NEPENIK

DopaTtok 3

po Haka3y MiHicTepcTBa OXOpPOHM
3p0poB’a YKkpaiHm
07.09.2018 Ne 1635

NIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIOJIOINYHUX NMPEMNAPATIB), LLOAO AKUX BYJIN BHECEHI 3MIHU 10

PEECTPALINHNX MATEPIANIB, SAIKI BHOCATbLCSA OO0 AEPXXABHOIO PEECTPY JIIKAPCbKMX 3ACOBIB YKPAIHU

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupob6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

L-TUPOKCWUH-
DAPMAK®

TabneTtku no 25 MKr no
10 Tabnetok y 6nictepi;
no 5 GnictepiB y nayui

MAT "®apmak”

Ykpaina

MNAT "®apmak”

Ykpaina

BHECEHHS 3MiH 4O peecTpauifiHnX
marepianis:
3MiHuM | TUNY - 3mMiHa po3mipy cepii
(Bkntovatoum diana3oH po3mipy cepii)
roTOBOrO MiKapCbKOro 3acoby (36inbLIeHHs
0o 10 pasiB NOPIBHSAHO i3 3aTBEPIKEHUM
pPO3MipoM) - BBEAEHHSA [0AATKOBUX
PO3MipiB cepii FOTOBOro Nikapcbkoro
3acoby - NponoHoBaHa pefakuis: 25 kr
(125 Tunc. Tabn.), 100 kr (500 Tnc. Tabn.)
Ta 200 kr (1 MrH. Tabn.), 400 kr (2 MAH.
Tabn.)

3a
peuenmom

UA/2551/01/01

L-TUPOKCUH-
DAPMAK®

Tabnetkun no 50 MKr no
10 TabneTok y 6nicTepi;
no 5 GnictepiB y nayui

MAT "®apmak”

Ykpaina

MNAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHuM | TUNY - 3mMiHa po3mipy cepii
(Bktovatoum diana3oH po3mipy cepii)
roTOBOro MiKapCbKoro 3acoby (36inbLUeHHs
0o 10 pasiB NOpIBHSHO i3 3aTBEPAKEHUM
pO3MipoM) - BBEAEHHSA [0AATKOBUX
pO3MipiB cepii FOTOBOro Nikapcbkoro
3acoby - NponoHoBaHa pefakuis: 25 kr
(125 Tunc. Tabn.), 100 kr (500 Tnc. Tabn.)
Ta 200 kr (1 MrH. Tabn.), 400 kr (2 MnH.
Tabn.)

3a
peuernmom

UA/2551/01/02

L-TUPOKCWUH-
DAPMAK®

Tabnetkun no 100 mkr no
10 TabneTok y 6nictepi;
no 5 Gnictepis y nayui

MAT "®apmak”

Ykpaina

MNAT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
MaTepianis:
3MiHuM | TUNY - 3mMiHa po3mipy cepii
(Bktovatoum diana3oH po3mipy cepii)
roTOBOrO MikapCbKoro 3acoby (36inbLUeHHs
0o 10 pasiB NOpiBHSHO i3 3aTBEPAKEHUM
pO3MipoM) - BBEAEHHSA [OAATKOBUX
pPO3MipiB cepii FOTOBOro NikapcbKoro
3acoby - NponoHoBaHa pefakuisi: 25 kr
(125 Tunc. Tabn.), 100 kr (500 Tnc. Tabn.)
Ta 200 kr (1 MnH. Tabn.), 400 kr (2 MAH.
Tabn.)

3a
peuerimom

UA/2551/01/03

S (-) AMAOAMMIHY
BECUNAT

NopoLLOK (cybcTaHuis) y
NOABINHNX
nonieTuneHoBmx
nakeTtax ans
BUPOGHMLTBA
HEeCTepUIbHUX
nikapcbk1x opm

TOB "Kycym
®apm"

YkpaiHa

noxem IHpacTpi3
Nimiten

IHAis

BHECEHHS 3MiH IO peecTpaLiiHMX
MaTepianis:
3MiHu | TUny - 3mMiHa y meTtogax
BunpobyBaHHa APl abo BMXigHOrO
marepiany/npoMixHoro
NpPoAyKTy/peareHTy, Lo
BVIKOPVICTOBYETbLCS Y MPOLECI

UA/10000/01/01




2

[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BUpOGHMUTBa ADI - 3MiHM y MeToaax
BunNpobyBaHHs APl 3a NokasHUKOM
"cynpoBiAHi OMILLKWN" oA NOPSAKY
BMXOAY MiKiB; 3MiHM | TuNy - 3miHa y
mMeTofax BunpobysaHHA APl abo
BMXiQHOro Matepiany/npoMixxHoro
npoaykTy/pearexTy, Wo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpo6HMUTBa ADI - 3mMiHM y MeToaax
BMNpobyBaHHs APl 3a NokasHUKOM
"3anNULLIKOBI KiINbKOCTi OpraHivyHnx
PO34YNHHUKIB" - foAaBaHHS iHpopmaLii
LLIOAO MOCAOBHOCTI XxpoMaTorpadpyBaHHs
PO34MHIB, 3MiHM PO3PaxXyHKOBOI (HOPMYnu,
BUMOT NpUAATHOCTI XpomaTtorpadidHoi
cvcTemMu; 3miHv | Tuny - 3amiHn y metogax
BunpobyBaHHa AP 3a nokasHukom "R+
Amnoguniny 6ecinat" gogaBaHHS
iHdbopMaUii LLoa0 NOCNiAOBHOCTI
XpomaTorpadhyBaHHs pO34MHIB Ta yacy
YTPUMaHHS MikiB; 3MiHW | TURY - 3MiHWK,
NoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNoBIgHICTb 40 MoHorpadii APY abo
€Bponelcbkoi hapmakonei, abo iHLWoi
HauioHanbHoi bapmakonei gepxasu €C
(3miHa y cneumdikaLii HedpapmakoneHoro
A®I ona npusefeHHs y BigNoBIgHICTb 40
Bumor [1®Y abo €BponencbKoi
dapmakonei, abo iHLWoi HaLioHanbHOT
apmakonei aepxasu €C) - OHOBNEHHSI
nocunaHHsa metogis BunpobyeaHHA AdI
BignoBigHo Bumor EP 3a nokasHukamu
"Po3unHHicTb" , "lgeHTudikauis",
"CneundivyHe onTnyHe obepTaHHs",
"Bopa", "CynbdatHa 3ona", "Baxki
meTtanu", "KinbkicCHe BU3Ha4YeHHs",
"MikpobionoriyHa yncrora"; aminm | Tuny -
AamiHicTpaTuBHi 3MiHu. 3MiHa Ha3Bu AdI
abo [OMOMIXKHOI PEYOBUHM -
3anponoHoBaHo: S (-) Amnoguniny
6ecunart; amiHu |l Tuny - 3MiHK 3 SKOCTi.
ADI. KoHTponb ADI (iHLWwi 3MiHK) -
YTOYHEHHS BMICTY BOAU Ta MONEKYNAPHOI
Macwu Jiko4oi pe4oBUHU

A3UTPOMILIMH 250

TabneTku, BKPUTI
nniBKkoBO 0BONOHKOIO,
no 250 mr; no 6
Tabnetok y 6nictepi; no
1 GnicTepy B kopoOLi 3
KapTOHY

AHaHTa Megikeap
Iro.

Benuka
BputaHisa

dnamiHro
dapmackroTrKarnc
1o, IHais;
ApTypa
dapmachbioTikans
Mer. Jlta., IHAis;

IHAinA

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTi.
[oToBWMI Nikapcbkuii 3aci6. 3MiHK y
BUPOGHMLTBI. 3MiHa imnopTepa/3amiHu, Lwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOI
SIKOCTi FOTOBOTO NiKapCbKOro 3acoby

3a
peuenmom

UA/12158/01/02
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

KonpaH Nimiteq,
IHgia

(3amiHa abo foaaBaHHs BUPOGHMKA, Lo
BiOMoOBifae 3a BBe3eHHS Ta/abo Bunyck
cepii) - Bknioyatoun
KOHTPONb/BMNPOBYBaHHs cepii JoAaBaHHs
BUpoGHMKa - KonpaH Jlimitea, IHais.
BBepneHHs 3MiH npoTsarom 3-x micsiuis
nicns 3aTeepakKeHHs. 3MiHn | Tuny - 3MiHn
3 AKocTi. FoToBUIA Nikapcbkmin 3aci6. 3MiHM
y BUpoGHMLTBI. 3amiHa abo BBeOeHHS
[0[aTKoBOI AinbHULI BUPOBHULTBA ANs
YacTnHM abo BCbOro BUPOBHMYOro
npoLiecy roToBOro fikapcbKoro 3acoby
(BinbHUUS, Ha K NpoBOAATLCS OyAb-SKi
BMPOGHWYI cTagii, 3a BUHATKOM BUMYCKY
Cepii, KOHTPOMIO SKOCTi, MEPBUHHOIO Ta
BTOPVHHOIO MaKyBaHHS, A1si
HeCTepuIbHMX Nikapcbkux 3acobis)
CynyTHs1 3miHa
- 3MiHK 3 AKoCTi. [0TOBMIA MiKapCbKniA
3aci6. 3MiHu y BUpobHMUTBI. 3amiHa abo
BBeAEHHSI 4OAATKOBOI AiNbHULI
BMPOBHMLUTBA AN YacTMHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (AinbHWUUS anst
BTOPWHHOIO MaKyBaHHSA) - 3MiHN 3 SKOCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Yy
BUPOGHMUTBI. 3amiHa abo BBeOEHHS
[0AaTKOBOI AiNbHULI BUpOOHULTBA Ans
YacTuHM abo BCbOro BUPOGHMYOTO
npoLiecy roToBOro rnikapcbkoro 3acoby
(BiNnbHUUS oNs NEPBUHHOIO
nakyBaHHs1)BBEAEHHS [OAaTKOBOI
BMPOGHMYOI AinbHULi KonpaH Nimites,
IHpis BBegeHHs 3MiH npoTsirom 3-x micsuis
nicnsi 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHK
wono 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHn) 3miHn
BHeCeHi B iHCTPYKLi0 AN MeguyHoro
3acTocyBaHHs y p. "BUpobHUK",
"Micue3HaxoaxeHHsi BUpoOHUKa Ta noro
agpeca Micusi NpOBaMKEHHS AiSnbHOCTI" 3
BiANOBIAHUMYN 3MiHAMW B TEKCTI
MapKyBaHHs1 ynakoBok. BBeeHHs 3MiH
npoTsArom 3-X MicauiB nicns
3aTBEPOKEHHS.

A3UTPOMILMH 500

TabneTkn, BKpUTI
NMiBKOBOIO OBOMOHKOIO,
no 500 mr; no 3
Tabnetkn y 6nictepi; no
1 6nictepy B Kopobui 3

AHaHTa Mepgikeap
nTo.

Benuka
BpuTaHis

dnamiHro
$apmacbioTrkanc
1o, IHais;
ApTypa
dapmacbioTikans

IHAis

BHECEHHS 3MiH IO peecTpaLiiHMX
matepianis: 3MiHu | Tuny - 3MiHK 3 sIKOCTi.
[oToBWMI Nikapcbkuii 3aci6. 3MiHK y
BUPOOHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOM

3a
peuenmom

UA/12158/01/03




4

[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

KapTOHY

Met. Nl14., IHAis;
KonpaH Jlimiteg,
IHgia

SIKOCTi FOTOBOrO NiKapCcbKoro 3acoby
(3amiHa abo foaaBaHHSA BUPOGHMKA, LWO
BiOMNoOBifae 3a BBe3eHHS Ta/abo Bunyck

cepii) - Bknrovatoun
KOHTponb/BUNpobyBaHHs cepii AoaaBaHHSA
BUpoGHMKa - KonpaH Jlimitea, IHais.
BBeaeHHs 3MiH npoTsrom 3-x micsuis
nicns 3aTBepgXeHHs. 3MiHn | Tuny - 3MiHn
3 AkocTi. FoToBUIA Nikapcbkmin 3aci6. 3MiHM
y BUpOGHMLTBI. 3aMiHa abo BBeOEHHS
[0AaTKOBOI AinbHULI BUpoBHMLTBA 4ns
YacTnHM abo BCbOro BUPOBHMYOro
npoLiecy roToBOro fikapcbKoro 3acoby
(BinbHMUS, Ha 5K NpoBoAATLCS Oyab-siKi
BMPOGHUWYI cTagii, 3a BUHATKOM BUMYCKY
Cepii, KOHTPOIIO AKOCTi, MEPBUHHOTO Ta
BTOPWHHOIO MaKyBaHHS, ANsi
HeCcTepuIbHMX Nikapcbkux 3acobis)
CynyTHSA 3miHa
- 3MiHK 3 sikoCTi. FOTOBMIA NiKapCbKuiA
3aci6. 3MiHu y BUpobHMUTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AinbHULj
BUPOBHMLUTBA ANs YacTuHM abo BCbOro
BMPOGHMYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (ainbHuusa ans
BTOPWHHOIO NMaKyBaHHS) - 3MiHU 3 SKOCTI.
[oToBWMI Nikapcbkuii 3aci6. 3MiHN Yy
BUPOOHMLTBI. 3aMiHa abo BBeAEHHS
[0[aTKoBOI AinbHULI BUPOOHULTBa ANs
YacTuHM abo BCbOro BUPOGHUYOro
npoLiecy roToBOro fikapcbKoro 3acoby
(minbHUUSA ANs NEPBUMHHOIO
nakyBaHHs1)BBEAEHHS [OAaTKOBOI

BUpobHMYOT ainbHuui KonpaH Jlimitea,
IHais BBegeHHs 3MiH npoTsrom 3-x micsauis
nicnsi 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHu

wono 6esnekun/edhekTUBHOCTI Ta
apmakoHarnsgy (iHwi 3amiHn) 3miHn

BHeCeHi B iHCTPYKLi0 AN MeguyHoro

3acTocyBaHHS y p. "BUpobHuK",
"Micue3HaxogXeHHs1 BUpoOHuKa Ta 1oro
agpeca Micusi NpOBaMKEHHS AiSnbHOCTI" 3
BiANOBIAHNMW 3MiHAMU B TEKCTI
MapKyBaHHs1 ynakoBoK. BBegeHHs 3MiH
npoTsArom 3-X Micauis nicns
3aTBEPOKEHHS.

AKHECTON

kpem, 200 mr/rno 30 ry
Ty6i, no 1 Ty6i B nayui

NAT
"KuiBmegnpenapa
™

YkpaiHa

NAT
"KniBmegnpenapa
T

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu Il Tuny - 3miHK WwWono
6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsigy. BHeceHHs abo 3miHa(un)

6e3
peuenma

UA/7011/01/01




Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

5

Bupo6Huk

Kpaina

[IponoBxeHHs nonarka 3

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

AKTUNI3E®

niodpinisat onsa posynHy
ans iHgysin no 50 wmr, 1
dnakoH 3 niodinizatom

BepiHrep
IHrenbxanm

Himeyunna

BepiHrep
IHrenbxanm

HimevuunHa

0o 3060B's13aHb Ta yMOB Buaaui

MnaH ynpasniHHA pusnkamu
(3acTtocyBaHHs 3MiH(1), Ski(a)
BMMararoTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW JOAATKOBUM
AaHnMK, Wo MarTb HagaeaTucs
KOMMETEHTHUM OpraHoM, OCKifNbK/
BMMaraeTbCsl CyTTEBA OLjiHKa
KOMMETEHTHUM OpraHom) BukoHaHHs
3060B's13aHb BiAMOBIAHO 40 NianyHKTYy 1.13
nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2 goaaTtky
15 po MNopsiaky npoBeaeHHs ekcnepTuan
peecTpauiiHux MaTtepianis Ha nikapcbki
3acobu, Lo NoJalTbCs Ha AepKaBHY
peecTpauito (nepepeecTtpalito), a Takox
eKkcnepTu3n Martepiarnis NPo BHECEHHS!
3MiH 0O peecTpauinHnux maTepianis
npoTArom Aii peecTpauinHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOrO HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460).

peecTpaLiiHOro NOCBIAYEHHS, BKIOYaoumn

y KOMMnekTi 3 1
hNakoHOM PO3YMHHUKA
(Boga Ans iH'ekuin) no
50 Mn y KapTOHHIN
KopoobLi

IHTepHewHn MmbeX

dapma 'M6X i Ko.
KIr

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:
3MiHW | TuMy - 3MiHK y npoueci
BMPOOHWMLTBA rOTOBOTO MiKapCbKOro
3aco0y, BKNo4aoun NPOMDKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCS MNPV BUPOBHMLITBI
roTOBOrO fiKapCbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHULTBa); 3MiHu |
UMYy - 3MiHa po3Mipy cepii (BKo4aym
gianasoH po3mipy cepii) rotosoro
nikapcbkoro 3acoby (36inbweHHs o 10
pasiB NOPIBHSHO i3 3aTBEPOKEHUM
po3mipoM) - 3miHa po3mipy cepii
PO3YMHHWMKA, Y 3B A3KY 3 BBEEHHSIM HOBOI
niHii posnuesy BMP3, 3anponoHoBaHo:
3,800-31,900 cprnakoHis; 3miHu | Tuny -
3MiHW y Npoueci BUPOBHULITBA PO3YMHHIMKA
(Bopa ans iH ekuin); 3miHu | Tuny -
BHECEHHS 3MiH, Lo nepeabaveHi y
3aTBEPAKEHOMY MPOTOKONi YNpaBniHHS
3MiHaMm (BHECEHHS 3MiHM Ans
GionoriYHoro/iMyHOMNOri4YHOro nikapcbkoro
3acoby); 3amiHu | Tuny - 3MiHK B npoueci
BMpobHuUTBa AD| (He3HayHa 3MiHa y
npoueci BupobHuutea Adl); 3amiHu Il Tuny -
3MiHu 3 skocTi. ADL. (iHwWi 3miHW); 3miHK I

TUNY - BHECEHHS 3MiH nicns
3aTBEPOKEHHS1 NPOTOKONY YNpaBniHHS

3a
peuerimom

UA/2944/01/01
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[IponoBxeHHs nonarka 3

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
3MiHaMu [rsi FOTOBOrO NiKapCbKoro 3acoby
9. | ANNITEMIKC BPOHXO | cupon no 50 mn, no 100 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx bes UA/13552/01/01
MA 'y chnakoHi; no 1 obmexeHo obmexeHo MaTepianis: 3miHu | Tuny - peuenma
¢nakoHy pa3om 3 BignoBiganbHiCcTO BignoBiganbHicTiO AgmiHicTpaTuBHi 3miHW. 3MiHa
TIOXKOK MipHOIO Y "papmaLeBTUYHa "®apmaueBTUYHa HalimMeHyBaHHSA Ta/abo agpecu 3asiBHUKa
KopobLi 3 KapTOHY KOMMaHis KOMMaHis (BNacHuka peecTpauinHoro NocBiAYEHHS)
"3popos's" "3poopos'a" 3MiHa agpecu 3asiBHUKa. BBeaeHHs 3miH
npoTsArom 6-T MicsauiB nicns
3aTBEPOKEHHS.
3MiHn | TUNY - AAMIHICTPaTUBHI 3MiHW.
3miHa HaiMeHyBaHHS Ta/abo agpecun
Micusi NPOBaMKEHHS AiNbHOCTI
BMpOBHVKa/iMnopTepa roToBoro
nikapcbkoro 3acoby, BKMHYayu AinbHuULI
BWMNYCKy cepii abo MicLie npoBedeHHs
KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BMPoOHUK/imnopTep,
BKITHO4AK04M BUMYCK Cepiil) 3MiHa agpecu
BMPOGHMKa ToBapncTBO 3 06MEXEHOI0
BignoeigansHicTio "®apmaueBTnyHa
komnaHisa "3gopoB's"”, YkpaiHa 6e3 3miHu
Micusi BUpoOHMUTBA: BBeaeHHs 3MiH
npotsarom 6-Tu micauis nicnsa
3aTBEPOKEHHS.
10. | Allb®A O3-TEBA kancynm m'ski no 0,25 TeBa I13painb KataneHt Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/9309/01/01
Mmkr, no 30 a6o no 60 dapmavesTikan HimevuunHa I13painb matepianis: 3MiHu | Tuny - peuenmom
Karncyn y KOHTevHepi; no IHpacTpis N1A. E6epbax m6X, AamiHicTpaTvBHI 3MiHW. 3MiHa
1 KOHTeNHepy y kopobui HimeyunHa HaviMeHyBaHHs1 Ta/abo agpecu Micus
(BUPOBHUK, sIKUIA NPOBaXeHHS OisnbHOCTI
Bignosigae 3a BUPOBHMKa/imnopTepa roToBoro
BUPOOHMLTBO in niKkapcbKoro 3acoby, BKIOYayn AinbHULI
bulk); TeBa BUMNYCKy cepii abo MicLie npoBedeHHs
dapmaueBTikan KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
IHpacTpis JTa., BifnoBigae BMPOOHUK/iMnopTep, He
I3painb (koHTposb BKIH0MAKO4M BUMNYCK Cepill) 3MiHa agpecu
SAKOCTI; BUpobHuKka Tesa PapmaveBTikan
BMPOGHUK, AKMI IngacTpis Jl1a., I3paink, 6e3 3amiHu micus
BignoBsigae 3a BMPOGHMUTBA:
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii)
11. | AlIb®A O3-TEBA Kancynu m'ski no 0,5 TeBa I13painb KataneHt Himeuumna/ BHECEHHS 3MiH 1O peecTpaLiiHnX 3a UA/9309/01/02
mkr, no 30 abo no 60 dapmavesTikan HimevuunHa I13painb matepianis: 3MiHu | Tuny - peuenmom
Karncyn y KOHTeHepi; no IHpacTpis NTA. E6epbax M6X, ALMiHiCTpaTMBHI 3MiHWN. 3MiHa
1 KOHTeNHepy y kopoobui HimeyunHa HaiMeHyBaHHs1 Ta/abo agpecu Micus

(BUPOBHUK, sIKUIA
Bignosigae 3a
BMPOGHMLTBO in
bulk); TeBa

NPOBaXeHHS OisnbHOCTI
BUPOGHMKa/imnopTepa roToBoro
niKkapcbKoro 3acoby, BKIoYaun AinbHULI
BUMNYCKY cepii abo MicLie NpoBeAeHHS




7 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
dapmauesTikan KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
IHgacTpis JlTa., BifnoBigae BUPOOHUK/iMnopTep, He
I3painb (koHTponb BKIOMAKOUM BUMNYCK Cepill) 3MiHa agpecu
SAKOCTI; BUpOGHMKa Tea PapmaleBTikan
BUPOBHMK, KW IHgacTpis Jtg., [3painb, 6e3 3miHu micusa
BignoBigae 3a BUPOGHMLTBA:
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNycK
cepii)
12. | AlIb®A O3-TEBA Kancynu m'ski no 1,0 TeBa I3painb KataneHT HimeyuunHa/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/9309/01/03
mkr, no 30 abo no 60 dapmavesTikan HimeuyunHa I3painb MaTepianis: 3miHu | Tuny - peuernmom
Karncyn y KOHTenHepi; no IHpacTpis NTA. E6epbax M6X, AamiHicTpaTVBHI 3MiHW. 3MiHa
1 KOHTEWHepy y Kopobui Himeuyunna HaliMeHyBaHHS Ta/abo agpecu micus
(BUPOBHWK, KU NPOBaXXEHHS AiANbHOCTI
Bignosigae 3a BUPOGHMKa/imnopTepa roToBoro
BUPOBHMLTBO in nikapcbkoro 3acoby, BKMHOYayu AinbHuULI
bulk); Teea BWMNYCKy cepii abo MicLie npoBedeHHs
dapmaueBTikan KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
IngacTpis JlTa., BignoBigae BUPOOHUK/iMNopTep, He
I3painb (koHTponb BKI0MAI04M BUMNYCK Cepil) 3MiHa agpecu
SAKOCTI; BUpobHuKa Tea PapmaveBTikan
BUPOBHMK, KW IHgacTpis Jtg., [3painb, 6e3 3miHu micus
BignoBsigae 3a BUPOGHMLTBA:
nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii)
13. | AMIOOAPOHY KpUcTani4Huii NopoLLOK ToBapucTso 3 YkpaiHa ONOH C.MN.A. ITanis BHECEHHS 3MiH 10 peecTpauifHmX - UA/15023/01/01
rigpoxnoprna (cybeTaHuis) y nakeTtax obmexeHo marepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTi.
NnoAaBINHNX BignoBiganbHicTO Ceptudpikat BignosigHocTi/E-cepTudikaT
nonieTuneHoBux Ans "®PapmaLeBTUYHa BignoBigHOCTI €Bponenchkii
dapmaLeBTU4HOro KOMMaHis dapmakonei/moHorpadii. NMogaHHA HoBoro
3acToCcyBaHHA "3popos's” abo oHoBrneHoro ceptudikarta

BignoBigHOCTi abo BUMy4eHHs
cepTugikaTa BignoBigHOCTi €BponechbKii
capmakonei: gna A®l; ansa BuxigHoro
matepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYOTLCA Y
BUPOOHMLTBI ADI; Anst 4ONOMDKHOI
peyoBUHYM (cepTudikaT BigNoBIAHOCTI
€Bponevicbkin dapmakonei) - OHoBNeHWN
cepTudikaT Bif yXe 3aTBepaXeHOro
BMPOGHMKa - NoAaHHs1 OHOBIIEHOTO
cepTugikaTa BignoBigHOCTi €Bponeiichbkii
dapmakonei Ne R1-CEP 2003-072-Rev 03
(3aTBepgkeHo: R1-CEP 2003-072-Rev 01)
ansa A®l amiogapoHy rigpoxnopuay Big
BXe 3aTBEPKEHOro BUPOOHMKA 3i 3MiHO
Ha3BM Ta agpecu BupobHuka ADI
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[IponoBxeHHs nonarka 3

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

peecmpauyitiHo2o
noceio4yeHHs1

3artsepaxeHo: Jlabopatopis Kimiko
IHTepHauioHane Cna Bia BeHBeHyTO
Yennini, 20 Cerpate-20090, Itanis
3anponoHoBaHo: OJIOH C.M.A., ITanisa Bia
BenBeHyTo Yennini 20 Itanis — 20090
Cerparte, MinaH, Itanis

3a

UA/12288/01/01

14.

AMOKCUN® AT

TabneTtku, Wo
avcneprytotbes, no 500
Mr, no 10 TabneTtok y
6nictepi; no 2 6nictepn
B NauyLi 3 KapToHYy

NAT
"Kuismegnpenapa
™

Ykpaina

MAT
"KniBmegnpenapa
™

Ykpaina

BHECEHHS 3MiH 4O peecTpauifiHnX
matepianis: 3miHu Il Tuny - 3miHn WwWoao
Gesnekn/ehekTMBHOCTI Ta
chapmakoHarnsgy. BHeceHHst abo 3miHa(n)
00 3000B'A3aHb Ta yMOB BuAavi
peecTpaLiiHOro NOCBigYEHHS, BKIYa4n
MnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBMMMW 0OAATKOBUM
OaHnMu, Wo MarTb HagaBaTucs
KOMMETEHTHUM OPraHoM, OCKiflbKU
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) BukoHaHHsi
3060B'A3aHb BiANoBiAHO A0 nignyHkTy 1.13
nyHKTY 1, NiANYHKTY 2.3 NYHKTY 2 oAaTKy
15 po MNopsagky npoBeAeHHst ekcnepTnsmn
peecTpauiiHux MaTtepianis Ha nikapcbki
3acobu, Lo NoAalTbCa Ha AepXKaBHY
peecTpauito (NepepeecTpaliio), a Takox
eKkcnepTu3n MaTtepianis NPo BHECEHHS!
3MiH [0 peecTpauiiHnx martepianis
NpOTArom il peecTpauinHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOrO HaKa3oMm
MO3 Bia 26.08.2005 Ne 426 (y pepakuii
Hakasy MOS3 Big 23.07.2015 Ne 460).

peuyerimom

UA/2242/01/01

15.

AHXENIK

TabneTkn, BKpUTI
060110HKO0, Mo 28
Tabnetok y 6nictepi 3
KareHAapHOHo LWKanoto,
B NManepoBOMYy MiLLIEYKY
B KapTOHHIM nayui

Banep Al

Himeyumna

nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTpONb cepii,
BignoBiganbHUn
3a BMNYCK cepil:
Bariep Al,
HimeyuunHa;
BMPOGHMLUTBO
Hepo3dacoBaHoi
NpoAyKLii:
Bariep Bavnmap
Mv6X i Ko. KT,
Himeyunna

Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis: 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHK. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaMXEHHS OiAnbHOCTI
BUPOGHWMKa/iMnopTepa rotToBOro
niKapcbKoro 3acoby, BKIOYayn AinbHULI
BUMYCKy cepii abo MicLe npoBeAeHHs
KOHTPOIO SIKOCTI. (QiiNbHICTb, 3a Ky
BifnoBigae BMpoOHUK/imnopTep,
BKITHOHAI04M BUNYCK Cepilt) 3MiHa Ha3Bu Ta
appecu BupobHuka 113, BignosigansHoro
3a NepBUHHY Ta BTOPUHHY YMakoBKy,
KOHTPOMb Cepii Ta BUNYyCK cepii, 6e3 3miHun
Micus BUpobHMUTBA. 3MiHK | TMNy - 3MiHK
3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIN

dapmakonei/MmoHorpadii. MogaHHs HoBoro

3a
peuernmom
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

abo oHOBMEHOro cepTudikata
BignoBigHOCTi abo BUny4eHHs
cepTudikaTa BignoBigHOCTI €BponeichbKii
capmaxkonei: gna A®I; ansa BuxigHoro
matepiany/peareHTy/npomixXHOro
NpoayKTy, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMiXKHOI
peyoBUHYM (cepTuddikaT BigNoBIAHOCTI
€Bponevicbkinn hapmakonei) - OHOBMNeHWI
cepTudikaT Bif yxe 3aTBepAXEHOro
BMPOGHMKa NOAaHHS OHOBMEHOTO
cepTtudikaTy BignosigHocTi E® ans
APOCMipEHOHY, Bif, BXXe 3aTBEPAXKEHOro
BUPOGHWKa, sSIKMI 3MiHWB Ha3By 3 baliep
dapma Al'/ Bayer Pharma AG Ha Baiiep
Al'/ Bayer AG, 6e3 3MmiHu
MiCLI€3HaXOMXEHHS.
3MiHu | TUny - 3miHm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeiichbkii
capmakonei/moHorpadii. MogaHHA HoBOroO
abo oHoBReHoro cepTudikara
BignoBigHOCTi abo BUNy4eHHs
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei: gna A®I; onsa BuxigHoro
matepiany/peareHTy/npoMixxHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst 4ONOMDKHOI
peyoBUHYK (cepTuddikaT BigNOBIAHOCTI
€Bponevicbkinn apmakonei) - OHOBMNEHWI
cepTudikaT Bif ye 3aTBepAXEHOro
BMPOGHMKa NOAaHHS OHOBMEHOTO
cepTudikaty signosigHocTi E® ans
ecTpagiony, Bif BXe 3aTBEPOKEHOr0
BUPOGHWKa, sSIKMI 3MiHMB Ha3By 3 Baliep
dapma Al'/ Bayer Pharma AG Ha Baiiep
Al'/ Bayer AG, 6e3 3MiHu
MicLe3HaxoaXeHHs. 3MiHa 3asiBHUKa
(BnacHuka peecTpauiiHoro NocBiaYeHHS)
BiAMoBigHO Ao gopaTtky 28.

16.

AHTWU-AHTH
DOPMYNA

TabneTkun ans
po3cmokTyBaHHS rno 10
TabneTtok y 6nictepi; no
2 6nictepu y kopobui 3
KapTOHY

TOB "BAJIEAHT
SAPMACBIOTIKA
na"

YkpaiHa

Xepkenb B.B.

HigepnaHnaun

BHECEHHS 3MiH 40 peecTpauiiHnx
maTtepianis: 3MiHU LWOA0
6e3nekn/edeKkTUBHOCTI Ta
papmakoHarnsigy. BHeceHHs abo 3miHa(u)
00 3060B'A3aHb Ta YyMOB BUAadi
peecTpaLiiHOro NOCBIAYEHHS, BKIOYan
MnaH ynpasniHHA pu3nkamu
(3acTocyBaHHs 3MiH(1), siki(a)
BMMaratTb(€) NOJanbLLIOro
06r'pyHTYBaHHSI HOBUMW JOAATKOBUM

6e3
peuenma

UA/6959/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

OaHMMuK, WO MalTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifNbK/
BMMaraeTbCs CyTTEBA OLiHKa
KOMMETEHTHUM OPraHoM); - BUKOHAHHSI
3060B's13aHb BiAMOBIAHO 40 NianyHKTy 1.13
nyHkTy 1 gogatky 15 go MNopsiaky
nNpoBeAEHHS eKCnepTM3n PeecTpaLiiHnx
maTepianis Ha nikapcbki 3acobwm, Lo
NnoAalTbCs Ha AepXKaBHY peecTpaLiio
(nepepeecTpaLito), a TakoXx ekcnepTnsmn
MaTepianis Npo BHECEHHS 3MiH OO
peecTpaLiiHnx MmaTepianis NpoTsirom Aaii
peecTpaLiiHOro NoCBigYeHHs,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460

17.

ATAKAHO

Tabnetku no 8 mr; no 14
Tabnetok y 6rictepi; no
2 6nictepu y KapTOHHI

KopobuUi

Actpa3eHeka Ab

LBeuis

Bupo6bHmuTBO "in
bulk":
Actpa3eHeka Ab,
LLBeuis;
MepBuHHa Ta
BTOPUHHA
ynakoBka, 403Bif
Ha BUMYCK cepii:
Actpa3eHeka
MM6X, HimewunHa

Lseuis/
Himeyuunna

BHECEHHS 3MiH 4O peecTpaLuiiHnX
matepianis: 3miHu Il Tuny - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo 3miHa(u)
[0 3000B'A3aHb Ta yMOB BUAaYi
peecTpaLiiHOro NOCBIAYEHHS, BKIOYa4n
MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
06r'pyHTYyBaHHA HOBUMUW [OAATKOBUM
AaHUMK, Lo MaloTb HaaaBaTucs
KOMMETEHTHUM OpraHoM, OCKifNbK/
BUMaraeTbCs CyTTeBa OLLiHKa
KOMMETEHTHUM OpraHom) BukoHaHHsi
3060B's3aHb BiAMOBIAHO A0 NiANyHKTY 1.13
NyHKTY 1, NiANYHKTY 2.3 NYHKTY 2 gogaTky
15 po MNopsagky NpoBeAeHHst ekcnepTusun
peecTpauinHMx MaTepianis Ha nikapcbki
3acobu, Lo noaarTbCs Ha AepXaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKkcnepTu3n mMartepiarnis NPo BHECEHHS!
3MiH [0 peecTpauinHMx maTtepianis
NpOTArom Jii peecTpauinHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOrO HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS3 Big 23.07.2015 Ne 460).

3a
peuernmom

UA/6559/01/01

18.

ATAKAHO

Tabnetku no 16 mr; no
14 TabneTok y 6nictepi;
no 2 6nictepn y
KapTOHHiI kopobLyi

Actpa3eHeka Ab

LBeuis

BupobHuuTBO "in
bulk™:
AcTtpa3eHeka Ab,
LLBeuis;
[MepBuHHa Ta
BTOPWHHA
ynakoBka, [03Bif
Ha BUMYCK cepii:

LBeuis/
Himevuunna

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu Il Tuny - 3miHK WwWono
6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay. BHeceHHs abo 3miHa(u)
00 3060B'A3aHb Ta yMOB Buaadi
peecTpaLiHOro NOCBigYEHHS, BKIOYa4n
MnaH ynpaBniHHA pu3nkamm
(3acTocyBaHHs 3MiH(1), siki(a)

3a
peuerimom

UA/6559/01/02
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

AcTtpa3eHeka
'M6X, HimeyunHa

BMMararTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW [OAATKOBUM
OaHnMu, Wo MarTb HagaBaTucs
KOMMETEHTHNUM OpraHoM, OCKiNbKn
BMMaraeTbCsl CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) BukoHaHHs
3060B's13aHb BiANOBIAHO A0 NianyHkTy 1.13
nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2 goaaTtky
15 po MNopsiaky NpoBeaeHHst ekcnepTuan
peecTpauinHMx maTepianis Ha nikapcbki
3acobu, Lo NoJalTbCs Ha AepKaBHY
peecTpauiio (NepepeecTpaliio), a Takox
eKkcrnepTuan mMartepiarnis NPoO BHECEHHS
3MiH 0O peecTpauinHnux maTepianis
npoTSrom Aii peectpauinHoro
NOCBIAYEHHS, 3aTBEPAXKEHOTO HAKa30M
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakady MOS Big 23.07.2015 Ne 460).

19.

ATOPBACTATWUH-
TEBA

TabneTkn, BKpUTI
nniBKkoBOK 06OIOHKOI,
no 10 mr; no 10
Tabnetok y 6nictepi no
3 abo 6, abo 9 GnicTepis
y Kopobui

TOB "TeBa
YkpaiHa"

Ykpaina

TeBa ®apma
C.JY.

Icnanis

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn wWoao
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BHeceHHsa abo 3miHa(n)
00 3060B'A3aHb Ta yMOB Buaadi
peecTpauiiHoro NOCBIAYEHHS, BKIOYao4umn
MnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMaratTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBUMMW 0OOATKOBUM
OaHnMu, Wo MarTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbKM
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) BukoHaHHsi
3060B's3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NpoBeAEHHS eKCNEPTU3N PEECTPAaLiHNX
marepianis Ha nikapcbki 3acobwm, Lo
NoAalTbCA Ha AepPXKaBHY peecTpalliio
(nepepeecTpallito), a TaKoX eKcnepTnaun
mMaTepianis Npo BHECEHHS 3MiH A0
peecTpauinHMX MaTepianis NpoTAromM Aiji
peecTpaLinHOro NocBig4YeHHs,
3aTBepgkeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)

3a
peuenmom

UA/16377/01/01

20.

ATOPBACTATUH-
TEBA

TabneTkn, BKpUTI
nniBKkoBO 0BOINOHKOIO,
no 20 mr; no 10
Tabnetok y 6nictepi no
3 abo 6, abo 9 GnicTepi
y Kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

TeBa ®apma
C.JY.

Icnanis

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu |l Tuny - 3MiHK Wopo
6e3nekn/eekTMBHOCTI Ta
apmakoHarnsiay. BHeceHHs1 abo 3miHa(u)
00 3000B'A3aHb Ta yMOB BUAaYi
peecTpaLiiHOro NOCBigYEHHS, BKIYa4n

3a
peuenmom

UA/16377/01/02
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), ki(a)
BMMararoTb(€) noganbLIoro
06r'pyHTYBaHHSI HOBUMW [OAATKOBUM
OaHnMu, Wo MaroTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) BukoHaHHsi
3000B'A3aHb BiAMOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
nNpoBeAEeHHS eKCNepTM3n peecTpaLiiHnx
maTepianis Ha nikapcbki 3acobwm, Lo
NOAaTbCA HA AepPXKaBHY pPeecTpalLlito
(nepepeecTpallio), a TaKoX ekcnepTuan
MaTepianis Npo BHECEHHS 3MiH OO
peecTpauinHMx MaTepianis NpoTAroM Aii
peecTpauiiHoro NOCBIAYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)

21.

