 3acoby y BignoBigHICTb A0

3a
peuernmom

UA/5744/01/01




Ne n/n
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Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

47.

BA3AP H

opwuriHanbHoi cneuydikadii BUpobHuka
y po3gini 3.2.P.5.1 Cneuundikauii
peecTpaLiiHoro gocke, 6e3 3miH
napameTpiB Ta OMYCTUMUX MEX.

BHacnigok kopuryBaHHs BUMOr Ansi

nokasHuka «Onucy, aHanoriyHe

OPMYMOBAHHS Y METOAAaX KOHTPOO

6yne BigpenaroaHo. TepMiH
BBEAEHHA 3MiH NPOTArom 3-x MicsuiB
nicns 3aTBepaXKeHHs!

48.

TabneTkn, BKpUTI
NniBKOBOK 0BOMOHKOLO,
no 320 mr/25 wmr, no 10
TabneTok y 6nictepi, no
3 abo 9 bnictepiB y
KapTOHHiIN kopobui

Aktasic rpyn AT

Icnangis

AxTasic JITH,
ManbTa;
BankaHgapma-
OynHuug AT,
Bonrapis

Manbta/
Bonrapis

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHM | TUNY - 3miHa napameTpis
cneuudikauin Ta/abo gonycTumMmnx Mex
roTOBOro MiKapCbKOro 3acoby - 3MiHM A0
crneundikaii Ta MeToaiB KOHTPOMO
roTOBOrO fikapcbKkoro 3acoby, a came
BHECEHHS pefaKLinHMX NpaBoK 3
npuBeaeHHAM cneundikadii rotosoro
nikapcbkoro 3acoby y BignoBigHICTb A0
opuriHanbHoi cneumdikadii BUpo6Huka
y po3gini 3.2.P.5.1 Cneuudikauii
peecTpaLiiHoro gocke, 6e3 3miH
napameTpiB Ta 4OMYCTUMUX MEX.
BHacnigok kopuryBaHHs BUMOT ANs
nokasHuka «Onucy, aHanoriyHe
opMyroBaHHS Y METOAAX KOHTPOIO
6yne BigpenaroBaHo. TepMiH
BBEeAEHHA 3MiH NPOTArom 3-x MicsuiB
nicns 3aTBepAXXeHHs1

3a
peuenmom

UA/5744/01/02

BA3ONAMIA

TabneTkn
NposioHroBaHoi A,
BKPUTi MNiBKOBOIO

0obornoHkoto, no 1,5 mr

no 10 TabneTok y

6nictepi; no 3 6nictepn
Y KapTOHHI kopoobui

AngoreH IMNKo C.ap.n

JTrokcembypr

C.K. NNabopmepn-
dapma C.A.

PymyHis

BHECEHHS 3MiH 0 peecTpauiiHnX
MaTepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHEHUX AaHUX NpPo CUCTeMy
capmakoHarnsgy (BBeLeHHs
y3aranbHeHVX JaHuX Npo cuctemy
dapmakoHarnsay, aMiHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[ilCHeHHs1 hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asiBHMKA ANs 34iNCHEHHS
bapmakoHarnagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bi YyNOBHOBaXeHOi ocobu,
BiANOBIOANbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (Bkrovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm

3a
peuernmom

UA/14070/01/01




29 [IponoBxeHHs nonarka 3
Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
hapmakoHarnsgy) - YnoBHoBaxeHa
ocoba 3asBHMKa ANs 34iNCHEHHS
dapmakoHarnsagy:
Hitoua pepakuis — IpuHa Bagoil/ Irina
Badoi. lNMponoHoBaHa pepakuis —
CopiHa JliaHa Mato/ Sorina Liana Paiu.
3MiHa Micue3HaxomkeHHst MacTep-
channa. 3miHa MicLe3HaxomKeHHs!
BMPOBaAKEHHS OCHOBHOI OifNbHOCTI 3
dapmakoHarnsgy
49. BAJIbCAKOP® TabneTkn, BKpUTI KPKA, a.a., Hoso CnoBeHis Bupo6GHuK, CnoBeHis BHECEHHS 3MiH 4O peecTpauinHuX 3a UA/6227/01/01
nniBKOBO 0BONOHKOIO, MecCTO BignosiganbHWM 3a MaTepianis: 3miHu | Tuny - 3miHmn 3 peuenmom
no 40 wmr, no 7 Tabnetok BMPOGHMLUTBO "in [KocTi. [oTOBMI Nikapcbkui 3acib.
y bnicTepi, no 4 bulk", nepeuHHe Ta 3MiHM y BUpoOHMLTBI. 3MiHa
GnicTepun y KapTOHHiIN BTOPUHHE iMnopTepa/amiHu, L0 CTOCYIOTLCA
kopobui, no 10 TabneTok nakyBaHHs, BWMNYCKY Cepii Ta KOHTPOIO AKOCTi
y bnicTepi, no 3 KOHTPOSb Ta BMMYCK roToBOro nikapcbKoro 3acoby (3amiHa
onictepn y kapTOHHIN cepii: abo gogaBaHHs OinbHULI, Ha SAKin
kopobui, no 14 Tabnetok KPKA, a.4., Hoso 3[iNCHIOETLCS KOHTPOIb/BUMPOGYBaHHA
y bnicTepi, no 2 mecTto, CnoseHis; cepii) BBeAEHHS 40OATKOBUX AiNbHULb
Gnictepun y KapTOHHIN BupobHuk, BiAMOBiAaNbHMX 32 KOHTPOIb Cepil
Kopooui BiAMNoBiAanbHUA 3a (dhi3nyHi Ta XiMi4HI METOAM KOHTPOIO):
KOHTpPOIb cepii KPKA, a.4., HoBo mecTto, [NoBxoBa
(di3nyHi Ta XimivHi yniua 5, 8501 HoBo mecTo, CrnioBeHis;
MEeTOAN KOHTPOTH0): Keminab g.0.0., CrnoBseHis, Ta
KPKA, a.4a., Hoso 3a3HaJeHHs PyHKUIN Ans BXe
mecTto, CrioBeHisi; 3aTBEPKEHOr0 BUPOBHUKa
Bupo6Huk,
BignoBiganbHUN 3a
KOHTpOnb cepil
(di3nyHi Ta XimivHi
MeToau KOHTPOMH):
Kemina6b g.o.o0.,
CnoBeHiga
50. BAJIbCAKOP® TabneTku, BKpUTI KPKA, o.a., Hoso CnoBeHis Bupob6Huk, CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/6227/01/02
NNiBKOBOIO 0BOMNOHKOI0, MecCTO BignoBiganbHWI 3a MaTtepianis: 3miHu | Tuny - 3miHun 3 peuenmom

no 80 wmr, no 7 TabneTok
y 6nicTepi, no 4 abo no
12 6nictepiB y
KapTOHHiIN kopobui, no
10 TabneTok y Gnictepi,
no 3 bnictepn y
KapTOHHiIN kopobui, no
14 TabneTok y Gnictepi,
no 2 abo no 6 6nictepis
Y KapTOHHI Kopoobui

BMPOGHMLUTBO "in
bulk", nepsuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOMb Ta BUNYCK
cepil:

KPKA, a.a., Hoso
mecTo, CnoBeHis;
BupobHuk,
BiAnoBiganbHWI 3a
KOHTpOnb cepii
(dpi3nyHi Ta XimivHi
MEeTOAM KOHTPOH):

sKocTi. [oToBMI Nikapcbkui 3acib.
3MiHn y BUpoBHMLTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCA
BWMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO fikapCcbKoro 3acoby (3amiHa
abo gogaBaHHs AinbHUL, Ha SKin
3[iNCHIOETBCS KOHTPOIb/BUMPOGYBaHHA
cepii) BBeAEHHS 10OATKOBUX AiNbHULb
BiAMOBiAanbHMX 3a KOHTPOIb cepii
(dhi3nyHi Ta XiMi4YHI METOAM KOHTPOIIO):
KPKA, a.a., HoBo mecTo, NoBxoBa
yniua 5, 8501 HoBo mecTo, CrnioBeHisi;
Keminab g.0.0., CrnoBseHis, Ta
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
KPKA, a.a., Hoso 3a3HaveHHs1 PyHKUIN ANs BXe
mecTto, CrioBeHis; 3aTBEPKEHOr0 BUPOOHUKa
Bupo6GHuK,
BignoBiganbHWIM 3a
KOHTpOrb cepii
(di3nyHi Ta XimivHi
MEeTOAN KOHTPOMI):
Keminab g.o.o.,
CnoBeHist
51. BAJIIbCAKOP® TabneTku, BKPUTI KPKA, a.a., Hoso CrnoBeHis Bupo6Huk, CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/6227/01/03
NNiBKOBOK 0BOMOHKO0, MEeCTOo BignoBiganbHUN 3a marepianis: 3MiHu | Tuny - 3MiHn 3 peuenmom
no 160 mr, no 7 BMPOBHMLUTBO "in sikocTi. FoTOBMIA Nikapcbkuid 3aci6.
TabneTok y 6nictepi, no bulk", nepeuHHe Ta 3MiHn y BUpoBOHMLUTBI. 3MiHa
4 abo no 12 6nicTepiB y BTOPUHHE iMnopTepa/amiHu, Lo CTOCYHTHCSA
KapTOHHiIn kopobui, No nakyBaHHs, BWMNYCKY Cepii Ta KOHTPOIO AKOCTi
10 TabneTtok y 6nictepi, KOHTPOMb Ta BUMYCK roToBOro nMikapcbKoro 3acoby (3amiHa
no 3 6nictepu y cepil: abo gopgaBaHHS AinbHULI, Ha Skl
KapTOHHiIn kopobui, No KPKA, a.4., Hoso 3[iNCHIOETLCS KOHTPOIb/BUMPOOYBaHHA
14 TabneTok y 6nicTepi, mecTto, CnoBeHis; cepii) BBeOEHHSA A0AaTKOBMX OiNMbHUL
no 2 a6o no 6 Gnictepis BupoGHuK, BiANOBIgANbHMX 3@ KOHTPOIb cepii
Y KapTOHHI KOpooUi BiAMNoBiAanbHUA 3a (dhi3nyHi Ta XiMi4HI METOAM KOHTPOIO):
KOHTPOrb cepii KPKA, o.a., HoBo mecTo, NoBxoBa
(disnyHi Ta XimivHi yniua 5, 8501 HoBo mecTo, CrnioBeHis;
MeToau KOHTPOMH): Kewminab g.0.0., CnoBeHis, Ta
KPKA, a.a., Hoso 3a3HaYeHHs1 PYHKUIN ANs BXe
mecTo, CrioBeHisi; 3aTBEPKEHOrO BUPOBHUKa
Bupob6Huk,
BiAnoBiganbHWM 3a
KOHTpOnb cepil
(dpi3nyHi Ta XimivHi
MeToAM KOHTPOMH0):
Kemina6b g.o.o0.,
CnoBeHisi
52. BAJIIbCAKOP® TabneTkn, BKpUTI KPKA, a.4., Hoso CnoBeHis BupobHuk, CnoBeHis BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/6227/01/04
NNiBKOBOK 0BOMNOHKO0, MEcCTOo BignoBiganbHUN 3a matepianis: 3MiHu | Tuny - 3miHn 3 peuenmom

no 320 mr, no 10
Tabnetok y 6nictepi, no
3 abo no 6 bnicTepiB y
KapTOHHiIn kopobui, No
14 TabneTok y 6nicTepi,
no 2 abo no 4 6nicrepu
Y KapTOHHIl kopobui, no
15 TabneTok y GnicTepi,
no 2 abo no 4 6nicrepu
Y KapTOHHil kopoobui

BMPOGHMLUTBO "in
bulk", nepeuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPOSb Ta BUNYCK
cepii:

KPKA, a.a., Hoso
mecTto, CrnoBeHis;
Bupo6Huk,
BiAnoBiganbHWI 3a
KOHTpOrb cepii
(dpi3nyHi Ta XimivHi
METOAM KOHTPOI0):
KPKA, a.a., HoBo

sKkocTi. [oToBMI Nikapcbkui 3acib.
3MiHu y BUpoOHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTHLCSA
BWMNYCKY Cepii Ta KOHTPOIO AKOCTi
roToBOro nMikapcbKoro 3acoby (3amiHa
abo gopgaBaHHS AinbHULI, Ha Skl
3AiNCHIOETECS KOHTPOIb/BUMPOGYBaHHA
cepii) BBeAEHHS 40OATKOBUX AiMbHNLb
Bi4NoBiganbHNX 3a KOHTPOIb cepii
(dpi3nyHi Ta XiMi4YHI METOAM KOHTPOIO):
KPKA, a.a., HoBo mecTo, NoexoBa
yniua 5, 8501 HoBo mecTo, CrnioBeHisi;
Kemina6b g.0.0., CnoseHis, Ta
3a3HayYeHHs YHKLIN NS BXe
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

mecTto, CnoBeHis;
Bupo6GHuK,
BignoBiganbHUN 3a
KOHTpOnb cepii
(di3nyHi Ta XimivHi
MeToaM KOHTPOMH):
Kewmina6 a.o.0.,
CnoBeHis

3aTBEPAKEHOrO BUPOBHMKa

53.

BAJIbCAKOP® H
160

TabneTku, BKpUTI
NniBKOBO 0BONOHKOIO,
160 mr/12,5 mr no 14
TabneTok y 6nicTepi; no
2,no 4 abo no 6
6nictepie B kopobui; no
15 TabneTok y 6nicTepi;
no 2 abo 4 6nictepn B
Kopobui

KPKA, a.a., Hoso
MecTo

CrnoBeHis

Brpo6Huk,
BignoBiganbHWIM 3a
BUPOBHMUTBO «in
bulky», nepuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOSb Ta BUMYCK
cepil:

KPKA, a.4., Hoso
mecTto, CrnoBeHis;
BupobHuk,
BignoBsiganbHUN 3a
KOHTpPOIb cepii:
KPKA, a.a., Hoso
mecTo, CrioBeHis

CnoBeHis

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis: 3MiHu | Tuny - 3MiHn 3
sIKOCTi. [0TOBMI Nikapcbkuii 3aci6.
3MiHV y BUPOBHULTBI. 3miHa po3mipy
cepii (Bkrtoyao4mn giana3oH po3mipy
cepii) roToBOro nikapcbkoro 3acoby
(36inbLieHHsA go 10 pasiB NOPIBHAHO i3
3aTBEpPAKEHVM PO3MipOM) 36iNbLUEHHS
po3mipy cepii M13 go 10 pasis. 3miHu |
Tmny - 3MiHK 3 gKocTi. [oToBUIN
nikapcbkuii 3aci6. 3mMiHM y BUPOOHWLTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTHCS
BWMNYCKY Cepii Ta KOHTPOIO AKOCTi
roTOBOro nikapcbkoro 3acoby (3amiHa
abo gopgaBaHHS AinbHULI, Ha Skl
3[iCHIOETLCA KOHTPOSL/BUMPODBYBaHHS
cepii) 3a3HayYeHHs YHKLIN BXe
3aTBEPAKEHOro BUPOOHMKA, LLO
BiANoBigae 3a BUNYCK cepii Ta BBEAEHHS
[0OAaTKOBOI AiNbHULI, Ha SIKUX
3[iNCHIOETLCSI KOHTPOIb cepii. 3MiHu |
TMny - 3MiHK 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. CtabinbHicTb. 3miHa
y TepMiHax npuaaTHocTi abo ymoBax
30epiraHHsa roToBOro MikapCbKoro
3aco0y (36inbLIEeHHs TepMiHy
NpUAATHOCTI FOTOBOrO NiKapCbKOro
3acoby) - [ins TOproBoi ynakoBku
(niaTBEPAXYETLCA AaHMMKN peanbHOro
yacy) 3MiHa TepMiHy 36epiraHHs M3,
Ha OCHOBI OTPUMaHWUX pe3ynbTaTiB
ctabinbHocTi. 3aTBepmxeHo: TepmiH
nNpuaaTHOCTI 3 poKK
3anponoHoBaHo: TepMiH NpuagaTHocTi 5
pokiB BBeeHHS 3MiH NpoTarom 6-Tu
MicsaLiB Micns 3aTBEPAXEHHS. 3MiHu |
TMny - 3MiHK 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOOHWLTBI.
3MiHu BUNpobyBaHb abo AonycTUMMX
MeX, BCTAHOBMEHWX Yy cneumadikauisx,
nig Yyac BUPOGHMLITBa roTOBOrO

3a
peuenmom

UA/9451/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

nikapcbkoro 3acoby (iHLWi 3MiHW) 3MiHa
MexX B cneuudikauii nig yac
BMpobHuuTBa 13 3a noka3HuKom
«CepenHsi Maca TabneTkuy, a came
3MiHa BiOXuneHHs macu TabneTku.
3MiHu | TMNYy - 3miHK 3 AkocTi. FoToBUI
nikapcbkuit 3aci6. 3MiHW y BUPOBHULTBI.
3MiHu y npoueci BUPOGHMLTBA rOTOBOrO
nikapcbKkoro 3acoby, BKIoYaun
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPU BUPOOHMLITBI
roTOBOro MikapcbKoro 3acoby (iHLwui
3MiHW) 3MiHa Yacy 36epiraHHs
HaniBnpoaykKTiB B NpoLeci BUpobHuUTBa
Ma3.

54.

BAJIbCAKOP® H

80

TabneTkn, BKpUTI
NniBKOBOIO 0BGOOHKOM,
80 mr/12,5 mr no 14
Tabnetok y bnictepi, no
2,104 abono 6
6nicTepie B kopobui; no
15 TabneTok y GnicTepi;
no 2 a6o 4 6nictepu B
Kopobui

KPKA, a.a., Hoso
MecTo

CrnioBeHis

Bupo6Huk,
BignoBsiganbHUN 3a
BUPOBHMUTBO «in
bulk», nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb Ta BUMYCK
cepil:

KPKA, a.4., Hoso
mecTto, CnoBeHis;
BupobHuk,
BignoBiganbHUN 3a
KOHTpOrb cepii:
KPKA, a.4a., Hoeso
mecTo, CroBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn 3
[KocTi. [oToBMI Nikapcbkui 3acib.
3MiHn y BUpOBHMUTBI. 3MiHM y npoueci
BMPOOHMLITBA rOTOBOTO MikapCbKoro
3acoby, BKITHOYA4M NPOMKHUI
NMPOAYKT, L0 3aCTOCOBYETHCS NP
BMPOBHMLTBI FOTOBOTO MikapCbKoro
3acoby (iHLwWwi 3mMiHK) 3MiHa Yacy
36epiraHHs HanMiBNPOAYKTiB B NpoLeci
BUpoGHMUTBa 113, 3MiHu | Tuny - 3miHK
3 gKocTi. FoToBUIA NikapcbKkuii 3aci6.
3MiHN y BUPOOHMLTBI. 3MiHM
BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHWX Yy cneumdikauisx, nig yac
BMPOGHMLITBA rOTOBOrO IiKapCbKOro
3acoby (iHWi 3MiHW) 3MiHa MeX B
cneuudikauii nig Yac Bupo6HuuTea M3
3a nokasHukom «CepefHs maca
TabneTkn», a came 3a3HayeHHS
BiAXUNEHHA Macy TabneTku, y 3B’A3Ky
NPVBEAEHHS Y BIANOBIOHICTb A0 Ai04Oro
BuaaHHst EP. 3miHun | Tuny - 3miHn 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
CrabinbHicTb. 3MiHa y TepMmiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby
(36inbLUeHHSA TepMiHY NpuAATHOCTI
roToBOro fikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKM (NiATBEPOXKYETHCS
AaHVMK pearbHOro Yacy) - 3MiHa
TepMiHy 36epiraHHs 113, Ha ocHoBI

3a
peuenmom

UA/9450/01/02
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

OTPUMaHNX pe3yrbTaTiB cTabinbHOCTI.
3artBepokeHo: TepMiH npuaaTHoCTi 3
poku 3anponoHoBaHo: TepMiH
npuaaTHocTi 5 pokiB BBegeHHs 3MiH
NpoTSArom 6-Tu MicsiLiB nicns
3aTBepKeHHS. 3MiHu | Tuny - 3miHn 3
sikocTi. FoTOBMIA Nikapcbkuid 3aci6.
3MiHM y BUpoOHMLUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTHCA
BWMNYCKY Cepii Ta KOHTPOIO AKOCTi
roToBOro nikapcbKoro 3acoby (3amiHa
abo gopaBaHHs AinbHULI, Ha SKin
3[iNCHIOETLCS KOHTPOIb/BUMMPOGYBaHHA
cepii) 3a3HayYeHHs YHKUIN Bxe
3aTBEPKEHOr0 BUPOBOHMKA, L0
BiZNOBIga€e 3a BUNYCK Cepii Ta BBEAEHHS
[0AAaTKOBOI AiNbHUL, Ha SKNX
3iACHIOETECSA KOHTPOSb cepii. 3MiHu |
Tmny - 3MiHK 3 gKocTi. [oToBMI
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI.
3miHa po3Mipy cepii (Bkro4aoum
[iana3oH po3Mmipy cepii) rotoBoro
nikapcbkoro 3acoby (36inbLweHHs go 10
pasiB NOPIBHSAHO i3 3aTBEPKEHUM
po3mipom) 36inbLUEHHS po3Mipy cepil
N3 go 10 pasis.

55.

BAJIbCAKOP®
HD 160

TabneTku, BKPUTI
NniBKOBOI 0BOMNOHKOHO,
160 mr/25 mr no 14
TabneTok y 6nictepi; no
2, no 4 abo no 6
6nicTtepis B kopobuj; no
15 TabneTok y 6nictepi;
no 2 abo 4 6nictepu B
kopooui

KPKA, a.a., Hoeo
MEecTo

CnoBeHis

Bupob6Huk,
BiAnoBiganbHWM 3a
BMPOGHMLTBO «in
bulk», nepsuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOMb Ta BUMYCK
cepil:

KPKA, a.4a., Hoso
mecTo, CrnoBeHis;
BupobHuk,
BignoBiganbHUN 3a
KOHTpOrb cepil:
KPKA, a.a., Hoso
mecTo, CnoBeHis

CnoseHis

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | Tuny - 3MiHn 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
3MiHn y BUpoBHMLTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCA
BUMYCKY Ccepii Ta KOHTPOIO AKOCTI
roTOBOro fikapcbKkoro 3acoby (3amiHa
abo gogaBaHHs OinbHULI, Ha SKin
3[iCHIOETLCA KOHTPOSL/BUMPODBYBaHHS
cepii) 3a3HayYeHHs YHKUIN Bxe
3aTBEPAKEHOr0 BUPOOHUKA, L0
BiANoBigae 3a BUNYCK cepii Ta BBEAEHHS
[0AaTKOBOI AiNbHUL, Ha SKUX
3[iNCHIOETLCS KOHTPOIb cepii. 3MiHu |
TMny - 3MiHK 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI.
3miHa po3Mipy cepii (BkIo4aoum
nianasoH po3mipy cepii) rotoBoro
nikapcbkoro 3acoby (36inbLeHHs go 10
pasiB NOPIBHSIHO i3 3aTBEPIYKEHUM
po3mipoM) 36inbLUEHHST po3Mipy cepil
'3 go 10 pasis. 3miHK | TUNY - 3MiHK 3
sKOCTi. [0TOBMI Nikapcbkui 3acib.

3a
peuenmom

UA/9450/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

3MiHM y BUPOBHULUTBI. 3MiHK
BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTAHOBIIEHMX Y cneumdikauisx, nig yac
BMPOOHMLITBA FOTOBOTO MikapCbKOro
3acoby (iHWi 3MiHW) 3MiHa MeX B
cneundikauii nig yac Bupo6HuuTtea 13
3a nokasHunkom «CepefHs maca
TabneTkn», a came 3a3HayYeHHs!
BiAXUMNEHHA Macy TabneTkn, y 3B’A3Ky
npuBeaeHHs y BiAMNOBIAHICTb A0 AiloYoro
BuaaHHs EP. 3minun | Tuny - 3miHn 3
sIKOCTi. [0TOBMI Nikapcbkuii 3acib.
3MiHn y BUpOBOHMUTBI. 3MiHM y npoueci
BMPOOHMLITBA FOTOBOTO MikapCbKOro
3acoby, BKITHOYa4M NPOMIKHUN
NPOAYKT, LLIO 3aCTOCOBYETLCH NpU
BMPOBHMLTBI FOTOBOTO MiKapCbKoro
3acoby (iHLwWwi 3mMiHK) 3MiHa Yacy
36epiraHHs HaMiBNPOAYKTiB B NpoLeci
BUpo6HMUTBa T13. 3MiHu | Tuny - 3miHn
3 sikocTi. [OTOBMIA NikapCbKuMin 3aci6.
CrabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymosax 36epiraHHs
roTOBOrO NMikapCbKoro 3acoby
(36inbLUeHHSA TepMiHY NpUMAATHOCTI
roToBOrO fikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKM (NiATBEPOXKYETHCS
AaHVMU pearnbHOro Yacy) 3miHa TepMiHy
36epiraHHs 113, Ha ocHOBI OTpPUMaHUX
pesynbTartiB cTabinbHOCTI.
3aTtBepaxeHo: TepMiH npuaaTHocTi 3
poku 3anpornoHoBaHo: TepMiH
npuaaTHocTi 5 pokiB. BBegeHHs 3MiH
npoTtarom 6-Tu micauis nicns
3aTBEpPAKEHHS

56.

BEHTOJIH™
HEBYIN

PO34MH ANs iHranauin,
2,5mr/2,5mMnno 2,5 mn
y Hebyni; no 10 Hebyn y
nakeTuKy 3 antoMiHieBol
dornbry; no 4 naketvka
B KapTOHHIN ynakoBLji

"nakcoCmiTKnsanH
EkcnopT Nimiteq,

Benuka
Bputanis

AcneH bag
Ongecrno M'mbX

Himeyumna

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
BUNPABIEHHSA TEXHIYHOI NOMUIKN Y
MK#, sika 6yna gonyuieHa npu
BHeCeHHi 3mMiH o MKA N3, npu
nepeHeceHHi iHdopmallii 3
peecTpaLinHoro 4ocbe (po3ain
3.2.P.5.1) y npumiTui o cneumndikauii
npv BUMNycky 6yno BMNagKoBoO HEBIPHO
3a3HayeHo OAUHULi BUMIPIOBAHHS
LUiNBbHOCTI PO34MHY

3a
peuenmom

UA/1798/01/01

57.

BECAHOI[,

kancynu no 10 mr no
100 kancyn y cnakoHi;
no 1 donakoHy B

YEMNADAPM
ApuHanmittens 'm6X

Himevuunna

Bupo6HuuTBO
Hepo3dpacoBaHoI
npoaykuji:

Himeuumnna/
PpaHuisi/
LLIsenuapis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny -
AaMiHicTpaTWBHI 3MiHW. BunyyeHHs

3a
peuernmom

UA/1956/01/01
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
KapTOHHIN nayui KaTtaneHt BUPOGHMYOT AinbHUUI (BKMOYaum
HimeuyumHa E6epbax OinbHuui gna APl npomibkHOro
'mM6X, HimevumHa; npoaykTy abo rotoBoro nikapcbkoro
MepBuHHE 3acoby, AinbHULi AN NpoBeAeHHS
naKyBaHHs: nakyBaHHsi, BUpobHuMKa,
LleHekci, PpaHuis; BiANOBIganLHOro 3a BUNYcK cepin, micue
BTopuHHe NpoBeAEHHS! KOHTPOTo cepii) abo
naKyBaHHs: nocrtavarnbHuKa BUXigHOro martepiany,
LleHekci, PpaHuis; peareHTy abo JOMOMIXXHOT PEYOBUHM
YEMNAPAPM (AKLLIO 3a3HaYeHO Y AOCbE) BUIYYEHHS
ApuHaimiTTenb BUPOBHMYOT AinbHULI BUpOOHUKa .
'M6X, HimeuyumnHa; XodbdpmaHh-Ia Pow JTa, Weenuapis,
BunpobyBaHHs 3a agpecoto: Bypmicser CH-4303
KOHTPOSO SIKOCTI: KaricepayrcT, LUBeriuapis. BupobHuui
KataneHTt OinNbHULUI WO 3anuvLLaloTbCA BUKOHYIOTb
HimeuunHa E6epbax Ti cami dpyHKuii, Lo i BUnyyYeHa. 3minu Il
MM6X, HimewuunHa; TMny - 3MiHK 3 sikocTi. [oToBMI
®.XoppmaHH-J1s nikapcbkuii 3aci6. KoHTponb
Pow N4, AOMOMDKHMX PeYOBUH. 3MiHa
LBenuapis; napameTpie cneuudikauin Ta/abo
Bunyck cepii: OOMYyCTUMUX MEX A AONOMDKHOT
YEMNAPAPM PeYoBMHYM (3MiHa 3Hax0AWTLCA Nosa
ApuHaimiTTenb 3aTBEPOKEHUMU JOMYCTUMUMU MEXaMn
'M6X, Himeyunna cneuudikauin) amiHa y cneuudikauii
[OMoMikHOI peyoBuHM KapioH 83 ,
30KpeMa, PO3LLUMPEHHS Aiana3oHy
OONyCTUMMUX MEX 3a nokasHukom pH 3
55-7,0p05,0-7,0.
58. BIPI'AH renb o4Hun 1,5 mr/r no 5 JlabopaTopis 3ea PpaHuis dapwmina - 3ea ITanis BHECEHHS 3MiH 10 peecTpauifHmX 3a UA/9379/01/01
ry Tyb6i 3 HaKOHEYHUKOM, dapmaceyTudi matepianis: 3miHu | Tuny - peuenmom
LLIO 3arBUHYYETLCA C.n.a. AamiHicTpaTuBHI 3MiHU. 3MiHa

koBnaykom, no 1 Ty6i B
KapTOHHiI kopobui

HalMeHyBaHHs Ta/abo agpecu Micus
NPOBaXeHHS OisnbHOCTI
BMpOBHVKa/iMnopTepa roToBoro
nikapcbKkoro 3acoby, BKIoYaym
AinbHWL BUNYycKy cepii abo micue
NPOBEAEHHST KOHTPOIHO SIKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOPTEP, BKINOYAKUN BUMYCK
cepin) -
3MiHa agpecy BUpoGHUWKa, 6e3 3MiHn
MicLs BUpOGHMLTBA: Takox BHECEHI
3MiHW B IHCTPYKLIO ANs MEAUYHOTOo
3aCTOCYBaHHs! LLOAO0
MicLie3HaxXOXXeHHS BUPOOHUKa, sIK
HacnigoK — BiANOBIAHI 3MiHWN y TEKCT Ha
ynakoBLi nikapcbKkoro 3acoby.
BBeaeHHs 3MiH NnpoTsrom 6-Tu Micauis
nicnsa 3aTBepAXXEHHs!
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

59.

BITAMIH E-
300POB’A

kancynu m'ski no 100 mr
no 10 kancyn y 6nicTepi;
no 1 a6o no 3 6nicrepn,
abo no 5 Gnictepis, abo
no 6 Gnictepis y kopobui
3 KapTOHY

ToBapucTtBo 3
obmexeHo
BiANOBIgANbHICTIO
"®apmaLeBTUYHa
KomMmnaHis "3gopos's"

YkpaiHa

ToBapwucTBo 3
0obMeXeHo
BiANOBIgANbHICTIO
"®apmaueBTnYHa
KomMnaHis "3gopos's"”

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3MiHu Il Tuny - 3miHn wopao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo
3MiHa(vn) Ao 3060B'A3aHb Ta YMOB
BUOadi peecTpauinHoro noceBig4eHHs,
BKNtoYaroum MnaH ynpaeniHHS
pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
BMMararoTb(€) noganbLIoro
06r'pyHTYyBaHHSA HOBUMUW [OAATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpraHoOM, OCKifbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OpraHom) BukoHaHHs
3000B's3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NpOoBeAEHHsI eKcnepTusn
peecTpauiiHux MaTtepianiB Ha Nikapcbki
3acobu, Lo NoAaTLCS Ha Aep)aBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKcrnepTu3n matepianis NPo BHECEHHS
3MiH A0 peecTpauiiHix maTtepianis
NPOTArom Aii peecrpauiiHoro
NOCBiAYEHHS, 3aTBEPAXKEHOr0 HaKa3oM
MOS Bia 26.08.2005 Ne 426 (y pepakuii
Hakasy MOS3 Big 23.07.2015 Ne 460)

be3
peuenma

UA/16044/01/01

60.

BITAMIH E-
300POB'A

kancynu m'ski no 200 mr
no 10 kancyn y énicTepi;
no 1 abo no 2 6nictepw,
abo no 3 6nictepu, abo

no 6 GnictepiBy kopobui
3 KapTOHY

ToBapwucTtBo 3
oBMmexeHo
BiANoBiganbHiICTIO
"PapmaLeBTUYHa
KomMnaHis "3gopos's"

YkpaiHa

TosapucTBo 3
obmexeHo
BiANoOBiganbHICTIO
"®apmaueBTNYHa
KomnaHis "3gopos's”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3minu Il Tuny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(1) o 3000B'si3aHb Ta yMOB
BMAadi peectpauiiHoro nocBig4eHHs,
BKItovatouu MNnaH ynpasniHHA
pu3nKamMm (3aCToCyBaHHS 3MiH(K), ski(a)
BMMaratoTb(€) noganbLIoro
06r'pyHTYBaHHA HOBUMMW [OAATKOBUM
AaHyMK, WO MalTb HagaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) BukoHaHHsi
3060B's13aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 no Mopsaky
NpoBefeHHs eKcnepTnamn
peecTpauiinH1X MaTepianiB Ha fikapcbkKi
3acobu, Lo NoAaloTLCA Ha AepXKaBHY
peecTpaLuiio (NepepeecTpalliio), a Takox
eKcrnepTu3n matepianis NPo BHECEHHS
3MiH 0O peecTpauiiHux maTtepianis
npoTArom fii peectpauinHoro

6e3
peuenma

UA/16044/01/02
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

NOCBIQYEHHS!, 3aTBEPAXEHOTO HAKa30oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460)

61.

BITAMIH E-
300POB’A

kancynu m'ski no 400 mr
no 10 kancyn y 6nicTepi;
no 2 6nictepu abo no 3
6nictepu, abo no 6
GnicTtepis y kopobui 3
KapToHY

ToBapwucTtBo 3

obMmexeHo

BignoBiganbHICcTO
"®apmaLeBTUYHa
KomMmnaHis "3gopos's"

YkpaiHa

ToBapwucTBo 3
0oBMeXeHo

BignoBiganbHICTO
"®apmaueBTnYHa
KomMnaHis "3gopos's"”

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3MiHu Il Tuny - 3miHn wopao
6e3nekn/edPekTMBHOCTI Ta
apmakoHarnagy. BHeceHHs abo
3MiHa(vn) go 30608B'sA3aHb Ta YMOB
BMAadi peecTpauiiHoro nocBig4eHHs,
BKNtoYaroum MnaH ynpaeniHHS
pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
BMMararTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBMMMW 0OOATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKifbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OpraHom) BukoHaHHs
30060B'A3aHb BiAMOBIAHO A0 NIANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NpOoBeAEHHsI eKcnepTusn
peecTpauinHMx MaTepianis Ha nikapcbki
3acobu, Lo NoAaTLCS Ha AepXaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKcrnepTu3n matepianis NPo BHECEHHS
3MiH A0 peecTpauiiHnx maTtepianis
npoTsArom Aii peectpauiiHoro
NOCBiAYEHHS, 3aTBEPAXKEHOr0 Haka3oMm
MO3 Bia 26.08.2005 Ne 426 (y pepakuii
Hakasy MOS3 Big 23.07.2015 Ne 460)

be3
peuenma

UA/16044/01/03

62.

FAMAJIATE B6

TabneTkn, BKpUTI
obonoHKkoto, no 10
TabneTok y 6nictepi; no
2 6nicTepu B ynakosLii 3
KapToHY

Ddeppep

IHTepHacioHanb, C.A.

Icnanis

Ddeppep
IHTepHacioHans,
C.A.

Icnanis

BHECEHHS 3MiH IO peecTpauiiHnX
marepianis:
3MiHu | TUny - 3MiHM Wwopo
©e3nekn/edeKkTuBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHeHWX AaHnX Npo cUcTemy
dapmakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHnxX Npo cuctemy
chapmakoHarnsgy, amiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 3[iICHEHHs1 hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHMKA ANS 30iNCHEHHS
dapmakoHarnsaay B YkpaiHi, AKLWO BOHA
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bknoyawym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsgy) - 3MiHa KOHTaKTHOI

3a
peuenmom

UA/11426/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

ocobu 3 hapmakoHarnagy 3asiBHUKa
ONsA 3AiMCHEeHHsA hapMakoHarnsay B
YkpaiHi. MNponoHoBaHa pepakuis: Kyuma
Bonoanmup Onekcangposuy. 3MiHa
KOHTaKTHUX JAHMX KOHTAKTHOI 0cobu

63.

FEKCIA

necapii no 16 mr, no 5
necapiiB y KOHTYPHin
YapyHKOBIN yrnakoBLi; Mo
2 KOHTYPHi YapyHKOBI
yMakoBKM y navui 3
KapToHY

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHn | Tuny - 3MiHn Wwopo
6e3nekn/edPekTMBHOCTI Ta
apmakoHarnsgy. BeeaeHHs abo 3MiHu
00 y3aranbHeHUX AaHuX Npo cucTemy
capmakoHarnsgy (BBeaeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
capmakoHarnsgy, amiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 3[iCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOT ocobu 3 chapmakoHarnagy
3asiBHMKA ANS 34iINCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big YNOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3@ 34iNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ganna cuctemm
dapmakoHarnsagy) - 3miHa
yMNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[ilCHeHHs1 hapmakoHarnsay:
MponoHoBaHa pepakuisi — OQurac OiaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[AaHnX yNnoBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 3A4iNCHEHHS
hapmakoHarnsgy

be3
peuenma

UA/15850/01/01

64.

FIANrAH

po34nH ans iH'ekuin, 20
Mr/2 Mano 2 mny
dnakoHi; no 1 pnakoHy
B KOpoO6Uj; N0 2 Mny
nonepeaHLo
3anoBHEHOMY LUNPWUL;
no 1 wnpuuy B KOPooLi

digia PapmaveBTuka

C.n.A.

ITanis

digia
dapmareBTuKa
C.n.A

ITania

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis:
3MiHu | TNy - 3MiHa nocTavanbHUKa
nakyBarnbHUX maTtepianis abo
KOMMMEKTYIoUMX - AOAaBaHHA
anbTepHaTMBHOrO NocTavanbHuKa
nornepeaHbLO 3anoBHEHOTO LWnpuua Ao
paHille 3aTBepAXXEeHMX NocTavanbHUKIB

3a
peuenmom

UA/1032/01/01

65.

rRILuH

KpucTaniyHni NopoLLIOK
(cybeTaHuis) y Milkax
nonieTuneHoBux Ans
cdhapmaLeBTUHHOIO
3aCTOCYBaHHS

ToBapwucTtBo 3
obmexeHoto

BiAnoBiganbHiCcTO

"OAPMXIM"

YkpaiHa

TosapucTBo 3
obmexeHo
BiAnoBiganbHIiCTO
"GAPMXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
maTepianis: 3MiHu | Tuny -
AamiHicTpaTuBHi 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHUKa (BracHUKa peecTpaLinHoro
NOCBIQYEHHST) 3MiHa afpecu 3asiBHKKA.
3MiHu | TUNY - AgMiIHICTPaTUBHI 3MiHW.
3miHa HaiMeHyBaHHS Ta/abo agpecun
MiCList NPOBAKEHHS AisiNbHOCTI

UA/15292/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

BMPOBHWMKa (BKMOYaoum, 3a
HeobXiaHOCTI, MicLie NpoBeAEeHHS
KOHTPOIO sIKOCTi), abo BnacHuka

macTep-danna Ha APl, abo

noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCS Y
BMPOGHMUTBI AP (SKLLO 3a3HaYeHo y
[OCbe Ha nikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponeicbkini hapmakonei y
3aTBepOkeHoMy Aockbe, abo BUpOOHWMKa
HOBOI AOMOMIDKHOI PEYOBMHM (SIKLLO
3a3Ha4yeHo y JOCbE) 3MiHa agpecu
BUPOGHMKa, 6e3 3aMiHK Micus
BMPOGHMUTBA

66.

rRILuH

TabneTku cybniHreanbHi
no 100 mr no 50
Tabnetok y bnictepi; no
1 6nicTepy B KapTOHHI
Kopobui

M "Biona"

YkpaiHa

TOB "Apnimeg"

Pecnybnika
BipmeHis

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:

3MiHM | TURy - 3mMiHa po3mipy cepii

(Bkntoyatoum gianasoH po3mipy cepii)
roTOBOro nikapcbKoro 3acoby
(36inbLieHHsA go 10 pasiB NOPIBHSAHO i3
3aTBEpPOKEHUM PO3MIpOM) - 36iNbLUEHHS
po3mipy BUpoBHMYOI cepii y 2 pasu

6e3
peuenma

UA/14604/01/01

67.

FMIOKOCAT

PO34MH Ans iH'eKUin; no
2mnBamnyni Ay
KOMMMEKTi 3
PO3YMHHWKOM
(nieTaHonamiH, BOAa
ans iH'ekuin) no 1 mn B
amnyni B; no 5 amnyn A
y bnicTtepi; no 5 amnyn B
y bricTtepi; no 1
onictepy 3 amnynamu A
Ta no 1 6nictepy 3
amnynamu B y nayui 3
KapTOHY; Mo 2 MN B
amnyni A y KomnnekTi 3
POYUHHUKOM
(nieTaHonawmiH, BOAa
Ans iH'ekuin) no 1 mn B
amnyni B; no 1 amnyni A
Ta1lamnyniBy
6nicTepi; no 1 6nictepy
y nayui 3 KApTOHY; Mo 2
mn B amnyni Ay
KOMNIEKTi 3 POYNHHUKOM
(nieTaHonamiH, BOAa
Ans iH'ekuin) no 1 mn B

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:
3MiHu | TMny - 3MiHK Woao
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHEHUX AaHUX Npo CUcTemy
hapmakoHarnsgy (BBefeHHs
y3aranbHeHVX JaHuX Npo cucTemy
dapmakoHarnsay, aMiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 3[ilCHeHHs1 hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
hbapmakoHarnsgy B YkpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (Bkrovarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsgy) - 3miHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[jiCHeHHsA hapmakoHarnagy:
lMponoHoBaHa pepakuis — Ourac OiaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXXEHOI 0cobu,

3a
peuernmom

UA/15851/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

amnyni B; no 6 amnyn A
y bnicTtepi; no 6 amnyn B
y bnicTtepi; no 1
Gnictepy 3 amnynamu A
Ta no 1 6nictepy 3
amnynamu B y nayui 3
KapToHY

BiANOBIgANbHOI 3a 34iNCHEHHS
apmakoHarnsgy

68.

rPONPUHO3UH
®-PIXTEP

cupon, 250 mr/5 mn, no
150 mn y donakoHi; no 1
nakoHy y KapTOHHIN
ynakoBLi, B KOMNNEKTi 3
NPUCTPOEM Ansi
[03yBaHHSA 3 MipHOIO
wkanoto Big 0,5 mn go 5
M

BAT "legeoH PixTep"

YropwuHa

[03BiN Ha BUMYCK
cepii: TOB "T'egeoH
PixTep MNonbLa”,
MonbLua;
BMPOGHMLUTBO
Hepo3dacoBaHoro
nNpoaykTy, NepBUHHA
ynakoBKa, BTOPUHHA
ynakoBKa, KOHTPOIb
AkocTi: NegeoH
PixTep PymyHis
A.T., PymyHis

Monbwa/
PymyHis

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHM | TNy - 3mMiHa y meToaax
BUMPOBYBaHHS roTOBOrO NiKapCbKOro
3acoby (iHwWwi 3miHn y meTodax
BMNpobyBaHb (BKNtoYaum 3amiHy abo
[OOMOBHEHHS))

3a
peuenmom

UA/16348/01/01

69.

FYBKA
FEMOCTATUYHA
®

cyxa peyosuHa no 0,8 r,
1 nnsiwka abo gnakoH B
nadui 3 KApTOHy

TOB "BIO®PAPMA
MNA3MA"

YkpaiHa

TOB "BIO®APMA
MNA3MA", YkpaiHa
(B1poBHMLTBO
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii; BTOPUHHE
nakyBaHHs, BUNYCK
cepin)

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3aMiHn
00 y3aranbHEHUX AaHnX Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHux Npo cUcTemy
dapmakoHarnsay, aMiHa
yMNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iCHEHHs1 hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy
3asBHMKa ONS 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsaagy) - 3miHa
yMOBHOBaXeHoi ocobw, BignosigansHoi
3a 3fincHeHHs hapmakoHarnsagy: fOitova
pepakuis — Typok B’ayecnas
B’auecnaBoBuy. MponoHoBaHa
pepakuia — Aurac OiaHa
OnekcaHppiBHa.
3MiHa KOHTaKTHUX AaHuX
yrNoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iNCHeHHs hbapmakoHarnsgy

3a
peuenmom

UA/5711/01/01

70.

F'YHA-®oIy

rpaHynu no 1 r rpaHyn y

l'yna C.n.a.

ITanis

l'yna C.n.a

ITania

BHECEHHS 3MiH A0 peecTpauifiHUX

be3

UA/12639/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

TyGi; no 6 Ty6 y
KapTOHHiI kopooLi

MaTepianiB (TOBTOPHUI po3rnsa):
3MiHu | TUNY - 3mMiHa napameTpis
cneuudikauin Ta/abo gonycTuMmnx Mex
roTOBOIO MikapcbKoro 3acoby
(3BY)XEHHSI JONYCTUMUX MEX) -
npuseaeHHs po3ainy "MikpobionoriyHa
yuctoTa" y BignoBigHICTb 40 AiloYoro
BUAaHHa €Bponencbkoi Papmakonei
Ons cybniHreanbHUX npenaparis;
CyNyTHS 3MiHa: 3MiHa y MeToAax
BMNPOOYBaHHS rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPYKEHNX MeTogax
BUNPOOYBaHHS) - NpUBEAEHHS po3ainy
«MikpobinoriyHa yuctoTa» Ao BUMOr Yy
BiANOBIgHICTb A0 €D Anst OpOMYKO3HNX
nikapcbkux 3acobiB (CybniHreanbHi
npenaparm)

peuyenma

71.