ATOPBACTATWUH-
TEBA

TabneTkn, BKpUTI
NniBKOBOI 0BOMOHKOIO,
no 40 mr no 10 TabneTok
y 6nictepi no 3 abo 9
GnictepiB y kopobui

TOB "TeBa
YkpaiHa"

Ykpaina

TeBa ®apma
C.JLY.

Icnanis

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3MiHK Woao
Ge3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo 3miHa(u)
[0 3000B'A3aHb Ta yMOB BUAaYi
peecTpauiiHoro NOCBIAYEHHS, BKIOYao4umn
MnaH ynpasniHHA pusnkamu
(3acTocyBaHHS 3MiH(1), ki(a)
BMMaratoTb(€) noganbLIoro
06r'pyHTYBaHHA HOBUMMW [OAATKOBUM
AaHnMu, Wo MarTb HagaBaTucs
KOMMETEHTHUM OPraHoM, OCKifbKu
BUMaraeTbCs CyTTeBa OLLiHKa
KOMMETEHTHUM opraHom) BukoHaHHsi
3060B's3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 no Mopsaky
NpOBEeAEHHS eKCNepTU3n peecTpaLiiHnx
maTepianis Ha nikapcbki 3acobwu, Lo
noAaloTbCs Ha AepXaBHy peecTpaLiiio
(nepepeecTpaliilo), a TaKoX ekcrnepTnan
mMaTepianis Npo BHECEHHS 3MiH 4O
peecTpaLiiHux MaTepianis NpoTsarom Aaii
peecTpaLiiHOro NoCBig4YeHHs,
3aTBepgkeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MOS Big 23.07.2015 Ne 460)

3a
peuenmom

UA/16377/01/03

22.

ATOPBACTATHH-
TEBA

TabneTku, BKPUTI
MNniBKOBOI 0GOIOHKOM,
no 80 mr no 10 TabneTok
y 6nictepi no 3 abo 9

TOB "TeBa
YkpaiHa"

YkpaiHa

Tesa ®apma
C.JLY.

Icnanis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu Il Tuny - 3miHK WwWono
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsigy. BHeceHHs1 abo 3miHa(u)

3a
peuenmom

UA/16377/01/04
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

6nicTepis y kopobui

0o 3060B's13aHb Ta yMOB Buaaui
peecTpaLiiHOro NOCBIAYEHHS, BKIOYaoumn
MnaH ynpasniHHA pusnkamu
(3acTtocyBaHHs 3MiH(1), Ski(a)
BMMararoTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW JOAATKOBUM
OaHMMu, WO MalTb HaJaBaTucs
KOMMETEHTHUM OpraHoM, OCKifNbKM
BMMaraeTbCsl CyTTEBA OLjiHKa
KOMMETEHTHUM OpraHom) BukoHaHHs
3000B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NpOBEeAEHHS eKCNepTU3n PeecTpaLiiHnx
mMaTepianis Ha nikapcbki 3acobu, LWwo
noAalTbCs Ha AepXKaBHY peecTpaLiio
(nepepeecTpalito), a Takox ekcnepTusm
mMaTepianis Npo BHECEHHS 3MiH OO
peecTpauiiHix maTtepianis NpoTarom Aji
peecTpaLiiHOro NoCBigYeHHs,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)

23.

AULU®

PO34MH opanbHuin, no 20
mr/mn no 100 mn a6o no
200 mn y donakoHi; no 1
nakoHy y KOMMMeKTi 3
MiPHUM KOBMaYKoMm
Ta/abo MipHUM
annnikaTopom
(wnpruem) y KapTOHHIN
KopobLi

CaHpos
dapmackioTikans
a.n.

CnogeeHis

BUPOBHMLUTBO
"bulk", nepBunHHe
Ta BTOPUHHE
nakyBaHHs,
TECTYBaHHs:
Papma
BepHirepope
MM6X, HimeuuunHa;
BUNYCK cepii:
Cantotac Papma
'm6X, HimeuunHa

HimevuunHa

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:
3MiHu | TURy - noaaHHs oHoeneHoro CEP
(R1-CEP 1996-070-Rev 06) ans AdI
AueTunuucTeiny Bif BXe 3aTBepOKeHOro
BMpOGHMKa (6yno 3amiHeHo Ha3By Ta
agpecy posaTallyBaHHsi BriacHuka CEP;
Ha3By BMPOGHMYOI AinbHULi 3 Zach
System S.P.A., ltaly Ha F.I.S. Fabbrica
Italiana Sintetici S.P.A., Italy, 6e3 3miHn
Micus BupobHuuTea ADl); amiHm | Tuny -
nogaHHsi oHosnexoro CEP (R1-CEP 1996-
070-Rev 08) anst A®I AuetunumcTeiny Big
BXe 3aTBepaeHoro BupobHuka F.1.S.
Fabbrica Italiana Sintetici S.P.A., Italy

6e3
peuenma

UA/8272/02/01

24.

BET®EP 1A MJIIOC

MOPOLLOK A151 PO34NHY
ans iv'ekuin no 6000000
MO (30 mkr) y
dnakoHax Ne 1 a6o Ne 4
y KOMMMeKTi 3
PO34MHHMKOM (BoAa Ans
iH'exuin cTepunbHa) no 1
mn B amnynax Ne 1 abo
Ne 4 y 6nicTepi y navui

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo amiHu
[0 y3aranbHeHUX faHuX Mpo cuctemy
hapmakoHarnsiay (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnagy, 3mMiHa YNnoBHOBaXXeHOI
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHSA
(hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnsay 3asBHuKa Ans
34iicHeHHs dhapmakoHarnagy B YkpaiHi,

3a
peuernmom

UA/15462/01/01




14 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI|
ocobu, BianoBiganbHOI 3a 30iNCHEHHS
hapmakoHarnsay (BKoYayy KOHTaKTHi
AaHi) Ta/abo 3MiHW y po3MiLLEHHI MacTep-
anna cuctemu papmakoHarnsgy) -
3miHa ynoBHOBaxeHoi ocobw,
BiANOBIgANbHOI 3a 34iNCHEHHS
apmakoHarnsgy. lNMponoHoBaHa
pepakuis: Aurac HdiaHa OnekcaHapiBHa.
3MiHa KOHTaKTHUX AaHWNX YNOBHOBaXXEHOI
ocobu, BianoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsgy
25. | BET®EP®-1A PO34MH ANS iH'EKLN Mo TOB "®3 Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/13963/01/02
12 000 000 MO ans "BIODAPMA" "BIODAPMA", MaTepianis: peuenmom
BUPOBHMYOT AinbHUL 3a Ykpaina; TOB "®3 3MiHu | Tuny - 3MiHn wono
agpecoto: YkpaiHa, "BIO®APMA", 6e3nekn/edeKkTUBHOCTI Ta
03680, m. Kuis, Byn. M. YkpaiHa dapmakoHarnsay. BeegeHHst abo 3miHn
Awmocoga, 9: 5 abo 10 [0 y3aranbHEHNX 4aHNX Npo CUCTEMY
amnyn (o6'emom 2 mn) y dapmakoHarnsaay (BBeAeHHSA
nayui; 5 abo 10 y3aranbHeHUX AaHnx Npo cuctemy
dnakoHiB (06'emom 5 apmakoHarnsgy, 3MiHa yroBHOBaXXEHOI
M) y nayi; ons ocobu, BianoBiganbHOI 3a 34iNCHEHHS
BUPOBHMYOT AinbHUL 3a hapmakoHarnsigy; KOHTakTHoi ocobu 3
agpecoto: YkpaiHa, dapmakoHarnagy 3asiBHuka ons
Kuiecbka obn., m. bina 34iicHeHHs1 dhapmakoHarnagy B YkpaiHi,
LlepkBa: 5 wnpuuis SKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOT
(o6'emom 1 mn) y ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
6nicTepi; no 2 6nictepu dapmakoHarnsaay (BKIOYayy KOHTaKTHI
B navui; 5 amnyn AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
(o6'emom 2 mn) y (haina cuctemu papmakoHarnagy) -
Bnictepi; no 2 6riictepn 3MmiHa ynoBHOBa)eHoi ocobu,
B nayui BiOQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnagy: lNponoHoBaHa pegakuis
— Avrac OiaHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHWUX YNOBHOBaXeHOi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy
26. | BNIUE® NMOPOLLIOK ANS PO34NHY AAP ®APMA NTO Cnony4yeHe IngoHr Pecny6nika BHECEHHS 3MiH 10 peecTpauiiHnX 3a UA/4588/01/03
ans iH'ekyin no 1000 wr, KoponiscTBO dapmac'ioTikan Kopes/ IHgis MaTepianis: peuenmom
1 a6o 10 conakoHiB 3i Ko., lTa., 3MiHum Il TNy - BBEAEHHSI 4OAATKOBOIO
CKra 3 NopOLLKOM B Pecnybnika BMpo6HuKa AP| Aurobindo Pharma
naywi 3 KapToHy Kopes; 3elicc Limited, IHgis
dapmac’toTikenc
MNeT. IlTa., IHAis
27. BNoripP-3 Tabnetku, Wwo Benyno, niku Ta Xopsaris BUPOBHMK peuis/ BHECEHHS 3MiH [0 peecTpauiiHux be3 UA/15359/01/01
OUCNepryTbCs B KOCMETUKa, A.4. roToBOro Xopsarisi MaTepianis: peuenma

POTOBIN NOPOXHWHI, N0 5
mr no 10 TabneTok y
Gnictepi; no 1 abo no 3
GnicTepu y KapToHHIl

nikapcbkoro
3acoby, nepBuHHe

nakyBaHHs:
Ixenedapm CA,

3MiHu | TUNYy - NogaHHA HOBOTO
cepTugikaTa BignoBigHOCTi €Bponeichbkii
dapmakonei Ne RO-CEP 2014-302-Rev 01
ans gitodoi pevosuHun Desloratadine Big




15 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
nauui [peuis; BTOpUHHE HoBoro BMpoGHuKa Morepen Laboratories
nakyBaHHs, Limited gogaTkoBO 40 3aTBEPAXEHOIO
BignoBiganbHUn BupobHmka SUN Pharmaceutical
3a BMNYCK cepil: Industries Limited, India (CEP Ne.RO-CEP
Benyno, niku Ta 2013-231-Rev 01)
KocMeTuKa, A.4.,
XopsarTis
28. BOHBIBA® TabneTkn, BKPUTI . XodhdpmaHH-I15 LLiseviLapis BUPOBHMLUTBO LLseviyapis/M BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/5164/01/01
NMiBKOBOI 0BOMOHKOIO, Pow Ita Hepo3dacosaHoi eKcuka marepianis: peuernmom
no 150 mr no 1 abo no 3 NPOAYKLi: 3MiHM | Tuny - 3miHn Wwoao
Tabnetku y 6nictepi; no ®.XoppmaHH-J1s 6e3nekn/edekTUBHOCTI Ta
1 6nicTepy B KApTOHHIl Pow T4, hapmakoHarnsgy. BeegeHHsi abo 3amiHu
Kopoo6ui LLisenuapis; [0 y3aranbHeHUX aHuX Mpo cuctemy
nepBuHHE Ta hapmakoHarnsay (BBeAeHHs
BTOPWHHE y3aranbHeHVX AaHnX Npo cucTemy
nakyBaHHs: apmakoHarnsgy, 3MiHa YroBHOBaXXEHOT
®.XoppmaHH-J1s ocobu, BianoBiganbHOI 3a 30iNCHEeHHS
Pouw JTg, dapmakoHarnagy; KOHTakTHoi ocobu 3
LLisenuapis; Isepc- apmakoHarnsay 3asBHuKa Ans
JTi AT, Weenuapis; 3iicHeHHs dhapmakoHarnagy B YKpaiHi,
BUNPOOYyBaHHSA SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHOI
KOHTPOIIO AKOCTI: ocobu, BignoBiganbHoi 3a 3AiINCHEHHS
®.XopdpmaHH-J1s hapmakoHarnsgy (BKIoYayy KOHTaKTHi
Pouw Jta, AaHi) Ta/abo 3MiHM y po3MmilLeHHi macTep-
LLisenuapis; Pow danna cuctemu papmakoHarnagy) -
dapma AT, 3MiHa KOHTaKTHOI ocobu, BianosigansHoi
Himeuumnna; 3a 3[ilCHeHHs hapmakoHarnsgy B
BUNYCK cepii: YkpaiHi: NponoHoBaHa peaakuis — oy,
& . XohdpmaHH-I15 TeTsaHa tOpiiBHa. 3MiHa KOHTaAKTHUX JaHUX
Pow ITa, KOHTaKTHOI 0cobu, BianosiaanbHoi 3a
LLisenuapis; 3AiNCHEHHA dhapmakoHarnsgy
BMPOGHMLUTBO
Hepo3adacoBaHol
NpPOAyKLi:
MpoaykToc Polw
C.A.npe CB.,,
Mekcuka
29. | BOHOPOHAT® TabneTku, BKpUTI . XocpdpmaHH-T5 LLisenuapis BMPOGHMLUTBO LLisenuapis/ BHECEHHS 3MiH 10 peecTpauifHmX 3a UA/5557/02/01
nniBKOBOI 0BOMOHKOI, Pow Ita Hepo3dacoBaHoi Himeuunna marepianis: peuernmom
no 50 mr, no 7 TabneTtok NpoAyKUii: 3MiHu | Tuny - 3miHn Wwopo
y 6nicTepi, no 4 ®.XodbpmaHH-Ts 6e3nekn/edekTMBHOCTI Ta
GnicTepn y KapTOHHil Pow NTa, dapmakoHarnsaay. BeegeHHst abo 3miHn
nayui LLiseviLapis; [0 y3aranbHeHUX faHnxX Npo cuctemy
nepBuUHHE Ta hapmakoHarnsiay (BBeAeHHs
BTOPUHHE y3aranbHeHVX AaHnX Npo cucTemy
nakyBaHHs: dapmakoHarnsay, 3MiHa YroBHOBaXXEHOI
& . XodhpdpmaHH-J1s ocobu, BianoBiganbHOI 3a 3AiNCHEeHHSA
Pow 174, (hapmakoHarnsigy; KOHTakTHoi ocobu 3

LLIseriapis; IBepc-
Jli Al, Weenuapis;

dapmakoHarnsay 3asiBHUKa Ans
34iicHeHHs dhapmakoHarnagy B YkpaiHi,




16 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
BUMNPOBYBaHHS SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI|
KOHTPOIO SKOCTI: ocobu, BianoBiganbHOI 3a 30iNCHEHHS
®.XoppmaHH-J1s hapmakoHarnsay (BKoYayy KOHTaKTHi
Pow T4, AaHi) Ta/abo 3mMiHK y po3milLeHHi macTep-
LLBenuapis; anna cuctemu papmakoHarnsgy) -
& . XoppmaHH-J1s 3MiHa KOHTaKTHOI ocobu, BignosigansHoi
Pow T4, 3a 3[iMCHeHHA hapmakoHarnagy B
LLisenuapis; Poww YkpaiHi: NMponoHoBaHa pegakuis — Mo
dapma AT, TeTtaHa KOpiiBHa. 3MiHa KOHTAKTHUX SAHUX
HimeuumnHa; KOHTaKTHOI ocobwu, BianoBiganLHoT 3a
BMNYCK cepii: 3AiCHEeHHA bapmakoHarnsay
& . XoppmaHH-J1s
Pouw JTg,
LLisenyapis
30. | BASUTPEH PO34mMH ANs iH'ekuin 20 TOB "HIKO" Ykpaina KoHTponb, Bunyck Ykpaina/ BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/14521/01/01
mr/mn, no 5 mn B cepii: Ipeuis marepianis: 3MiHu | Tuny - peuernmom
amnyni, no 5 amnyn B TOB "HIKO", AaMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BK
nauui 3 KapToHy YkpaiHa; nikapcbKkoro 3acoby - 3miHV BHECEHi woa0
HepoadacosaHuin Ha3BM Nikapcbkoro 3acoby. 3aTBepaXeHo:
npoaykKT, MEHTOKCU®IJTIH-H 3anponoHoBaHo:
nepBuHHa BASWNTPEH
ynakoBka,
BTOPUHHA
ynakoBka,
KOHTPOMb:
OEMO CA
PAPMACBIOTIKA
JTIHOACTPI,
peuis
31. BAJEPIAHU TabneTkn, BKPUTI MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx bes3 peuenma UA/8139/02/01
EKCTPAKT obonoHkoto, no 20 wr, "OITOPAPM" "OITODAPM" MaTepianis: 3miHu | Tuny - 3MiHK 3 SIKOCTI.
no 10 TabneTok B [oToBMI Nikapcbkuin 3acib. Cuctema
Gnictepi, no 5 6nictepis KOHTeWHep/3aKynoproBanbHuii 3acit.
B nayui; no 50 TabneTok 3MiHa po3Mipy ynakoBKM rOTOBOrO
y dnakoHax; no 50 nikapcbkoro 3acoby (iHLi 3MiHW) BBEOEHHS
TabneTtok y 6nictepax AopaTtkosoi ynakosku no 10 TabneTtok y
6nicTepi, no 5 6nicTepis y nayui 3
KapTOHY, 3 BiANOBIAHUMW 3MiHAMW Y P.
«YnakoBka». BBeaeHHs 3MiH npoTsarom 3-x
MicsILLiB NMicnsi 3aTBEPOKEHHS.
32. | BAJIbIMPOAT 300 - TabneTku TeBa I13painb Mepkne M'm6X HimeuumHa BHECEHHS 3MiH [0 peecTpauifiHmX 3a UA/15091/01/01
TEBA NPOSTOHroBaHoI Ajii no dapmaveBTikan (BupobHuuTteo MaTepianis: BunpaBneHHst TEXHIYHMX peuenmom
300 mr no 10 TabneTok y IHpacTpis N4, Hepo3dacoBaHoro NoMunoK, 3rigHo nn.4 n.2.4. posgainy VI

GnicTepi; no 6 ao 10
GnicTepis y kopobui

NpOAYKTY, [O3BIN
Ha BUMYCK cepil;
MepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPOMb cepii)

Haka3y MOS3 Ykpainu Big 26.08.2005p. Ne
426 (y pepakuii Hakady MO3 Ykpainu Big
23.07.2015 p Ne 460) — BunpaBreHHs
TexHiYHMXx nomunok y MKA, siki 6ynu
ponyuleHi npu peectpadii J13 (Hakas Ne
320 Big 06.04.2016 p.), Npn NepeHeceHHi
iHdopMmalLii 3 peecTpauinHOro Jocbe y




17

[IponoBxeHHs nonarka 3

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
po3aini «Cknagy».
TexHi4Hy MOMUIKY BUNpPaBneHo B
iHCTPYKUIii ANA MEAUYHOro 3aCTOCYBaHHS
Ta TeKCTi MmapkyBaHHsA y p. "Cknaa"
3asHaveHe BMNpaBneHHs BiAnoBigae
Marepianam peecTpauiiHoro 4oCLE.
33. | BANIbIMNPOAT 500 - Tabnetku TeBa I13painb Mepkne Mv6X Himeuunna BHECEHHS 3MiH 4O peecTpauifiHnX 3a UA/15091/01/02
TEBA NPOSOHroBaHoI Ajii no dapmaveBTikan (BupobHuuTteo MaTepianis: BunpaBneHHst TEXHIYHMX peuenmom
500 mr no 10 Tabnetok y IHpacTpis NTA. Hepo3dacosaHoro noMWUnoK, 3rigHo nn.4 n.2.4. posainy VI
6nictepi; no 6 aéo 10 npoaykTy, AO3BIN Haka3y MOS Ykpainu Big 26.08.2005p. Ne
6nicTepiB y kopobui Ha BUMNYyCK cepil; 426 (y pepakuii Hakazy MO3 Ykpainu Big
MepBuHHa Ta 23.07.2015 p Ne 460) — BunpaBneHHs
BTOPUHHA TexHiYHMx nomunok y MKA, aki 6ynn
ynakoBka, ponyuleHi npu peectpadii J13 (Haka3 Ne
KOHTpO-b cepii) 320 Big 06.04.2016 p.), Npn NepeHeceHHi
iHcpopmaii 3 peecTpauiiHOro ocke y
po3aini «Cknagy.
TexHi4YHy NOMUIIKY BUMPaBreHo B
IHCTPYKLUii ANs MeQMYHOro 3aCTOCYBaHHS
Ta TeKCTi MapkyBaHHs y p. "Cknaa"
3asHaueHe BMMNpaBneHHs BianoBigae
mMartepianam peecTpauifHoro JOChbe.
34. BAJIIbCAKOP® H 160 | Tabnetku, BKpUTI KPKA, a.a., Hoso CnoBeHis BUPOGHMK, CnoBeHis BHECEHHS 3MiH 4O peecTpauinHnX 3a UA/9451/01/01
NNiBKOBOK 0BOMNOHKOMO, MecCTo BignoBiganbHWUN MaTepianis: peuenmom
160 mr/12,5 mr no 14 3a BUPOOHULTBO 3MiHu | TMNY - NO4AHHSA OHOBIIEHOTO
Tabnetok y 6nictepi; no «in bulky, cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
2, no 4 abo no 6 nepBUHHE Ta chbapmakonei Bif, y>xe 3aTBepaAXeHOro
6nicTepis B kopobuj; no BTOPUHHE BMpOGHMKa (3anponoHoBaHo: R1-CEP
15 Tabnetok y 6nictepi; nakyBaHHs, 2000-091-Rev 03), gitoyoi peqoBuHU
no 2 abo 4 6nictepu B KOHTpOIb Ta rigpoxnopTiasng
Kopoo6ui BUNYCK cepii:
KPKA, a.4., HoBo
mecTo, CroBeHis;
BUPOOHMK,
BignoBsiganbHUN
3a KOHTPOb cepii:
KPKA, a.a., HoBo
MecTto, CrnoBeHis
35. | BAJIbCAKOP® H 80 TabneTkn, BKpUTI KPKA, a.4., Hoso CnoBeHis BUPOBHMK, CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/9450/01/02
nniBKOBOI 0BOIOHKOI, MecTo BiAnNoBiganbHUi marepianis: peuernmom

80 mr/12,5 mr no 14
Tabnetok y 6nictepi, no
2, no 4 abo no 6
GnicTepis B kopobuj; no
15 Tabnetok y 6nictepi;
no 2 a6o 4 6nictepu B
Kopoo6Li

3a BUPOBHULTBO
«in bulk»,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOSb Ta
BUMYCK cepii:
KPKA, a.a., Hoso
mecTo, CroBeHis;
BUPOGHMK,

3MiHu | TUNY - NogaHHSA OHOBMEHOTO
cepTudgikaTa BignoBigHOCTi €Bponeichbkii
dapmakonei Bifj y>xe 3aTBepKeHOro
BMpOGHMKa (3anponoHoBaHo: R1-CEP
2000-091-Rev 03), gitoyoi pevoBuHU
rigpoxnopTiasug
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[IponoBxeHHs nonarka 3

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
BignosiganbHUM
3a KOHTPOIb cepii:
KPKA, a.4., HoBo
mecTo, CrnoBeHis
36. BAJIbCAKOP® HD TabneTkn, BKpUTI KPKA, a.a., Hoso CnoBeHis BUPOGHMK, CnoBeHis BHECEHHS 3MiH 4O peecTpauinHuX 3a UA/9450/01/01
160 nniBKOBOK 0GOIOHKOIO, MecCTo BignoBiganbHWUN MaTepianis: peuenmom
160 mr/25 mr no 14 3a BUPOBHMLTBO 3MiHM | TUMY - NOAAHHS OHOBIIEHOTO
Tabnetok y 6nictepi; no «in bulky, cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
2, no 4 abo no 6 nepBuHHE Ta bapmakonei Bif y>xe 3aTBepAXeHOro
6nictepis B kopobLi; No BTOPUHHE BMpOoOHMKa (3anponoHoBaHo: R1-CEP
15 Tabnetok y 6nictepi; nakyBaHHs, 2000-091-Rev 03), gitoyoi pevoBuHu
no 2 abo 4 6nictepu B KOHTpOMb Ta rigpoxnopTiasng
Kopoo6ui BMNYCK cepii:
KPKA, a.a., HoBo
mecTo, CroBeHis;
BUPOOHMK,
BignoBsiganbHUN
3a KOHTPONb cepii:
KPKA, a.a., HoBo
mMecTto, CrnoBeHis
37. | BAHKOMIUMH-TEBA | niocinisat ans posunHy TOB «TeBa Ykpaina BMPOBHMLTBO 3a Hanis/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/16345/01/01
ans iHdysi no 500 mry Ykpaina» NOBHWUM LIMKITOM: Himeuunna matepianis: 3miHu Il Tuny - 3miHn WwWoao peuernmom
dnakoHi, no 1 donakoHy Kcenis Ge3nekn/edekTUBHOCTI Ta
y Kopobui dapmacbioTukan3 dapmakoHarnsaay. BHeceHHsa abo amiHa(u)
AnC, Oanis; 00 3000B'A3aHb Ta YMOB Buaaui
BUNYCK cepii: peecTpauiiHoro NOCBIAYEHHS, BKIOYaoumn
Mepkne M'm6X, MnaH ynpaeniHHA pusukamm
HimeuunHa (3acTocyBaHHS 3MiH(1), ki(a)
BMMaratoTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBMMMW 0OAATKOBUM
[aHuUMK, Lo MatloTb HaaaBaTucst
KOMMETEHTHUM OPraHoM, OCKiflbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OpraHoMm) - BukoHaHHs
3060B's3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NpoBEeAEHHS eKCNepTU3n PeecTpaLiiHnx
maTepianis Ha nikapcbki 3acobwu, Lo
NoAalTbCA Ha AepPXKaBHY peecTpalLliio
(nepepeecTpaliilo), a TaKoX ekcrnepTuan
mMaTepianis Npo BHECEHHS 3MiH 4O
peecTpauinHMX MaTepianis NpoTAromM Aiji
peecTpaLiiHOro NocBig4YeHHs,
3aTBepgkeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MOS Big 23.07.2015 Ne 460)
38. | BAHKOMILMUH-TEBA | niodpinizat ans po3ynHy TOB «TeBa YkpaiHa BMPOGHMLUTBO 3a Oanis/ BHECEHHS 3MiH [0 peecTpauifiHmX 3a UA/16345/01/02
ans iHdysin no 1000 mr YkpaiHa» NOBHWUM LIMKIOM: Himeuunna matepianis: 3minu Il Tuny - 3miHn WwWoao peuernmom

y dnakoHi, no 1
dnakoHy y KopobLli

Kcenis
dapmacboTvKans

6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsigy. BHeceHHs1 abo 3miHa(u)
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

AnC, Oanis;
BUWMNYCK cepil:
Mepkne 'mbX,
HimeuunHa

0o 3060B's13aHb Ta yMOB Buaaui

peecTpaLiiHOro NOCBIAYEHHS, BKIOYaoumn

MnaH ynpasniHHA pusnkamu
(3acTtocyBaHHs 3MiH(1), Ski(a)
BMMararoTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW JOAATKOBUM
OaHMMuU, WO MalTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifNbKM
BMMaraeTbCsl CyTTEBA OLjiHKa
KOMMETEHTHNM OpraHoMm) - BukoHaHHs
3000B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NpOBEeAEHHS eKCNepTU3n PeecTpaLiiHnx
mMaTepianis Ha nikapcbki 3acobu, LWo
noAalTbCs Ha AepXKaBHY peecTpaLiio
(nepepeecTpalito), a Takox ekcnepTusm
mMaTepianis Npo BHECEHHS 3MiH OO
peecTpauiiHix maTtepianis NpoTarom Aji
peecTpaLiiHOro NoCBigYeHHs,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)

39.

BEHITAH® ®OPTE

renb no 50 ry Ty6i; no 1

Ty6i B KAPTOHHI KOpobUi

CaHpos
dapmackioTikans
a.n.

CnogeeHis

Cantotac ®apma
m6X

HimevuunHa

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:
3MiHu | Tuny - 3MiHn wopo
Ge3nekn/edeKkTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHn
[0 y3aranbHEHNX 4aHNX Npo CUCTEMY
hapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy
apmakoHarnsay, 3MiHa YroBHOBaXXEHOT
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asiBHUKa ons
34iicHeHHs dapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOT
ocobu, BignoBiganbHoI 3a 3AiINCHEHHS
hapmakoHarnsiay (BKIoYaym KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
daiina cuctemun papmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOT
0cobu 3asBHUKa ANa 34iNCHEHHSA
dapmakoHarnsgy. 3miHa micus
30iCHEHHS OCHOBHOI AisiNbHOCTI 3
papmakoHarnsigy. 3miHa agpecu macTep-
avina

6e3
peuenma

UA/9314/01/01

40.

BEPTIFOXEEJIb

PO34MH Ans iH'eKLiN No
1,1 mn B amnyni; no 5
amnyn y KOHTYPHin

YapyHKOBIN ynakoBsLi; No

Bionoriwe
XannbmitTTenb
Xeenb 'M6X

Himeyunna

Bionoriwe
Xannbmittenb
Xeenb M'M6X

Himevuunna

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHK 3 sIKOCTi.
["oToBMI nikapcbkui 3acib. Cuctema
KOHTelHep/3aKynoptoBanbHuiA 3aci6.

3a
peuerimom

UA/5303/01/01




20 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
1 abo no 2 a6o no 20 3miHa po3Mipy yrnakoBKM FOTOBOrO
KOHTYPHUX YapyHKOBUX nikapcbkoro 3acoby (3miHa KinbKocTi
ynakoBOK y KopobLii 3 oavHuUb (Hanpuknag TabneTok, amnyn
KapTOHY TOLLO) B yrMakosL:) - 3MiHa nosa
[iana3oHOM 3aTBEPAXKEHUX PO3MIpIB
yNaKoBKM - BBEAEHHS 404ATKOBOI
ynakoBKun No 5 amnyn y KOHTYPHIN
YapyHKOBI YNakoBLii; N0 2 KOHTYPHUX
YapyHKOBWX YNaKkoBOK B KOpoOLli 3
KapToHy, 6e3 3MiHW nakyBanbHOro
mMaTepiany, 3 BiAnoBigHUMW 3MiHaMK Y p.
«YnakoBka». BBegeHHs1 3MiH NpoTaroMm 3-x
MicsILiB Micnsi 3aTBEPOXKEHHS.
41. FTACTPUKYMEIb Tabnetkn no 50 Bionoriwe Himeyumna Bionoriwe Himeyuunna BHECEHHS 3MiH 4O peecTpavuinHnX 6e3 UA/1629/01/01
TabneTok y KOHTeVHepi; XavnbmitTens Xannbmittenb marepianis: peuenma
no 1 KOHTenHepy B Xeenb M6X Xeenb 'M6X 3MiHM | TURY - 3MiHW, NOB'A3aHi 3
KopobLi 3 KapTOHY HeobXiaHICTI0 NpMBeAeHHs Y BiANOBIOHICTb
Ao moHorpadii PY abo €sponencokoi
dapmakonei, abo iHLWOI HauioHanNbHOT
dapmakonei gepxasu €C - 3MiHM y
Creundikauii APl ons MaTepuHCLKOT
TUHKTYpY Strychnos Nux-vomica, y 3B'a3ky
3 MPUAHATTAM BUMOT AJ151 KOHTPOIO
CMPOBUHU BIAMOBIAHO 40 YMHHOT
MoHorpadii €sp.Papm. «Nux-vomica for
homoeopathic preparations» 3amicte HAB
MOHorpadii Ipo CUPOBUHY 1 MaTEPUHCBKY
TUHKTYPY
42. FEKCAKCUM / cycneHsis Ans iH'ekuin CaHodi MacTep ®paHuis NOBHUI LUMKN ®paHuis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/13080/01/01
HEXAXIM BAKLUMHA | no 0,5 mn (1 gosa) B C.A. BMPOBHMLTBA, YropuuHa marepianis: peuernmom
ansa nornepegHL0 BUWMYCK Cepilt: 3MiHM | TUNY - 3mMiHa y MeToaax
NMPO®INAKTUKN 3aMoBHEHWX LUNpULAX 3 CaHodi MacTep BMNpobyBaHHsA APl abo BuxigHOro
OUOTEPII, NIPABUSA, | 1-eto (abo 2-ma) C.A., OpaHuis; maTepiany/npoMikHOro
KALLITIOKY okpemumu ronkamm Ne 1 BTOPUHHE npoaykTy/peareHTy, Lo
(ALUENIONAPHUN aboNe 10tay nakyBaHHs: SAT BMKOPUCTOBYETLCA Y NPOLEC
KOMMNOHEHT), dnakoHax Ne 10 "CaHodi-ABeHTic", BUpo6HMUTBa ADI (iHWi 3mMiHM y MeToAax
FENATUTY B YropwumHa BUNPOOYBaHHSA (BKIOYaK4M 3amiHy abo
PEKOMBIHAHTHA, nonoBHeHHs) A®I abo
noniomMieniTy BUXiQHOIO/MPOMIDKHOIO NPOAYKTY) - 3aMiHa
IHAKTUBOBAHA TA cepii BHYTPILWHLOro CTaHA4apTHOro 3paska
3AXBOPKOBAHDb, Ons Bu3HayveHHs D-aHTureHy ans gitoyoi
CNPUYUNHEHUX peyoBuHu (Poliomyelitis Concentrated
HAEMOPHILUS Trivalent Drug Substance) Ta rotoBoro
TUny B npoaykTy. 3anponoHoBaHo: cepist
KOH'IOTOBAHA, cTaHgapTHoro 3paska 07.07.15
AIICOPBOBAHA, TepmiH BBeAeHHS 3MiH - 1 BepecHs
PIOKA 2019 poky
43. FEMUMBIH niodini3aTt Ans po3ynHy AxTtasic rpyn AT Icnangis CivgaH ®apma PymyHis/ BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/7994/01/01
ans iHdysiv no 200 wmr, CPI, PymyHis; ITanisa marepianis: peuernmom

1 donakoH 3

AxTagic Itanis

3MiHuM | TUNY - 3miHa y TepMiHax
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Kpaina

[IponoBxeHHs nonarka 3

Peecmpayitina npoyedypa

Ymosu

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

C.n.A., Itanis

npuaaTHocTi abo ymoBax 36epiraHHs

eionycky

peecmpauyitiHo2o

noceio4yeHHs1

niodinizatom y
KapTOHHiIl kopobui

roTOBOro NMikapcbKoro 3acoby —

npuBeaeHHs yMoB 306epiraHHsi roTOBOro
nikapcbkoro 3acoby y BiANoBiAHICTb A0
opuriHanbHoi OKyMeHTaLlii BUpOBHWKa;
3MiHn | Tuny - 3MiHm 3 skocTi. FoToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro

nikapcbKoro 3acoby - NpuBeAeHHS!

MeTogiB KOHTPOSIO AKOCTi FOTOBOrO
nikapcbkoro 3acoby y BiANoBiAHICTb A0
peecTpaLiiHx MmaTepianis BUpOOHMKa.
BBeaeHHsA 3MiH npoTArom 6-tm micauis
nicns 3aTBepAXXeHHSA

3a

UA/7994/01/02

44.

FEMUUBIH

niodpinisat onsa posynHy
ans iHgysin no 1000 wmr,
1 dprakoH 3
niodpinizatom y
KapTOHHIN kopobLi

Acktasic rpyn AT

Icnangis

CingaH ®apma
CPI, PymyHis;
AxTasic Itania
C.n.A,, Itanis

PymyHis/
ITanis

BHECEHHS 3MiH 4O peecTpavuinHnX
marepianis:
3MiHM | TUNY - 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOro NiKapcbKoro 3acoby —
npuBeaeHHs YMOB 30epiraHHsi roTOBOro
nikapcbkoro 3acoby y BignoBigHICTb A0
opuriHanbHOI AOKyMeHTaLii BUPOOHWKa;
3MiHn | Tuny - 3MiHm 3 gKocTi. FoToBuN
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbKkoro 3acoby - NpuBeAEHHS!
MeTogiB KOHTPOIIO AKOCTi FOTOBOIO
nikapcbkoro 3acoby y BignoBigHICTb A0
peecTpauiiHux MaTepianis BUpobHUKa.
BBeaeHHs 3MiH npoTarom 6-t1 micauis
nicns 3aTBepAXeHHs
BHECEHHS 3MiH 0 peecTpauiiHnX

peuernmom

3a

UA/7994/01/03

45.

FEMUUBIH

niodinisart Ana po3ynHy
ans iHgysin no 2000 wmr,
1 donakoH 3
niodinizatom y
KapTOHHiI kopobLyi

AxTtasic rpyn AT

Icnangis

CingaH ®apma
CPI, PymyHis;
AxTagic Itania
C.n.A., Itanis

PymyHis/
ITanisa

MNonbwa

marepianis:
3MiHuM | TUNY - 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOro NiKapcbKoro 3acoby —
npvBeAeHHs1 yMoB 36epiraHHs rOTOBOro
nikapcbkoro 3acoby y BignoBigHICTbL A0
opuriHanbHoI AOKyMeHTaLlii BUPO6HWKa;
3MiHu | TUny - 3MiHu 3 sikocTi. FoToBMIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbKoro 3acoby - NpuBeAeHHS
MeTopiB KOHTPOMIO AKOCTi FOTOBOIO
nikapcbkoro 3acoby y BiANOBIAHICTb A0
peecTpauinHmX MaTepianis BUpobHUKa.
BBeaeHHs 3MiH npoTArom 6-TM micsuie
nicns 3aTBepAXeHHs
BHECEHHS 3MiH IO peecTpaLiiHnX

peuernmom

3a

UA/1978/01/01

46.

FEHCYIIH M30

CyCneHsia Ans iH'exuin,
100 O4/mn no 10 mny
dnakoHi, no 1 dnakoHy
B KQPTOHHI nayui; no 3

M1y KapTpuai; no 5

BIOTOH C.A.

Monblwa

BUPOBHWK,
BignoBsiganbHUN
3a BMPOOHULITBO,

nepBuUHHE i

BTOPUHHE

MaTepianis:
3MiHun Il Tuny - 3mMiHa y NepBUHHIN ynakosLi
rOTOBOrO fiKapCbKoro 3acoby - 3MiHu

peuerimom

3akynoptoBasbHoro 3acofy 3 ryMoBoi
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[IponoBxeHHs nonarka 3

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
KapTpumxiB y Gnictepi; nakyBaHHs, npobku 3 antoMiHiEBUM KOBMA4YKoM Ha
no 1 6nictepy B KOHTPOMb Ta anioMmiHieBy KpULLIKY 3 ABOLLAPOBUM
KapTOHHIN nayui BMNYCK cepii: ryMOBMM AUCKOM Ta NNacTUKOBOK
BIOTOH C.A,, (noninponineHoBOoI0) KPULLIKOK; CYNYTHS
MNonbLa; 3MiHa: 3MiHU y nNpoLeci BUpobHuUTBa
BMPOBHWK, roTOBOrO fikapCbKOro 3acoby, BKko4ao4m
BignoBiganbHWUN NPOMIXXHUI NPOAYKT, L0 3aCTOCOBYETLCS
3a KOHTPOMb cepii: npy BUPOBHMLITBI rOTOBOIO fiKapCbKoro
IHCTUTYT 3acoly - 3MiHW y BUPOBHUYOMY MPOLIECi:
BioTexHonorii Ta BVKOPVCTAHHS MUIOYOI MaLLWHK Ans
AHTUGIOTMKIB, nakoHiB, a TakoX oriakoHiB Ans
MonbLya 3anoBHEHHS i 3aKyMOpPIOBaHHS;
npoBeaeHHs cTepunisadii Ta
AeniporeHisauii donakoHiB y TyHeni Ans
cTepwvnisauii Ta geniporeHisadii npu
Temneparypi, Aka 3abesnevye
neniporeHisauito nakoHiB; Ta 3aMiHa
napoBoi cTepunisadii npobok 3a
A0MnoMoroto onepadivi ctepunisadii
KOMBiIHOBaHUX 3aKymnoproBanbHWUX
eremMeHTiB
47. FEHCYNIH M30 CycneH3ia Ans iH’exuin, BIOTOH C.A. MonbLa BUPOBHMK, MonbLwa BHECEHHS 3MiH [0 peecTpauiiHnX - UA/9809/01/01
100 O/mn in bulk: no BignoBsiganbHUN marepianis:
10 mn y cknsHomy 3a BUpPOGHMLTBO, 3MiHu |l TUny - 3MiHa y NepBUHHI ynakoBLi
dnakoHi; no 150 nepBuHHE i rOTOBOIO fiKapCbKOro 3acoby - 3MiHu
rakoHiB y NNacTUKOBIN BTOPUHHE 3aKynoptoBasnbHoro 3acoby 3 ryMoBoi
KaceTi; no 1 kaceTi y nakyBaHHs, npobku 3 antoMiHiEBUM KOBMNAYkoM Ha
Kopob6Li; KOHTPOMb Ta anioMiHIEBY KPULLIKY 3 ABOLLApPOBUM
in bulk: no 3 mn B BUMYCK cepii: ryMOBMM AUCKOM Ta NNacTUKOBOK
KapTpumxi; no 600 BIOTOH C.A,, (noninponineHoBOK) KPULLIKOK; CYNyTHSI
KapTpUoxis y MonbLya; 3MiHa: 3MiHM y npoLieci BUpobHuUTBa
NNacTuKoBIn kaceTi; no 1 BUPOGHMK, rOTOBOrO fikapCbKoro 3acoby, BkIo4aoum
KaceTi y kopobui BignosiganbHUN NPOMIXXHUIA NPOAYKT, LLO 3aCTOCOBYETLCA
3a KOHTPONb cepii: npuv BUPOBOHULTBI rOTOBOTO fiKapCbKOro
IHCTUTYT 3acoby - 3MiHW y BUPOBHUYOMY NPOLIECI:
BioTexHonorii Ta BUKOPUCTaHHS MUIOYOT MaLlIMHW ANs
AHTNOGIOTHKIB, nakoHiB, a TakoX ¢prakoHiB Ans
Monblya 3anoBHEHHS i 3aKyMOplOBaHHS;
npoBeAeHHs cTepunisauii Ta
AeniporeHisauji donakoHiB y TyHeni ans
cTepunisauii Ta geniporeHisauii npu
TemnepaTypi, sika 3abeanevye
AeniporeHi3auito donakoHiB; Ta 3amiHa
napoBoi cTepunisauii npobok 3a
[0rnomoroto onepadin crepunisadii
KOMBIHOBaHMX 3aKyrnopoBanbHMX
erieMeHTIB
48. FEHCYNIHH cycneHsis Ans iH'ekuin, BIOTOH C.A. Monbla BUPOGHMK, Monbwa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/1016/01/01
100 Og/mnno 10 mny BiAnoBiganbHUN MaTepianis: peuenmom

drakoHi; No 1 gonakoHy

3a BUpOBHMLTBO,

3MiHu |l TUny - 3MiHa y NepBUHHIV ynakoBLj




23 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
B KapPTOHHIN nayui; no 3 nepBuHHE i roTOBOrO fiKapCbKoro 3acoby - 3aMiHu
M B KapTpuaxi; no 5 BTOPUHHE 3aKynoptoBanbHoro 3acoby 3 ryMoBoi
KapTpumxis y 6nictepi; nakyBaHHs, npo6kM 3 antoMiHiEBMM KOBMa4koM Ha
no 1 6nictepy B KOHTPOIb Ta antoMiHIEBY KPULLIKY 3 ABOLLAPOBOD
KapTOHHIN nayui BUNYCK cepii: ryMOBOIO AMCKOBOIO Ta MONinponineHoBoo
BIOTOH C.A,, KPULLIKOIO; CYMYTHS 3MiHa: 3MiHM Y NpoLECi
MNonbuwa; BMPOGHMLTBA rOTOBOIO fiKapCbKoro
BUPOBHMK, 3acoby, BKITHOYa4M NPOMIKHUIA NPOAYKT,
BignoBiganbHUn LLIO 3aCTOCOBYETLCS NMPY BUPOBHMLTBI
3a KOHTPOIb cepii: rOTOBOIO MiKapCbKOro 3acoby - 3MiHu y
IHCTUTYT BMPOGHMYOMY NpOLECi: BUKOPUCTaHHS
BioTexHonorii Ta MMIOYOT MaLLUMHK Anst hrakoHiB, a Takox
AHTNOBIOTHKIB, briakoHiB Ans 3anoBHEHHS i
MonbLwa 3aKynoproBaHHS; NPOBEAEHHA cTepunisauii
Ta geniporeHisadii dnakoHiB y TyHeni ans
cTepunisauii Ta geniporeHisauii npu
TemnepaTypi, Ska 3abesnevye
neniporeHisauito nakoHiB; Ta 3aMiHa
napoBoi cTepunisadii npobok 3a
[OMOMOroo onepauin crepuniszadii
KOMBIHOBaHMX 3aKyrnopoBanbHMX
eNleMeHTIB
49. FEHCYNIHH cycneHsis Ans iH'ekuin, BIOTOH C.A. Monblwa BUPOGHMK, Monbwa BHECEHHS 3MiH 4O peecTpauinHnX - UA/9811/01/01
100 O/mn in bulk: no BignoBsiganbHUN marepianis:
10 mMn y cknsiHomMy 3a BUPOOHMLTBO, 3MiHwM Il TRy - 3mMiHa y NepBUHHIN ynakosLi
cnakoHi; no 150 NepBUHHE i rOTOBOIO fikapcbKoro 3acoby - 3MiHu
riakoHiB y NNacTUKOBIN BTOPUHHE 3aKynoptoBarnbHoro 3acoby 3 ryMoBoi
KaceTi; no 1 kaceTi y nakyBaHHs, npobku 3 antoMiHIEBUM KOBMa4YkoM Ha
kopobui; in bulk: no 3 mn KOHTpOrb Ta anoMiHIEBY KPULLIKY 3 ABOLLAPOBUM
B KapTpuaxi; no 600 BUMYCK cepii: ryMOBMM AUCKOM Ta NNacTUKOBOKO
KapTpUoxis y BIOTOH C.A,, (noninponineHoBOo) KPULLIKOK; CYNyTHS
nnacTUKoBIN kaceTi; no 1 MNonbLya; 3MiHa: 3MiHU y npoLieci BUpoGHMLTBA
KaceTi y kopobui BUPOGHMK, roTOBOrO fikapcbKoro 3acoby, BKIo4aum
BignoBiganbHWUM NPOMiXXHUI NPOAYKT, L0 3aCTOCOBYETLCA
3a KOHTPOnb cepii: npu BUpOBOHULTBI rOTOBOTO MikapCbKoro
IHCTUTYT 3acoby - 3MiHW y BUPOBHUYOMY MPOLIEC:
BioTexHonorii Ta BVKOPVCTaHHS MUIOYOI MaLLWHK Ans
AHTWBIOTUKIB, dnakoHiB, a TakoX ¢prnakoHis Ans
MonbLa 3aMOBHEHHS | 3aKyNOpIOBaHHS;
NPOBEAEHHs cTepunisalii Ta
AeniporeHisauii onakoHiB y TyHeni Ans
cTepunisauii Ta geniporeHisauii npu
Temneparypi, Aka 3abesnevye
geniporeHisadito donakoHiB; Ta 3aMmiHa
napoBoi cTepunisauii npobok 3a
[A0MoMOoroto onepadivi ctepunisadii
KOMBIHOBaHMX 3aKyrnoproBanbHUX
eremMeHTIB
50. FEHCYNIH P po3unH ans iH'ekuin, 100 BIOTOH C.A. Monblwa BUPOOHMK, MNonbwa BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/1613/01/01
OfO/mn no 10 mny BignoBiganbHUN MaTepianis: peyenmom




24 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
dnakoHi; no 1 dnakoHy 3a BUPOOHMLTBO, 3MiHwn Il TNy - 3mMiHa y NepBUHHIN ynakosLi
B KAPTOHHI nayui; no 3 NepBuHHE i rOTOBOrO fikapCbKoro 3acoby - 3MiHu
M B KapTpuaxi; no 5 BTOPUHHE 3aKynoptoBanbHoro 3acoby 3 ryMoBoi
KapTpumxiB y Gnictepi; nakyBaHHs, npobku 3 antoMiHiEBUM KOBMAYKoM Ha
no 1 Gnictepy B KOHTPOMb Ta anioMiHiEBY KPULLIKY 3 JBOLLAPOBUM
KapTOHHIN nayui BUNYCK cepii: ryMOBMM AUCKOM Ta NNacTUKOBOK
BIOTOH C.A,, (noninponineHoBOoI0) KPULLIKOK; CYNyTHS
MNonbLa; 3MiHa: 3MiHU y npoLeci BUpobHMUTBa
BUPOBHMK, rOTOBOrO flikapcbKoro 3acoby, BKIo4aoym
BignoBiganbHWUM NPOMIXXHUI NPOAYKT, LLO 3aCTOCOBYETLCA
3a KOHTpPOIb cepii: npuv BUPOOHWLTBI rOTOBOTO fikapCbKOro
IHCTUTYT 3acoly - 3MiHW y BUPOBHNYOMY MpOLIECi:
BioTexHonorii Ta BUKOPUCTAHHS MUIOYOT MaLUMHW Anst
AHTUGIOTHKIB, bnakoHiB, a TakoX (oriakoHiB Ans
MonbLa 3aMOBHEHHS | 3aKyMNOpIOBaHHS;
npoBeaeHHsA cTepunisadii Ta
AeniporeHisauii donakoHiB y TyHeni Ans
cTepwvnisadii Ta geniporeHisadii npu
Temneparypi, Aka 3abesnevye
neniporeHisauito nakoHiB; Ta 3aMiHa
napoBoi cTepunisadii npobok 3a
A0MnoMoroto onepadivi ctepunisadii
KOMBIHOBaHMX 3aKyrnopoBanbHKX
eremMeHTIB
51. FEHCYNIH P po34mnH ANnS iH'ekuin, 100 BIOTOH C.A. MonbLa BUPOBHMK, Monbwa BHECEHHS 3MiH [0 peecTpauiiHnX - UA/9810/01/01
Of/mn in bulk: no 10 mn BignoBsiganbHUN marepianis:
Y CKMSAHOMY ChNaKoHi; No 3a BUpPOGHMLTBO, 3MiHu |l TNy - 3MiHa y NepBUHHI ynakoBL;i
150 dprakoHiB y nepBuUHHE i rOTOBOrO fiKapCbKoro 3acoby - 3MiHu
NNacTuKoBin kaceTi; no 1 BTOPUHHE 3aKynoptoBarnbHoro 3acoby 3 ryMoBoi
KaceTi y kopobuli; nakyBaHHs, npobku 3 antoMiHiEBUM KOBMNAYkoM Ha
in bulk: no 3 mn B KOHTpOIb Ta anioMiHiEBY KPULLIKY 3 ABOLLApPOBUM
KapTpuaxi; no 600 BUMYCK cepii: ryMOBMM AUCKOM Ta NNacTUKOBOKO
KapTpuoxis y BIOTOH C.A,, (noninponineHoBO) KPULLIKOK; CYNyTHS
NnacTyKoBIN kaceTi; no 1 MonbLa; 3MiHa: 3MiHM Y Npoueci BUpOOHULITBA
KaceTi y kopobui BUPOGHMK, roTOBOrO fikapcbKoro 3acoby, BKIoYaum
BignoBsiganbHUN NPOMIXXHUIA NPOAYKT, LLO 3aCTOCOBYETLCA

3a KOHTPONb cepii:

IHCTUTYT
BioTexHonorii Ta
AHTNGIOTHKIB,
MonbLa

npuv BUPOOHWLTBI rOTOBOTO fiKapCbKOro
3acoby - 3MiHW y BUPOBHUYOMY NPOLIEC:
BUKOPWCTAHHSI MUIOYOI MaLLUWHK Ons
nakoHiB, a Takox nakoHiB ANs
3aMOBHEHHS | 3aKyMNOPHOBaHHS;
nNpoBeAeHHsi cTepunisauii Ta
AeniporeHisauji donakoHiB y TyHeni ons
cTepunisauii Ta geniporeHisauii npu
TemnepaTypi, sika 3abeanevye
AeniporeHi3auito donakoHiB; Ta 3amiHa
napoBoi cTepunisauii npobok 3a
[ornomoroto onepadin crepunisadii
KOMBIHOBaHMX 3aKyrnopoBanbHMX
€NEMEHTIB
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52. riaPOKOPTU3OH Masb O4Ha, S5mr/rno 3 r TOB "BANEAHT YkpaiHa dapmsaBoa MNonbwa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/4619/01/01
y Ty6i; no 1 Ty6i B DPAPMACBIOTIKA Enbca A.T. marepianis: peuenmom
KapTOHHIl kopobui n3" 3MiHN | TUNY - 3MiHK o IHCTpYKUii Ans
MEANYHOro 3aCTOCYBaHHSA A0 PO3AiniB
"OcobnueocTi 3acTocyBaHHA", "MobiyHi
peakuii”, BignosigHo 1o 6e3neku
3aCTOCyBaHHS [ito40i pe4OBUHW; 3MiHM |
TUMY - 3MiHW A0 IHCTpyKUii ANS MeauyHoro
3acTocyBaHHA Ao po3giny "Baaemogis 3
iHWKMK nikapcbkuMmn 3acobamu Ta iHLi
BMAM B3aeMogaii", BianosigHo oo 6esneku
3aCTOCYBaHHS it040i pe4OBUHM.
BBeaeHHs 3MiH npotaArom 3-x micauis
nicns 3aTBepAXeHHs
53. FHKIO EKCTPAKT NopoLLOK (cybcTaHuis) y TOB "BanaptiH Ykpaina Hinrbo JliBax Kurtawn BHECEHHS 3MiH [0 peecTpauiiHnX - UA/13621/01/01
CYXUH nonieTUneHoBnx dPapma” dapmacbioTikan marepianis: 3MiHu | Tuny -
nakeTax ans Ko., Iltg ApMmiHicTpaTuBHI 3MiHW. 3MiHa
BUPOOHMUTBA HaviMeHyBaHHs1 Ta/abo agpecu 3asBHUKA
HEeCTepUnbHNX (BNacHuka peecTpauinHoro NocBia4YeHHS)
nikapcbkmx opm 3MiHa agpecu 3asBHUKa
54, rniosomig kancynu no 20 mr no 1 AngoreH IlMNKo TTlrokcembypr BMpOGHMLUTBO 13, Ipnangis BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/13832/01/01
Kancyni y cawe; no 5 C.ap.n nakyBaHHs, MaTepianis: peuenmom
calle y nayui 3 KapToHy TEeCTyBaHHS, 3MiHuM | TUNY - 3MiHW, NOB'A3aHi 3
BMNYCK cepii: HeobXiAHICTIO NpMBeAEeHHS Y BiAMNOBIOHICTb
Evlen ®apma Ao moHorpadii Py abo €sponencokoi
JlimiTea, lpnangis; capmakonei, abo iHWOoi HaLioHanbHOT
nepBuUHHE i dapmakonei aepxasu €C - OHOBNEHHS
BTOPUHHE danny ASMF (nigposginu 3.2.S.3.2
nakyBaHHs: Domiwkw, 3.2.S.4.1 Cneumndpikauis,
MinmayHT 3.2.5.4.2 AHanitTnyri metoaukm, 3.2.5.4.4
Xenckea JlTa, AHani3 cepill) Ha aKTVBHY PEYOBUHY —
Ipnangis Temo3onomia: 3anponoHoBaHo: ®ann Ha
akTuBHy peyoBuHy (ASMF) Bepcia AP —
5.0
55. rniosomia kancynu no 100 mr no 1 AngoreH IMNKo Trokcembypr BMpOGHMUTBO 13, IpnaHpis BHECEHHS 3MiH 0 peecTpauifHmX 3a UA/13832/01/02
Kancyni y cawe; no 5 C.ap.n nakyBaHHS, MaTepianis: peuenmom
calle y naJui 3 KapToHy TecTyBaHHS, 3MiHuM | TUNY - 3MiHK, NOB'A3aHi 3
BUMYCK cepii: HeobXiaHICTI0 NpMBeAEeHHS Y BiANOBIOHICTb
Evlen ®apma no moHorpadii ®Y abo €sponencokoi
JlimiTen, lpnaxgis; capmakonei, abo iHWOoi HaLioHanbHOT
nepBUHHE i dapmakonei aepxasu €C - OHOBINEHHS
BTOPUHHE danny ASMF (nigposginu 3.2.S.3.2
nakyBaHHs: Oowmiwkn, 3.2.S.4.1 Cneumndikauis,
MinmayHT 3.2.5.4.2 AHaniTn4Hi metoauku, 3.2.5.4.4
Xenckea JlTa, AHani3 cepill) Ha aKTMBHY PEYOBUHY —
IpnaHais Temo3sornowmia;: 3anponoHoBaHo: ®ann Ha
akTuBHy peyoBuHy (ASMF) Bepcis AP —
5.0
56. rniosomig kancynu no 180 mr no 1 AngoreH IMNKo TTrokcembypr BMpOGHMLUTBO 13, IpnaHpis BHECEHHS 3MiH 10 peecTpauifiHnX 3a UA/13832/01/03
Kancyni y cawe; no 5 C.ap.n nakyBaHHs, MaTepianis: peyenmom
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cawle y nadui 3 KapToHy TeCTyBaHHS, 3MiHuM | TUNY - 3MiHK, NOB'A3aHi 3
BMNYCK cepii: HeobXiaHICTI0 NpMBeAeHHS Y BiANOBIOHICTb
EnlreH dapma 0o moHorpadii dY abo €BponencbKoi
Nimiten, Ipnanais; dapmakonei, abo iHLWOI HalioHanbHOT
NEPBUHHE i capmakonei gepxaeun €C - OHOBNEHHS
BTOPUHHE danny ASMF (nigpo3sginu 3.2.S.3.2
nakyBaHHS: Oomiwkn, 3.2.S.4.1 Cneumndikauis,
MinmayHT 3.2.5.4.2 AHaniTnyHi metoauku, 3.2.5.4.4
Xenckea J114, AHani3 cepill) Ha aKTMBHY PEYOBUHY —
Ipnangis Temo3onomia: 3anponoHoBaHo: ®ann Ha
aKkTuBHy peyoBuHy (ASMF) Bepcis AP —
5.0
57. rniosomig kancynu no 250 mr no 1 AngoreH IlMNKo TTlrokcembypr BMpOGHMLUTBO 13, Ipnangis BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/13832/01/04
Kancyni y cawe; no 5 C.ap.n nakyBaHHs, MaTepianis: peuenmom
calle y naJui 3 KapToHy TeCcTyBaHHS, 3MiHuM | TUNY - 3MiHK, NOB'A3aHi 3
BMNYCK cepii: HeobXiAHICTIO NpMBEAeHHS Y BiAMNOBIOHICTb
EnlreH ®apma 0o MoHorpadii dY abo €Bponencbkoi
Nimiten, Ipnanais; dapmakonei, abo iHLOI HaLioHaNbHOT
nepBuHHE i dapmakonei gepxasun €C - OHOBNEHHS
BTOPUHHE danny ASMF (nigposginu 3.2.S.3.2
nakyBaHHS: Oomiwkn, 3.2.S.4.1 Cneumndikauis,
MinmayHT 3.2.5.4.2 AHanitnyHi metogukun, 3.2.5.4.4
Xenckea J14, AHani3 cepill) Ha aKTVBHY PEYOBUHY —
IpnaHgis Temo3onomia: 3anponoHoeaHo: dann Ha
akTuBHy peyosuHy (ASMF) Bepcis AP —
5.0
58. rMIOKO30- NMOPOLLIOK A030BaHUiA, 75 MAT "dapmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX bes UA/0758/01/01
TONEPAHTHUA r/naket, no 75,75 r MaTepianis: 3miHu | Tuny - peuenma
TECT NopoLLKy B nakeTi, no 1 ApgMmiHicTpaTuBHI 3MiHW. 3MiHa

nakeTy B nauyui

HaviMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaMXEHHS OinbHOCTI
BUPOGHKMKa/iMnopTepa roToBOro
nikapcbKoro 3acoby, BKMHOYaYM AinbHUL
BUMNYCKy cepii abo MicLie npoBeAeHHs
KOHTPOIO SIKOCTI. (BiiNbHICTb, 3a SIKy
BiZNoBigae BMPOOHUK/imnopTep,
BKITHO4AK04M BUMYCK Cepiil) 3MiHa agpecu
BUpOoGHYMKa M3, 6e3 3miHu micusi
BMPOGHMLTBA.(3MiHa IOpUaNYHOI agpecun
Ha bakTuyHy). BBeaeHHs 3MiH npoTarom
6-Tn MicsiLiB nicnsa 3aTBEpAXEHHS. 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBMIA NiKApCbKNUIA
3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHs
roTOBOro NMikapCbkoro 3acoby (36inbLIeHHs
TEPMiHY NpUaAaTHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [nsi Toprosoi
ynakoBKM (NiATBEPAXKYETLCSH AaHUMM
peanbHOro 4acy) 36inbLIeHHs TepMiHy
NpUAATHOCTI rOTOBOIO NiKapCbKOro
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50.

KAPOIHC®

3acoby. 3aTBepaKeHo: 3 poku.
3anponoHoBaHo: 4 pokn. 3MiHu | Tuny -
3MmiHun 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeiichbkii
capmakonei/MmoHorpadii. 3MiHK, NoB'A3aHi
3 HeoOXigHiCTIO NpUBEeAEHHS Y
BigNOBIgHICTb A0 MoHorpadii APY abo
€BponeWcbKoi hapmakonei, abo iHLWoi
HauioHanbHoi bapmakonei gepxasu €C
(3miHa y cneumdikauisx, nos'sa3aHa 3i
3MiHamu B [1®Y, abo €Bponencbkin
cbapmakonei, abo iHLWiN HauioHanbHin
dapmakonei gepxasu €C) npuBeaeHHs
cneuudikauii Ta meTogis BUNpobyBaHHS
[itoY0i pevoBmHM [MHOKO3M MOHorigpaT 4O
BUMOr MoHorpadii EP, 3okpema: - amiHeHO
CAS Homep; - BHECEHHS 3MiH 40
cneumdikauii Ta meTogis BUNpobyBaHHSA
3a nokasHukamu "Onuc”, " Po34umHHicTb"
"lgeHTudikauis", "MposopicTb po3ynHy",
"Bopa"; - BBeAEHHS 404aTKOBUX
nokasHukiB "MuToMa enexkTponpoBigHIiCTL",
"CynposigHi gomiwwkun", "OekcTpuHn",
"Po34mnHHi kpoxmanu, cynbditn",
"KinbkicHe BU3Ha4YeHHs"; - BUNYyYeHHs
nokasHuKiB " CTOPOHHI LlyKpU, PO34YMHHUIA
KpOoxMmarnb, AekcTpunun", "Xnopugn",
"Cynbaitn", "Cynbdatun”, "ApceH",
"Bapin", "Kanbuinn", CBuHeLp y uykpax”,
"CynbgaTHa 3ona".

TabneTku, BKpUTI
NniBKOBOI 0BOIOHKOM,
no 10 mr no 10 TabeTok
y nepcopoBaHomMy
6nicTepi; no 1 abo 3
fnictepu y KapTOHHIN
Kopoo6Li

BepiHrep
IHrenbxanv
IHTepHewwHn Mmb6X

Himeyumna

BUPOGHMLTBO,
nakyBaHHs1,
MapKyBaHHS,
KOHTPOMb SIKOCTI,
BUMYCK cepii:
BepiHrep
IHrenbxanm
Papma 'M6X i Ko.
KI, HimeuyunHa;
anbTepHaTUBHa
ainbHUUA ans
BTOPWHHOIO
naKyBaHHs:
®apwmllor dapma
TNopxicTik TM6X,
HimeuuuHa;
LLteremaHH
JIboHdepnakyHreH

yHA JloricTiwep

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHM | TRy - 3MiHW A0 IHCTPYKLIT Ans
MeAMYHOro 3acTOCyBaHHS A0 po3ainis
"OcobnueocTi 3acTocyBaHHs", "MobiuHi
peakuii” 3rigHO pekomeHaaLin
dapmakonoriYHoro KOMITEeTY 3 OLiHKN
pusnkis (PRAG). BBepeHHsA 3miH
npoTArom 3-x MicsuiB nicnsa
3aTBepAKEHHSA

3a
peuerimom

UA/14980/01/02
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Cepgice. K,,
HimeyuunHa
60. IXKAPOIHC® TabneTku, BKPUTI BepiHrep Himeuumna BUPOGHMLTBO, Himevuunna BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/14980/01/01
nniBKOBOK 0GOIOHKOIO, IHrenbxanm nakyBaHHs, MaTepianis: peuenmom
no 25 mr no 10 TabeTok IHTepHewwHn MeX MapKyBaHHS, 3MiHM | TURy - 3MiHW OO0 IHCTPYKLIT Ans
y nepcpopoBaHomy KOHTPOMb SKOCTI, MEANYHOro 3aCTOCYBaHHSA A0 PO3AiniB
6nictepi; no 1 abo 3 BMNYCK cepii: "OcobnuBocTi 3acTocyBaHHs", "IMobiuHi
BnicTepn y KapTOHHil BepiHrep peakuii” 3rigHo pekomMeHaaLin
KopobuLi IHrenbxanm dapmMakonoriYyHOro KOMITeTy 3 OLIHKM
dapma MmbX i Ko. puankie (PRAG). BBeaeHHA 3MiH
KI, HimeudunHa; npotarom 3-x MmicAuiB nicns
anbTepHaTBHA 3aTBepAKEeHHSA
ainbHUUA ans
BTOPUHHOIO
naKyBaHHs:
dapwmflor dapma
TNopxicTik MMBX,
HimeuumnHa;
LLiteremaHH
JTboHdepnakyHreH
yHA NoricTiwep
Cepgice. K,,
HimeyuunHa
61. | AXKICI @O/ GC CycCrneH3ia Ans iH'ekuin M.BIOTEK Benuka "piH Kpocc Kopes BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/16223/01/01
FLU no0,5mnTta0,25 Mmny TIMITEQ BputaHis KopnopewnH marepianis: 3MiHM LWOA0 peuernmom

BAKLMHA Ans
NPO®INAKTUKM
reuny
(PO3LLEMNEHUIA
BIPIOH,
IHAKTUBOBAHWMI)

nonepegHLo
HaMoBHEeHUX LWNpuLax
Ne1, Ne10

6e3nekn/edekTUBHOCTI Ta
apmakoHarnsagy (iHLwi 3miHm)
[opaBaHHs TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNakoBOK
YKPaiHCbKOK MOBOI 3 METOIO NPUBEAEHHS
y BiAnNoBigHicTb Ao BuMor Hakazy MO3
Ykpainn Ne 426 Big 26.08.05 (y pegakuii
Hakasy MOS YkpaiHn Ne460 Big
23.07.2015 p.). 3amina rpacpiyHoro
0POPMIIEHHS CTUKepPa, L0 HaKMeeTbCs
Ha BTOPUHHY YNaKOBKY Ha TEKCT
MapKyBaHHS; 3MiHW B aKTVBHI PEYOBUHi
CEe30HHUX, NepeanaHaeMiyHnx abo
naHAeMiYHUX BaKUMH NpoTu Bipycy rpuny
noAnHN (3aMiHa WwTamy(iB) y CE30HHUX,
nepeanaHaeMivHnx abo naHaeMIHHMX
BaKLUMHax NpoTu BipyCy rpuny NoanHN)
3MiHa WTamMoBOro ckrnagy BakuuHu Ans
npodinakT1k rpuny BignoBigHoO 40
pekomeHgauin BOO3 ans lMiBHi4HOT
niBkyni cesoHy 2018-2019 pp.
3aTBEpOXEHO: OYULLIEHWI IHAKTUBOBaHWI
BipyCHWUI aHTUreH rpuny Tuny A
[A/Singapore/GP1908/2015 nogibHun
Bipycy IVR-180 (H1N1)]; ounienui
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Ne Ha3ea nikapcbko20
n/n 3acoby
62. | AUKNO®EHAK-
300POB'A

iHAKTVBOBaHWI BIPYCHUIA aHTWUrEeH rpuny
Tuny A [A/Hong Kong/4801/2014
noai6Hun Bipycy NYMC X-263B (H3N2)];
OYMLLEHU IHAKTMBOBAHWIA BIPYCHWUI
aHTureH rpuny Tuny B
[B/Brisbane/60/2008].
3anponoHoBaHO: OYMLLEHUIA
iHaKTMBOBaHWI BiPYCHWUI @HTUIEH rpuny
Twuny A [A/Michigan/45/2015
(HAN1)pdmO9-noaibHmin —
(A/Singapore/GP1908/2015, IVR-180) - 15
MKF; OYULLIEHWI iHAKTUBOBAaHWI BipYCHUIA
aHTureH rpuny Tuny A
[A/Singapore/INFIMH-16-0019/2016
(H3N2)-nogibHuin — (A/Singapore/INFIMH-
16-0019/2016] - 15 MKr; ouULLEHWIA
iHaKTMBOBaHWI BiPYCHWUI aHTUIEH rpuny
Tuny B [B/Colorado/06/2017 nogi6Hwi
(B/Victoria/2/87/niHis)-nogibHnn —
B/Maryland/15/2016, NYMC BX-69A].

63.

AUCMNOPT®

renb 1 % no 30 r abo no
50 ry Ty6i; no 1 Ty6i B
KapTOHHIl kopobui

ToBapwucTtBo 3
obmexeHo
BiANOBIgaNbHICTIO
"papmaueBTnYHa
KOMMNaHis
"3popoB's"”

Ykpaina

ToBapucTBo 3
obmexeHo
BigNoBiganbHIiCTIO
"®apmaueBTUYHa
KOMNaHis
"3nopos's"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHu | Tuny -
ApgMmiHicTpaTuBHI 3miHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asiBHUKa
(BNacHuka peecTpauinHoro NocBiAYEHHS)
3miHa agpecy 3asiBHMKa: BBegeHHs 3MiH
npoTArom 6-T1 MicsAuiB nicns
3aTBEpAKEHHSA
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW.
3miHa HaiMeHyBaHHs Ta/abo agpecu
MiCUsi NPOBaKEHHS AiSNbHOCTI
BUPOGHKMKa/iMnopTepa roToBOro
nikapcbkoro 3acoby, BKMHOYayu AinbHuULI
BUMNYCKy cepii abo MicLie npoBeAeHHs
KOHTPOIO SIKOCTI. (BiNbHICTb, 3a sSIKy
BignoBigae BUpobHuK/imnopTep,
BKITHOYAK04M BUMYCK cepin) 3miHa agpecu
BMPOGHMKa, 6e3 3MiHW micus
BMPOGHMUTBA.

BBeneHHs 3MiH NpoTArom 6-Tu Micsiuis
nicnsi 3aTBEpPOXKEHHS.

6e3
peuenma

UA/1539/01/01

NMOPOLLIOK A1 PO34UHY
ans iH'ekuin, no 300 O[;
1 chnakoH 3 MOPOLLUKOM Y
KapTOHHIl kopoOLi

INCEH ®APMA

®paHuis

INCEH BIO®APM
NIMITEL

BEJNNKA
BPUTAHIA

BHECEHHS 3MiH IO peecTpauiiHnX
marepianis:
3MiHu | Tuny - 3MiHKn Wwoao
6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo amiHu
[0 y3aranbHeHUX faHuX Npo cuctemy
hapmakoHarnsiay (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy

3a
peuenmom

dapmMakoHarnsagy, 3mMiHa ynoBHOBaXXeHOI

UA/13719/01/02
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ocobwu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnsiay; KOHTakTHoi ocobu 3
hapmakoHarnsay 3asiBHuKa ans
3[iNcHeHHs hapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiMiHHa Bifj, yNTOBHOBaXEHOI
ocobu, BianoBiganbHOI 3a 30iNCHEHHS
apmakoHarnsagy (BKoYaoyy KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
anna cuctemu papmakoHarnsgy) -
3MiHa ynoBHoBaxeHoi ocobwm,
BiANoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnagy: lNponoHoBaHa pegakuis
— [-p Nitep Wynbu (Peter Schulz). 3mina
KOHTaKTHUX AaHWUX YNOBHOBaXeHOi 0cobu.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
0ocobu BignoBiganbHoI 3a 34iNCHEHHSA
dapmakoHarnsgy B YKpaiHi

3a

UA/13719/01/01

64.

AOUCMNOPT®

NMOPOLLIOK A1 PO34UHY
ons iv'ekuin no 500 OL;
1 dhnakoH 3 MOPOLLUKOM y
KapTOHHIN kopobLi

INCEH ®APMA

®paHuia

INCEH BIO®APM
NIMITEL

BENNKA
BEPUTAHIA

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3aranbHeHUX faHux Npo cuctemy
hapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
ocobu, BianoBiganbHOI 3a 30iNCHEeHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
(hbapmakoHarnsiay 3asiBHUKa ans
34iicHeHHs dapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHOI
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
hapmakoHarnsiay (BKIoYaym KOHTaKTHi
AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-
(hanna cuctemu papmakoHarnagy) -
3miHa ynoBHOBaxeHoi ocobw,
BiANOBIgANbHOI 3a 3AiNCHEHHS
dapmakoHarnagy: lNponoHoBaHa pegakuis
— O-p Nitep Wynby (Peter Schulz). 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXeHOi 0cobu.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu BianoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsgy B YkpaiHi

peuernmom

65.

DIA3ONIH-AAPHULIA

Tabnetkun no 100 mr no
10 TabneTokK y KOHTYpPHin
YapyHKOBIW ynakoBLii; Nno
1 KOHTYPHIV YapyHKOBIW
ynakoBuUi B nayui

MpAT
"®apmaneBTnyHa
dipma "OapHuuga"

YkpaiHa

MpAT
"®apmaueBTnyHa
cipma "[apHuusa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TUNY - 3MiHa agpecn BUPObHWMKa
Ad| mebrigponiHy, 6e3 3miHu micus
BMpoOHMUTBA. BBeAeHHs 3MiH NpoTArom
6-TU MicsLiB nicns 3aTBepAXEHHSA

6e3
peuyenma

UA/0278/01/01

66.

OIAKOBAN

TabneTku, BKpUTI

KYCYM

IHgisa

KYCYM

Inpis/

BHECEHHS 3MiH 40 peecTpauiiHnx

3a

UA/16294/01/01
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

nniBKOBOK 0GOIOHKOIO,
no 500 mkr no 10
Tabnetok y 6nictepi; no
3 abo no 10 6nictepiB y
KapTOHHIN ynakoBLj

XENTXKEP NBT
nTa

XENTXKEP MNBT
NTA, IHgia
abo
TOB "KYCYM
DAPM", YkpaiHa

Ykpaina

marepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Yy
BUPOGHMLTBI. 3aMiHa abo BBEAEHHS
[0[aTKoBOI AinbHULI BUPOBHULTBA ANs
YacTnHU abo BCbOro BUPOBHMYOro
npoLiecy roToBOro rikapcbKkoro 3acoby
(AiNbHMUS ANS BTOPUHHOMO NakyBaHHS)
BBEJEHHSA 00AATKOBOI AiNbHUL
Bupo6HuuTBa M3. 3mim | Trny - 3miHn 3
skocTi. FoTOBMIA Nikapcbkuid 3acib. 3miHn y
BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpoBHMLTBA 4ns
YacTnHU abo BCbOro BUPOGHNYOro
npoLiecy roToBOro nikapcbkoro 3acoby
(BiNbHUUSA ANS NEPBMHHOIO NaKyBaHHS)
BEOEHHS [OA4AaTKOBOI AinNbHULUI
Bupo6HuuTea M3. 3mitu | Trny - 3miHm 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BUPOOHMLTBI. 3amiHa abo BBeAEHHS
[0AaTKOBOI AinbHULI BUpOBHMLTBA Ans
YacTnHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro fikapcbkoro 3acoby
(BinbHMUS, Ha siKi NpoBoAATLCS OyAb-siKi
BMPOGHUWYI cTagii, 3a BUHATKOM BUMYCKY
Cepiil, KOHTPOIIO AKOCTi, MEPBUHHOTO Ta
BTOPWHHOIO MaKyBaHHS, A5t
HeCcTepuIbHMX Nikapcbkux 3acobis)
BBEJEHHS 40AATKOBOI AiNbHUL
Bupo6HuuTBa M3. 3miHu | Tuny - 3miHm 3
sikocCTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOBHMLTBI. 3MiHa imnopTepa/3amiHu, Wwo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOM0
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby
(3amiHa abo gopaBaHHS BUPOBOHMKA, LLO
BiMNOBigae 3a BBE3eHHs Ta/abo Bunyck
cepii) - Bkntoyatoun
KOHTpOnb/BUNPoOyBaHHSA cepii BBEAEHHSA
[04aTKoOBOI AinbHuui BupobHuuTea 13

peuenmom

67.