OAPINIA

TabneTkn, BKpUTI
NniBKOBOK 0BGOMOHKOLO,
3 mr/0,02 mr, no 28
(24+4) TabneTtok y
6nictepi; no 1 (1x24+4)
abo no 3 (3x24+4)
onictepu pasom 3
Nrackvm KapTOHHWM
dyTnspom ans
36epiraHHs briictepa,
TUXHEBUM KaneHaapem-
CTiKepOM Y KapTOHHI
ynakoBLji

BAT "lepeoH PixTep"

YropwuHa

BAT "T'eneoH
Pixtep"

YropwwmHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3miHn wopao
6e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnagy. 3miHv y KOpoTKii
XapakTepucTuui nikapcekoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
ME[NYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/GionoaibHNx
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
camoi 3MiHU Ha pedepeHTHUI
npenapart (3miHa He noTpebye HagaHHs
XKOOHWUX HOBWX A0AAaTKOBUX AaHWUX)
"MokasaHHS", a TaKoX y po3ainu:
"®apmakoTepaneBTuyHa rpyna”
(yTOYHEHHS Ha3BK),"PapMakonorivHi
BnactumeocTi", "lMpoTunokasaHHs",
"B3aemogis 3 iHW1MKY fikapCbKuMum
3acobamMu Ta iHWi BUaM B3aemonin",
"OcobnuBocTi 3acTocyBaHHA",
"8acTocyBaHHs1 y nepio BariTHocTi abo
rofyBaHHs rpyaatw”, "3gaTHictb
BMMMBATU Ha LUBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHcnopTom abo
iHWKWMK MexaHismamn", "[itn"
(3aTtBepmxeHo: "MNpenapat Oapinis He
NpusHaYeHWn ANsi 3acTOCyBaHHA AiTAM.
", 3anponoHoBaHo: "MNpenapat
nokasaHui Ansi 3acTocyBaHHA 3a
NPU3HAYEeHHAM flikaps Tinbky nicns
HaCTaHHs cTanux MeHcTpyauin."),
"MepenosyBaHHs", "MNobiyHi peakuii”

3a
peuenmom

UA/11801/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

BiANOBIAHO A0 iHbopmaUii Lwoao
MELMNYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbKoro 3acoby
(OXKAB, TabneTku, BKpUTi OGONOHKOH).
BBeneHHs 3miH npoTsarom 3-x micauis
nicnsi 3aTBepaXKEeHHS
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnagy. 3miHa y KopoTkii
XapaKkTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCyBaHHs Ha MiAcTaBi
perynsipHoO OHOBMOBAHOIO 3BIiTY 3
6e3nekun nikapcbkoro 3acoby, abo
pocrnigpkeHb 3 6e3neku 3acTocyBaHHS
nikapcbKkoro 3acoby B
nicnspeecTpauiiHuin nepioa, abo sk
pes3ynbTar OUiHKW 3BiTY 3 OCNIMKEHb,
NpOBEAEHMX BigMNoOBIAHO A0 NnaHy
negiaTpuyHmx gocnimkeHrs (PIP) (3miHy
Y3roA>KEHO 3 KOMNETEHTHUM
YNOBHOBaXXEHVM OpraHom)
"MpoTunokasaHHs", "B3aaemogis 3
iHWMMM nikapcbkumm 3acobamm Ta iHLWi
Buau B3aemogin”, "OcobnueocTi
3acTocyBaHHs" BignoBigHoO A0
OHOBIeHoT iHdopmaLlii 3 6e3neku
LitoYoi pevoBrHN. BBegeHHs 3MiH
npoTdarom 3-x micauis nicns
3aTBEpPOKEHHS

72.

OE30®EMEH 75

TabneTkn, BKpUTI
nniBkoBO 0BONOHKOIO,
no 0,075 wmr; no 28
Tabnetok y bnictepi; no
1 abo no 3, abo no 6
GnicTepiB y KapTOHHIN
Kopobui

Mibe TmeX
ApuHanmiTTenb

Himeyuunna

Mibe TmbX
ApuHanmiTTens

Himeyumna

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6.
KoHTponb AONOMIKHMX PEYOBUH.
3amiHa pxxepena ofepxaHHs
[OOMOMDXHOT peqoBMHU abo peakTuBy,
LLIO CTAHOBUTb PU3MK Nepepadi
36yaHukiB ME (iHWi 3MiHK) 3miHa
nocravarnbHuKa CyMmiLli Ans NniBKOBOro
nokpuTTSA TabneTok. Ak Hacnigok,
YTOYHEHHS Ha3BW MNIBKOBOrO MOKPUTTSI.
OHoBneHHs1 iHpopmalii y p. 3.2.P.4 Ta
YTOYHEHHS Ha3BW PEYOBUH, SiKi BXOAATb
[0 cknagy nniBkoBOro NOKPUTTSL.

3a
peuenmom

UA/16503/01/01

73.

OEHOBEI/b 30

TabneTkn, BKpUTI
NNiBKOBOIO 0BOOHKOM,
no 0,03 mr/2 mr; no 21
TabneTui y 6nictepi; no
1 abo no 3, abo no 6

Mibe MTMB6X
ApuHaimiTTenb

Himeyuunna

Mibe MmM6X
ApuHaimiTTenb

Himeyunna

BHECEHHS 3MiH IO peecTpaLiiHnX
marepianis: 3MiHu | Tuny - 3MiHn 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTponb JOMNOMDKHUX PEYOBUH.
3amiHa pxeperna ogepXaHHs

3a
peuenmom

UA/15836/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

6nicTepiB y KapTOHHIl
Kopobui

[OMOMiXHOI pevoBKHY abo peakTuBy,
L0 CTaHOBUTL PU3MK Nepeaadi
36yaHukiB [E (iHWi 3MiHK) 3miHa
nocravanbHuKa CyMmiLli AN nNniBKOBOro
NoKpUTTSA TabneTok. Ak Hacnigok,
YTOYHEHHS Ha3BW MNIBKOBOrO MOKPUTTS.
OHoBneHHs iHpopmauii y p. 3.2.P.4 Ta
YTOYHEHHS Ha3BW PEYOBUH, SKi BXOAATH
[0 cknagy NniBkOBOroO MOKpUTTA

74.

OEHOBEIJb 30

TabneTku, BKpUTI
NniBKOBOIO 0BOOHKOM,
no 0,03 mr/2 mr; no 21
Tabnetui y 6nictepi; no
1 abo no 3, abo no 6
6nicTepiB y KapTOHHIN
Kopobui

Mibe MmbX
ApuHanmiTTenb

Himevunna

Mibe MmbX
ApuHanmiTTenb

Himevumna

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | Tuny - 3miHn Wwopao
6e3nekn/edPekTMBHOCTI Ta
apmakoHarnsagy (iHLwi 3miHm)
3MiHM BHeceHi o iHCTpyKuUii ons
MEeOUYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3aginu: "lMpoTunokasaHHs",
"B3aemogis 3 iHWUMK NikapCbKUMKN
3acobamu Ta iHWi Buan B3aemopain",
"OcobnuBocTi 3acTocyBaHHS"
BiANOBIAHO 4O OHOBMNEHOI iHdbopMaLlii 3
6e3neku fitounx pevoBuH. 3minn Il Tuny
- 3MiHu wopno 6esnekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTKii
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKUii Ans
MELNYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHmnx/GionoaibHNx
nikapcbkux 3acobiB nicns BHECEHHS Tiel
caMoi 3MiHU Ha pedepeHTHUI
npenapar (3miHa, Ky HeobxiaHo B
noAanbLoMy o0r'pyHTyBaT HOBUMM
[0[aTKOBMMU AaHUMK (Hanpuvknag
NOPIBHSAHHICTb GioNoriYHMX Nikapcbknx
npenaparis)) 3MiHN BHECEHI A0
IHCTPYKUIT ANS Mean4HOro
3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3ainu: "lMoka3aHHA", a TaKoX y
po3ainu: "MNpoTunokasaHHs",
"B3aemogisi 3 iHW1MK fikapCbKUMun
3acobamu Ta iHWi Buam B3aemonin",
"OcobnuBocTi 3acTocyBaHHS",
"8acTocyBaHHs1 y nepio BariTHocTi abo
rofgyBaHHs rpyaarw”, "3aaTHicTe
BMMAMBATU Ha WBUAKICTb peakuii npu
KepyBaHHi aBTOTpaHCnopTom abo
iHWKMK MexaHismamu”, "Oitn"
(yTouHeHHs iHdopmaLii), "MobivHi
peakuii” BignosigHo Ao iHpopmaii
L1040 MEAMYHOrO 3aCTOCYBaHHS

3a
peuenmom

UA/15836/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

pedepeHTHOro nikapcbkoro 3acoby
(KAHIH®, TabneTku, BKpUTI
060omnoHKo)

75.

OEPMABIH

ma3b no 15 ry Ty6i; no 1
Ty6i y nayui 3 KapToHy

TOB "®3
"BIOGAPMA"

YkpaiHa

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. BeeaerHs abo 3miHn
00 y3aranbHEeHUX AaHnx Npo cuctemy
capmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHnX Npo cucTemy
dapmakoHarnsay, aMmiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 3[iNCHEeHHs bapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
3asBHMKA ANS 3A4iINCHEHHS
bapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
hapmakoHarnsgy (Bkrovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MmiLLieHHI MacTep-anna cuctemm
apmakoHarnsgy) - 3miHa
yrNoBHOBaXeHoi ocobu, BianosiganbHoi
3a 3[iNCHeHHA hapmakoHarnagy:
lMponoHoBaHa pepakuis — Ourac fiaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHUX YyNOBHOBaXEHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsgy

3a
peuernmom

UA/14273/01/01

76.

OUKNO®EHAK
HATPIIO

kancynu rno 25 mr; no 10
kancyn y 6nictepi, no 3
onictepu y kopobui 3
KapTOHY

TOB "XapkiBCbke
dapmMaueBTUYHe
niagnpueMcTBo
"3popoB'st Hapoay"

YkpaiHa

TOB "XapkiBCbke
dapmMaueBTUYHe
nianpYeEMCTBO
"3popos.'a Hapoay"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
MaTepianis:
3MiHu | TMny - 3MiHK Woao
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHEHUX AaHUX NpPo CUCTeMy
capmakoHarnsgy (BBeLeHHs
y3aranbHeHVX JaHuX Npo cuctemy
dapmakoHarnsay, aMiHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[ilCHeHHs1 hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3asBHMKA NS 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bi YyNOBHOBaXeHOi ocobu,
BiANOBIOANbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (Bkrovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm

3a
peuernmom

UA/1477/01/01




45

[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
dapmakoHarnsgy) - Airova pegakuis:
yrnoBHOBaxeHa ocoba 3asiBHWKa,
BignosigansHa 3a hapMakoHarnsg —
MypasiioBa OkcaHa OnekcaHapisHa.
lMponoHoBaHa pefakuis: ynoBHOBaXeHa
ocoba 3asiBHUKa, BianosigansHa 3a
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[OaHnX yrnoBHOBaXeHOI 0COOU 3asiBHWKa,
Bi4NoBiganbHoi 3a papMakoHarnsag
77. OUMEOPON po34MH ans iH'ekuin, 10 MAT "Tanuudapm" YkpaiHa MAT "Tanuucapm" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/4950/01/01
Mr/mn no 1 mn B amnyni; MaTepianis: peuenmom
no 10 amnyn y 3MiHK | TMMy - 3MiHa nocTavanbHWKa
KOHTYPHIW YapyHKOBIV nakyBanbHUX MaTepianis abo
ynakosui, no 1 KOMMEKTYOUNX - BUNYYEHHS
KOHTYPHI/ YapyHKOBIl iHopMaUii LLoao Ha3B BUPOOHUKIB
ynakoBui B nayui; no 1 NepBUHHOI YNaKoBKM (ammnyrn) 3 po3ainy
M B amnyni, no 10 3.2.P.7. Cuctema ynakoBka/yKynopka
amnyn y kopobui peecTpaLiiHOro Aocbe
78. OUnPO®ON® emynbCis Ans iHdysin, MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15942/01/01
EOTA 10 mr/mn no 20 mn B MaTepianis: peuenmom
amnyni; no 5 amnyn y 3MiHuM | TUNY - 3miHa y cknagi
nayui, no 20 mn y (mONOMIXXHMX peYoBUHAX) rOTOBOrO
dnakoHi; no 1 abo 5, nikapcbkoro 3acoby - byab-sika
a6o no 10 cpnakoHiB y He3HayHa 3MiHa KifbKiCHOro cknaay
nayui, no 50 mn y OOMOMDKHUX PEYOBUWH Y FOTOBOMY
nakoHi; no 1 nakoHy nikapcbkomy 3acobi. 3anponoHoBaHo:
y nayui no pH 9,9-10,0 (3rigHo oo
3aTBepaKeHoi pernameHTauii pH Ha
BiANOBIAHIV cTaAii BUpobHuUTBa)
79. ANNPO®ON® emynbCia Ang iHdysin, MAT "dapmak” YkpaiHa MAT "dapmak” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/15942/01/02
EOTA 20 mr/mn no 20 mn B MaTepianis: peuenmom
amnyni; no 5 amnyn y 3MiHuM | TUNY - 3miHa y cknagi
nayui, no 20 mn y (BONOMiXKHMX peyoBUHaX) roTOBOro
chnakoHi; no 1 abo 5, nikapcbkoro 3acoby - byab-sika
a6o no 10 pnakoHiB y He3HayHa 3MiHa KifbKiCHOro cknaay
nayyi, no 50 mn y [OMOMKHUX PE4YOBUH Y FOTOBOMY
dnakoHi; no 1 pnakoHy nikapcbkoMy 3acobi. 3anponoHoBaHo:
y nayui no pH 9,9-10,0 (3rigHo oo
3aTBepKeHOi pernameHTauii pH Ha
BiANoOBIgHIV cTaaii BUpobHULTBA)
80. OUDEPENIH® NOpoLLOK No 22,5 mMr Ta IMCEH ®APMA PdpaHLuis BUPOOHMLTBO, LLiseviLapis/ BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/9454/01/02
PO3YMHHUK ANst nepBUHHE Himeuumna/ MaTepianis: peuenmom
cycneHsii ans iH'exuin 3 nakyBaHHs, ®paHuia 3MiHu | TUny - 3MiHK Wwopao

NPOSTOHrOBaHNM
BUBINbHEHHSM, 1
(hrnakoH 3 MOPOLLKOM Y
KOMMNMEKTi 3
PO34YMHHMKOM (BoAa Anis

KOHTPOIb SIKOCTi Ta
BMNPOGYBaHHS Ha
CTabinbHICTb:
MOPOLLIOK:
Hebiodhapm Picepy

6e3nekn/eeKkTUBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHu
[0 y3aranbHeHWX AaHnX Npo cucTemy
apmakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHUX Npo cUCTeMy
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
iH'ekwin) no 2 mn B eHa MaHydak4yypuHr dapmakoHarnsay, aMmiHa
amnynax Ne 1, 1 C.A., Weewuapis; yrNoBHOBaXeHoi ocobu, BignosiganeHoi
6nictepom, Lo MiCTUTb BUPOBHMLTBO, 3a 3[iNCHEeHHs hbapmakoHarnsay;
1 wnpuuy Ans iH'ekuin Ta nepBuHHe KOHTaKTHOi 0cobu 3 hapmakoHarnsagy
2 iH'eKUiHI ronku y nakyBaHHs Ta 3asiBHMKa AN 34iNCHEHHS
KapTOHHiI kopooLi KOHTPOSb SKOCTi: dapmakoHarnsagy B YkpaiHi, KO BOHa
PO3YMHHUK: rameribH BiAMiHHa BiO yNOBHOBaXeHOi ocobu,
thapmaueBTikana BiANoBiganbHOI 3a 34iNCHEHHS
'mM6X, HimeuumHa; hapmakoHarnsgy (Bknovawym
CEHEKCI, ®paHuis; KOHTaKTHi AaHi) Ta/abo 3miHn y
BTOPUHHE PO3MiLLEeHHI MacTep-ganna cuctemm
nakyBaHHs, BUNYyCK apmakoHarnsgy) - 3miHa
cepin: INCEH yMOBHOBaXeHoi ocobw, BignosigansHoI
®APMA BIOTEK, 3a 3fifcHeHHs papmakoHarnsagy: fditova
®paHuin pepakuis — [-p Kpuctuna N.CtpatT (Dr
Kristina L.Strutt). MponoHoBaHra
pepakuis — O-p Mitep Wynby, (Peter
Schulz). 3MiHa KOHTaKTHMX AaHKX
ynoBHOBaxeHoi ocobu. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOi 0cobu
BiQNOBiQanbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy B YkpaiHi
81. OIArnI3ana® Tabnetku no 80 mr, no MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/6986/02/01
10 TabneTok y 6nictepi; marepianis: peuenmom
no 3 abo no 6 6nictepis 3MiHM | TUNy - 3miHa po3mipy cepii
y nayi 3 KapToHy (Bkntovatoum dianasoH po3Mipy cepii)
roTOBOrO fikapcbKkoro 3acoby -
BHECEHHS 40AAaTKOBOro po3Mipy cepii.
BanponoHoBaHo: 100 kr (666 Tuc.
Tabn.), 400 kr (2666 Tuc. Tabn.)
82. LIA3ENAM-3H Tabnetkn no 5 mrno 10 TOB "XapkiBCbke YkpaiHa TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/10535/01/01
TabneTok y 6nictepi; no dapmMaueBTUYHe dapmMaueBTUYHe MaTepianis: peuenmom
2 6nictepu y kopobui 3 niagnpueMcTBo nianpYeEMCTBO 3MiHn | TUny - 3MiHM Wwopao

KapToHY

"3popoB'st Hapoay"

"3popos.'a Hapoay"

©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHEHUX AaHUX NpPo CUCTeMy
hapmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHuX Npo cuctemy
dapmakoHarnsay, aMiHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[ilCHeHHs1 hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asBHMKA NS 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, KO BOHa
BiAMiHHa Bi YyNOBHOBaXeHOi ocobu,
BiANOBIOANbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (Bkrovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

dapmakoHarnsgy) - Airova pegakuis:
yrnoBHOBaxeHa ocoba 3asiBHWKa,
BignosigansHa 3a hapmakoHarnsg —
MypasiioBa OkcaHa OnekcaHapisHa.
lMponoHoBaHa pefakuis: ynoBHOBaXeHa
ocoba 3asiBHUKa, BianosigansHa 3a
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[OaHnX yrnoBHOBaXeHOI 0COOU 3asiBHIKA,
Bi4NoBiganbHoi 3a papMakoHarnsag

83.

AOIOKOP COJ10
160

TabneTkn, BKpUTI
NniBKOBOK 0BOMOHKOLO,
no 160 mr no 10
TabneTok y 6nictepi; no
1 abo 3, abo 4, abo 9
6nicTepiB y KapTOHHIN
navuj

TOB "®apma Crapt"

YkpaiHa

TOB "dapma Ctapt”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHM | TUMy - 3MiHW y BUPOBHMLTBI -
BHECEHHS 3MiH 4O po3inis
peecTpauinHoro gocke, 3.2.P.3.3. Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOM
npouecy. Ta 3.2.P.3.4. KoHTpornb
KPUTUYHMX CTaAin i IPOMDKHOT
NPOAYKLi, y 3B’A3Ky 3 HEOOXiAHICTIO
YTOYHEHHS iHdopMaLlii CTOCOBHO
HaHeCeHHs HoMepy cepii Ta TepMiHy
NpyAaTHOCTI Ha cTagisx «PacyBaHHA»
Ta «YnakoBkay, L0 06yMOBNeHO
TEXHOSOMYHOK MOXIMBICTIO HAHECEHHS
HOMepy cepii Ta TepMiHy NpuaaTHOCTI —
MeTOAOM ApYKY B AONOBHEHHS [0
MeToAy HaHECEHHS BiOTUCKY; -
BHECEHHS 3MiH 40 pOo3Ainy
peecTpauiiHoro gocke, 3.2.P.3.5.
Banigauis npouecy Ta/abo 1noro ouiHka,
y 3B’513Ky 3 HEOOXiHICTIO KOPUIryBaHHS
CcxeMu Banigadii TeXHOMNoriYHoro
npotiecy BUpOGHMLITBA CTOCOBHO
KOHTPOSbHMX TOYOK, @ came
nepeHeceHHs NoKasHukiB 3i ctagii: 1.
OpHopigHiCTb BMICTY 3 rpaHynaTy Ha
KiHLEBY cymill (TabneTtkoBa maca); 2.
KinbkicHe BU3Ha4YeHHs 3 rpaHynaTy Ha
KiHLEBY cymiw (TabneTkoBa Maca);
Crapia «KanibpysaHHs Ta
ONyAptOBaHHS rpaHyn» € 0CTaHHLO
cTagieto, WO nepeaye noginy 3aranbHoi
Macu Ha [O30BaHi oauMHUL, Y 3B’A3KY 3
YMM KOHTPOIb KPUTUYHMX MOKA3HUKIB
sikocTi «OgHOpPIAHICTE BMICTY» Ta
«KinbkicHe BU3Ha4YeHHsA» ANS KiHUEBOI
cymiwi (TabneTkoBoi Macu) AO3BONUTL
B MaKCUMarbHOMY CTyMeHi
oxapakTepu3yBaTy TOMOTEHHICTb i

3a
peuenmom

UA/11341/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

HeobXigHUIA BMICT Ail04MX PEYOBVH B
pamkax ob’emy Bciei cepii. Takox
TabneTkoBa Maca BOMogie KpaLmmm
TEXHOSOMYHUMM BrACTUBOCTSIMU, LLO
[03BOJISIE OTPMMATH MaKCMMarbHO
penpe3eHTaTUBHUIA 3pa3oK B pamkax
icHytounx meTogiB Bigbopy npob. 3miHu
[03BONATbL NiABULLNTY pPiBEHb
BMNEBHEHOCTI BiAHOCHO €hEKTUBHOCTI
TEXHOMOriYHOro NpoLecy Ta SAKOCTi
BMpOGneHoi Nnpoaykuii. 3mMiHu He
CTOCYIOTbCS TEXHOJOTNYHOro npoLecy
BUPOOHMLTBA, a TifbKN NEePEHECEHHSI
TOYOK KOHTPOJO

84.

OIOKOP CONo
160

TabneTkn, BKpUTI
NNiBKOBOIO 0BOMNOHKOM0,
no 160 mr in bulk: no 7
Kr TabneTok B nakeTax
KOHTEeVHepax

B

TOB "®apma Crapt"

YkpaiHa

TOB "dapma Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHM | TNy - 3MiHW Y BUPOBHWLTBI -
BHECEHHS 3MiH [0 po3Ainis
peecTpauinHoro gocke, 3.2.P.3.3. Onuc
BMPOGHMYOro NpoLEeCcy Ta KOHTPOIO
npouecy. Ta 3.2.P.3.4. KoHTponb
KPUTUYHMX CTagin i IPOMDKHOT
npoaykuii, y 38’s3ky 3 HeobXigHicTo
YTOYHEHHS iHdopMaLii CTOCOBHO
HaHeCeHHs HoMepy cepii Ta TepMiHy
npuaaTHOCTI Ha cTagisx «PacyBaHHA»
Ta «YnakoBkay, L0 06yMOBMNEHO
TEXHOMOTIYHO MOXITUBICTIO HAHECEHHS
HOMepy cepii Ta TepMiHy NpuaaTHoOCTI —
MeTOAOM ApYKY B AONOBHEHHS [0
MeToAy HaHECEHHS BiATUCKY; -
BHECEHHS 3MiH 4O po3ainy
peecTpauiiHoro gocke, 3.2.P.3.5.
Banigauis npouecy Ta/abo 1noro ouiHka,
y 3B’s13Ky 3 HEODOXiHICTIO KOPUryBaHHsI
CcxeMu Banigadii TeXHOMNoriYHoro
npotiecy BUPOGHMLITBA CTOCOBHO
KOHTPOMbHUX TOYOK, a came
nepeHeceHHs NoKasHukiB 3i ctagii: 1.
OpHopigHICTb BMICTY 3 rpaHynaTy Ha
KiHLEBY cymill (TabneTkoBa mMaca); 2.
KinbkicHe BU3Ha4YeHHs 3 rpaHynaTy Ha
KiHLeBY cymiw (TabneTkoBa maca);
Cragis «KanibpyBaHHs Ta
ONyAptOBaHHS rpaHyn» € 0CTaHHbLO
cTagieto, Lo nepeaye noginy 3aranbHoi
Macu Ha JO30BaHi oAuHUL, y 3B’A3KY 3
YMM KOHTPOIb KPUTUYHMX MOKA3HUKIB
sKocTi «OgHOPIAHICTE BMICTY» Ta

UA/11342/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

«KinbkicHe BU3Ha4YeHHsA» ANS KiHUEBOI
cymiwi (TabneTkoBoi Macu) 4O3BONUTL
B MaKCUMarbHOMY CTyneHi
oxapakTepusyBaTu FOMOrEHHICTb i
HeOoOXiaHMI BMICT [il0UMX PEYOBUH B
pamMkax ob’emy Bci€ei cepii. Takox
TabneTkoBa Maca BONOAiE Kpalnmm
TEXHOSOMYHMMU BIIACTUBOCTAMM, LLO
[03BOJISIE OTPMMATH MaKCMMarbHO
penpeseHTaTMBHUIA 3pa30K B pamKax
icHytouMx meToaiB Bigbopy nNpob. 3MiHu
[03BONATbL NiABULLNTY pPiBEHb
BMEBHEHOCTI BiAHOCHO e(EeKTUBHOCTI
TEXHOIOri4YHOro NpoLecy Ta SKOCTi
BMpOGneHoi Npoaykuii. 3mMiHu He
CTOCYHOTbCS TEXHOJIOMYHOro NpoLecy
BUPOBHMLTBA, a TiNbKN NepeHECEeHHs!
TOYOK KOHTPOJO

85.

OIOKOP CONo
80

TabneTkn, BKpUTI
NniBKOBOK 0BGOMOHKOLO,
no 80 mr no 10 TabneTok
y bnictepi; no 1 abo 3,
abo 4, abo 9 6nictepiB y
KapTOHHIN navui

TOB "®apma Crapt"

YkpaiHa

TOB "dapma Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHW | TUMy - 3MiHW Y BUPOBHWLTBI -
BHECEHHS 3MiH [0 po3AiniB
peecTpauinHoro gocke, 3.2.P.3.3. Onuc
BMPOOHMYOro NpoLecy Ta KOHTPOIO
npouecy. Ta 3.2.P.3.4. KoHTponb
KPUTUYHKX CTagin i NPOMDKHOT
npoaykuii, y 38’s3ky 3 HeobXigHicTio
YTOYHEHHS iHdOopMaLlii CTOCOBHO
HaHeCeHHs1 HoMepy cepii Ta TepMiHy
npuaaTHOCTI Ha cTagisx «PacyBaHHA»
Ta «YnakoBkay, L0 06yMOBNEHO
TEXHOINOTYHOK MOXIUBICTIO HAHECEHHS
HOMepy cepii Ta TepMiHy NpuaaTHOCTI —
MeToAOM APYKY B AOMOBHEHHS A0
MeTOAY HaHECEHHS BIiATUCKY; -
BHECEHHS 3MiH 4O po3ainy
peecTpauiiHoro gocee, 3.2.P.3.5.
Banigauis npouecy Ta/abo 1noro ouiHka,
y 3B’s13Ky 3 HEODOXiHICTIO KOPUryBaHHsI
cxemu Banigaujii TeXHONoriYHoro
npouecy BUPOBGHMLITBA CTOCOBHO
KOHTPOSbHUX TOYOK, @ came
nepeHeceHHst MoKasHukiB 3i ctagii: 1.
OpHopigHiCTb BMICTY 3 rpaHynaTy Ha
KiHLEBY cymill (TabneTkoBa mMaca); 2.
KinbkicHe BM3Ha4YeHHsI 3 rpaHynaTy Ha
KiHLEeBY cymiw (TabneTkoBa Maca);
Cragis «KanibpysaHHs Ta
OMNyApIOBaHHS rpaHyn» € 0OCTaHHbLO

3a
peuernmom

UA/11341/01/02




Ne n/n

Haszea

Popma eunycky

3asieHUK

Kpaina
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nikapcbKo20
3acoby

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

86.

LIOKOP CONO
80

TabneTkn, BKpUTI

TOB "dapma Crapt"

YkpaiHa

cTagieto, WO nepeaye noainy 3aransHoi
Macwy Ha [J030BaHi OAMHWLI, Y 3B’A3KY 3
UMM KOHTPOJSb KPUTUYHUX MOKa3HWMKIB
saKocTi «OgHOPIAHICTL BMICTY» Ta
«KinbkicHe BU3Ha4YeHHSA» ANS KiHUEeBOi
cymiwi (TabneTkoBoi Macu) 4O3BONUTL
B MaKCUMMaribHOMY CTYMeHi
oxapakTepusyBaTu FOMOTEHHICTb i
HeOoOXiaHMI BMICT [il0UMX PEYOBUH B
pamkax o6’emy Bciei cepii. Takox
TabneTkoBa Maca BOMogie KpaLmmm
TEXHOSIOMYHMMUN BrIACTUBOCTAMM, LLO
[03BOJISIE OTPUMATU MaKCUMarnbHO
penpe3eHTaTUBHUIA 3pa3ok B pamkax
icHytouMx meToaiB Bigbopy npob. 3MiHu
[03BONSATh NIABULLMTU pPiBEHb
BMEBHEHOCTI BiAHOCHO €hEKTUBHOCTI
TEXHOIOri4YHOro NpoLecy Ta SKOCTi
BMpOGNeHoi Npoaykuii. 3mMiHM He
CTOCYIOTbCSI TEXHOJONYHOro NpoLecy
BUPOBHMLTBA, a TiNbKN NepeHECEeHHs!
TOYOK KOHTPOIO

NniBKOBOK 0BGOMOHKOLO,
no 80 wr in bulk: no 6 kr
TabneTok B NakeTax B
KOHTenHepax

TOB "dapma Ctapt”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:
3MiHM | TUMY - 3MiHW Y BUPOBHMLTBI -
BHECEeHHS 3MiH 40 po3ainis
peecTpauinHoro gocke, 3.2.P.3.3. Onuc
BMPOBHWYOro MPOLECy Ta KOHTPOIO
npouecy. Ta 3.2.P.3.4. KoHTponb
KPUTUYHKX CTagin i NPOMDKHOT
npoaykLii, y 38’a3Ky 3 HeOOXigHiCTIO
YTOYHEHHS iHdopMaLii CTOCOBHO
HaHeCeHHs1 Homepy cepii Ta TepMiHy
NpUAAaTHOCTI Ha cTagisx «PacyBaHHA»
Ta «YnakoBkay, L0 06yMOBMNEHO
TEXHOINOTYHOK MOXIUBICTIO HAHECEHHS
HOMepy cepii Ta TepMiHY NpuaaTHOCTI —
MeTOAOM ApYKY B JONOBHEHHS A0
MeTOAY HaHECEHHS BIiATUCKY; -
BHECEHHS 3MiH 10 po3Ainy
peecTpauiiHoro gocke, 3.2.P.3.5.
Banigauis npouecy Ta/abo 1oro ouiHka,
y 3B’513Ky 3 HEODOXiHICTIO KOPUIryBaHHsI
cxeMu Banigadii TeXHOMNoriYHoro
npouecy BUPOBGHMLITBA CTOCOBHO
KOHTPOMBHUX TOYOK, a came
nepeHeceHHs NoKasHukiB 3i ctagii: 1.
OpHopigHicTb BMICTY 3 rpaHynaTy Ha

KiHLeBY cymill (TabneTtkoBa maca); 2.

UA/11342/01/02
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

KinbkicHe BU3Ha4YeHHs1 3 rpaHynaTy Ha
KiHLEeBY cymiw (TabneTkoBa Maca);
Cragisa «KanibpyBaHHs Ta
OnyJptOBaHHS rPaHyn» € 0OCTaHHLO
cTagieto, WO nepeaye Noainy 3aransHoi
Macwu Ha [J030BaHi OAMHWLI, Y 3B’A3KY 3
YMM KOHTPOIb KPUTUYHMX MOKA3HUKIB
sikocTi «OgHOPIAHICTE BMICTY» Ta
«KinbkicHe BU3Ha4YeHHSA» ANS KiHUEeBOi
cyMiLui (TabneTkoBOi Macu) 4O3BONUTL
B MaKCUMMarbHOMYy CTYyrMeHi
oxapakTepusyBaTu FOMOTEHHICTb i
HeobXiAHMI BMICT Lil04NX PEHOBUH B
pamkax ob’emy Bciei cepii. Takox
TabneTkoBa Maca BOMogie KpaLumMmm
TEXHOJOMYHUMM BIIACTMBOCTSIMU, LLO
[03BOJISIE OTPMMATH MaKCMMarbHO
penpe3eHTaTUBHUIA 3pa3ok B pamkax
iCHytouMXx meToAiB Bigbopy nNpob. 3MiHn
[03BONATbL NiABULLNTY pPiBEHb
BMNEBHEHOCTI BiAHOCHO €hEKTUBHOCTI
TEXHOMOriYHOro NpoLecy Ta SAKOCTi
BMpOGneHoi Npoaykuii. 3mMiHu He
CTOCYIOTbCSI TEXHOJONYHOro NpoLecy
BUPOOHMLTBA, a TifbKN NEePEHECEHHSI
TOYOK KOHTPOItO

87.

OOKCOPYBILUUH
-TEBA

KOHLieHTpaT Ans
pO34uHy Ans iHdysin, 2
mr/mn no 5 mn (10 mr),
abo no 10 mn (20 wmr),
a6o no 25 mn (50 mr) y
dnakoHi; no 1 pnakoHy
y kopobui

Tesa ®apmaueBTikan
IHpacTpis JlTa.

I3painb

dapmaxemi 5.B.

Higepnangn

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHK | TUNY - 3MiHa Byab-AKOi YacTUHW
mMaTtepiany nepBMHHOI YNakoBKK, O He
KOHTaKTy€e 3 FOTOBMM NiKapCbKUM
3acobom (Hanpuknag Konip KpULLEYoK 3
KOHTPOMEeM MepLLOoro BiAKpUTTS, KOnMip
KOAOBUX Kineup Ha amnynax,
KOHTeWHepa Ans ronok (pisHi Buau
nnactmacu) - BHECEHHs 3MiH A0
peecTpaLiiHux MaTepianiB: BBEAEHHSs
anbTepHaTMBHOrO Matepiany Myt
dnakoHy (Or1C), wo 6GionoriyHo
po3knagaeTbCcs (HaHeCEHHS Ha drakoH
npo3opoi 06OMNOHKN 3 OPIEHTOBAHOIO
nonictepona (OMNC)) 3 BianosigHUMu
3miHamm y p. 3.2.P.7. Cuctema
KOHTEeWHep/ 3aKyrnoptoBanbHui 3acib, p.
3.2.P.3.3. Onuc BupobHmyoro npouecy
Ta KOHTponto npouecy Ta p. 3.2.P.3.5.
Banigauis npouecy Ta noro ouiHka.
BHeceHHs1 pegakuiviHux 3MiH y po3ainu
MaTepianiB peecTpauiiHoro oCke: - y

3a
peuenmom

UA/9704/02/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

p. 3.2.P.7. Cucrema
KOHTeWHep/3aKynoptoBanbHuUiA 3acio
3a3HayeHo akTyanbHy Ha3By
noctavanbHuKa CKNsHMX OnakoHis
Nipro PharmaPackaging Germany
GmbH (nonepegHi Ha3Bu:
Munnerstadter Glaswarenfabrik GmbH,
MGlass AG and Nipro Glass Germany
AG); - 3p. 3.2.P.7. Cucrema
KOHTeNHep/3akyrnoptoBanbHuUiA 3acid
BUIYYeHO iHbopmaLito LWoAo agpecu
BMPOGHWKIB NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs; - y p. 3.2.P.7. Cucrtema
KOHTeWHep/3aKkynoptoBanbHUiA 3acio
nopaTok 14a iHdopmadito Woao
BTOPWHHOI YNaKkoBKW PO3AiNeHo Ha
OKpeMi oAaTKK, B IKUX 3a3HAYEHO
TeXHiYHi cneundikaii Ha pisHi MydTH
(3aTBEPOKEHY Ta 3aMpPOMNOHOBAHY); - y
p. 3.2.P.3.3. Onuc BMpoGHM4oro
npoLiecy Ta KOHTPOIto npolecy cragis
Bi3yarnbHOro KOHTPONio i cTadis
OropTaHHs My TO 3a3HayeHi K
oKpeMi cTagil, Togi SIK y nonepeaHin
Bepcii po3ainy ui Asi ctagii byno
BKa3aHO sIK OJHY; - OHOBIIEHHS P.
3.2.P.3.3. Onuc BnpobHmYoro npouecy
Ta KOHTporto npouecy Ta 3.2.P.3.5.
Banigauis npouecy Ta noro ouiHka
(nepeHeceHHs iHdopmaLii Wwoao
npoLecy HaHeceHHs MyddTu 3 po3giny
3.2.P.3.3. Onuc BnpobHmyoro npouecy
Ta KoHTponto npouecy go p. 3.2.P.3.5.
Banigauis npouecy Ta/abo 1oro oujiHka)

88.

OOJIAPEH®

Tabnetku Ne 4 (4x1) - no
4 Tabnetku y bnicTepi;
no 1 6nictepy B
nanepoBOMY KOHBEPTI,
Ne 200 (4x50) - no 4
TabneTkn y 6nictepi; no
1 6nictepy B
nanepoBOMy KOHBEPTI,
no 50 nanepoBux
KOHBEPTIB Y KapTOHHIN
kopo6ui; Ne 10 - no 10
TabneTtok y bnicrepax;
Ne 10 (10x1) - no 10
TabneTok y 6nictepi; no
1 6nicTepy B KApTOHHI

Habpoc ®apma lBT.
nTo.

IHAis

Habpoc dapma lBT.
nTo.

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu Il Tuny - 3miHn 3
skocTi. [oToBMI Nikapcbkui 3aci6. Onuc
Ta cknag. 3miHa y cknagi (BonoMiKHUX
peYOBMHAX) FOTOBOTO fiKapCbKOro
3acoby (iHWi JONOMiXHI peYOBUHM) -
AxicHi abo KinbKiCHI 3MiHM WOA0 OAHIET
abo ekinbKox AONOMKHUX PEYOBUH,
AKi MOXYTb 3HAYHO BMMHYTU Ha
6e3neky, skicTb abo edpeKTUBHICTb
roTOBOrO NikapcbKoro 3acoby
3 BiANOBIAHUM BUITYYEHHSAM 3i
cneundikauii i MmeToaiB KOHTPOIO
iaeHTudiKauii i KinbKiCHOro BU3HaYeHHs!
HaTpilo MeTunnapabeHy i HaTpi

3a
peuernmom

UA/1004/02/01
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
kopo6uj; Ne 100 nponunnapabeny
((10x1)x10) - no 10
TabneTok y 6nictepi; no
1 6nicTepy B KapTOHHIN
kopobui; no 10 kopobok
B kopobuij; Ne 100
(10x10) - mo 10
TabneTok y 6nictepi; no
10 GnictepiB y
KapTOHHiN kopobui
89. OOLETAKCEI- KOHUEHTpaT ans TeBa ®apmaueBTikan I3painb Axtagic Itani C.n.A. ITania BHECEHHS 3MiH 4O peecTpauinHuX 3a UA/13625/01/01
TEBA po3uunHy Ans iHdysin, 20 IHpacTpis NTA. marepianis: peuenmom
mr/mn, no 1 mn abo no 4 3MiHN | TURY - 3MiHW [0 IHCTPYKLUIT Ans
mn, abono 7 mny MEANYHOro 3aCTOCYBaHHS y po3ainu:
dnakoHi; no 1 donakoHy "B3aemogisi 3 iHW1MK NikapCbKUMM
B KOpOOUi 3acobamu Ta iHWi B1an B3aemopain",
"OcobnuBocTi 3acTocyBaHHS",
"MepenosyBaHHa", "TobIYHI peakuii”
3rigHO 3 AaHuMK Wwopao 6e3neku aitoyoi
peyoBuHV. BBeaeHHs 3miH npoTArom
3-X MicsLiB nicnsa 3aTBepAXeHHA
90. EBKANINTA nmcTs, no 50 r y naykax MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX bes UA/2124/01/01
NUCTA 3 BHYTPILUHIM NakeToMm; dapmaueBTMyHa dapmaueBTMyHa matepianis: 3miHu | Tuny - peuenma
no 1,5 r y ginbTp-nakerti, ¢abpuka "Biona" ¢abpuka "Biona" AJMiHiCTpaTUBHI 3MiHW. 3MiHa
no 20 cinbTp-nakeTiB y HanmeHyBaHHA Ta/abo agpecu
navui 3asiBHUKA (BnacHUKa peecTpaLinHoro
noceigyeHHs) 3miHa agpecu 3asBHUKa
91. EKBOPAN® Kancynu m'ski no 25 wmr, Tesa ®apmauesTikan I3painb TeBa Yex IHgacTpia Yecbka BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/7471/02/01
no 10 kancyn y 6nicTepi; IHpacTpis ITa. c.p.o. Pecny6nika MaTepianis: peuenmom
no 5 Gnictepis y kopoOui 3MiHu | Tuny - Buny4veHHs MNke-
cepTugikaTy BiaNoOBIAHOCTI
€Bponelicbkoi hapmakonei (R1-CEP
2001-028-Rev 00) ons 4onomMixkHoi
PEYOBWHY XenaTuH Bif, BXe
3aTBepakeHoro BupobHuka Geltech Co.
Ltd., Korea
92. EKBOPAI® Kancynu m'siki no 50 wmr, TeBa ®apmavesTikan I3painb TeBa Yex IHgacTpis Yecbka BHECEHHS 3MiH 10 peecTpauifiHmX 3a UA/7471/02/02
no 10 kancyn y 6nicTepi; IHpacTpis ITa. c.p.o. Pecny6nika MaTepianis: peuenmom
no 5 Gnictepis y kopoOui 3MiHu | Tuny - Buny4eHHs MNke-
cepTudikaTy BiaNoOBIAHOCTI
€Bponeicbkoi hapmakonei (R1-CEP
2001-028-Rev 00) ans gonomixHoi
PEYOBWHM XenaTuH Bif BXe
3aTBepakeHoro BMpobHuka Geltech Co.
Ltd., Korea
93. EKBOPAI® kancynu m'ski no 100 mr, | TeBa PapmaueBTikan I3painb TeBa Yex IHgacTpis Yecbka BHECEHHS 3MiH 40 peecTpauifHmX 3a UA/7471/02/03
no 10 kancyn y 6nicTepi; IHpacTpis IT4. c.p.o. Pecny6nika MaTepianis: peuenmom

no 5 Gnictepis y kopoOui

3MiHu | Tuny - BunyyveHHs MNE-
cepTudikaTy BigNnoBiAHOCTI
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
€sponeicbkoi hapmakonei (R1-CEP
2001-028-Rev 00) ans gonomixHoi
PEYOBVHM XenaTuH Bif, BXe
3aTBepakeHoro BupobHuka Geltech Co.
Ltd., Korea
94. EK3OOEPUN® nak ans Hirtie TOB "CaHpos YkpaiHa [003BiN Ha BUNYCK CnoseHis/ BHECEHHS 3MiH 40 peecTpauiiHnx bes UA/13688/01/01
JNAK nikysaneHun, 5 % YkpaiHa" cepii: INek HimeyunHa marepianis: peuenma
po34uH, no 2,5 mn abo 5 dapmaveBTUYHa 3MiHM | TUNY - 3MiHa Y NEPBUHHIN
My dnakoHi; no 1 KOMnaHisi g.4., ynakoBLi FOTOBOro NikapCbKkoro 3acoby -
nakoHy pasom 3 10 CnoseHis; 3aMiHa BKMaAKN Ans KPULLKK OnakoHy 3
nonaroykamu, 30 BUPOOHMLITBO NOpUCTOro NonieTUneHy, BKpUTOro
TamnoHamu ansi Hepo3dhacoBaHoi TedprioHom 3 ogHoro Goky (TedprioHoBe
oumnweHHs Ta 30 npoaykLuii, nepBuHHe noKpuUTTS 3 BOKY MPOAYKTY) Ha BKNaaKy
nUIoYKaMun 4ns HirTie y Ta BTOPUHHE 3 MOPWCTOrO MOMieTUNeHy, BKPUTOro
navui 3 KapToHy nakyBaHHs, TedprioHom 3 06ox Bokis
TecTyBaHHs: MNaynb
B. BerBepc M'mbX,
Himeuumnna
95. EK3OOEPUN® nak Ans Hirtie TOB "CaHnpos YkpaiHa [03BiN Ha BUMYCK CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHnX bes UA/13688/01/01
NAK nikyBanbHun, 5 % YkpaiHa" cepii: Ilek HimeuunHa marepianis: peuenma
po34uH, no 2,5 mn abo 5 dapmaueBTnyHa 3MiHn | Tuny - 3miHa dopmn abo
MmNy donakoHi; no 1 KOMMaHis A4.4., PO3Mipy KOHTenHepa 4n
dnakoHy pasom 3 10 CnoBeHis; 3aKynoptoBanbHOro 3acoby - BHECEHHS
nonarto4vkamu, 30 BUPOBHMLUTBO 3MiH 0O MaTepianiB peecTpauinHoro
TamnoHamu ansi Hepo3dhacoBaHoi pocke p. 3.2.P.7. Cuctema
oyuuieHHs Ta 30 NpoAyKLii, NepBuUHHe KOHTeWHep/3aKynoptoBarnbHuUiA 3aci6:
nUnoYKkamMu Ans Hirtie y Ta BTOPUHHE BKJTIOYEHHS aBTOMaTUYHOI
nauui 3 KApTOHy nakyBaHHS, iaeHTUgiIKaLii NNSWKY Wnsxom
TecTyBaHHs: Maynb HaHeCeHHs LIeHTPYHYOro Hanucy Ha aHi
B. Beneepc N'mbX, NSLWKX FOTOBOIO NiKapCbKOro 3acoby
HimeyunHa
96. EKOHA30Ny MOPOLLIOK (CyBCcTaHUist) y AT "Jlekxim-Xapkis" YkpaiHa OrnoH C.n.A. ITanis BHECEHHS 3MiH 10 peecTpauifHmX - UA/14304/01/01
HITPAT noABiNHMX NakeTax 3

nonieTuneny ans
BMPOGHMLUTBA
HecTepunbHNX
nikapcbknx opm

matepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NpoBaAXXeHHS AiAnbHOCTI BUPOOHMKa
(Bkrtoyatoun, 3a HeobxigHoCTi, micue
NpoBeEHHS KOHTPOJH SIKOCTi), abo
BnacHvKa mactep-canna Ha A®Il, abo
noctadanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTBECH Y
BUPOOHMLTBI ADI (SKLLO 3a3HaYeHOo y
[0Cbe Ha fnikapcbkuii 3acib) 3a
BiCYyTHOCTi cepTudikaTta BiAnoBigHOCTI
€Bponelicbkini hapmakonei y
3aTBepAKeHOMYy Aocbke, abo BUPOBHWMKa
HOBOI JOMOMiXXHOI PE4YOBUHU (SKLLO
3a3HaYeHo y [OCbE) 3MiHa Ha3Bu




55 [IponoBxeHHs nonarka 3
Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
BMpobHuKka A®| ekoHazony HiTpaTy, 6e3
3MiHM MicList BUPOBHULITBA
97. EKCUNEHEM MOPOLLIOK AJ18 PO3HYNHY Ekcip ®apmacbioTukan IpaH Ekcip IpaH BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/13506/01/01
ans iH'ekuin no 1000 mr KomnaHi dapmacbioTukan MaTepianis: 3miHu | Tuny - 3miHun 3 peuenmom
y donakoHax Ne1 Komnami siKocTi. [0TOBMI Nikapcbkui 3acib.
CrabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOro MikapcbKoro 3acoby
(36inbLUeHHs1 TepMiHy NpuaaTHOCTI
roTOBOrO fikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKM (NiATBEPAXKYETHCS
AaHUMK pearnbHOro Yacy) - 36inbLIeHHS
TepmiHy npugatHocTi [M3:
3aTtBepaxeHo: TepMiH npuaaTHoCTi : 2
poku; 3anponoHoBaHo: TepmiH
npuaaTHOCTI : 3 poku
98. EKCUMNEHEM MOPOLLIOK A1151 PO34UHY Ekcip ®apmacbtoTrkan IpaH Ekcip IpaH BHECEHHS 3MiH 40 peecTpauiiHnx - UA/13507/01/01
ans in'exkyii no 1000 wmr ; KomnamHi dapmacbioTukan MaTepianis: 3miHu | Tuny - 3miHun 3
in bulk: 60 donakoHiB 3 Komnani [KocTi. [oToBMI Nikapcbkui 3acib.
NOpPOLLKOM B CrabinbHicTb. 3miHa y TepMiHax
nonieTuneHoBmx npugaTHocTi abo ymoBax 36epiraHHs
Kopobkax; rno 6 roTOBOro nikapcbKoro 3acoby
nonieTuneHoBmx (36inbLUeHHs TepMiHY NpuaaTHOCTI
KOpPOOOK B KapTOHHiM roTOBOrO fikapcbKkoro 3acoby) - Ans
Kopooui TOProBOi YNaKoBKM (NiATBEPAKYETHCA
OaHVMU pearnbHOro Yacy) - 36inbLUEHHs!
TepMiHy npugatHocTi M3:
3aTBepaxeHo: TepMiH npuaaTHOCTI : 2
poku; 3anponoHoBaHo: TepMiH
npuaaTHOCTI : 3 poku
99. ENIQEN® Kpem O11s1 30BHiLIHbOIo MEJA ®apma M'mbX HimeyunHa MELOA PpaHuia BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/7137/01/01
3actocyBaHHa 1 % no 15 eHp Ko. KI MeHblodek4yepuHr MaTepianis: peuenmom

ry Ty6i, no 1 Ty6i B
Kopobui

3MiHwm Il Tuny - 3miHn 3 skocTi. ADI.
BupobHMLTBO - OHOBMNEHHSA MOAyniB
pocbe 3.2.5.2.2. 1a 3.2.5.2.3. ansa Ad|
Mimekponimyc AnA NOTOYHOro
BMPOGHMKA MPOMIXKHOI pEYOBUHM
aCMOKILUMH KpUCTaniYHUn KoMnaHii
Sandoz GmbH Biochemiestrasse 10 A-
6250 Kundl, Tyrol Austria. Komnanieto
6yno npoBefeHa nepe.ipka
BiAMOBIAHOCTI AOCkE, | Bynu BUsIBreHi
Oesiki He3HauHi po3bikHOCTI B onuci
BUpoGHMYoro npouecy (Moaynb
3.2.5.2.2. ) a TaKoX B KOHTpOni
matepianis (Mogynbe 3.2.5.2.3.)
CTOCOBHO NPOMDKHOT NpoAyKLii -
ackoMiUuH KpucTanivyHui. [lonaTkoso,
Oynu oHoBMeHi cneuudikauii geskmx




56 [IponoBxeHHs nonarka 3
Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
marepianis, LLIO BUKOPUCTOBYIOTLCS Y
BUPOGHMYOMY MpoLieci, TOGTO BUAaneHo
3acTapini TecTosi napameTpu
(ranpuknag TecT Ha 3anax Ta cmak), a
TakoX AodaHo napameTpu
BMNpoOyBaHb Yy BiAMNOBIAHOCTI 40
Aitounx perynatopHux sumor. Mopag i3
BYLLIEONMCaHMMN 3MiHaMK Bynn BHECEHI
penakuinHi 3amiHu Ta BUNpaBneHo
pepakuinHi nomunku. He Bigbynocs
HisIKMX 3MiH y cneumdikadii ADI
100. EMEHO® kancynu no 125 mr + Mepk LWapn i Aoym LLisenuapis BMPOBHMLTBO CLIA/ BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/4525/01/01
kancynu no 80 Mr kombi- laea IHk HeposdacoBaHoi IpnaHais/ marepianis: peuenmom
ynakoBka no 3 kancynu; npogykuii Ta Higepnangu 3MiHn | TUny - 3MiHn Wwopo
no 1 kancyni no 125 mr KOHTPOIb SKOCTI: 6esnekn/edeKTMBHOCTI Ta
+ 2 kancynu no 80 mry Mepk Wapn i Joym dapmakoHarnsagy. BeeaeHHs abo 3aMiHn
GnicTepax y KapTOHHil Kopn., CLUA; 00 y3aranbHEHUX AaHnx Npo cuctemy
obropTuj; no 1 Ankepmec ®apma apmakoHarnsagy (BBeaeHHs
KapTOHHiIn obropTui B Avienenp ITa, y3aranbHeHUX JaHnxX Npo cuctemy
KapTOHHiI kopooLi Ipnangis; chapmakoHarnsgy, amiHa
nepBUHHE/BTOPUHHE YNOBHOBaXeHOT 0cobu, BignosigansHoi
nakyBaHHs Ta A03BiN 3a 3[iNCHeHHA hapmakoHarnagy;
Ha BUMYCK cepii: KOHTaKTHOT ocobu 3 chapmakoHarnagy
Mepk Wapn i Joym 3asiBHMKa AN 34iNCHEHHS
B.B., Hinepnanamn apmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsgy) - MponoHoBaHa
pefakuisi: ynoBHoBaxeHa ocoba,
BiAgnoBiganbHa 3a 34iNCHEeHHs
dapmakoHarnsaay: Jokrop Man Jemon.
3MiHa KOHTaKTHWUX AaHux. 3miHa y
po3MilLeHHi MacTep-danny
101. ENIBIP™ po34unH opanbHun 10 BiiB Xenckep tOK Benuka "makcoCmiTKnanH Karnapa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/7473/02/01
mr/mn; no 240 mn'y Nimiteq BpuTaHis IHK. matepianis: 3miHu | Tuny - peuenmom

nakoHi 3 nonieTunexy;
no 1 cdonakory B
KOMMNNeKTi 3
noninponineHoBum
Lnpuuem Ta
nonieTMneHoB1M
afanTepoMm y KapTOHHIN
Kopobui

AamiHicTpaTuBHi 3miHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaXeHHS OinbHOCTI
BMpOBHWKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, Bkrovarym
AinbHWUI BUNYycky cepii abo micue
NPOBEAEHHST KOHTPOSHO SIKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOPTEP, BKINOYAKUN BUMYCK
cepiit) 3miHa agpecu BUpoGHuMKa, 6e3
3MiHM MicLisi BUPOOHULITBA




57 [IponoBxeHHs nonarka 3
Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
102. ENICIHOAH nioiniaat Ana po34nHy AxTtasic rpyn AT Icnangis BMPOBOHMLTBO 3a ITanis/ BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/6969/01/01
Aans iHgysivi no 10 mr, 1 NOBHUM LIMKIOM: PymyHis/ MaTepianis: peuenmom
cdnakoH 3 nioginizatom AkTasic lTanis Himeyumna TexHiYHa NMoMurKa B iHCTPYKLiT Ans
Y KapTOHHIN navui C.n.A, Itanis; MeOn4YHOro 3acTocyBaHHs, a came
BUPOBHMLTBO 3a popaHo peksi3nT "[Jata ocTaHHBOro
NMOBHWM LIMKITOM: nepernsgy". BBeaeHHA 3MiH
CingaH ®apma CPJ1, npoTsaArom 3-x MicAuiB nicns
PymyHis; 3aTBepAXeHHSA
BUPOBHMLUTBO
Hepo3dhacoBaHoi
npoaykKLii; KOHTPOmb
cepii: TromypraH
dapmaui 'M6X,
HimeyuunHa
103. ENICIHOAH niodiniaaT Ans po34nHy AxTtasic rpyn AT Icnangis BMPOBHMLTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/6969/01/02
Ans iHdysivi no 50 wmr, 1 MOBHUM LIMKITOM: PymyHis/ marepianis: peuenmom
dnakoH 3 nioginizatom AkTasic ITanis Himeyumna TEeXHiYHa NoMUNKa B IHCTPYKLUIii Ans
Y KapTOHHIW navui C.n.A, Itanis; MeanYHOro 3acTocyBaHHs, a came
BUPOOHMLTBO 3a [oAaHo peksi3uT "[lata 0CTaHHbOro
MOBHWM LIMKITOM: nepernsgy”. BBegeHHA 3MiH
CingaH ®apma CPJ1, npoTtsarom 3-x Micauis nicnsa
PymyHis; 3aTBepAXeHHSA
BUPOBHMLUTBO
Hepo3dacoBaHoI
NPOAYKLUii; KOHTPOMNb
cepii: TromypraH
dapmaui M'v6X,
HimeyunHa
104. E®OKC® JNIOHI Kancynu nporioHroBaHoi Jlabopmepn-Papma PymyHis BUPOGHMK HimeuumHa BHECEHHS 3MiH 10 peecTpauifiHmX 3a UA/4653/01/01
Aii no 50 mr no 10 C.A. Hepo3dacoBaHoi marepianis: peuenmom
kancyn y 6nictepi; no 3 npoaykuii Ta 3MiHu | TMny - 3MiHK Woao
GnicTepu B KApTOHHIN KOHTPOrb SIKOCTi: 6e3nekn/edekTMBHOCTI Ta
navui Ewncika dapmakoHarnagy. BeeaeHnHs abo 3mMiHn
dapmacboTukan3 [0 y3aranbHeHUX AaHuX Mpo cucTemy
MM6X, HimeuuunHa; dapmakoHarnsay (BBeAeHHs
BUPOBHMK y3aranbHeHVX AaHnX Npo cuctemy

BiAnoBiganbHWIM 3a
KOHTPOIb SKOCTI
Hepo3dacoBaHoi
npoaykuii: Encika
dapmacbtoTrkana

M6X, HimeuunHa;

nepBrHHE Ta
BTOPUHHE
nakyBaHHs: Evicika
dapmacboTrkana

'MB6X, HimeuyumnHa;

BUPOGHMK

BiAnoBiganbHWI 3a

dapmakoHarnsay, aMiHa
yrNoBHOBaXeHoi ocobu, BianosigansHoi
3a 3[iCHEHHs1 hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asiBHMKA AN 30iNCHEHHS
dapmakoHarnsaay B YKpaiHi, KO BOHA
BiAMiHHa Bi YyNOBHOBaXeHOi ocobu,
BiOQNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovawym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0CO6M 3asBHYIKA,
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

BUNyckK cepii: Encika
dapmacbioTukana
'M6X, HimewunHa

BignoBiganbHoI 3a hapMakoHarnsag:
MponoHoBaHa pepakuist — CopiHa JliaHa
Mato/ Sorina Liana Paiu. 3miHa
KOHTaKTHUX OaHUX YNOBHOBaXXEHOI
ocobu. 3miHa Micus BNpoBaKeHHs
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa
MicLe3HaxoMKeHHa macTep-ganna 3
dapmakoHarnsgy

1065.

noay PO34mH
CMUPTOBUU 5%

PO34MH Ans
30BHiLLHLOIO
3aCTOCYBaHHS,
cnnptoBuin 5 % no 10
mn abo no 20 mn y
nakoHax

MpAT
dapmaueBTMyHa
habpwuka "Biona"

YkpaiHa

MpAT
dapmaveBTMYHa
chabpuka "Biona"

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | Tuny -
AaMmiHicTpaTuBHi 3MiHW. 3MiHa
HanmMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHUKa peecTpaLiiHoro
noceigyYeHHs) 3mMiHa agpecu 3asBHUKA:
BBeneHHs 3miH npoTarom 3-x micauis
nicnsa 3aTBepmXeHHs
3MiHn | TUNY - AAMIHICTPaTUBHI 3MiHW.
3miHa HaviMeHyBaHHSA Ta/abo agpecmn
MicUA NpoBaaXeHHN QisnbHOCTI
BMpOBHWKa/imMnopTepa roToBOro
nikapcbKkoro 3acoby, BKrova4m
AinbHWU BUNYycky cepii abo micue
npoBeAeHHSA KOHTPOIO AKOCTi.
(DisinbHiCTb, 3a sKy BignoBinae
BMPOBHWMK/IMNOpPTEP, BKMHOYA0YM BUMYCK
cepiit) 3miHa agpecu BupobHuka MpAT
dPapmaueBTnyHa dabpuika "Biona",
YkpaiHa, 6e3 3MiH1 MicL BUpOGHMLTBA
(3miHa Ha3Bu Bynuui): BBeaeHHs 3miH
npoTsArom 3-x micauiB nicns
3aTBEPAKEHHS.

be3
peuenma

UA/8729/01/01

106.

IBYHOPM BEBI

cycneHsis opanbHa, 100
mr/5 mn no 50 mn, 100
mn abo no 200 mn y
nakoHi; no 1 nakoHy
pa3oM 3 J03y4nM
NpUCTPOEM Yy KOpobLi 3
KapToHY

ToBapucTtBo 3
oBMmexeHo
BiANoBiganbHiICTIO
"®apmaLeBTUYHa
KomMmnaHis "3gopos's"

YkpaiHa

ToBapucTBo 3
obmexeHo
BiANOBiganNbHICTIO
"®apmMaueBTUYHa
KomnaHis "3gopos's”

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiHnX
maTepianis: yTOYHEHHS1 HanNnMcaHHA
peecTpauiiHOi npoueaypy B YacTUHI
«nponoHoBaHa Ha3Ba ¢hnakoHy» B
Hakasi MO3 Ykpainu Ne 803 Big
26.04.2018 - 3miHu | TMNY - 3MiHKM 3
sKocTi. [oToBMI Nikapcbkui 3acib.
Curctema KOHTeNHep/3aKynoproBanbHUii
3aci6. 3miHa chopmu abo po3mipy
KOHTEMHepa Yn 3aKkynoproBanbHOro
3aco0y (NepBUHHOI yNaKoBKK)
(HecTepunbHi nikapcbki 3acobu) -
BBEJEHHS HOBOrO OrakoHy 3
rBUHTOBOLO ropriosuHoto BBI1-60
MicTkicTio 50 Mn BupobHuuTBa 3AT
"®apma"Eninc", YkpaiHa. AkicHui Ta
KiNTbKICHWI CKaj, nakyBasnibHOro

bes3
peuenma

UA/11513/01/01




59 [IponoBxeHHs nonarka 3
Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
maTepiany He 3MiHMBCS (6yno - 3MiHu |
TUMY - BBEAEHHSA HOBOrO (hrakoHy 3
rBUHTOBOIO ropnosuHoto BINB-60
micTkicTio 50 mn Bupo6HuuTtea 3AT
"®apma"Eninc”, YkpaiHa. AkicHui Ta
KifTbKICHWI CcKnag nakysanbHOro
marepiany He 3MiH1BCS)
107. IMNJNTAHOH® iMnnaHTaT ans WepiHr-MNMnay CeHtpan LLIseniapis H.B.OpraHoH Higepnanam BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/13728/01/01
HKCT nigLWKipHOro BBEAEHHS let Al MaTepianis: peuenmom
no 68 mr, no 1 3MiHu | TMny - 3MiHK Woao
iMnnaHTaTy B KaHtoni 6e3nekn/edeKTMBHOCTI Ta
0HOpPa3oBoOro apmakoHarnsgy. BeegeHHst abo 3amiHn
CTEpUNbHOTo [0 y3aranbHeHUX A4aHuX Mpo cucTemy
annikaropa (annikatop dapmakoHarnagy (BBegeHHs
CKINapaeTbes 3 y3aranbHeHVX AaHnX Npo CUcTemy
aKpunoHITpunbyTagieHc apmakoHarnsay, aMiHa
TMPOOBOro KOprycy 3 yrNoBHOBaXeHoi ocobu, BignosiganeHoi
rOrKOI0 i3 HepXaBito4oil 3a 3[iMCHeHHA hapmakoHarnagy;
cTani Ta 3axMcHOro KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
MOKPUTTS 3 3asBHUKa ANS 34iNCHEHHS
noninponineHy); no 1 apmakoHarnsay B YKpaiHi, AKLWO BOHA
annikaTtopy y 6nicrtepi; BigMiHHa Bif YNOBHOBaXeHOI ocobu,
no 1 6nictepy B kopobui BiQNOBiQanbHOI 3a 3AiNCHEHHS
3 KapTKolo nauieHTa Ta 2 hapmakoHarnsagy (Bknoyaym
cTikepamu ans KOHTaKTHi AaHi) Ta/abo 3miHn y
ambynaTopHOi kapTu po3MilLieHHi MacTep-thanna cuctemm
apmakoHarnsigy) - Oitova pepakuis:
yrnoBHOBaxeHa ocoba, BianosigansHa
3a 3[ilCHeHHs hbapmakoHarnsay:
>Kanet Xopm6pelii. MNponoHoBaHa
pefakuis: ynoBHoBaxeHa ocoba,
BiAnoBiganbHa 3a 34iNCHEeHHs
capmakoHarnagy: foktop Man Jemon.
3MiHa KOHTaKTHWUX AaHux. 3miHa y
po3MilLeHHi MacTep-danny
108. IMYHOINOBYIIH | po3uvH ans iH'ekuint no 1 TOB "BIO®APMA YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/13033/01/01
AHTUPE3YC M (300 mkr MJTIASMA" MJTIA3MA" MaTepianis: peuenmom
RHO(D) iMyHornoGyniHy npu 3MiHu | TUNYy - 3miln Woao
NIOAUHN TnTpi 1:2000) B amnynax 6es3nekn/edeKTMBHOCTI Ta

Ne 1, Ne 3 a6o Ne 5

dapmakoHarnsagy. BeegeHnHs abo 3miHn
00 y3aranbHeHUX JaHuX NPo CUCTEMY
apmakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cUcTemy
capmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[jiCHeHHsA hapmakoHarnagy;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKA AN 30iNCHEHHS
chapmakoHarnsgy B YkpaiHi, Ko BoHa




60

[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

BiAMiHHa Bi# YNOBHOBaXeHOi ocobu,
BiANoOBiganbHOI 3a 30iNCHEHHS
apmakoHarnsay (Bknoyawum
KOHTaKTHi AaHi) Ta/abo 3miHn y

PO3MiLLEeHHI MacTep-anna cuctemm

apmakoHarnsgy) - 3miHa
yMNOBHOBaXeHoi 0cobu, BignoeigansHoi

3a 3[iNCHEeHHs hapmakoHarnsgy.

3aTBepaxeHo: Typok B suecnas

B auecnaBoBmYy. 3anponoHOBaHoO:
Ourac [iaHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI

ocobu

109.

IMYHOrNOBYNIH
AHTUPE3YC
RHO(D)
nioauHn

PO34MH Anst iH'eKuin no 2
mn (300 mkr
iMyHOrnoGyniHy npm
TnTpi 1:2000) B amnynax
Ne 1, Ne 3 abo Ne 5

TOB "BIO®PAPMA
MNA3MA"

YkpaiHa

TOB "BIO®PAPMA
MNA3MA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis:
3MiHu | TUNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
00 y3aranbHEHUX AaHnx Npo cuctemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHNX 4aHNX Npo CUCTEMY
dapmakoHarnsay, aMiHa
yrNoBHOBaXeHoi ocobu, BignosiganbHoi
3a 3[iNCHEeHHs bapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
3asiBHMKa AN 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkrnovaym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iNCHeHHs1 hbapmakoHarnsgy.
3aTBepaxeHo: Typok B suecnas
B suecnaBoBmYy. 3anponoHOBaHO:
[Ourac [iaHa OnekcaHapiBHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI
ocobu

3a
peuenmom

UA/13033/01/02

110.

IMYHOINOBYNIH
NoanHU
HOPMANBHUHA -
BIO®APMA

po3ymH ans iH'ekuin 10
% no 1,5 mn a6o 3,0 mn
B amnyni; no 10 amnyn B
navuj

TOB "BIO®PAPMA
MNA3MA"

YkpaiHa

BUPOGHULTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii; BTOPUHHE
naKyBaHHS, BUMYCK
cepin: TOB
"BIOGAPMA
MIA3MA", Ykpaina

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHn | TUny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsany. BeegeHnHs abo 3mMiHu
[0 y3aranbHEHUX AaHUX MPO CUCTEMY
dapmakoHarnsigy (BBeAeHHs
y3aranbHeHVX JaHuX npo cucTtemy
chapmakoHarnsigy, 3amiHa

3a
peuernmom

UA/15902/01/01
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
yMNOBHOBaXeHoi 0cobu, BignosigansHoi
3a 3[iNCHEeHHs hbapmakoHarnsay;
KOHTaKTHOI ocobu 3 chapmakoHarnagy
3asBHUKA ANSA 34ICHEHHS
dapmakoHarnsagy B YkpaiHi, KO BOHa
BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 30iNCHEHHS
hapmakoHarnsagy (BKnoyaym
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI MacTep-hanna cuctemm
dapmakoHarnsgy) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3fincHeHHs dhapmakoHarnagy: firova
pepakuis — Typok B’sauecnas
B’auecnaBoBuy. [MponoHoBaHa
pepakuis — Qurac OiaHa
OnekcaHgpiBHa.
3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 3[iNCHEeHHs bapmakoHarnsgy
111. IMYCTAT TabneTkn, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX bes UA/9052/01/02
obornoHkoto, no 100 wmr, "®apmaueBTnyHa "®apmaueBTniHa marepianis: peuenma
no 10 TabneTok y dipma "OapHuug" cipma "dapHuuya” 3MiHM | TNy - 3mMiHa agpecu BUpoGHKKa
KOHTYPHIW YapyHKOBIV AdI YmicheHoBip, 6e3 3miHn Micus
ynakosui; no 1 BUpPOGHMLTBa. BBeAeHHs 3MiH
KOHTYPHIW YapyHKOBIV npotarom 6-tm micaudis nicna
ynakoBLji y nayui 3aTBepAXEeHHSA
112. IMYCTAT TabneTkn, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnX bes UA/9052/01/01
obornoHkoto, no 50 mr, "®apmaLeBTUYHa "®apmaueBTNYHa MaTepianis: peuenma
no 10 TabneTtok y dipma "OapHuuga" dipma "JapHunua” 3MiHM | TRy - 3mMiHa agpecu BUpobHWKa
KOHTYPHI YapyHKOBIl A®I YmicheHoBIip, 6e3 3miHn Micust
ynakosui; no 1 BMpO6HMLUTBa. BBeaeHHA 3MiH
KOHTYPHI YapyHKOBI npotarom 6-tn micauis nicna
ynakoBLji y nayi 3aTBepAXEHHS
113. IHOAHPUKC cycnensisi (DTPa-HBV- nakcoCmiTKnsinH Benuka "makcoCmiTKnsinH Benbrisa BHECEHHS 3MiH 0 peecTpauifHmX 3a UA/16235/01/01
FEKCA™/INFANR | IPV) ans iv’exuin no 0,5 Ekcnopr Nimiteq Bputanis Bionogxikans C.A. marepianis: peuenmom
IX HEXA™ mn (1 gosa) Ta 3MiHM | TRy - 3mMiHa y MeToaax
KOMBIHOBAHA niogpinizat (Hib), 1 BUMNPOBYBaHHS rOTOBOTO NiKapCbKOro
BAKUWHA OnsA nonepegHL0 3acoby - 3amiHa cepii BHYTPILUHLOrO
NPO®INAKTUKHU HamnoBHEeHWUI cTaHAapTy ANs OYULLEHOro
OUGTEPII, oaHOpa3oBui LWNpuL, (Mo HaniBnpoAyKTy KOH'toroBaHoro
NPABLA, 0,5 mn (1 gosa)) y KancynbHOro nonicaxapugy
KALLIJTIOKY KOMMIEeKTi 3 ABOMA Haemophilus influenza Tuny b (PRT-
(ALEENIONAPHU rornkamu Ta rnakoH 3 TT). 3anponoHoBaHo: Proposed
W KOMMOHEHT), | niodinisatom (Hib) ans Reference Standard AHIBAJB008
FEMATUTY B, 1 [03u, Lo 3MiLyTbCSA (SWNO0684A01). BHeceHHs
noniomienity nepen BUKOPUCTaHHSIM, pedakuinHMX 3MiH B po34in AoCbe
TA y NNacTUKOBUN 3.2.P.6
3AXBOPIKOBAHb, | koHTelHep; no 1 abo no
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
36YOHUKOM 10 nnacTMKoBMX
AKUX € KOHTENHEPIB Yy KapTOHHI
HAEMOPHILUS Kopobui
INFLUENZAE
TUny B
114. IHPAHPUKC™ cycnensisa (DTPa-IPV) nakcoCmiTKnsnH Benuka "makcoCmiTKnsanH Benbrisa BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/15832/01/01
INB XIB / Aans iH’ekuin no 0,5 mn (1 ExkcnopTt Iimiteq Bputanis Bionogxikans C.A. marepianis: peuenmom
INFANRIX™ IPV [03a) y nonepeaHs0 3MiHuM | TUNY - 3mMiHa napameTpis
HIB HanoBHEHOMY cneuudikauin Ta/abo gonycTumMmnx Mex
KOMBIHOBAHA 0QHOPa30BOMY LUMPUL NepBUHHOI YNaKoOBKM rOTOBOIO
BAKLMHA OnA Ne 1y komnnekTi 3 nikapcbKoro 3acoby - AONOBHEHHS
NMPO®ITAKTUKU OBOMa ronkamu Ta cneuundikauii nokasHukom Visual control
OUOTEPII, niodpinizat (Hib) y 3 BiANOBIAHMM METO0M BMNPOBYBaHHS
NMPABLUA, cdnakoHi Ne 1, wo Ons umniHgpis WNpuuis; 3aMmiHu | Tuny -
KALLITIOKY 3MilyoTbCcA nepen 3MiHa napameTpiB crneundikauin Ta/abo
(ALENIONAPHU BMKOPVCTaHHAM; no 1 AONYCTUMUX MEX NEPBUHHOT YMaKOBKM
W KOMMOHEHT), | nonepeaHbo roTOBOrO fikapcbKoro 3acoby -
noniomienity HarnoBHEHOMY [ONOBHEHHS cneundikaLlii NoKa3HUKoOM
TA 0iHOPa30BOMY LLMPULLYY Identity by Total Ash Test 3 BianosigHum
3AXBOPIOBAHb, | y komnnekTi 3 gBoma MeToA0M BUNPOGYyBaHHSA Ans
36YOHMKOM ronkamu Ta 1 donakoHomM YLLiNbHIOBaYiB MOPLUHIB LUNPULB;
AKUX € 3 nioginizatom (Hib) y AOMNOBHEHHS cneumdikauii Tectom A
HAEMOPHILUS BaKyyMHIl CTEepUnbHiIi (noBepxHeBWIN TECT) 3 BiANOBIAHUM
INFLUENZAE ynakosui; no 1 MeToA0M BUNPOOyBaHHSA ANS NoKasHWUKa
TNy B BaKyyMHill CTEPUIbHIN Hydrolytic resistance Test ans
ynakoBLji y KapTOHHIN uMNiHApPIB WNpWUiB; 3MiHK | TURy - 3MiHa
kopooui BEMWYMH pO3MIpiB OCHOBW MOPLUHA ANs
wnpuuis
115. IHOAHPUKC™ cycneHsis (DTPa-IPV) nakcoCmiTKnsinH Benuka "makcoCmiTKnsinH Benbris BHECEHHS 3MiH 0 peecTpauifHmX 3a UA/15832/01/01
INB XIB / Aans iH’ekuin no 0,5 mn (1 Ekcnopr Nimiteq Bputanis Bionogxikans C.A. marepianis: peuenmom

INFANRIX™ IPV
HIB
KOMBIHOBAHA
BAKLIMHA NSt
MPO®INAKTUKA
OUGTEPI,
MPABLIS,
KALLJTIOKY
(ALUENIONSIPHU
1 KOMMOHEHT),
noniomMiENITY
TA
3AXBOPIOBAHb,
3BYIHUKOM
AKUX €
HAEMOPHILUS
INFLUENZAE
T™™MNY B

[03a) y nonepeaHsbo
HanoBHEHOMY
0[HOPa30BOMY LLUMPUL
Ne 1 y komnnekTi 3
ABOMa ronkamu Ta
niodinizat (Hib) y
dnakoHi Ne 1, wo
3MilLyoTbCA Nepes
BUKOPUCTaHHAM; no 1
nonepenHL0
HanoBHEHOMY
0[HOPa30BOMY LLUMPULYY
y KOMNIeKTi 3 ABOMa
ronkamu Ta 1 onakoHom
3 niocpinizatom (Hib) y
BaKyyMHill CTEPUIbHI
ynakosui; no 1
BaKyyMHI CTepUnbHii
YMaKoBLji Y KAPTOHHIN

3MiHM | TRy - 3mMiHa y MeToaax
BUMNPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby - 3amiHa cepii BHYTPILLUHbOrO
CTaHZapTy A5 OYULLEHOrO
HaniBNpPoayKTy KOH'tOroBaHoro
KancynbHOro nonicaxapuay
Haemophilus influenza tuny b (PRT-
TT). 3anponoHoBaHo: Proposed
Reference Standard AHIBAJBO08
(SWNO0684A01). BHeceHHs
pedakuinHMX 3MiH B po34in AoCbe
3.2.P.6.
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
KopobLi
116. INPAOYAN PO34MH ANs iHransyin no TOB "BANAPTIH YkpaiHa TOB "MynbTicnpen" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/16407/01/01
20 mn y cnakoHi 3 SAPMA" matepianis: 3miHu | Tuny - peuenmom
KpanensHuueto, no 1 AaMmiHicTpaT1BHi 3MiHW. 3MiHa
nakoHy B KapPTOHHIW HanimMeHyBaHHA Ta/abo agpecu
Kopoobui 3asiBHMKa (BNacHWKa peecTpauiiHoro
noceigyeHHs) 3miHa agpecu 3asiBHUKa
(BnacHuka peectpauinHoro
noceigyeHHs). BeeaeHHs 3aMiH npoTsarom
3-x MicsaUiB nicnsa 3aTBePAKEHHS
117. KAHAMAK-1000 MOPOLLIOK A1151 PO34UHY MAKNEOAC IHAis MAKNEOAC IHpis BHECEHHS 3MiH [0 peecTpauinHuX 3a UA/14607/01/01
ans in'ekuin no 1000 wr; OAPMACBKOTUKATIC OAPMACBKOTUKAN MaTepianis: peuenmom
1 donakoH 3 NOPOLLKOM B JIIMITEL C JNIMITEL 3MiHu | TUny - 3miHa y meTtogax
KapTOHHIN ynakoBLi BMNPOOYBaHHS rOTOBOrO NiKapCbKOro
3acoby — 3MiHM y 3aTBEPAXKEHOMY
mMeTozi BUNnpobyBaHHSA roToBOro
nikapcbKkoro 3acoby 3a NoKasHUKOM
«KinbkicHe BU3Ha4eHHsA», a came
3aMiHa MOXMBHOIO arapy Ha COEBO-
Ka3eiHoBWUW arap
118. KAPOUKET® TabneTku, JlTabopmen-Papma PymyHis BMPOGHMK HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/4491/01/01
PETAP[ NPOSIOHroBaHoi Aii, no C.A. Hepo3adhacoBaHoi MaTepianis: peuenmom
20 mr, no 10 Tabnetok y npogykuii Ta 3MiHn | TUny - 3MiHn Wwopo
6nictepi; no 5 6nictepis KOHTPOIb SKOCTI: 6esnekn/edeKTMBHOCTI Ta
B KAPTOHHI KopobLi Encika capmakoHarnsgy. BeegeHHs abo 3MiHn
dapmacbtoTrkana 00 y3aranbHeHUX JaHuX NPo cUcTemy
mM6X, HimeuuunHa; dapmakoHarnsagy (BBeAeHHs
BMPOGHMK y3aranbHeHUX AaHux nNpo cucTemy

BignoBiganbHUN 3a
KOHTPOIb AKOCTI
Hepo3dacoBaHoi
npoaykuii: Encika
dapmacboTukan3

'M6X, HimeuunHa;

nepBUHHE Ta
BTOPUHHE
nakyBaHHsi:
Enicika
dapmacboTukan3

M6X, HimeuunHa;

BUPOGHMK

BiAnoBiganbHWI 3a

BuMnyck cepii: Encika
dapmacbtoTrkana
m6X, HimeyuunHa

chapmakoHarnsgy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iCHEHHsT hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
dapmakoHarnsay) - 3miHa
YNOBHOBaXeHOI 0cObY 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnag:
MponoHoBaHa pepakuist — CopiHa JliaHa
Mato/ Sorina Liana Paiu. 3miHa
KOHTaKTHUX [aHNX YNMOBHOBaXEHOI
ocobu.
3MiHa MicLs BNpoBagXeHHsS1 OCHOBHOI
hisinbHOCTI 3 hapmakoHarnsgy. 3MiHa
MiCLIe3HaXOMKEHHS MacTep-anna 3
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
dapmakoHarnsgy
119. KAPOUKET® Tabnetku, Jlabopmeg-dapma PymyHis BUPOBHMK HimeuyunHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/4491/01/02
PETAP[ NPOMOHroBaHoI Aji, No C.A. HeposdacoBaHoi marepianis: peuenmom
40 wr, no 10 TabneTtok y npoaykuii Ta 3MiHu | TUny - 3MiHK Woao
6nictepi; no 5 6nictepis KOHTPOSb SIKOCTi: 6e3nekn/edeKkTUBHOCTI Ta
B KapTOHHi kopobui Ewncika apmakoHarnagy. BeegeHHst abo 3amiHn
dapmacbioTukana 00 y3aranbHEHUX AaHnx Npo cuctemy
'm6X, HimeuunHa; dapmakoHarnsagy (BBeaeHHs
BUPOGHMK y3aranbHeHNX AaHNX Npo CUCTEMY
BignosiganbHWM 3a capmakoHarnsgy, 3amiHa
KOHTPOIb AKOCTI yrNoBHOBaXeHoi ocobu, BignosiganeHoi
HeposdacoBaHoi 3a 3[iMCHeHHA hapmakoHarnagy;
npoaykuii: Encika KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
dapmacbtoTrkana 3asiBHUKA AN 34INCHEHHS
'm6X, HimeuunHa; cbapmakoHarnsgy B YKpaiHi, SKLo BoHa
nepBuHHE Ta BiMiHHa Bif, YNOBHOBa)eHOi ocobum,
BTOPUHHE BiQNOBiQanbHOI 3a 3AiNCHEHHS
nakyBaHHS: dapmakoHarnagy (Bkntovaro4m
Ewncika KOHTaKTHi AaHi) Ta/abo 3miHn y
dapmacbioTukansa PO3MiLLEHHI MacTep-ganna cuctemm
'mM6X, HimewuunHa; dapmakoHarnsagy) - 3miHa
BMPOGHMK YNOBHOBaXeHOI 0cobu 3asiBHMKa,
BignoBsiganbHUN 3a BignoBiganbHOI 3a hapmakoHarnag;
BUNYycK cepii: Encika MponoHoBaHa peaakuist — CopiHa JliaHa
dapmacbioTukana Mato/ Sorina Liana Paiu. 3miHa
'M6X, Himeyunna KOHTaKTHUX JaHWX YNOBHOBaXeHOi
ocobw.
3MiHa Micusa BNpoBag)XeHHS OCHOBHOI
AisnbHOCTi 3 hapmakoHarnsigy. 3MiHa
MicLle3HaxooKeHHsA MacTep-anna 3
dapmakoHarnsgy
120. KAPOUKET® TabneTku, Jlabopmepn-Papma PymyHis BUPOGHMK HimeuumHa BHECEHHS 3MiH 0 peecTpauifHmX 3a UA/4491/01/03
PETAP[ NPOOHroBaHoI Aji, Mo C.A. Hepo3dacoBaHoi marepianis: peuernmom
60 wr, no 10 Tabnetok y npoaykuii Ta 3MiHu | TUny - 3MiHK Woao
6nicTepi; no 5 6nictepis KOHTPOIb SIKOCTi: 6e3nekn/edekTMBHOCTI Ta
B KapTOHHIN kopobui Ewncika dapmakoHarnagy. BeeaeHHs abo 3MiHn
dapmacbioTukana [0 y3aranbHEHUX AaHUX Npo CUCTemy
MM6X, HimeuuunHa; dapmakoHarnsgy (BBeAeHHs
BUPOBHUK y3aranbHeHUX AaHux Npo cucTemy
BiAnoBiganbHUI 3a dapmakoHarnsay, aMiHa
KOHTPOrb SKOCTi yrNoBHOBaXeHoi ocobu, BignosigansHoi
Hepo3dhacoBaHoi 3a 34ilICHEHHsT hapmakoHarnsaay;
npoaykuii: Encika KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
dapmacbioTukana 3asBHMKa ANS 34INCHEHHSA
'm6X, HimeuunHa; dapmakoHarnsaay B YkpaiHi, AKLWO BOHA
nepBuHHE Ta BigMiHHa Bif YNOBHOBaXXeHOI ocobu,
BTOPUHHE BiANoOBiganbHOI 3a 3AiNCHEHHS
nakyBaHHs: hapmakoHarnsigy (Bkrovanym
Evcika KOHTaKTHi AaHi) Ta/abo 3miHn y
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

dapmacbioTukana
'mM6X, HimevumHa;
BUPOBHUK
BignoBiganbHWIM 3a
BUnNyck cepii: Encika
dapmacboTrkana
'ME6X, HimeyunHa

pO3MiLLieHHI MacTep-hanna cuctemm
dapmakoHarnsgy) - 3miHa
yNOBHOBaXeHOoI 0cobu 3asiBHUMKa,
BignoBiganbHoi 3a hapMakoHarnsag:
MponoHoBaHa peaakuist — CopiHa JliaHa
Mato/ Sorina Liana Paiu. 3miHa
KOHTaKTHUX OaHUX YNOBHOBaXXEHOI
ocobu.
3MiHa Micus BNpoBafXeHHS1 OCHOBHOI
AisnbHOCTI 3 hapmakoHarnsagy. 3MiHa
MicLe3HaxomKeHHa macTep-ganna 3
dapmakoHarnsgy

121.

KBALPOLIE®®

MOPOLLIOK AJ151 PO3YUHY
ons in'ekuinno 1r; 1
hrnakoH 3 MOPOLUKOM Y
nayui

MAT
"KviBmegnpenapar”

YkpaiHa

MAT
"KvniBmegnpenapat"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHM | TUNY - 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicusA NpoOBaKEHHS
AifnNbHOCTI BUpOGHUKa (BKoYatouu, 3a
HeobXiAHOCTI, MiCLie NpOoBeAEeHHS
KOHTPOIIO SIKOCTi), abo BNacHuka
macTep-daiina Ha A®l, abo
noctayanbHvka Adl/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOroO
NPOAYKTY, LLO 3aCTOCOBYIOTLCS Y
BUPOGHMUTBI ADI - 3miHa
HanMeHyBaHHS MICLS NPOBaKEHHS
nisinbHOCTi BUpo6HMKa ADI (uedenimy
rigpoxnopuay MoHorigparty), 6e3 3amiHn
MicLisi BUPOOHULITBA

3a
peuernmom

UA/11759/01/01

122.

KENNPA®

po34mH oparnbHuin, 100
mr/mn no 300 mn y
nakoHi; no 1 nakoHy
3 MipHVM NNacTUKOBUM
LUNPULIOM Yy nayui 3
KapTOHY

KOCB dapma C.A.

Benbris

Hekct®apma CAC

®paHuia

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TRy - 3mMiHa y MeToaax
BunpobyBaHHa APl abo BuxigHoro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y NMpOLECi
BMpobHuuTBa ADI - BBEAEHO
anbTepHaTuBHWU metog X ans
BU3HAYEHHS 3aNULLIKOBOI KiNbKOCTI
OpraHiyHOro po34YMHHMKa TpUeTUNamiHy
B A®I| neBeTupaueTamy BMpoGHMLTBA
Divi’s Laboratories Limited, India;
o6vaBi MeToAuKN BUNPOBYBaHHS €
metogamu X

3a
peuenmom

UA/9155/02/01

123.

KENNPA®

TabneTku, BKPUTI
obornoHkot, no 250 mr
no 10 Tabnetok y
6nicTepi; no 3 abo 6
GnicTepiB y KapTOHHIN
nayui

KOCB dapma C.A.

Benbris

HOCB dapma C.A.

Benbrisa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TNy - 3miHa y MeToaax
BunpobyBaHHa APl abo BuxigHoro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo

3a
peuernmom

UA/9155/01/01
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Haszea
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[IponoBxeHHs nonarka 3

nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o

124,

KENNPA®

BMKOPWCTOBYETLCS Y NPOLEC
BMpOoGHMUTBa ADI (iHLWi 3MiHK Y
MeTofax BUNpobyBaHHS (BKMoYakun
3aMiHy abo fonoBHeHHs1) A®I abo
BVXiAHOro/NPOMiXKHOrO MPOAYKTY) -
BBeAEHO anbTepHaTuBHUN metog X
OIS BABHAYEHHS 3amMLLIKOBOI KiflbKOCTI
OpraHiYHOro po3ynMHHMKa TpUueTUnamiHy
B A®I| neBeTupaueTamy; oouasi
MeTOAMKM BUNPOOYBaHHS € MeToAamMu
X

noceio4yeHHs1

125.

KENNPA®

TabneTku, BKpUTI
obornoHkoto, no 500 mr
no 10 TabneTok y
6nictepi; no 3 abo 6
6nicTepiB y KapTOHHIN
navuj

HOCB dapma C.A.

Benbris

HOCB ®apma C.A.

Benbrisa

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHu | TUny - 3miHa y metogax
BunpobyeaHHa APl abo BmxigHOro
maTtepiany/npomikHOro
NpoAyKTy/peareHTy, LWo
BMKOPVCTOBYETbLCS Y NPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
mMeToAax BUNpobyBaHHA (BKNOYaoun
3amiHy abo gonosHeHHs1) A®I abo
BVXiAHOrO/NMPOMIXKHOrO MPOAYKTY) -
BBEAEHO anbTepHaTuBHUN Mmetog X
ONs BU3HAYEHHS 3aNnMULLKOBOI KiNbKOCTI
OpraHiYHOro PO34YMHHMKA TpUeTUNaMiHy
B A®I| neBeTupaueTamy; oouasi
MeTOAMKM BUNPOOYBaHHA € METOAAMM
X

3a
peuenmom

UA/9155/01/02

126.

KETOlENDb -

TabneTku, BKpUTI
o6onoHkoto, no 1000 mr
no 10 TabneTtok y
6nicTepi; no 3 abo 6
GnicTepiB y KapTOHHIN
nayui

KOCB dapma C.A.

Benbris

HOCB ®apma C.A.