MOLETAKCEN-
BICTA

KOHLeHTpaT Ans
PO34mnHy Ans iHdyasin, 20
mr/mn; no 1 mn (20 mr),
abo no 4 mn (80 mr),
abo 7 mn (140 mr) y
drnakoHi; No 1 donakoHy
B KapTOHHIl kopobLi

Mictpan Kenitan
MeHemKMeHT
TNimiten

Benuka
BputaHisa

AxTagic Itania
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | TNy - 3MiHW 4O IHCTPYKUii Ans
ME[IMYHOrO 3aCTOCYBaHHS y po3ginu:
"dapmakonoriyHi BnactmeocTi",
"B3aemogisi 3 iHW1MK fikapCbKuMm
3acobamu Ta iHWi BUan B3aemopiin",
"OcobnueocTi 3acTocyBaHHS" (Y T. Y.
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”), "Cnocié
3aCToCyBaHHsA Ta Jo3un",
"Mepeno3yBanHs", "MobivHi peakuii”

3a
peuenmom

UA/13982/01/01




32 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
BiANOBIAHO A0 iHbopMalLii pedepeHTHoro
nikapcbkoro 3acoby TAKCOTEP®.
BBeaeHHsA 3MiH npoTArom 6-tm micauis
nicns 3aTBepAXXeHHSA
68. EBKABAII® emynecisa, 3 /10 B 100 Ecnapma M'm6X HimeuyunHa BUWMNYCK cepil: HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnx bes UA/5753/01/01
BAIIb3AM r, no 25 mn, a6o no 40 Ecnapma 'm6X, MaTepianis: 3miHu | Tuny - 3MiHM 3 SKOCTI. peuenma
mn, abo no 100 mn B Himeuumnha; [oTOBWI Nikapcbkuii 3aci6. 3MiHn y
Ty6i, no 1 TyGi B BUPOBHMLUTBO BUPOOBHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
KapTOHHiI kopobui Hepo3dacosaHoro CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO
npoayKTy, SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
nepBuHHE (3amiHa abo foaaBaHHSA BUPOGHMKA, LWO
nakyBaHHs, BiAnoBigae 3a BBe3eHHsA Ta/abo Bunyck
BTOPUHHE cepii) - He Bkntoyatoum
nakyBaHHs, KOHTpOnb/BMNpobyBaHHS cepii - 3amiHa
KOHTPOMb SKOCTI: BMPOGHMKa BiANOBIAanbHOro 3a BUMYCK
TlixTenxenbar cepii (Jlixrenxenbar MM6X
mM6X dapmauesTuyHa Pabpuka, HimewunHa Ha
dapmaueBTUyHa Esparma GmbH, Germany/Ecnapma
abpwuka, 'm6X, HimewunHa , y 38’a3ky 3
Himeyunna nepepo3noainoM dyHKLiN KOHTPAKTHMUX
BMPOGHWKIB. BBEAEHHs 3MiH MpoTArom 6-
TV MICALIB NiCNs 3aTBEPOXKEHHS.
69. EBPA® nnacTump - TOB "[O>x0HCOH & Pociicbka BUPOBHMLUTBO Himeyuunna/ BHECEHHS 3MiH 4O peecTpauinHnX 3a UA/2051/01/01
TpaHcaepMarnbHa [xoHCcoH" depepauis Hepo3dacoBaHOro Benbrisa MaTepianis: peuenmom
TepaneBTU4YHa cucTema npoaykTy Ta 3MiHM | Tuny - 3mMiHa y MeToaax
(TTC), no 1 nnactupy B nepBUHHA BUNPoBYyBaHHS rOTOBOrO NiKapCbKOro
nakerTi i3 mamiHOBaHOro ynakoska: JITC 3acoly - nepexia 3 po3paxyHky 6yab-gKoi
nanepy i antomiHieBoi JlomaHH [OOMILLKV BiHOCHO CyMMU MiKiB CiH- i @HTi-
donbru; no 3 naketn B TepaneBTUYHiI HOpenrecTpoMmiHa Ha po3paxyHOK
NPO30pOMY MakeTuKy 3 Cwnctemu AT, BiJHOCHO MIIOLLi MiKy eTMHUNEeCcTpaaiony,
nonimepHoi nnieku; Mo 1 HimeyuunHa; YTOYHEHHSs cneuudikaii BignosigHo oo
abo 3 npo3opux BTOPUHHA marepianis BUpoOHWKa; 3MiHu | Tuny -
nakeTuku (3 3 abo 9 ynakoBka Ta 3MiHa napameTpiB cneumdikauin Ta/abo
nnacTpsMmn) pa3om 3i BUNYCK cepii: [0NYyCTUMMUX MEX rOTOBOTO JTiKapCbKOro
cneuianbHUMK AHcceH 3acoby - NpuBEeAeHHsI pernameHTaLii 3a
Haknemnkamm Ha dapmaueBTUKa nokasHukom «MikpobionoriyHa uncrora» y
Kanengap Anga no3Ha4vok HB, Benbris BignosigHicTb 8o EP; aminn Il Tuny - 3miHa
Npo BUKOPUCTAHHSA napameTpiB cneuudikauin Ta/abo
nnactupy (TTC) y [OMyCTUMUX MEX rOTOBOTIO NMiKapCbKoro
KapTOHHIN yrnakoBLii 3acoby (3miHa 3HaxoauTbCA nosa
3aTBEPKEHUMU JOMYCTUMUMU MEXKaMM
cneuudikauin)
70. EK3EMECTAH - TabneTkn, BKpUTI Mictpan Kenitan Benuka CiHpaH dpapma PymyHis BHECEHHS 3MiH IO peecTpaLiiHMX 3a UA/14554/01/01
BICTA nniBkoBOK 0GOMOHKOI, MeHeXMeHT BpuTtaHis C.PN marepianis: peuenmom
no 25 mr; no 10 NimiTen 3MiHM | Tuny - 3mMiHa B ymoBax 306epiraHHsi
Tabnetok y 6nictepi; no roTOBOrO nikapcbKoro 3acoby
3 abo no 10 GnicTepiB y
nayui 3 KapToHy
71. | EHANANPUN-HL- Tabnetkn, 10 Mr/12,5 wmr, ToBapucTso 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX 3a UA/1350/01/01
300POB'A no 20 a6o no 30 obmexeHo obMexeHo matepianis: 3miHu | Tuny - peuyenmom
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

Tabnetok y Gnictepi; no
1 6nicTepy B KapTOHHIN
KopobLi

BignoBiganbHICTO
"papmaueBTUYHa
KOMMNaHisa
"3nopos's"

BiANOBIgANbHICTIO
"®apmaueBTUYHa
KOMNaHisa
"3popos'a"

AamiHicTpaTuBHi 3miHW. 3MiHa
HalimMeHyBaHHSA Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpaLinHOro NocBig4eHHs) -
3MiHa agpecu 3asiBHUKa. BBeaeHHs 3miH
npoTArom 6-Tn MicsauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny -
AfmiHicTpaTuBHi 3miHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaMKEHHA AiANbHOCTI
BMpObHWKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKMHOYayu AinbHULI
BWMNYCKy cepii abo MicLie npoBedeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BMPoOHUK/imnopTep,
BKITO4AKUM BUMYCK Cepilt) - 3MiHa agpecu
BMPOGHMKa ToBapncTBO 3 06MEXEHOI0
BignosigansHicTio "dapmaueBTnyHa
KoMnaHisi "3gopoB'a", 6e3 3amMiHu micus
BUpPOOHMLTBA. BBEAEHHSI 3MiH MpoTAromM
6-TK MicsLiB nicns 3aTBepaXKeHHs. 3MiHu |
TMny - 3MiHK 3 siKocTi. [0TOBMIA NiKapCbKui
3aci6. Cncrema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6.
3MiHa po3Mipy ynakoBKM rOTOBOro
nikapcbKoro 3acoby (BMIyYEHHS yMakoBKM
NEBHOMO PO3Mipy) - BUNYYEHHS YNaKoBOK:
no 20 TabneTok y 6nictepi; no 2 6nictepu
B KapTOHHI kopobui; no 30 TabneTok y
6nicTepi; no 2 6nicTepu B KAPTOHHIN
Kopo6ui 3 BiANOBIAHMMU 3MiHAMU Y p.
"YnakoBka". BBeAeHHs 3MiH MpOTArom 6-Tu
MicsiLiB micnsi 3aTBEpPOXKEHHS.

72.

EHTEPOXEPMIHA®

kancynu Ne 12, Ne 24
(12x2): no 12 kancyn y
6nicTepi; no 1 abo 2
GnicTepu B KapTOHHIN
KopobLi

TOB "CaHoi-
ABeHTiC YKpaiHa"

YkpaiHa

CaHodi C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpauiHux
marepianis:
3MiHu | TUNY - 3MiHa napameTpis
cneuudikauin Ta/abo gonycTumMmnx Mex
0N LONOMIXKHOT PEYOBUHM - BHECEHHSI
nokasHuka «CBuHeLpb» A0 cneumdikawii
[OMOMDKHOI PEYOBUHW KaoriH BaXKKUi

6e3
peuyenma

UA/4234/02/01

73.

EHTEPOXEPMIHA®

NMOPOLLIOK ANS CyCrneHsii
opanbHoi, Ne 10 (2x5):
no 2ry cawe; no 10
calue (KOXHi 2 cawe
po3’eaHyOTLCSA
MYHKTUPHOIO MiHi€t0) B
KapTOHHI kopobui

TOB "CaHodi-
ABeHTiC YKpaiHa"

YkpaiHa

CaHodpi C.n.A.

ITanis

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis:
3MiHM | TUNY - 3MiHa napameTpiB
cneuudikauin Ta/abo gonycTMMmnx Mex
ONs 4ONOMIKHOT peYOBUHN - BHECEHHS
nokasHuka « CBMHeLb» 00 cneundikaLii
[OMOMDKHOT PEYOBUHM KAOIiH BaXKKUIA

be3
peuenma

UA/4234/03/01

74.

EPIYC®

cupon, 0,5 mr/mn no 60
mn abo no 120 mny
dnakoHi; no 1 dnakoHy
pa3oM 3 MipHO

Baviep KoHcbiomep
Kep Al

LLisenuapis

WepiHr-Mnay
JNa6o H.B.

Benbris

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHuM | TUNY - 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX,

6e3
peuyenma

UA/5827/02/01
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20

noceio4yeHHs1
noxeukoto abo BM3HaYyeHux y crneundikauisx Ha Adl, abo

[03Y04MM LLNPULIOM Y BUXiAHWIA/MPOMIXHWI NpodyKT/peareHT, Lo

KapTOHHIl kopobui BUKOPUCTOBYIOTLCS Y NPOLECI

BUPOBHMUTBa AD| - BUNYYEHHS
BM3HaYeHHS BMiCTY nonimopdHoi doopmu
11 3i cneundikauii A®I gesnopartaauHy,
3rigHo Bumor moHorpadii EP/BP
75. EPMYLUUH® NOPOLLIOK AN opanbHoi YAB "MPA" JInToBCbKa BTopuHHe Yecbka BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/14153/01/01
cycnensii, 175 mr/5 mn, Pecny6nika nakyBaHHs1, BUMYCK Pecnybnika/ marepianis: 3MiHu | Tuny - peuernmom

1 dpnakoH 3 nopoLlkom 3 cepii: ITanisa AaMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BK

MipHUM KOHTENHEPOM Yy AnxeniHi ®apma nikapcbkoro 3acoby - 3miHM BHeCeHi B

KopobLj 3 KapTOHY Yecbka IHCTPYKLUIiO ANs MeANYHOro 3acTOCyBaHHSA

pecny6bnika c.p.o., LLIOA0 TOProBenbHOI Ha3BM Npenapary, K
Yecbka Hacnigok — BiAMNOBIAHI 3MiHU y TeKCT
Pecnybnika; MapKyBaHHS! yMakoBKU MiKapCbKOro
BupobHuuTBO 3acoby. SATBEPIKEHO: EPMYLIMH
Hepo3adacoBaHoi ERMUCIN 3AMNMPOMNOHOBAHO:
npoaykuii, EPMYLNH® RMUCIN®
nepBuUHHE BBeneHHs 3miH NpoTArom 6-Tm MicsiuiB
nakyBaHHs, nicns 3aTBepAXKEHHS.
KOHTpOIb
cepii/TecTyBaHHSA
HanoBHEHMX
cbnakoHiBs:
®ynToH
MeguumHani
C.n.A,, Itanis;
HopatkoBuii
KOHTpOrb cepil
/TecTyBaHHs
HanoBHEHUX
rakoHiB:
Eamong ®apma
C.p.n., ITanis
76. | ECBPIET Kancynu no 267 mr no . XocpdpmaHH-I5 LLisenuapis BMPOGHMLUTBO CLUA/ Benuka BHECEHHS 3MiH 10 peecTpauifiHnX 3a UA/15073/01/01
270 kancyn y nnswui; no Pow Ita Hepo3dacoBaHoi Bpurtanis/ marepianis: peuernmom
1 NnAWUi y KAPTOHHIN npoaykuit, LLIseviLapisa 3MiHu | Tuny - 3MiHn Wwopo
KopoobLi BUNpPOOYBaHHs 6e3nekn/edekTMBHOCTI Ta

KOHTPOMIO SIKOCTi:
KeteneHt ®apma
ContowHs, JINC,
CLUA; nepBuHHe
Ta BTOPUHHE

nakyBaHHs: ocobu, BianoBiganbHoI 3a 30iNCHEeHHS
MexkemxiHr hapmakoHarnagy; KoHTakTHoi ocobu 3
KoopgaiHaTtopc, IHk. dapmakoHarnsay 3asBHUKa Ans
JINC, CLWA; 34icHeHHs dhapmakoHarnagy B YkpaiHi,
nepBuHHe Ta SKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
BTOPUHHE ocobu, BianoBiganbHOI 3a 30iNCHEHHS
nakyBaHHs, papmakoHarnsigy (BKN4Yakyy KOHTaKTHI

dapmakoHarnagy. BeegeHHs abo 3amiHu
[0 y3aranbHeHUX AaHux Mpo cuctemy
hapmakoHarnsiay (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnsay, 3MiHa yroBHOBaXXEHOT
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
BUMNPOBYBaHHS AaHi) Ta/abo 3MiHW y po3MilLeHHi MacTep-
KOHTPOIO SKOCTI: anna cuctemu papmakoHarnsgy) -
AHpepcoH bpekoH 3MiHa KOHTaKTHOI ocobu, BianoBigansHoi
(KOK) TimiTeg, 3a 3[iMCHeHHA hapmakoHarnagy B
Benuka BpuTaHis; YkpaiHi: NMponoHoBaHa pegakuis — Mo
BMNPOOYBaHHS TeTtaHa KOpiiBHa. 3MiHa KOHTAKTHUX SAHUX
cTabinbHOCTI: KOHTaKTHOI ocobu, BignosiganbHoi 3a
KeteneHt ®apma 3AiCHEeHHA bapmakoHarnsay
ContowHs, NJ1C,
CLUA;
BMNPOOYBaHHS
Mikpob6ionoriyHoi
YNCTOTU:
IHTEepHewWwHN
JTabopaTopi
Cepgicia JlimiTeq,
Benuka BpuTaHis;
BUMYCK cepii:
®.XodbdpmaHH-Ia
Pow ITa,
LLiBenyapis
77. | ECUUTANONPAM- TabneTkn, BKpUTI TeBa I13painb TOB TeBa MonbLwa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/11732/01/01
TEBA NNiBKOBOI 0BGONOHKOL, dapmavnesTikan OnepenLuHs MaTepianis: peuenmom
no 5 mr no 14 Tabnetok IngacTpis JlTa. MNonaHa 3MiHuM | TUNY - 3MiHW, NOB'A3aHi 3

y bnicTepi; no 2
Gnictepu B kOpOOLj

HeobXiAHICTIO NpMBEAeHHS Y BiANOBIAHICTb
0o MoHorpadii dY abo €Bponencbkoi
dapmakonei, abo iHLWoi HaLioHanbHOT
dapmakonei gepxasu €C - npuBeAeHHs!
A®I ecuutanonpamy okcanarty y
BiAMOBIAHICTb 1O BUMOT €BpONEencbKoi
dapmakonei; oHOBNeHO cneuudikadlito
aitoyoi pevoBuHu 3 Bepcii QDS0015301
ver.3.0 Ha Bepcito QDS0015301 ver.4.0;
3MiHN | TUNY - 3MiHa HaMeHyBaHHSA Ta/abo
agpecu Micust NPOBaMKEHHS AiSNbHOCTI
BMPOGHMKa (BKIOYaKoun, 3a HeobXigHOCTI,
MicLie NPOBEeAEHHS KOHTPOJO SKOCTI), abo
BNnacHuka mactep-canna Ha AP, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npomiKHOro
NpOAYKTY, L0 3aCTOCOBYOTHCS Y
BUPOGHMUTBI ADI - BHECEHO
agMiHiCTpaTuBHI 3MiHW B agpecy
3aTBepakeHol BUpobHuyoi ainbHuui Cipla
Limited, India; 3miHu | TUNY - BUNYyYEHHS
BMPOBHMYOT AiNbHULI (BKMHOYa4m
AinbHuui ana APl npoMibkHOro NPOoAYKTY
abo roToBoro nikapcbkoro 3acoby,
OiNbHUL ANS TPOBEAEHHS NaKyBaHHS,
BMPOGHKKa, BiANoBiganbHOro 3a BUMMycK
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n/n 3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o

78. | ECUMTANONPAM-

cepiii, Micue NpoBeAeHHS KOHTPOIo cepir)
abo noctavanbHKKa BMXigHOrO matepiany,
peareHTy abo AOMOMIXKHO|T PEYOBUHY -
BWIYYEHHS mocTavarnbH1Ka BUXiGHOTO
marepiany Anst BUpoOHMULTBa NPOMIXXHOrO
npogykty CTM -1 (uiaHogiony
rigpoxnopuay): Shodhana Laboratories
Pvt. Limited, IHgis; Buny4yeHHs BUpobHuka
A®I| Dr.Reddy's Laboratories Limited;
3MiHM | TURY - 3mMiHa y MeToaax
BunpobyBaHHa APl abo BMxigHOro
marepiany/npoMixHoro
npoaykTy/pearexTy, Wo
BVKOPVCTOBYETbLCS Y NPOLECI
BMpobHMuTBa ADI - 3MiHM 0 MeToAiB
BMNPOOYBaHHSA T. "3anMLIKOBI PO3YMHHMKMN"
BBEAEHO BU3HAYEHHS 3aru1LLKOBUX
PO34YMHHUKIB MeToaaMu BUpobHMka AdDI
Cipla Limited, India 3amicTb BHYTpiLLHLOrO
MeToAy BUPOOHMKa roToBOrO fikapCbKoro
3acoby — TeBu, 6e3 3miHu BUMOT; 3MiHu |l
TUMy - 3MiHa BUpobHUKa
BUXiZHOTO/NPOMiXKHOrO
npoaykTy/peareHTy, Lo
BUKOPWUCTOBYHOTBECS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpoOHUKa
(Bkntovaroum, fe HeobxigHo, micue
NpoBeAeHHS KOHTPOmo skocTi) AdI -
BBE/IEHHS arnbTepHaTUBHOIO BUPOBHMKa
nitoyoi pevoBuHM - Zhejiang Huahai
Pharmaceutical Co., Ltd, oHoBneHo
Bepcito cneumaikaLii rotoBoro
nikapcbkoro 3acoby 3 Bepcii 2 Ha Bepcito
3, BEPCilo METOAIB KOHTPOK FOTOBOMO
nikapcbkoro 3acoby 3 QDP0004813/3.0 Ha
Bepcito QDP0115294/1.0, y 3B A3ky
BBEAEHHAM HOBOro BMPOGHUMKa APl

noceio4yeHHs1

TEBA

TabneTkn, BKpUTI
MNniBKOBOI 0BOIOHKOM,
no 10 mr no 14 Tabnetok
y 6nicTepi; no 2
Gnictepn B kopobui

TeBa
dapmauesTikan
IHpacTpis JlTa.

I13paine

TOB TeBa
OnepenLuHs
Monang

MNonbLa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHu | TMNY - 3MiHW, NoB'A3aHi 3
HeobXiaHICTI0 NpMBeAEHHS Y BiANOBIOHICTb
0o MoHorpadgii J®Y abo €sponencekoi
capmakonei, abo iHWOoi HauioHanbHOI
apmakonei aepxasu €C - npuBeaeHHs
A®I ecuutanonpamy okcanarty y
BiZNOBIHICTb 4O BUMOr €BPONENCHKOT
dapmakonei; oHOBMNeHo cneuudikaLito
fitoyoi pevoBuHu 3 Bepcii QDS0015301
ver.3.0 Ha Bepcito QDS0015301 ver.4.0;

3MiHK | TUNY - 3MiHa HaMeHyBaHHs Ta/abo

3a
peuerimom

UA/11732/01/02
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Ne

Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1

appecu Micusa NPoBafKeHHs AiANbHOCTI
BMPOGHMKa (BKIOYaKun, 3a HeOOXiAHOCTI,
MicLie NpoBeAeHHS KOHTPOMHO sIKOCTi), abo
BnacHuka mactep-caiina Ha A®l, abo
noctadanbHuka Adl/BuxigHoro
matepiany/peareHTy/npomixXHOro
NpoAyKTY, L0 3aCTOCOBYHOTHLCS Y
BUPOGHMUTBI AP - BHECEHO
agMiHicTpaTUBHI 3MiHM B agpecy
3aTBepOKeHOT BUpobHMYoi AinbHuui Cipla
Limited, India; 3miHu | TUNY - BUNYyYEHHS
BMPOGHMYOT AinbHULI (BKMOYa4m
AinbHuui ans A®l, npomibkHOro NPoayKTy
abo roToBoro nikapcbkoro 3acoby,
OinNbHWL ANst NPOBEAEHHS NaKyBaHHS,
BMPOBHVKa, BiANOBiAanNbHOroO 3a BUMYCK
cepiii, Micue NpoBeAeHHs KOHTPOrto cepil)
abo noctayanbHKKa BMXigHOrO matepiany,
peareHTy abo ONOMIXKHOI PE4OBUHY -
BUITyYEHHS NocTayarnbHyKa BUXigHOTO
marepiany Ans BUpobHMULTBa NPOMIXKHOrO
npoaykty CTM -1 (uiaHogiony
rigpoxnopuay): Shodhana Laboratories
Pvt. Limited, IHgis; Buny4yeHHs BUpobHUKa
A®I| Dr.Reddy's Laboratories Limited;
3MiHu | TUny - 3miHa y meTtogax
BunpobysaHHa APl abo BuxigHOro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpobHMuTBa ADI - 3MiHM O MeToAIB
BUNPOOYBaHHS T. "3anMLLKOBI PO3YMHHMKKW"
BBEZIEHO BU3HAYEHHS 3arULLKOBUX
PO3YUHHWMKIB MeTOAaMN BUPOGHMKa AdDI
Cipla Limited, India 3amicTb BHYTpiLLHBOrO
MeToay BUPOOHMKa roTOBOrO fikapCbKoro
3acoby — TeBu, 6e3 3MiHM BUMOT; 3MiHW I
TUMy - 3MiHa BUpobHUKa
BVXiQHOro/NMpoMiXkKHoro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYIOTLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpoBHUKa
(Bkntoyaroun, Ae HeobxigHo, Micue
NpoBEAEHHS KOHTPOIto sikocTi) ADI -
BBE/IEHHS arnbTepHaTUBHOIO BUPOGHMKa
nitoyoi pevoBuHM - Zhejiang Huahai
Pharmaceutical Co., Ltd, oHoBneHo
Bepcito cneumadikaLii rotoBoro
nikapcbkoro 3acoby 3 Bepcii 2 Ha Bepcito
3, BEPCit0 METOAIB KOHTPOIIKO FOTOBOMO
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
nikapcbkoro 3acoby 3 QDP0004813/3.0 Ha

Bepcito QDP0115294/1.0, y 3B A3ky
BBeEHHAM HOBOro BUpobHuka AdPI

79. ECLIUTANOMNPAM- TabneTku, BKpUTI TeBa I13painb TOB TeBa MNonbwa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/11732/01/03

TEBA NNiBKOBOK 0BGONOHKOLD, dapmaveBTikan OnepenLuHs MaTepianis: peuenmom
no 15 mr no 14 Tabnetok IHpacTpis NTA. Monang 3MiHM | TURY - 3MiHW, NOB'A3aHi 3

y 6nicTepi; no 2
Gnictepu B kOpOOLi

HeobXiaHICTIO NPUBEAEHHS Y BiANOBIAHICTb
0o mMoHorpadii dY abo €BponencbKoi
apmakonei, abo iHLWOoi HaLioHanbHOT
dapmakonei gepxasu €C - npuBeaeHHs!
A®I| ecuutanonpamy okcanaty y
BiANOBIQHICTb 4O BUMOr €BPONENCLKOT
dapmakonei; oHOBNeHo cneuudikadlito
aitoyoi pevoBuHu 3 Bepcii QDS0015301
ver.3.0 Ha Bepcito QDS0015301 ver.4.0;
3MiHN | TUNY - 3MiHa HanMeHyBaHHsA Ta/abo
agpecu Micusi NPOBAMKEHHS AiSNbHOCTI
BUpOGHMKa (BKMOYato4m, 3a HeobXigHOCTI,
MicLie NPOBEAEHHS KOHTPOMIO SKOCTI), abo
BnacHvka mactep-gaiina Ha A®l, abo
noctayanbHuka Ad®l/BuxigHoro
maTtepiany/peareHTy/npoMiKHOro
NMPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BUpobHMUTBI API - BHECEHO
agMiHicTpaTyBHI 3MiHM B agpecy
3aTBepakeHoil BUpobHMYoi ainbHuui Cipla
Limited, India; 3miHu | TUNY - BUNYyYEHHS
BUPOBHMYOT AiNbHULI (BKMHOYa4m
AinbHuui ana APl npoMibKHOro NPOAYKTY
abo roToBoro nikapcbkoro 3acoby,
OiNbHULI AN NPOBEAEHHST NaKyBaHHS,
BMpOOHYKa, BiANOBiAaNbLHOroO 3a BUMyCK
cepiii, Micue NpoBeAeHHS KOHTPOrto cepil)
abo nocTavanbHKKa BUXIQHOrO marepiany,
peareHTy abo AOMOMIXXHOT PEYOBUHY -
BUIYyYeHHS mocTavasnbHnKa BUXiGHOTO
marepiany aAns BUpoOHMLTBa NPOMIXHOIO
npoaykty CTM -1 (uiaHogiony
rigpoxnopuay): Shodhana Laboratories
Pvt. Limited, IHgis; Buny4yeHHs BupobHuka
A®I Dr.Reddy’s Laboratories Limited;
3MiHu | TRy - 3miHa y meTtogax
BunpobyBaHHa APl abo BMXigHOrO
marepiany/npoMixxHoro
NpoAyKTy/peareHTy, Lo
BVIKOPVICTOBYETbLCS Y MPOLECI
BMpOGHMUTBa ADI - 3MiHM [0 MeToAB
BUNPOOYBaHHS T. "3anMLLKOBI PO3YMHHMKMW"
BBEIEHO BU3HAYEHHS 3arULLKOBUX
PO34YMHHWMKIB METOAaMU BUPOGHMKa ADI
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

Cipla Limited, India 3amicTb BHYTpIiLLHLOrO
mMeToAy BUPOOHMKa roToBOrO fikapCbKoro
3acoby — TeBu, 6e3 3miHW BUMOT; 3MiHK ||
TMny - 3mMiHa BUpobHuMKa
BUXiZHOTO/MPOMiXKHOrO
npoaykTy/peareHTy, Lo
BUKOPUCTOBYHOTBECS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpoOHUKa
(Bkrntovaroum, fe HeobxigHo, micue
npoBeAeHHs KOHTPOMo SKocTi) AdI -
BBEJIEHHS arnbTepHaTUBHOIO BUPOOHMKa
nitoyoi pevoBuHM - Zhejiang Huahai
Pharmaceutical Co., Ltd, oHoBneHo
BepCio cneuundikadii rotoBoro
nikapcbkoro 3acoby 3 Bepcii 2 Ha Bepcito
3, BEPCil0 METOAIB KOHTPO FOTOBOIO
nikapcbkoro 3acoby 3 QDP0004813/3.0 Ha
Bepcito QDP0115294/1.0, y 3B A3ky
BBEAEHHAM HOBOrO BMPOGHUMKa AdPI

80.

ECLMTAIIONPAM-
TEBA

TabneTkn, BKpUTI
nniBKOBOI 0BOMOHKOIO,
no 20 mr no 14 tabneTtok
y 6nicTepi; no 2
Gnictepu B kOpOOLj

TeBa
dapmaveBTikan
IHpacTpis JlTa.

I13paine

TOB TeBa
OnepenwHs
MNonang

MNonbLa

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHM | TURY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTI0 NpMBeAeHHs Y BiANOBIOHICTb
0o MoHorpadii dY abo €Bponencbkoi
capmakonei, abo iHWOoi HauioHanbHOI
capmakonei gepxasu €C - npuBeaeHHs!
A®I ecuutanonpamy okcanarty y
BiZNOBIQHICTb 4O BUMOr €BPONENCLKOT
dapmakonei; oHoBNeHo crneuudikaLito
aitoyoi pevoBuHu 3 Bepcii QDS0015301
ver.3.0 Ha Bepcito QDS0015301 ver.4.0;
3MiHK | TUNY - 3MiHa HaMeHyBaHHs Ta/abo
agpecu Micust NPOBaMKEHHS AiSNbHOCTI
BUpOGHMKa (BKMOYato4m, 3a HeoOXigHOCTI,
MicLie NpoBeAEHHS KOHTPOMHO sIKOCTi), abo
BNnacHuka mactep-canna Ha AP, abo
nocravanbHuka A®l/BuxigHoro
matepiany/peareHTy/npomixXHOro
NpoOAyKTY, L0 3aCTOCOBYOTHCSH Y
BMPOGHMLTBI API - BHECEHO
agMiHicTpaTuBHI 3MiHM B agpecy
3aTBepakeHol BUpobHuyoi ainbHuui Cipla
Limited, India; amiHu | Tvny - BUNy4YeHHs
BUPOGHMYOT AinbHULI (BKMOYa4m
AinbHuui ana APl npoMibkHOro NPoAyKTY
abo roToBoro nikapcbkoro 3acooy,
OinNbHUL ANsi NPOBEAEHHS NaKyBaHHS,
BUPOGHWKa, BiANoBiAanbHOro 3a BUMycK
cepiii, MicLe NpoBeAeHHS KOHTPOIHo cepii)
abo noctayanbHWKa BUXigHOrO Matepiany,

3a
peuernmom

UA/11732/01/04
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

peareHTy abo AOMOMIXXHOT PEYOBUHY -
BUITy4eHHS NocTayarnbHyKa BUXiQHOMO
marepiany Anst BUpoOHMULTBa NPOMIXKHOrO
npoaykty CTM -1 (uiaHogiony
rigpoxnopuay): Shodhana Laboratories
Pvt. Limited, IHgis; Buny4yeHHs BUpobHuka
A®I| Dr.Reddy's Laboratories Limited;
3MiHu | TUny - 3miHa y meTtogax
BunpobyBaHHa APl abo BMxigHOro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpobHMUTBa ADI - 3MiHM O MeToAIB
BUNPOOYBaHHSA T. "3anMLLKOBI PO3YMHHMKKN"
BBEAEHO BU3HAYEHHS 3anuLLKOBUX
PO3YMHHWMKIB MeTOAaMN BUPOGHMKa ADI
Cipla Limited, India 3amicTb BHYTpiLLHBOrO
MeToAy BUPOOHMKa roToBOrO fikapCbKoro
3acoby — TeBn, 6e3 3MiHM BUMOT; 3MiHW I
TUMy - 3MiHa BUpobHUKa
BUXiZHOTO/NPOMiXKHOrO
npoaykTy/pearenTy, Wwo
BVKOPVCTOBYIOTbCS Y BUPOBHUYOMY
npoueci A®Il, abo 3miHa BUpOOHWMKa
(Bkrtovaroum, fe HeobxigHo, micue
NpoBeAeHHS! KOHTporto sikocTi) ADI -
BBE/IEHHS arnbTepHaTUBHOIO BUPOBHMKa
nitoyoi pevosuHM - Zhejiang Huahai
Pharmaceutical Co., Ltd, oHoBneHo
Bepcito cneumaikaLii rotoBoro
nikapcbkoro 3acoby 3 Bepcii 2 Ha Bepcito
3, BEpCito MeTofiB KOHTPOSIO FOTOBOrO
nikapcbkoro 3acoby 3 QDP0004813/3.0 Ha
Bepcito QDP0115294/1.0, y 3B"a3Ky
BBEEHHSIM HOBOrO BMpOoGHUMKa AdI

81.

ECLUMTAM® ACIHO

TabneTku, BKpUTI
nniBKkoBOI 0BOMOHKOIO,
no 10 wmr, no 10
Tabnetok y 6nictepi, no
1, 3 abo 6 bnicTepiB y
KapTOHHIN navui

TOB "®apma
Crapt"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu |l TUNy - BBEAEHHS HOBOrO
BMpOoGHMKa AD| 3 HagaHHsIM MacTep-
daiina Ha A®I (Escitalopram Oxalate
Application’s Part Version 1.0 Date 2016-
04-30) 0o Bxe 3aTBEpPAKEHOrO BUPOBHUKA

3a
peuernmom

UA/15764/01/01

82.

ECLUTAM® ACIHO

TabneTkn, BKpUTI
NMiBKOBOI 0BOMOHKOIO,
no 20 mr, no 10
Tabnetok y 6nictepi, no
1, 3 abo 6 GnictepiB y
KapTOHHIN navui

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma
Crapt", YkpaiHa

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis:
3MiHu |l TNy - BBEAEHHSA HOBOTO
BMpoGHMKa AP| 3 HagaHHSM mMacTep-
aina Ha ADI (Escitalopram Oxalate
Application’s Part Version 1.0 Date 2016-
04-30) go BxXe 3aTBEpAKEHOro BUpobHUKa

3a
peuerimom

UA/15764/01/02

83.

E®EPAIITAH

PO34MH opanbHui 3 %

YIMNCA CAC

PpaHuia

YMNCA CAC

PpaHuis

BHECEHHS 3MiH 40 peecTpauiiHnx

6e3

UA/5237/02/01
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
no 90 mn y dnakoHi, no marepianis: peuenma

1 cpnakoHy y komnnexTi
3 MipHOIO NIOXKOIO Y
KopobuLi

3MiHM | TUNY - 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO fikapCbKoro 3acoby - BBejeHO
TEepPMiH NPUAATHOCTI rOTOBOrO NiKapCbKOoro
3acoby Micns NepLUoro po3KpUTTS.
BBegeHHs 3MiH NpoTArom 6-Tu Micsiuis
nicnsa 3aTBepAXeHHs; 3MiHu | Tuny - amiHa
napameTpie cneuudikauin Ta/abo
OOMyCTUMMUX MEX A5 AONOMDKHOT
peYoBUHM (BUITyHEHHS 3i cnieumdikauii
HEe3Ha4yHoro nokasHvka (Hanpuknag
3acTapinoro NokasHuka)) - 3miHu y
crneundikauii Ha AONOMKHY Pe4OBUHY
KapaMerneBo-BaHinbHWUIA apomaTmaaTop -
BUIYYEHHS NOKa3HMKa 3anuok nicnsi
BUNaproBaHHA edpipHMX Macen, OCKinbKku
OaHui apomaTnsaTtop He € epipHM
Macrnom; 3miHu | Tuny - amiHa napameTpis
cneuudikauin Ta/abo gonycTumMmnx Mex
ONst JONOMIXXHOT PeYOBUHM (BUMYYEHHS 3i
crneundikaLii He3Ha4YHOro MoKa3HvKa
(Hanpvknag 3acTapinoro nokasHuka)) -
3MiHM y cneuudikauii Ha JONOMDKHY
PEYOBUHY - PO34MH Caxaposu: .
OpraHoninTUYHi XapaKTEPUCTUKM -
BUMyYeHHSs iHopMaLii Npo BiACYTHICTb
3anaxy; 3miHu | Tuny - 3miHa napameTpis
cneuudikauin Ta/abo JonycTMMUX Mex
Onst ONOMIKHOT PeYOBUHU (BUMYYEHHS 3i
crneundikaLii He3Ha4YHOro NokasHvKa
(Hanpvknag 3acTapinoro nokasHuka)) -
3MiHM y cneuudikauii Ha JONOMDKHY
PEYOBUMHY - PO34MH Caxaposu: -
BUMYYEHHS TeCTy Ha igeHTudikadito
MEeTOAOM KONbOpPOBOI peakLii, HasiBHUM T.
14 (EP, 2.2.24); 3minu | Tuny - 3miHa
napameTpiB cneuudikaui Ta/abo
OOMyCTUMMUX MEX A58 AONOMIKHOT
PeYOBUHM (BUITyHEHHS 3i crieumdikauii
HEe3Ha4yHOro nokasHuka (Hanpuknag,
3acTapinoro nokasHuka)) - 3miHu y
cneumdikauii Ha JOMOMIKHY PEYOBUHY -
PO34MH Ccaxapo3u: BUIYYEHHSI TECTY Ha
BU3HAYEHHS CBUHLIO; 3MiHU | Tuny - 3miHa
napameTpiB cneundikauin Ta/abo
OOMyCTUMMUX MEX A5151 AONOMDKHOT
pPeYoBUHYM (ONOBHEHHS abo 3aMiHa (3a
BVMHSATKOM MikapCcbKux 3acobiB
BionoriyHoro Ta iMyHOmOoriYHoro
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

NOXOMXEHHS) napameTpa cneundikauii 3
BiANOBIgHMM MeTOAOM BUNPOOYyBaHHS 3a
pesynbTaTamu gocnigxeHb 3 6e3nekun abo
AKOCTI) - 3MiHM y cneuudikauii Ha
[OOMOMiXXHY PEYOBUMHY - PO34MH Caxaposu:
3amiHa ineHTudikauii metogom TLUX Ha
metog |4 cnekTpodoTomeTpii BianosigHO
Ao moHorpadii 0204 EP; 3minm | Tuny -
3MiHa y MeTofax BUNpobyBaHHsi
AOMNOMKHOI pe4OBUHM (iHLWi 3MiHW Y
MeTofdax BUNpobyBaHHS (BKIoYao4m
3amiHy abo JoaaBaHHs)) - 3MiHK Y
cneumdikauii Ha JONOMKHY PE4OBUHY -
PO34YMH caxapo3u: NpUBEAEHHS MeToay
BMNpobyBaHb Ha cynbdaTu BiANoBigHO A0
MoHorpadii 0204 EP; 3miHun | Tuny - 3miHa
napameTpie cneuudikauin Ta/abo
OOMyCTUMMUX MEX A118 AONOMKHOT
PEYOBUHM (3BY>KEHHS AONYCTUMUX MEX) -
3MiHM y cneuudikauii Ha JONOMDKHY
PEYOBMHY - PO3YMH Caxapo3u: 3BY>KEHHS
MeXi TeCTy Ha cynbdatv 3 ? 15 ppm Ha
2?10 ppm BignosigHo 4o moHorpadii 0204
EP; 3MiHu | TUNY - nogaHHA OHOBNEHOrO
cepTugikaTy BiaNOBIAHOCTI €BPONENCHKOT
capmakonei ansa napauetamony R1-CEP
1998-047 Rev 04 Big BXe 3aTBEpOKEHOrO
BMPOBHMKa

84.

E®INIM®

NOPOLLIOK AN iH'eKLiN No
1r, no 1 ry dnakoHi; no
1 dpnakoHy B kOpoOGLi 3
KapTOHY

Opxig ®apma
Timiten

IHaia

Actpan Ctepitey
MpawnseT NimiTeq

IHAis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu Il Tuny - 3miHn wWoao
6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsigy. BHeceHHs abo 3miHa(u)
00 3000B'A3aHb Ta yMOB Buaavi
peecTpaLiiHOro NOCBiAYEHHS, BKIOYa4n
MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
06r'pyHTYBaHHA HOBUMM [OAATKOBUM
AaHUMK, Lo MaloTb HaaaBaTucs
KOMMETEHTHUM OpraHoM, OCKifbK/
BUMaraeTbCcs CyTTeBa OLLiHKa
KOMMNETEHTHWUM OpraHoMm) - BukoHaHHs
3060B's3aHb BiAMOBIAHO A0 NianyHKTY 1.13
NyHKTY 1, NigNyHKTY 2.3 NyHKTY 2 gogaTky
15 po MNopsagky npoBeAeHHst ekcnepTusmn
peecTpauinHMX MaTepianisB Ha nikapcbki
3acobu, Lo NnoaalTbCs Ha AepXaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKkcrnepTn3n Martepiarnis NPo BHECEHHSI
3MiH JO peecTpauinHMx maTtepianis

3a
peuerimom

UA/4468/01/01




43
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Peecmpayitina npoyedypa

Ymosu

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

npoTArom Aii peecTpauinHoro

eionycky

peecmpauyitiHo2o

noceio4yeHHs1

NOCBIOYEHHS, 3aTBEPI)KEHOTO HAKA30M

MO3 Big 26.08.2005 Ne 426 (y pegakuii

Haka3dy MOS3 Big 23.07.2015 Ne 460)
BHECEHHS 3MiH 4O peecTpauinHuX

3a

UA/5033/01/01

85.