Benbrisa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TRy - 3mMiHa y MeToaax
BunpobyBaHHa APl abo BuxigHoro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y NMpOLECi
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
mMeToAax BUNpobyBaHHA (BKMOYao4n
3amiHy abo gonoBHeHHs1) A®I abo
BVIXiAHOrO/MPOMiXKHOIrO MPOAYKTY) -
BBEJEHO anbTepHaTnBHUA metod X
ONs BU3HAYEHHS 3anULLIKOBOI KiflbKOCTi
OpraHiyHOro po34YMHHVKa TpUeTUNamiHy
B ADI neseTupaueTamy; oomagi
MeTOAMKM BUNPOOYBaHHA € MeToAaMM
rX

3a
peuenmom

UA/9155/01/03

3[00POB'A

renb 25 mr/r; no 30 r, no
50 r a6o no 100 r y Ty6i;
no 1 Ty6i B kopobui 3

KapToHY

ToBapwucTtBo 3
obmexeHo
BiAnoBiganbHIiCTO
"®apmaueBTnyHa

YkpaiHa

ToBapucTBO 3
obmexeHo
BiAnoBiganbHIiCTO
"®apmaueBTnyHa

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu Il Tuny - 3miHn wopao
6e3nekn/edeKkTuBHOCTI Ta

¢hapmakoHarnagy. BHeceHHs abo

3a
peuenmom

UA/15957/01/0
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
KomMmnaHis "3gopos's" komMmnaHis "3gopos's"” 3MiHa(u) Ao 30608B's13aHb Ta YMOB
BuOadi peecTpauinHoro noceBig4eHHs,
BKIItoYatoum NnaH ynpaeniHHA
pu3nKamMm (3aCToCyBaHHS 3MiH(K), AKi(a)
BMMararoTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW JOAATKOBUM
AaHyMU, Lo MalTb HadaBaTucs
KOMMNETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHUM OopraHom) BukoHaHHs
3000B'A3aHb BiAMOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaky
NpoBEAEHHS eKCNepTn3n
peecTpauiiHux MaTtepianis Ha nikapcbki
3acobu, Lo NoAalTbCs Ha AepXaBHY
peecTpauito (nepepeecTpalito), a Takox
eKkcnepTu3n Martepiarnis NPo BHECEHHS!
3MiH O peecTpauinHnx maTtepianis
npoTArom Aii peecTpauinHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOr0 HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakady MOS3 Big 23.07.2015 Ne 460)
127. KNIMAKTOMNAH Tabnetkun no 20 Honye Xomeonarti- Himeyuunna BiAnoBiganbHWI 3a Himeyumna BHECEHHS 3MiH 4O peecTpauinHnX 6e3 UA/13672/01/01
TabneTok y 6nictepi; no YHioHn OXY- BUPOGHMLTBO, marepianis: peuenma
5 GnicTepiB y KapTOHHIN ApuHanmittens M'mM6X nepBuHHE Ta 3MiHuM | TUNY - 3MiHW, NOB'A3aHi 3
kopooui & Ko. KI' BTOPUHHE HeobXiaHICTIO NpuBEAEHHSs Y
nakysaHHs: [p. BiAMNOBIAHICTbL A0 MoHorpadii AdPY abo
Binbmap LLBabe €Bponencbkoi hapmakonei, abo iHwoi
'vm6X & Ko. KT, HauioHanbHoi hapMakonei gepxasu
HimeuuuHa; €C - npvBegeHHa AoNYCTUMOT Mexi Ans
BiAnoBiganbHUI 3a Kkaamito y cneundikadii Ha aitouy
BUnNyck cepii: Jonye peyoBMHY Sepia 4o BUMOr MoHorpadii
Xomeonari-YHioH «Sepia officinalis» Himeupbkoi
OXY-ApuHaimitTens [omeonaTtunyHoi ®apmakonei (GHP)
'vm6X & Ko. KT,
HimeyuunHa
128. KINMIMAKT-XEEJIb | Tabnetku no 50 Bionoriwe HimeyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 0O peecTpauiiHnx bes3 UA/2945/01/01
TabneTok y KOHTeNHepi, XannbMmittens Xeenb Xannbmittens MaTepianis: peuenma
no 1 KoHTenHepy y m6X Xeernb 'M6X 3MiHM | TUNY - 3MiHW, NOB'A3aHi 3
KOpoO6Li 3 KapTOHY HeobXiaHICTIO NpuBEAeHHS Y
BiANOBIAHICTb A0 MoHorpadii AdPY abo
€Bponencbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hapMakonei gepxasu
€C (3miHa y cneuundikaLisix, noB's3aHa
3i 3amiHoto BUMOr MoHorpadii APY abo
iHLIOT HaLioHanbHOT dhapmakonei
aepxasu €C Ha BUMoru MoHorpaagii
€Bponelicbkoi hapmakonei)
129. KNIMEH® TabneTkun, BKPUTI AngoreH IMNKo C.ap.n | Jliokcembypr Henbdapm Jlinnb PpaHuis BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/4856/01/01
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
obonoHkoto, binoro CAC - NNYC-NE3- maTtepianis: peuenmom
Konbopy no 2 mr + NAHHOW 3MiHn | TUny - 3MiHn Wwopo
TabneTkn, BKpUTI 6e3nekn/edeKkTMBHOCTI Ta
0600HKOI0, POXKEBOIO apmakoHarnagy. BeegeHHst abo 3amiHn
koneopy, 2 mr/1 wmr; 00 y3aranbHeHUX AaHuX Mpo cucTemy
kombi-ynakoBka Ne 21: dapmakoHarnsagy (BBeaeHHs
11 TabneTtok 6inoro y3aranbHeHNX AaHNX Npo CUCTEMY
konbopy + 10 Tabnetok dapmakoHarnsay, aMmiHa
POXEBOrO KOMbOpy Y yrnoBHOBaXeHoi ocobu, BignosiganeHoi
6nicTepi 3 kKaneHgapHo 3a 3[iMCHeHHsA hapmakoHarnagy;
wikanoto; no 1 6nictepy KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
B ManepoBOMYy MilLeYKy 3asBHMKa ANS 34iNCHEeHHSA
Y KapTOHHIW navui apmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNOBHOBaXeHOi ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-anna cuctemm
apmakoHarnsagy) - YnoBHoBaxeHa
ocoba 3asBHMKa ANs 3AiNCHEHHS
dapmakoHarnagy: Hitova pegakuis —
IpvHa Bagoi/ Irina Badoi. NponoHoBaHa
pegnakuis — CopiHa JliaHa Mato/ Sorina
Liana Paiu. 3miHa micue3HaxoakeHHs
Mactep-daiina. 3miHa
MicLie3HaxX04XKeHHS! BNPOBagKEHHS
OCHOBHOI OisiNbHOCTI 3
dapmakoHarnsgy
130. KNIMOHOPM TabneTku, BKPUTI AngoreH IMKo C.ap.n | Iiokcembypr Bignosigae 3a ManbTa/ BHECEHHS 3MiH 10 peecTpauifHmX 3a UA/3008/01/01
o6ornoHkot, no 2 mr + BUMYCK cepii: HimeuyunHa MaTepianis: peuenmom

TabneTkn, BKpUTI
obornoHkoto, no 2
mr/0,15 mr, Ne 21: 9
TabneTok XXOBTOro
Konbopy (ectpagiony
Banepary 2 mr) Ta 12
TabneTok KOPUYHEBOTO
Konbopy (ectpagiony
Banepary 2 mr,
nesoHoprectpeny 0,15
mr) y 6nicTtepi, no 1
GnicTepy B KapTOHHil
nayui

AnBoreH ManbTa
OnepeiiweHc (POY)
JTa., ManbTa;
BUPOOHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTi:
Baviep Banmap
vm6X i Ko. KT,
HimevuunHa

3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHu
[0 y3aranbHeHUX AaHuX Mpo cucTemy
apmakoHarnagy (BBegeHHs
y3aranbHeHUX AaHWX Npo cucTemy
dapmakoHarnsay, aMiHa
yrNoBHOBaXeHoi ocobu, BignosiganbHoi
3a 3[ilCHeHHs1 hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asiBHMKA AN 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BiAMiHHa B YyNOBHOBaXeHOi ocobu,
BiQNoBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsagy (Bknoyawym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsigy) - YnoBHoBaxeHa
ocoba 3asiBHMKa Ans 30iNCHEHHS
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

dapmakoHarnsagy:
MponoHoBaHa pepakuist — CopiHa JliaHa
Mato/ Sorina Liana Paiu. 3miHa
Micue3HaxomxeHHs Mactep-danna.
3MmiHa Micue3HaxoakeHHs
BMPOBaAKEHHS OCHOBHOI OifNbHOCTI 3
dapmakoHarnsgy

131.

KNO®ENIH-3H

po34mH ans iH'ekuin 0,01
% no 1 mn B amnyni; no
10 amnyn B kopobui 3
KapToHy; Mo 1 mn B
amnyni; no 5 amnyn y
6nicTtepi; no 2 6nictepn
B KOpOOLIi 3 KapTOHY

ToBapucTtBeo 3
obmexeHo
BignoBiganbHICcTO
"XapkiBcbke
dapmauleBTU4HE
niagnpueMCcTBO
"3popos'st Hapoay"

YkpaiHa

ToBapucTBo 3
obmexeHo
BignoBiganbHICTO
"Xapkiscbke
dapmaueBTU4He
niagnpYeEMCTBO
"3popos.'s Hapoay"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauifiHuX
marepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
apmakoHarnsgy. BeeaeHHs abo 3MiHu
00 y3aranbHEHUX AaHnX Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
apmakoHarnsay, aMiHa
yrnoBHOBaXeHoi ocobu, BianosigansHoi
3a 3[ilCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
3asiBHMKa AN 34iNCHEHHS
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkrovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsigy) - npornoHoBaHa
pedakuis: ynoBHoBaxeHa ocoba
3asBHMKA, BignosiganbHa 3a
papmakoHarnsg - 3umuubka MapuHa
OnekcaHgpiBHa, 3MiHA KOHTaKTHUX
[OaHuX yNoBHOBaXEHOI 0COBU 3asiBHIKKA,
BifgnoBiganeHoi 3a papMakoHarnsag

3a
peuenmom

UA/7640/01/01

132.

KOKAPBOKCUIA
3M
rigpoxnorug

niodiniaaT Ans po34nHy
ans in'ekuinn no 50 wmr, 5
hbnakoHiB 3
niodinizatom y 6nicrepi;
no 2 6nictepu y nayui 3
KapToHy; 5 coriakoHiB 3
nioginizatom y
KoMnnekTi 3 5 amnynamu
pO34uHHKKa (BoAa Ans
iH'eKLin no 2 mn) y
6nictepi; no 1 abo 2
Onictepn y nayui 3
KapTOHY; no 5 amnyn 3
niogpinizatom y 6nictepi;
no 1 abo no 2 6nicrepu
y nayui 3 KApTOHy; Mo 5

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "03"
BEIO®APMA"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
MaTepianis:
3MiHu | TMny - 3MiHK Woao
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHEHUX AaHnX Npo CUcTemy
apmakoHarnsagy (BBeAeHHs
y3ararnbHeHVX AaHuX Npo cucTemy
dapmakoHarnsay, aMiHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[iNCHeHHs1 hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asBHMKA NS 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SKLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS

3a
peuernmom

UA/3242/01/01
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
amnyn 3 nioginisatom y dapmakoHarnagy (Bkntovaro4mn
KoMmnnekTi 3 5 amnynamu KOHTaKTHi AaHi) Ta/abo 3miHn y
pO34unHHKKa (BoAa Ans PO3MiLLEeHHI MacTep-anna cuctemu
iH'ekLin no 2 mn) y dapmakoHarnsagy) - 3miHa
6nictepi; no 1 abo no 2 yrnoBHOBaXeHoi ocobu, BignosiganeHoi
Gnictepu y nayui 3 3a 3[iNCHEeHHs hapmakoHarnsgy:
KapToHy; no 5 amnyn 3 lMponoHoBaHa pepakuisi — Ourac OiaHa
niodpinizatom y 6nictepi OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
Ta no 5 amnyn [AaHnX yNoBHOBaXeHOi ocobu,
pO34MHHKKa (BOAA ANsi Bi4NOBIganbHOI 3a 34iNCHEHHS
iH'eKwin no 2 mn) y
6nictepi; no 1 abo 2
6nictepu 3 nioginizatom
Ta no 1 abo 2 Gnictepn 3
PO34MHHMKOM (BOAa Ans
iH'eKUin Mo 2 mMn) y nayui
3 KapTOHY
133. KONICTUH MOPOLLIOK A5 PO34UHY AnsoreH IMNKo C.ap.n. | ITiokcembypr Kcennia Hanis BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/15525/01/01
AJNBOTEH Ans iH'ekuiv abo iHdysin dapmachbtoTikanc marepianis: peuenmom
no 1 000 000 MO no 1 AnC 3MiHn | TUny - 3MiHn Wwopo
a6o 10 dpnakoHis 3 6e3nekn/edeKkTuBHOCTI Ta
MOPOLLIKOM B KapTOHHIl dapmakoHarnsagy. BeeaeHnHs abo 3aMiHn
navui [0 y3aranbHeHUX JaHuX Mpo cucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnX Npo CUcTemy
hapmakoHarnsgy, amiHa
yrNoBHOBaXeHoi ocobu, BianosiganbHoi
3a 3[iCHEHHs1 hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnagy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnoBHOBaXeHOi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsagy) - YnoBHoBaxeHa
ocoba 3asBHMKa ANs 3AiNCHEHHS
dapmakoHarnagy: lNponoHoBaHa
pepakuia — CopiHa Jliana Mato/ Sorina
Liana Paiu. 3miHa Micue3HaxoaxeHHsA
Mactep-daiina. 3miHa
MiCLie3Haxo)KeHHS BNpOBagXeHHS
OCHOBHOI OisiNbHOCTI 3
hapmakoHarnsgy
134. KONICTUH MOPOLLIOK A5 PO34UHY AnsoreH IMNKo C.ap.n. | Jliokcembypr Kcennia Hanis BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/15525/01/02
AIBOrEH Ans iH'ekuin abo iHdy3in dapmachbtoTikanc marepianis: peuernmom
no 2 000 000 MO no 1 AnC 3MiHu | TUny - 3MiHK Wwopao

a6o 10 cprnakoHiB 3

6e3nekn/epeKTMBHOCTI Ta
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Haszea
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nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o

135.

KOPBAJIKAMNC

MOPOLLKOM B KapTOHHIM
navuj

kancynu TBepgi, no 10

apmakoHarnsgy. BeeaeHHs abo 3MiHu
[0 y3aranbHeHUX AaHuX MNpo cucTemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHNX AaHNX Npo CUCTEMY
hapmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BiagnosiganeHoi
3a 3[ilCHeHHs1 hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, SAKLO BOHA
BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
BiANoBiganbHOI 3a 34iNCHEHHS
apmakoHarnsaay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ganna cuctemm
apmakoHarnsgy) - YnoBHoBaxeHa
ocoba 3asBHMKa ANs 3AiNCHEHHS
dapmakoHarnagy: lNponoHoBaHa
pepakuia — CopiHa Jliana lMato/ Sorina
Liana Paiu. 3miHa micue3HaxoakeHHs
MacTep-danna. 3miHa
MiCLIe3HaXOMKEHHS BNPOBAMKEHHS
OCHOBHOI OisiNbHOCTI 3
dapmakoHarnsgy

noceio4yeHHs1

EKCTPA

kancyn y bnictepax; no
10 kancyn y 6nicTtepi; no
1 abo 3 6nictepu B
navuj

AT "KVITBCI::KI{IVI
BITAMIHHAN
3ABOO"

YkpaiHa

AT "KI/I'I'BCI:KI{II/I
BITAMIHHAN
3ABOA"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:
3MiHu | TUny - 3MiHa y napameTpax
cneundikauiv Ta/abo JonyCTUMNX MEX,
BU3Ha4YeHuX y cneumndikauisx Ha AdI,
abo BUXigHWUIN/NPOMIXHWIA
npoayKT/peareHT, Lo
BUKOPUCTOBYIOTBECS Y NPOLIECI
BUpOGHMUTBa ADI; cynyTHSA 3MiHa:
3MiHa y meTofax BunpobysaHHs ADI
abo BuxigHOro martepiany/npomMixxHOro
NpoAyKTy/peareHTy, Wo
BVKOPVCTOBYETbLCS Y MPOLECi
BUpOGHMUTBA ADI| - BHECEHHS 3MiH A0
cneundikauii A®l etunosoro egipy
anbda-6pomizoBanepiaHoBOI KACMOTH,
Yy 3B’A3KY 3 BBEEHHAM
anbTepHaTUBHOro BUpobHuka AdI;
3minu |l Tuny - 3miHa BMpobHuka
BWXiQHOro/NMpoMiXKHoro
NpoAyKTy/peareHTy, LWo
BVIKOPVCTOBYIOTbCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpobHUKa
(Bkntovatoun, ge HeobxiaHo, micue
npoBeAeHHS KOHTPOI SKocTi) ADI -

bes3
peuyenma

UA/13729/01/01
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
BBEAEHHS anbTepHaTUBHOIO BUPOGHUKa
A®I| eTunosoro edipy anbda-
6pomizoBanepiaHoBoi knucnotn TOB
«DAPMXIM», YkpaiHa 3 HagaHHsIM
macTep-carna Ha AdI (Bepcis 2,
TpaseHb 2017)
136. KPAJIOHIH Kpanni opanbHi no 30 mn Bionoriwe Himeuunna Bionoriwe HimeyunHa BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/3125/01/01
y briakoHi-kpanenbHuL; Xavnbmittenb Xeenb Xavnemittenb marepianis: peuenma
no 1 dnakoHy- M6X Xeenb M'M6X 3MiHM | Tuny - 3mMiHa y napameTpax
KpanenbHuLi B kopobuii 3 cneuudikauiv Ta/abo 4ONYCTUMUX MEX,
KapTOHY BM3HaYeHuX y cneuudikauisx Ha AdI,
abo BUXIAHWIA/NPOMIXKXHWUIA
npoayKT/peareHT, LWo
BVIKOPVCTOBYIOTbCS Y MPOLECI
BUpobHMLTBa AD| (ZONOBHEHHS
cneundikaLii HOBUM MOKa3HMKOM SIKOCTi
Ta BiANOBIAHUM METOA0M
BMNpobyBaHHs)
137. KCAHTUHONY po34unH Ang iH'ekuin, 150 MAT "lanvudpapm” YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/4963/01/01
HIKOTUHAT Mr/Mn no 2 mn B amnyni, MaTepianis: peuenmom
no 10 amnyn y 3MiHK | TUMy - 3MiHa nocTavanbHuKa
KOHTYPHI YapyHKOBIN nakyBanbHUX maTtepianis abo
ynakosui, no 1 KOMMIEKTYHUYMX - BHECEHHS 3MiH 40
KOHTYPHI YapyHKOBIN marepianis peecTpauinHoro JOockeE p.
ynakoBLi B nayui; no 2 3.2.P.7. Cucrema
mn B amnyni, no 10 KOHTeWHep/3aKynoptoBarnbHuUiA 3aci6:
amnyn y kopobui BUIMyYeHHS iHcbopmallii Lwoao
BMPOBHVKIB NEPBUNHHOI YNaKOBKK
(amnyn)
138. JIAKTYNO3A cupon, 670 mr/mn no ToBapucTso 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnX bes UA/16601/01/01
100 mn y conakoHax obmexeHoto obmexeHo marepianis: peuyenmy
NoniMepHNX 3 KPULLIKOKO BiANoBiganbHiICTIO BiANOBiganNbHICTIO 3MiHu | TUny - 3MiHM Wwopao
3 KOHTPOSIEM NEePLLOro "®apmaLeBTUYHa "®apmaueBTUYHa ©e3nekn/edeKkTuBHOCTI Ta
BiAKpWTTS; no 1 dipma "BepTtekc” dipma "BepTtekc”, dapmakoHarnagy. BeegeHnHs abo 3miHn
nakoHy 3 4O3YUUM YkpaiHa 00 y3aranbHeHUX AaHnx Npo cuctemy

NPUCTPOEM Y KAPTOHHI
kopo6bui; no 200 mny
dnakoHax noniMepHux 3
KPULLIKOIO 3 KOHTPOSEM
nepLuoro BigKpUTTS; no 1
dnakoHy 3 MipHUM
CTakaH4YMKoOM y
KapTOHHiIN kopobuyi

(BMpPOOHMLTBO 3
npoaykuii in bulk
BMPOGHMKa
®peseHiyc Kabi
AscTpia ['M6X,
ABcTpis)

hapmakoHarnagy (BBegeHHs
y3aranbHeHVX AaHnX Npo cuctemy
chapmakoHarnsgy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iICHEHHs1 hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKA NS 30iNCHEHHS
dapmakoHarnsaay B YKpaiHi, KO BOHA
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bknoyawym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
dapmakoHarnsgy) - 3miHa
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

yMNOBHOBaXeHoi 0cobu, BignosigansHoi
3a 3fincHeHHs papmakoHarnsagy: fiova
penakuis — KosaneHko tOnis
BagnmiBHa; NponoHoBaHa pegakuis —
KapywkuHa KOnis BonogumupisHa.
3MiHa KOHTaKTHMX SaHWX
yMNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3[iNCHEHHs bapmakoHarnsay

139.

JIAMIOEPM

Tabnetku no 250 mr, no
7 TabneTok y 6nictepi,
no 1 abo no 2 6nicrepu
B KapTOHHi kopobuyi

€po Jlandkep It

Benuka
Bputanis

OAC Jlimiten

IHaisa

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHn | Tuny - 3MiHn Wwopo
6e3nekn/edPekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHeHUX AaHuX Npo cucTemy
capmakoHarnsgy (BBeAeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
capmakoHarnsgy, amiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 3[ilCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNOBHOBaXeHOi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsaagy) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a (pbapmakoHarnsg : lNponoHoBaHa
penakuist — benikoBa CeiTnaHa
MwuxainnisHa. 3MiHa KOHTaKTHUX AaHUX
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHEeHHs dhapmakoHarnsgy

3a
peuenmom

UA/1678/02/01

140.

JIA®EPOBIOH®

niodpinizaTt 4N posynHy
ans in'ekuin no 1 000
000 MO o 5 dhnakoHis
niogpinizata y 6nictepi;
no 2 6nictepu y nayui 3
KapToHy; no 5 amnyn
niocgpinizata y 6nictepi;
no 1 abo 2 6nictepn y
navui 3 KapToHy; no 5
amnyn niodpinizata Ta
no 5 amnyrn po3ynHHUKa
no 2 mn (Boga Ang
iH'ekuin) y Gnictepi; no 1
abo no 2 Gnictepn y
navui 3 KapToHy

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHEHUX AaHUX NPO CUCTEMY
dapmakoHarnsiy (BBeAeHHs
y3ararnbHeHUX AaHux Npo cUcTemy
dapmakoHarnsay, aMiHa
yMNoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iCHEHHsT hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asBHMKa AN 34iNCHEHHS
hbapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Bif YNOBHOBaXXEHOI 0cobu,

3a
peuenmom

UA/13720/01/01
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
BiANOBIgANbHOI 3a 34iNCHEHHS
hapmakoHarnsgy (Bknoyawum
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI MacTep-hanna cuctemm
apmakoHarnsgy) - 3miHa
yrnoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iMCHeHHA hapmakoHarnagy.
3anponoHoBaHo: [urac [iaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[OaHnX yNOBHOBaXeHOi ocobu,
BiANoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsgy
141. JIA®EPOBIOH® niodiniaaT Ans po34nHy TOB "®3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/13720/01/02
ans in'ekuin no 3 000 "BIO®APMA" "BIODPAPMA" MaTepianis: peuenmom
000 MO no 5 dnakoHiB 3MiHu | TMNy - 3MiHK Woao
nioginizata y 6nictepi; 6esnekn/edeKTMBHOCTI Ta
no 2 6nictepu y nayui 3 dapmakoHarnsgy. BeegeHHs abo 3MiHu
KapToHy; no 5 amnyn 00 y3aranbHEHUX AaHnx Npo cucTemy
nioginizata y 6nictepi; apmakoHarnsagy (BBeaeHHs
no 1 abo 2 Gnictepn y y3aranbHeHVX JaHnX Npo cuctemy
navui 3 KapToHy; no 5 apmakoHarnsay, aMiHa
amnyn niocdpinizata Ta YNOBHOBaXeHOT 0cobu, BignosigansHoi
no 5 amnyn posynHHKKa 3a 3[iNCHEeHHs bapmakoHarnsay;
no 2 mn (Boga ans KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
iH'ekuin) y 6nictepi; no 1 3asiBHMKA NS 30iNCHEHHS
abo no 2 Gnictepn y hapmakoHarnsgy B YkpaiHi, Ko BoHa
navui 3 KapToHy BiAMiHHa Big yNnoBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 30iNCHEHHS
hapmakoHarnsigy (Bkrovaym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
hapmakoHarnsgy) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHeHHA hapmakoHarnagy.
B3anponoHoBaHo: Aurac [liaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsgy
142. JIA®GEPOBIOH® niodiniaaT Ans po34nHy TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/13720/01/04
ans in'ekuin no 6 000 "BIODAPMA" "BIODAPMA" MaTepianis: peuenmom

000 MO no 5 amnyn
nioginizata Tano 5
amnyn po3yrHHKKa no 2
MmN (Boga Ang iH'ekuin) y
6nictepi; no 1 6nicrepy
y navi 3 KapToHy; nNo 5
dnakoHiB nioginisata
Ta no 5 amnyn

3MiHn | TUny - 3MiHM Wwopo

6e3nekn/eceKkTUBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHu

[0 y3aranbHeHUX AaHuX Mpo cucTemy
apmakoHarnsagy (BBeAeHHs
y3aranbHeHVX JaHnX npo cuctemy

capmakoHarnsgy, amiHa

YNOBHOBaXEHOT 0co6MU, BignoBigansHoi
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
PO34MHHMKE NO 2 MA 3a 3[iMCHeHHA hapmakoHarnagy;
(Boga ans iH'ekuin) y KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
6nictepi; no 1 6nictepy 3asiBHMKA ANSA 30iNCHEHHS
y nayui 3 KapToHy; Mo 5 dapmakoHarnsay B YKpaiHi, AKLO BOHA
amnyn niodinizata 'y BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
6nictepi; no 1 6nictepy BiANoBiganbHOI 3a 30iNCHEHHS
y nayi 3 KapToHy dapmakoHarnagy (Bkntovaro4mn
KOHTaKTHi gaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-anna cuctemm
dapmakoHarnsgy) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHEeHHs hapmakoHarnsgy.
3anponoHoBaHo: urac [diaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[AaHnX yNoBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 30iNCHEHHS
papmakoHarnsgy
143. JIA®EPOBIOH® niodiniaaT Ans po34nHy TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/13720/01/06
ans in'exkuin no 18 000 "BIOPAPMA" "BIOPAPMA" MaTepianis: peuenmom
000 MO no 1 cpnakoHy 3MiHn | TUny - 3MiHn Wwopo
nioginizata Ta no 1 6esnekn/edeKTMBHOCTI Ta
amnyrni po34YnHHKKa no 2 dapmakoHarnsagy. BeeaeHnHs abo 3aMiHn
MmN (Boga ans iH'ekuin) y 00 y3aranbHEHUX AaHnx Npo cuctemy
6nicTepi; no 1 6nictepy dapmakoHarnsgy (BBeAeHHs
y mayui 3 KapToHy; no 1 y3aranbHEeHNX 4aHNX Npo CUCTEMY
amnyni nioginisarta Ta hapmakoHarnsgy, amiHa
no 1 amnyni po34nHHUKa yMNoBHOBaXeHoi ocobu, BignosiganeHoi
no 2 mn (Boga ans 3a 3[iCHEHHs1 hapmakoHarnsaay;
iH'ekuin) y 6nictepi; no 1 KOHTaKTHOT 0cobu 3 chapmakoHarnagy
6nictepy y nauyui 3 3asiBHMKa AN 34iNCHEHHS
KapToHy; no 1 amnyni dapmakoHarnsay B YKpaiHi, AKLWO BOHA
niogpinizata y 6nictepi; BiAMiHHa Big yNnoBHOBaXeHOi ocobu,
no 1 6nictepy y nauui 3 BiQNOBiganbHOI 3a 3AiNCHEHHS
KapToOHy dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsaay) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHeHHs1 hbapmakoHarnsgy.
3anponoHoBaHo: urac [iaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[AaHnX yNoBHOBaXeHOi ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy
144. JNIEBOMIH 30 TabneTtkn, BKpUTI mioe M'moX Himeuyunna mibe MmeX HimeyuunHa BHECEHHS 3MiH [0 peecTpaLiiHux 3a UA/16583/01/01
NNiBKOBOK 0B6OMOHKO, ApuHaimiTTenb ApuHanmiTTenNb MaTepianis: peuenmom

no 0,03 mr/0,15 mr no 21
TabneTui y 6nictepi; no
1 abo no 3, abo no 6

3MiHu | TUny - 3MiHK Wwopao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHst abo 3MiHn
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

6nicTepiB y KapTOHHIl
Kopobui

00 y3aranbHEeHUX AaHnx Npo cuctemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHVX JaHnX Npo cucTemy
dapmakoHarnsay, aMmiHa
yrnoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHEeHHs hbapmakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsagy
3asiBHMKa 4N 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi, KO BOHa
BiAMiHHa BiO yNOBHOBaxeHOi ocobu,
BiANoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnsgy (Bkrnovawym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ganna cuctemm
apmakoHarnsigy) - 3MiHa KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asBHUKa
ONs 34iNCHEeHHs hapMakoHarnsay B
YkpaiHi. [itova pegakuis - MapTuHiok
Onbra borgariBHa. NponoHoBaHa
penakuis — banabaw Bitanin
MwukonaioBuy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu

145.

JIEBOMILIETUH

kpanni o4Hi 0,25 % no
10 Mn y donakoHi
nnacTMkoBomy; no 1
dnakoHy y nauui 3
KapTOoHY

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHeHUX JaHuX Mpo cucTemy
apmakoHarnagy (BBegeHHs
y3aranbHeHUX AaHWX Npo cucTemy
dapmakoHarnsay, aMiHa
yMNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[ilCHeHHs hbapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsagy (Bknoyaym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemu
hapmakoHarnsgy) - 3miHa
yMOBHOBaXeHoi ocobw, BignosiaaneHoi
3a 3fincHeHHs hapmakoHarnsagy: fOitova
pepakuist — Typok B’suecnas
B’auecnaBoBuy. [MponoHoBaHa
pepakuis — urac OiaHa
OnekcaHppiBHa.
3MiHa KOHTaKTHUX AaHuX

3a
peuernmom

UA/5515/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

yMNOBHOBaXeHoi 0cobu, BignosigansHoi
3a 3[iNCHEHHs pbapmakoHarnsay

146.

JIEFAJIOH® 140

kancynu no 140 wmr, no
10 kancyn y 6nicTtepi; no
2 abo 3, abo 6 GricTepis
Y KapTOHHIN kopobui

MEJA dapma 'm6X
enp Ko. KI

Himevunna

MALAYC Mm6X

Himevumna

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHn | TUny - 3MiHn Wwopo
6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsgy. BeeaeHHs abo 3MiHu
00 y3aranbHeHUX AaHuX Npo cucTemy
capmakoHarnsgy (BBeaeHHs
y3aranbHeHNX AaHNX Npo CUCTEMY
apmakoHarnsgy, amiHa
yMNOBHOBaXeHoi 0cobu, BignosigansHoi
3a 3[ilCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOI ocobu 3 chapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
dapmakoHarnsaay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MmiLLieHHI MacTep-anna cuctemm
dapmakoHarnsgy) - lMponoHoBaHa
pedakuis: ynoBHoBaxeHa ocoba
BignosiganobHa 3a hapmakoHarnsag, -
Balwant Heer, koHTakTHa ocoba
BignosiganeHa 3a dapmakoHarnag B
YkpaiHi basunescbka KOnis BanepiisHa.
3MiHa KOHTaKTHUX AaHuX
ynoBHOBaxeHoi ocobu. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0cobu.
3MmiHa Micusi 30iNCHEHHS OCHOBHOI
fisnbHocTi. 3mMiHa Homepy Ta
MiCLie3HaxX0MKEHH MacTep-danny

be3
peuenma

UA/7185/01/01

147.

JIEFAJIOH® 70

kancynu rno 70 mr, no 10
kancyn y 6nictepi; no 2
abo 3, abo 6 GnictepiB y
KapTOHHiIN kopobui

MEJA ®apma M'mboX
eHa Ko. KIM

Himeyuunna

MAJAYC 'meX

Himeyumna

BHECEHHS 3MiH IO peecTpauiiHnX
MaTepianis:
3MiHu | TMny - 3MiHK Woao
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHEHUX AaHnX Npo CUcTemy
apmakoHarnsagy (BBeAeHHs
y3aranbHeHVX JaHuX npo cuctemy
dapmakoHarnsay, aMiHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[iNCHeHHs1 hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asBHMKA NS 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SKLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS

bes3
peuyenma

UA/7185/01/02
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

apmakoHarnsgy (Bkovanoum
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-anna cuctemu
dapmakoHarnsgy) - lMponoHosaHa
pepakuis: ynoBHoBaxeHa ocoba
BignosigansHa 3a hapmakoHarnsg, -
Balwant Heer, koHTakTHa ocoba
BignosigansHa 3a hapmakoHarnag B
YkpaiHi basunescbka HOnisi BanepiisHa.
3MiHa KOHTaKTHMX AaHux
ynoBHOBaxeHoi ocobu. 3miHa
KOHTaKTHMX JaHUX KOHTaKTHOI 0cobu.
3miHa Micusi 30iNCHEHHSI OCHOBHOI
pisnbHocTi. 3miHa Homepy Ta
MiCLie3HaX0MKEHHA MacTep-danny

148.

JIEMKO®O3UH

po34ymH ans iH'ekuin, 10
mr/mn no 3 mn (30 mr)
a6o 10 mn (100 mr) y
dnakoHi; no 1 nakoHy
B KapTOHHIN nayui

AxTtasic rpyn AT

IcnaHgis

CingaH ®apma CPJ1,
PymyHis;
AkTasic ITanis
C.n.A., Itanis

PymyHis/
ITanis

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn wopao
6e3nekn/eeKkTuBHOCTI Ta
apmakoHarnsgy. BHecenHs abo
3MiHa(v) ao 30608B'sA3aHb Ta YMOB
BMAadi peecTpauiiHoro nocBig4eHHs,
BKItoYatoum MnaH ynpaeniHHS
pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
BMMararTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBUMMW 0OOATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OpraHom) BukoHaHHs
3060B's3aHb BiAMNOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1 gogatky 15 no Mopsaky
NpOBeEHHsI eKcnepTusn
peecTpauinH1X MaTepianiB Ha fnikapcbki
3acobu, Lo NoAaTbCS Ha AepXaBHY
peecTpaLiio (nepepeecTpallito), a TakoX
eKcrnepTu3n matepianis NPo BHECEHHS
3MiH [0 peecTpauiiHix maTtepianis
npoTsArom il peectpauiiHoro
NOCBIAYEHHS, 3aTBEPAXKEHOr0 Haka3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Hakady MOS3 Big 23.07.2015 Ne 460)

3a
peuenmom

UA/6749/01/01

149.

JNIOA3A-
BIO®APMA

MOPOLLOK 5151 PO34UHY
ans iv’ekuin no 64 Of, 5
NakoHiB 3 MOPOLLUKOM y
6nicTepi; no 2 6nictepn
y navui 3 KapToHy; 5
amnyn 3 NOpPOLUKOM Y
6nicTepi; no 2 6nictepu
y nauyui 3 KapToHy

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIOPAPMA"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
marepianis:
3MiHu | TUny - 3MiHK Wwopao
6e3nekn/eeKkTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHeHUX JaHuX PO CUCTEMY
apmakoHarnsigy (BBeAeHHs
y3aranbHeHVX AaHUX Npo cUcTemy

3a
peuernmom

UA/5773/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

dapmakoHarnsay, aMmiHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHEeHHs hapmakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsagy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi, KO BOHa
BiAMiHHa Bi# YNOBHOBaXeHOi ocobu,
BiANoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnsgy (Bknovawym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-anna cuctemm
apmakoHarnsgy) - 3miHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3fifcHeHHs papmakoHarnsagy: fditova
pepakuis — Typok B’sauecnas
B’auecnaBoBuy. [MponoHoBaHa
pepnakuia — durac [HiaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[aHnX YNOBHOBaXEHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy

150.

JIIAOKAIH

cnpen 10 %, no 38 r
cnpeto y dnakoHi; no 1
dnakoHy + 1
nnacTmMacoBuii KranaH-
[03aTop Y KapTOHHIW
kopooui

3AT dapmaueBTUYHUIA
3asop ElNC

YropwuHa

3AT
dapmaueBTUYHUIA
3aBog ElC

YropwwmHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHu | TUNY - NoO4aHHSA OHOBNEHOrO
cepTugikaTy BiaNoOBIAHOCTI
€Bponelicbkoi papmakonei Ne R1-CEP
1998-078-Rev 04 Big 3aTBEpOKEHOMO
BUpoGHMKa A®PI, ik HacnigoK, BBEAEHHSI
[0[aTKoBOT BUPOOHMYOT AinbHULI
Moehs BCN, S.L.; 3amiHu | Tuny -
NoAaHHS HOBOTO cepTudikaTty
BignoBigHocTi €Bponencokoi
capmaxkonei Ne R1-CEP 2010-320-Rev
00 Big HoBoro B1po6Huka AdI

3a
peuernmom

UA/0655/01/02

151.

NIOOKAIHY
rigpoxnorug

po34ynH ans iH'ekuin, 20
Mr/MA N0 2 MN B amnyni;
no 10 amnyny
KOHTYPHIW YapyHKOBIW
ynakosui, no 1
KOHTYPHIl YapyHKOBI
ynakoBLi B nayui; no 2
M B amnyni, no 10
amnyn y kopobui

MAT "Tanuudapm”

YkpaiHa

MAT "Tanuudapm"”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | TUNy - 3MiHa NnocTavanbHUKa
nakyBanbHUX MaTepianis abo
KOMMMEKTYIOYMX (SKLLO 3a3HaYeHO B
[OCbE) (BUINYyYEHHs MocTavarnbHuKa) -
BHECEHHS 3MiH 40 maTepianis
peecTpauiiHoro gocke p. 3.2.P.7.
Curctema KOoHTeNHep/3aKynoproBanbHUii
3acib: BUNy4YeHHs iHopmalii woao
BMPOGHVKIB MEPBMHHOI YNaKOBKK
(amnyn)

3a
peuenmom

UA/4364/01/01

152.

JNIOTPOMB 1000-
300POB'A

renb, 1000 MO/r in bulk
no 50 kr B 6o4kax
cTanesux, 3aKpUTUX

ToBapucTtBo 3
06MeXeHo
BiANoBiganbHIiCTO

YkpaiHa

TosapucTBo 3
obmexeHo
BiANOBiganNbHICTIO

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TNy - 3miHa y cknagi

UA/15770/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

KpULLIKaMKM 3 3aTUCKHUM
Kinbuem

"®apmaLeBTUYHa
KomMmnaHis "3gopos's"

"®apmaueBTnYHa
KomMnaHis "3gopos's"”

(AONOMIDKHMX peYvoBMHAX) roTOBOrO
NikapCcbKoro 3acoby - yTOYHEHHS
KiNIbKOCTi ZONOMIDKHOT pe4YOBUHN
TpoMeTaHony; 3MiHu | TUny - 3MiHW,
noB'si3aHi 3 HeOOXiQHICTIO NPUBEAEHHS Y
Bi4NOBIgHICTb A0 MoHorpadii APY abo
€sponelicbkoi hapmakonei, abo iHwof
HauioHanbHoi hapMakonei gepxasu
€C; cynyTHS 3miHa: 3MiHa y MeToaax
BMNPOOYBaHHS JONOMXKHOT PEYOBUHY -
npuBeAeHHa cneumaikadin Ta Metoais
BXiZAHOMO KOHTPOJSIO SKOCTi LONOMKHUX
PEYOBUH Y BignoBigHicTb Ao Bumor EP
Ta 1Y, a came: - meTunnapabeH (E
218) (meToaMKy 3a NOKa3HWKOM
«MikpobionoriyHa ynctoTa» 40 BUMOr
3aranbHuX ctaTen no GionoriyHomy
BunpobyBaHHio EP); - kapbomep
(Bny4eHo nokasHuk «Baxki meTanu»
0o Bumor moHorpadpii EP Ta kputepii
NPUNHATHOCTI Ta METOAMKY 3a
nokasHukom «MikpobionoriyHa
yYucToTa» 4O BUMOT 3ararnbHuUX cTaTen
no GionoriyHomy BUNpoGyBaHHo ADY);
- TpOMeTamorn (MeToauKy 3a
nokasHukom «MikpobionoriyHa
yYucToTa» 40 BUMOT 3aranbHuUX cTaTen
no G6ionoriyHomy BMNpobyBaHHo ODY);
- onist M’siTM NepueBoi (kpuTepii
NPUNHATHOCTI Ta METOAMKY 3a
nokasHukom «MikpobionoriyHa
yYucToTa» 4O BUMOT 3aranbHuUX cTaTen
no GionoriyHomy BUNpoGyBaHH0 ADY);
- eTaHon 96% (MeToauku 3a
nokasHukamu «OnNTu4Ha ryctuHa» oo
BUMOr MoHorpadii EP Ta
«MikpobionoriyHa yncTota» 0 BUMOT
3aranbHuX ctaTen no GionoriyHomy
BunpobyBaHHo EP)

153.

JIIOTPOMB 1000-
300POB'A

renb, 1000 MO/rno 15,
25r,50rabono 100 ry
Ty6i; no 1 Ty6i y kopobui
3 KapTOHY

ToBapwucTtBo 3
o6MmeXeHo
BiAnoBiganbHICTIO
"®apmaueBTnyHa
KoMnaHis "3gopos's”

YkpaiHa

ToBapucTBO 3
obmexeHo
BiANoBiganbHICTIO
"®apmaueBTuiHa
KoMnaHis "3gopos's”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis:
3MiHuM | TUNY - 3miHa y cknagi
(mONOMIDKHUX pevoBMHAaxX) rOTOBOrO
nikapcbKoro 3acoby - yTOYHEHHS
KiNIbKOCTi AONOMIKHOI pe4OBUHN
TpOMeTaHory; 3MiHu | TUny - 3MiHW,
noB'sizaHi 3 HeobXiQHICTIO NPUBEAEHHS Y
BiANOBiAHICTb A0 MoHorpadii AdPY abo
€Bponencebkoi hapmakonei, abo iHLwoil

be3
peuyenma

UA/11418/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

HauioHanbHoI hapmakonei gep>xasu
€C; cynyTHS 3miHa: 3MiHa y MeToaax
BUNPoBYyBaHHSA AOMOMIKHOT PEYOBUHY -
npvBeAeHHs cneuudikadin Ta metoais
BXiZAHOMO KOHTPOJSIO SKOCTi LONOMIKHUX
pevoBUH Y BiANoBigHICTL Ao BUMor EP
Ta 1Y, a came: - metunnapabeH (E
218) (meToAMKy 3a MOKa3HWKOM
«MikpobionoriyHa yncToTa» 40 BUMOr
3aranbHux cTaTten no GionoriuHomy
BunpobyBaHHio EP); - kapbomep
(BNy4eHo nokasHuk «Baxki meTanuy»
Ao Bumor moHorpadii EP Ta kputepii
NPUNHATHOCTI Ta METOAMKY 3a
nokasHukom «MikpoGionoriyHa
YucToTa» 40 BMMOT 3ararnbHuUX cTaTen
no GionoriyHomy BUNpoGyBaHHo ADY);
- TpOoMeTamon (MeToauKky 3a
nokasHukom «MikpobionorivyHa
yYucToTa» 4O BUMOT 3aranbHuUX cTaTen
no GionoriyHomy BUNpoGyBaHHo ADY);
- onis M'ATK nepueBsoi (kpuTepii
NPUNHATHOCTI Ta METOANKY 3a
nokasHukom «MikpoGionoriyHa
YucToTa» 40 BMMOT 3ararnbHuUX cTaTen
no GionoriyHomy BUNpoGyBaHHo ADY);
- eTaHon 96% (MeToauMKM 3a
nokasHukamu «OnNTuYHa ryctuHa» oo
BUMOr MoHorpadii EP Ta
«MikpobionoriyHa YnctoTa» 4o BUMOr
3aranbHWX ctaTen no GionoriyHomy
BunpobyBaHHio EP)

154.

JIO3AN® 100
nntoc

TabneTku, BKpUTI
NMiBKOBOK 0BOMOHKOIO,
no 100/25 mr Ne 10
(10x1), Ne 30 (10x3), Ne
90 (10x9): no 10
TabneTok y 6nictepi; no
1, 3 abo 9 GnictepiB y
KapTOHHin kopobuy; Ne
15 (15x1), Ne 30 (15x2),
Ne 90 (15x6): no 15
TabneTok y 6nictepi; no
1, 2 abo 6 GnicTepiB y
KapTOHHIl kopobui

BiHTpon
ApuHanmittens 'm6X

HimevuunHa

CaHodi-AseHTic Cn.
30.0.

Monbwa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | TUNY - NogaHHSA OHOBNEHOMO
cepTudikaTta BignoBIAHOCTI
€Bponevicbkin hapmakonei.
BanponoHoBaHo: R1-CEP 2000-091-
Rev 02 Big BXe 3aTBEpAKEHOrO
BMPOGHVKa Ail040i pevOBUHM
rigpoxnopTiaaua; nogaHHst OHOBINEHOTO
cepTudikaTta BignoBigHOCTI
€Bponeicbkinn hapmakonei.
B3anponoHoBaHo: R1-CEP 2000-091-
Rev 03 Big BXe 3aTBEpAKEHOrO
BMPOGHKKa Ail040i pevOoBUHM
rigpoxnopTiasvug

3a
peuenmom

UA/15308/01/01

155.

MABTEPA®

pO34MH Ans iH'eKkuin,
1400 mr/11,7 mnno 11,7

. XodmaHH-T5a Poww
Nt

LLisevinapis

BMPOGHMLUTBO
Hepo3dhacoBaHoi

LLisenuapis

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:

3a
peuernmom

UA/14231/01/01
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
MmNy donakoHi, no 1 npoaykLuii, nepsuHHe 3MiHwM Il Tuny - 3MiHK 80 IHCTPYKLiT Ans
NakoHy y KapTOHHIN Ta BTOPUHHE MeOMYHOro 3acToCyBaHHSA A0 pPo3Ainis
Kopooui nakyBaHHs, "OcobnusocTi 3actocyBaHHs", "Cnocib
BUNPOBYBaHHsI 3acTocyBaHHs Ta fo3n". BeBeaeHHs
KOHTPOSIO AKOCTI: 3MiH npoTarom 6-Tm micauis nicna
®.XocbpmaHH-T5 3aTBepAXeHHA
Pow JTg,
LBsenuapis;
BMNPOOYBaHHS
KOHTPOSIO AKOCTI,
BMNYCK cepii:
®.XoppmaHH-J1s
Pow JTg,
Lisenuapis
156. MENITOP® TabneTkn, BKpUTI J1€ NABOPATYAP PpaHuis JlabopaTopii Ceps' € PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/4972/01/01
NNiBKOBOIO 0BOMNOHKOM0, CEPB’E IHaacTpi, PpaHuis; Ipnangis MaTepianis: peuenmom
no 25 mr no 14 TabneTtok Ceps'e (IpnaHgis) 3MiHu Il Tuny - 3MiHn Wwopo
y bnicTtepi; no 1 abo no IHgacTpic IlTa, 6esnekn/edeKTMBHOCTI Ta
2 abo no 4 6nictepu B Ipnangis bapmakoHarnsgy. BHeceHHs abo
KopobLUi 3 KapToHY 3MiHa(v) ao 30608B'sA3aHb Ta YMOB
BMAadi peecTpauiiHoro nocBig4eHHs,
BKItoYatoum MnaH ynpaeniHHA
pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
BMMararTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBUMMW 0OOATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKifbKu
BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHVUM OpraHom) - BukoHaHHS
3060B's3aHb BiAMNOBIAHO 40 NiAMYHKTY
2.3 nyHkTy 2 popatky 15 go lMopsaaky
NpOBeEHHsI eKcnepTusn
peecTpauinH1X MaTepianiB Ha fnikapcbki
3acobu, Lo NoAaTbCS Ha AepXaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKcrnepTu3n matepianis NPo BHECEHHS
3MiH [0 peecTpauiiHix maTtepianis
npoTsArom Aii peectpauiiHoro
NOCBIAYEHHS, 3aTBEPAXKEHOr0 Haka3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Hakady MOS3 Big 23.07.2015 Ne 460)
157. METPOlI1® pO34uH ANg iHdy3in, 5 "HOHiK IHAis "HOHiK IHAis BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/2871/05/01
mr/mn no 100 mny PapmacbloTukan dapmacbioTukan matepianis: 3miHu | Tuny - peuyenmom
dnakoHax, no 1 Jlabopatopis" JlabopaTtopis" AOMiHiCTpaTUBHI 3MiHW. BunyyeHHs

hnakoHy, ynakoBaHoOMy
B LenodhaHoBUIA NakeT,
y KOpobLji 3 KapTOHY

(BipaineHHs dipmun
"IOx. B. Kemikana exg
PapmacbioTvkana
INta.")

(BipgineHHst ipmun
"x. B. Kemikana
eHp
dapmacboTukan3
NTa.")

BMPOBHMYOIT AiNbHULI (BKMHOYa4m
OinbHuui ana APl npomibkHOro
npoaykTy abo roToBoro nikapcbkoro
3acoby, AinbHULI Ans NpoBeAeHHS
nakyBaHHs, BUPOOHUKA,
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

Bi4NOBIganbHOro 3a BUNycK cepin, micue
npoBefeHHs KOHTporto cepii) abo
nocrtavarnbHuKa BUXigHOro martepiany,
peareHTy abo A0MOMIXXHOT pEYOBUHM
(AIKLLIO 3a3HAYEHO Y AOCHE) BUIYYEHHS
OfHi€i i3 4BOX 3aTBEPMKEHMX OiNbHULE
BMpobHuKa "FOHik PapmacbkioTvkan
JlabopaTtopis" (BiggineHHs dipmu "Ox.
B. Kemikana eng ®apmacbloTvkans
J1ta."), Ingisa

158.

METPOHIOA30N

necapii no 500 mr no 5
necapiis y ctpuni, no 2
cTpuna y kopooui

PIH BIBHEC
COJMIOLWH3 CA

LLisenuapis

TOB "dapmanpim"

Pecnybnika
Mongosa

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
00 y3aranbHEHUX AaHnX Npo CucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHNX 4aHNX Npo CUCTEMY
dapmakoHarnsay, aMiHa
yrNoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[ilCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asiBHMKa 4N 34iNCHEHHS
bapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkrnovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a (papmakoHarnsa: lNMponoHoBaHa
penakuis — ApoLueHko InapioH
BikTopoBuY. 3MiHa KOHTAKTHMX OAHUX
yMNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHEeHHs bapmakoHarnsay

3a
peuenmom

UA/16150/01/01

159.

MIQIAHA

TabneTkn, BKpUTI
nniBkOBO 0BONOHKOIO,
no 21 tabnerui y
6nictepi; no 1 abo 3
6nictepu pasom 3
KapTOHHUM Py TNSIPOM
Ans 36epiraHHs
6nictepa B nayui

BAT "lepeoH Pixtep"

YropwuHa

BAT "T'eneoH
PixTep"

YropwuHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3mMiHn Wwopao
6e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnagy. 3MiHu y KOpOTKil
XapaKkTepuCTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MELNYHOro 3aCTOCYBaHHs
reHepu4HUX/ribpuaHnx/GionoaibHMx
nikapcbkux 3acobiB Nicns BHECEHHS TiEl
camoi 3MiHU Ha ped)epeHTHUI
npenapart (3MiHa He noTpebye HajaHHS
KOOHMX HOBUX A0AATKOBUX AAHUX) -
3MiHV BHECEeHi 0 IHCTPYKLIi Ans

3a
peuernmom

UA/11296/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

MeOU4YHOro 3aCTOCyBaHHS NiKapCbKoro
3acoly y po3ainu:
"®apmakoTepaneBTuyHa rpyna”
(yTOuHEeHHs Ha3Bm),"PapmMakonorivHi
BnactusocTi", "lNoka3aHHa"
(peparyBaHHs TEKCTY),
"MpoTunokasaHHs", "Baaemogis 3
iHWMMM nikapcbkumm 3acobamm Ta iHLwi
Buau B3aemogin”, "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs
rpyaar”, "3aaTHicTe BNAMBaTK Ha
LLUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHCNopTOM abo iHWKMK
mexaHiamamu", "Oitn" (iHpopmauis 3
6esnekn), "lMobivHi peakuii” BignoBigHO
00 iHpopmauii Woao MegmyHoro
3acTtocyBaHHS pedhepeHTHOro
nikapcekoro 3acoby (APUHA®,
TabneTku, BKPUTi OBOMOHKOL).
BBegeHHst 3MiH NpoTsirom 3-x Micauis
nicns 3aTeBepakeHHs. 3MiHn | Tuny -
3MiHM woao 6e3nekn/eddekTUBHOCTI Ta
dapmakoHarnsagy. 3miHa y KopoTkii
XapaKTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKUiT Ans
MEeAMYHOro 3aCTOCYBaHHsI Ha MiACTaBi
perynsipHoO OHOBMOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
JocrnimpkeHb 3 6e3neky 3acTocyBaHHs
nikapcbKkoro 3acoby B
nicnsipeecTpauinHuii nepioa, abo sk
pes3ynbTart OUiHKW 3BiTY 3 OCNIOKEHb,
NpOBEAEHMX BigNoOBIAHO A0 NnaHy
nepiaTpuyHmx gocnimkeHrs (PIP) (3miHy
Y3rOAPKEHO 3 KOMMNETEHTHUM
YMOBHOB&XKEHNM OpPraHoM) - 3MiHu
BHeCeHi [0 IHCTPYKUiT Ans MeanyHoro
3aCTOCyBaHHsI NikapCcbKoro 3acoby y
po3ginu: "lNpoTrnoka3aHHs",
"B3aemogisi 3 iHW1MK fikapCbKUMum
3acobamMu Ta iHWi BUaM B3aemonin",
"OcobnuBocTi 3acTocyBaHHSA"
BigMNoBigHO 4O OHOBEHOI iHhopmaLlii 3
6e3neku gjitoyoi pevoBuHU. BBeaeHHs
3MiH NpoTArom 3-x micsauiB nicns
3aTBEPKEHHS.

UA/4711/01/01

160.

HABIPEN

KOHLEHTpaT Ansi
NPUroTyBaHHS PO3YUHY

Mepak Nesenbwadpt
dorop KniHiwe

Himevuunna

BUPOGHMLUTBO "in
bulk", kKOHTpOIb

Yecbka

Pecny6nika/

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:

3a
peuernmom
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
Ans iHdysin, 10 mr/mn Lneuiansnpenapate cepin: oHkomen, HimeyunHa 3MiHM | TUMY - NOAAHHS OHOBIIEHOIO
no 1 mn (10 mr) abo 5 M6X MeHbloheKkyepiHr cepTudikaTy BignoBigHOCTI
mn (50 Mr) y donakoHi, a.c., Yecbka €Bponencbkin dapmakonei Ha ADI
no 1 dnakoHy B Pecnybnika; Vinorelbine tartrate Big 3atBepmxeHoro
KapTOHHiIN kopooLi nakyBaHHs, BUPOGHMKA. 3anpornoHoBaHo: Transo-
MapKyBaHHsi Ta Pharm Handels GMBH, Germany
BUWMYCK cepii: No.R1-CEP 2008-290-REV 01.
Mepak Nesenbladt (oHoBneHa Bepcis CEP micTuTb 3MiHy
rop KniHiwe nepiogy NoBTOpHOro BunpobysaHHs API
LLineuianbnpenapat 3 2-X A0 3-X pokiB)
e M6X, HimeyunHa
161. HICNA3M TabneTku, BKPUTI CYH-®APM Cn. 3 0.0. MNonbwa Mibe MmbX Himeuumna BHECEHHS 3MiH 40 peecTpauiiHnx bes UA/15658/01/01
®OPTE NNiBKOBOIO 0BOMNOHKOM0, ApuHaimiTTenb martepianis: 3miHu | Tuny - peuenma
no 80 mr, no 10 AOMiHiCTpaTUBHI 3MiHW. 3MiHa
TabneTok y 6nictepi; no HanmMeHyBaHHA Ta/abo agpecu
2 6nictepu B KApTOHHIN 3asiBHMKA (BNacHWKa peecTpauiiHoro
Kopobui noceigyYeHHs) 3MiHa Ha3BW 3asiBHMKA.
162. HOBITAH® TabneTtkn, BKpUTI O-p Peppi'c IHaisa O-p Pegpi'c IHais BHECEHHS 3MiH 0O peecTpauiiHnx bes3 UA/5127/01/01
NniBKOBOIO 0BOMNOHKOIO, JlabopaTopic Jitg JlabopaTopic Jltg MaTepianis: peuenma
no 10 TabneTok y (BupobHuya 3MiHu | Tuny - 3MiHn Wwopo
6nictepi; no 1 6nictepy AinbHuus - VI) 6esnekn/edeKTMBHOCTI Ta
B KapTOHHIN kopobui dapmakoHarnsagy. BeegeHnHs abo 3MiHn
[0 y3aranbHeHUX AaHuX Mpo cucTemy
apmakoHarnagy (BBegeHHs
y3aranbHeHUX AaHuX Npo cucTemy
chapmakoHarnsgy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iCHEHHs1 hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHMKA ANs 34iNCHEHHSA
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
dapmakoHarnsaagy) - 3miHa
yMNoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iNCHeHHA hapmakoHarnagy:
MponoHoBaHra pepakuis — Dr. Vijay
Kumar Talla. 3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[iNCHEHHs dhapmakoHarnsgy
163. HOBOKAIH po3uuH Ans iH'ekuin 0,25 | JodipHe nianpvemcTBo YkpaiHa HouipHe YkpaiHa BHECEHHS 3MiH [0 peecTpauifiHmX 3a UA/8693/01/01
% no 100 mn, abo 200 "®apmaTpeng" nignprueMcTBO MaTepianis: peuenmom
mn, abo 250 mn, abo "®apmatpeng” 3MiHn | TUny - 3MiHM Wwopao

400 mn, abo 500 mn,
abo 1000 mn y
KOHTEeWHepax, KOXHU

6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHeHUX JaHuX MPO CUCTEMY
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

KOHTEWHep BKNageHun y
NMiBKy NakysanbHy

capmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHnX Npo cucTemy
apmakoHarnsgy, amiHa
yMNOBHOBaXeHoi 0cobu, BignosigansHoi
3a 3[iNCHEeHHs hbapmakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asBHMKa ANS 34INCHEHHS
dapmakoHarnsagy B YkpaiHi, KO BOHa
BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
dapmakoHarnsgy (Bkrnoyawym
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MmiLLieHHI MacTep-anna cuctemm
apmakoHarnsgy) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosiganbHoi
3a 3[iNCHeHHA hapmakoHarnagy:
MponoHoBaHa peaakuis — CTpuxak
Apocnae |BaHOBMY. 3MiHa KOHTAKTHUX
[aHnX YNOBHOBaXEHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy

164.

HYKNEO U.M.®.
®OPTE

niodiniaaT Ans po34nHy
ans iH'ekuin; 3 amnynu 3
niocpizatom Ta 3 amnynu
3 2 MN pO34YMHHUKA
(HaTpito xnopwva, Boaa
ANs iH'eKUi) Y KOHTYPHIl
YapyHKOBIN yrnakoBLi B
kopooui

Peppep
IHTepHacioHanb, C.A.

Icnanis

Peppep
IHTepHacioHanb,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHn | TUny - 3MiHn Wwopo
6e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHeHWX AaHnX Npo cUcTemy
dapmakoHarnsagy (BBeAeHHs
y3aranbHeHUX AaHWX Npo cucTemy
hapmakoHarnsgy, amiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHol
3a 3[ilCHeHHs1 hbapmakoHarnsay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHUKA ANSA 34ICHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHa Big yNnoBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
hapmakoHarnsagy (Bknoyaym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsigy) - 3MiHa KOHTaKTHOT
ocobu 3 hapmakoHarnsgy 3asBHUKa
ONs 3AiMCHEeHHs hapmakoHarnsgy B
YkpaiHi. NponoHoBaHa pefakuis: Kyuma
Bonoaumup OnekcaHaposuy. 3MiHa
KOHTaKTHUX JaHNX KOHTaKTHOi ocobu

bes3
peuenma

UA/3396/02/01

165.

HYTPUDIEKC
g nnoc

eMynbCia Ans iHdysin
no 1250 mn (500 mn
PO34MHY amiHOKMCNOT +

B. BpayH Menb3yHreH
Al

Himevuunna

BUPOGHMLTBO,
nepBuHHa Ta
BTOPWHHA yNaKoBKa,

Himeuunna

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHu | TMny - 3MiHKM Woao

3a
peuernmom

UA/13209/01/01
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
250 mn xupoBoi BUNYyckK cepii: b. 6e3nekn/edeKTUBHOCTI Ta
emynbcii + 500 mn BpayH Menb3ayHreH dapmakoHarnsagy. BeegernHs abo 3MiHu
PO34UHY TTHOKO3M) B Al', HimewunHa; 00 y3aranbHeHUX AaHuX Npo cucTemy
MiLLIKax NAacTUKOBMX KOHTpOrb cepii: b. dapmakoHarnsgy (eBeaeHHs
TpukamepHux; no 1 BpayH Menb3ayHreH y3aranbHeHVX JaHnX Npo cucTemy
MILLKY B NI1acTUKOBOMY Al', HimeyunHa hapmakoHarnsgy, amiHa
3aXMCHOMY MILLKY; No 5 yMNOBHOBaXeHoi 0cobu, BignoeigansHoi
3aXUCHUX MILLKIB B 3a 3[iNCHEeHHs hbapmakoHarnsay;
KapTOHHiIN kopobui; no KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
1875 mn (750 mn 3asiBHMKa ANs 30iNCHEHHS
PO34MHY amiHOKUCNOT + dapmakoHarnsagy B YkpaiHi, KO BOHa
375 mn xupoBoi BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
emynbcii + 750 mn BiANOBIgANbHOI 3@ 34iNCHEHHS
PO34UHY TTHOKO3M) B hapmakoHarnsgy (Bkrovaym
MiLLIKax nNrnacTUKOBUX KOHTaKTHi gaHi) Ta/abo 3miHu y
TpUKamepHux; no 1 pO3MiLLieHHI MacTep-hanna cuctemm
MILLKY B NI1aCTUKOBOMY apmakoHarnsigy) - 3MiHa KOHTaKTHOT
3aXMCHOMY MIiLLKY; N0 5 ocobu 3 hapmakoHarnagy 3asiBHUKa
3aXMCHMX MILLKIB B ANs 34iVCHEHHsA hapmakoHarnsgy B
KapTOHHiIN kopooLi YkpaiHi. [itoya pegakuis: CUpoTUHCbKa
MapuHa tOp’iBHa. MponoHoBaHa
pepakuisa — JlsxoBcbkun Bonogummp
OnekcaHgpoBuY. 3MiHa KOHTAKTHUX
[AaHUX KOHTaKTHOT 0cobu
166. HYTPUDNEKC emynbCia Ang iHdysin B. bpayH Menb3ayHreH Himeuunna BMPOBHMLTBO, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/13231/01/01
OMETA . no 1250 mn, 1875 mn'y Al nepBuHHA Ta marepianis: peuernmom
CNEUIANTbHUA MiLLIKy NNacTUKOBOMY BTOPWHHA ynaKkoBKa, 3MiHu | TUNYy - 3miln Woao

TpykamepHomy; no 1
MILLKY MNacTMKOBOMY
TpYKamMmepHoMy B
3aXMCHOMY MILLKY; MO 5
3aXMCHUX MiLLKIB Y
KapTOHHiI kopobui

BUNYCK cepii:
B.BpayH
MenbayHreH Arl,
HimeuuuHa;
KOHTpOrb cepil:
B.BpayH
Menb3yHreH AT,
HimeuunHa

©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHu
[0 y3aranbHeHWX AaHUX Npo CUCTemy
dapmakoHarnsagy (BBeAeHHs
y3aranbHeHUX AaHWX Npo cucTemy
chapmakoHarnsgy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[ilCHeHHs1 hapmakoHarnsay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHUKA ANSA 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko BoHa
BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
hapmakoHarnsagy (Bknoyawym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsigy) - 3MiHa KOHTaKTHOT
ocobu 3 hapmakoHarnsgy 3asBHUKa
Ons 3AiMCHeHHs hapmakoHarnsgy B
YkpaiHi. [itoua pegakuisi: CUpoTUHCbKa
MapwuHa HOp’iBHa. MNponoHoBaHa
pegakuis — JlsxoBcbkuin Bonogummp
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

OnekcaHapoBuY. 3MiHa KOHTaAKTHUX
[AHNX KOHTAKTHOT 0cobu

167.

OKCANINNATUH

nioiniaat Ans po34nHy
Ans iHdys3ivi no 50 mrin
bulk: 60 dprakoHiB y
Kopoobui

lMpuBaTHe akuioHepHe

TOBapuCTBO «Jlekxim-
XapkiB»

YkpaiHa

Keiny
dapmaveyTikan
(XawHaHb) Ko., T4,

Kutan

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | Tuny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo apgpecu
3asBHUKA (BNacHUKa peecTpaLinHoro
NocBiQYEHHs1) 3MiHa HaiMeHyBaHHS Ta
appecu 3asiBHUKA:

UA/15924/01/01

168.

OKCANINNATUH

nioiniaat Ans po34nHy
Ans iHdysii no 100 mr in
bulk: 30 dpnakoHis y
Kopobui

lMpuBaTHe akuioHepHe

TOBapUCTBO «J1ekxim-
XapkiB»

YkpaiHa

Keiny
dapmavueyTikan
(XanHaHb) Ko., J1A.

Kutan

BHECEHHS 3MiH 40 peecTpauiiHnX
matepianis: 3miHu | Tuny -
AMmiHicTpaT1BHI 3MiHW. 3MiHa
HanmeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHUKa peecTpaLiiHoro
NoCBiAYEHHS) 3MiHa HalMEHyBaHHS Ta
appecu 3asBHUKA:

UA/15924/01/02

169.

OKCANIMNATUH
AKTABIC

NMOPOLLOK Ans
NPUroTYBaHHA PO3YNHY
Ans iHdysin no 50 wmr; 1
hrnakoH 3 MOPOLLKOM Y
navui KApTOHHIN

AkTasic rpyn AT

Icnangis

CingaH ®apma CPJ1,
PymyHis;
AkTasic ITanis
C.n.A,, Itanis

PymyHisa/
ITanis

BHECEHHS 3MiH [0 peecTpauinHnX
MaTtepianis: 3minu Il Tuny - 3miHn wWoao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(n) 8o 3000B'si3aHb Ta YMOB
BUAadi peecTpauinHoro noceBig4eHHs,
BKItovatouu NnaH ynpasniHHA
pu3nKamMm (3aCTOCyBaHHS 3MiH(K), ski(a)
BMMararTb(€) noganbLIoro
06r'pyHTyBaHHSI HOBUMW [OAATKOBUM
AaHyMK, WO MalTb HagaBaTucs
KOMMETEHTHUM OPraHoOM, OCKiNbKM
BMMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHUM opraHom) BukoHaHHs
30060B'A3aHb BiAMOBIAHO A0 NIONYHKTY
1.13 nyHkTy 1 gogatky 15 go MNMopsiaky
npoBeAeHHs ekcnepTnamn
peecTpauinHMx MaTepianis Ha nikapcbki
3acobu, Lo NoAarTbCs Ha AepXaBHY
peecTpauito (nepepeecTpaliio), a Takox
eKkcnepTu3n mMartepiarnis NPoO BHECEHHS!
3MiH 0O peecTpauiiHux maTtepianis
npoTsArom Aii peectpauinHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOrO HaKas3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakasy MOS Big 23.07.2015 Ne 460)

3a
peuenmom

UA/6832/01/01

170.

OKCANIMNATUH
AKTABIC

MOPOLLIOK ANsi
NPUrOTYBaHHS PO3YMHY
Aans iHdysivi no 100 wmr;
1 donakoH 3 MOPOLLKOM Y
nayui KapTOHHIN

AkTasic rpyn AT

Icnangis

CinpaH ®apma CPJ1,
PymyHis;
AkTagic ITanis
C.n.A,, Itanis

PymyHis/
ITanis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu Il Tuny - 3miHn wopao
6e3nekn/eeKkTUBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(v) Ao 30608B'sA3aHb Ta YMOB
BMAaui peecTpauiiHoro nocBig4YeHHs,
BKkNtoyaroum MnaH ynpaeniHHS

3a
peuernmom

UA/6832/01/02
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Ne n/n

nikapcbKo20
3acoby

Haszea

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

pu3nKamMm (3aCToCyBaHHS 3MiH(K), AKi(a)
BMMararoTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW JOAATKOBUM
OaHumu, LWo MaloTb HagaBaTUCs
KOMMNETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHUM OopraHom) BukoHaHHs
3000B'A3aHb BiAMOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1 gogatky 15 po MNopsaky
NPOBEAEHHS eKCnepTnsmn
peecTpauiiHux MaTtepianis Ha nikapcbki
3acobu, Lo NoAaTbCs Ha AepXaBHy
peecTpauito (nepepeecTtpalito), a Takox
eKkcnepTu3n Martepiarnis NPo BHECEHHS!
3MiH O peecTpauinHnx maTtepianis
npoTArom Aii peecTpauinHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOr0 HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3dy MO3 Big 23.07.2015 Ne 460)

171.

OKCUMNPOTECTE

POHY

KAMPOHAT

PO34MH ANA iH'EKUIN,
oninHnin 12,5 % no 1 mn
B amnyni; mo 10 amnyn y
navui 3 KapToHy; no 1
M B amnyni; no 5
amnyn y 6nictepi; no 2
6nictepu B nayui 3
KapTOoHY

TOB "®3
"BIO®PAPMA"

YkpaiHa

MpAT "BIO®APMA",
Ykpaina; TOB "®3
"BIO®APMA",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHu
00 y3aranbHEHUX AaHnx Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cuctemy
dapmakoHarnsay, aMiHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[ilCHeHHs1 hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
3asiBHMKa AN 34iNCHEHHS
hapmakoHarnsagy B YkpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkrnovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemu
apmakoHarnsigy) - MponoHoBaHa
pepakuis — Qurac OiaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[AaHnX yNoBHOBaXeHOi ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy

3a
peuenmom

UA/3616/01/01

172.

OKCUTOLIUH

pO34MH Ons iH'ekuin, 5
MO/mn no 1 mn B
amnyni; no 5 aéo 10
amnyn y nayui 3
KapToHy; Mo 1 Mn B

TOB "®3
"BIOPAPMA"

YkpaiHa

MpAT "BIO®APMA",
Ykpaina; TOB "®3
"BIOPAPMA",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
marepianis:
3MiHu | TUny - 3MiHK Wwopao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHst abo 3MiHn

3a
peuernmom

UA/1888/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

amnyni; no 5 amnyn y
6nictepi; no 1 abo 2
Gnictepu y nayui 3
KapTOHY

00 y3aranbHEeHUX AaHnx Npo cuctemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHVX JaHnX Npo cucTemy
dapmakoHarnsay, aMmiHa
yrnoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHEeHHs hapmakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsagy
3asiBHMKa 4N 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi, KO BOHa
BiAMiHHa BiO yNOBHOBaxeHOi ocobu,
BiANoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnsgy (Bknovawym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-anna cuctemm
apmakoHarnsgy) - 3miHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3fifcHeHHs papmakoHarnsagy: fitova
pepakuis — Typok B’sauecnas
B’auecnaBoBuy. [MponoHoBaHa
pepnakuia — durac HiaHa
OnekcaHgpiBHa.
3MiHa KOHTaKTHMX AaHuX
yrnoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHEeHHs bapmakoHarnsgy

173.

OME3®

kancynu no 40 mr no 10
kancyn y 6nictepi; no 1
GnicTepy B KapTOHHiV
kopobui; no 7 kancyn y
6nicTepi; no 4 6nictepu
B KapTOHHII kopobui

O-p Peppi'c
TNa6bopatopic ltg

IHAinA

O-p Pepgi'c
TNa6opaTopic Iltg

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
maTepianis: NpMBeAEeHHA HanucaHHs
yMoB Bignycky B Haka3i MO3 YkpaiHu
Ne 1141 Big 15.06.2018 B npoueci
BHECEHHA 3MiH (3MiHu || Tuny - 3miHa
BMPOGHMKa BUXiZHOrO/MPOMIXXHOTO
npoaykTy/peareHTy, Lo
BVKOPVCTOBYIOTbCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpobHUKa
(Bkrtovatoun, ae HeobxiaHoO, Micue
npoBefeHHs KOHTporto sikocTi) ADI (3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponeicbkini hapmakonei y
3aTBEPKEHOMY A0ChE)(BBEAEHHSI
HoBoOro BMpo6Huka APl 3 HagaHHsM
macTtep-darina Ha ADI) - BBeAeHHS
[o[aTtkoBoi AinbHuUU BUpobHuuTea AdI
O-p Peppi'c Jlabopatopic J1ta (Bigain
XiMiYHMX TEXHONMOrYHMX onepaLii,
Biaain V), IHpis. BBeaeHHs 3MiH
nNpoTHArom 6-Tv MicsiLiB nicns
3aTBEPPKEHHS) IO 3aTBEPAKEHNX
peecTpauinHux MaTepianis, a came:
pefakuis B Hakasi: 6e3 peuenTa.
3anpornoHoBaHa pefakuis: 3a

3a
peuyenmom

UA/0235/02/03
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
peuenTom.
174. ONTUKC TabneTkun, BKpUTI AT "KUIBCbKNM Ykpaina AT "KUNIBCbKNW Ykpaina BHECEHHS 3MiH 0 PEECTPALINHNX 6e3 UA/6929/01/01
MniBKOBOIO 0BOMOHKOIO; BITAMIHHAM BITAMIHHWW martepianis: peuenma
no 10 Tabnetok y 3ABOLO" 3ABOLO" 3MiHu | TUNY - NOgaHHS OHOBIEHOMO
6nictepi; no 3 abo no 6 cepTudgikaTa BignoBigHOCTI
6nictepiB y nayui €sponeicbkin papmarkonei Ne RO-CEP
2012-347-Rev 02 ans aito4oi peyoBnHU
Zinc oxide Bif BXXe 3aTBEPLKEHOIO
BMPOBHWMKa 3i 3MiHOIO Ha3BW BUPOGHUMKA
175. NAKNIMEQAK KOHUEHTpaT ang Mepak Nesenbwadpt Himevuunna BUPOGHWK, LLIO HimeuumHa/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/12530/01/01
pO34unHy Ans iHdysin, 6 rop KniHiwe Bignosigae 3a Kopes marepianis: peuenmom

mr/mn no 5 mn (30 mr)
abo 16,7 mn (100 wmr),
abo 50 mn (300 mr) y
cknsiHomy cpriakoHi; no 1
hnakoHy B kopobuii 3
KapTOHY

Lneuiansnpenapate
M6X

KOHTpOnb/BMNpobyB
aHHsA cepii: AkBiga
'M6X, HimeuyumnHa;
BUPOBHWK, LLIO
Bignosigae 3a
BTOPUHHE
nakyBaHHsi:
Komnacl'm6X,
Hime4vuuHa;
BUPOBHWK, LLIO
Bignosigae 3a
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
HaHECEHHS1 3aXUCHOI
nniBkn
(onuioHanbHo),
KOHTponb/Bunpobys
aHHSA cepii i 3a
BUnNyck cepii: Mepak
esenbladT rop
KniHiwe
LLneuianbnpenapat
e M6X, HimeuunHa;
BUPOBHWK, LIO
Bignosigae 3a
BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
HaHECEHHSs1 3aXUCHOI
nniskn
(onuioHanbHo):
Meg-IKC-TMpecc
'm6X, HimeuunHa;
BUPOOHMK, LLO
BignoBsigae 3a
BUNyck oopmu in
bulk, nepBuHHe Ta

BWMPAaBIEHHSA TEXHIYHOT NOMUIIKN B
TEKCTi MapKyBaHHS1 Ha BTOPUHHIN
ynakoBLi (kopobka) donakoHy no 50 mn
(300 wmr)
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

BTOPUHHE
nakyBaHHs,
MapKyBaHHs,
KOHTpOnb/BMNpobyB
aHHs cepii: OHKOTeK
dapma MNpogakiwH
'm6X, HimeuunHa;
BUPOGHMK, LLO
BignoBsigae 3a
BMNyck chopmu in
bulk,
KOHTponb/Brnpobys
aHHsA cepii: CamsaHr
BiodpapmaueyTikanc
KopnopenwuH,
Kopes

176.

NAKNIMEQAK

KOHUeHTpaT anda

pO34uHy Ans iHdysin, 6

mr/mn no 5 mn (30 mr)
abo 16,7 mn (100 wmr),
a6o 50 mn (300 mr) y

cknsiHomy cpniakoHi; no 1

hnakoHy B kopoOui 3
KapToHY

Megak NesenbadT
drop KniHiwe
LLneuiansnpenapate
M6X

HimevuunHa

BUPOGHMK, LLO
Bignosigae 3a
KOHTponb/Bnnpobys
aHHs cepii: AkBiga
'm6X, HimeuunHa;
BUPOBHWK, LLIO
BignoBsigae 3a
BTOPUHHE
nakyBaHHsi:
Komnacl'M6X,
HimeuvuuHa;
BUPOBHWK, LIO
BignoBsigae 3a
BTOPUHHE
nakyBaHHs,
MapKyBaHHs1,
HaHECEHHS1 3aXUCHOI
nniskn
(onuioHanbHo),
KOHTponb/Bunpobys
aHHSA cepii i 3a
Bunyck cepii: Megak
esenbladT rop
KniHiwe
Lneuianbnpenapat
e M6X, HimeuyunHa;
BUPOOHMK, LLO
BignoBsigae 3a
BTOPUHHE
nakyBaHHs,
MapKyBaHHs1,
HaHECEHHSs1 3aXUCHOI
nniBkn

Himeuuunna/
Kopes

BHECEHHS 3MiH O peecTpavuinHuX
marepianis:
BUNPAaBIEHHSI TEXHIYHOT MOMUITKN Y
MeToax KOHTPOIO SIKOCTi, a came y
cneundikauii 3a n. «4. Buaumble
YacTmupbI»

3a
peuenmom

UA/12530/01/01
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
(onuioHanbHo):
Meg-IKC-lpecc
'mM6X, HimevumHa;
BMPOBHWK, LLO
BignoBsigae 3a
BUMYCK hopmu in
bulk, nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS1,
KOHTponb/Brnpobys
aHHs cepii: OHKOTeK
Papma NpogakwH
MM6X, HimewumHa;
BUPOGHMK, LLO
Bignosigae 3a
BUNycK oopmu in
bulk,
KOHTponb/Bunpobys
aHHs cepii: CamsaHr
BiodpapmaueyTikanc
KopnopeniuH,
Kopes
177. NMAHKPEATUH TabneTkn, BKpUTI MAT "BitamiHn" YkpaiHa MAT "BitamiHn" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx - UA/11376/01/01
POPTE 00O0OHKOH, MaTepianis:
KMLLKOBOPO34MHHI in bulk 3MiHuM | TUNY - 3mMiHa nepioay NOBTOPHMX
Ne 800: no 10 TabneTok BUNpobyBaHb/nepiogy 36epiraHHsa abo
y bnictepi; no 80 ymoB 36epiraHHs A®| - 3miHa B ymoBax
6nicTtepiB y kopobui 36epiraHHa A®I MNaHkpeaTuH.
[MponoHoBaHa pepakuis: YMoBu
36epiraHHs: B LWinbHO 3aKkpuThX
yrnakoBKax B 3axuLleHOMy Bif CBiTna i
Bororu micui, npu Temnepatypi 25°C i
HIDKYe
178. NAHKPEATUH TabneTku, BKpUTI MAT "BitamiHun" YkpaiHa MAT "Bitaminn" YkpaiHa BHECEHHS 3MiH 10 peecTpauifiHmX be3 UA/0337/01/01
®OPTE 060mOoHKOM, marepianis: peuenma
KMLLIKOBOPO34MHHi no 10 3MiHM | TUNY - 3MiHa nepioay NOBTOPHMX
TabneTok y 6nictepi; no BuNpobyBaHb/nepiogy 36epiraHHst abo
2 abo no 5 bnicTtepis y ymoB 36epiraHHs A®| - 3miHa B ymoBax
nayuj 3 KapToHy 36epiraHHa A®I [NaHkpeaTuH.
[MponoHoBaHa pegakuisi: YMoBu
36epiraHHs: B LWinbHO 3akpuTKX
yrnakoBKax B 3axXvLLeHOMy Bif cBiTna i
Bororn micui, npu Temnepartypi 25°C i
HIDKYe
179. NAHTOMPA30I TabneTtkn, BKpUTI "HOHiK IHAis HOHik IHAis BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/11508/01/01
€BPO KMLLKOBOPO3YMHHOIO dapmacbioTukan dapmacbtoTukan matepianis: 3minu Il Tuny - 3miln wWoao peuernmom

obornoHkoto, no 40 mr no
10 TabneTok y 6nictepi;

Jlabopartopiz"
(BigaineHHs dipmun

JlabopaTtopis
(BiggineHHs ipmun

6e3nekn/edeKkTUBHOCTI Ta
¢hapmakoHarnagy. BHeceHHs abo
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

no 1 abo 2, abo 3
6nictepu B kopobLi 3
KapToHY

"[x.B. Kemikans eHg
dapmacbloTukans
Nra.")

"x. B. Kemikana
eHa
dapmacboTrkana
nra.")

3MiHa(u) Ao 30608B's13aHb Ta YMOB
BuOadi peecTpauinHoro noceBig4eHHs,
BKIItoYatoum NnaH ynpaeniHHA
pu3nKamMm (3aCToCyBaHHS 3MiH(1), ski(a)
BMMararoTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW JOAATKOBUM
OaHumu, LWo MaloTb HagaBaTUCs
KOMMNETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHUM OopraHom) BukoHaHHs
3000B'A3aHb BiAMOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, NignyHKTY 2.3 NyHKTY 2
popatky 15 o MNopsgky npoBeeHHs
eKcnepTman peecTpauinHnux matepianis
Ha nikapcbki 3acobu, LWo nogaTbCs Ha
OepXaBHY peecTpauiio
(nepepeecTpallio), a TaKoX ekcnepTuan
MaTepianis Npo BHECEHHS 3MiH OO
peecTpauinHMx MaTepianis NpPoTArom Aii
peecTpauiiHoro NOCBiAYEHHs,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460).

180.

NErACIC®

PO34mMH Ans iH'ekuin, 135
Mkr/0,5 mnno 0,5mn B 1
nonepegHLo
HanoBHEHOMY LUMNpULi Ta
1 CTEepUnbHOO roNKoK
Ans iH'ekuin (ronka gns
iH'eKLi BkNageHa B
nnacTMacoBwuii
KOHTEWHep) B KAPTOHHIl
kopooui

. XodhdmaHH-T5 Poww
Nto

LLisenuapis

& . XopdpmaHH-J1s
Pow Jltg

LLiBenyapia

BHECEHHS 3MiH [0 peecTpauinHnX
MaTepianis: 3minu Il Tuny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
TepaneBTUYHMX MOKa3aHHSX
(mopaBaHHS HOBOTO TEpPANEBTUYHOIO
nokasaHHs abo 3miHa y 3aTBEpAXEHOMY
nokasaHHi) 3mMiHVM BHECEHO A0 iHCTPYKUil
ONst MEAMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis
"MokasaHHs", "OcobnueocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs
Ta go3u", "Oitn" (dogaBaHHs
iHpopmauii), "MobivHi peakuii”.
BBeaeHHs 3MiH NpoTsrom 6-Tu Micauis
nicnsi 3aTBEpAXKEHHS

3a
peuenmom

UA/14223/01/02

181.

NErACIC®

po34mH ans iH'ekuin, 180
Mkr/0,5 Mnno 0,5mvn B 1
nonepeaHLo
HarnoBHEHOMY LUMNpULi Ta
1 CTEpPUNBLHOIO FONKOH
Ans iH'ekuin (ronka gns
iH'ekUi BKNageHa B
nnacTtMacoBui
KOHTEWHep) B KapTOHHIl
KopooLi

. XodpdbmaHH-1a Powu
1o

LLiBenuapis

®.XocbpmaHH-Ia
Pouw Nt

LLisenuapis

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu Il Tuny - 3miHn woao
6e3nekn/eeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y
TepaneBTUYHUX MOKa3aHHSAX
(nopaBaHHs HOBOIO TEPaneBTUHHOIO
nokasaHHs abo 3miHa y 3aTBepaXeHOMY
nokasaHHi) 3mMiHM BHeCeHO A0 iHCTPYKUil
ANs MEeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby 4o po3ginis

3a
peuernmom

UA/14223/01/03
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[IponoBxeHHs nonarka 3
Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
"MokasaHHs", "OcobnmeocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHS
Ta go3n", "OiTn" (oogaBaHHs
iHdopmauii), "Mobiuni peakuii”.
BBepneHHs 3MiH NnpoTsarom 6-Tm Micauis
nicnsi 3aTBepAXKEHHS
182. NEHTAJIH ®C kancynu, no 10 kancyn y TOB "®apma Crapt" YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/10881/01/01
EKCTPA 6nictepi; no 1 abo 2 mMaTepianis: peuenmom
KANCynu 6nictepu B KapTOHHIN

nayui

3MiHW | Tuny - 3MiHK 3 akocTi. FoToBMI
nikapcbkuin 3aci6. 3MiHM y BUPOBHULTBI
(iHWi 3MiHW) - BHECEHHS 3MiH 00
po3ainiB peecTpauinHoro Aochbe,
3.2.P.3.3. Onuc Bupo6Hmnyoro npouecy
Ta KoHTponio npouecy. Ta 3.2.P.3.4.
KOHTpOnb KpUTUYHWX CTaAIN i
NPOMIDKHOI NpoAyKLii, y 3B’A3Ky 3
HeOobXiOHICTIO YTOYHEHHS! iHdbopMalLi
CTOCOBHO HaHECEHHs1 HoMepy cepii Ta
TepMiHy NPMAATHOCTI Ha cTagisx
«PacyBaHHsI» Ta «YnakoBkay, Lo
06yMOBMNEHO TEXHOMOTYHO
MOXITUBICTIO HAHECEHHSA HOMepY cepii
Ta TepMiHy NpMAaTHOCTI — METOA0M
APYKY B JOMOBHEHHSA A0 MeToAy
HaHeCeHHS BiATUCKY; BHECEHHS 3MiH A0
po3ainy peectpauiiHoro 4ocke,
3.2.P.3.5. Banigauisi npouecy Ta/abo
Oro oOuiHKa, Yy 3B’A3KYy 3 HEOOXiaHICTIO
KOpUryBaHHs cxemu Banigauii
TEXHONOrYHOro NpoLecy BUPOOHMLITBA
CTOCOBHO KOHTPOSbHUX TOYOK, a came
nepeHeceHHs1 NokasHWKiB 3i ctagii: 1
OpHopigHicTb BMIiCTY (KodbeiHy, koaeiHy
docdaTty Ta peHobapbitany) 3
rpaHynATYy Ha KiHUEeBY CyMilll
(TabneTkoBa Maca); 2. KinbkicHe
BMU3HA4YeHHS (MapaueTamMorn, aHanbriH,
kodpeiH, peHobapbitan, kogeiHy
docaT) 3 rpaHynaATy Ha KiHLEBY CyMiLl
(tabneTkoBa maca). Ctagis
«KanibpyBaHHs Ta onyaptoBaHHs
rpaHyn» € oCTaHHbLOIO cTagi€eto, Lo
nepeaye noginy 3aranbHoi Macu Ha
[030BaHi 0aMHULI Y 3B’A3KY 3 YM
KOHTPOSb KPUTUYHMX MOKA3HUKIB SKOCTI
«OpaHopigHicTb BMiCTY» Ta «KinbkicHe
BU3HAYEHHSA» AN KiHUEeBOI CyMiLli
(TabneTkoBOi Macu) 4O3BONUTL B

MaKkCUMalribHOMY CTyI'IeHi




Ne n/n

Haszea

Popma eunycky

3asieHUK
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nikapcbKo20
3acoby

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

183.

NEHTAJITIH ®C

kancynu in bulk: no 3 kr

oxapakTepusyBaTu FOMOrEHHICTb i
HeOoOXiaHMI BMICT [il0UMX PEYOBUH B
pamkax ob’emy Bciei cepii. Takox
TabneTkoBa Maca BOMOAiE Kpalumm
TEXHOSOMYHMMU BIIACTUBOCTAMM, LLO
[03BOJISIE OTPMMATH MaKCMMarbHO
penpeseHTaTMBHUIA 3pa3oK B pamKax
icHytouMx meToaiB Bigbopy nNpob. 3MiHu
[03BONATbL NiABULLNTY pPiBEHb
BMEBHEHOCTI BiAHOCHO e(eKTUBHOCTI
TEXHOIOri4YHOro NpoLecy Ta SKOCTi
BMpOGneHoi Nnpoaykuii. 3mMiHu He
CTOCYHOTbCS TEXHONOTYHOro npowecy
BUPOBHMLTBA, a TiNbKN NEePeHECEHHsI
TOYOK KOHTPOJO

EKCTPA
KAMcynum

Kancyn B
nonieTuneHoBmxX
nakeTax B KOHTeHepax

TOB "®apma Crapt"

YkpaiHa

TOB "dapma Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHn | Tuny - 3miHn 3 skocTi. [oToBMI
nikapcbkui 3aci6. 3MiHN y BUPOOHMLITBI
(iHLWi 3MiHW) - BHECEHHS 3MiH OO
po3ainiB peecTpauinHoro 4ochbe,
3.2.P.3.3. Onuc BnpobHM4Yoro npoecy
Ta KoHTponio npouecy. Ta 3.2.P.3.4.
KoHTpOnb KpUTUYHMX CTagdin i
NPOMIDKHOI NpoAyKLii, y 3B’A3Ky 3
HeOobXiAHICTIO YTOYHEHHST iHdbopMalLii
CTOCOBHO HaHeCeHHs1 HoMepy cepii Ta
TepMiHy NPUAATHOCTI Ha cTagisx
«®dacyBaHHA» Ta «YNakoBKay, L0
06yMOBMNEHO TEXHOSOrYHO
MOXITUBICTIO HAHECEHHSA HOMepY cepii
Ta TepMiHy NpMAaTHOCTi — METOA0M
APYKY B JONOBHEHHS A0 MeToAy
HAHECEHHS BiATUCKY; BHECEHHS 3MiH O
po3ainy peectpauiiHoro 4ocke,
3.2.P.3.5. Banigauisi npouecy Ta/abo
Oro oOuiHKa, Yy 3B’A3Ky 3 HeOOXiaHICTIO
KOpUryBaHHs cxemu Banigauii
TEXHONOrYHOro NpoLecy BUPOOHMLITBA
CTOCOBHO KOHTPOSbHUX TOYOK, a came
nepeHeceHHs1 NokasHuKiB 3i ctagii: 1
OpHopigHicTb BMIiCTY (KodeiHy, koaeiHy
docdaTty Ta dpeHobapbiTany) 3
rpaHynATYy Ha KiHUEBY CyMill
(TabneTkoBa Maca); 2. KinbkicHe
BM3HaYeHHs (NapaueTamorn, aHanbriH,
kodpeiH, beHobapbitan, kogeiHy
docaT) 3 rppaHynaTy Ha KiHLEBY CyMiLl

(tabnetkoBa maca). Ctagis

UA/10882/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

«KanibpyBaHHs Ta onyaptoBaHHs
rpaHyn» € OCTaHHbOO CcTagi€eto, Lo
nepeaye noginy 3aranbHoi Macu Ha

[030BaHi OAUHUL Y 3B’3KY 3 YUM

KOHTPOSb KPUTUYHUX MOKA3HMKIB SAKOCTI
«OpaHopigHicTb BMiCTY» Ta «KinbkicHe
BU3HAYEHHS» ANS KiHUEBOI CyMiLui
(TabneTkoBOi Macu) JO3BONUTL B
MaKkCUMarnbHOMY CTyneHi

oxapakTepusyBaTu FOMOTEHHICTb i
HeOoOXiaHMI BMICT fil0UMX PEYOBUH B

pamkax ob’emy Bciei cepii. Takox
TabneTkoBa Maca BOMogi€ KpalummMm

TEXHOSIOMYHMMW BRACTUBOCTAMM, LLO
[03BOJISIE OTPMMATH MaKCMMarbHO
penpeseHTaTMBHUIA 3pa30oK B pamKax
icHytouMx meToaiB Bigbopy npob. 3MiHu
[03BONATbL NiABULLNTY pPiBEHb
BMEBHEHOCTI BiAHOCHO e(eKTUBHOCTI
TEeXHOIOri4YHOro NpoLecy Ta SKOCTi
BMpOGneHoi npoaykuii. 3mMiHu He
CTOCYHOTbCS TEXHONOTNYHOro npowecy
BUPOBHMLTBA, a TiNbKN NepeHEeCeHHs!
TOYOK KOHTPOJO

184.