30MEPUUH®

MOPOLLOK A5 PO34NHY
ons iv'ekuin no4 r/0,5r,
1 dpnakoH 3 nopoLukom
(4.5T) y kopobui 3
KapTOHY

Opxig ®apma
Tlimiten

IHgia

Actpan Crepitey
MpawnseT JimiTeq

CiHTOH XicnaHis,

IHAisA

Icnanis

matepianis: 3miHu Il Tuny - 3MiHn Woao
Gesnekn/ehekTMBHOCTI Ta
dapmakoHarnsay. BHeceHHs abo amiHa(u)
0o 3060B's13aHb Ta yMOB Buaaui
peecTpaLiiHOro NOCBigYEHHS, BKIYa4n
MnaH ynpasniHHA pusnkamu
(3acTtocyBaHHs 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
06r'pyHTYBaHHA HOBUMMW [OAATKOBUM
AaHnMK, Wo MarTb HagaBaTucs
KOMMETEHTHNUM OpraHoM, OCKifbK/
BUMaraeTbcs CyTTeBa OLLiHKa
KOMMETEHTHUM opraHom) BukoHaHHs
3060B'A3aHb BigNoBiaHO A0 nignyHkTy 1.13
NyHKTY 1, NigNyHKTY 2.3 NYHKTY 2 gogaTky
15 po MNopsiaky npoBeaeHHs ekcnepTuan
peecTpauinHMx MaTepianis Ha nikapcbki
3acobu, Lo NoaalTbCA Ha AepXaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKkcrnepTuan mMartepiarnis NPoO BHECEHHS
3MiH 0O peecTpauinHnux maTepianis
NpOTArom il peecTpauinHoro
NOCBIAYEHHS!, 3aTBEPAXXEHOrO HaKas3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460)
BHECEHHS 3MiH 0 peecTpauiiHnX

peuenmom

3a

UA/16004/01/01

86.

IBAHOPOHOBA
KUCNOTA-BICTA

TabneTkn, BKpUTI
NniBKOBOIO OBOMOHKOIO,
no 50 mr; no 10
Tabnetok y 6rictepi; no
3 Bnictepu B kopobLi

Mictpan Kenitan
MeHemKmMeHT
JlimiTen

Benuka
BpuTaHis

C.JL

matepianis: 3miHu Il Tuny - 3miHn wWono
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n)
00 3000B'A3aHb Ta yMOB BUAadi
peecTpaLiiHOro NOCBIAYEHHS, BKIOYa4n
MnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
06I'pyHTYBaHHSA HOBUMUW JOAATKOBUM
OaHnMu, Wo MarTb HaJaBaTucs
KOMMETEHTHUM OpPraHoM, OCKiflbKU
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OopraHoM) - BukoHaHHsi
3000B'A3aHb BiAMOBIAHO A0 NiAMYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NpOBEeAEHHS eKCNEPTU3N PEECTPAaLIIiHNX
maTepianis Ha nikapcbki 3acobu, Lo
NoAalTbCA Ha AePXKaBHY peecTpalLliio

peuerimom

(nepepeecTpallito), a TakoX eKcrnepTUau
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

mMaTtepianis NPo BHECEHHS 3MiH 4O
peecTpaLiiHux MmaTepianis NnpoTsirom aii
peecTpauiiHoro NOCBiAYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MOS3 Big 23.07.2015 Ne 460)

87.

IBPAHC

Kancynu no 75 mr, no 7
Kancyn y 6nicrepi, no 3
6nictepu y KapTOHHil
KopoOLi

Mdpansep
Enu.Ci.Mi.
KopnopeniH

CLA

Mdpanzep
MeHtodekyypuHr
Doiuneng MbeX

Himevuunna

BHECEHHS 3MiH 4O peecTpauifiHnX
marepianis:
3MiHM | TURY - 3miHa po3mipy cepii
(Bkntovatoun gianasonun) APl abo
NPOMIXHOIO NPOAYKTY, KN
3aCTOCOBYETLCS Y NpoLeci BUpobHuUTBa
A®I - 3miHa po3smipy cepii ADI
nan6ouukniby Ha eTani 2 3 giana3oHy 175-
208 kr ansa PF -00172362 Ha piana3oH

175-302 «kr; po3mip cepii Ha eTani 3

BXigHoi kinbkocTi PF — 00266998 3 120 kr
Ha gianasoH 120-265 kr

3a
peuyerimom

UA/15747/01/01

88.

IBPAHC

kancynv no 100 mr, no 7
Kancyn y 6nicrepi, no 3
Bnictepn y KapTOHHIN
KopobLi

Mdpansep
Enu.Ci.Mi.
KopnopenwH

CLA

Mdparizep
MeHtodekyypuHr
Hownuneng M6X

Himeyuunna

3MiHM | TURY - 3miHa po3mipy cepii
(Bkntovatoum gianasonn) APl abo
NPOMIDKHOTO MPOAYKTY, SKWN
3aCTOCOBYETLCS Yy MpoLeci BUpOOHMLTBA
A®I - 3miHa po3mipy cepii ADI
nan6ouuknidy Ha eTani 2 3 giana3oHy 175-
208 kr ans PF -00172362 Ha piana3oH
175-302 kr; po3mip cepii Ha eTani 3
BXigHOI KinbkocTi PF — 00266998 3 120 kr
Ha gianasoH 120-265 kr

3a
peuerimom

UA/15747/01/02

89.

IBPAHC

kancynu no 125 mr, no 7
Kancyn y 6nicrepi; no 3
Bnictepu y KapTOHHIN
KopoobLi

Mdpansep
Enu.Ci.Mi.
KopnopeniwH

CLIA

Mdpaiizep
MeHtodekvypuHr
Hownuneng M6X

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TUNY - 3miHa po3Mmipy cepii
(Bkntovatoum gianasonn) APl abo
NPOMIDKHOTO MPOAYKTY, SKWI
3aCTOCOBYETLCS Yy MpoLeci BUpOOHMLTBA
Al - 3miHa po3mipy cepii ADI
nanbouuknidy Ha eTani 2 3 giana3oHy 175-
208 kr anst PF -00172362 Ha pianasoH

175-302 kr; po3mip cepii Ha eTani 3

BXigHOI KinbkocTi PF — 00266998 3 120 kr
Ha gianasoH 120-265 kr

3a
peuernmom

UA/15747/01/03

90.

I3IKINIH

KOHLIeHTpaT Ans
oparbHOro PO3ynHY,
6nun3bko 176 mn
KOHLeHTpaTy Ans
oparbHOro Po3ynHy y
NNSAWUi; N0 2 NASALWKA Y
KOMMIEKTi 3 OAHUM
CTaKaH4YMKOM 3 MipHOO
NiHI€, Y KAPTOHHIN
Kopoo6Li

INCEH ®APMA

®paHuia

BO®YP INCEH
IHOYCTPI

DdpaHuis

BHECEHHS1 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | Tuny - 3MiHKn Wwoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo amiHu
[0 y3aranbHeHUX faHuX Npo cuctemy
hapmakoHarnsiay (BBeAeHHs
y3aranbHEeHUX AaHUX Npo cucTemy
dapmakoHarnagy, 3mMiHa YNnoBHOBaXXeHOI
ocobu, BianoBiganbHOI 3a 34iNCHEeHHS

3a
peuenmom

UA/14703/01/01
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

chapmakoHarnsay; KOHTaKkTHoOT ocobu 3
hapmakoHarnsay 3asiBHuKa ans
3[iNcHeHHs hapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI|
ocobu, BianoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BKoYaym KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MiLLEHHI MacTep-
anna cuctemu papmakoHarnsgy) -
3miHa ynoBHOBaxeHoi ocobw,
BiANOBIgANbHOI 3a 30iNCHEHHS
dapmakoHarnagy: lNponoHoBaHa pegakuis
— [O-p Nitep Wynby (Peter Schulz). 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXEHOi 0cobu.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
ocobu BianoBiganbHOI 3a 3AiNCHEeHHS
dapmakoHarnsgy B YkpaiHi

91.

IMMYHAN®

Tabnetku no 80 mr no 10
Tabnetok y 6rictepi; no
2 6nictepu y KapTOHHI
KopobuUi

CaHpos
dapmacbioTikana
Aa.a.

CnogeeHis

Jlek
dapmaueBTUyHa
KOMMaHis a.Aa.

CnoBeHis

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:
3MiHn |l Tuny - 3miHu Ao IHCTpyKuii Ans
MELMYHOro 3aCTOCYBaHHs 40 pPO3iniB:
"MpoTnnokasaHHs", "B3aemogis 3 iHWyMmn
nikapcbknumu 3acobamu Ta iHWi BUan
B3aemogin", "OcobnuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” (yTOuYHeHHs),
"3aaTHiCTb BNNMBATK Ha LUBUAKICTb
peakuii Npy KkepyBaHHiI aBTOTPaHCMOPTOM
abo iHWuMKn mexaHiamamun", "Oitn" (cTano:
"MMpenapat 3aCTOCOBYIOTb AiTAM BiKOM Bif,
4 pokis"), "Mepeno3yBaHHs", "MobivHi
peakuii”. BBegeHHs1 3MiH npoTsirom 6-tn
MicsUiB nicnsA 3aTBepAXXeHHs

6e3
peuenma

UA/2837/02/01

92.

IMMYHAN®

Kpanni oparnbHi, po34uH
no 50 mn y dnakoHi; no
1 donakoHy pasom 3
NOPLUHEBOIO MINETKOK B
KapTOHHIl kopoOLi

Canpos
dapmacbioTikan3
a.n.

CnoBeHis

BMPOGHMLTBO 3a
MOBHUM LIMKINOM:
Jlek
dapmaveBTUYHa
KOMNaHis a.a.,
CnogeHis;
BUPOBHMLTBO
Hepo3dacoBaHOro
npoaykKTy,
nepBuHHA Ta
BTOPUHHA
ynakoBka:
"Xemodhapm" A,
Bpwau, Cepbis

CnoBeHist/
Cepbis

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis:
3MiHu Il TUny - 3miHW go IHCTpyKLUii Ansa
ME[NYHOro 3aCTOCYBaHHS A0 po3ainis:
"MpoTnnokasaHHs", "B3aemogis 3 iHWMmn
nikapcbknuMun 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
roflyBaHHs rpyaat” (yTOUHEHHS),
"3paTHiCTb BNNMBaTK Ha WBUAKICTb
peakujii Mpy KepyBaHHi aBTOTPaHCMOPTOM
abo iHWuMK mexaHiamamu”, "Oitn",
"MepenosyBaHHa", "MobiyHi peakwii”.
BBeaeHHs 3MiH npoTArom 6-tu micauis
nicns 3aTBepAXeHHs

6e3
peuyenma

UA/8323/01/01

93.

IHFARNINT-H

cnpew Ans poToBoi
NOPOXHWHK, No 30 1y
6anoHi; no 1 6anoHy 3

TOB "Mikpodapm"

YkpaiHa

TOB "Mikpodapm"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHnX
marepianis: 3MiHu | Tuny - 3MiHM 3 SKOCTi.
oToBWMI Nikapcbkuii 3aci6. KoHTponb

6e3
peuyenma

UA/0938/01/01
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
posnunoBadem Ta roTOBOrO fikapcbkoro 3acoby. 3miHa
3aXUCHMM KOBMa4ykoMm y napameTpie cneuudikauin Ta/abo
nayui 3 KapToHy O0NYyCTUMMUX MEX rOTOBOTO FliKapCbKOro
3acoby (BWNyYEeHHs1 HE3HAYHOro
nokasHuka (Hanpuknag 3acTtapinoro
nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTndikauis 6apBHUKIB UM CMaKOBMX
no6aBok))
BUNYYEHHS i3 cneuudikauii Ta meTogis
KoHTponto 13 nokasHuka «BigcyTHiCTb
TONEPaHTHUX [0 XKOBYi rpam HeraTuBHUX
6aktepivi B 1 r» 3miHum | Tvny - 3miHn 3
skocTi. [oToBWI nikapcbkui 3aci6. Onuc
Ta cknag (iHwi 3miHn) 3miHa Ha3Bu
nikapcbKkoi hopMu Ta AK HaCMiAoK 3aMiHa
MapKyBaHHS! yMakoBOK MikapCbKoro 3acoby
(3aTBEpOXEHO: Cnpen Ans iHransauin;
3anponoHOBaHO: CNpew Ans poToBoi
NOPOXHWHW) BBEAEHHS 3MiH MpoTarom 3-x
MicAUiB Nicnsa 3aTBEPAKEHHS.
94. IHO3UH MOPOLLIOK KpUCTanivyHWm AT "KUIBCbKWM Ykpaina Crapnevik Kurtawn BHECEHHS 3MiH [0 peecTpauiiHnX - UA/1212/01/01
(cybcTaHuis) y naketax BITAMIHHUN BiocaweHc Ko., MaTepianis: 3MiHa Ha3BM 3asiBHUKA
nonieTuneHoBux Ans 3ABOLO" IHK. YxaoumH (BBeaeHHs 3mMiH NpoTsrom 6-Tn Micauis
BUpPOGHMUTBA 'yangyH nicns 3aTBepAXKeHHs); 3MiHa Ha3su Ad|
HEeCcTepUnbHNX Crapnevik bio- abo gonomixHoi peyoBuHM (BBeaeHHSA
nikapcbknx hopm Kemikan 3MiH NpOTAroM 6-T MicsuiB nicns
dapmac'ioTrkan 3aTBEPOKEHHS)
PekTopi
95. IHTEJNNIEHC® Tabnetkun no 100 mr no TOB "[Ox0HCOH & Pociitcbka AHccen-Cinar ITanis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/9963/01/01
120 TabneTok y donakoHi [xoHCcoR" Pepepauisa C.n.A. marepianis: peuernmom
3 nonieTunexy; no 1 3MiHM | Tuny - 3MiHa HaiMeHyBaHHS
rakoHy B KapTOHHIW BMPOGHMKa Aitoyoi pevoBuHu, ETpasipuH,
nayui 6e3 3MiHM micusa BUpO6HMLTBA
96. IHTETPUKC kancynu; no 10 kancyn y INCEH ®APMA ®paHuis BO®YP INCEH PpaHuis BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/4724/02/01
GnicTepi; no 2 6nictepu IHOYCTPI mMaTepianis: peuenmom

B KapTOHHII kopobui

3MiHu | Tuny - 3MiHn Wwopo
6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHn
[0 y3aranbHeHUX AaHux Npo cuctemy
dapmakoHarnsaay (BBeAeHHS
y3aranbHeHWX AaHnX Npo cucTemy
dapmakoHarnsay, 3MiHa yroBHOBaXXEHOT
ocobw, BignoBiganebHoI 3a 3AiNCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3
dapmakoHarnsay 3asBHuKa Ans
3[iNcHeHHs dpapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a 3AiNCHEHHS
dapmakoHarnsay (BKIYaym KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-
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[IponoBxeHHs nonarka 3

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
danna cuctemu papmakoHarnagy) -
3miHa ynoBHOBaxeHoi ocobw,
BiANoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnagy: lNponoHoBaHa pegakuis
— [O-p Nitep Wynby (Peter Schulz). 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXEHOi 0cobu.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
ocobu BianoBiganbHOI 3a 30iNCHEeHHS
dapmakoHarnsgy B YkpaiHi
97. IH®GAHPUKC cycnensia (DTPa-HBV- nakcoCmiTKnsnH Benuka "makcoCmiTKnsanH Benebris BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/16235/01/01
FEKCA™/INFANRIX IPV) ans iv’exuint no 0,5 ExcnopT NNimiTeq, BpuTaHis Bionogxikana C.A. MaTepianis: peuernmom
HEXA™ mn (1 gosa) Ta 3MiHuM | TUNY - 3miHa y napameTpax
KOMBIHOBAHA niodinizat (Hib); 1 cneuudikauin Ta/abo 4OMYCTUMUX MEX,
BAKUWHA ONA nonepegHbo BM3HaYeHuX y cneuudikauisx Ha AdI, abo
NMPO®INAKTUKN HaMoBHEHWN BUXIOHWI/MPOMDDKHWUIA NPOJYKT/peareHT, LWo
OUOTEPII, NIPABUSA, | ogHopasosuit lWnpw (no BUKOPUCTOBYIOTLCA Y MPOLIECI
KALLITIOKY 0,5 mn (1 gosa)) y Bupo6HuuTea A®I (y pasi BincyTHOCTI
(ALUENIONAPHUA KOMMIEKTi 3 ABOMa MoOHorpadii Ha APl y [1PY, €Bponenchbkin
KOMMNOHEHT), rornkamu Ta nakoH 3 dapmakonei abo iHLWIiN HaLioHanbHin
FENATUTY B, niogpinizatom (Hib) ans dapmakonei gepxasu €C, 3miHa
noniomMienitTy TA 1 003w, WO 3MiLyTbCS BHYTPILUHbLOI cneumdikauii Ha MmoHorpadito
3AXBOPHOBAHD, nepen BUKOPUCTaHHSIM; HeodiLiHOT hapmakonei abo
3BYOHUKOM AKUX no 1 a6o no 10 dapmakonei TpeTboi kpaiHu) - 3miHa
€ HAEMOPHILUS NNacTUKOBUX aHaniTMYHUX NocunaHb AN CMpPoBUHK L-
INFLUENZAE TUNYy KOHTEWMHEPIB y KapTOHHIN rnyTamiH 3 in-house moHorpadii Ha
B KopobuUi MoHorpadito USP. PepakuinHi npaBkv oo
po3giny 3.2.S.2.3 Control of Materials
98. IHOAHPUKC cycneHsia (DTPa-HBV- makcoCmiTKnsanH Benwuka makcoCmiTKnsinH Benbris BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/16235/01/01
FEKCA™/INFANRIX IPV) ans iv’exuint no 0,5 EkcnopT Nimiteq BpuTtaHis Bionogxikana C.A. marepianis: peuenmom
HEXA™ mn (1 gosa) Ta 3MiHM | TUNY - 3MiHW B NpoLeCi
KOMBIHOBAHA niodinizat (Hib); 1 BUpo6HMUTBa ADI - 3MiHM Ta OHOBMNEHHSA
BAKUMHA OnNA nonepegHL0 onucy npouecy BUpOGHULITBA MPOMIDKHOIO
MPODINAKTUKN HanoBHEHWI NpoOAyKTY NpU OTPUMaHi aHTUreHIB
OUGTEPII, NPABUS, | ogHopasosuii wnpu (no aLentonapHOro KOMMOHEHTY Kallioka Ta
KALLITIOKY 0,5 mn (1 gosa)) y Onuncy NepBUHHMX MaTtepianis, LLO
(ALUENIONAPHUA KOMMIEKTi 3 ABOMa BUKOPUCTOBYOTLCS Mif Yac BUPOBHMYOro
KOMMOHEHT), rornkamu Ta cprnakoH 3 npouecy. PegakuinHi npaeku oo posainy
FENATUTY B, niodpinisatom (Hib) ans 3.2.5.2.2 pocbe; 3MiHm | TNy - 3miHa y
noniomMienity TA 1 003w, WO 3MiLLYyTLCS napameTpax cneuudikadi Ta/abo
3AXBOPIOBAHD, nepepn BUKOPUCTaHHSAM; [OMYyCTUMUX MEX, BUSHAYEHUX Y
36YAHUKOM AKUX no 1 abo no 10 cneuudikauisix Ha A®l, abo
€ HAEMOPHILUS NNacTUKOBUX BUXIOHWI/MPOMDDKHWUIA NPOJYKT/peareHT, LWo
INFLUENZAE TUNY KOHTEWMHEPIB y KapTOHHIN BUKOPUCTOBYHOTLCS Y NPOLECI
B KopoOGLi BUpoGHMLTBa ADI - 3mMiHa nocunaHb B

aHaniTMYHUX MeToaax Anst CUPOBUHM
nytapanbgeria 3 moHorpadii USP Ha
MoHorpadgito GSK 100931; aminu | Tuny -
3MiHK, NOB'A3aHi 3 HEObXiAHICTIO
NPVBEAEHHS Y BiAMOBIAHICTb A0
MoHorpadii APY abo Esponencbkoi
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
apmakonei, abo iHLWOoi HaLioHanbHOT
dapmakonei gepxasu €C - 3miHa
nocunaHb B aHaniTM4HMX metodax
KOHTPOMIO AOMOMDKHOI PEYOBUHM
'myTaTioH 3 BHYTPIWHLOT MOHOrpadii
KOHTPOIMIO SIKOCTi KOMMaHii Ha MoHorpadito
Eur. Ph.; 3miHn Tuny Boaw, sika
BVIKOPVCTOBYETLCS Af1s1 MiArOTOBKM
PO34MHIB Ta cepeaoBuLL Mig yac
depmeHTauii Ta ekCcTpakLii aHTUreHis
auerntonsapHOro KOMMOHEHTY KaLLmoKa.
PepakuinHi npasku go posginy 3.2.5.2.3
[0Cbe
99. | IHPAHPUKC™ INB cycneHsia (DTPa-IPV) nakcoCmiTKnsinH Benuka "makcoCmiTKnsinH Benebris BHECEHHS 3MiH 10 peecTpauifHmX 3a UA/15832/01/01
XIB / INFANRIX™ IPV | ans iH’ekuint no 0,5 mn (1 EkcnopT Nimiteq BpuTtaHis Bionogxikans C.A. marepianis: peuernmom
HIB KOMBIHOBAHA [03a) y nonepeaHbo 3MiHuM | TUNY - 3miHa y napameTpax
BAKLUUHA ONnA HarnoBHEHOMY cneuudikauin Ta/abo 4ONYCTUMUX MEX,
NMPO®INAKTUKN 0HOPa30BOMY LUMPUL BM3Ha4eHuX y cneuudikauisx Ha AdDl, abo
JOUSTEPIi, NPABLA, Ne 1y komnnexTi 3 BUXIOHWI/MPOMDDKHWUIA NPOJYKT/peareHT, LWo
KALLUTKOKY nBoma ronkamu Ta BUKOPUCTOBYIOTbCS Y NpoLEeCi
(ALENIONAPHUN niodinizat (Hib) y BnpobHuuTBa A®I (y pasi BigCyTHOCTI
KOMMNOHEHT), nakoHi Ne 1, wo MoHorpadii Ha APl y IdY, Esponenickkin
noniomMieniTy TA 3MiWyoTbCs nepes dapmakonei abo iHLWil HauioHarnbHin
3AXBOPHOBAHDb, BUKOPUCTaHHAM; Mo 1 dapmakonei gepxasu €C, 3miHa
3B6YAHUKOM AKUX nonepegHbo BHYTPILUHbLOI cneumdikauii Ha MmoHorpadito
€ HAEMOPHILUS HanoBHEHOMY HeodiuiHOT dpapmakonei abo
INFLUENZAE TUNY O[HOPa30BOMY LLNPULY apmakonei TpeTboi KpaiHu) - 3MmiHa
B y KOMMNMeKTi 3 ABOMaA aHaniTM4HMX NnocunaHb AN CUPOBUHM L-
ronkamu ta 1 donakoHOM rnyTamiH 3 in-house MoHorpadii Ha
3 niocpinizatom (Hib) y MoHorpadito USP. PepakuinHi npaBkv oo
BaKyyMHill CTepUIbHIi posginy 3.2.S.2.3 Control of Materials
ynakosui; no 1
BaKyYMHIl CTEpUnbHin
ynakoBLi y KapTOHHIN
KopoobLi
100. | IH®NAPAKC Masb no 15 rabo 25, ToBapucTso 3 Ykpaina ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/10175/01/01
abo 50r,a60 100 ry obmexeHo obmexeHo marepianis: peuenmom
Ty6i; no 1 1y6i y BiANoOBiganbHICTIO BignoBiganbHIiCcTIO 3MiHuM | TUNY - 3MiHW, NOB'A3aHi 3
KapTOHHiI kopobLyi "®apmaueBTnyHa "®apmaueBTyHa HeobXiaHICTIO NpMBeAeHHS Y BiAMNOBIOHICTb
KOMMaHis KOMMaHisi 0o moHorpadii ®Y abo €sponencekoi
"3popos's” "3gopos's" dapmakonei, abo iHLWoi HaLioHanbHOT

dapmakonei gepxasu €C (3miHa y
crneungikaLisx, nos'sidaHa 3i aMmiHamu B
OoY, abo €sponeiicbkit hapmakonei, abo
iHLLIM HauioHanbHIN hapmakonei Aepxasu
€C); cynyTHS 3miHa: 3MiHa y meTofax
BunpobysaHHa APl abo BuxigHOro
marepiany/npoMixHoro
npoaykTy/pearexTy, Wo
BUKOPUCTOBYETLCS Y NMpoLeci
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BMpOGHMUTBa ADI - 3mMiHM [0 cneumdikauii
Ta METOZAIB BXigHOro KOHTponio AdI
TlipokaiHy rigpoxnopwva 3a NokasHUKOM
«MikpobionoriyHa YicToTa» Ta BUNYyYEHHS
nokasHuka «Baxki metanuy, 3
NpvBEAEHHAM Y BiAMNOBIAHICTb 40 BUMOT
aitovoro BuaaHHs EP; aMiHm | Tuny -
noJaHHs HOBOro cepTudikaTa Big BXxe
3aTBEPKEHOr0 BUPOBOHUKA; CYnyTHS
3MiHa: 3aMiHa y napameTpax cneundikauiv
Ta/abo [oMyCTUMUX MeX, BUSHAYEHUX Y
cneundikauisx Ha A®Il, abo
BUXiAHVN/MPOMDKHUI NpoAyKT/pearexT, Lo
BVKOPVCTOBYIOTbCS Y NMPOLECI
BUpoGHMUTBa ADI - 3miHa y meTopax
BunpobyeaHHa APl abo BMXigHOrO
marepiany/npoMixHoro
npoaykTy/peareHTy, Lo
BMKOPVICTOBYETbLCS Y NPOLEC
BUpobHMuTBa ADI - NogaHHs HOBOro
cepTudikaTy BignoBigHOCTI €BponencbKol
dapmakonei Ne R1-CEP 2001-014-Rev 03
Bif 3aTBEepAKeHoro BMpobHuka Adl
Jligpokainy rigpoxnopua, siK Hacnigok: -
YTOYHEHHS Ha3BM Ta agpecy
MicuenpoBamXeHHs isinibHOCTI BUPOOHUKa
A®I (3miH y npoueci BMpobHuLTBa Ta
cxeMi cuHTesy A®I He Bigbynocs, 3MiH B
MiCLie3HaxoxXeHHi BUPOBHUYOI OinbHUL
BUpoGHKKa AD| He Bigbynocs); -
npvBeAeHHs cneuudikadii Ta meToais
BXigHOro KoHTposto APl 3a NoOKasHNKOM
«3anuLKoBi KiNbKOCTi opraHiYHnx
PO3YMHHKKIB» 40 MaTepianis BUpobHUKa

101.

IH®JTAPAKC

Ma3b in bulk: no 50 kry
Houkax cTanesux,
3aKPUTUX KpULLKaMK 3
3aTUCKHUM KinbLem

ToBapwucTtBo 3
obmexeHo
BiAnoBiganbHICTO
"®PapmaueBTUYHa
KOMNaHis
"3popos's"”

YkpaiHa

TosapucTBo 3
obBMexeHo
BiANOBIgANbLHICTHIO
"®apmMaueBTnYHa
KOMNaHis
"3popos's"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHM | TUNY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTI0 NpMBeAEeHHS Y BiANOBIOHICTb
0o MoHorpadii ®Y abo €sponencbkoi
capmakonei, abo iHWOoi HaLioHanbHOT
apmakonei aepxasu €C (3miHa y
cneungikauisx, nos's3aHa 3i aMiHamu B
oY, abo €sponelicbkii hapmakonei, abo
iHLWIiM HauioHanbHIN bapmakonei aepxasu
€C); cynyTHs 3MiHa: 3MiHa y MmeTofax
BunpobyBaHHa APl abo BMXigHOTO
marepiany/npoMixHoro
NpoAyKTy/peareHTy, Lo
BVIKOPVICTOBYETbLCS Y MPOLECI
BMpOoGHMUTBa ADI - 3MiHM o cneumdikauii

UA/15769/01/01
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Ne
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3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

Ta MeTOAiB BXiAHOro KoHTposno AdI
TlipokaiHy rigpoxnopwva 3a NokasHUKOM
«MikpobionoriyHa YicToTa» Ta BUNyYeHHS
nokasHuka «Baxki meTanuy, 3
NpvBEeAEHHAM Y BiAMNOBIAHICTb 40 BUMOT
Aitovoro BuaaHHs EP; aminm | Tuny -
noAaHHs HOBOTO cepTudikaTa Bif BXe
3aTBEPKEHOr0 BUPOBOHUKA; CYnyTHS
3MiHa: 3MiHa y napameTpax cneumdikauin
Ta/abo [onyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®Il, abo
BUXiAHWA/NPOMIXHWI NpodyKT/peareHT, Lo
BVIKOPVCTOBYIOTLCH Y MPOLECI
BUpoGHMUTBa ADI - 3miHa y meToaax
BunpobyBaHHa APl abo BuxigHOro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpobHMLTBa ADI - NOgaHHA HOBOrO
cepTudikaTy BignoBigHOCTI €BponencbKol
capmakonei Ne R1-CEP 2001-014-Rev 03
Bif, 3aTBEpOXEHOro BUpobHMKa ADI
Jligpokainy rigpoxnopua, siK Hacnigok: -
YTOYHEHHS Ha3BM Ta afpecy
MicLenpoBaXXeHHs OisrnbHOCTI BUPOOHUKA
A®I (3miH y npoueci BupobHuLTBa Ta
cxemi cuHTe3dy AdI He Bigbynocsi, 3MiH B
MiCLLe3HaXO0MKEHHI BUPOOHUYOT AinbHULI
BUpoGHKKa ADI He Bigbynocs); -
npvBeAeHHs cneuudikauii Ta meToais
BXigHOro koHTposnto A®| 3a NokasHMKOM
«3anuLKoBi KiNbKOCTi opraHiYHnx
PO34YMHHUKIB» 40 MaTepianiB BUpobHUKa

102.

KAIO Xnoenay
PO34UH 4%

pPO34mMH AN iHdy3in 4 %
no 50 mn a6o no 100 mn
y NnsilKax

MpuBatHe
akuioHepHe
TOBapUCTBO

"IHy3ig"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapUCTBO

"IHdysia"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu | Tuny -
AOMiHiCTpaTUBHI 3MiHW. BunyyeHHs
BUPOBHWYOI AiNbHULI (BKMHOYa4mn
AinbHuui ana APl npoMibKHOro NPOAYKTY
abo roToBoro nikapcbkoro 3acoby,
OiNbHUL ANS MPOBEAEHHS NaKyBaHHS,
BMPOOHWKa, BiANOBiAaNbHOroO 3a BUMYCK
cepiii, Micue NpoBeAeHHs KOHTPOrto cepil)
abo noctavanbHKKa BUXiAHOTO mMartepiany,
peareHTy abo JONOMiXXHOT pe4OBUHU
(SIKLLO 3a3HaYeHO Y JOCbE) BUMYHEHHS
BUPOBHMYOT AiNbHUL rOTOBOrO
nikapcbkoro 3acoby. BBegeHHst 3MiH
npoTsArom 3-X MicauiB nicns
3aTBEPAKEHHS. 3MiHN | TUny - 3MiHK 3
sikocTi. [0TOBWI Nikapcbkuit 3acib.

3a
peuerimom

UA/9407/01/01
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
CuncTtema KoHTenHep/3aKynoproBanbHUi
3aci6. 3MiHa y NepBUHHI ynakoBLj
roTOBOrO flikapcbKoro 3acoby (Tun
KOHTenHepa abo AofAaBaHHS HOBOTO
KOHTeWHepa) - BunyyeHHs nepBuUHHOI
yNaKkoBKW, L0 He NpU3BOAUTb A0 MOBHOIO
BWINYyYeHHS Nikapcbkoro 3acoby 3 NEBHOO
cunoto Aii abo y neBHil nikapcbkini hopmi -
BUIYYEHHS NMSLWKU 3 AiaMeTpoM
ropnosuHn 22,5 + 0,5 mm: - nnswka
Bupo6bHuutea MNAT "BIO ME[L CKJ10" - II-
100E-2 MTO; - nnsiwka BUPOOHULTBA
MpAT "KocToninbCbkuin 3aBog,
cknoBmpobis" - 11-50-M-2-MTO, 11-100-M-2-
MTO.
103. | KAnNbLUIO XnopPua po3uunH Ang iH'ekuin, 100 | MAT "lanuydapm” Ykpaina MAT "Tannudapm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/4727/01/01
mr/mn, no 5 mnym no 10 marepianis: peuenmom
Mn B amnyni, no 5 3MiHuM | TUNY - 3MiHa nocTavanbHuKa
amnyn y KOHTYPHin nakyBanbHUX maTtepianis abo
YapyHKOBI ynakosLi; no KOMMMEKTYUMX (SIKLLO 3a3HaYeHOo B
2 KOHTYPHI YapyHKOBI [0CbE) (BUNyYEHHS nocTavanbHuKa) -
yMaKoOBKU B Nayi BHECEHHS 3MiH O maTepianis
peecTpauiiHoro gocee p. 3.2.P.7.
CucTeMa KoHTenHep/3aKynoptoBanbHUiA
3acib: BunyyYeHHs iHopmalii woao
BMPOGHWKIB NEPBWHHOI yNakoBKu (amnyn)
104. | KAPBOMNATIH- KOHLIeHTpaT Ans Mictpan Kenitan Benuka AxTasic ITanis ITanisa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/14384/01/01
BICTA pO34mnHy Ans iHdysin, 10 MeHepXmeHT BpuTtaHisa C.n.A. marepianis: peuernmom
mr/mn no 5 mn (50 mr/5 Timiten 3MiHuM | TNy - 3MiHW 4O IHCTPYKUiT Ans
M) abo no 15 mn (150 ME[NYHOro 3aCTOCYBaHHS y po3ginu:
mr/15 mn), abo no 45 mn "Ocobnusi 3axoamn 6esnekn”, "Baaemogis 3
(450 mr/45 mn), abo no iHLIMMK nikapcbkuMK 3acobamu Ta iHLWi
60 mn (600 mMr/60 mn) y Buau B3aemogin”, "OcobnmeocTi
dnakoHi; no 1 dnakoHy 3actocyBaHHs" (y T. 4. "3acTocyBaHHs y
B KapTOHHIM nayui nepiop BariTHocTi abo rogyBaHHs!
rpyaar”), "Cnocib 3actocyBaHHsA Ta Josmn”,
"MepepnosyBaHHs", "MobiyHi peakuii”,
"HecymicHicTb" BignoBsigHo Ao iHdopmadii
pedepeHTHOro nikapcbkoro 3acoby
MAPAIJIATUH. BBeaeHHsA 3MiH
npoTtarom 6-tu micsiliB nicnA
3aTBEpPAXKEHHSA
105. KAPBEOWITON-KB Tabnetkun no 12,5 mr; no AT "KUIBCbKU YkpaiHa AT "KUIBCbKN YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/8685/01/01
10 TabneTok y 6nictepi; BITAMIHHAN BITAMIHHAW MaTepianis: peuenmom
no 3 Gnictepu B nayui 3ABOLO" 3ABOLO" 3MiHM | TURY - 3MiHW Woao

6e3nekn/edeKkTUBHOCTI Ta
capmakoHarnagy - posain «padivyHe
0hOPMIIEHHS YNaKOBKMY 3aMiHEHO
po3a4inomMm «mapkyBaHHsi». BBepgeHHs 3MiH
npotarom 3-x MicsiliB nicns
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Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

3aTBepAKEHHS; 3MiHW | Tuny - B po3aini
«Cknag» macy Tabnetkv 3a3HaveHo B Mr

3aMiCTb I; 3MiHW | TUNY - 3MiHa y MeTodax

BMNPOBOYBaHHS roTOBOrO NiKapcbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPMKEHNX
meToAax BUNpobyBaHHN); 3MiHu | Tuny -
3MmiHa napameTpiB cneumdikauin Ta/abo
[OMYCTUMWX MEX roTOBOrO NiKapCbKoro
3acoby

106.

KAPBEOMNON-KB

TabneTtku no 25 mr; no
10 TabneTok y 6nictepi;
no 3 6nictepm B nayui

AT "KUTBCEKN
BITAMIHHAM
3ABOL"

Ykpaina

AT "KI/I'I'BCbKI{II/I
BITAMIHHAN
3ABOO"

Ykpaina

BHECEHHS 3MiH [0 peecTpauifiHnX
marepianis:
3MiHuM | TUNY - 3MiHW Woao
6e3nekn/edeKkTUBHOCTI Ta
bapmakoHarnagy - posain «padivyHe
0POPMITIEHHS YNaKOBKNY 3aMiHEHO
po3a4inoM «mapkyBaHHs». BBepeHHs 3MiH
npotarom 3-x MicAuiB nicns
3aTBepAKEeHHS; 3MiHu | Tuny - B po3gini
«Cknag» macy TabneTku 3a3HayeHo B Mr
3aMiCTb I; 3MiHW | TUNY - 3MiHa y MeTodax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y 3aTBEPIKEHUX
mMeToAax BUNpobyBaHHs); ; 3MiHu | Tuny -
3MiHa napameTpiB cneumdikauin Ta/abo
A0NYyCTUMMUX MEX rOTOBOTO J1iKapCbKOro
3acoby

3a
peuyerimom

UA/8685/01/02

107.

KETOAIH

Cyno3uTopii BariHanbHi
no 400 mr, no 5
Cyno3unTopiis y cTpuni,
no 1 abo 2 ctpunu B
nayui 3 KapToHy

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpMeMCTBO
"Cnepko YkpaiHa

Ykpaina

CninbHe
YKpaiHCbKO-
icnaHcbke
nianpYeEMCTBO
"Cnepko YkpaiHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis:
3MiHuM | TUNY - 3miHa po3mipy cepii
roTOBOro NMikapcbKoro 3acoby, y 3B’A3Ky 3i
36iNbLUEHHAM NPOMMUCIIOBUX NMOTYXXHOCTEN.
BBeaeHHs 3miH npoTarom 3-x micsauiB
nicns 3aTBepAXeHHs. 3anponoHoBaHo:
Poswmip cepii, TeopeTuyHa KinbkicTb
oTpUMaHunx cynoautopiis: 125,00 kr

6e3
peuyenma

UA/5825/01/01

108.