NEPCEH®

TabneTkn, BKpUTI
o6onoHkoto, no 10

TabneTok y 6nictepi; no
4 6nicTepu y KapTOHHIW

kopooui

CaHnpos
dapmacbioTikans 4.4a.

CrnioBeHis

BUPOOBHMLTBO in
bulk, nakyBaHHs,
BUNyck cepii: Jlek
dapmaveBTUYHa
KoMnaHis a.4a.,
CnogeHis;
nakyBaHHs1, BUMYCK
cepii: Ilek
dapmaueBTM4Ha
KOMNaHis a.a.,
CnoBeHisi

CnoBeHis

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:
3MiHu Il Tuny - 3MmiHn 3 sikocTi. ADI -
oHoBneHHA ASMF Ha fitody peqoBuHY
Peppermint dry extract 0,8%.
BinbyBaeTtbcs 3miHa Ha3su AdI
BignoBigHoO 4o MoHorpadii EP.
[onosHeHa iHpopmalis woao
poCnMHHOI cybCTaHLii, a Takox po3giny
«[omilwkmy iHdopmauien wopo
nectuumais i adnaTokcuHie. [JonoBHeHa
iHdbopMaUisa Woa0 AONOMIXKHUX
PEYOBUMH B €KCTPaKTi. Takox
BiabyBaeTbCsa 3MiHa B cneuumdikauii
LLLOAO KiNbKOCTi pO3MapuHOBOI KUCIOTU.
BunyyeHHs BunpobyBaHHSA Ha BMIiCT
MeTaHony (He BUKOPUCTOBYETLCS B
npoteci BUpo6HMLTBA), PO3Mip YacTok
(nepeHeceHo o posginy
«BnactuBocTi»), apceHy (BignosigHo oo
HafaHux faHux). BeeaeHo
cneumdikaLito BUXiAHOI CUPOBUHM.
MpeacTaBneHHs BanigauiitHUx AaHnx
BiQNOBIQHO A0 OHOBMEHNX METOAIB
KOHTPO. [JONOBHEHHS MOXIMBOCTI

bes3
peuyenma

UA/9536/01/01
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1

BMKOPUCTaHHs1 poboYvoro cTaHaapTHOro
3pa3ky. 36inbLIeHHs TepMiHy B nraHi
pocnigpkeHHs ctabinbHocTi 3 36 o 60

MicsiLiB; 3MiHu Il Tuny - OHOBNEHHS
ASMF Ha pitouy peyoBuHy Melissa dry
extract 4%. BinbyBaeTbcsi 3MiHa Ha3BM
A®I BignosigHo go moHorpadii EP.
Buny4eHHs KOHTpaKTHOI BUPOBHUYOI
AinbHuui Avogadro. [lonoBHeHa
iHdbopMaLis Woa0 pOCINHHOT
cybcTaHuii, a Takox po3giny «JoMilkuy»
iH(bopMauien Woao necTMumaiB i
adprnaTokcuHiB. [lJonoBHeHa iHopmaLis
LLIOA0 OOMOMDKHUX PEYOBMH B
eKcTpakTi. Takox BiabyBaeTbCs 3MiHa
cneundikauii Woao KinbKocTi
PO3MapUHOBOI KUCIOTWU. BunyyeHHs
BUNpobyBaHHsS Ha BMICT MeTaHony (He
BVKOPWCTOBYETLCH B NMPOLIECI
BMPOGHMLTBA), PO3Mip YacTok
(nepeHeceHo o po3giny

«BnactuBocrTi»), HeopraHidHoro 6pomy (
MeTop BiAcyTHin 3apa3 B EP), apceHny

(BignoBigHO 0o HajaHWX AaHux). 3MiHa

METOAMKM BU3HAYEHHS 3anMLLKOBUX
KifTbKOCTEN OpraHiYHMX PO3UYMHHUKIB.
BBegeHo cneumadikauito BUXigHOT
cupoBuHW. MNMpeacTaBneHHst
BanigauinHnx gaHux BignoBigHoO oo
OHOBIEHMX METOAIB KOHTPOIIHO.

[onoBHEHHS MOXITMBOCTI BUKOPUCTaHHS
po6oyoro ctaHAapTHOrO 3pasky; 3MiHU

Il Tuny - oHoBneHHs ASMF Ha gitouy
pevoBuHy Valerian dry Extract 0,4%.
BinbyBaeTtbcsa 3miHa Ha3su AdI
BignoBigHo Ao MoHorpadii EP.
[onosHeHa iHdopmaLuis woao
poCnMHHOI cybCTaHLii, a Takox po3giny
«[domiwkm» iHpopmauien woao
nectmumais i adnatokcuHie. [JonoBHeHa
iHdopMaUis Woa0 AONOMIXKHUX
pPEeYOBUH B eKCTpaKkTi. Takox
BiabyBaeTbCs 3MiHa B cneuymdikauii
LLIOAO KiNbKOCTi CECKBiTepneHOBUX

Kucnot. BunyyeHHsi BUNpoGyBaHHS Ha

BMIiCT MeTaHony (He BUKOPUCTOBYETLCH

B npoLieci BUPOGHMLTBA), PO3Mip YacTOK

i HacuMNHa rycTMHa (nepeHeceHo oo
posginy «BnactusocTi»), apceHy
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

(BiANOBIAHO 4O HaJaHWUX AaHUX).
[MapameTp «BTpaTa npu BUCYLLYBaHHI»
3aMiHIOETLCA Ha napameTp «Boga»
BignosigHo oo EP. 3miHa meTogukm
BU3HAYEHHS 3aNULLKOBMX KiNbKOCTEWN
OpraHiyHMX po3vnHHUKIB. BBegeHo
cneundikaLilo BUXiAHOT CUPOBUHN.
MpeacTtaBneHHa BanigauinHux gaHmx
BiQNOBIQHO 40 OHOBMEHNX METOAIB
KOHTPO0. [JONOBHEHHSA MOXINMNBOCTI
BUKOPUCTaHHS pobo4oro craH4apTHOrO
3pasky

185.

NEPCEH®
®OPTE

kancynu TBepai Ne 20
(10x2) y 6nictepax

CaHnpos
dapmacbtoTikana 4.4.

CrnioBeHis

Jek
dapmaueBTMyHa
KOMNaHis a. Aa.

CnoBeHis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHwm Il Tuny - 3miHn 3 skocTi. ADI.
Bupo6HuLTBO (iHLWi 3MiHW) - OHOBNEHHSA
ASMF. BigbyBaeTtbcs 3miHa Ha3su Ad|
B ASMF BignoBigHo go moHorpadii EP.
[onosHeHa iHdopmaLis woao
pocnuMHHOI cybCTaHLii, a Takox po3ainy
«[omilwkmy iHdopmauien wopo
nectuumnais i adonaTtokcuHis. [lonoBHeHa
iH(bopMaLis Woao0 AOMOMIXKHMX
PEYOBUH B €KCTpakTi. Takox
BiAOyBaeTbCs 3MiHa B crneundikauii
LLLOAO KiNbKOCTi pO3MapuHOBOI KUCIOTU.
BunyuyeHHs1 BUNpobyBaHHS Ha BMIiCT
MeTaHony (He BUKOPUCTOBYETHLCS B
npoteci BUpo6GHMLTBA), PO3Mip YacTok
(nepeHeceHo oo po3giny
«BrnactuBocTi»), apceHy (BignosigHo o
HafaHux faHux). BeegeHo
crneundikaLilo BUXiAHOT CUPOBUHN.
MpencTaBneHHsa BanigauiitHux AaHnx
BiQNOBIQHO A0 OHOBMEHNX METOAIB
KOHTpOMto. [J0NOBHEHHST MOXIMBOCTI
BUKOPUCTaHHSA pobo4oro craHaapTHOroO
3pa3ky. 36inbLlIEeHHs TepMiHy B nnaHi
pocnigpkeHHs ctabinbHocTi 3 36 o 60
micauiB; 3miHu Il Tuny - 3miHK 3 AKocTi.
AD|. BUpobHULTBO (iHLUi 3MiHN) -
oHoBneHHst ASMF. Bin6yBaeTbcsi 3MiHa
Ha3su AP BianoBiaHO A0 MOHorpadii
EP. Buny4eHHsi KOHTpakTHOI
BUPOGHMYOI AinbHUUi Avogadro.
[onoBHeHa iHdopmaLis woao
pocnuHHOI cybeTaHLii, a Takox po3ainy
«[Jomiwkmy» iHpopmauien woao
necTmumais i adnaTtokcuHiB. JonoBHeHa

bes3
peuenma

UA/2838/02/01
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Peecmpayitina npoyedypa

Ymoeu

Homep

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

iH(bopMaUist Woa0 AONOMIXKHUX

eionycky

peecmpauyitiHo2o
noceio4yeHHs1

PEYOBUH B €KCTpakTi. Takox
BiAOyBaeTbCs 3MiHa cneumdikadii Wwoao
KiNIbKOCTi pO3MapUHOBOI KUCIOTH.
BunyyeHHs BUnpobyBaHHSA Ha BMIiCT
MeTaHony (He BUKOPUCTOBYETHCH B
npoeci BUpOGHMLTBA), PO3Mip YacTok
(nepeHeceHo o po3giny
«BnactuBocTi»), HeopraHiyHoro 6pomy (
MeTop BiACyTHin 3apa3 B EP), apceny
(BignoBigHO 00 HajaHWX AaHux). 3MiHa
METOAMKN BU3HAYEHHS 3arMLLKOBUX
KifTIbKOCTEN OpraHiYHMX PO3UYMHHUKIB.
BBeneHo cneumadikaito BUXigHOI
cvpoBuHW. MNpeacTaBneHHs
BanigauiiHMx gaHux BignosigHo Ao
OHOBIEHMX METOAIB KOHTPOIIHO.
[1ONOBHEHHSI MOXITMBOCTI BUKOPUCTaHHS
poboyoro cTaHAapPTHOrO 3pasky; 3MiHU
Il Tviny - 3minHun 3 skocTi. ADI.
Bupo6HMLTBO (iHLi 3MiHK) - OHOBMNEHHS
ASMF. BigbyBaeTtbcs 3miHa Ha3su Ad|
BignoBigHO Ao moHorpadii EP.
[onoBHeHa iHopmaLisa Wwoao
POCMMHHOI cybCTaHLii, @ TakoX po3ainy
«[domiwkm» iHpopmauien woao
nectuumais i adnaTokcuHie. [JonoBHeHa
iHdbopMaLis Woa0 AONOMIXKHUX
PEeYOBUH B eKCTpaKkTi. Takox
BiabyBaeTbCsa 3MiHa B cneuumdikadii
LLI0AO KiNIbKOCTi CECKBITEpneHOBUX
Kucnot. BunyyeHHs BUNpoGyBaHHS Ha
BMICT MeTaHony (He BUKOPUCTOBYETLCS
B NpoLieci BUPOGHMLTBA), PO3Mip 4acTOK
i HacMMNHa rycTuMHa (nepeHeceHo o
po3giny «BnactusocTi»), apceHy
(Bi@NOBIAHO 4O HaAAHWUX AaHUX).
MapameTp «BTpaTa npu BUCYLLYBaHHI»
3aMiHIoETbCA Ha napameTp «Boga»
BianosigHo oo EP. 3miHa meToaukm
BU3HAYEHHS 3aNULLKOBUX KiNbKOCTEW
OpraHiyHMX po34nHHKKIB. BBEeaeHo
cneuudikaLito BUXiAHOI CUPOBUHM.
MpegcTtaBneHHs BanigauiiHux gaHnx
BiQNOBIAHO A0 OHOBMEHNX METOAIB
KOHTpOMto. [JoNOBHEHHS MOXIMBOCTI
BMKOPUCTaHHs1 pobo4voro ctaHaapTHOro
3pasky

be3

UA/0365/01/01

EKCTPaKT pigkui no 25

MpAT

YkpaiHa

MpAT

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX

186.

NEPUIO
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

BOOAHOIO
EKCTPAKT

MmNy donakoHax ; no 25
My donakoHi; no 1
donakoHy B navui

dapmaueBTUYHA
¢abpuka "Biona"

dapmaueBTuyHa
abpuka "Biona"

matepianis: 3miHu | Tuny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa
HanMmeHyBaHHs Ta/abo agpecu Micus
NPOBaMXEHHS OiAnbHOCTI
BUPOGHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKIoYaun
AinbHWL BUNYycKy cepii abo micue
NPOBEAEHHSI KOHTPOSHO SIKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOPTEP, BKIOHAKUN BUMYCK
cepii) 3miHa agpecu BupobHuka MNpAT
dapmauesTmyHa cabpuka "Biona",
YkpaiHa, 6e3 3miHu mMicusa BUpobHMUTBa
(3miHa Ha3Bu Bynuui). BBeaeHHs 3miH
npotsrom 3-x micauis nicns
3aTBepAKEHHS. 3MiHum | Tuny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HalimMeHyBaHHs Ta/abo agpecu
3asiBHMKA (BNacHWKa peecTpauiiHoro
noceigyeHHs1) 3MiHa agpecu. BeegeHHs
3MiH npoTarom 3-X Micsauis nicnsa
3aTBEPKEHHS.

peuyenma

187.

NNETON

Tabnetkun no 50 mr no 10
TabneTok y 6nictepi; no
3 abo 6 bnicTepis B
KapTOHHIN ynakoBLi

CEM ®apmacbtoTikanc
Nimiten

Kinp

Mab6'aHiubknin

chapmaueBTUYHUI
3aBog lMonbda A.T.

Monbwa

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:
3MiHwm Il Tuny - 3amMiHa BUpoOHKKa
BVXiQHOro/NMpoMiXkKHoro
NpoAyKTy/peareHTy, Wo
BVIKOPVCTOBYIOTbCH Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpobHUKa
(Bkntovatoun, ge HeobxigHoO, micue
npoBeAeHHs KOHTponto sikocTi) AdI (3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei y
3aTBEPPKEHOMY J0CbE)(BBEAEHHS
HoBoOro BMpo6Huka APl 3 HagaHHsM
macTtep-darina Ha ADI) - BBeAeHHS
nopatkoBoro BMpobHuka A®l. 3miHa
BHOCUTBCA 33415 3abe3neyeHHs
6e3nepebintHoro noctavaHHs ADI

3a
peuernmom

UA/15004/01/01

188.

nneETon

Tabnetkn no 100 mr no
10 TabneTok y Gnictepi;
no 3 abo 6 6nicTepis B
KapTOHHIN ynakosLi

CEM ®apmachbtoTikanc
Nimiten

Kinp

Mab6'aHiubknin

dapmaueBTUYHUI
3aBog lMonbda A.T.

Monbuwa

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis:
3minu |l Tuny - 3miHa BMpobHuka
BUXiZHOTO/MPOMiXKHOrO
NpoAyKTy/peareHTy, LWo
BVIKOPVCTOBYIOTbCH Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpobHuka
(Bkntovatoun, ge HeobxiaHo, micue
npoBefAeHHSs KOHTPOo sikocTi) ADI (3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTi

3a
peuernmom

UA/15004/01/02
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
€sponencbkint hapmakonei y
3aTBEPKEHOMY J0ChE)(BBEOEHHS
HoBOro B1pobHuka A®I 3 HagaHHAM
macTtep-carina Ha ADI) - BBeAeHHS
[04aTKoBoro BMpoGHuka A®l. 3miHa
BHOCUTbCS 3aans 3abe3neyeHHs
6e3nepebintHoro noctavanHs AdI
189. NMPEBEHAP® 13/ | cycneHsia ans iH’exuin MNdpanzep Eny.Ci.lMi. CLWA Baet Benuka BHECEHHS 3MiH 4O peecTpauinHuX 3a UA/15864/01/01
PREVENAR® 13 no 1 gosi (0,5 mn)y KopnopeniH dapmaceyTukarnc, Bpuranis/ marepianis: peuenmom
BAKLIMHA nonepeaHLo Benuka bpuTaHis; CLWA 3MiHu | TUNY - BUNYYEHHS BUPOBHMYOI
NMHEBMOKOKOB HanoBHEHOMY LUNpUL; Mdparizep lpneHa AiNbHWLUI (BKNOYaouW GinbHULI ons
A no 1 nonepegHLo dapmaceyTukarnc, A®I, npomixxHoro npoaykTy abo
NMONICAXAPUOH HanoOBHEHOMY LUNPULY Ipnangis; Baet roTOBOro NiKapCcbKoro 3acoby, AinbHuLI
A Ta OAHIN BiAOKpPEMIIEHIN PapmaceyTukan AnNa NpoBeAeHHsA NakyBaHHS,
KOH’IOTOBAHA ronui B LisixkH Baet XonaiHr BMpo6HMKa, BigNOBIAANbHOro 3a BUMYCK
(TPUHAQOUATUB iHOuBiayanbHOMY YoxJi KopnopeniuH, cepil, MicLe NpoBeAeHHS KOHTPOMO
AJNIEHTHA y 3aKpuTOMy OovipHe cepii) abo nocrayanbHUKa BUXiZHOrO
AOCOPBOBAHA) | nnactukoBomy nignpueMCcTBO martepiany, peareHTy abo JOMOMDKHOI
KOHTeViHepi; no 1 Mcpansep IHk., CLUA; PeYOBUHM - BUAANEHHS NiHii 4
nnacTMKoOBOMY BakcTep HanoBHEeHHS Wnpuuis y 6yaisni C
KOHTENHEpi Y KapTOHHIN dapmaceyTtukan
Kopooui ContowmHe JNC,
CLUA
190. APEQHITON kpem, 0,25 % no 10, Hepmadbapm Al Himeuunna Mibe MmM6X HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/10283/03/01
abo 30T, abo 50ry ApuHanmittens marepianis: peuyenmom
Ty6i; no 1 Ty6i B 3MiHu | TUny - 3MiHM Wwopo
KapTOHHIN nayui 6es3nekn/edeKTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHeHUX JaHuX Npo cucTemy
hapmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHUX Npo CUCTEMY
chapmakoHarnsgy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iCHEHHs1 hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHMKA ANs 34iINCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
BiANOBIgANbHOI 3a 3A4iNCHEHHS
dapmakoHarnsay (Bknovawym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsay) - 3MiHa KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asiBHUKa
ONs 3AiMCHEeHHs hapmakoHarnsgy B
YkpaiHi. NponoHoBaHa peaakuist —
Banabaw Bitanin Mukonarosuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI ocobu
191. NPEQHITON Masb, 0,25% no 10, Oepmachapm Al HimeyuunHa Mibe M'mbX HimeyuymHa BHECEHHS 3MiH [0 peecTpaLiiHnx 3a UA/10283/02/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

abo 30r,a60 50y
Ty6i; no 1 Ty6i B
KapTOHHIN nayui

ApuHanmiTTens

marepianis:
3MiHn | TUny - 3MiHn Wwopo
6e3nekn/edeKkTMBHOCTI Ta
apmakoHarnsgy. BeeaeHHs abo 3MiHu
00 y3aranbHeHUX AaHuX Mpo cucTemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHNX AaHNX Npo CUCTEMY
chapmakoHarnsgy, amiHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[ilCHeHHs1 hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3asiBHMKa 4N 34iNCHEHHS
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNOBHOBaXeHOi ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-anna cuctemm
dapmakoHarnsgy) - 3MiHa KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asiBHUKa
ONs 34iNCHEeHHs hapMakoHarnsay B
YkpaiHi. [litoya pegakuis - MapTuHiok
Onbra borgaHriBHa. MNponoHoBaHa
penakuis — banabaw Bitanin
MwukonarnoBuy. 3MiHa KOHTAKTHUX JaHUX
KOHTaKTHOI 0cobu

peuenmom

192.

NPEOHITON

XupHa masb, 0,25 % no
10r,a6o 30, abo 50 r
y Ty6i; no 1 Ty6i B
KapTOHHIN nayui

Oepmadpapm Al

HimevuunHa

Mibe Mmb6X
ApuHanmiTTenb

Himeyumna

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
00 y3aranbHeHUX JaHuX Npo cUcTemy
dapmakoHarnsay (BBeAeHHs
y3aranbHeHUX AaHux nNpo cucTemy
hapmakoHarnsgy, amiHa
yMNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iCHEHHsT hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsaay B YkpaiHi, KO BOHA
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiQNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovawym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemu
dapmakoHarnsay) - 3MiHa KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asiBHUKa
Ons 34iNCHeHHs hapMakoHarnsay B
YkpaiHi. [itoya pegakuis - MapTuHiok

3a
peuenmom

UA/10283/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

Onbra borgaxisHa. NponoHoBaHa
penakuis — banabaw Bitanin
MwukonaioBuy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu

193.

NPEAYKTAIN®
MR

TabneTkn, BKpUTI
NniBKOBO 0BONOHKOIO,
3 MoAudikoBaHUM
BMBiNbHEHHSAM no 35 mr;
no 30 TabneTok y
6nictepi; no 2 6nictepn
y kopobLj 3 KapTOHy

TOB "Ceps'e YkpaiHa"

YkpaiHa

JlabopaTopii CepB' €
IHpacTpi, ®paHuis;

AHOAPM
Mignpnemcteo

dapmaueBTuyHe AT,

Monbwa

PdpaHuis/
Monbuwa

BHECEHHS 3MiH 4O peecTpauinHuX
maTepianis: 3minu Il Tuny - 3miHn WwWoao
6e3nekn/edPekTMBHOCTI Ta
dapmakoHarnsagy. BHeceHHs abo
3MiHa(u) Ao 30608B's13aHb Ta YMOB
BMAadi peecTpauiiHoro nocBig4YeHHs,
BKIItoYatoum NnaH ynpaeniHHA
pu3nKamm (3aCToCyBaHHS 3MiH(K), ski(a)
BMMararTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW [OAATKOBUM
OaHuMu, Lo MaloTb HagaBaTUCS
KOMMETEHTHUM OpPraHoOM, OCKifbKMN
BMMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHUM OpraHom) - BukoHaHHSA
30060B'A3aHb BiAMOBIAHO A0 NIANYHKTY
2.3 nyHkTy 2 gogatky 15 go Mopsiaky
NPOBEAEHHS eKCNepTn3mn
peecTpauinHMx MaTepianis Ha nikapcbki
3acobu, Lo NoAalTbCs Ha AepXaBHY
peecTpauito (NepepeecTpaliio), a Takox
eKkcnepTuan mMartepiarnis NPoO BHECEHHS
3MiH 0O peecTpauiiHux maTtepianis
npoTsArom il peectpauiiHoro
NOCBIAYEHHS!, 3aTBEPAXXEHOrO HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460)

3a
peuenmom

UA/3704/02/01

194.

NPOreCTEPOH

PO34MH ANns iH'ekuin
oniiHuii 1%, no 1 mn B
amnyni; no 5 amnyn y
6nicTepi, no 2 6nictepn
B Nayui 3 KapToHy

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny -
AamiHicTpaTVBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AiNbHULI (BKMHOYa4mn
AinbHuui Ana A®l, npomibkHOro
npoaykTy abo rotoBoro fikapcbkoro
3acoby, AinbHWLI ANs NpoBeaeHHS
nakyBaHHs1, BUpOBOHuKa,
BiZNOBIgANbHOro 3a BUNYCK Cepin, micue
npoBeAeHHs KOHTPOro cepii) abo
nocravanbHWKa BUXiAHOrO maTepiany,
peareHTy abo JOMOMIKHOI PEYOBUHM
(sKWwo 3a3HaveHo y focbke). CynyTHs
3MiHa - 3MiHu 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBarnbHuUi 3aci6.
3miHa po3Mipy ynakoBKM FOTOBOrO
nikapcbkoro 3acoby (BUIyYEHHsI
YMaKOBKM MEBHOIO po3Mmipy)

3a
peuernmom

UA/3556/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

BunyyeHHsi Bupo6Huyoi ainbHuui MpAT
"Biodpapma", YkpaiHa. Y 3B’a3ky 3
NPUNUHEHHSM BUPOBHMLTBA
nikapcbkoro 3acoby Ha BUPOGHWYIl
ninbHuui MpAT "Biodapma”, YkpaiHa,
BWIy4aloTbCHA YNaKOBKW NikapCbKOro
3acoby (no 1 mn B amnynax Ne 10 y
nayui), siki BUpobnanuch Ha uin
BUPOBHWYIN AiNbHULL.

195.

NPOriHOBA

TabneTku, BKpUTI
060s0HKO0, MO 2 Mr, No
21 TabneTtui y 6nictepi;
no 1 6nictepy B
KapTOHHIN navui

AngoreH IMKo C.ap.n

JTrokcembypr

Henbdapm Jlinnb
CAC - JIYC-JIE3-
JTAHHOU

®paHuia

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3mMiHu
00 y3aranbHEeHUX AaHnx Npo cuctemy
capmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHnX Npo cuctemy
apmakoHarnsay, aMiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 3[iNCHEeHHs bapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
3asiBHMKA ANS 34iINCHEHHS
bapmakoHarnsgy B YKpaiHi, KO BOHa
BiAMiHHa Big yNnOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3@ 34iNCHEHHS
hapmakoHarnsgy (Bkrnovaym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
dapmakoHarnsgy) - YnoBHoBaxeHa
ocoba 3asBHMKa ANs 3AiNCHEHHS
dapmakoHarnsaay: NponoHoBaHa
penakuis — CopiHa IliaHa Mato/ Sorina
Liana Paiu. 3miHa Micue3HaxoaxeHHs
Mactep-daiina. 3miHa
MicLie3HaxX04XKEeHHS1 BNPOBagKEHHS
OCHOBHOI OisiNbHOCTI 3
dapmakoHarnsgy

3a
peuernmom

UA/4865/01/01

196.

NMPOMOLIE®®

MOPOLLIOK A1151 PO34UHY
ansiinekuinno 1,0r, 1
abo 5 dhnakoHiB 3
MOPOLLKOM Y nayui

[MpuBaTHe akuioHepHe
TOBapUCTBO "Jlekxim-
Xapkis"

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-Xapkis"
(BUpPOOHMLTBO i3
dopmum in bulk
pipMun-BUPOGHMKa
Ksiny
dapmaveyTikan Ko.,
Ita., Kutait)

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHUKa (BracHUKa peecTpaLiniHoro
nocBiAYeHHS) 3MiHa Ha3BW Ta agpecu
3asBHUKA. 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micud
NPOBaXeHHS OisnbHOCTI
BUPOGHWMKa/iMnopTepa roToBOro
nikapcbKoro 3acoby, BKYa4m

3a
peuenmom

UA/15379/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

AinbHWL BUNYycKy cepii abo micue
NpoBeEeHHS KOHTPOJSIKO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae

BUPOGHWMK/IMNOPTEP, BKIOYAKOUN BUMYCK
cepii) 3MiHa Ha3Bu Ta agpecu
BUPOGHMKa, 6e3 3aMiHK Micus
BUPOGHMLTBA.

197.

NPOMNOCOII-
300POB'A

cnpew 4ns poToBoi
MOPOXHWUHM MO 25 Ty
6anoHi; no 1 6anoHy 3
Hacafkoto-
posnunioBayem Ta
3aXUCHUM KOBMaYKoM y
kopobLi 3 KapToHY; Mo
50 r y donakoHi; no 1
dnakoHy 3 oparnbHUM
po3nunoBanbHUM
NPUCTPOEM Ta 3aXUCHUM
KOBMa4koM y kopobui 3
KapTOHY

ToBapucTtBeo 3
obmexeHo
BignoBiganbHICcTO
"dapmaLeBTUYHa
KomMmnaHis "3gopos's"

YkpaiHa

ToBapucTBo 3
obmexeHo
BignoBiganbHICTO
"®apmaueBTUYHa
komMmnaHis "3gopos's"”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHM | TUNY - 3miHa napameTpis
cneuudikauin Ta/abo JonycTMMmnx Mex
NepBUHHOI YNaKoOBKM rOTOBOIO
nikapcbkoro 3acoby; CynyTHSA 3miHa:
3MiHa y meToaax BUNpobyBaHHSA
NEepPBUHHOI YMaKoOBKM rOTOBOTO
nikapcbKoro 3acoby — 3miHn Ao
cneumdikauii Ta METOAIB KOHTPOSMHO
NEepPBUHHOIO NaKyBaHHS: - KpUTEPIi
NMPUNHATHOCTI 3a Noka3HMkoM «MBY»
NepBYHHOIO NakyBaHHA (4ns
NepBUHHOIO NaKyBaHHS KranaH — Hacoc
Ans nikapcbkunx 3acobis B hopmi cnpeis
Ta aepo3onis) AONOBHEHO OAMHULIAMU
Bumipy (KYO/oguHuuto);

- HE3Ha4Hi 3MiHu o mMeToay
npoBefeHHsI TECTyBaHHSA 3a
nokasHukom «MBY» nepBUHHOI
ynakoBku (6aHku Ta nakonu 3i ckna
Ans nikapcbkux 3acobis Ta 6anoHn
anoMiHieBi aepo3onbHi NakyBarnbHi Ans
MeavKameHTiB). BurotoBneHHs Ta
30epexeHHs1 NepBUHHOIO NaKyBaHHS
BinOyBaETbLCH B HANEXHWX yMoBax Ta
He YMHWTb BNNMBY Ha SKICTb
nikapcbkoro 3acoby; 3amiHu | Tuny -
3MiHa HalMeHyBaHHs Ta/abo agpecu
MiCList NPOBAMKEHHS AisiNbHOCTI
BUPOGHKKa (BKIOYaroun, 3a
HeobXiaHOCTI, MicLle NpoBeAeHHS
KOHTPOIHO SIKOCTi), ab0 BnacHuka
macTtep-ganna Ha AdI, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoOMiXHOro
NPOAYKTY, LLO 3aCTOCOBYIOTLCS Y
BUPOGHMLTBI ADI - yTOUHEHHS
HallMeHYBaHHSA Ta MICL€3HaXO[KEHHS
BUpoGHMKa ADI y BignoBigHoCTI A0
OoKkyMeHTauii BUpo6Huka. BupobHuya
[inbHUUS | BCi BUPOOHWUYI onepadii

be3
peuenma

UA/8215/02/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

3anMLLNANCS HE3MIHHUMU; 3MiHU | TURY
- 3MiHK, NoB'A3aHi 3 HeobXigHicTo
NpvBEeAEHHs Y BiAMNOBIAHICTb A0
MoHorpadii PY abo €sponeiicbKoi
dapmakonei, abo iHLWOI HaLioHanbHOT
dapmakonei gepxasu €C; cynyTHs
3MiHa: 3MiHa y MeTofax BUNPobyBaHHsI
A®I| abo suxigHoro
marepiany/npoMixHoro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpobHMLTBa ADI — 3miHa oo
cneuudikauii Ta meToais KoHTpono API
3a nokasHukom «MBYy, y 3B’a3ky 3
npuBEAEHHSIM A0 Ai040ro BUAaHHS
[dY; 3miHa y meToaax BunpobyBaHHS
[OMOMIDKHOT peYOBMHMU - 3MiHa A0
cneumaikauii Ta MeTogis BXigHOro
KOHTPOIIO AOMOMDDKHMX PEYOBUH, Y
3B’A3KY 3 NpMBEAEHHAM [0 Ailo4oro
BuaaHHs EP ta A®Y: - MiuepuH (EP:
BUITy4EHHS nokasHuka «Baxki metanuy,
[OoY: cneumndikauis Ta metToauka 3a
nokasHukom «MBY»); - ETaHon 96 %
(EP meToamka 3a nokasHukoM «MBYy);
3MiHuM | TUNY - 3MiHa napameTpis
cneuudikauin Ta/abo gonycTMMmnx Mex
NEepBUHHOI YMaKoBKM rOTOBOrO
nikapcbkoro 3acoby - BBEAEHHs 40
crneundikauii Ta MeToaiB KOHTPOMO
NepBUHHOI YMaKoBKM (KnanaH — Hacoc
[ns roTOBOro Nikapcbkoro 3acoby B
dopMmi crnpeiB Ta aepo30riB) NokasHUKa
«KoHTpornb Ao3yBaHHSA cnpew — Hacocy
18/410» 3rigHO HOpMaTUBHOI
[OOKyMeHTaUii BUpOoGHMKa roTOBOro
nikapcbkoro 3acoby

198.

NMYEPAPI
EKCTPAKT
CYXUi

MOPOLLIOK (CyBGCcTaHUist) y
nonieT1neHoBmx
nakeTtax ans
dhapmaLeBTUYHOMO
3aCTOCYBaHHS

TOB "BAJTAPTIH
OAPMA"

YkpaiHa

Hatiopekc CA

®paHuia

BHECEHHS 3MiH 40 peecTpauiiHux
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHUka peecTpaLiiHoro
NocBiQYEHHs1) 3MiHa afpecu 3asiBHMKa:

UA/11180/01/01

199.

PEHHI® BE3
LLYKPY

TabneTku xyBanbHi 3
M'ATHUM CMaKoM; Mo 6
TabneTok y 6nictepi; no
2 abo 4 6nictepu B
KapTOHHiIl kopobuj; no
12 TabneTok y 6nictepi 3

Baviep KoHcbiomep

Kep AI'

LLseniuapis

Oenbcapm Manapg

®paHuia

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu Il Tuny - 3miHn wopao
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(v) Ao 30608B'sA3aHb Ta YMOB
BMAaui peecTpauiiHoro nocBig4eHHs,

6e3
peuenma

UA/6025/01/01
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
nepdopatieto; no 1 abo BKNtoYaroum MnaH ynpaeniHHS
2 BnicTepun B KApTOHHIW pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
Kopobui BMMararoTb(€) noganbLIoro
06r'pyHTYBaHHSA HOBUMUW [OAATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKifbKu
BMMaraeTbCs CyTTEBA OLliHKa
KOMMNETEHTHUM OpraHom) BukoHaHHs
3000B'A3aHb BiAMOBIAHO A0 NiANYHKTY
2.3 nyHkTy 2 poaatky 15 go lMopsaaky
NpOBeAEHHsI eKcnepTusn
peecTpauiiHux MaTtepianis Ha nikapcbki
3acobu, Lo NoAaTLCS Ha AepXaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKcrnepTu3n matepianis NPo BHECEHHS
3MiH A0 peecTpauiiHix maTtepianis
NPOTArom Aii peecrpauiiHoro
NOCBiAYEHHS, 3aTBEPAXKEHOr0 Haka3oM
MOS Bia 26.08.2005 Ne 426 (y pepakuii
Hakasy MOS3 Big 23.07.2015 Ne 460).
200. PUBOKCUH po34unH Ang iH'ekuin, 20 MAT "lanvudpapm” YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/4137/02/01
mr/mn no 5 mn abo no MaTepianis: peuenmom
10 mn B amnyni; no 5 3MiHu | TNy - 3MiHa nocTavanbHUKa
amnyn y KOHTYpPHIn nakyBanbHUX MaTepianis abo
YapYHKOBIN yrnakoBLi; Mo KOMMIEKTYIOUUX (SIKLLO 3a3HAYEHO B
2 KOHTYPHi YapyHKOBI [0CbE) (BUNYYEHHS nocTavanbHuKa) -
yrnakoBKM B nadui; no 5 BHECEHHS 3MiH f0 maTepianis
mn abo no 10 mn B peecTpauinHoro gocke p. 3.2.P.7.
amnyni; no 10 amnyn y Cunctema KOHTeNHep/3akynoproBarbHUii
kopooui 3acib: BUNy4YeHHs iHdopmalii woao
BMPOBHVKIB NEPBUNHHOI YNaKOBKN
(amnyn)
201. PUH3A® Tabnetkn, no 4 TOB "[)XOHCOH i YkpaiHa HOHiK IHais BHECEHHS 3MiH 0O peecTpauiiHnx bes3 UA/2078/01/01
TabneTkn y 6nictepi; no [IXOHCOH YkpaiHa" dapmacbioTukan marepianis: peuenma -
1 6nicTepy B KapTOHHIN IlabopaTopis 3MiHu | TUny - 3MiHM Wwopao Ne 4 (4x1),
kopoboui; no 4 (BipoineHHs dipmun 6es3nekn/edeKTMBHOCTI Ta Ne 10
TabneTkn y 6nictepi; no "Ix. B. Kemikans dapmakoHarnagy. BeeaeHnHs abo 3mMiHn (10x1); 3a
1 6nicTepy B KapTOHHIN eHp [0 y3aranbHeHWX AaHUX Npo CUCTemy peuernmom -
kopo6oui; no 25 dapmacbioTukana capmakoHarnsgy (BBeoeHHs Ne 100
KapTOHHMX KOPOBOYOK Yy Nrp.") y3aranbHeHUX JaHux rnpo cuctemy (4x25)

KapTOHHiIl kopobuj; no
10 TabneTok y GnicTepi;
no 1 6nictepy B
KapTOHHiI kopobouuli

capmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[iCHEHHsT hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKA NS 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiOQNoOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkoyawym
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-anna cuctemu
dapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHoi 0cobu, BignosigansHoi
3a papmakoHarngag : NponoHoBaHa
pepakuis — Maria Spyt. 3miHa
KOHTaKTHUX OaHUX YNOBHOBaXXEHOI
ocobu

202.

PIABAIN

cupon (7,5 mr/5 mn) no
60 mn cupony y
dnakoHi; no 1 dnakoHy
3 NiNeTKo-403aTOpOM Y
KapTOHHiIN kopobui

Xikma
dapmacbioTmkana Ko.
NnTo.

Wopparis

3e Apab
dapmachbioTikan

MeHydekuypiHr Ko.

Ira.

WMoppakis

BHECEHHS 3MiH 40 peecTpauiiHnX
marepianis:
3MiHn | Tuny - 3MiHn Wwopo
6e3nekn/edPekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHeHUX AaHuX Npo cucTemy
capmakoHarnsgy (BBeAeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
capmakoHarnsgy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[ilCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNOBHOBaXeHOi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-hanna cuctemm
dapmakoHarnsaagy) - 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiQNOBiganbHOI 3a 3AiNCHEHHS
cbapmakoHarnagy: Litova pegakuis -
Andy Blackman. NponoHoBaHa
pepakuis -Ahmad N.Aburmilah. 3miHa
KOHTaKTHUX JaHUX YNIOBHOBAXXEHOI
ocobu. 3miHa KOHTaKTHOT ocobu,
BignosiganbHoi 3a hapMakoHarnsag:
[itoya pepakuia — AmuTpeHko Konis.
MponoHoBaHa pepakuis — ®artaniesa
AniHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0cobwu, BiAgnoBiganbHoi 3a
dapmakoHarnsig. 3miHa
MicLe3HaxomKeHHs macTep-danna
cvucTeMun doapmakoHarmnsgy

be3
peuenma

UA/2908/02/01

203.

PIHTEPA
PO341H

pO34MH Ans iHdY3in no
200 mn, 250 mn, 400 mn
a6o 500 mny
KOHTelHepi 3
nonisiHinxnopuay; no 1
KOHTEWHepy y MniBKOBIl

HovipHe nignpnemcTso
"®apmatpeng”

YkpaiHa

HouipHe
nianpyeMcTBO
"®apmatpeng”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux
marepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHu
[0 y3aranbHeHUX JaHWX MPO CUCTEMY

3a
peuernmom

UA/5792/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

ynakoBLji

capmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHnX Npo cucTemy
apmakoHarnsgy, amiHa
yMNOBHOBaXeHoi 0cobu, BianosigansHoi
3a 3[iNCHEeHHs hbapmakoHarnsay;
KOHTaKTHOI ocobu 3 chapmakoHarnsgy
3asBHMKa ANS 34INCHEHHS
dapmakoHarnsagy B YkpaiHi, KO BOHa
BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
dapmakoHarnsgy (Bkrnoyawym
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MmiLLieHHI MacTep-anna cuctemm
apmakoHarnsgy) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosiganbHoi
3a 3[iNCHeHHA hapmakoHarnagy:
MponoHoBaHa peaakuis — CTpuxak
Apocnae |BaHOBMY. 3MiHa KOHTAKTHUX
[aHnX YNOBHOBaXEHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy

204.

CANMILMNOBO-
LIMHKOBA
NACTA

nacta no 25 r y tybax;
no 25 r y Ty6i, no 1 Ty6i
B Mayuj 3 KapToHy

TOB "TepHodapm"

YkpaiHa

TOB "TepHodapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHu | TUNY - NoO4aHHSA OHOBNEHOrO
cepTudikaty BiaNOBIAHOCTI
€ponelicbkoi papmakonei Ne RO-CEP
2012-347-Rev 02 Bia 3aTBEPAKEHOIO
BMPOGHMKa AP| LIMHKY OKCuA, Y 3B’A3KY
3i 3MiHOI0 Ha3BW JaHOro BUpobHUKa
A®I; 3miHn |l TUNY - BBEAEHHSA
[0[aTKoBOro BUPoGHMKa APl LIMHKY
oKcuay 3 HaaHHsM macTep — danny Ha
AdI|

bes3
peuenma

UA/8495/01/01

205.

CAHOPUH

crper HasanbHWUi,
po3uuH, 0,5 mr/mn no 10
MmNy donakoHi; no 1
hnakoHy pasom 3
annikatopom Ans
NOPOXHWHM HOCa B
Kopobui

"KcaHtic ®apma
Nimitea"

Kinp

TeBa Yex IHaacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH IO peecTpauifiHnX
matepianis: 3MiHu Il Tuny - 3miHn wopao
©e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsagy. BHecenHs abo
3MiHa(u) Ao 30608B'A3aHb Ta YMOB
BuAadi peecTpauiiHoro nocBig4eHHs,
BKMtoYatoum NnaH ynpasniHHs
pu3nkamMm (3aCToCyBaHHS 3MiH(K), siki(a)
BMMaratTb(€) N0JanbLLIOro
06I'pyHTYBaHHSA HOBUMUW JOAATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OPraHoOM, OCKiflbKu
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHom) BukoHaHHsi
3060B's13aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsagky

bes3
peuyenma

UA/2455/04/02
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

npoBeAeHHs ekcnepTnamn
peecTpauiiHux MaTtepianis Ha Nikapcbki
3acobu, Lo NoAarTbCs Ha AepKaBHY
peecTpaLuito (NepepeecTpaliio), a Takox
eKkcnepTu3n Martepiarnis NPo BHECEHHS!
3MiH O peecTpauinHnx maTtepianis
npoTArom Aii peectpauinHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOr0 HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Hakady MOS Big 23.07.2015 Ne 460)

206.

CAHOPWUH-
AHAJEPIH

Kpanni Ha3anbHi no 10
MmNy donakoHi; no 1
hnakoHy B KAPTOHHIN
Kopobui

"KcaHtic ®apma
Nimiten"

Kinp

Tesa Yex IlHpacTpis

c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 4O peecTpauifnHnX
MaTepianis: 3minu Il Tuny - 3miHn WwWoao
6e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(n) 8o 3000B'si3aHb Ta YMOB
BMAaui peecTpauiiHoro nocBigYeHHs,
BKrtovatouu MNnaH ynpasniHHA
pu3nKamMm (3aCToCyBaHHS 3MiH(K), ski(a)
BMMararTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW [OAATKOBUM
OaHuMu, Lo MaloTb HagaBaTUCS
KOMMETEHTHUM OpPraHoM, OCKifbKN
BMMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHUM opraHoM) BukoHaHHsi
30060B'A3aHb BiAMOBIAHO A0 NIANYHKTY
1.13 NyHKTY 1, NiANYHKTY 2.3 NyHKTY 2
popatky 15 go MNopsgky npoBeaeHHs
eKcnepTu3n peecTpaulinHux Matepianis
Ha nikapcbki 3acobu, LWo nogatTbCs Ha
AepXaBHy peecTpalito
(nepepeecTpaliio), a Takox ekcnepTusu
mMaTepianis Npo BHECEHHS 3MiH A0
peecTpauinHux MaTepianis NpoTaroM Aii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepgkeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MOS Big 23.07.2015 Ne 460)

be3
peuenma

UA/6611/01/01

207.

CENTE®PUN®-
OAPHUUA

Tabnetku no 0,2 mr; no
10 TabneTok y KOHTYpHI
YapyHKOBI ynakoBLji, No
1 abo no 2 KOHTYpHi
YapyHKOBI YNakoBKU Y
nayuj; no 10 Tabnetok y
KOHTYPHMX YapyHKOBUX
ynakoBKax

MpAT

"®apmaLeBTUYHa
dipma "OapHuug"

YkpaiHa

MpAT

"®apmaueBTUYHa
cipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | Tuny - 3mMiHa agpecu micus
nNpoBaXXeHHs AisiNbHOCTI BUPOOHMKa
cybcTaHuii lekameTokcuHy TOB
«PAPMXIM». BBegeHHsA 3MiH
npoTtarom 6-tm micsilis nicna
3aTBepAKEeHHSA

6e3
peuenma

UA/6210/01/01

208.

CEPETMOA™
EBOXAJIEP™

aepo3orb Ang
iHransauin, no3oBaHun,
25 mkr/50 mkr/go3sy no
120 o3 y 6anoHi 3

nakcoCmiTKnsanH

EkcnopT Nimiteq

Benuka
BpuTaHis

'makco Bennkom

MpogakwH

®paHuis

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis:
3MiHu | TNy - 3mMiHM 0o cneundikauii Ha
AQI| cnoTUKasoHy nponioHar 3a .

3a
peuernmom

UA/4827/01/01
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
[03YI04MM KrnanaHoMm; no CynyTHi AOMILLIKK y BiANOBIAHOCTI A0
1 6anoHy B KapTOHHIN nepernsiHyToi MoHorpadii EP
Kopooui (nocunanHsa 01/2016:1750). Y
NOPIBHAHHI 3 Aito4oto cneuudikadieto,
[0MYyCTUMWUIA BMICT CYMYTHIX AOMILLIOK
metogom BEPX 3ByxeHo
2009. CEPETMOQ™ aeposonb Ans nakcoCmiTKnsanH Benuka 'makco Bennkom ®paHuia BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/4827/01/02
EBOXAJIIEP™ iHransuin, no30BaHUN, EkcnopT NimiTeq, BpuTaHis MpopakwH marepianis: peuenmom
25 mkr/125 mkr/go3sy no 3MiHu | Tuny - 3miHM 0o cneundikauii Ha
120 no3 y 6anoHi 3 A®I noTUKa3oHy nponioHaT 3a n.
[O03YI04MM KrnanaHom; no CynyTHi AOMILLKM y BigNoBigHOCTI A0
1 6anoHy B KapTOHHil nepernsHyToi MoHorpadii EP
Kopobui (mocunanna 01/2016:1750). Y
NOPIBHSIHHI 3 AitoYoto cneumaikaieto,
A0NyCTUMMUIA BMICT CYMyTHIX AOMILLOK
metogom BEPX 3ByxeHo
210. CEPETMOQ™ aepo3orib Ans makcoCmiTKnsanH Benuka ['makco Bennkom dpaHuia BHECEHHS 3MiH 4O peecTpauinHnX 3a UA/4827/01/03
EBOXAJIEP™ iHransauin, 4o30BaHWN, EkcnopT limiteq Bputanis MpopakwH marepianis: peuenmom
25 mkr/250 mkr/po3y no 3MiHu | TNy - 3miHM 0o cneundikauii Ha
120 po3 y 6anoHi 3 A®I| cntoTUkasoHy nponioHar 3a n.
[03YI04MM KranaHoMm; no CynyTHi OMILLIKW y BigNOBIAHOCTI A0
1 6anoHy B KapTOHHIN nepernsiHyToi MoHorpadii EP
kopoobui (nocunanHs 01/2016:1750). Y
NOPIBHAHHI 3 Aitoyoto cneuudikadieto,
A0NyCTUMUIA BMICT CYMyTHIX AOMILLOK
metogom BEPX 3ByxeHo
211. CUMETUKOH TabneTkun, BKpUTI ToBapucTso 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnX bes UA/15907/01/01
obornoHkoto, no 125 wmr, obmexeHoto obmexeHor marepianis: 3MiHu Il Tuny - 3miHn woao peuyenma
no 7 TabneTtok y BiANoBiganbHiICTIO BiANOBiganNbHICTIO 6e3nekn/edekTMBHOCTI Ta
6nictepi; no 1 abo 2 "®apmaueBTnyHa "®apmaueBTniHa tapmakoHarnsagy. BHecenHs abo
6nictepu y kopobui dipma "BepTekc"” dipma "BepTekc" 3MiHa(1) 8o 3000B'si3aHb Ta yMOB
YkpaiHa BMAadi peecTpauiniHoro nocBigyYeHHs,

(BMpPOOHMLTBO 3
npoaykuii in bulk
TosapucTsa 3
obmexeHo
BiAnoBiganbHICTO
"®apmaueBTnYHa
KOMMNaHisi
"3popos'sa”,
YkpaiHa)

BKkItoYatoum MnaH ynpaeniHHS
pu3nKamMm (3aCTOCyBaHHS 3MiH(K), ski(a)
BMMaratTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBUMMW JOOATKOBUM
AaHyMK, WO MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BUMaraeTbCs CyTTEBA OLiHKa
KOMMETEHTHUM OpraHom) BukoHaHHsi
3060B's13aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 go Mopsaaky
NpoBefeHHs eKcnepTnamn
peecTpauiinH1X MaTepianiB Ha fikapcbkKi
3acobu, Lo NoAaTbCs Ha AepXaBHY
peecTpaLuiio (NepepeecTpalliio), a Takox
eKcrnepTu3n matepianis NPo BHECEHHS
3MiH 0 peecTpauiiHnx maTtepianis
npoTArom fii peectpauinHoro
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

NOCBIQYEHHS!, 3aTBEPAXEHOTO HAKa30oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460)

212.

CKNoOBMAOHE
TINO

pPO34MH Ans iH'ekuin ans
BUPOBHMYOT AinbHUL B
M. Knie: no 2 mn B
amnyni; no 10 amnyn B
nayui 3 KapToHy; Ans
BMPOGHWYOI AinbHULI B
M. Bina Llepkea: no 2 mn
B amnyni; no 5 amnyn y
6nictepi; no 2 6nictepn
B NayLi 3 KapTOHY

TOB "®3
"BIOGAPMA"

YkpaiHa

MpAT "BIO®APMA",
YkpaiHa; TOB "®3

"BIO®APMA",
YkpaiHa

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edPekTMBHOCTI Ta
dapmakoHarnsagy. BeeaerHs abo 3miHn
[0 y3aranbHeHUX 4aHuX Npo cucTemy
capmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHnX Npo cucTemy
dapmakoHarnsay, aMmiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 3[iNCHEeHHs bapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
3asiBHMKA ANS 34iINCHEHHS
bapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
hapmakoHarnsgy (Bkrovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MmiLLieHHI MacTep-anna cuctemm
apmakoHarnsgy) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosigansHoi
3a 3fincHeHHs dhapmakoHarnagy: firova
pepakuis — Typok B’suecnas
B’ayecnasosuy. [MponoHoBaHa
pepakuis — Qurac OiaHa
OnekcaHppiBHa.
3MiHa KOHTaKTHUX OaHUX
YNOBHOBaXeEHOT 0cobu, BignoBigansHoi
3a 3[iNCHEeHHs bapmakoHarnsay

3a
peuernmom

UA/2189/01/01

213.

COMA3UHA®

PO34MH ANt iH eKLN,
1000 mr/4 mn no 5
amnyn y KOHTYpPHIn
YapyHKOBI ynakoBLij; No
1 abo Mo 2 KOHTYpHiIN
YapyHKOBIN ynakoBLi y
KOpobLi 3 KapTOHY

Ddeppep

IHTepHacioHanb, C.A.

Icnanis

Ddeppep
IHTepHacioHans,
C.A.

Icnanis

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis:
3MiHu | TUny - 3MiHM Wwopao
©e3nekn/eeKkTuBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
00 y3aranbHeHUX JaHuX NPo cUcTemy
capmakoHarnsgy (BBeoeHHs
y3aranbHeHVX AaHnxX Npo cuctemy
capmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[iCHEHHsT hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKA NS 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi, Ko BoHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiOQNoOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkoyawym

3a
peuenmom

UA/3198/01/02
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-anna cuctemu
apmakoHarnsgy) - 3MiHa KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asiBHUKa
ONsA 3AiMCHEeHHsA hapMakoHarnsay B
YkpaiHi. MNponoHoBaHa pepakuis: Kyuma

Bonoanmup Onekcangposuy. 3MiHa
KOHTaKTHMX aHWX KOHTaKTHOi ocobu

214.

CNPErANb®

aepo3orb Ans
30BHILUHLOIO
3actocyBaHHsi no 152 ry
6anoHi 3
posnunoBayem; no 1
6arnoHy B KapTOHHIN
Kopobui

JlabopaTopii Omera
dapma PpaHc

DdpaHuis

AEPO®APM

®paHuia

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHn | Tuny - 3MiHn Wwopo
6e3nekn/edPekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHeHUX AaHuX Npo cucTemy
capmakoHarnsgy (BBeAeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
capmakoHarnsgy, amiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 3[iCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNOBHOBaXeHOi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemu
dapmakoHarnsaagy) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3filcHeHHs papmakoHarnsagy: fditova
pepakuisa — lise Vanderlinden.
[MponoHoBaHa pepakuis — George
Nicolas. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iiCHeHHs hapmakoHarnsgy. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOi ocobu

be3
peuenma

UA/6844/01/01

215.

CTOMATO-TENb
300POB'A

renb ana siceH no 20ry
Ty6i; no 1 Ty6i y kopobui
3 KapTOHY

ToBapucTtBo 3
oBMmexeHo
BiAnoBiganbHIiCcTO
"®apmaueBTnyHa
KoMnaHis "3gopos's”

YkpaiHa

ToBapucTBo 3
oBMeXeHo
BiAnoBiganbHICTO
"®apmaueBTuiHa
KoMnaHis "3gopos's”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3MiHa
HallMeHyBaHHS Ta/abo apgpecu
3asBHMKa (BNacHUka peecTpaLiiHoro
NoCBIQYEHHS1) 3MiHa afpecu 3asiBHKKA.
BBeneHHs 3MiH NnpoTarom 6-Tu Micauis
nicns 3aTBepaXeHHs.
3MiHu | TMNY - AAMIHICTPaTUBHI 3MiHW.
3miHa HaiMeHyBaHHS Ta/abo agpecun
Micusi MpoBaKEHHS AisiNbHOCTI
BUPOGHWKa/iMnopTepa roToBOro
nikapcbKoro 3acoby, BKYa4m

bes
peuenma

UA/13651/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

AinbHWL BUNYycKy cepii abo micue
NPOBEAEHHST KOHTPOSHO SIKOCTI.
(misnbHicTb, 3a AKy Bignosigae

BUPOGHWMK/IMNOPTEP, BKIOYAKOUN BUMYCK
cepii) 3MiHa agpecy BUpobHUKa, 6e3
3MiHM MicLs BUPOOHMLTBA:
BBeaeHHs 3MiH NnpoTsarom 6-T1 Micsauis
nicnsa 3aTBepaXXEHHS.

216.

CTOMAHIH

cnpen Ans poToBoi
NOPOXHWHK, 1,92 Mr/mn
no 30 mn y dnakoHi; no
1 donakoHy 3
MeXaHi4YHUM
po3nunioBavem,
annikatopom ans
POTOBOI MOPOXHMHM Ta
KPWLLIKOIO, fika 3axuLLae
po3nuntoBay, B KOpoobui

Tesa ®apmauesTikan

IHpacTpis Il1a.

I3painb

TeBa Yex IHaacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpauifiHuX
marepianis:
3MiHu | TUNY - NOAaHHSA OHOBNEHOrO
ceptucpikata CEP R1-CEP 2005-238-
Rev-01 Big BXe 3aTBEpAXEHOrO
BupobHuka APl rekecutnanH Euticals
S.A.S, ®paHuisi; 3MiHn | TUNY - 3miHa y
meTogax BunpobysaHHa A®|l abo
BUXiAHOro MaTtepiany/npoMiHoro
npoaykTy/peareHTy, Lo
BMIKOPVCTOBYETbLCS Y NPOLEC
BUpo6HMLTBa ADI - HE3HaYHI 3MiHN B
meTogi BunpobysaHHs AdI 3a
NOKa3HMKOM «BusHauyeHHs cynpoBigHuX
[OMILLOK»; HE3HAYHI 3MiHM B MeTOoai
BunpobyBaHHs APl 3a nokasHUKOM
«BusHayeHHs CynpoBigHUX AOMILLOKY

be3
peuenma

UA/1831/01/01

217.

cTonpiAp

kancynu Teepai no 200
Mr no 12 kancyny
6nictepi; no 1 6nictepy
Y KapTOHHI ynakoBLj

BAT "lepeoH PixTep"

YropwuHa

TOB «[eneoH
PixTep MonbLyay,
MonbLa (KoHTpornb
SAKOCTI, A03BiN Ha
BUNYCK cepii;
BUPOBHMLTBO
Hepo3dacoBaHoro
NpoayKTy, NEPBUHHA
ynakoBKa, BTOPUHHA
ynakoBka)

Monbwa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TURY - 3MiHW y Npoueci
BMPOOHMLITBA FOTOBOTO fikapCbKOro
3acoby, BKITHOYa4M NPOMIKHUI
NPOAYKT, LLIO 3aCTOCOBYETLCH NpU
BMPOBHMLTBI FOTOBOrO NMikapCbKoro
3acoby - He3HauyHi 3MiHW Y NPOLECi
BMpobHuUTBa: 1) BuaaneHHs etany
NpOCitoBaHHs akTUBHOI cybcTaHuii
Hicpypokcasng. 2) BuknoyeHHs
iHdbopmaLii Npo TpuBanicTe 3MillyBaHHs
CUPOBWHW i 3MOYYBaHHS CyCrneH3ieto
KYKYPYA3SHOro KpoXmaro i3 po3ginis
3.2.P.2.3 Po3pobka npouecy
BUpoGHMUTBa i 3.2.P.3.3.3. Mpouec
BMpobHuUTBa. 3) [logaTkoBO BHECEHO
He3HayHi pedakuiviHi nonpaeku oo
[OKyMeHTaLii. BBegeHHA 3miH
npoTArom 6-T1 micauiB nicns
3aTBepPAKEHHSA

3a
peuenmom

UA/14478/01/01

218.

CTPENTOKIHA3
A-BIO®APMA

niodpinizaTt 4N posynHy
Ans iHdysivi no 1 500
000 MO, 1 dprakoH 3

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | TMny - 3MiHKM Woao

3a
peuernmom

UA/6778/01/02
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

niocpinizatom y 6nicTepi;
no 1 6nictepy y nauui 3
KapTOHY

6e3nekn/edPekTMBHOCTI Ta
dapmakoHarnsagy. BeegeHnHs abo 3MiHu
00 y3aranbHeHUX AaHuX Npo cucTemy
capmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHnX Npo cucTemy
hapmakoHarnsgy, amiHa
yMNOBHOBaXeHoi 0cobu, BignoeigansHoi
3a 3[iNCHEeHHs hbapmakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3asBHMKa ANS 34INCHEHHS
dapmakoHarnsagy B YkpaiHi, KO BOHa
BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3@ 34iNCHEHHS
hapmakoHarnsgy (Bkrovaym
KOHTaKTHi gaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-hanna cuctemm
apmakoHarnsgy) - 3miHa
yrnoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3fiMcHeHHsA dapmakoHarnagy: firova
pepakuis — Typok B’sauecnas
B’sauyecnaBoBuy. [MponoHoBaHa
pepakuis — Qurac OiaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[AaHnX yNnoBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
hapmakoHarnsgy

219.

CYJIb®ACAJIIA3
NH

TabneTku, BKpUTI
NniBKOBOI 0BOMNOHKOHO,
no 500 mr no 10
TabneTok y 6nictepi, no
5 BnicTepiB y KapTOHHIN
kopooui

KPKA, a.a., Hoeo
MEecTo

CnoBeHis

BMPOGHMLUTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHA Ta
BTOPWHHA YMaKOBKa,
KOHTPOMb Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CroBeHisi; nepBUHHA
Ta BTOPUHHA
ynakoBka: KPKA,
a.a., Hoso mecto,
CnoBeHisi

CnoseHis

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHuM | TUNY - 3MiHa HaiMeHyBaHHS
Ta/abo agpecu MicLs NpoBaKEHHSI
DisiNbHOCTI BUPOOHMKa (BKMoYarouu, 3a
HeobXxiaHOCTI, MicLe NpoBeAeHHS
KOHTPOMHO sIKOCTi), abo BnacHuka
macTep-danna Ha AP, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMiXXHOro
NpOOYKTY, L0 3aCTOCOBYHTLCS Y
BUPOGHMLUTBI ADI - 3MiHa Ha3BM
BUpoGHuKa ADI CynbdacanasuHy, 6e3
3MiHM MicLisi BUPOOHULITBA

3a
peuenmom

UA/0420/01/01

220.

CYJIb®ACAJIA3
WH-EH

TabneTku
KMLLKOBOPO34MHHI MO
500 mr no 10 TabneTok y
6nicTepi, no 5 6nictepis
Y KapTOHHil kopoobui

KPKA, a.4a., Hoeo
MecTo

CnoBeHisi

BMPOGHMLUTBO
roTOBOro
nikapcbkoro 3acoby,
nepBuHHA Ta
BTOPWHHA YNaKoBKa,
KOHTPOSb Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CroBeHig; NnepByHHA

CnoseHis

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHK | TUNY - 3MiHa HaNMeHyBaHHS
Ta/abo agpecu MicLsl NpOBaKEHHSsI
AiSnbHOCTI BUPOGHMKa (BKIOYaoum, 3a
HeOoOXiaHOCTI, MicLile NpoBeAEeHHS
KOHTPOMHO sIKOCTi), abo BnacHuka
macTtep-danna Ha AdI, abo
nocradyanbHuka Adl/BuxigHoro

3a
peuernmom

UA/0420/02/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

Ta BTOPWHHA
ynakoBka: KPKA,

o.a., Hoeo mecto,

CnoBeHis

MaTepiany/peareHTy/npoMiKHOro
NpPOAYKTY, L0 3aCTOCOBYOTHECH Y
BUPOOGHMLTBI ADI - 3miHa Ha3BwK
BMpobHuka A®| Cynbdacanasuny, 6e3
3MiHM MicLisi BUPOBHULITBA

221.

CYNb®ALUN-
HATPIIO

kpanni o4Hi 30 % no 10
My NNacTUKOBOMY
dnakoHi; no 1 dnakoHy
y nayui 3 KapToHy

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHn | Tuny - 3MiHn Wwopo
6e3nekn/edPekTMBHOCTI Ta
apmakoHarnsgy. BeeaeHHs abo 3MiHu
00 y3aranbHeHUX AaHuX Npo cucTemy
capmakoHarnsgy (BBeaeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
capmakoHarnsgy, amiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 3[iCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3asiBHMKA ANS 34iINCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big YNOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3@ 34iNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ganna cuctemm
dapmakoHarnsagy) - 3miHa
yrNoBHOBaXeHoi ocobu, BianosiganeHoi
3a 3[ilCHeHHs1 hapmakoHarnsay:
MponoHoBaHa pepakuisi — OQurac OiaHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[AaHnX yNnoBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 3A4iNCHEHHS
hapmakoHarnsgy

3a
peuenmom

UA/5006/01/01

222.

CYMAME®

TabneTku, LWo
avcnepryrotbes, no 125
Mr, no 6 TabneTtok y
6nictepi; no 1 6nictepy
B KOpOOUi

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA XpsaTtcka
A.0.0.

Xopsaris

BHECEHHS 3MiH 0 peecTpauiiHnX
MaTepianis: 3minu Il Tuny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. BHeceHHs abo
3MiHa(1) 8o 30060B'si3aHb Ta YMOB
BMAadi peectpauiiHoro nocBig4eHHs,
BKkItoYatoum MnaH ynpaeniHHS
pr3nKkamm (3acTocyBaHHs 3MiH(K), ski(a)
BMMaratTb(€) noganbLIoro
06r'pyHTYBaHHSA HOBUMUW JOAATKOBUM
AaHyMK, Lo MalTb HagaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BMMaraeTbCH CyTTEBA OLliHKa
KOMMETEHTHUM OpraHom) - BukoHaHHs
3060B's13aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 no Mopsaky
npoBefeHHs eKcnepTnsmn

3a
peuenmom

UA/15994/01/01
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

peecTpauinHMx maTepianis Ha nikapcbki
3acobu, Lo NoAarTbCs Ha AepXaBHY
peecTpauito (NepepeecTpaliio), a Takox
eKkcnepTuan martepianis NPO BHECEHHS
3MiH O peecTpauinHnx maTtepianis
npoTsarom il peectpauiiHoro
NOCBIAYEHHS, 3aTBEPAXEHOrO HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460)

223.

CYMAME®

TabneTku, Wo
avcneprytotbes, no 250
Mr, no 6 TabneTtok y
6nictepi; no 1 6nictepy
B KOpOOUj

TOB "Tesa YkpaiHa"

YkpaiHa

MNIBA XpsaTtcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis: 3MiHu Il Tuny - 3miHn wopao
6e3nekn/edPekTMBHOCTI Ta
apmakoHarnsagy. BHecenHs abo
3MiHa(v) Ao 3060B'sA3aHb Ta YMOB
BMAaui peecTpauiiHoro nocBigYeHHs,
BKItoYatoum MnaH ynpaeniHHA
pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
BMMararTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBUMMW 0OOATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKiNbKu
BMMaraeTbCs CyTTEBA OLiHKa
KOMMETEHTHVUM OpraHom) - BukoHaHHs
3000B's3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NpOoBeEHHsI eKcnepTusn
peecTpauinHuX MaTepianiB Ha fikapcbki
3acobu, Lo NoAaTLCH Ha AepXaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKcrnepTu3n maTepianis NPo BHECEHHS
3MiH [0 peecTpauiiHix maTtepianis
npoTsArom il peectpauiiHoro
NOCBiAYEHHS, 3aTBEPAXKEHOr0 Haka3oM
MO3 Bia 26.08.2005 Ne 426 (y pepakuii
Hakasy MOS3 Big 23.07.2015 Ne 460)

3a
peuenmom

UA/15994/01/02

224.

CYMAME®

TabneTku, LWo
aucneprytoTtbes, no 500
mr; no 3 TabneTkn y
onictepi; no 1 abo no 2
6nictepu B kopoOLi

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA XpsaTtcka
A.0.0.

Xopsaris

BHECEHHS 3MiH 0 peecTpauiiHnX
MaTepianis: 3minu Il Tuny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. BHeceHHs abo
3MiHa(n) Ao 3060B'A3aHb Ta YMOB
BMaadi peectpauiiHoro nocBig4eHHs,
BKMtoYatoum NnaH ynpasniHHs
pr3nKamm (3acTocyBaHHs 3MiH(K), ski(a)
BMMaratTb(€) noganbLLoro
06r'pyHTYBaHHSA HOBUMUW JOAATKOBUM
AaHUMK, Lo MatoTb HaaaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMETEHTHVUM OpraHom) - BukoHaHHs1

3a
peuenmom

UA/15994/01/03
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

3060B's13aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NnpoBeAeHHs eKcnepTuamn
peecTpauinHMx maTepianis Ha nikapcbki
3acobu, Lo NoAarTbCs Ha AepXaBHY
peecTpauijio (NepepeecTpaliio), a Takox
eKkcnepTuan matepiarnis NPO BHECEHHS
3MiH O peecTpauinHnx maTtepianis
npoTsarom il peectpauiiHoro
NOCBIQYEHHS!, 3aTBEPAXEHOTO HAKa3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460)

225.

CYMAME®

TabneTku, LWo
AWCNepryoTbes, no
1000 wmr; no 1 Tabnetuj
y bnicTtepi; no 1 abo no
3 6nictepu B kopobLi

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA XpsaTtcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3MiHu Il Tuny - 3miHn wopao
6e3nekn/edeKkTMBHOCTI Ta
apmakoHarnsgy. BHecenHs abo
3MiHa(v) ao 30608B'sA3aHb Ta YMOB
BMAaui peecTpauiiHoro nocBigYeHHs,
BKItoYatoum MnaH ynpaeniHHS
pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
BMMararTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBUMMW JOOATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKifbKu
BMMaraeTbCs CyTTEBA OLiHKa
KOMMETEHTHVUM OpraHom) - BukoHaHHS
3060B's3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nynkty 1.8 gogatky 5 go Mopsaaky
NpOBeAEHHsI eKcnepTusn
peecTpauinH1X MaTepianiB Ha fnikapcbKi
3acobu, Lo NoAaTLCH Ha AepXaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKcrnepTu3n matepianis NPo BHECEHHS
3MiH [0 peecTpauiiHix maTtepianis
npoTsArom Aii peectpauiiHoro
NOCBIAYEHHS, 3aTBEPAXKEHOr0 Haka3oM
MO3 Bia 26.08.2005 Ne 426 (y pepakuii
Hakasy MOS3 Big 23.07.2015 Ne 460)

3a
peuenmom

UA/15994/01/04

226.

CYNPAHEM

MOPOLLIOK AJ151 PO3YUHY
Ans iHdysin no 500
mr/500 wmr in bulk: 60
hnakoHiB y kopobui; no
6 kOpOBOK Y KapTOHHIl
kopoobui

Ekcip ®apmacbioTukan
KomnanHi

IpaH

Ekcip
dapmacbloTukan
KomnaHi

IpaH

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny - 3minHn 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3miHa y TepMmiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby
(36inbLUeHHSA TepMiHY NpuAATHOCTI
roTOBOrO fikapcbKoro 3acoby) - [ns
TOProBOi YNakoBKM (NiATBEPOXKYETHCS
AaHUMK pearbHOro Yacy) - 36inbLUeHHSs
TEPMiHY NpUAATHOCTI FOTOBOrO

3a
peuernmom

UA/13515/01/01
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
nikapcbkoro 3acoby. 3aTBepaxeHo: 2
POKKM. 3anponoHOBaHO: 3 POKW.
227. CYMNMPAHEM MOPOLLIOK AJ18 PO3HYNHY Ekcip ®apmacbioTukan IpaH Ekcip IpaH BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/13514/01/01
Ans iHdysii no 500 KomnanHi dapmacbtoTukan marepianis: 3MiHu | Tuny - 3MiHn 3 peuenmom
Mr/500 mr 1 cdonakoH 3 KomnaHi sIKOCTi. [0TOBMI Nikapcbkuii 3aci6.
MOPOLLKOM Y KapTOHHIn CrabinbHicTb. 3MmiHa y TepMiHax
KopobuLi npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOro NMikapCbKoro 3acoby
(36inbLUEeHHst TepMiHY NpWAAaTHOCTI
roTOBOrO fikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKM (NiATBEPAXKYETHCS
AaHUMK pearnbHOro Yacy) - 36inbLIeHHS
TEepMiHy NpMAATHOCTI FOTOBOrO
nikapcbkoro 3acoby. 3aTeepaxeHo: 2
POKM. 3anponoHOBaHo: 3 POKW.
228. TENMICTAH 40 Tabnetku no 40 mr/ 12,5 KPKA, a.a., Hoso CnoBeHiga KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH 0O peecTpauiiHux 3a UA/15859/01/01
Mr, no 7 TabneTtok y MecTo MecTo matepianis: 3miHu | Tuny - peuenmom
6nicTtepi; no 2 abo 4, AamMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BK
abo 8, abo 12, abo 14 nikapcbKkoro 3acoby
GnicTepiB y KapTOHHil 3MiHM BHECEeHi LWo40 Ha3BW fikapCbKoro
kopobui; no 10 Tabnetok 3acoby. 3atBepaxeHo: Tenbmicta® H
y bnicTepi; no 3 abo 6, 40 3anponoHosaHo: Tenmicta H 40
abo 9, abo 10 GnicTepis
Y KapTOHHI KOpoobuUi
229. TENMICTAH 80 Tabnetku no 80 mr/ 12,5 KPKA, a.a., Hoso CnoBeHiga KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH 4O peecTpauiiHux 3a UA/15858/01/01
Mr, no 7 TabneTtok y MecTo MecTo matepianis: 3miHu | Tuny - peuenmom
6nicTtepi; no 2 abo 4, AamMiHicTpaTMBHI 3MiHU. 3MiHa Ha3BK
abo 8, abo 12, abo 14 nikapcbkoro 3acoby - 3miHW BHeCeHi
GnicTepiB y KapTOHHil OO Ha3BW nikapcbKkoro 3acoby.
kopobui; no 10 TabneTok 3atBepaxeHo: TEJIbMICTA ® H 80
y 6nicTepi; no 3 abo 6, B3anponoHoBaHo: TEJIMICTA H 80
abo 9, abo 10 GnicTepis
Y KapTOHHI KOpoobUi
230. TEJNIMICTA HD 80 | Tta6netku no 80 mr/ 25,0 KPKA, o.a., Hoso CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15860/01/01
Mr, no 7 TabneTtok y MecTo MecTo matepianis: 3miHu | Tuny - peuenmom
6nicTtepi; no 2 abo 4, AamMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BK
abo 8, abo 12, abo 14 nikapcbkoro 3acoby
GnicTepiB y KapTOHHil 3MiHU BHECEHI W00 Ha3BW nikapCbKoro
kopo6ui; no 10 TabneTok 3acoby. 3atBepaxeHo: Tenbmicta® HD
y 6nicTepi; no 3 abo 6, 80 3anponoHoBaHo: Tenmicta HD 80
abo 9, abo 10 GnicTepis
Y KapTOHHIi KopoobUi
231. TENCAPTAH-H TabneTku no 40 O-p Penni'c IHaia O-p Penni'c IHpia BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/14776/01/01
mr/12,5mr, no 7 Jlabopatopic ltg JabopaTopic Jltg MaTepianis: peuenmom

TabneTok y 6nictepi; no
2 abo 4 6nictepu B
KapTOHHI kopobui

3MiHn | TUny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHu
[0 y3aranbHeHUX AaHuX Mpo CUCTeMy
dapmakoHarnagy (BBegeHHs




121

[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

y3aranbHeHNX AaHNX Npo CUCTEMY
hapmakoHarnsgy, amiHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[ilCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, KO BOHA
BiAMiHHa Bi YNOBHOBaXeHOi 0cobu,
BiANoBiganbHOI 3a 30iNCHEHHS
apmakoHarnsagy (Bkovanoum
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-anna cuctemm
dapmakoHarnsagy) - 3miHa
yrnoBHOBaXeHoi ocobu, BignosiganbHoi
3a 3[iNCHEeHHs bapmakoHarnsay:
MponoHoBaKra pepakuis — Dr. Vijay
Kumar Talla. 3MiHa KOHTaKTHUX AaHuX
yrnoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHEHHs hapmakoHarnsgy

232.

TENCAPTAH-H

Tabnetku no 80 mr/12,5
Mr, Mo 7 TabneTok y
6nictepi; no 2 abo 4
6nicTepun B KApPTOHHIl
Kopobui

O-p Peppi'c
JlabopaTopic Jitg

IHAis

A-p Pepgi'c
JlabopaTopic Jitg

IHgia

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsgy. BeegeHHs abo 3MiHu
00 y3aranbHEHUX AaHnx Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHuX Npo cucTemy
dapmakoHarnsay, aMiHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[ilCHeHHs1 hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
3asiBHMKa AN 34iNCHEHHS
bapmakoHarnsgy B YKpaiHi, KO BOHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkrnovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemu
hapmakoHarnsgy) - 3miHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[iNCHeHHs1 hapmakoHarnsay:
[MponoHoBaHa pepakuis — Dr. Vijay
Kumar Talla. 3MiHa KOHTaKTHUX AaHKX
yMNoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iNCHeHHs hbapmakoHarnsgy

3a
peuenmom

UA/14775/01/01

233.

TEMO30J10MIAa-

TEBA

kancynu no 20 mr no 5
Kancyn y dpnakoHi, no 1
bnakoHy B KapTOHHIV
Kopobui

TeBa ®apmaveBTikan
IHpacTpis IT4.

I3painb

BMPOBHMLTBO 3a
MOBHUM LMKIOM:

Hep®apMa C.P.1.,

ITanis; Xaynt

ITanis/
Himeuunna

BHECEHHS 3MiH 10 peecTpauiiHnX
MaTepianis:
3MiHu | TUny - 3miHa y meTtogax
BuNpobyBaHHa APl abo BuxigHOro

3a
peuernmom

UA/12676/01/01
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1

dapma Amaper
'M6X, HimeuyumnHa;
KOHTPOSb SIKOCTi:
Mepkne M'mM6X,
HimeuuunHa; gossin
Ha BUMYyCK cepil:
Mepkne M'mM6X,
HimevuunHa

maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NPOLECI
BMpobHuUTBa A®I - 32 NOKA3HNKOM
«3anuLWKoBI KiNbKOCTi OpraHiyHnx
PO3YMHHUKIBY BUMYYEHHS 3 METOAIB
aHanisy (TEMO - 21) «H-l'entany» Ta
BHECEHHS pefaKkUiiHUX 3MiH B
MEeTOAMKY ANS NOKpaLLEHHS OLiHKN
akocTi [T13 (BuaaneHHs HecyTTeBOI
iHcbopMaLii Npo KOMOHKyY, NiABULLEHHS
BUMOT 0 BUBIPKOBOCTI B NPOLECI OLLHKM
NPVUAATHOCTI CUCTEMM, BUITYHYEHHSI
HecyTTeBOro napameTpy, a came
nNpubnun3Hi Yacu yTpumaHHs.
lopeHTudikauisa nikie 3QiNCHIOETLCS
3rigHO 3 Bi4NOBIOHOK XpOMaTorpamoro
Ans OLiHKW NpuaaTHOCTi cuctemm);
3MiHM | TURY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTIO NpuBEAeHHS Y
BignoBigHicTb 40 MoHorpadii APY abo
€Bponelicbkoi dapmakonei, abo iHwoi
HaujioHanbHOI chapmakonei gepxasu
€C - npuBeaeHHs cneuudikauii APl Ta
MeToZiB KOHTPOnto A0 MoHorpadii EP
«Temozolide: - BBeAeHHs nNocunaHb Ha
USP, EP; - 3miHM 3a noka3HWKoM
«CynpoBigHi AoMilLKK, @ came
3BYXeHHS KpuTepiiB JoMiwkn
uiaHotemasonigy 3 0,15 % no 0,10 % Ta
BBeAeHHs po3ainy «Legends of name»
(ans 3a3Ha4YeHHs HaiMEHYBaHHS
JoMiLok y BignosigHicTe EP); - 3a
nokasHukom «laeHTudikauis» metogom
|4, BHeceHo nocunaHHs Ha EP 2.2.24;
3MiHu | TRy - 3mMiHa po3Mipy cepii
(Bkrtovatoun gianasonn) APl abo
NPOMDKHOIO NPOAYKTY, KN
3aCTOCOBYETLCS Y MPOLECI
BUpo6HMLUTBa ADI - 3miHa po3mipy cepii
NPOMDKHOI NPOoAyKLii Ha cTagil
ofEepXKaHHS Cyxoro KpucTaniyHoro
Tepmosonomigy (2TEMOD1), skun
3aCTOCOBYETLCS Y MPOLECI
BUpoGHMLUTBa ADI, B pe3ynbTaTi HOBOI
CTaTUCTMYHOT OL{iHKN MOTOYHMX cepin. A
TaKoX BHECEHO 3MiHM B p. 3.2.5.2.2, a
camMe KopeKList ApyKapCbKOi MOMUIKN B
onwuci cneuudikadii 2-uiaHo-3-
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
amiHoimigasony Ta A4OAAHO Ha3BM i
agpecy BUpOBHWKIB BUXIQHOTO
MaTepiany 4-amiHo-5-LjiaHoimigasony, y
3B’A3KY 3 NpMBEAEHHAM 40

opuriHanbHoi JOKyMeHTaLii BUpoBHuKa

234. TEMO30JIOMIA- | kancynu no 100 mr no 5 Tesa ®apmauesTikan I3painb BMPOBOHMLTBO 3a ITanis/ BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/12676/01/02
TEBA Kancyn y cpnakoHi, no 1 IHpacTpis NTA. MOBHUM LIMKITOM: HimeyunHa marepianis: peuenmom

nakoHy B KapPTOHHIN
Kopoo6uUi

Hep®apMa C.P.J1.,
ITanisa; Xaynt
dapma Amaper
'mM6X, HimevumHa;
KOHTPOIb AKOCTI:
Mepkne 'mbX,
HimeuuunHa; gossin
Ha BUMNYCK cepil:
Mepkne 'mb6X,
HimeyunHa

3MiHu | TUNy - 3miHa y meTtogax
BunpobyBaHHs APl abo BuxigHOrO
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y NPOLEC
BMpo6HMUTBa ADI - 32 NoKa3HUKOM
«3anuLWKoBI KiNbKOCTi opraHiyHnx
PO3YMHHWUKIBY BUMYYEHHS 3 METOAIB
aHanisy (TEMO - 21) «H-l'enTany» Ta
BHECEHHS peJaKuiiHUX 3MiH B
METOAMKY ANs NOKPALLEHHS OLLIHKN
akocTi T3 (BuaaneHHs HecyTTeBOI
iHdbopMaUii NPO KOMOHKY, NiABULLEHHS
BUMOT 0 BUBIPKOBOCTI B NPOLECI OLLIHKN
NPUAATHOCTI CUCTEMM, BUITYHYEHHSI
HecyTTeBOro napameTpy, a came
nNpubnun3Hi Yacu yTpumaHHs.
lopeHTudikauisa nikie 3QiNCHIOETLCS
3rigHO 3 BigMOBIAHOO XpOMaTOrpamoro
Ans OLiHKW NpuaaTHOCTi cuctemu);
3MiHM | TUNY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTIO NpuBEAEHHSs Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponelcbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapMakonei gepxasu
€C - npuBeaeHHs cneumndikauii APl Ta
MeToziB KOHTPONto A0 MoHorpadii EP
«Temozolide: - BBeAeHHs nocunaHb Ha
USP, EP; - 3MiHM 3a noka3HUKOM
«CynpoBigHi AoMilLKK, @ came
3BYXeHHS KpuTepiiB JoMiwkn
uiaHotemasonigy 3 0,15 % no 0,10 % Ta
BBeAeHHs po3ainy «Legends of name»
(ans 3a3Ha4YeHHs HaMEHYBaHHS
JoMmiLok y BignosigHicte EP); - 3a
nokasHUKoM «laeHTudikauis» meTogom
|4, BHeceHo nocunaHHsa Ha EP 2.2.24;
3MiHu | TRy - 3amiHa po3Mipy cepii
(Bkntovatoun gianasonn) APl abo
NPOMDKHOIO NPOAYKTY, KN
3aCTOCOBYETLCS Y MPOLECI
BMpobHMUTBa ADI - 3miHa po3mipy cepii
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

NPOMDKHOI NPOAYKLii Ha cTagil
ofepXaHHS Cyxoro KpuctaniyHoro
Tepmo3zonomigy (2TEMOD1), sikun

3aCTOCOBYETLCS Y MPOLEC
BUpo6HMUTBa ADI, B pedynbTaTi HOBOI
CTaTUCTMYHOI OLiIHKM NMOTOYHMX cepin. A
TaKkoX BHECEHO 3MiHM B p. 3.2.5.2.2, a
came Kopekuist ApyKapCbKoi MOMUITKN B
onwuci cneuudikauii 2-uiaHo-3-
amiHoimigasony Ta A0AAHO Ha3BM i
agpecy BUPOBHWKIB BUXIQHOTO
MaTepiany 4-amiHo-5-LjiaHoimigasony, y
3B’A3KY 3 NpMBEAEHHAM 40
opuriHanbHoi JOKyMeHTaLii BUpoGHMKa

235.

TEMO30J10MIAa-
TEBA

kancynu no 140 mrno 5
kancyn y conakoHi, no 1
hnakoHy B KApPTOHHI
Kopobui

Tesa ®apmauesTikan
IHpacTpis JlTa.

I3painb

BMPOBHMLTBO 3a
NMOBHUM LIMKITIOM:
Hep®apMa C.P.J1.,
ITania; Xaynt
dapma Amaper
MM6X, HimewumHa;
KOHTPOIb SKOCTI:
Mepkne 'mb6X,
HimeuuunHa; gossin
Ha BUMYCK cepii:
Mepkne 'mb6X,
HimeyuunHa

ITanis/
Himewumna

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHu | TUny - 3miHa y metogax
BunpobyeaHHa APl abo BmxigHOro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BVIKOPVICTOBYETLCS Y NPOLEC
BMpo6HMUTBa ADI - 332 NoKa3HUKOM
«3anuLWKoBI KiNbKOCTi opraHiyHnx
PO3YMHHWKIB» BUIYYEHHS 3 METOAIB
aHanisy (TEMO - 21) «H-l'enTany» Ta
BHECEHHS pefakuiiHux 3MiH B
METOAMKY ANS NMOKpaLLEHHS OLiHKN
akocTi M3 (BuaaneHHs HecyTTeBOI
iHdbopMaUii NPO KOMOHKY, NiABULLEHHS
BMMOT 4O BUGIPKOBOCTI B NPOLIECi OLiHKM
npuaaTHOCTI CUCTEMU, BUITYHEHHS
HecyTTeBOro napameTpy, a came
nNpubnu3Hi Yacu yTpumaHHs.
lopeHTudikauisa nikie 3giNCHIOETLCS
3rigHO 3 BigMOBIAHOO XpOMaTOrpamoro
Ans OLiHKW NpuaaTHOCTi cuctemu);
3MiHM | TURY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTIO NpuBEAeHHSs Y
BigNOBIAHICTb A0 MoHorpadii AdY abo
€Bponencbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hapMakonei gepxasu
€C - npuBeneHHsi cneumdikauii ADI Ta
MeToziB KOHTPOItO A0 MoHorpadii EP
«Temozolide: - BBeAeHHs NocunaHb Ha
USP, EP; - 3mMiHM 32 nokasHWKOM
«CynpoBiagHi AoMmilKkK, @ came
3BYXEHHS KpuTepiiB Jomilwkn
uiaHotemasoniagy 3 0,15 % no 0,10 % Ta
BBeAeHHs po3giny «Legends of name»

3a
peuenmom

UA/12676/01/03
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

(4ns 3a3HaYeHHs HANMEHYBaHHs
OOMILOK y BignosigHicTe EP); - 3a
NoKa3HWKOM «laeHTudpikauis» metogom
|4, BHeCeHO nocunaHHsa Ha EP 2.2.24;
3MiHu | TNy - 3miHa po3mipy cepii
(Bkntovatoum gianasonn) APl abo
NPOMDKHOTO MPOAYKTY, SKUN
3aCTOCOBYETLCS Y MPOLECI
BUpo6HMUTBa ADI - 3miHa po3mipy cepii
NPOMDKHOI NPOAYKLii Ha cTagii
ofepXaHHs Cyxoro KpuctaniyHoro
Tepmo3zonomigy (2TEMOD1), sikun
3aCTOCOBYETLCS Y MPOLEC
BUpoGHMUTBa ADI, B pedynbTaTi HOBOI
CTaTUCTMYHOI OLiIHKM MNOTOYHUX cepin. A
TaKoXX BHECEHO 3MiHM B p. 3.2.5.2.2, a
camMe KOpeKLisi ApyKapCbKOT MOMUIKN B
onuci cneumdikadii 2-uiaHo-3-
amiHoimigasony Ta 4OAAHO Ha3BM i
agpecy BUpOBHWKIB BUXIQHOTO
MaTepiany 4-amiHo-5-LjiaHoimigasony, y
3B’A3KY 3 MPUBEAEHHSM 00
opuriHanbHoi JOKyMeHTaLii BUpoGHMKa

236.

TEMO30J1OMIA-
TEBA

kancynu no 180 mr no 5
Kancyn y cpnakoHi, no 1
nakoHy B KapTOHHIW
kopooui

Tesa ®apmaueBTikan
IHpacTpis JlTa.

I3painb

BUPOGHMLTBO 3a
NMOBHUM LIVKITOM:
Hep®apMa C.P.1.,
ITanis; Xaynt
dapma Amaper
'M6X, HimeuyumnHa;
KOHTPOIb SIKOCTI:
Mepkne 'mb6X,
HimeuuunHa; gossin
Ha BUMYCK cepii:
Mepkne 'mb6X,
HimevuunHa

ITanis/
Himewunna

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis:
3MiHu | TUny - 3miHa y meTtogax
BunpobyBaHHa APl abo BuxigHoro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpo6HMUTBa ADI - 332 NoKa3HUKOM
«3anuLKoBI KiNbKOCTi opraHivHux
PO3YMHHWKIB» BUIYYEHHS 3 METOAIB
aHanisy (TEMO - 21) «H-l'enTany» Ta
BHECEHHS pefakuiiHux 3MiH B
METOAMKY ANS NMOKpaLLEHHS OLiHKN
akocTi 13 (BuaaneHHs HecyTTeBOI
iHdbopMaUii NPO KOMOHKY, NiABULLEHHS
BMMOT 4O BUGIPKOBOCTI B NPOLIECi OLiHKM
NPUAATHOCTI CUCTEMM, BUITYYEHHSI
HecyTTeBOro napameTpy, a came
NpuBnU3Hi Yacu yTpumaHHs.
lopeHTudpikauis nikie 3giNcHIETLCS
3rigHo 3 BigMNOBIQHO XpOMaTorpamoro
Ans OLiHKW NpuaaTHOCTi cuctemu);
3MiHM | TURY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTIO NpuBEAEHHs Y
BiANOBiAHICTb A0 MoHorpadii AdPY abo
€Bponencebkoi hapmakonei, abo iHLwoil

3a
peuenmom

UA/12676/01/04
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

HauioHanbHoI hapmakonei gep>xasu
€C - npuBeaeHHs cneuudikauii APl Ta
METOAIB KOHTPOSO 40 MoHorpadii EP
«Temozolide: - BBeAeHHsi nocunaHb Ha
USP, EP; - 3miHM 3a nokasH1KoM
«CynpoBigHi gomilku, a came
3BY)XEHHS KpuTepii [Jomilku
uiaHotemasonigy 3 0,15 % no 0,10 % Ta
BBeAeHHs po3giny «Legends of name»
(ans 3a3HaYeHHs HANMEHYBaHHS
OOMiLOK y BignosigHicTe EP); - 3a
NOKa3HWKOM «laeHTudpikauis» metogom
|4, BHeceHo nocunaHHsa Ha EP 2.2.24;
3MiHu | TRy - 3miHa po3Mipy cepii
(Bkntovatoum gianasonn) APl abo
NPOMIDKHOTO MPOAYKTY, SKWN
3aCTOCOBYETLCS Y MPOLECI
BUpoGHMUTBa ADI - 3miHa po3mipy cepii
NPOMDKHOI NPOAYKLii Ha cTagii
ofepXaHHS CyxXoro KpuctaniyHoro
Tepmo3onomigy (2TEMOD1), sikun
3aCTOCOBYETLCS Y MPOLEC
BUpoGHMUTBa ADI, B pedynbTaTi HOBOI
CTaTUCTMYHOI OLiIHKM MNOTOYHUX cepin. A
TaKoXX BHECEHO 3MiHM B p. 3.2.5.2.2, a
camMe KopekKList ApyKapCbKOT MOMUIKN B
onwuci cneuudikauii 2-uiaHo-3-
amiHoimigasony Ta 4OAAHO Ha3BM i
appecu BUPOOHWMKIB BUXIQHOTO
MaTepiany 4-amiHo-5-LjiaHoimigasony, y
3B’A3KY 3 NpMBEAEeHHAM [0
opuriHanbHoi JOKyMeHTaLii BUpoGHMKa

237.