KETOPON

TabneTkn, BKpUTI
nniBKOBOI 0BOMOHKOI,
no 10 mr no 10 TabneTok
y 6nicTepi; no 2
Gnictepn y navui

O-p Pepgi'c
JTabopatopic Jitg

IHais

O-p Penpi'c
JTabopaTopic JiTg,
BupobHuya
ainsbHuus - 1

IHAis

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis: 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHK. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaKEHHS OisnbHOCTI
BUPOGHWKa/iMnopTepa roToBOro
nikapcbkoro 3acoby, BKIMHOYayu AinbHULI
BUMYCKy cepii abo micLie npoBeaeHHS
KOHTPOIO SIKOCTI. (QiiNbHICTb, 3a Ky
BifnoBigae BMpoOHUK/imnopTep,
BKITI0MAKO4M BUMYCK Cepill) 3MiHa Ha3Bu Ta
agpecu BUpobHuka nikapcbkoro 3acoby -
p Pegnai'c JlabopaTtopic JItg BupobHuua
ninbHuug - 11, [Hais, 6e3 3MiHK Micus
BMPOGHMUTBA:

3a
peuernmom

UA/2566/02/01
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
BBegeHHs 3miH NpoTArom 6-Tu Micsiuis
nicnsi 3aTBepOXEHHS.
109. | KNAPUTPOMIUUH TabneTku, BKPUTI AT "T'pinaekc" INaTtBis Bnydapma- MopTtyranis BHECEHHS 3MiH 4O peecTpauifiHnX 3a UA/13144/01/01
rPIHAEKC NMiBKOBOI 0BOMOHKOIO, IHgycTpis marepianis: peuenmom
no 250 mr no 7 abo no 8 dapmaneBTuKa, 3MiHM | TUMY - NOAAHHSI OHOBINEHOTO
TabneTok y 6nictepi; no C.A. cepTudikaTa BiANOBIAHOCTI EBPONENCHKIN
1 abo 2 6nictepu B dapmakonei Ne R1-CEP 2006-246-Rev 01
nayui 3 KapToHy ans gitoyoi pevosuHu Clarithromycin Big
BXE 3aTBEPAXXEHOro BUPOGHMKa i3 3MIHO
Ha3BwW; 3MiHW | TUNy - NoAaHHs
OHOBJIEHOr0 cepTudpikarta BignNoOBIAHOCTI
€sponevicbkin bapmarkonei Ne R1-CEP
2009-134-Rev 00 Ta RO-CEP 2009-134-
Rev 03 an4 gito4oi pevoBnHu
Clarithromycin Bif Bxe 3aTBEpAXEHOr0
BMPOBHMKA
110. KNAPUTPOMILUUH TabneTtkn, BKpUTI AT "I'piHgekc" INatBis Bnydapma- MopTyranis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/13144/01/02
rPIHOEKC NNiBKOBOK 0BOMNOHKOMO, IHaycTpis MaTepianis: peuenmom
no 500 mr no 7 abo no 8 dapmaueBTyKa, 3MiHM | TUMY - NOAAHHS OHOBIIEHOTO
Tabnetok y 6nictepi; no C.A. cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
1 abo 2 6nictepu B dapmakonei Ne R1-CEP 2006-246-Rev 01
navui 3 KapToHy ans airoyoi pedosuHn Clarithromycin Big
BXe 3aTBepAKeHOro BUpobHUKa i3 3MiHO
Ha3BwW; 3MiHW | TUMy - NoAaHHs
OHOBIEHOro cepTudikaTa BignNoBiAHOCTI
€Bponevickkin hapmakonei Ne R1-CEP
2009-134-Rev 00 Ta RO-CEP 2009-134-
Rev 03 ans gito4oi pe4yoBrHm
Clarithromycin Big Bxe 3aTBEpAXEHOTO
BMPOBHUKa
111. | KOHBYNEKC po34mnH Ang iH'ekuin, 100 TOB "BAJIEAHT Ykpaina BMPOBHMLTBO, ABcTpis BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/6595/01/01
mr/mn no 5 mn B amnyni, | ®PAPMACBIOTIKA nakyBaHHs, MaTepianis: peuenmom
no 5 amnyn y KOHTYpPHin ng" KOHTPOMb SKOCTI: 3MiHM | TUMY - NOAAHHS OHOBIIEHOTO

YapYHKOBIN ynakoBLi

[.J1. dapma Mm6X,
ABCTpiS;
BUPOBHMK, 1O
BianoBigae 3a
Bunyck cepii: .J1.
dapma 'M6X,
ABCTpis

cepTugikaty BiaNOBIAHOCTI €BPONENCHKOT
dapmakonei Ne R1-CEP 2001-287-Rev 01
BiJ, BXXe 3aTBepAXeHOoro BUpobHuka AdI
Banbnpoesoi kucrotu The Nippon
Synthetic Chemical Industry Co Ltd,
AnoHis; 3MiHu | TUNY - nogaHHA
OHOBIEHOro cepTudikaTty BiANOBIAHOCTI
€sponeiicbkoi chapmakonei Ne R1-CEP
1998-026-Rev 03 Big BXe 3aTBEpAKEHOrO
BMpOGHMKa AP| BanbnpoeBOi KUCOTH
Katwijk chemie bv, HigepnaHnau; 3minu |
TUMY - NOAAHHS OHOBIIEHOrO cepTudikaTty
BiANoBigHOCTI €Bponencebkoi dhapmakonei
Ne R1-CEP 2003-174-Rev 02 Big Bxe
3aTBepKeHoro BMpobHuka Ad®|
BanbnpoeBoi kucnotu Anjan Drugs Private
LTD., Ingis
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112.

KO-NMPEHECA®

Tabnetkn, 2 mr/0,625 mr
no 10 Tabnetok y
Gnictepi, no 3 abo 6,
abo 9 GnicTtepiB y
KapTOHHiI kopobLy; no
15 Tabnetok y 6nictepi;
no 2 a6o 4, abo 6
BnicTepiB y KApTOHHIW
KopobLi

KPKA, a.a., Hoso
MecTo

CnoBeHisi

KPKA, a.a., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHu | TUny - 3miHa y meTtogax
BMNpobyBaHHs APl abo BuxigHOro
marepiany/npoMixHoro
npoaykTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NPOLEC
BMpOGHMLUTBa ADI - HE3HAYHI 3MiHK Y
3aTBepOKeHVX MeToAax BUNpobyBaHHs, y
3B’A3Ky 3 NPUBEAEHHS 4O OpuriHanbHOI
[OKyMeHTaUii BUpOGHMKa: BUNpaBneHHst
HeBiAMNOoBIAHOCTI B AOKyMeHTaUii
aHaniTM4YHOI NpoLieaypy BU3HAYEHHS
pPO3Mipy YacToK ANs AiloY0i pevyoBUHU
iHganamigy; amiHu | TNy - nogaHHs
OHOBIEHOro cepTudikaTa BignoBiAHOCTI
€Bponevickkin hapmakonei Ne R1-CEP
1998-075-Rev 03 anga gito4oi pevoBuHu
Indapamide Big Bxe 3aTBepAXeHOro
BMPOGHUWKA; 3MiHK | TUNy - 3MiHa agpecu
KOHTpaKTHoro BupobHuka Zhejiang
Menovo Pharmaceutical Co., Ltd. ans
Lit0Y0T pevoBVHN NepuHaoNpuny TepT-
GyTunamiH

3a
peuyerimom

UA/10953/01/01

113.

KO-NMPEHECA®

Tabnetkn, 4 mr/1,25 mr
no 10 Tabnetok y
6nicTepi, no 3 abo 6,
abo 9 bricTepiB y
KapTOHHI kopobui; no
15 TabneTok y 6nictepi;
no 2 abo 4, abo 6
GnicTepiB y KapTOHHIW
Kopoo6Li

KPKA, a.a., Hoso
MecTo

CnoBeHisi

KPKA, a.a., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHu | TUny - 3mMiHa y meTtogax
BunNpobyBaHHa APl abo BMXigHOrO
marepiany/npoMixHoro
NpoAyKTy/peareHTy, LWo
BVIKOPVICTOBYETLCS Y MPOLECi
BMPOGHMLUTBa ADI - HE3HAYHI 3MiHK Y
3aTBEpAKEHUX MeToAax BUNpobyBaHHs, y
3B’A3Ky 3 MPUBEAEHHSI O OpUriHaNbHOI
[OKyMeHTaUii BUpOGHMKa: BUNPaBREHHs!
HEBIANOBIAHOCTI B JOKYMeHTau;ji
aHaniTM4YHOI NpoLieaypy BU3HAYEHHS
pPO3Mipy YacToK ANs Ait40i pevyoBUHU
iHganamigy; 3miHu | TNy - nogaHHs
OHOBJIEHOro cepTudikaTta BiaAnoBigHOCTI
€sponeiicbkint papmakonei Ne R1-CEP
1998-075-Rev 03 ans fito4oi pe4oBuHM
Indapamide Big Bxe 3aTBepAXeHOro
BMPOGHMKa; 3MiHK | TUNY - 3MiHa agpecu
KOHTpaKTHoro BupobHuka Zhejiang
Menovo Pharmaceutical Co., Ltd. ans
LitoY0i pevoBVHU NepuHaonNpuny TepT-
GyTunamiH

3a
peuerimom

UA/10953/01/02

114.

KO-MPEHECA®

Tabnetkn, 8 mr/2,5 mr no
10 TabneTtok y 6nictepi,

KPKA, a.a., Hoso
MEecTOo

CnoBeHis

KPKA, a.a., Hoso
MecTo

CnioBeHis

BHECEHHS 3MiH IO peecTpaLiiHMX
MaTepianis:

3a
peuyermom

UA/10953/01/03
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no 3 abo 6, abo 9
BnicTepiB y KapTOHHIW
kopobui; no 15 Tabnetok
y 6nicTepi; no 2 abo 4,
abo 6 bnicTtepiB y
KapTOHHIl kopobui

3MiHM | TRy - 3miHa y MeToaax
BunpobyBaHHa APl abo BMxigHOro
marepiany/npoMixHoro
npoaykTy/pearexTy, Wo
BVIKOPVICTOBYETbLCS Y NPOLECI
BMPOGHMLUTBa ADI - HE3HAYHI 3MiHK Y
3aTBEPIKEHMX MeTogax BUNPoByBaHHs, y
3B’A3KY 3 NpMBEAEHHS 40 OpUriHanbHOI
[OKyMeHTaUii BUpOGHMKa: BUNpaBneHHst
HEBIANOBIAHOCTI B JOKYMeHTauji
aHaniTM4YHoI NpoLieaypy BU3HAYEHHS
pO3Mipy YacToK Ans Aio40i peYOBUHU
iHganamigy; 3miHu | TNy - nogaHHs
OHOBJIEHOrO cepTudpikarta BignNoOBIAHOCTI
€Bponevickkin hapmakonei Ne R1-CEP
1998-075-Rev 03 ans Aito4oi peyoBuHM
Indapamide Big BXe 3aTBEpAXEHOro
BMPOGHMWKa; 3MiHM | TUNYy - 3MiHa agpecu
KOHTpaKTHOro BupobHuka Zhejiang
Menovo Pharmaceutical Co., Ltd. ans
Lit0Y0T pevoBVHN NepuHaoNpuny TepT-
OyTunamin

115.

KO®EKC™

cupon no 60 mny
bnakoHi 3 MipHUM
KOBMa4kom; no 1
brakoHy B KapTOHHIW
KopoobLi

[>xeHom BioTek
MNeT. 1o,

IHgia

[>xeHom BioTek
MeT. 114,

IHAis

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu Il Tuny - 3miHn wWoao
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo 3miHa(u)
00 3000B'A3aHb Ta yMOB BUAadi
peecTpaLiiHOro NOCBIAYEHHS, BKIOYaun
MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
06r'pyHTyBaHHsi HOBUMW JOAATKOBUM
OaHnMu, Wo MarTb HagaBaTucs
KOMMETEHTHUM OPraHoM, OCKiflbKU
BMMaraeTbCsi CyTTeBA OLjiHKa
KOMMETEHTHUM opraHoM) BukoHaHHsi
3060B's3aHb BiAMOBIAHO A0 NiANyHKTY 1.13
nyHkTy 1 gogatky 15 go Mopsaky
NpoBeAEHHS eKCNEPTU3N PEECTPAaLIIHNX
mMaTtepianis Ha Nnikapcbki 3acobwm, Lo
noAaTbCs Ha AepXKaBHY peecTpalLliio
(nepepeecTpallito), a TaKoX ekcnepTuan
mMaTtepianis Npo BHECEHHS 3MiH O
peecTpaLiiHuX MaTepianis NpoTsarom Aaii
peecTpaLinHOro NocBig4YeHHs,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MOS3 Big 23.07.2015 Ne 460)

3a
peuerimom

UA/0711/02/01

116.

JNIA30JIBAH®

PO34MH Anis iHransauiv Ta
nepopanbsHoro

TOB "CaHodi-
ABeHTiC YKpaiHa"

YkpaiHa

IcTiTyTO Ale Anxeni
C.p.n.

ITanis

BHECEHHS 3MiH IO peecTpaLiiHMX
matepianis: 3miHu Il Tuny - 3miHK Woao

6e3
peyenma

UA/3430/06/01
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3acTtocyBaHHs, 15 mr/2
M no 100 mn y donakoHi
3 KpanenbHuueto; no 1
dnakoHy y KOMMNMeKTi 3
MipHMM KOBMaYkoM B
KapTOHHIl kopobui

Gesnekn/ehekTMBHOCTI Ta
dapmakoHarnsay. BHeceHHs abo 3miHa(u)
00 3000B'A3aHb Ta yMOB BuAavi
peecTpaLiiHOro NOCBIgYEHHS, BKIOYa4m
MnaH ynpasniHHA pusnkamu
(3acTocyBaHHS 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW JOAATKOBUM
OaHnMu, Wo MaroTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifbK1
BMMaraeTbCsl CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) BukoHaHHsi
3060B'A3aHb BiANOBIAHO A0 nignyHkTy 1.13
nyHkTy 1 gogatky 15 go Mopsaaky
NpoBeAEHHS eKCNepPTU3N PeECTPaLiiHNX
mMaTepianis Ha nikapcbki 3acobu, Lo
noAaTbCs Ha AepXKaBHY peecTpaLiio
(nepepeecTpallio), a TaKoX ekcnepTuan
mMaTtepianis Npo BHECEHHS 3MiH 4O
peecTpauiiHix maTtepianis NPoTarom aii
peecTpauiiHoro NOCBIAYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)

117.

JIEBOAAP B/B

po34mnH Ans iHdysin, 500
mr/100 mn no 100 mn y
KOHTeWHepi; no 1
KOHTeWHepy y nnisui B
KopoobLi

AHaHTa Mepgikeap
nTo.

Benvka
BpuTtaHia

€sponanid
Xentkeap lBT.
o,

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n)
00 3000B'A3aHb Ta yMOB BUAadi
peecTpaLinHOro NocBig4YeHHS, BKIYayn
MnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMaratTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBUMMW 0OOATKOBUM
OaHMMK, WO MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbKM
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHNM OpraHoMm) - BukoHaHHsi
3060B's3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 go Mopsaaky
NpOBEeAEHHS EKCNEPTU3N PEECTPAaLIIAHNX
maTepianis Ha nikapcbki 3acobwu, Lo
NoAaTbCA Ha AepPXKaBHY peecTpalliio
(nepepeecTpallito), a TaKoX ekcnepTuan
mMaTtepianis Npo BHECEHHS 3MiH 40
peecTpauinHMX MaTepianis NpoTArom Aiji
peecTpaLinHOro NocBig4YeHHs,
3aTBepakeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MOS3 Big 23.07.2015 Ne 460)

3a
peuerimom

UA/16259/01/01
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118.

JNIEBOJET

TabneTku, BKPUTI
nniBKoBOI 0BOOHKOI,
no 500 mr, no 10
TabneTtok B GnicTepi; no
1 6nicTepy y KapTOHHIN
KopobLi

A-p Peagi'c
Jlabopatopic Jitg

IHaisa

O-p Pepai'c
JlabopaTopic Jlta,
BupobHuya
ainsbHuusa — 11

IHAisA

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis: 3MiHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Mmicus
NPOBaMKEHHA AiANbHOCTI
BUPOGHMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKMHOYaYM AinbHULI
BWMNYCKy cepii abo MicLie npoBedeHHs
KOHTPOIO SIKOCTI. (BiSNbHICTb, 3a Ky
BiANOBigae BUpOBHWMK/iMnopTep,
BKIH0MAKUM BUMNYCK Cepill) 3MiHa Ha3BuM Ta
appecu BUpobHuka nikapcbkoro 3acoby [-
p Pepnai'c Jlabopatopic JItg BupobHuya
ainbHuug - 11, IHais.

BBegeHHst 3MiH NpoTsrom 6-Tu Micauis
nicrsa 3aTBEpAXEHHS.

3a
peuyerimom

UA/9474/01/02

119.

JNIEBOJIET

TabneTkn, BKpUTI
nniBKkOBOI 0BOMOHKOI,
no 750 mr no 5 a6o 10
Tabnetok y 6nictepi, no
1 6nicTepy y KapTOHHIN
KopoouLi

O-p Pepgi'c
JlabopaTopic Jitg

IHgia

O-p Peani'c
JlabopaTopic Jitg,
BupobHnya
ainbHuusa —

IHAis

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis: 3MiHu | Tuny -
AnMmiHicTpaTuBHi 3mMiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXXEHHS QisANbHOCTI
BMpOBHWKa/iMnopTepa roToBOro
nikapcbkoro 3acoby, BKMHYayu AinbHuULI
BWMNYCKy cepii abo MicLie npoBedeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BMPoOHUK/imnopTep,
BKIH0MAKO4M BUMNYCK CEpill) 3MiHa Ha3BM Ta
agpecu BUpobHuKa nikapcbkoro 3acoby [1-
p Pepai'c Nabopatopic JIta BupobHunya
ainbHuug - 11, IHais.

BBeneHHs 3MiH NpoTArom 6-Tu MicsiuiB
nicnsi 3aTBEpOXKEHHS.

3a
peuernmom

UA/9474/01/03

120.

JNIEBONET

TabneTkn, BKpUTI
nniBKOBOI 0BOMOHKOI,
no 250 mr, no 10
Tabnetok B bnictepi; no
1 6nicTepy y KapTOHHIN
KopoobLi

O-p Pepgi'c
JTabopatopic Jitg

IHais

O-p Pepai'c
JTabopaTopic JiTg,
BupobHuya
ainbHuysa — 1l

IHAis

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis: 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHK. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaMXEHHS OiAnbHOCTI
BUpOGHWMKa/iMnopTepa roToBOro
niKapcbKoro 3acoby, BKIOYayn AinbHULI
BUMYCKy cepii abo MicLe npoBeAeHHs
KOHTPOIO SIKOCTI. (QiiNbHICTb, 3a Ky
BifnoBigae BMpoOHUK/imnopTep,
BKITHOHAI04M BUNYCK Cepilt) 3MiHa Ha3Bu Ta
agpecy BUpobHuka nikapcbkoro 3acoby -
p Pegnai'c JlabopaTtopic JItg BupobHuua
ainbHuug - Il IHais.

BBegeHHs 3MiH NpoTArom 6-Tu Micsiuis
nicnsa 3aTBepmKEHHS.

3a
peuernmom

UA/9474/01/01

121.

JIEMKOBOPUH-TEBA

po34mH Ans iH'ekuin, 10
Mr/mn no 5 mn abo no

TeBa
dapmauesTikan

I13painb

AT
PapmaLeBTUHHUIA

YropwwmHa/
Higepnanau

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu Il Tuny - 3miHK Woao

3a
peuyernmom

UA/5402/01/01
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
10 mn, a6o no 20 mn, IHpacTpis NTA. 3aBog TEBA, 6e3nekv/edeKkTMBHOCTI Ta
abo no 30 mn, abo no 50 YropLuHa; dapmakoHarnsay. BHeceHHs abo 3miHa(u)
My donakoHi, no 1 dapmaxemi b.B., 00 3000B'A3aHb Ta yMOB BuAavi
naKkoHy B KApTOHHIN Hipepnanau peecTpaLinHOro NOCBIAYEHHS, BKIIOYa4mn
KopobLi MnaH ynpasniHHA pusnkamu
(3acTocyBaHHS 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
06r'pyHTYBaHHA HOBUMMW [OAATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMETEHTHNUM OPraHoM, OCKifbK/
BUMaraeTbcs CyTTeBa OLLiHKa
KOMMETEHTHUM OpraHom) BukoHaHHs
3060B'A3aHb BiANoBiAHO A0 nignyHkTy 1.13
NyHKTY 1, NiANYHKTY 2.3 NYHKTY 2 gogaTky
15 po MNopsagky npoBeAeHHst ekcnepTnsmn
peecTpauinHMx MaTepianis Ha nikapcbki
3acobw, Lo NoaalTbCA Ha AepXKaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKkcnepTu3n mMartepiarnis NPoO BHECEHHS
3MiH 0O peecTpauinHnux maTepianis
npoTSArom Aii peectpauinHoro
NOCBiAYEHHS, 3aTBEPAXKEHOTO HAKa3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460)
122. | NEKCUH® 500 kancynu no 500 mr no Xikma WoppaHis BMPOGHMLTBO Caypiscbka BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/1484/01/01
10 kancyn y 6nicTepi, no dapmacbioTukana Hepo3dgacoBaHOro Apasisi/ marepianis: peuenmom
2 6nictepu y KapTOHHIl Ko. IlTa. npoaykTy Ta Mopparis 3MiHu | Tuny - 3miHn Wwopo
KopobLi nepBuHHE 6e3nekn/edeKkTUBHOCTI Ta
nakyBaHHs: apmakoHarnsigy. BeeaeHHst abo 3MmiHn
Ixasipa [0 y3aranbHeHNX AaHVX Npo cucTemy
dapmacbioTukan dapmakoHarnsaay (BBeAeHHS
IHpacTpis, y3aranbHeHNX AaHVX Npo cucTemy
CaygiBcbka dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOI

ApaBisi; BTOpUHHE
nakyBaHHs: Xikma
$apmacbioTvkana
Ko. Nta.,
Vopaanis; Bunyck
cepii: Xikma
dapmackioTrkana
Ko. Ita.,
Moppakis

ocobu, BignoBiganbHoI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
(hapmakoHarnsigy 3asiBHUKa ans
3[iNcHeHHs dhapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bi YNOBHOBaXEHO]
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
hapmakoHarnsay (BKMOYaoyn KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
(parnna cuctemu papmakoHarnagy) -
3MiHa ynoBHOBaxeHOi 0cobu 3asiBHUKA,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnagy: lNponoHoBaHa pegakuis
- Ahmad N.Aburmilah. 3miHa KOHTaKTHUX
[OaHnx yrnoBHOBaxeHoi ocobu. 3MiHa
KOHTaKTHOI 0cobMu, BianoBiaansbHoi 3a
capmakoHarnsg;: lNponoHoBaHa peaakuis
— GaranieBa AniHa. 3MiHa KOHTaAKTHUX
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
[OaHMX KOHTaKTHOI 0cobu, BignosiganbHoi
3a papmakoHarnsg. 3miHa
Micue3HaxomKeHHa macTep-daina
cucTeMun papmakoHarnsgy
123. | NIGOKAIHY pPO34MH Ans iH'ekuin, 20 MAT "Tanuudapm" YkpaiHa NAT "Tannudapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/4364/01/01
rigrpoxnorug Mr/Mn no 2 Mn B amnyrni; MaTepianis: peuenmom
no 10 amnyn y 3MiHu | TRy - 3MiHK y npoueci
KOHTYPHI YapyHKOBIW BUPOBHMLTBA FOTOBOIO JiKaPCbKOro
ynakosui, no 1 3aco0y, BKMHOYAYM NPOMIKHUA NPOAYKT,
KOHTYPHIil1 YapyHKOBIN LLIO 3aCTOCOBYETLCSI NPU BUPOOHULTBI
ynakoBLi B nayui; no 2 roTOBOrO fikapcbKoro 3acoby (He3HayHa
mn B amnyni, no 10 3MiHa y npoteci BUpobHULITBa)
amMnyn y kopobui
124. NIHE3ONIQ-rETEPO TabneTtkn, BKpUTI [eTepo Nab3 IHpia ['eTepo J1ab3 IHAis BHECEHHS 3MiH 4O peecTpauinHnX 3a UA/16624/01/01
NNiBKOBOK 0BOMOHKOMO, Jlimiten JlimiTen MaTepianis: 3minu | Tuny - peuenmom
no 600 mr, o 10 AamiHicTpaTVBHI 3MiHW. 3MiHa
Tabnetok y 6nictepi, no HaliMeHyBaHHS Ta/abo agpecu micus
1 abo 6 GnictepiB y NPOBaMKXEHHS OiAnbHOCTI
KapTOHHiI kopooui BUPOGHMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKMHOYaymn AinbHuL
BWMNYCKy cepii abo MicLie npoBedeHHs
KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BMpPoOHUK/imnopTep,
BKJT04aK04M BUMYCK CEPilt) - 3MiHa agpecu
BUpOOHMKa nikapcbkoro 3acoby eTepo
Ia63 Jlimiten, 6e3 3miHn micus
BMPOBHMUTBA
125. | NOKPEH® TabneTkn, BKpUTI TOB "CaHodi- Ykpaina CAHO®I PpaHuis BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/4199/01/01
o6onoHkoto, no 20 mr Ne ABeHTiC YKpaiHa" BIHTPOM marepianis: peuenmom
28 (14x2): no 14 IHOACTPIA - 3MiHM | TUMY - NOAAHHST OHOBIIEHOTO
Tabnetok y 6nictepi; no TYP3 Ceptudikata R1-CEP 2009-344-Rev 01
2 6nictepu B KapTOHHil ansa A®| Betakconony rigpoxnopug Big
Kopob6ui BXE 3aTBepAXXEHOro BUpobHMKa
126. | NOPUHOEH® A Ma3sb no 15 ry Ty6i, no 1 TOB "BAJNIEAHT YkpaiHa dapm3aBog Monbwa BHECEHHS 3MiH 0 peecTpauifHmX 3a UA/1717/01/01
Ty6i B KOpOOGL DOAPMACBIOTIKA Enbca A.T. mMaTepianis: peuenmom
ng" 3MiHM | TRy - 3MiHW A0 IHCTPYKLT Ans
MELNYHOro 3aCTOCYBaHHS y po3ginu:
"OcobnueocTi 3acTocyBaHHsA", "MobiYHi
peakuii" BignoBigHO O OHOBMEHOI
iHcpopMmalii 3 6e3nekn Ajtoyoi peHoBUHM.
BBeaeHHs 3MiH npoTsirom 3-x micsauiB
nicns 3aTBepAXeHHA
127. | NOPUHOEH® C Masb no 15 ry Ty6i; no 1 TOB "BAJIEAHT YkpaiHa dapm3aBog MonbLwa BHECEHHS 3MiH 40 peecTpauifiHmX 3a UA/1718/01/01
Ty6i y kopobui DOAPMACBIOTIKA Enbca A.T. mMaTepianis: peuenmom
na", 3MiHu | TNy - 3MiHK 8o IHCTpyKUii Ans

MEZIMYHOro 3aCTOCYBaHHS 0 po3ainy
"OcobnuBocTi 3acTocyBaHHS" BiANOBIAHO
[0 MaTepianiB peecTpaLinHOro AOChE.
BBeaeHHs 3MiH npoTarom 3-x micsauiB
nicns 3aTBepAXeHHA
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128.

norce

pO34unH Ans
30BHILUHLOrO
3actocyBaHHsa 1 % no 20
MI Yy KOHTeHepi abo y
bnakoHi 3 MexaHiYHUM
posnuntoBayem; no 1
KOHTeWHepy abo
cnakoHy B nayui

TOB "OKN
"papmaueBTUYHa
cabpuka"

Ykpaina

TOB "[OKI
"®apmaueBTUYHa
tabpuka”

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu Il Tuny - 3miHn WwWoao
6e3nekn/edekTUBHOCTI Ta
apmakoHarnsay. BHeceHHs abo 3miHa(u)
00 3000B'A3aHb Ta yMOB BUAavi
peecTpaLiiHoro NOCBIAYEHHS, BKIOYaoumn
MnaH ynpasniHHA pusnkamm
(3acTocyBaHHS 3MiH(1), Ski(a)
BMMararoTb(€) noganbLIoro
06r'pyHTYBaHHSI HOBUMW [OAATKOBUM
OaHnmMu, Wo MarTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifNbK/
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) BukoHaHHsi
3060B's13aHb BiANoBIigHO 40 NianyHKTy 1.13
nyHkTy 1 gogatky 15 go MNopsaky
NpoBeAEHHS eKCNepPTU3N PeECTPaLiiHNX
mMaTepianis Ha nikapcbki 3acobu, LWwo
noaalTbCsa Ha AepKaBHY peecTpaLiiio
(nepepeecTpallio), a TaKoX ekcnepTuan
mMaTepianis Npo BHECEHHS 3MiH OO
peecTpauinHMx MaTepianis NpoTArom Aiji
peecTpauiiHoro NOCBIAYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)

be3
peuenma

UA/5719/01/01

129.

MABTEPA®

KOHLeHTpaT Ans
PO34MHY AN iHAY3iN,
100 mr/10 mn no 10 mn y
drakoHi; No 2 onakoHu
B KapTOHHIN kopobui; no
50 mn y cnakoHi; no 1
rakoHy B KapTOHHIW
Kopoo6ui

. XodhdpmaHH-I15
Pow Jlta

LLisenuapis

BunpobyBaHHs
KOHTPOMIO SIKOCTi:
& . XohdpmaHH-I15

Pow ITa,
LLiBeviLapis;
BupobHuuTBO
Hepo3adacoBaHol
npoaykuit,
nepBuHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs,

BUNpPOOYBaHHs
KOHTPOMIO SIKOCTI,

BUMYCK cepii:
Pow [iarHocTuke
'm6X, HimeuunHa;

LLisenuapis/
Himevuunna/
CLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYa4m
OinbHuui ans APl npomibkHOro NpoaykTy
abo roToBoro nikapcbkoro 3acoby,
AiNbHULI ANA NpoBeAeHHs NakyBaHHS,
BMPOBHVKa, BiANOBiAanbHOro 3a BUMYyCK
cepiii, Micue NpoBeAeHHS KOHTPOrto cepil)
abo noctavanbHuKa BUXigHOro MaTtepiany,
peareHTy abo ONOMIXKHOI pe4OBUHM
(AKLWO 3a3HaYeHO Y OChE) BUMYYEHHS
BUPOGHMYMX QPYHKLINA: BUPOBHULITBO
Hepo3dacoBaHoi NPoAyKLii, NepBUHHE
nakyBaHHs1, BUNyck cepii BUpOGHMKa.
BBegeHHs 3MiH NpoTArom 6-Tu Micsiuis
nicns 3aTBepaXeHHs. 3MiHn | Tuny -

BTopuHHe AamiHicTpaTuBHI 3MiHW. 3MiHa
nakyBaHHs1, HanMeHyBaHHs Ta/abo agpecu micus
BUNPOOYBaHHS NPOBaXXeHHS AiANbHOCTI
KOHTPOIO SIKOCTi, BMPOOHWKa/imnopTepa rotoBoro
BUMYCK cepii: nikapcbkoro 3acoby, BKMHOYa4u AinbHULI
®.XocbdpmaHH-Ta BWMNYCKy cepii abo MicLie npoBedeHHs
Pow J114, KOHTPOIIO SIKOCTI. (QiiNbHICTb, 3a sIKy

3a
peuenmom

UA/14231/02/01
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LLiseviuapis; BiANOBigae BUPOBHWMK/iMnopTep,
BupobHuutBo BKITHO4AKUM BUMYCK Cepiii) 3MiHa Ha3Bu
Hepo3adacoBaHol BUpoGHMKa Powu [iarHocTuke MvbX,
npoayKuit, HimeuunHa, 6e3 amiHn micus
nepBUHHE BMpOGHMLUTBA: BBEAEHHS 3MiH NpoTArom
nakyBaHHs: 6-TK MicsLiB nicns 3aTBepaKeHHs. 3MiHu |
IhxeHeHTeK IHK., Tmny - AGMiHiCTpaTVBHI 3MiHW. 3MiHa
CLUA; HaliMeHyBaHHA Ta/abo agpecu micus
BunpobyBaHHs NPOBaMKEHHA AiANbHOCTI
KOHTPOIIO AKOCTI BUPOGHKKa/iMnopTepa roToBOro
npu BUNYCKy 3a nikapcbkoro 3acoby, BKMoYayu AinbHuL
BUHSTKOM BWMNYCKy cepii abo MicLie npoBedeHHs
NOKa3HWKiB KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BakrepianbHi BignoBigae BUPOOHUK/iMNopTep, He
€HOTOKCUHMY, BKIH0MAKOUM BUMNYCK CEPill) 3MiHa Ha3BuM Ta
CTrepunbHiCTb: agpecy BUpOOHWYOT AinbHuui [hkeHeHTek
Pow ®apma AT, IHK., CLUA, 6e3 3miHn micus BUpobHUUTBA:
HimeuyuunHa; BBegeHHst 3MiH NpoTsrom 6-Tu Micauis
BunpobysaHHs nicns 3aTeBepakeHHs. 3MiHn | Tuny -
KOHTPOSIO SKOCTI ApMmiHicTpaTuBHI 3MiHW. 3MiHa
npu BUNYCKy 3a HaliMeHyBaHHS Ta/abo agpecu micus
NoKasHMKkamm NPOBaMKEHHS OiAnbHOCTI
BakrepianbHi BUPOGHMKa/imnopTepa roToBoro
€HO0TOKCUHMY, nikapcbkoro 3acoby, BKMHYayu AinbHuULI
CTrepunbHiCTb: BWMNYCKy cepii abo MicLie npoBedeHHs
INa6op J1+C AT, KOHTPOMIO SIKOCTI. (QiNbHICTb, 3a Ky
HimeuyunHa BignoBigae BUpobHuK/imnopTep,
BKITHOYAKOUM BUMYCK CEPilt)
3MiHa Ha3BMW Ta agpecu BUPOBHUYOT
AinbHUUi ®.XodpdmanH-Na Pow JTa,
LLiBeviLapis, 6e3 3MiHM micus
BMPOGHMUTBA:
BBefeHHs 3MiH NpoTArom 6-Tu Micsuis
nicns 3aTBepaXeHHs. 3MiHn | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaMXEHHS OiAnbHOCTI
BUPOGHKMKa/iMnopTepa roToBOro
nikapcbkoro 3acoby, BKMHOYayu AinbHuULI
BUMYCKy cepii abo MicLe npoBeaeHHs
KOHTPOIO SIKOCTI. (QiiNbHICTb, 3a sIKy
BigNoBigae BUpoBHUK/iMnopTep, He
BKITHOYAK04M BUNYCK Cepiit)
3MiHa Ha3BW Ta agpecy BUPOGHMKIB
& . XopdpmanH-J1a Pow Jta, Wsenuapis;
Pow ®apma Al', HimeuunHa; Jlabop J1+C
AT, HimeuyunHa, 6e3 3miHun micusa
BUPOGHMLUTBA: BBEAEHHS 3MiH NpOTArom
6-TK MicAUiB nicnsa 3aTBEPAXEHHS
130. | MAKPOI'OJ1 4000 nopoLuok (cybetaHuis) y | TOB "TK "Aspopa" YkpaiHa Aecta ®apma IHgis BHECEHHS 3MiH 0 peecTpauifHmX - UA/15027/01/01
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noaginHNX
NonNieTUNEeHOBMX MilLKax
ans hapMaueBTUYHOTO
3aCTOCyBaHHs

MNeT., IlTAO.

marepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTi.
A®I. CrabinbHicTb. 3miHa nepiogy
NOBTOPHMX BMNpoGyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHs AdI (3a
BiJCYTHOCTi y 3aTBEpA)XEHOMY JOChE
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
cbapmakonei, Lo BKIoYae nepiog
noBTOpHOro BUnNpobyBaHHs) (nepiog
NnoBTOPHOro BUNpobyBaHHs/nepios
36epiraHHsl) - 36inblUeHHst abo BBEAEHHS
nepiogy NOBTOPHOIO
BunpobyBaHHs/nepiogy 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCMiIAXKEHb Y
peanbHOMYy Yaci - 36inbLUeHHS TEPMiHY
nepekoHTponto APl Makporon 4000.
3arBepokeHo: 12 micsauis.
3anponoHoBaHo: 36 micsauis. 3MiHn | TUNY
- AgMmiHicTpaTuBHi 3MiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaXXeHHs OisnbHOCTI BUPOGHMKa
(Bkntoyatoun, 3a HeobxigHocTi, micue
NPOBEAEHHS KOHTPOIO AKOCTI), abo
BnacHvka mactep-ganina Ha A®l, abo
noctadanbHuka Adl/BuxigHoro
maTtepiany/peareHTy/npoMiKHOro
NpPOAYKTY, L0 3aCTOCOBYIOTHCS Y
BUPOGHMUTBI ADI (SKLLO 3a3Ha4YeHo y
[OCbE Ha nikapcbkuii 3acib) 3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi EBpoONechbKin
chapmakonei y 3aTBepaxXeHOMY AOCbE,
abo BMPOOHUKA HOBOI JOMOMIXKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y AOCLE) -
3MmiHa agpecu BupobHuka APl Makporon
4000, 6e3 3MiHM MicLa BUPOOHMLTBA.

131.

MEQPON

Tabnetku no 4 mr, no 30
TabneTok y prakoHi; no
1 prnakoHy B KapTOHHIN

Kopoo6Li

Mdpanzep IHK.

CLIA

Mdpansep ITanisa
C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHK 3 sIKOCTi.
[oToBMI Nikapcbkui 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6.
3MiHa y NepBUHHIN yNakoBLi rOTOBOro
nikapcbkoro 3acoby (Tvn koHTenHepa abo
[JofaBaHHsi HOBOTO KOHTelHepa) - Teepai,
M’SIKi T2 HECTepUInbHI pigki Nnikapcbki
dopmu - [poMNoHYETLCSA 3aMiHa CKISTHOTO
dnakoHy Ha briakoH NIacTUKOBUWA i3
KPULLIEYKOIO 3 (PYHKLIEI 3aXUCTY Bif AiTEN.
BBeneHHs 3miH NpoTArom 6-Tu Micsiuis
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHK
3 AKocTi. F0TOBWIA NikapcbKkuii 3aci6.
KoHTponb roToBOro fikapcbkoro 3acooy.
3MiHa y MeTofax BuNpobyBaHHsi roTOBOro

3a
peuerimom

UA/2047/02/01
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nikapcbkoro 3acoby (iHLWi 3MiHKM Yy MeTodax
BuNpobyBaHb (BKMNtovaroum 3amiHy abo
[OOMOBHEHHS)) - 3MiHa MeToAy KOHTPOIto
nokasHuka «lgeHTudikauis» 3
hapmaKkonenHoi MeToaMKN Ha BHYTPILLIHIO
MeTOAMKY KoMnaHii. BBeaeHHs 3miH
npoTarom 6-Tn micauis nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHu 3
sKoCTi. [oTOBMI Nikapcbkui 3acib.
KoHTporb roToBoro nikapcbkoro 3acoby.
3MiHa y meTofax BunpobyBaHHsSi FOTOBOrO
nikapcbkoro 3acoby (iHLwi 3aMiHu y MmeTogax
BMNpobyBaHb (BKNoYa4m 3aMmiHy abo
[OOMOBHEHHS)) -
3MiHa MeToAy KOHTPOMIO NoKasHMKa
«lpeHTndikadisi. KinbkicHe BU3Ha4eHHs.
OpHopigHicTb BMiCTY» Ans TabneTok ycix
cin gin (3 metogy MAB500PE Ha meTof
6600DC). BBeaeHHs 3miH npoTarom 6-tu
MicauUiB nicns 3aTBepXeHHs. 3miHu | Tuny
- 3MiHK 3 sikocCTi. FOTOBMIA NiKapCbKuii
3aci6. CtabinbHicTb. 3miHa y TepmiHax
npuaaTHocTi abo ymosax 36epiraHHs
roTOBOrO fiKapCbKOro 3acoby (3MeHLLEHHS
TEepMiHy NpMAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [inst Toprosoi
ynakoBKku - 3MiHM BHECEHO A0 IHCTpyKLii
OnNs MEMYHOIO 3aCTOCyBaHHS
nikapcbkoro 3acoby ao posainy "TepMmiH
nNpVAAaTHOCTI" 3MEHLLEHO TEPMIH
npugaTtHocTi. 3MiHu | TUNy - 3MiHK 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa y cknagi (BonoMiKHUX
peyoBMHaXx) roTOBOro NiKapCbKoro 3acody
(iHWi gonomixkHi peyoBWHKM) - Byab-sika
He3Ha4yHa 3MiHa KiflbKiCHOro cknagy
[OMOMiXXHUX PEYOBUH Y TOTOBOMY
nikapcbkoMy 3acobi -
[MponoHYETLCS BUMYYEHHS OMOMDKHOT
PEYOBUHU — KPOXMaIo KyKypyA3siHOro
cyxoro. BBegeHHsi 3MiH NpoTaromM 6-tu
MicsaUiB nicns 3aTBepXEHHS. 3MiHu | Tuny
- 3MiHK 3 AKocTi. [0TOBMIA MiKapCbKniA
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHN Y
npoueci BUpobHMLTBa rOTOBOrO
nikapcbKkoro 3acoby, BKrovar4um
NPOMDKHUIA MPOAYKT, LLIO 3aCTOCOBYETLCSA
npy BUPOBHMLITBI rOTOBOrO MiKapCbKoro
3acoby (He3HayHa 3miHa y npoLeci
BMPOGHMUTBA) - MNpy NpuroTyBaHHi
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TabneTcyMmiLlLLi NPONOHYETLCSI OKpeme
NPUroTYBaHHS PO34MHY S, SKUI
BVKOPWCTOBYETLCS A1 3BONOXEHHs 1/3
nopuii cymiwi. BeeaeHHs 3miH npotarom 6-
TV MicALiB nicnsa 3aTBepKEHHS. 3MiHu |
TMny - 3MiHK 3 SKocCTi. [0TOBMIA NiKapCbKuiA
3aci6. 3MiHn y BUpOOHULTBI. 3MiHK
BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBIIEHMX Y cneumdikauisx, nig yac
BMPOBHMLTBA rOTOBOTO NiKapCbKOro
3acoby (3BYXXEHHS1 AOMYCTUMMX MEX) -
3BYyXXeHHS [OMYCTUMUX MeX Ans
NOKa3HWKIB, SiKi 3a3HaveHi y cneundikauii
nig yac BupobHuuTBa. 3anponoHoBaHa
pefakuis BKIovae 4onyCTUMI Mexu
KOHTPOMIOEMMX MOKa3HMKIB (HacumnHa
rycTuHa, BTpaTta npv BUCYLLYBaHHi
(TabneTtcymiw), onuc, Yac po3nagaHHs,
TOBLUMHa (TabneTka). BBegeHHs 3miH
npotsarom 6-Tn micauis nicnsa
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK 3
sKkocTi. [o0ToBMI NikapcbKkun 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauii Ta/abo
OONYCTUMKX MEX roTOBOrO NiKapchbKoro
3acoby (BHECEHHS 3MiH [0 AOCKE Micns
OHOBJEHHS 3aranbHOI CTaTTi Ha roToBY
nikapcbky chopmy y [dY/EBponeiichkin
apmakonei) - 3MiHa foMyCTUMUX MeX
ansi nokasHuka «MikpobionoriyHa
uuctoTta». BBegeHHs 3MiH npoTarom 6-tu
MicsaUiB nicns 3aTBepXeHHs. 3miHu | Tuny
- 3MiHu 3 sKoCTi. [0TOBMIA NMiKapCbKuniA
3aci6. KoHTporb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin
Ta/abo AoNYCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (BUNyYeHHs
HEe3Ha4yHOro nokasHvka (Hanpuknag
3acTapinoro nokasHuka, Takoro sik 3anax
Ta cMak, abo ineHTndikaLis 6GapBHUKIB Yn
cMakoBux f06aBoK)) - BunyyeHHs i3
cneuudikauii nokasHvka «OgHopiaHICTb
macuy». BBegeHHs 3MiH npoTsrom 6-Tu
MicsaLiB nicns 3aTBepAXEHHS. 3MiHu | Tuny
- 3MiHu 3 sikocTi. [OTOBMI NiKapcbKuii
3aci6. KoHTporb roToBOro nikapcbkoro
3acoby. 3miHa napameTpis crneuudikaLin
Ta/abo AoNYyCTUMUX MEX roOTOBOro
nikapcbKoro 3acoby (BUINyYeHHs

HEe3Ha4YHOro NokKa3HukKa (Hal'lpI/IKJ'IaD,
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3acTapinoro nokasHuka, Takoro sik 3anax
Ta cMak, abo ineHTudikaLis 6GapBHUKIB Yn
cMakoBux fobaBok)) -
Buny4yeHHs i3 cneumdikadii nokasHuka
«CepepnHs macay. BBeaeHHsi 3amiH
npoTArom 6-Tn MicsauiB nicns
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHK 3
sKoCTi. [oTOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpie cneumdikauin Ta/abo
O0NyCTUMMUX MEX rOTOBOTO F1iKapCbKOro
3acoby (3BYXXEHHS1 4ONYCTUMMX MEX) -
[MponoHyeTbCA 3BY>KEHHS AOMYCTUMUX
MexX crneuudikauii ansa nokasHuka
«[Jdomiwwkn. CymapHui BMICT»: paHile
cxBarneHa pegakuis « He 6inbw 3,0 %
NPOTAroM TePMiHy NPUAATHOCTI»,
NponoHyeTbCs «He B6inbl 2,0%%
NpOTAroM TePMiHy NpuAaTHOCTI».
BBegeHHst 3MiH NpoTsrom 6-Tu Micauis
nicnsi 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn
3 AkocTi. [oToBUIA nikapcekmin 3acib. Onuc
Ta cknag. 3miHa abo goAaBaHHS LWTaMniB,
NnoToBLLEHb abo iHWMX MapKyBaHb,
yKIio4aoun 3amiHy abo gogasaHHsa apb
Ansi MapKyBaHHS fikapcbkoro 3acoby
(3miHa wTamniB, NoToBLLEHb abo iHLWKX
MapKyBaHb) - 3MiHM BHECEeHO A0 IHCTpyKLii
ONst MEAMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby ao posginy "Jlikapcbka
dopma. OCHOBHI (Pi3NKO-XiMiYHi
BNACTMBOCTI" YTOYHEHO ONWC 30BHILLIHLOIO
BuAay Tabnetok. 3miHu | Tuny - 3MiHn 3
sKkocTi. [0ToBMI Nikapcbknn 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby.
3MiHa y MeToax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpOKEHMX MeTofax BUNPobyBaHHS) -
[MponoHyeTbCst 3MiHa METOAUKN KOHTPOIHO
Ons nokasHuka «Jomilkm» (3 paHiwe
CXBaneHoi BHYTPILWHbLOI METOAMKN Ha
OHOBJEHY pefakKLito BHYTPILLHbOT
MeToaVKM BUpobHUKa). BBeaeHHs 3MiH
npoTHArom 6-Tn MicsAUiB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHK Wono
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkiii
XapaKkTepuCTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans

MEeOMYHOro 3aCTOCYBaHHSA Ha NiacTaBi
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noceio4yeHHs1

perynsipHO OHOBIOBAHOIO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3
6e3nekn 3aCToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiitinin nepioa, abo
SIK pesynbTaT OUiHKM 3BIiTY 3 AOCHIIKEHb,
nNpoBeAeHNX BiANOBIAHO A0 NnaHy
neaiaTpuyHmx gocnimkers (PIP) (iHwi
3MiHN) - 3MiHM BHeceHo Ao IHCTpyKuii ans
MeAMYHOro 3aCTOCYBaHHS! NikapCbKOoro
3acoby go posginis "lMNokasaHHa"
(yTouHeHo TepmiHu), "OcobnmsocTi
3actocyBaHHs", "Cnocib 3actocyBaHHS Ta
[o3un", a TakoXX peaaroBaHo po3ainv
"dapmakonoriyHi BnactusocTi",
"B3aemogis 3 iHWUMK NikapCbKUMKN
3acobamu Ta iHWi BUan B3aemogiin",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaat”. 3miHum Il Tuny - 3miHn
woao 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsagy. 3miHu y KopoTKii
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKUii Ans
MELNYHOro 3aCTOCYBaHHS y 3B'sI3KY i3
HOBUMMW A@HUMM 3 SIKOCTi, OOKIiIHIYHUMN,
KNiHIYHUMU JAHUMK Ta AaHUMK 3
dapmakoHarnsgy - 3MiHu BHECEHO A0
IHCTpYKUIT ANS MeAUYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby oo po3aginy "lMobiyHi
peakuii”.

132.

MEOPON

Tabnetkn 16 mr, no 10
Tabnetok y 6nictepi; no
5 BnicTepiB y KapTOHHIN
Kopoo6Li

Mdpanzep IHK.

CLIA

Mdpansep ITanisa
C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTi.
[oToBMI Nikapcbkuin 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6.
3MiHa y NepBUHHII yNakoBLii rOTOBOro
nikapcbkoro 3acoby (Tun koHTenHepa abo
[o[aBaHHsi HOBOTO KOHTelHepa) - Teepai,
M’SKi Ta HECTEpPWIbHi piakKi NikapcbkKi
dopmu - [poNoHYETLCS 3aMiHa CKINSIHOro
dnakoHy Ha (priakoH NIacTUKOBUWA i3
KPULLEYKOI 3 (DYHKLIIEK 3aXUCTY Bif AiTen.
BBegeHHs 3MiH NpoTArom 6-Tu Micsiuis
nicnsi 3aTBepaXeHHs. 3MiHu | TUny - 3MiHK
3 gKocTi. FoToBUIA NikapcbKuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3MmiHa y MmeTofax BunpobyBaHHsi FOTOBOrO
nikapcbkoro 3acoby (iHLwwi 3aMiHu y meToaax
BUNpobyBaHb (BKNtoYaro4n 3aMiHy abo
[OOMOBHEHHST)) - 3MiHa MeToAy KOHTPOIto
nokasHuka «lgeHTudikauis» 3 paHiwe
CXBaNeHoi BHYTPILWHLOI METOAMKN Ha

3a
peuernmom

UA/2047/02/02
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[IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1

OHOBIEHY BHYTPILLHIO METOAWKY.
BBefeHHs 3MiH NpoTArom 6-Tu MicsiuiB
nicns 3aTBepgXeHHs. 3MiHn | Tuny - 3MiHu
3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y MeTodax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHLi 3MiHW y MeTofax
BuNpobyBaHb (BKMNtoYaroum 3aMiHy abo
[OOMOBHEHHS)) - 3MiHa MeToAy KOHTPOIto
nokasHuka «lgeHtudikauis. KinbkicHe
Bu3HayveHHs. OgHopigHICTb BMICTY» Ans
TabneTok ycix cin gin (3 metogy
MAG500PE Ha meTop 6600DC). BBeaeHHs
3MiH NpOTAroM 6-T MmicsuiB nicns
3aTBepAKEHHS. 3MiHuM | Tuny - 3miHu 3
skocTi. [oToBMI nikapcbkui 3aci6. Onvc
Ta cknag. 3miHa y cknagi (BonoMiKHUX
peYoBMHAX) rOTOBOIO fMikapcbKoro 3acoby
(iHWi gonomikHi pe4oBuHW) - Byab-Aka
He3HayHa 3MiHa KifbKiCHOro cknagy
[OOMOMDKHMX PEYOBUH Y FOTOBOMY
nikapcbkomy 3acobi - [ponoHyeTbCA
BUMYYEHHS AONOMDKHOT Pe4OBUHN —
KpOXMarto KyKypya3siHOro Cyxoro.
BBeneHHs 3miH NpoTArom 6-Tm MicsiuiB
nicnsi 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHu
3 skocTi. [0TOBUIA NikapcbKuii 3aci6. 3miHn
y BUPOOHMLTBI. 3MiHM y npoueci
BMPOGHMLTBA rOTOBOIO fikapCbKoro
3acoby, BKIHOYa4M NPOMIDKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCS MPY BUPOBHMLITBI
roTOBOrO fikapcbKkoro 3acoby (He3HayHa
3MiHa y npoueci BupobHuuTea) - Mpu
nNpuroTyBaHHi TabneTcymiwwwi
NPOMOHYETLCS OKPEME MPUrOTYBaHHS
PO34YMHY S, SIKMIA BUKOPUCTOBYETLCS AN
3BonoxeHHs 1/3 nopuii cymiwi. BeegeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBEpPAKEHHS. 3MiHM | TUny - 3MiHK 3
sKocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
OOMNYCTUMUX MEX, BCTAHOBINEHUX Y
cneumdikalisix, nig yac BUpobHULTBA
roTOBOro MiKapCbKOro 3acoby (3BYXEHHS
OOMNYCTUMUX MEX) - 3BYXKEHHS
[OMYyCTUMUX MEX A5 NOKa3HWKIB, siki
3a3HaveHi y cneuudikadii nig yac
BMPOGHMUTBA. 3anponoHoBaHa peaakLis
BKIHOY@E JOMNYCTUMI MEXMN KOHTPOSTEMMX
NokasHWKiB (HacunHa ryctuHa, BTpaTta npu
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n/n 3acoby eionycky peecmpayiliHo20
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BUCYLLYBaHHi (TabneTcymiw), onuc, Yac

posnagaHHs, ToBLMHa (TabneTka).
BBefeHHs 3MiH NpoTsArom 6-Tu MicsiuiB
nicns 3aTeepakeHHs. 3MiHn | Tuny - 3MiHn
3 sikoCTi. FOTOBMIA NikapCbKuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa napameTpie cneumdikauin Ta/abo
OONYyCTUMMUX MEX rOTOBOTO F1iKapCbKOro
3acoby (BHECEHHS 3MiH [0 AOChE Micns
OHOBJIEHHS 3aranbHOI CTaTTi Ha rOTOBY
nikapcbky chopmy y AdPY/EBponeiichkin
dapmakonei) - 3MiHa OoMYCTUMMX MeX
ans nokasHuka «MikpobionoriyHa
yuctoTta». BeegeHHs 3MiH npoTsirom 6-tu
MicauUiB nicns 3aTBepAXeHHs. 3miHu | Tuny
- 3MiHK 3 AKoCTi. [OTOBMIA MiKapCbKniA
3aci6. KoHTporsb roToBOro Nikapcbkoro
3acoby. 3miHa napameTpiB crneuudikauin
Ta/abo 4oNyCTMMMX MEX roTOBOro
nikapcbKkoro 3acoby (BUINy4YeHHs
HEe3Ha4yHOro nokasHuka (Hanpuknag,
3acTapinoro nokasHuka, Takoro sik 3anax
Ta cMak, abo ineHTudikauis 6GapBHUKIB Yn
cMakoBux fo6aBok)) - BunyyeHHs i3
cneundikauii nokasHuka «OgHOPIAHICTb
Macu». BBeaeHHs 3miH NnpoTarom 6-tu
MicsauUiB nicns 3aTBepXeHHs. 3miHu | Tuny
- 3MiHK 3 AKoCTi. [0TOBMIA MiKapCbKniA
3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin
Ta/abo oNyCTMMMX MEX roTOBOro
nikapcbKkoro 3acoby (BUINy4YeHHs
HEe3Ha4yHOro nokasHuka (Hanpuknag,
3acTapinoro nokasHuka, Takoro sik 3anax
Ta cmak, abo igeHTudikaLis 6apBHUKIB YK
cMakoBux obaBok)) -
BunyyeHHs i3 cneumdikadii nokasHuka
«CepeniHs Mmacay. BBegeHHs 3MiH
npoTArom 6-T MicsauiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHuM 3
sikocTi. [o0TOBMI Nikapcbkuin 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauin Ta/abo
[0NyCTUMMUX MEX FOTOBOTO fiKapCbKOro
3acoby (3BY>XEHHS1 AONYCTUMMX MEX) -
MponoHyeTbCS 3BYKEHHS AOMYCTUMUX
MexX crneundikaii A4ns nokasHuka
«Jdomiwwkn. CymapHui BMICT»: paHille
cxBarieHa pegakuis « He 6inbw 3,0 %

NPOTAroM TePMiHy NpuAaTHOCTI»,
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nponoHyeTbes «He Binbl 2,0%%
NpOTAroM TEePMiHy NPUAATHOCTI».
BBefeHHs 3MiH NpoTsArom 6-Tu MicsiuiB
nicns 3aTeepakeHHs. 3MiHn | Tuny - 3MiHn
3 AKocTi. FoToBMIA Nikapcbkumi 3aci6. Onuc
Ta cknag. 3miHa abo gogaBaHHSA LWTaMniB,
NoTOBLLEHb a60 iHLWMX MapKyBaHb,
yKIo4atoum 3amiHy abo gogaBaHHsA dapb
Ansi MapKyBaHHS fikapcbkoro 3acoby
(3MiHa wTamniB, NOTOBLLEHb a60 iHLIMX
MapKyBaHb) - 3MiHM BHeCeHO A0 IHCTpyKLii
ONst MEAMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posaginy "flikapcbka
dopma. OCHOBHI hi3nKO-XiMiYHi
BNACTMBOCTI" YTOYHEHO OMNUC 30BHILLIHBOIO
BuAay TabneTok. 3miHn | Tuny - 3MiHn 3
sIKOCTi. [oTOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y meToAax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpOKEHMX MeTofax BUNpobyBaHHS) -
[MponoHyeTbCA 3MiHa METOAMKM KOHTPOSHO
Onsi nokasHuka «Jomilwkny (3 paHiwe
CXBaneHoi BHYTPILWHbLOI METOAMKU Ha
OHOBIEHY pefaKLito BHYTPILLHBOT
MeToAMKM BUpobHUKa). BBegeHHs 3MiH
nNpoTArom 6-Tn MicsAuiB nicns
3aTBEepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkii
XapaKkTepucTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
ME[MYHOro 3aCTOCyBaHHs Ha NiacTaBi
perynsipHoO OHOBMOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3
6e3nekn 3acToCyBaHHS MikapcbKoro
3acoby B nicnapeecTpaLiiHui nepiog, abo
SIK pe3ynbTaT OLiHKM 3BiTy 3 AOCHIAXEHb,
npoBeAeHNX BiANOBIAHO A0 NnaHy
nepiatpuyHux gocnigxers (PIP) (iHwi
3MiHK) - 3MiHM BHeceHo Ao IHCTpykuii ans
MEAMNYHOrO 3aCTOCYBaHHSI NiKapCbKOro
3acoby go posginis "lNoka3aHHa"
(yTo4HeHo TepmiHu), "OcobnusocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
[o3un", a TakoXk peaaroBaHo po3finuv
"®apmakonorivHi BnactueocTi",
"B3aemogisi 3 iHW1MK fikapCbKUMum
3acobamu Ta iHWi BUan B3aemopiin",
"3acTocyBaHHs y nepiof BariTHOCTi abo
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rogyBaHHs rpyaar”. 3minun Il Tuny - 3miHn
oo 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnagy. 3miHu y KOpoTKii
XapaKkTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[MNYHOro 3aCTOCYBaHHS y 3B'sI3KyY i3
HOBMMW OaHUMM 3 SIKOCTi, AOKMiHIYHUMM,
KMiHIMHUMW JaHUMK Ta AaHUMK 3
dapmakoHarnsgy - 3MiHu BHeCeHO A0
IHCTpYKUIT ANS MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby ao po3aginy "lMobiyHi
peakuii”.

133.

MEOPON

Tabnetku no 32 mr, no
10 TabneTok y 6nictepi;
no 2 énictepn y
KapTOHHIN kopobLi

Mdbansep IHk.

CLA

Mdcbansep ITanis
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3MiHu | Tuny - 3MiHM 3 sIKOCTi.
[oToBMI Nikapcbkun 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6.
3MiHa y NepBUHHIN yNakoBLi roOTOBOro
nikapcbkoro 3acoby (Tvn koHTenHepa abo
[0[aBaHHS HOBOIO KOHTeNHepa) - Teepai,
M’sIKi Ta HeCTepWnbHI piaki nikapcbki
dopmu - [poONOHYETLCSA 3aMiHa CKIIHOTO
dnakoHy Ha prakoH NIacTUKOBUNA i3
KPULLIEYKOIO 3 (PYHKLIEI 3aXUCTY Bif AiTEN.
BBegeHHst 3MiH NpoTsrom 6-Tu micauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn
3 sikocCTi. [OTOBMIA NikapCbKuMin 3aci6.
KoHTponk rotoBoro nikapcbkoro 3acoby.
3MiHa y meToAax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHu y MeToaax
BuUNpobyBaHb (BKNtoYaryn 3aMiHy abo
[OOMOBHEHHS)) - 3MiHa MeTOAY KOHTPOIto
nokasHuka «laeHTudikadis. KinekicHe
BM3HayveHHsi. OgHopigHICTb BMICTY» Ans
TabneTok ycix cin ain (3 metoay
MAGB500PE Ha meTop 6600DC). BBegeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBEPAKEHHS. 3MiHN | TUny - 3MiHK 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa y cknagi (BonoMiKHUX
pPeYOBMHAX) roTOBOrO fikapcbKoro 3acoby
(iHWi gonomixkHi peyoBUHK) - Byab-sika
He3HayHa 3MiHa KifbKiCHOro cknagy
OOMOMDKHVX PEYOBUH Y FOTOBOMY
nikapcbkoMy 3acobi - MNponoHyeTbes
BUMYYEHHS AONOMDKHOT PEYOBUHUN —
KpOXMario KyKypyA3sHOro Cyxoro.
BBegeHHs 3MiH NpoTArom 6-Tu Micsiuis
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHK
3 AkocTi. [oToBUIA Nnikapcbkuii 3aci6. 3miHn
y BUpOGHMLTBI. 3MiHM y npoueci

Ba peuernmom

UA/2047/02/03
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BMPOBHMLTBA rOTOBOTO NiKapCbKOro
3acoby, BKITHOYa4M NPOMIKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCS NMPY BUPOBHMLTBI
rOTOBOrO fikapcbKkoro 3acoby (He3HayHa
3MiHa y npoueci BupobHuuTea) - MNMpu
npuroTyBaHHi TabneTcymilii
NPOMNOHYETHLCS OKPEME NPUrOTyBaHHS
PO34MHY S, KM BUKOPUCTOBYETLCS AN
3BonoxeHHst 1/3 nopuii cymiwi. BeegeHHs
3MiH NpOTSArom 6-Tu MicsiLiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHu 3
siKocCTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOBHMLTBI. 3MiHM BUNpobyBaHb abo
OOMNYCTUMUX MEX, BCTAHOBIEHUX Y
cneumdikauisix, nig Yac BUpOOHULTBA
roTOBOrO MiKAPCLKOro 3acoby (3BYXEHHSA
OONYCTUMUX MEX) - 3BYXKEHHS
OONYCTUMUX MEX OIS NOKa3HUKIB, SKi
3a3HaveHi y cneuudikadii nig yac
BMPOGHMUTBA. 3anponoHoBaHa peaakLisi
BKIHOMAE JOMYCTUMI MEXU KOHTPOSEMUX
NMoKa3HWUKiB (HacunHa ryctuHa, BTpaTta npu
BMCYLUYBaHHI (TabneTcymiw), onuc, 4ac
posnagaHHs, ToBLMHa (TabneTka).
BBeneHHs 3miH NpoTArom 6-Tm MicsiuiB
nicnsi 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHu
3 gKocTi. FoToBUIA NikapcbKkuii 3aci6.
KoHTponb roToBOro nikapcbkoro 3acooy.
3MiHa napameTpiB cneuudikaui Ta/abo
[0NyCTUMMUX MEX rOTOBOTO FiKapCbKOro
3acoby (BHECEHHS 3MiH 0O IOCHLE Micnsi
OHOBJEHHS 3aranbHOI CTaTTi Ha roToBY
nikapcbky chopmy y AdY/EBponeiichkin
dapmakonei) - 3MiHa 4OMYCTUMNX MeX
ansi nokasHuka «MikpobionoriyHa
yuctoTta». BBegeHHs 3MiH NnpoTsrom 6-tu
MicAUIB Micnsa 3aTBepMKeHHS. 3miHu | Tuny
- 3MiHu 3 sKoCTi. [0TOBMIA NMiKapCbKuniA
3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB crneumdikawin
Ta/abo AoNYyCTUMUX MEX rOTOBOro
nikapcbkoro 3acoby (BUINy4YeHHs
HEe3Ha4yHOro nokasHvKa (Hanpuknag,
3acTapinoro nokasHuka, Takoro sik 3anax
Ta cmak, abo ineHTudikauis 6apBHUKIB YK
CcMakoBux A06aBoK)) - BunyyerHs i3
cneuudikauii nokasHvka «OgHopiaHiCTb
macu». BBegeHHs 3MiH NpoTsirom 6-Tn
MicaUIB Micnsa 3aTBepKeHHS. 3miHu | Tuny
- 3MiHM 3 AKocTi. [0TOBMIA NiKapCbKniA
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Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1

3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB crneuudikawin
Ta/abo [oNYyCTUMUX MeX roTOBOro
nikapcbkoro 3acoby (Buny4YeHHs
HEe3Ha4yHoro nokasHuka (Hanpuknag
3acTapinoro nokasHuka, Takoro sik 3anax
Ta cMak, abo igeHTudikauis 6apBHUKIB YK
cMakoBux fo6aBok)) - BunyyeHHs i3
cneuungikauii nokasHuka «CepegHs
maca». BBegeHHs 3MiH npoTsirom 6-Tn
MicauUiB nicnsa 3aTBepxXeHHs. 3miHu | Tuny
- 3MiHK 3 sikoCTi. FOTOBMIA NiKapCbKuii
3aci6. KoHTporb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB crneuudikauin
Ta/abo AoNyCTUMMUX MEX roTOBOro
nikapcbKoro 3acoby (3BY>XEHHsI
[onycTUMKX Mex) - MponoHyeTbes
3BY)KEHHS JOMNYCTUMMX MeX creumaikaLii
Ans nokasHuka «Jomiwwku. CymapHuia
BMICT»: paHille cxBaneHa pedakuis « He
6inbw 3,0 % npoTsirom TepMiHy
npuaaTHOCTI», MPOMNOHYETLCH «He BinbLu
2,0%% npoTarom TepMiHy NpMaaTHOCTI».
BBegeHHst 3MiH NpoTsrom 6-Tu Micauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn
3 AkocTi. [oToBMIA Nikapcbkmin 3aci6. Onuc
Ta cknag. 3miHa abo goAaBaHHSA WTaMnis,
NnoToBLLEHb abo iHWMX MapKyBaHb,
yKIo4akoum 3aMiHy abo goaaBaHHs dapb
Ans MapKyBaHHS fikapcbkoro 3acoby
(3miHa WwTamnis, NOTOBLLEHb ab0 iHLINX
MapKyBaHb) - 3MiHM BHECEHO A0 IHCTpyKLiT
ONst MEAMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginy "flikapcbka
dopma. OCHOBHi i3nKO-XiMiYHi
BNACTMBOCTI" YTOYHEHO OMNUC 30BHILLIHBOIO
BuAay TabneTok. 3miHn | Tuny - 3mMiHn 3
sikocTi. [0TOBWI Nikapcbkuin 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby.
3MiHa y MmeTodax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBeEpOKEHMX MeTofax BUNPOBYBaHHS)-
[MponoHyeTbCcs 3MiHa METOANKN KOHTPOIHO
Onsi nokasHuka «Jomilkmy (3 paHiwle
CXBaneHoi BHYTPILWHbLOI METOAMKM Ha
OHOBIEHY pefaKLito BHYTPILUHBOT
MeToaMKM BUpoBHUKa). BBeAEHHS 3MiH
nNpoTHArom 6-T MicsAUiB nicns
3aTBEepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
be3nekn/epeKTUBHOCTI Ta
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134.

dapmakoHarnsagy. 3miHa y KopoTKii
XapaKkTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeOM4YHOro 3acToCyBaHHS Ha niacTasi
perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3
6e3neky 3acToCyBaHHsI NikapCbKoro
3acoby B nicnsipeecTpauiiHnin nepiog, abo
SIK pesynbTaT OUiHKM 3BIiTY 3 AOCHIIKEHb,
nNpoBeAEHNX BiANOBIAHO A0 NnaHy
nepiaTpuyHux gocnigpkers (PIP) (iHwi
3MiHN) - 3MiHM BHeceHo Ao IHCTpyKuii ans
MEeOUYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby go po3sginis "lNokasaHHa"
(yTouHeHo TepmiHu), "OcobnmsocTi
3actocyBaHHs", "Cnocib 3actocyBaHHS Ta
[o3n", a TakoX pegaroBaHo po3ginu
"dapmakonoriyHi BnactusocTi",
"B3aemogisi 3 iHW1MK NikapCbKUMm
3acobamu Ta iHWi BUan B3aemopin",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaat”. 3minn Il Tuny - 3miHn
oo 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsagy. 3miHu y KopoTKii
XapaKTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MELNYHOrOo 3aCTOCYBaHHS y 3B’sI3Ky i3
HOBUMW AaHVUMU 3 SIKOCTi, AOKMiHIYHUMM,
KMiHIYMHUMW JaHUMK Ta AaHUMK 3
hapmakoHarnsgy -
3MiHM BHeceHo A0 IHCTpyKLUii ons
MEeAMNYHOrO 3aCTOCYBaHHs! NiKapCbKOro
3acoby go posginy "MobiyHi peakuii”.

MEJIOKCUKAM-
TEBA

PO34MH Ans iH exuin, 15
mr/1,5 mnno 1,5 mn B
amnyni; no 5 amnyn y
nnacTnKoBoMy
KOHTEWHepi B KAPTOHHIN
KopoobLi

TeBa
dapmauesTikan
IHpacTpis IlTa.

I3painb

Xenn C.A.

Ipeuis

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n)
00 3000B'A3aHb Ta yMOB Buaavi
peecTpaLinHOro NocBig4YeHHS, BKIYayn
MnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(1), siki(a)
BMMaratTb(€) noganbLIoro
06r'pyHTYBaHHSA HOBUMUW JOAATKOBUM
AaHUMK, Lo MaloTb HaaaBaTucst
KOMMETEHTHUM OPraHoM, OCKifNbKu
BMMaraeTbCsl CyTTEBA OLiHKa
KOMMNETEHTHWUM OpraHom) - BukoHaHHs
30608's13aHb BiANOBIAHO A0 NianyHkTy 1.13
nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2 foAaTky

15 go MNopsagky NpoBedeHHsi ekcnepTusm

3a
peuenmom

UA/6308/02/01




74 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
peecTpauinHMx maTepianis Ha nikapcbki
3acobw, Lo NoaarTbCA Ha AepXaBHY
peecTpaLuiio (nepepeecTpallito), a Takox
eKkcnepTuan martepianis NPO BHECEHHS
3MiH 0O peecTpauinHnux maTepianis
NpOTArom Aji peecTpauiniHoro
NOCBIAYEHHS!, 3aTBEPAXEHOrO HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460).
135. | MEHOBA3UH pO34unH ANs TOB Ykpaina BMPOBOHMLTBO 3a Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX bes UA/8480/01/01
30BHILUHBOrO "TepHodapm" NOBHUM LMKIOM marepianis: peuenma
3acToCyBaHHs, (GCLOICEETET 3miHu | Tuny - 3miHa copmu abo po3mipy
cnmpToBui no 40 mn y nepBuHHE Ta KOHTEWHepa YuM 3aKyrnopioBanbHOro 3acoby
dnakoHax abo y BTOPUHHE (NepBWHHOI yNakoBKu) (HECTEPUIbHI
dnakoHax 3 MexaHiYHUM naKkyBaHHs); nikapcbki 3acobw) - BBeAEHHSA
posnuntoBayem; no 40 BignoBsiganbHWn anbTepHaTMBHMX HacoC-po3nunoBaYa
My donakoHi abo y 3a KOHTpOsb Ta FMAO1 18/410 Ta Hacoc-po3nustoBaya
dNaKkoHi 3 MexaHiYHUM BWMNYCK Cepil: FMAO2 18/410 po paHiw 3aTBepaXeHOro
posnuntoBayem; no 1 TOB Hacoc-posnuntoada FMA 18 TE
dnakoHy B nayui "TepHodapm",
YkpaiHa;
BMPOBHMLTBO 3a
MOBHUM LIMKIIOM
(Bkntovatoun
nepBuHHE Ta
BTOPVHHE
nakyBaHHs1);
BignoBiganbHUM
3a KOHTpOnb Ta
Bunyck cepii: TOB
"Mikpodpapm",
YkpaiHa
136. | METAMAKC Kancynu rno 250 mr no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/3572/01/01
10 Kancyn y KOHTYpHin "®apmaLeBTUYHa "®apmaueBTUYHa MaTepianis: peuenmom
YapyHKOBIN ynakoBLi; No dipma "OapHuus” dipma "OapHuusa” 3MiHu | TUNY - 3MiHa agpecu BUpobHuKa
4 KOHTYpPHi YapyHKOBI ADI| 3-(2,2,2-TpymeTunrigpasuHin)
yNakoBKU B MayLli nponioHaTy avrigpaty, 6e3 3aMiHn micus
BUpobHMUTBa. BBeAeHHA 3MiH NpoTArom
6-TK MicAUiIB nicna 3aTBepAXeHHs
137. | METAMAKC po34mnH Ang iH'ekuin, 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnX 3a UA/3572/02/01
Mr/mMn no 5 mn B amnyni; "PapmaLeBTUYHa "®apmaueBTnYHa MaTepianis: peuenmom
no 5 amnyn y KOHTYpHin dipma "OapHuus” cipma "[apHuusa” 3MiHM | TUNY - 3MiHa agpecn BUPObHMKa
YapyHKOBIW ynakoBLi; no A®I 3-(2,2,2-TpumMeTUNrigpasnHin)
2 KOHTYPHi YapyHKOBI nponioHaTy auvrigpaty, 6e3 3aMiHu Micus
yMaKoBKU B Nayi BMPOGHMLTBA. BBegeHHA 3MiH npoTarom
6-TU MicsLiB nicns 3aTBepAXEHHSA
138. ME®EHAMIHOBA kancynu no 250 mr, no dnaminHro IHpia dnamiHro IHAis BHECEHHS 3MiH 40 peecTpauiiHnx bes UA/4974/01/01
KUCNOTA 10 kancyn y 6nictepi; no | ®apmacbloTukanc dPapmacbloTukanc matepianis: 3minu Il Tuny - 3miHn WwWoao peuenma
2 6nictepu B kopobui Nro. ITo. 6e3nekn/edeKTMBHOCTI Ta

dapmakoHarnsigy. BHeceHHs1 abo 3miHa(un)
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Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

0o 3060B's13aHb Ta yMOB Buaaui
peecTpaLiiHOro NOCBIAYEHHS, BKIOYaoumn
MnaH ynpasniHHA pusnkamu

(3acTtocyBaHHs 3MiH(1), Ski(a)
BMMararoTb(€) noganbLIoro

O6IprHTyBaHHF| HOBMMU 0OOaTKOBUM

[IponoBxeHHs nonarka 3

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

Ne
n/n

Ha3ea nikapcbko20
3acoby

OaHMMU, WO MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKIiNbK/
BUMaraeTbcs CyTTEBa OLiHKa

kancynu no 500 mr, no dnamiHro
dapmacbioTmkanc
Ira.

10 kancyn y 6nicTepi; no

IHgia

dnamiHro
dapmacbloTUKanc
Tta.

IHAis

KOMMETEHTHNM OpraHoMm) - BukoHaHHs
3060B's13aHb BiAMOBIAHO 40 NianyHKTYy 1.13
nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2 goaaTtky
15 po MNopsiaky npoBeaeHHs ekcnepTuan
peecTpauiiHux MaTtepianis Ha nikapcbki
3acobu, Lo NoJalTbCs Ha AepKaBHY
peecTpauito (nepepeecTpaldiio), a Takox
eKkcnepTu3n Martepiarnis NPo BHECEHHS!
3MiH 0O peecTpauinHnux maTepianis
npoTArom Aii peecTpauinHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOrO HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3dy MO3 Big 23.07.2015 Ne 460).
BHECEHHS 3MiH 4O peecTpauinHnX bes
matepianis: 3miHu Il Tuny - 3miHn wWoao

dapmakoHarnsgy. BHeceHHs abo 3miHa(u)

peecTpaLiiHOro NOCBIAYEHHS, BKIOYaun

6e3nekn/edeKkTUBHOCTI Ta

00 3000B'A3aHb Ta yMOB BUAadi

MnaH ynpasniHHA pusnkamu

(3acTocyBaHHs 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro

peuernma

UA/4974/01/02

139.
KUCNOTA

ME®EHAMIHOBA

2 6nictepm B kopobui

YkpaiHa

06r'pyHTYBaHHA HOBUMMW [OAATKOBUM
AaHUMK, Lo MaloTb HaaaBaTucs
KOMMETEHTHUM OpraHoM, OCKifbKu
BUMaraeTbCs CyTTeBa OLLiHKa
KOMMNETEHTHWUM OpraHom) - BukoHaHHs
3060B's3aHb BiAMOBIAHO A0 NiANyHKTY 1.13
NyHKTY 1, NiANYHKTY 2.3 NYHKTY 2 gogaTky
15 po MNopsagky npoBeAeHHst ekcnepTnsmn
peecTpauinHMX MaTepianis Ha nikapchbki
3acobu, Lo noaalTbCs Ha AepXKaBHY
peecTpaLiilo (nepepeecTpallito), a Takox
eKkcrnepTu3n Martepiarnis NPo BHECEHHS!
3MiH JO peecTpauinHMx maTtepianis
nNpoTArom il peecTpauinHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOrO HaKas3om

3a

MO3 Big 26.08.2005 Ne 426 (y penakuii

Haka3y MOS Big 23.07.2015 Ne 460).
BHECEHHS 3MiH 1O peecTpauiiHnX
MaTepianis:

CninbHe

Cyno3uTopii BariHanbHi

CninbHe
YKpaiHCbKO-

YkpaiHa

YKPaiHCbKO-

peuyermom

140.