TEMO30J1OMIA-
TEBA

kancynu no 250 mr no 5
kancyn y cpnakoHi, no 1
nakoHy B KapTOHHIW
kopooui

Tesa ®apmaueBTikan
IHpacTpis JlTa.

I3painb

BMPOGHMLUTBO 3a
NMOBHUM LIUKITOM:
Hep®apMa C.P.1.,
ITanis; Xaynt
dapma Amaper
'M6X, HimeuyumnHa;
KOHTPOIb SIKOCTI:
Mepkne 'mb6X,
HimeuuunHa; nossin
Ha BUMYCK cepii:
Mepkne 'mb6X,
HimevuunHa

ITanis/
Himeyumna

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | TUny - 3miHa y meTtogax
BunpobyBaHHa APl abo BuxigHoro
maTtepiany/npomikHOro
NpoAyKTy/peareHTy, Wo
BUKOPUCTOBYETLCS Y NMpoLECi
BUpo6HMUTBa ADI - 332 NoKa3HUKOM
«3anuLKoBI KiNbKOCTi opraHivHux
PO3YMHHWUKIBY BUIYYEHHS 3 MeToaiB
aHanisy (TEMO — 21) «H-lenTaHy» Ta
BHECEHHS pefakuiiHuX 3MiH B
MeToAMKY AN NOKPALLEHHS OLHKM
akocTi M3 (BuaaneHHs HecyTTeBOI
iHcbopMmaLii NPO KOMOHKY, NiABULLEHHS
BMMOT 4O BUGIPKOBOCTI B NPOLIECi OLLIHKM
NpuaaTHOCTI CUCTEMMU, BUITYHEHHS

3a
peuenmom

UA/12676/01/05
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[IponoBxeHHs nonarka 3

Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

HeCcyTTeBOro napameTpy, a came
NpuBnn3Hi Yacu yTpuMaHHs.
loeHTudikauis nikis 34iNCHIOETECS
3rigHO 3 BigMNOBIOHOO XpOMaTOrpamoro
ANs OLiHKW NpuaaTHOCTi cuctemu);
3MiHM | TUNY - 3MiHW, NOB'A3aHi 3
HeoOXiOHICTIO NPUBEAEHHS Y
BigNoOBIgHICTb A0 MoHorpadii APY abo
€BponelcbKoi hapmakonei, abo iHLWoi
HauioHanbHoI hapmakonei gep>xasu
€C - npuBeaeHHs cneuudikauii APl Ta
METOZLiB KOHTPOSO 40 MoHorpadii EP
«Temozolide: - BBeAeHHsi NocunaHb Ha
USP, EP; - 3miHM 3a nokasH1KoM
«CynpoBigHi gomilwku, a came
3BY)XXEHHS KpuTepiiB JJomilku
uiaHotemasonigy 3 0,15 % no 0,10 % Ta
BBeAeHHs po3giny «Legends of name»
(Ons 3a3HaYeHHs HAMMEHYBaHHs!
OoMiLoK y BignosigHicTe EP); - 3a
NoKasHUKOM «laeHTudpikauis» metogom
|4, BHeceHo nocunaHHsa Ha EP 2.2.24;
3MiHu | TRy - 3mMiHa po3Mipy cepii
(Bkntovatoum gianasonn) APl abo
NPOMIDKHOTO MPOAYKTY, SKWN
3aCTOCOBYETLCS Y MPOLECI
BUpoGHMUTBa ADI - 3miHa po3mipy cepii
NPOMIDKHOI NpoAykKuii Ha cTagii
ofepXaHHS Cyxoro KpucTaniyHoro
Tepmosonomigy (2TEMOD1), sikun
3aCTOCOBYETLCS y NPOLEC
BUpoGHMLUTBa ADI, B pedynbTaTi HOBOI
CTaTUCTUYHOI OLiHKM NMOTOYHUX cepin. A
TaKoX BHECEHO 3MiHM B p. 3.2.5.2.2, a
camMe KOopekKList ApyKapCbKOT MOMUIKN B
onwuci cneuudikauii 2-uiaHo-3-
amiHoimigasony Ta 4OAAHO Ha3BM i
appecu BUPOOHWMKIB BUXIQHOTO
MaTepiany 4-amiHo-5-LjiaHoimigasony, y
3B’A3KY 3 NpMBEAEeHHAM [0
opuriHanbHoi JOKyMeHTaLii BUpoBHuKa

238.

TEPLIE®®

MOPOLLOK AN PO34NHY
ansin'ekyinno 2r, 5
nakoHiB 3 MOPOLUKOM B
KapTOHHIl kopobui

BankaHdapma-
Pasrpag AT

Bonrapis

BankaHdapma-
Pasrpag AT

Bonrapis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHu | TUny - 3miHa y meTtogax
BUNPOBYBaHHSI rOTOBOTO NikapCbKoro
3acoby (He3HayHa 3miHa y
3aTBEpPAKEHNX MeToAax

BUNPOBYBaHHS1) - BHECEHHS 3MiH B p.

3.2.P.5.2. AHaniTu4Hi MeToauku,

3a
peuernmom

UA/5007/01/02
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
30Kpema: Ao4aHHA NpuMiTkn "Ons
PYTUHHOrO KOHTPOSIO SIKOCTi FOTOBOIO
nikapcbKkoro 3acoby [03BONAETLCH
BMKOPWUCTOBYBaTM poboYi CTaHAapTHi
3paskun”. Metogu BunpobyBaHHs
3anULLINMANCE HE3MIHHUMU
239. TEPLE®® MOPOLLIOK AJ18 PO3HYNHY Bankandapwma- Bonrapis BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/5007/01/01
ansin'ekyimno1r, 5 Pasrpag AT Pasrpag AT marepianis: peuenmom
(hnakoHiB 3 NOPOLLUKOM B 3MiHM | TNy - 3mMiHa y meToaax
KapTOHHI kopobui BUNPOBYBaHHS FOTOBOrO NiKApCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPPKEHNX MeToaax
BMNPODYBaHHS) - BHECEHHS 3MiH B p.
3.2.P.5.2. AHaniTu4Hi MeToaukm,
30Kpema: Ao4aHHA NpuMiTkn "Ons
PYTUHHOIO KOHTPOIIO AKOCTi FOTOBOTO
nikapcbkoro 3acoby [03BONAETLCS
BMKOPMCTOBYBaTU poboyi CTaHAapTHi
3paskun”. Metogn BunpobyBaHHs
3anULWNANCE HE3MIHHUMU
240. TIOTPUA3ONIH® | no 2 mn B amnyni; no 10 MAT "Tanuudpapm” YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/2931/01/02
amnyn y KOHTYpHIn MaTepianis: peuenmom
YapyHKOBIN yrnakoBLi; Mo 3MiHu | TUNy - 3MiHa nocTavanbHUKa
1 KOHTYPHIili YapyHKOBIN nakyBanbHUX maTtepianis abo
ynakoBLi B nayui; no 4 KOMMIEKTYIOUMX (SIKLLO 3a3HAYEHO B
M B amnyni; no 5 [0CbE) (BUNYYEHHs nocTavanbHuKa) -
amnyn y KOHTYpHin BHECEHHS 3MiH 0 maTepianis
YapyHKOBIV ynakoBLjj; No peecTpauinHoro gocke p. 3.2.P.7.
2 KOHTYPHIi YapyHKOBI Cunctema KoHTeNHep/3akynoproBarnbHUii
yNakoBKM B navuli 3acib: BUnydeHHst iHpopmaii woao
BVMPOBHVKIB NEPBUNHHOI YNaKOBKN
(amnyn)
241. TPUMETA3UAWH | Ttabnetku, BKpUTI TOB "Ceps'e YkpaiHa" YkpaiHa JlabopaTopii Ceps' € PpaHuis/ BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/7662/01/01
MR CEPB'E€ NNiBKOBOI 0BOMNOHKOM0, IHpacTpi, ®paHuis; Monbwa MaTepianis: 3minu Il Tuny - 3miHn WwWoao peuenmom

3 MoaudikoBaHUM
BUBINbHEHHAM Mo 35 Mmr;
no 30 TabneTtok y
6nicTepi; no 2 6nictepu
y KopobLji 3 KapTOHy

AHOAPM
MignpremcTBo
dapmaueBTuyHe AT,
MonbLla

6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. BHecenHs abo
3MiHa(1) 8o 3000B'si3aHb Ta YMOB
BMAadi peectpauiiHoro nocBig4YeHHs,
BKItoYatoum MnaH ynpaeniHHS
pr3nKkamm (3acTocyBaHHs 3MiH(K), ski(a)
BMMaratTb(€) noganbLLoro
06r'pyHTYBaHHSA HOBUMUW JOAATKOBUM
AaHUMK, Lo MaoTb HaaaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMETEHTHUM OpraHom) BUKoHaHHsi
3060B's13aHb BiAMNOBIAHO A0 NiANYHKTY
2.3 nyHkTy 2 popatky 15 go Mopsaaky
NpoBefEHHsI ekcnepTusn
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[IponoBxeHHs nonarka 3

Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
peecTpauinHMx maTepianis Ha nikapcbki
3acobu, Lo NoAarTbCs Ha AepXaBHY
peecTpauito (NepepeecTpaliio), a Takox
eKkcnepTuan martepianis NPoO BHECEHHS
3MiH O peecTpauinHnx maTtepianis
npoTsarom il peectpauiiHoro
NOCBIAYEHHS, 3aTBEPAXEHOrO HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460)
242. DPAJIBAKC po34mH ans iH'ekuin, 250 O-p Peppi'c IHais O-p Peppi'c IHgis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/16437/01/01
mr/5 Mnno 5 mny JlabopaTopic Jitg JTabopaTtopic marepianis: peuenmom
nonepegHLo NimiTen, BupobHnya 3MiHN | TMnYy - 3MiHK Wwopao
HanoBHEHOMY LLUNpWL; AinbHWUS - 9 6esnekn/edeKTMBHOCTI Ta
no 2 nonepegHbo dapmakoHarnsgy. BeegerHs abo 3mMiHu
HanoBHEHUX Lnpuua [0 y3aranbHeHUX A4aHuX MPo cucTemy
pasom 3 ABoMa apmakoHarnsagy (BBeaeHHs
6e3ne4yHnMM ronkamu B y3aranbHeHVX JaHnX Npo cuctemy
KOHTYPHI YapyHKOBIN apmakoHarnsay, aMiHa
ynakosLi; 1o 1 yMOBHOBaXeHoi ocobw, BignosigansHoI
KOHTYPHIW YapyHKOBIV 3a 3[iNCHEeHHs bapmakoHarnsay;
yMaKoBLji B KAPTOHHIW KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
Kopobui 3asiBHMKA ANS 34iINCHEHHS
bapmakoHarnsgy B YKpaiHi, KO BOHa
BiAMiHHa Big YNOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3@ 34iNCHEHHS
hapmakoHarnsgy (Bkrnovaym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
dapmakoHarnsgy) - 3miHa
yMNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHEHHS
dapmakoHarnagy: Hitova pegakuis —
Dr.Y. Kiran Kumar. lNMponoHoBaHa
pepakuia — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
dapmakoHarnsgy
243. DINICTUM® po3uunH ans iH'ekuin 0,3 TOB "®3 YkpaiHa BUPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 0 peecTpauifHmX 3a UA/14300/01/01
mr (30 mnH MO/1 mn); "BIO®APMA" nepBuHHe Ta marepianis: peuenmom
ans MNpAT "biocdapma": BTOPUHHE 3MiHn | TUny - 3MiHM Wwopo
no 1 mn [(30 mnH MO) nakyBaHHs1, 6e3nekn/edekTMBHOCTI Ta

(0,3 mr)] abo no 1,6 mn
[(48 mnH MO) (0,48 wr)]
y cbnakoHi; no 1
dnakoHy y nayui 3
kapToHy; ans TOB "®3
"Biodpapma": no 1 mn
[(30 mnH MO) (0,3 mr)]
abo no 1,6 mn [(48 mnH

KOHTPOIb SIKOCTI,
Bunyck cepin: MpAT
"BIOGAPMA",
YkpaiHa;
BUPOOHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi, BUMYCK

dapmakoHarnsagy. BeegeHnHs abo 3miHn
[0 y3aranbHEHUX AaHUX NPo CUCTEMY
dapmakoHarnsigy (BBeAeHHs
y3ararnbHeHUX AaHux Npo cUcTemy
capmakoHarnsgy, 3amiHa
yrNoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iNCHeHHs1 hapmakoHarnsay;
KOHTAKTHOI 0cobu 3 chapmakoHarnagy




130 [IponoBxeHHs nonarka 3
Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
MO) (0,48 wmr)] y cepin: TOB "3 3asBHUKA ANSA 34ICHEHHS
nonepegHLo "BIO®APMA", dapmakoHarnsagy B YkpaiHi, KO BOHa
HanoBHEHOMY LUNPUL YkpaiHa BiAMiHHa Bi YNOBHOBaXeHOi ocobu,
abo y cnakoHi; no 1 Bi4NOBIganbHOI 3a 34iNCHEHHS
nonepegHL0 hapmakoHarnsgy (Bknovawym
HamnoBHEHOMY LUNPULY KOHTaKTHi AaHi) Ta/abo 3miHn y
abo cnakoHi y 6nictepi; po3milLeHHi MacTep-gaiina cuctemm
no 1 6nictepy y nayui 3 apmakoHarnsgy) - 3miHa
KapToHY yrnoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3fincHeHHs dapmakoHarnagy: firova
pepakuis — Typok B’auecnas
B’auecnaBoBuy. [MponoHoBaHa
pepakuis — Qurac OiaHa
OnekcaHgpiBHa.
3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iNCHEeHHs bapmakoHarnsay
244, ®JIEBOTOH kancynu TBepgi no 300 AT "Codpapma” Bonrapis AT "Cocpapma" Bonrapis BHECEHHS 3MiH [0 peecTpauiiHnX bes UA/0747/02/01
mr no 10 kancyn y marepianis: peuenma
6nictepi, no 5 6nictepis 3MiHum Il Tuny - 3miHn 3 sikocTi. ADI.
Y KapTOHHIW navui BupobHuuTBO - BUpobHMK APl Sichuan
Xieli Pharmaceutical Co., Ltd., Ne860 of
Chaoyang South Road, Pengzhou,
Sichuan 611930, China 3 micuem
BMpo6HMUTBa Pharmaceutical Industrial
Park, Pengzhou, Sichuan 611930,
China Hapae akTyanizoBaHuin EDMF
(AP/Version Ne5, 2016-09-30 Ta
RP/Version Ne6, 2016-10-
22)(3atBepaxeHo: Version 1. June 1,
2006)
245. onymmyuun TabneTku wmnydi no 600 3am6oH C.M.A. ITanis 3am6oH LLisenuapis BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/3083/01/01
Mr Mo 2 TabneTtkn y CeiTuepnang Jitg MaTepianis: peuenma
6nicTepi; no 5 6nictepis 3MiHM | TUMY - NOAAHHS OHOBIIEHOTO
Y KapTOHHIW nayui CEP Ne R1-CEP 1996-070-Rev 06 ans
L0401 peyoBMHU aueTUNLUMUCTEIH Big
BXe 3aTBepkeHOro BMpobHuka 3i
3MiHOI Ha3BY OAHIET 3 BUPOOHUUNX
OiNbHULb
246. onyimyumn rpaHynv Ans opanbHoro 3amboH C.M.A. ITanisa 3amboH LLisenuapis BHECEHHS 3MiH 10 peecTpauiiHnX bes UA/3083/02/02
po3uuHy, 200 mr/1 rno 1 CsiTuepnang J7a. MaTepianis: peuenma
r (200 mr/1 r) rpaHyn y 3MiHM | TUMY - NOAAHHSI OHOBIIEHOTO
nakerti; no 20 nakeTiB y CEP Ne R1-CEP 1996-070-Rev 06 gns
KapTOHHIN nayui LiloY401 peyoBMHU aueTUnUMCTeiH Big
BXe 3aTBEPKEHOro BUPOOHMKA 3i
3MIHOI Ha3BW OHIET 3 BUPOOHUYNX
OiNbHULb
247. ®JII03AK-50 AT TabneTku, Lo €spo Jlandkep It Benuka SC Nimiteq IHAis BHECEHHS 3MiH IO peecTpaLiiHMX 3a UA/5495/02/01
avicneprytotbes, no 50 Bputanis marepianis: peuyenmom




Ne n/n

Haszea

Popma eunycky

3asieHUK
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[IponoBxeHHs nonarka 3

nikapcbKo20
3acoby

Mmr no 4 a6o no 10

Kpaina

BupobHuk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4YeHHs1

248.

D®OPCAX

TabneTok y cTpuni; no 1
CTpUMY B KAPTOHHIN
Kopoo6uUi

TabneTku XyBarbHi No

AkTasic rpyn AT

3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
dapmakoHarnsagy. BeeaeHHs abo 3mMiHu
00 y3aranbHEeHUX AaHnx Npo cuctemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsay, aMmiHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iNCHEeHHs hbapmakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsagy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi, KO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiQNOBiganbHOI 3a 3A4iNCHEHHS
hapmakoHarnsgy (Bkrovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-anna cuctemm
apmakoHarnsgy) - 3miHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a chapmakoHarnsag: Lirova pegakuia —
€BpokimoBa CaiTrnaHa MuTpiBHa.
[MponoHoBaHa pepakuisi — benikosa
CaiTnaHa MuxainisHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu

25 mr, no 1 Tabnetui y
6nictepi, no 1 6nicrepy
Y KapTOHHIl kopobui; no
2 TabneTku y 6nictepi,
no 2 abo 4 6nictepn y
KapTOHHiI kopobui

Icnangis

Ixenedapm C.A.

peuis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu Il Tuny - 3miHn wopao
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(u) Ao 30608B'A3aHb Ta YMOB
BuAadi peecTpauiiHoro nocBig4eHHs,
BKItovatouu MNnaH ynpasniHHA
pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
BMMararTb(€) noganbLIoro
06r'pyHTYBaHHA HOBUMMW [OAATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpPraHoM, OCKifbKn
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMETEHTHVUM OpraHom) - BukoHaHHS
3000B'A3aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1 gogatky 15 go Mopsiaky
npoBefeHHsI ekcnepTusn
peecTpauinHMX MaTepianisB Ha nikapcbki
3acobu, Lo NoAaloTLCA Ha AepXKaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKkcnepTn3n Martepiarnis NPo BHECEHHSI
3MiH 0O peecTpauiiHux maTtepianis
npoTsArom il peectpauiiHoro

NMOCBIAYEHHS!, 3aTBEPAKEHOrO HaKa3oM

3a
peuenmom

UA/12154/01/01




Ne n/n
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Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

MOS Bia 26.08.2005 Ne 426 (y pepakuii
Haka3y MOS Big 23.07.2015 Ne 460)

249.

®OPCAX

TabneTku xyBanbHi No
50 mr, no 1 Tabnetui y
6nicTepi, no 1 6nictepy
Y KapTOHHIl kopobui; no
2 TabneTku y bnictepi,
no 2 abo 4 6nictepn y
KapTOHHiN kopobui

AxTtasic rpyn AT

IcnaHgis

Ixenedapm C.A.

peuis

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3minu Il Tuny - 3miHn WwWoao
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo
3MiHa(u) Ao 30608B's13aHb Ta YMOB
BuaaYi peecTpauinHoro noceBig4eHHs,
BKNtoYaroum MnaH ynpaeniHHS
pu3nKamMm (3aCToCyBaHHS 3MiH(K), AKi(a)
BMMararoTb(€) noganbLIoro
06r'pyHTYBaHHSI HOBUMW [OAATKOBUM
OaHuMu, Lo MaloTb HagaBaTUCS
KOMMETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OpraHom) - BukoHaHHSA
3060B's3aHb BiAMNOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1 gogatky 15 po Mopsaky
NPOBEAEHHS eKCNepTn3mn
peecTpauiiHux MaTtepianis Ha nikapcbki
3acobu, Lo NoAaTLCS Ha AepXaBHY
peecTpauito (nepepeecTpalito), a Takox
eKkcnepTu3n Martepiarnis NPo BHECEHHS!
3MiH O peecTpauinHnx maTtepianis
npoTArom Aii peecTpauinHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOrO HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3dy MO3 Big 23.07.2015 Ne 460)

3a
peuenmom

UA/12154/01/02

250.

D®OPCAX

TabneTku XyBanbHi No
100 wmr, no 1 TabneTuiy
6nictepi, no 1 6nictepy
Y KapTOHHIlA kopobui; no
2 TabneTku y 6nictepi,
no 2 abo 4 6nictepn y
KapTOHHiI kopobui

AkTasic rpyn AT

Icnangis

[xenedapm C.A.

peuis

BHECEHHS 3MiH 40 peecTpauiiHux
MaTepianis: 3minu Il Tuny - 3miHn WwWoao
©e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(1) 8o 3000B'si3aHb Ta yMOB
BuAadi peecTpauiiHoro nocBig4eHHs,
BKItovatouu MNnaH ynpasniHHA
pu3nKamMm (3aCTOCyBaHHS 3MiH(K), ski(a)
BMMararTb(€) noganbLIoro
06r'pyHTYBaHHA HOBUMM [OAATKOBUM
AaHyMK, WO MaloTb HagaBaTucs
KOMMETEHTHUM OpPraHoM, OCKiflbKn
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoMm) - BukoHaHHSA
3000B'A3aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1 gogatky 15 go Mopsiaky
NpoBefeHHS eKcnepTnaun
peecTpauinHMX MaTepianisB Ha nikapcbki
3acobu, Lo NoAalTLCA Ha AepXKaBHY
peecTpaLito (nepepeecTpallito), a Takox
eKcrnepTn3n Martepiarnis Npo BHECEHHs!

3a
peuenmom

UA/12154/01/03




[IponoBxeHHs nonarka 3

OpanbHOro Po3ymHy Mo
73,69 r nopoLuky y
nakeTuKy; no 4 nakeTuku
Y KapTOHHIN kopobui

3MiHu | TUNY - NOAaHHSA OHOBNEHOrO
cepTudikaTy BiaNOBIAHOCTI
€sponelicbkin hbapmakonei ans Aitoyor
peyoBuHM HaTpito xnopuay R1-CEP
2010-083 Rev00 Big yxe
3aTBEPAKEHOr0 BUPOBHUKA; 3MiHW |
TUNY - 3MiHW Yy Npoueci BUpobHMLTBa
roTOBOrO fikapCcbKoro 3acooby,
BKI0HAI04MN NPOMIDKHUMA NMPOAYKT, WO
3aCTOCOBYETLCH NPY BUPOOHULTBI
roTOBOrO fikapCcbKoro 3acoby -
He3HayHa 3MiHa y npoLeci
BMPOOHMLITBA rOTOBOTO MikapCbKOro
3acoby (nogaBaHHS anbTepHaTUBHOMO
obnagHaHHs (nogpibHoBaYy
MOSOTKOBWIA) ANs cTagii
«MoapibHeHHs»; BUNYYeHHS:
iHrpegieHTa Hatpito GikapboHaTy 3
ctagii «MoapibHeHHs»); 3MiHu | TNy -
3MiHa y napameTpax creuuaikawin
Ta/abo [oMyCTUMUX MeX, BUSHAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiAHWA/NPOMIXXHWI NpoJyKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NPOLIEC
BMPOGHMUTBa ADI - 4ONOBHEHHS
cneundikaLii 4ito4ol peYOBUHMN HATPItO
rigpokapboHaT HOBMM MOKa3HUKOM
sKocTi "Po3nogin poamipy 4yacTok" Ta
BiANOBIAHUM METOAOM BUNPOBYBaHHS;
3MiHM | TUNY - NOAAHHS HOBOTO
cepTudikaTy BiaNoBiAHOCTI
€sponevicbkinn dpapmakonei RO-CEP
2015-374 Rev00 ons gitoyoi peyoBuHU
HaTpito cynbgaT 6e3BoaHMIA Bif
anbTepHaTuBHOro BupobHuka MACCO
Organiques, s.r.o.; 3miHu | Tuny -
noaaHHs oHoBrneHoro CEP NeR1-CEP
2002-180-Rev 02 ans aito4oi pe4oBuHU
Macrogol 4000 3aTBepaXeHOro
Bupo6Hmka CLARIANT PRODUKTE
(DEUTSCHLAND) GMBH, 3

YTOYHEHHAM agpecy BUPOBHMYOT

133
Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina BupobHuk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
3MiH A0 peecTpauiiHix maTtepianis
npoTsarom il peectpauiiHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOrO HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y penakuii
Hakasy MOS Big 23.07.2015 Ne 460)
251. ®POPTPAHC® NOPOLUOK Ans IMCEH ®APMA DdpaHuis BO®YP IMNMCEH ®paHuia BHECEHHS 3MiH 40 peecTpauiiHux 3a UA/6620/01/01
IHAOYCTPI marepianis: peuenmom
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

OinbHULI

252.

®YPOCEMI

Tabnetku no 40 mr no 10
TabneTok y 6nictepi; no
5 6nictepiB y nayui

MAT "lrannudapm”

YkpaiHa

NAT
"Kuismegnpenapat”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHuM | TUNY - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsgy - 3amiHa rpadidyHoro
300pakeHHs ynakoBOK fikapCbKoro
3acoby Ha TEeKCT MapKyBaHHS YNaKOBOK,
3 BiAnoBiAHo 3amiHoto p. "IpadivHe
odopMneHHs ynakosku" Ha p. "TekcT
MapKyBaHHs". BBeAeHHA 3MiH
npoTArom 6-T1 micauiB nicnsa
3aTBepAKEeHHSA

3a
peuenmom

UA/0187/01/01

253.

®YPOCTIM

kancynu, 50 mr/20 mMr no
10 kancyn y 6nicTtepi; no
3 GnicTepu B nayui

AngoreH IMKo C.ap.n

ITrokcembypr

C.K. NNabopmepa-
dapma C.A.

PymyHis

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
00 y3aranbHEHUX AaHnx Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
apmakoHarnsay, aMiHa
yrnoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[ilCHEeHHs1 hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asiBHMKa AN 34iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsagy) - YnoBHoBaxeHa
ocoba 3asBHMKa ANs 34iNCHEHHS
dapmakoHarnsgy:

Hitoua pepakuis — IpuHa Bagoil Irina
Badoi. MponoHoBara pepakuis —
Copina JliaHa Mato/ Sorina Liana Paiu.
3MiHa Micue3HaxomkeHHs1 MacTep-
chanina. 3miHa MicLle3HaxXOaKeHHs!
BMPOBa>KEHHS OCHOBHOI isiNIbHOCTI 3
dapmakoHarnsgy

3a
peuenmom

UA/14198/01/01

254,

XAPBOHI

TabneTkn, BKpUTI
NNiBKOBOK 0BOMOHKOI,
no 90 mr/400 mr; no 28
TabneTtok y donakoHi; no

lneap CaiieHcus, IHK.

CLIA

BUMYCK Cepi,
BTOPVHHA YNaKoBKa,
KOHTpOrb cepii:
lneap CaneHcna

Ipnangis/
Kanapa/
CLWA

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis:
3MiHu | TUNY - 3MiHa BUPOGHUKa
BVXiAHOro/NMpoMiXKHOro

1 dbnakoHy B KapTOHHIM Alienenp HOC, npoaykTy/peareHTy, Lo
Kopooui IpnaHpais; BVIKOPVCTOBYIOTbCS Y BUPOBHUYOMY
BUPOGHMLTBO, npoueci A®Il, abo 3miHa BUpOOHUKA

3a
peuernmom

UA/15873/01/01
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
nepBuHHa Ta (Bkntovatouun, ae HeobxigHo, Micue
BTOPWHHA ynaKkoBka, npoBefeHHs KOHTpornto sikocTi) AdI (3a
KOHTpOrb cepil: BifICYTHOCTi cepTudikaTa BignoBigHOCTI
MaTteoH IHk., €sponencbkint hapmakonei y
KaHapa; BTopyHHa 3aTBEPKEHOMY [OCHE) - BBEAEHHS
ynakoska: lneag anbTepHaTUBHOro BUpOoGHMKa AdI
CaneHcms, IHk., CodbocbyBip; 3MiHu | TNy - 3mMiHa
CLUA; koHTpOnb BUPOGHMKa BUXiZHOTO/MPOMiXKHOIO
cepii: lneag npoaykTy/peareHTy, Lo
CaneHcms, IHk., BUKOPWUCTOBYHOTBCS Y BUPOBHUYOMY
CLUA; BTOpMHHA npoueci A®Il, abo 3amiHa BUpoOHUKa
ynakoska: MinmayHT (Bkntovatoun, ge HeobXxigHO, Micue
Xenckea J14., NPOBEAEHHST KOHTPOIO siKocTi) ADI (3a
IpnaHgis; KOHTPOnb BiACYTHOCTi cepTuikaTa BignoBigHOCTI
cepii: MNQ €Bponelicbkini hapmakonei y
Hesenonmenrt, 1M1, 3aTBEPPKEHOMY [OCHE) - BBEAEHHS
CLWA anbTepHaTMBHOI AiNbHULI, SKa
BiAMNOBiga€e 3a NPoOBeAEHHS KOHTPOMIO
skocTi A®I Codpocbysip
255. XIBEPUKC™ / nioginiaaT Ans po34uHy "nakcoCmiTKnsanH Benwka "makcoCmiTKnsaH Benbris BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/13048/01/01
HIBERIX™ Ans iH'ekuivi no 1 gosi'y EkcnopT limiteq Bputanis Bionogxikans C.A. marepianis: peuenmom
BAKLUHA OnA dnakoHi Ne 1 B 3MiHu | TUny - 3miHa y meTtogax
MPO®INAKTUKU KOMMNAEKTi 3 BMNPOOYBaHHS rOTOBOrO NiKapCbKOro
3AXBOPIOBAHb, | po34uHHMKOM Y 3acoby - 3amiHa cepii BHYTPILUHLOIO
36YOAHUKOM nonepegHL0o CTaHZapTy ANs OYULLLEHOTO
AKUX € HanosHeHoMy LnpuLi Ne HaniBNpoJyKTy KOH'tOroBaHoro
HAEMOPHILUS 1 Ta gBOMa ronkamu; no KancyrnbHoro rnonicaxapuay. BHeceHHs
INFLUENZAE 1 posi y dprnakoHax Ne peAakuinHuX 3MiH B po3in AOCbe
TNy B 100 y komnnekTi 3 3.2.P.6.
PO3YMHHMKOM Yy amnynax
Ne 100
256. XIMOTPUMNMCUH nioginiaaT Ans po34uHy TOB "®3 YkpaiHa MpAT "BIO®APMA", YkpaiHa BHECEHHS 3MiH 10 peecTpauifiHmX 3a UA/2347/01/01
KPUCTANIYHUN ans iv’ekuin no 0,01 r "BIOPAPMA" YkpaiHa; TOB "®3 MaTepianis: peuenmom

ans BupobHuka MpAT
"BIO®APMA", YkpaiHa,
M. Kuis: 10 amnyn 3
nioginizatom B nayui 3
KapToHy; Ans BUpobHuMKa
TOB "®3 "BIOGAPMA",
YkpaiHa, Kuiscbka 06r1.,
M. Bina Liepksa: 5
nakoHiB 3
niocpinizatom y 6nicrepi;
no 2 Gnictepu y nayui 3
KapToHy; 5 amnyn 3
niocpinizatom y 6nicrepi;
no 2 Gnictepu y nayui 3
KapToHY

"BIOPAPMA",
YkpaiHa

3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHEHUX AaHUX Npo CUCTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHux Npo cucTemy
dapmakoHarnsay, aMiHa
yrNoBHOBaXeHoi ocobu, BignosigansHoi
3a 34ilICHEHHsT hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asiBHMKA AN 30iNCHEHHS
dapmakoHarnsaay B YkpaiHi, AKLWO BOHA
BigMiHHa Bif YNOBHOBaXXeHOI ocobu,
BiANoOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy (Bkrovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
pO3MiLLieHHI MacTep-hanna cuctemm
dapmakoHarnsgy) - 3miHa
yrNoBHOBaXeHoi ocobu, BignosiganeHoi
3a 3[iMCHEeHHA hapmakoHarnagy:
[MponoHoBaHa pepakuis — Qurac fiana
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[OaHnX yNOBHOBaXeHOi ocobu,
BiANoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsgy
257. XNOPTEKCUAWH | po3umH HawkipHui 0,05 TOB "®apromes" YkpaiHa M "Kinadpd" Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/5492/01/01
% no 100 mn, no 200 mn marepianis: 3MiHu | Tuny - 3MiHn 3 peuenma
y 6aHkax cknsiHux abo sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
hnakoHax noniMmepHuX Cunctema KoHTenHep/3aKkynoproBanbHUii
3aci6. 3MiHa po3mipy ynakoBKku
roTOBOrO fikapCcbKoro 3acoby (3miHa
Macu/ob'emMy BMICTy KOHTeHepa
6araTof030BOro nikapcbkoro 3acoby
NS HenapeHTeparbHOro 3aCTOCYBaHHsI
(abo 0aHOJ030BOr0O, YaCTKOBOrO
BMKOPUCTaHHS))
BBEAEHHS 40A4ATKOBOI yrnakoBku rno 200
MmN y 6aHKax cknaHnx abo dnakoHax
nonimepHux, 6e3 amiHW nakyBanbHOro
marepiany; OHOBMEHHS p. «YNakoBka»
(BHECEHHS peaaKUiiHUX 3MiH;
OOMOBHEHHS iHdopMaLlii LWoAo HOBUX
ynakoBOK)
258. XNOPTPUAHI3E Tabnetku no 12 mr no 50 ToBapucTso 3 YkpaiHa ToBapwucTBo 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/5532/01/01
H abo 100 TabneTtok y obmexeHoto obmexeHoto marepianis: peuernmom
KOHTelHepax; no 50 abo BignoBiganbHiCTIO BignoBiganbHicTO 3MiHu | Tuny - 3miHa hopmu abo
100 TabreTok y "®apmaueBTnyHa "®apmaueBTiHa pO3Mipy KOHTelHepa 4n
KOHTerHepi, no 1 KoMmnaHis "3gopos's” KoMnaHis "3gopos's” 3aKynoptoBarnbHoro 3acoby (nepBUHHOI
KOHTEWHepYy B KapTOHHIl YMaKoBKM) (HECTEPUIbHI Mikapchbki
kopobui; no 10 TabneTok 3acobu) - 4O 3aTBEPAXKEHOrO PO3MIpy
y 6nicTepi; no 5 a6o 10 nepBUHHOIO NakyBaHHs (6nictep Ne10)
onicTepiB y KApTOHHI BBOOUTLCS [OOATKOBUA TUMOPO3MIp
kopobui; no 10 Tabnetok (80x57 mm) 6nictepy Ne10, wo
y brniictepax BknagaeTbcs B kopobky Ne 50 (10x5) Ta
[04aTKOBOro Ne100 (10x10). AxicHWI Ta KinbKiCHNA
TMNopo3mipy; no 5 abo CKknag, nakyBarnbHOro marepiany
10 6nictepiB y 3anuwmBcs 6e3 3MiH. 3aTBEPAXKEHO:
KapTOHHiIl kopobuyi po3mip briictepy - 77x30 MMm;
3anpornoHoBaHo: po3mip bnictepy -
77x30 mm; 80x57 mm
259. XONENECAH® kancynu no 10 kancyn'y MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx be3 UA/15899/01/01
6nictepi; no 3 6nictepu "KuiBmegnpenapat” "Kuismegnpenapat” MaTepianis: peuenma

y navui

3MiHM | TUNy - 36iNbLIEHHS TEPMiHY
npugatHocTi A®I Mopkeu aukoi nnoais i
HarigokK KBIiTiB €KCTpaKTy rycToro.
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1
3anponoHoBaHo: 2 poku
260. LENICTA® cnpew 4ns poToBoi MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx bes UA/16494/01/01
nopoXxHuHu, 0,1 mr/mn "®apmaLeBTUYHa "®apmaueBTnYHa MaTepianis: peuenma
no 50 mn y dnakoHi; no dipma "OapHuus" dipma "JapHunua" 3MiHM | TURY - 3MiHW y Npoueci
1 cbnakoHy 3 Hacapakoto- BMPOOHMLITBA FOTOBOTO MiKapCbKOro
po3nunoBavem y navui 3acoby, BKNoYaumn NpoMiKHUIA
NPOAYKT, L0 3aCTOCOBYETHCS NP
BMPOBHMLTBI FOTOBOTO MiKapCbKOro
3acoby - 40 onucy TEXHOMOrYHOro
npouecy (p.3.2.P.3.3.) Ha Cragii 2
HanoBHeHHs1 hnakoHiB Ta yKyrnopka
BHECEHO YTOYHEHHs1 cnocoby
[03yBaHHA PO34UNHY Y PNakoHn
(BVNyYeHO HanoOBHEHHSA
nepucTanbTU4HUM HacocoMm); Ha Ctagii
3 MapkyBaHHs, ynakoBka,
BiIBaHTa)KEHHSI FOTOBOrO NPOAYKTY
Ha3By [,03YO4Oro NPUCTPOID NPUBEAEHO
[0 €ANHOTO POPMYIOBAHHS 3riAHO
3aTBepAKEHMX MaTepianis
peecTpauinHoro Aocke (cneumndikauis
Ha NepBUHHY YNaKoBKY) - HAcoC-
[03aTOp 3 HacaAKo-po3numnioBavemM Ta
BHECEHO He3HauYHi peaakLinHi
YTOYHEHHS
261. LUMUBOP PO34uH ANS iH'eKUiin no MeHapiHi TTrokcembypr BupobHuuTBo "in IcnaHis BHECEHHS 3MiH 10 peecTpauifHmX 3a UA/12257/01/01
25000 MO IHTEepHelLoHan bulk", nepeuHHe Ta matepianis: 3miHu | Tuny - peuyenmom
aHTudakTopa-Xa/mn; no OnepeWnoHc BTOPUHHE AamiHicTpaTuBHi 3mMiHW. 3MiHa
0,2 mn (5000 MO Ilrokcembypr C.A. nakyBaHHs1, HalMeHyBaHHs Ta/abo agpecu Micus
aHTudakrTopa-Xa) abo KOHTPOMb Ta BUMYCK NPOBaXXEHHS AiANbHOCTI
0,3 mn (7500 MO cepin: BUPOBHMKa/imnopTepa roToBoro
aHTudakTopa-Xa), abo POBI KOHTPAKT nikapcbKkoro 3acoby, BKIoYaym
0,4 mn (10000 MO MEHKOPEKYEPIHT, [inbHUL BUNYCKy cepii abo micue
aHTMdakTopa-Xa) y C.JL. NPOBEAEHHSI KOHTPOIHO SIKOCTI.
nonepegHL0 (misnbHicTb, 3a AKy Bignosigae
3anoBHEHVX LWnpuuax; BMPOBHMK/IMNOPTEP, BKIOYAOUN BUMYCK
no 2 wnpuua y énicrepi; cepilt) 3MiHa agpecu BUpobHuKa, 6e3
no 1 abo no 5, abo no 3MiHW MicLs BUpoGHMUTBa: BBEaeHHs
50 6nicTepiB y 3MiH NpOTSArom 6-Tu MicsLiB nicns
KapTOHHiIN KopooLi 3aTBEPAKEHHS.
262. LUBOP 2500 PO34uH ANs iH'eKuii, MeHapiHi TTrokcembypr Bupo6HuuTBO IcnaHis BHECEHHS 3MiH [0 peecTpauifiHmX 3a UA/6624/01/01
12500 MO IHTepHeLoHan nikapcbkoro 3acoby matepianis: 3miHu | Tuny - peuenmom
aHTudakTopa-Xa/mn, no OnepeWnoHc "in bulk", kiHUeBe AamiHicTpaTuBHi 3mMiHW. 3MiHa
0,2 mn (2500 MO JTrokcembypr C.A. nakyBaHHs1, HalMeHyBaHHs1 Ta/abo agpecu Micus

aHTudakTopa-Xa) y
nonepenHL0
3anoBHEHOMY LLINPULL;
no 2 nonepeaHLo
3aMoBHEHi LUNpUun B

KOHTPOIb Ta BUMYCK

cepin:

POBI KOHTPAKT
MEHIO®EKYEPIHT,

C.JL.

NPOBaMKEHHS OisnbHOCTI
BUPOGHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKoYarym

AinbHWL BUMYycKy cepii abo micue
NpOBEeAEHHS KOHTPOJTHO SKOCTI.
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Ne n/n Haszea Popma eunycky 3asieHuUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymoeu Homep
nikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4YeHHs1

6nicTepi; no 1, abo no 5, (misnbHicTb, 3a AKy Bignoeiaae
abo no 50 6nicTepiB y BUPOGHMK/IMNOPTEP, BKINOYAKUN BUMYCK
KapTOHHiIN kopooLi cepii) 3MiHa agpecy BUpobHUKa, 6e3

3MiHU MicLs BUPOGHMUTBA: BBEAEHHS

3MiH NpoTsArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.

263. LMWBOP 3500 pO34MH Ans iH'ekuin, MeHapiHi JTrokcembypr Bupo6HuUTBO IcnaHisa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/6625/01/01
17500 MO IHTepHeLLoHan nikapcbkoro 3acoby matepianis: 3miHu | Tuny - peuenmom
aHTudakTopa-Xa/mn, no OnepeWnoHc "in bulk", kiHUeBe AMmiHicTpaTUBHI 3MiHW. 3MiHa
0,2 mn (3500 MO Tliokcembypr C.A. nakyBaHHs, HaliMeHyBaHHS Ta/abo agpecu micus
aHTudakTopa-Xa) y KOHTPOIb Ta BUMYCK NPOBaMKEHHA AiANbHOCTI
nornepegHLo cepini: BUPOGHYMKa/iMnopTepa roToBOro
3aMoBHEHOMY LLMPWL; POBI KOHTPAKT nikapcbKoro 3acoby, BKIOYa4n
no 2 nonepeaHLo MEHKOPEKYEPIHT, AinbHWU BUNYycKky cepii abo micue
3arMoBHEHi LUNpULM B C.n. NPOBEAEHHS KOHTPOJSTIO SKOCTI.
6nictepi; no 1, abo no 5, (DisinbHiCTb, 3a sKy BignoBinae
abo no 50 6nictepiB y BUPOGHWMK/IMNOPTEP, BKINOYAKUN BUMYCK
KapTOHHIN kopobLi cepilt) 3MiHa agpecu BUpobHuKa, 6e3

3MiHM Micus BUpobHUUTBA: BBegeHHSA
3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBEPAKEHHS.

264. LUUNPONET® A TabneTtkn, BKpUTI O-p Peppi'c IHaisa O-p Pegpi'c IHais BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/11851/01/01
NniBKOBOIO 0BGOOHKOM, TlabopaTopic Jitg JlabopaTopic Jl1a, marepianis: peuenmom
no 10 TabneTtoky BupobHunya 3MiHn | TUny - 3MiHM Wwopao
6nictepi; no 1 6nictepy AinbHWUS - 11 6esnekn/edeKTMBHOCTI Ta
B KapTOHHII kopobui dapmakoHarnsgy. BeeaeHHs abo 3MiHu

[0 y3aranbHeHWX AaHnX Npo cucTemy
hapmakoHarnsgy (BBeaeHHs
y3aranbHeHVX JaHuX Nnpo cucTtemy
dapmakoHarnsay, aMiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[ilCHeHHs hbapmakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
3asiBHMKA ANS 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIOANbHOI 3a 30iNCHEHHS
hapmakoHarnsgy (Bkrnovaym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MilLieHHI MacTep-thanna cuctemm
hapmakoHarnsgy) - 3miHa
yMOBHOBaXeHoi ocobw, BignosiganeHoi
3a 3[jcHeHHsA dphapmakoHarnagy: firoya
pepakuis — Dr.Y. Kiran Kumar.
MponoHoBaHra pepakuis — Dr. Vijay
Kumar Talla. 3MiHa KOHTaKTHUX AaHKX
yrNoBHOBaXeHoi ocobu, BignosigansHoi
3a 3[iNCHeHHs hbapmakoHarnsgy

265. LUWTOFEM® nioginiaaT Ans pos4nHy eTepo J1a63 Nimiteq IHAgis [eTtepo J1a63 IHAis BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/15874/01/01
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Ne n/n

Hasea
nikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa Ymoeu Homep
eionycky peecmpauyitiHo2o

noceio4yeHHs1

Ans iHdysin no 200 wmr;
1 conakoH 3
niodpinizatom y
KapTOHHiN Kopobui

Tlimiten

matepianis: 3miHu | Tuny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa
HanMmeHyBaHHs Ta/abo agpecu Micus
NPOBaMXEHHS OiAnbHOCTI
BUPOGHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKIoYaun
AinbHWL BUNYycKy cepii abo micue
NpoBeAEeHHS KOHTPOJSIKO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOPTEP, BKIOHAKUN BUMYCK
cepii) 3MiHa agpecy BUpobHUuKa, 6e3
3MiHM MicLisi BUPOOHMLTBA.

peuenmom

266.

LIMTOFEM®

niodpinizat Ansa posynHy
ans iHgysimno 1,0r; 1
dnakoH 3 nioginizatom
Y KapTOHHi KOpoobUi

[eTepo J1ab3 Jlimiten

IHAinA

[eTepo Nab3
Timiteq

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/15874/01/02
matepianis: 3miHu | Tuny - peuenmom
AJMiHiCTpaT1BHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NPOBAaMKEHHA AIANbHOCTI
BMpOBHWKa/imMnopTepa roToBoro
nikapcbKoro 3acoby, BKrova4m
AinbHWU BUNYycky cepii abo micue
NPOBEAEHHST KOHTPOSHO SIKOCTI.
(DisinbHiCTb, 3a sKy BignoBinae
BUPOGHWMK/IMNOPTEP, BKINOYAKUN BUMYCK
cepii) 3MiHa agpecy BUpobHUuKa, 6e3
3MiHM MicLI BUPOBHMLTBA.

HavanbHuK YnpaBniHHA cpapmaueBTUYHOI
AIANbHOCTI Ta AKOCTI hapMaueBTUYHOI NpoAayKuil

T.M. JIackoBCbkuu