MINAriH

no 100 mr, no 3

UA/5924/01/01



76 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
CynosuTopii y cTpuni, no icnaHcbke icnaHcbke 3MiHM | TMRY - 3miHa po3mipy cepii
1 cTpuny B nayui nignNpYeEMCTBO nignpMeMcTBO (Bkntoyatoum AdianasoH po3mipy cepii)
"Cnepko YkpaiHa" "Cnepko YkpaiHa" roTOBOrO MikapcbKoro 3acoby (36inbLIeHHs
0o 10 pasiB NOpiBHSHO i3 3aTBEPIKEHUM
pO3MipoM) - 3MiHa po3Mipy cepii roToBOro
nikapcbkoro 3acoby, y 3B’s3Ky 3i
36iNbLIEHHSIM NPOMMUCIIOBUX MOTYXHOCTEN.
B3anponoHoBaHo: Po3mip cepii
TeopeTnyHa KinbKiCTb OTPUMaHNX
cynosutopiis: 120,00 kr. BBeaeHHs 3MiH
npoTArom 3-x MicsAuiB nicnsa
3aTBepAXKEHHSA
141. | MINAPOHAT® GX Tabnetkun no 500 mr no 6 AT "T'piHgekc" INaTtBis AT "T'pinaexc" NaTsisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/10815/01/01
Tabnetok y 6nictepi; no marepianis: peuenmom
5 abo 10 6nicTepiB y 3MiHN | TUNY - 36iNbLUEHHS TEPMiHY
navui npuaaTtHocTi APl menbaoHito cocdary.
3anponoHoBaHo: 5 pokis
142. | MOKCETEPO TabneTkn, BKpUTI [eTepo J1a63 IHAisA [eTepo I1a63 IHAaisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/15685/01/01
NNiBKOBOK 0BOMOHKOMO, Jlimiten JlimiTen MaTepianis: 3minu | Tuny - peuenmom
no 400 wmr, no 10 ApMmiHicTpaTuBHI 3MiHW. 3MiHa
Tabnetok y 6nictepi; no HanlmeHyBaHHA Ta/abo agpecu micus
1 GnicTepy y kapTOHHI NPOBaMKXEHHS OiAnbHOCTI
KopobLi BUPOGHMKa/imnopTepa roToBoro
niKkapcbKoro 3acoby, BKIoYayy AinbHULI
BWMNYCKy cepii abo MicLie npoBedeHHs
KOHTPOMIO SIKOCTI. (QiNbHICTb, 3a Ky
BiZNoBigae BMPOOHUK/imnopTep,
BKJTHO4aK04M BUMYCK CEPilt) - 3MiHa agpecu
BMPOGHKMKa nikapcbkoro 3acoby 'etepo
Ia63 Jlimiten, 6e3 3miHn micus
BMPOGHMUTBA.
143. | MOHYPAN rpaHynu ans opanbHoro 3amboH C.M.A. ITanis 3amboH LLisenuapis BHECEHHS 3MiH 10 peecTpauifHmX 3a UA/9833/01/01
po3umHy no 3r; no 8r CeiTuepnang Jita. MaTepianis: peuenmom

npenaparty (3 r Aitoyoi
PeYoBMHM) B NaKeTi; No
1 nakeTy B KapTOHHIN
nayui

3MiHu | Tuny - 3MiHn Wwopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3amiHu
[0 y3aranbHeHUX faHuX Mpo cucTemy
hapmakoHarnsay (BBeAeHHs
y3arasibHeHVX AaHuX Npo cucTemy
dapmakoHarnsay, 3MiHa yNnoBHOBaXXEHO!
ocobu, BianoBigansbHOI 3a 3AiNCHEeHHSA
dapmakoHarnsay; KOHTakTHoOi ocobu 3
(hapmakoHarnsay 3asiBHUKa ans
34icHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHOI
ocobu, BignoBiganbHoI 3a 3AiINCHEHHS
hapmakoHarnsigy (BKIoYarym KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu papmakoHarnagy) -
[MponoHoBaHa pefakuisi: YNoBHOBaXeHa
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina
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Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

ocoba 3 papmakoHarnagy —Mapisi Jlyiza
BoHypa, koHTakTHa ocoba 3
dapmakoHarnsay B YkpaiHi — Kyuma
Bonoanmunp OnekcanHaposuy. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3 chapmakoHarnsgy Ta KOHTaKTHOI ocobu 3
apmakoHarnsgy B YKpaiHi.
PekomeHayoTbCs 40 3aTBEPOXKEHHS

144,

MOP®OIHIEBA
Cillb TIA3OTHOI
KUCNOTH

KpucTaniyHnii NOPOLLIOK
(cybeTaHuis) y naketax
nonieTuneHoBmx Ans
BMPOOHMLUTBA
CTEpUNbHUX Ta
HECTepPUIbHUX
nikapcbknx hopm

MpAT
"®apmaueBTUYHa
dipma "dapHuuga"

Ykpaina

ToBapwucTBo 3
obmexeHo
BigNoOBiganbHICTHO
"GAPMXIM"

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis: 3MiHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. 3MiHa
HalmMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHS AiANbHOCTI BUPOOHMKa
(Bkntoyatoun, 3a HeobxigHocTi, micue
NPOBEAEHHS KOHTPOIO AKOCTI), abo
BNnacHvKa macTtep-canna Ha AdIl, abo
noctadanbHuka Adl/BuxigHoro
maTtepiany/peareHTy/npoMiKHOro
NpOOYyKTY, L0 3aCTOCOBYHOTHCS Y
BMPOGHMUTBI ADI (SIKLLO 3a3HaYeHO y
AOCbE Ha nikapcbkuii 3acib) 3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €BpoNenchbKii
bapmakonei y 3aTBepaxeHOMY AOCbE,
abo BMPOOHMKa HOBOI JOMNOMIXKHOT
PEYOBVHM (SIKLLIO 3a3HAYEHO Y JOCHE)
3MiHa Ha3BW Ta agpecu Micua
NpoBaXeHHs OisNbHOCTi BUPOGHMKA
cybcTaHuii MopdboniHieBa cinb TiasoTHOI
kucnotn TOB «®PAPMXIM». BeeaeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBEPOKEHHSI.

UA/13847/01/01

145.

MOTOPUKC

TabneTkn, BKpUTI
MNniBKOBOI OBOMOHKOIO,
no 10 mr no 10 TabneTok
y 6nicTepi; no 1 abo 3
Gnictepn y navui

AT "KATBCEKUM
BITAMIHHAW
3ABOQ"

YkpaiHa

AT "KUIBCbKUW
BITAMIHHUIA
3ABOO"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TNy - 3mMiHa y MeToaax
BMNPOBYBaHHS roTOBOro NiKapcbKoro
3acoby (iHWi 3MiHK y MeToaax
BMNpobyBaHb (BKNtoYaun 3amiHy abo
[OMNOBHEHHS))

6e3
peuyenma

UA/3797/01/01

146.

MYKOIEH

TabneTkn, BKpUTI
obonoHkoto, no 100 wmr,
no 10 Tabnetok y
cTpwvni; o 3 cTpunu B
KapTOHHIN yrnakoBLii

Makneopc
dapmacbioTukanc
TNimiten

IHais

Makneonc
dapmacbkroTrKarnc
Nimiten

IHAis

BHECEHHS 3MiH 0 peecTpauiiHnX
mMaTtepianis: 3MiH1 WoJ0
6e3nekn/eekTMBHOCTI Ta
dapmakoHarnsaay. BHeceHHsa abo 3miHa(u)
0o 3060B'A3aHb Ta yMOB BuAaui
peecTpaLinHOro NoCBigYEHHS, BKIYayn
MnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3miH(1), aki(a)
BMMaratTb(€) noganbLIoro
06r'pyHTYBaHHSA HOBUMUW JOAATKOBUM
[aHuMK, Lo MatoTb HaaaBaTucst
KOMMNETEHTHWM OPraHoM, OCKiflbKu

3a
peuenmom

UA/5547/01/01




78 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OPraHoM); - BUKOHAHHSI
3060B's13aHb BiAMOBIAHO 40 NianyHKTy 1.13
nyHKTY 1, NiANYHKTY 2.3 NYHKTY 2 oAaTtky
15 po MNopsiaky NpoBeaeHHst ekcnepTuan
peecTpauiiHMx MaTtepianiB Ha Nikapcbki
3acobu, Lo noaarTbCs Ha AepXaBHY
peecTpauiio (NepepeecTpaliio), a Takox
eKkcnepTu3n Martepiarnis NPo BHECEHHSI
3MiH OO peecTpauiiHnx martepianis
NpOTArom Aji peecTpauiniHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOr0 HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakasy MOS Big 23.07.2015 Ne 460)
147. HAU3® Tabnetku no 100 mr, no O-p Pegpi'c IHais O-p Pegnic IHgisa BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/3458/02/01
10 TabneTok y 6nicTepi; Jlabopatopic Jitg JlabopaTopic Jitg, MaTepianis: 3minu | Tuny - peuenmom
no 2 6nictepu B BupobHuya ApMmiHicTpaTuBHI 3MiHW. 3MiHa
KapTOHHiN kopoOui ainbHuus - 1, HaviMeHyBaHHs1 Ta/abo agpecu Micus
IHAis; NPOBaMKEHHS OiAnNbHOCTI
O-p Pepgi'c BUPOGHMKa/imnopTepa roToBOro
TNa6opaTopic IlTa nikapcbkoro 3acoby, BKIMHOYaYM AinbHUL
(BupobHuua BWMNYCKy cepii abo MicLie npoBedeHHs
ainbHuUSA - V1), KOHTPOIO SIKOCTI. (BiNbHICTb, 3a Ky
IHpia BignoBigae BMpoOHUK/imnopTep,
BKJTH04AI04M BUMYCK CEPIilt) - 3MiHa Ha3BM
Ta agpecu BUpobHuKa nikapcbkoro 3acoby
[O-p Peppi'c Nabopatopic NTa BupobHuya
ainbHuus - 11, IHgis. BupobHuua ginbHuUs
— VI: 3anuwaetbes 6e3 3miH; 6e3 3MiHK
Micus BUpoGHMUTBA. BBEAEHHS 3MiH
npoTarom 6-Tn micauis nicns
3aTBEPOKEHHS.
148. | HEMPUCHIH- TabneTkn, BKpUTI ToBapucTso 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnX 3a UA/1178/01/02
300POB'A NNiBKOBOK 0BONOHKOM, obmexeHo BUPOOHMLTBA, MaTepianis: 3miHu | Tuny - peuenmom
no 1 mr, ana TOB BiANoBiganbHICTIO KOHTPOMb SIKOCTI, AamiHicTpaTuBHI 3MiHK. 3MiHa
"®apmaueBTuyHa "®apmaueBTuyHa BUWMYCK Cepil: HanimMeHyBaHHA Ta/abo agpecu 3asiBHUKa
KomnaHis "3gopos's”: no KOMMaHis ToBapwucTBo 3 (BNacHuka peecTpauinHoro NocBiAYeHHS)
10 TabneTok y 6nictepi; "3popos's" obmexeHo 3MiHa agpecu 3asiBHVWKa ToBapuCTBO 3
no 2 abo no 6 6nicrepis BiAMOBIAANbLHICTIO obmexeHot BiANoBiAanbHICTO
Y KapTOHHI KopobLi; "®apmaueBTUYHa "®apmaueBTnyHa koMnaHisi "3gopos'a”,
nna TOB "®APMEKC KOMMaHis YkpaiHa. BBegeHHs 3MiHM NpoTAroM 6-tu
PYN": no 10 TabneTtok "3popos'sa”, MicaUiB Micnsa 3aTBepxeHHs. 3miHu | Tuny
y 6nicTepi; no 2 YkpaiHa; - 3MiHK 3 AKocTi. [0TOBMIA MiKapCbKniA
GnicTepn y KapTOHHil Bci cTagii 3aci6. Cuctema
Kopobui BMPOGHMLTBA, KOHTelHep/3aKynopioBanbHuiA 3aci6.

KOHTPOSb SIKOCTI:
TosapucTBo 3
oBMexeHo
BiANOBiganbHICTHO
"®APMEKC

3MiHa po3Mipy yrnakoBKM rOTOBOrO
nikapcbKkoro 3acoby (BUnMyYeHHs ynakoBKu
NeBHOro Po3Mipy) BUIYyYEHHS
3aTBepKeHVX BUAIB YyNakoBOK, a caMe: Nno

100 TabneTok y koHTenHepi; no 1
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Homep
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noceio4yeHHs1

reyn-,
YkpaiHa

KOHTENHepY B KapTOHHIN kopobui; no 100
TabneTok y KoHTeliHepax: BBeaeHHst 3amiHu
npoTArom 6-T MicsauiB nicns
3aTBepAKEHHS. 3MiHum | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HalimMeHyBaHHA Ta/abo agpecu micus
NPOBaMKEHHS OiAnbHOCTI
BUPOGHMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKMHOYayu AinbHULI
BUMycCKy cepii abo MicLe npoBeAeHHs
KOHTPOIO SIKOCTI. (BiSNbHICTb, 3a Ky
BifnoBigae BUPOOHUK/iMnopTep, He
BKITHO4AK04M BUMYCK Cepiil) 3MiHa agpecu
BUpo6HMKa ToBapUCTBO 3 06MeXeHOo
BianosigansHicTio "OAPMEKC I'PYI",
YkpaiHa (Bci cTagii BupobHuuTBa,
KOHTPOMb sIKOCTi), 6€3 3MiHM Micus
BUPOGHMUTBA: 3MiHKM | TUnYy -
AnMmiHicTpaTuBHi 3mMiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBAMKEHHA AIANbHOCTI
BMpOBHVKa/iMnopTepa roToBoro
nikapcbkoro 3acoby, BKMHOYayu AinbHuULI
BWMNYCKy cepii abo MicLie npoBedeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BMpoOHUK/imnopTep,
BKIH0MAKO4M BUMNYCK CEPill) 3MiHa agpecu
BMPOGHMKa ToBapncTBO 3 0OMEXEHOI0
BignosiganeHicTio "®apmaLeBTnyHa
KoMnaHis "3popos's”, YkpaiHa (Bci cTagii
BMPOGHMLTBA, KOHTPOIMb SKOCTI, BUMYCK
cepii), 6e3 3miHM Micusi BUpobHULTBA:
BBefeHHs 3MiHM NpoTSarom 6-Tu Micauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn
oo 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsgy (iHwi 3MiHW) -OHOBMNEHHS!
3aTBEPIAKEHOr0 TEKCTY MapKyBaHHSA
NepBUHHOI Ta BTOPMHHOI ynakoBok J13 3
BHECEHHSM 3MiH [0 TEKCTY MapKyBaHHSI.
BBefeHHs 3MiHM NpoTSArom 6-Tu MicsiLiB
nicnsi 3aTBEpOXKEHHS.

149.

HEWPUCIIH-
300POB'A

TabneTku, BKPUTI
nniBKoBOI 0BONOHKOI,
no 2 mr, ana TOB
"®apmMaueBTnYHa
KomnaHis "3gopos's”: no
10 TabneTok y 6nictepi;
no 2 a6o no 6 Gnicrepis
Y KapTOHHI kopobLyi;
ans TOB "¢APMEKC

ToBapucTtBo 3
obmexeHo
BiANoBiganbHiCTIO
"PapmaLeBTUYHa
KOMMNaHis
"3nopos's”

YkpaiHa

BCi cTagil
BUPOOHMLTBA,
KOHTPOMb SIKOCTI,
BUNYCK cepii:
ToBapucTBO 3
oBMexeHo
BignoBiganbHIiCTIO
"®apmaueBTyHa
KOMNaHis

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKA
(BNacHuka peecTpauinHoro NocBiA4YeHHS)
3MiHa agpecu 3asiBHUKa TOBapuCTBO 3
obmexeHolo BignoBiaanbHICTO
"®apmaueBTnyHa koMnaHisi "3gopos'a”,
YkpaiHa. BBegeHHs 3MiHW NpoTaroM 6-tu

3a
peuenmom

UA/1178/01/03
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'PYM": no 10 TabneTok "3goopos'sa”, MicsILiB nicnsi 3aTBepAXeHHS. 3MiHu | Tuny
y 6nicTepi; no 2 YkpaiHa; - 3MiHK 3 sikoCTi. FOTOBMIA NiKapCbKuii
BnicTepn y KapTOHHil BCi cTagii 3aci6. Cucrema
KopobuLi BMPOOHMLTBA, KOHTeNHep/3akynoptoBarnbHuUi 3aci6.

KOHTPOSb SIKOCTI:
ToBapucTBo 3
obmexeHo
BigNoOBiganbHICTHO
"®APMEKC
reyn",
YkpaiHa

3miHa po3Mipy yrnakoBK1 rOTOBOro
nikapcbKkoro 3acoby (BUINy4YeHHs ynakoBKu
NEBHOro po3Mmipy) BUMYYEHHS
3aTBepOKeHVX BUAIB yNakoBOK, a caMe: Nno
100 TabneTok y koHTenHepi; no 1
KOHTENHepy B KapTOHHIN kopobui; no 100
TabneTok y KoHTeliHepax: BBeaeHHst 3miHu
npoTsArom 6-Tn MicsauiB nicns
3aTBepAKEHHS. 3MiHuM | Tuny -
ApMmiHicTpaTuBHi 3amiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaMKXEHHS OiAnbHOCTI
BUPOGHMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKMHYayu AinbHuULI
BWMNYCKy cepii abo MicLie npoBedeHHs
KOHTPOMIO SIKOCTI. (QiNbHICTb, 3a Ky
BignoBigae BUPOOHUK/iMNopTep, He
BKITHO4AK04M BUMYCK Cepiil) 3MiHa agpecu
BMpOGHMKa ToBapucTBo 3 06MEXeHO
BianosigansHicTio "OAPMEKC IM'PYI",
YkpaiHa (Bci cTagii BupobHuuTBa,
KOHTpOMb sIKOCTi), 6€3 3MiHM Micus
BUPOGHMUTBA: 3MiHKM | TUnNYy -
ApmiHicTpaTuBHi 3mMiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHs OisnbHOCTI
BMpOBHVKa/iMnopTepa roToBoro
nikapcbkoro 3acoby, BKMHOYayu AinbHuULI
BUMNYCKy cepii abo MicLie npoBedeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUpobHuK/imnopTep,
BKIH0MAKO4M BUMNYCK CEpill) 3MiHa agpecu
BMpOGHMKa ToBapncTBo 3 0bMexeHor
BignosiganeHicTio "®apmaLeBTnyHa
KoMnaHis "3popos's”, YkpaiHa (Bci cTagii
BMPOGHMLTBA, KOHTPOIb SKOCTI, BUMYCK
cepii), 6e3 3miHM Micusi BUpobHULITBA:
BBegeHHs 3MiHM NpoTSArom 6-Tu Micsuis
nicnsa 3aTeepmxeHHs. 3MiHn | Tuny - 3MiHn
oo 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsigy (iHwi 3MiHW) -OHOBMNEHHSI
3aTBEPPKEHOTO TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT ynakoBok 13 3
BHECEHHSIM 3MiH O TEKCTY MapKyBaHHSI.
BBefeHHs 3MiHM NpoTArom 6-Tu MicsiLiB
nicns 3aTBepOXeHHs.
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noceio4yeHHs1
150. HEWPWUCIIH- TabneTku, BKPUTI ToBapuctso 3 Ykpaina BCi cTagil Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/1178/01/04
300POB'A NNiBKOBO 0BGOMNOHKOL, obMmexeHo BUPOOHMLTBA, marepianis: 3MiHu | Tuny - peuenmom
no 4 mr, ana TOB BiANOBIgANbHICTIO KOHTPOMb AKOCTI, AOMiHIiCTpaTUBHI 3MiHW. 3MiHa
"®apmaueBTniHa "®apmaueBTnyHa BUMNYCK cepil: HalMeHyBaHHs Ta/abo agpecy 3asiBHMKa
KomMmnaHis "3gopoB's"; no KOMMNaHisa ToBapucTBo 3 (BNacHuka peecTpauiHoro NocBia4YeHHS)
10 TabneTok y 6nictepi; "3popoB.'s" obmMexeHo 3MiHa agpecwu 3asiBHVKa ToBapuCTBO 3
no 2 abo no 6 Gnictepis BiAMNOBIAAMNbHICTIO obmexeHoto BignoBiganbHICTO
Y KapTOHHIl kopobLi; "®apmaueBTUYHa "®apmaueBTn4YHa koMnaHisi "3gopos'a”,
ons TOB "®APMEKC KOMMNaHis YkpaiHa. BBegeHHs 3MiHM NpoTaroM 6-u
'PYM": no 10 TabneTok "3poopos'sa”, MicsILiB nicnsi 3aTBepAXeHHS. 3MiHu | Tuny
y 6nicTepi; no 2 YkpaiHa; - 3MiHu 3 sikoCTi. FOTOBMIA NiKapCbKuii
BnicTepn y KapTOHHil BCi cTagii 3aci6. Cucrema
Kopoo6ui BMPOGHMLTBA, KOHTeWHep/3aKynopioBanbHui 3aci6.

KOHTPOJb SIKOCTI:
ToBapucTBo 3
obmexeHo
BigNoBiganbHIiCTIO
"®APMEKC
reyr",
YkpaiHa

3miHa po3Mipy ynakoBKM rOTOBOrO
nikapcbKkoro 3acoby (BUnMyYeHHS YNakoBKu
NEBHOro PO3Mipy) BUMYYEHHSA
3aTBEPAKEHUX BUAIB YNaKkoBOK, a caMe: no
100 TabneTok y koHTenHepi; no 1
KOHTEWHepy B KapTOHHi# Kopobui; no 100
TabneTok y KoHTelHepax: BBefaeHHst 3mMiHu
npotsarom 6-Tn micauis nicnsa
3aTBEpPAKEHHS. 3MiHu | Tuny -
ApMmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaMKEHHS OiAnNbHOCTI
BUPOGHMKa/imnopTepa roToBOro
nikapcbkoro 3acoby, BKMHOYayu AinbHuULI
BWMNYCKy cepii abo MicLie npoBeAeHHs
KOHTPOIO SIKOCTI. (BiNbHICTb, 3a SIKy
BigNoBigae BUpoOHuMK/iMnopTep, He
BKITHO4AK04M BUMYCK Cepiil) 3MiHa agpecu
BMPOOHMKa ToBapnCTBO 3 0OMEXEHOI0
BianosigansHicTio "OAPMEKC IM'PYyI",
YkpaiHa (Bci cTagii BupobHuuTBa,
KOHTpOMb sIKOCTi), 6€3 3MiHM Micus
BUPOGHMUTBA: 3MiHM | TUnYy -
ApmiHicTpaTuBHi 3miHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHS OifnbHOCTI
BMPOBHWKa/iMnopTepa roToBoro
nikapcbkoro 3acoby, BKMHOYa4un AinbHULI
BUMNYCKy cepii abo MicLie npoBeAeHHs
KOHTPOIO AKOCTI. (AIANbHICTb, 3a AKY
BiaNoBigae BUpobHuMK/imnopTep,
BKIH0MAK4M BUMNYCK Cepill) 3MiHa agpecu
BMPOGHMKa ToBapncTBO 3 0OMEXEHOI0
BignosiganeHicTio "®apmaLeBTnyHa
KoMnaHis "3popoe's”, YkpaiHa (Bci cTagii
BMPOGHMLTBA, KOHTPOIb SKOCTi, BUMYCK
cepii), 6e3 3miHM Micus BUpobHULTBA:
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BBegeHHs 3MiHM NpoTSArom 6-Tu MicsiLiB
nicns 3aTBepgXeHHs. 3MiHn | Tuny - 3MiHn
oo 6esnekun/edhekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3MiHW) -OHOBNEHHS
3aTBEPPKEHOr0 TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPMHHOI ynakoBok J13 3
BHECEHHSIM 3MiH O TEKCTY MapKyBaHHSI.
BBefeHHst 3MiHM NpoTSArom 6-Tu MicsiuiB
nicnsa 3aTBepAXEHHS.

151.

HEKCABAP®

TabneTkn, BKPUTI
NMiBKOBOI 0BOMOHKOIO,
no 200 wmr; no 28
Tabnetok y 6nictepi, no
4 6nicTepn y KapTOHHIN
nayui

Banep Al

Himeyumna

Bawnep AT,
Himeuumnha;
Banep Xenckep
MaHydakTypiHr
C.P.N., Itania

HimeyuunHa/
ITanis

BHECEHHS 3MiH 4O peecTpaLuiiHnX
marepianis: 3MiHu | Tuny -
AnMmiHicTpaTuBHi 3mMiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXXEHHS AiANbHOCTI BUPOOHMKA
(Bkrtoyatoun, 3a HeobxigHoCTI, micue
NpoBeAEeHHS! KOHTPOIIO SIKOCTi), abo
BNnacHvKa mactep-canna Ha AdIl, abo
nocravanbHuka A®l/BuxigHoro
matepiany/peareHTy/npomixXHOro
NPOAYKTY, LLIO 3aCTOCOBYIOTLCH Y
BMPOGHMLTBI AP (SKLLO 3a3Ha4YeHO y
[OCbE Ha nikapcbkuii 3acib) 3a BigcyTHoCTI
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
tapmakonei y 3aTBepaXeHOMy A0CbE,
abo BMPOOHMKa HOBOI JOMNOMIXKHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y AOCHE)
3MiHa Ha3BM BUPOOHWKa, LLO BiAMOBIAae 3a
MiKpOHi3aLiito, ynakoBKy, siK
anbTepHaTUBHUIA BUPOGHUK 3a KOHTPOIb
SKOCTi Ta BUNyck cepii API, 6e3 3miHun
Micus BUpobHMUTBa: 3MiHuM | Tvny -
AamiHicTpaTuBHI 3MiHK. 3MiHa
HalimMeHyBaHHA Ta/abo agpecu micus
NpoBaXeHHs OisNbHOCTI BUPOGHMKa
(Bkntoyatoun, 3a HeobxiaHocTi, micue
NPOBEAEHHS KOHTPOIO AKOCTI), abo
BNnacHuka mactep-canna Ha AP, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npomiKHOro
NpOAYKTY, L0 3aCTOCOBYOTHCS Y
BUPOGHMUTBI ADI (SKLLO 3a3HaYeHo y
[0CbE Ha nikapcbkuii 3acib) 3a BiACYyTHOCTI
cepTudikaTa BignoBigHOCTi EBpoNechbkin
capmakonei y 3aTBepaxeHOMY A0CbE,
abo BMPOOHUKA HOBOI JOMOMIXKHOT
PEYOBUHY (SIKLLIO 3a3HAYEHO Y JOCHLE)
3MiHa Ha3BM BUpPOOHKKa, LLO BignoBiaae 3a
cunHTe3 A®I, a Takox KOHTPOrb AKOCTi Ta
BUNYCK cepii (SIK anbTepHaTUBHUIA

3a
peuernmom

UA/7141/01/01
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n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
BMPOBHWK), 6e3 3MiHM MicLst BUpOOHULTBA:
3MiHu | TUNY - AgMiIHICTPaTUBHI 3MiHW.
3miHa HaiMeHyBaHHS Ta/abo agpecu
Micusi NPOBaMKEHHS AiSNbHOCTI
BUPOGHMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKMHOYayu AinbHULI
BUMycKy cepii abo MmicLe npoBeAeHHs
KOHTPOMIO SIKOCTI. (BiSNbHICTb, 3a Ky
BignoBigae BMpoOHUK/imnopTep,
BKJ10YAI04M BUMYCK CEPi) 3MiHa Ha3Bu
BUpoGHMKa, 6e3 3miHN Micus
BMPOGHMUTBA: 3MiHa 3asiBHMKa (BnacHuUka
peecTpaLiiHOro NOCBig4YEHHs)
152. HEKCABAP® TabneTkn, BKpUTI Banep Al HimeyunHa Banep AT, Himeuunna/ 3MiHW | TUMy - BUNYyYeHHS BUPOBHUKa 3a UA/7141/01/01
NNiBKOBOK 0BOMNOHKOMO, Himeuuunna; bariep ITanis Bariep Xenckep MaHydaktypinr C.P.J1., peuenmom
no 200 wmr; no 28 Xenckep ITanis, skui Bignosigae 3a BUPOGHULITBO
Tabnetok y 6rictepi, no MaHydakTypiHr roTOBOrO fikapcbKkoro 3acoby i3 posainy
4 6nicTepn y KapTOHHIN C.P.J1, Itania «Cknag nikapcbkoro 3acoby» B meTogax
nayui KOHTPOIIO SIKOCTi nikapcbKoro 3acoby
153. | HI®YPO3NA- kancynu no 100 mr no ToBapucTso 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/12707/01/01
300POB'A 10 kancyn y 6nictepi; no oBMeXeHo obMexeHo MaTepianis: peuenmom
1 abo no 2 6nictepun B BiAMOBIAANBHICTIO BiAMOBIAAMNbLHICTIO 3MiHM | TUNY - 3MiHa napameTpis
KopobLi 3 KapTOHY "®apmaueBTUYHa "®apmaueBTNYHa crneundikauini Ta/abo AoNyCTUMUX MEX
KOMMaHis KOMnMaHisi roTOBOro NMiKapCbKoro 3acoby (BHECEHHSI
"3popoB's" "3pnopos'a" 3MiH 0O OOCbE MiCNsi OHOBIIEHHS 3aranbHOl

CTaTTi Ha roToBY Nikapcbky hopmy y
LOdY/EBponeiickkini hapmakonei); cynyTHst
3MiHa: 3MiHa y MeToAax BMNpobyBaHHS
roTOBOrO fikapCcbKoro 3acoby -
npvBeaeHHs cneuudikadii, metoais
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro
3acoby no sumor [J®Y, BBEAEHHSI
nocunaHHsa Ha fitody pegakuiio JdY y
crneundikaLito Ta METOAN KOHTPOIO
AKOCTI NMikapcbKoro 3acoby 6e3 3miH
KpUTepiiB NMPUAHATHOCTI 3@ HACTYNHUMMN
nokasHukamu "onucy, "igeHTngikauia”,
"cepeHsa maca BMiCTy kancyn",
"posnagaHHs",

"cynpoBigHi AoMmilLKn", "KinbkicHe
BM3Ha4eHHs", "MikpobionoriyHa yicToTa",
"0QHOPIAHICTb 4O30BaHWUX OAMHULL"; 3MiHK
| TMNY -3miHa nocTavanbHWKa nakyBanbHUX
marepianis abo KOMMMEKTYYMX (SKLLO
3a3Ha4eHo B AOCbE) (3aMiHa abo
AofAaBaHHsA nocTavanbHWKa) - BBEAEHHS
[0[AaTKOBMX MocTavarbHUKIB NEPBUHHOIO

nakyBaHHs (ponbra antomiHiesa); 3amiHu |
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TUMY - NOAAHHS HOBOTO cepTudikaTa Bif
HOBOrO BUPOGHWMKA; CynyTHS 3MiHa: 3MiHa Yy
napameTpax cneundikadiv Ta/abo
OONYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha AP, abo
BUXiAHWIA/MPOMIXHUI NpodyKT/peareHT, Lo
BMKOPWCTOBYIOTbCSH Y NMPOLECi
BMpOo6HMUTBa ADI - 3MiHM y NnapameTpax
cneundikauii A®I 1. "3anuLikKoBa KinbKicTb
OpraHiYHMX PO3UYMHHUKIB" - 3MiHa Y
mMeTofax BunpobysaHHA ADl abo
BMXiQHOro Matepiany/npoMixxHoro
npoaykTy/pearexTy, Wo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpoGHMUTBa ADI (iHWi 3mMiHM y MeTodax
BMNpoOyBaHHA (BKMOYao4mn 3amiHy abo
nonoBHeHHs) A®Il abo
BWXiZHOrO/NPOMIDKHOTO MPOAYKTY) - 3MiHN Y
meTogdax BUNpobyBaHHSA T. "3anuiikosa
KiNbKICTb OpraHiuHMX PO34YMHHUKIB"; 3MiHK |
MMy - 3MiHa y MeToaax BUNpobyBaHHs
Ad| abo BuxigHOro maTtepiany/npoMixXHOro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpobHMUTBa AD| (HE3HAYHI 3MiHN Y
3aTBEPKEHUX MeToaax BUNpobyBaHHs);
3MiHuM | TUNY - 3MiHW, NOB'A3aHi 3
HeOoOXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb
0o MoHorpadii ®Y abo €sponencekoi
dapmakonei, abo iHLWoi HaLlioHanbHOT
dapmakonei gepxasu €C (3miHa y
cneunikauisx, Nos's3aHa 3i aMiHamu B
oY, abo €sponeiicbkin hapmakonei, abo
iHLIN HauioHanbHIN hapmakonei Aepxasu
€C); cynyTHs 3MmiHa: 3MiHa y MmeTofax
BunpobysaHHa APl abo BuxigHOro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BMKOPVCTOBYETbLCS Y NPOLECI
BMpobHMLTBa ADI (HE3HAYHI 3MiHK Y
3aTBEpOKEHUX MeTofax BUNPODOYyBaHHS) -
3MiHa y cneuudpikauisx BxigHoro
koHTporto A®I (Hidbypokcasuma) 3a
nokasHamu: - «Baxki MeTanu»
(BUNYYEHHS), T . «MikpobionoriyHa
yncToTa» npvBeaeHo 4o Bumor Y,
3MiHuM | TUNY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTI0 NpMBeAEHHS Y BiANOBIOHICTb
0o moHorpadii ®Y abo €Bponencobkoi
capmakonei, abo iHWOi HalioHanbHOI
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dapmakonei gepxasu €C (3miHa y
cneumikauiax, nos'asaHa 3i 3amiHamu B
oY, abo €Bponelicbkii hapmakonei, abo
iHLIN HauioHanbHIN hapmakonei Aepxasu
€C); cynyTHS 3miHa: 3MiHa y meTofax
BUNPoBYyBaHHS AOMOMIKHOI PEYOBUHY -
npvBeaeHHs cneuudikadii 4ONOMiKHMX
peyoBuH go Bumor EP/O®Y; 3minm | Tuny -
3MiHa napameTpiB cneumdikauin Ta/abo
A0NYyCTUMMUX MEX NEPBUHHOI YMaKOBKN
rOTOBOrO MiKapCbKOro 3acoby; CynyTHsi
3MiHa: 3MiHa y MeTogax BUNpobyBaHHS
NepBUHHOI YNaKOBKM rOTOBOTO JlikapCbKOro
3acoby (iHwWi 3mMiHW y meTogax
BUNpobyBaHb (BKNtoYaryn 3amiHy abo
[o[aBaHHs)) - 3MiHa y cneundikadii Ta
mMeToAax BUNPobyBaHHSI NepPBUHHOT
ynakoBku (MniBka nonisiHinxnopugHa ans
BWUIOTOBIIEHHS TapW Mif Xap4oBi NPOAYKTK
Ta nikapcbki 3acobu Ta gonbra
antomiHieBa) 3a n. "mikpobionoriyHa
yuctoTta", "30BHiLHIN BUrNaa"; amiHu |
TUMY - BHECEHI YTOYHEHHS HAMEHYBaHHS
Ta 3MiHa agpecy MiCLEe3HaXOMXEHHS
BunpobHvka API Hidopokcasmay

154.

HI®YPO3U-
300POB'4

kancynu no 200 mr no
10 kancyn y 6nictepi; no
1 abo no 2 6nictepu B
KopoOLi 3 KapTOHY

ToBapwucTtBo 3
obmexeHo
BiANoOBiganbHICTIO
"®PapmaueBTUYHa
KOMMNaHis
"3popos's"

YkpaiHa

TosapucTBo 3
obmexeHo
BignoBiganbHIiCcTIO
"®apmMaueBTnYHa
KOMNaHis
"3gopos's"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHuM | TUNY - 3MiHa napameTpis
cneuudikauin Ta/abo gonycTuMmnx Mex
roTOBOro MiKAPCbKOro 3acoby (BHECEHHS
3MiH 40 4OCbLE Nicns OHOBIEHHS 3aranbHoi
cTaTTi Ha roToBY Nikapcbky popmy y
[dY/Esponenckkint bapmakonei); cynyTHs
3MiHa: 3MiHa y MeToaax BUNpobyBaHHS
roTOBOrO fikapcbKoro 3acoby -
npvBeAeHHs cneumdikadii, metoais
BUNPoBYyBaHHS rOTOBOrO NiKapCbKOro
3acoby go sumor Y, BBeAeHHS
nocunaHHsa Ha gitody pepakuito AdY y
crneundikaLilo Ta MeToan KOHTPOrO
SIKOCTi Nikapcbkoro 3acoby 6e3 3miH
KPUTEPIiB MPUAHATHOCTI 32 HACTYNMHUMM
nokasHukamu "onucr, "igeHTudikadia”,
"cepenHsa maca BMiCTy kancyn",
"posnagaHHs”,
"cynpoBigHi AoMiLlKuK", "KinbKicHe
BMU3Ha4eHHs", "MikpobionoriyHa yicToTa",
"OOHOPIOHICTb O30BAHUX OOUHULL"; 3MiHN

| Tmny -3MiHa nocTavarnbHuKa nakyBasibHUX

3a
peuernmom

UA/12707/01/02
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1

maTepianis abo KOMNNEKTYUUX (SKLLO
3a3HayeHo B AOCbE) (3amiHa abo
[0AaBaHHA nocTavanbHUKa) - BBEAEHHS
A0[ATKOBMX MoCTavarnbHUKIB NEPBUHHOIO
nakyBaHHs (ponbra antomiHiena); 3miHu |
TUNYy - NOJaHHA HOBOro cepTuddikara Big
HOBOrO BUPOBHWMKA; CYnyTHA 3MiHa: 3MiHa y
napameTpax cneundikadin Ta/abo
AOMNYCTUMUX MEX, BUSHAYeHNX y
cneuudikauisix Ha A®l, abo
BUXiAHWIA/MPOMIXHWI NpodyKT/peareHT, Lo
BUKOPWUCTOBYIOTECS Y NPOLEC
BMpOGHMUTBa ADI - 3mMiHM y napameTpax
cneundikauii A®I 1. "3anuLKoBa KinbKicTb
OpraHiYyHMX PO34YMHHUKIB" - 3MiHa Y
meTofax BunpobysaHHA APl abo
BMXiQHOro Matepiany/npoMixxHoro
NpoAyKTy/peareHTy, Wo
BMKOPVICTOBYETbLCS Y NPOLEC
BUpoGHMUTBa ADI (iHWi 3mMiHM y MeTodax
BUNpoOyBaHHSA (BKMoYao4m 3amiHy abo
ponoBHeHHs1) ADI| abo
BWXiZHOIO/NPOMIDKHOTO MPOAYKTY) - 3MiHN Y
meToAax BUNpobyBaHHA T. "3anuiukosa
KiNIbKICTb OpraHiyHNX PO34YNHHUKIB"; 3MiHW |
MRy - 3MiHa y meToax BUNpobyBaHHS
A®I| abo BuxigHOro MaTtepiany/npoMixxHoro
npoaykTy/pearenTy, o
BUKOPWUCTOBYETLCS Y NpoLECi
BUPOGHMLUTBA AD| (HE3HAYHI 3MiHM Y
3aTBEPKEHNX MeToAax BUNPobyBaHHs);
3MiHuM | TUNY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTI0 NpMBeAEeHHS Y BiANOBIOHICTb
0o moHorpadii APY abo €BponencbKoi
dapmakonei, abo iHLWoi HaLlioHanbHOT
apmakonei aepxasu E€C (3miHa y
crneundikaLisx, NoB'si3daHa 3i aMiHamu B
[OoY, abo €sponeiicbkit hapmakonei, abo
iHLWIiN HauioHanbHIN bapmakonei aepxasu
€C); cynyTHs 3MiHa: 3miHa y meTodax
BunpobysaHHa A®| abo BuxigHOro
marepiany/npoMixxHoro
npoaykTy/peareHTy, Lo
BUKOPWUCTOBYETLCS Y NMpoLECi
BUPOGHMLUTBA ADI (HE3HAYHI 3MiHK Y
3aTBepoKeHVX MeTofax BUNpobyBaHHS) -
3MiHa y cneuudikauisx BXigHoro
koHTponto APl (Hiypokcasuma) 3a
noKasHamu: - «Baxki MeTanm»
(BUNYYeEHHS), T . «MikpobionoriyHa
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Kpaina
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Kpaina
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Ymoeu
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Homep
peecmpauyitiHo2o
noceio4yeHHs1

yucToTa» npveeaeHo 4o Bumor OdY;
3MiHM | TUNY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTI0 NpMBeAeHHS Y BiANOBIOHICTb
0o MoHorpadgii J®Y abo €sponeincekoi
capmakonei, abo iHWOoi HalioHanbHOI
dapmakonei aepxasu €C (3miHa y
crneundikauisx, NoB's3aHa 3i 3aMiHamu B
oY, abo €Bponelicbkii hapmakonei, abo
iHLWIi HauioHanbHIN dbapmakonei aepxasu
€C); cynyTHA 3miHa: 3MiHa y meTogax
BUNPoBYyBaHHS AOMOMIKHOI PEYOBUHY -
npvBeAeHHs cneuudikadii 4oNoMiKHMX
peyoBuH o Bumor EP/O®Y; aminm | Tuny -
3MiHa napameTpiB cneumndikauin Ta/abo
O0NYyCTUMMUX MEX NEPBUHHOI YMaKoBKM
roTOBOrO MikapcbKoro 3acoby; CynyTHA
3MiHa: 3MiHa y MeTogax BUNpobyBaHHS
NEepPBUHHOI YNaKOBKM rOTOBOIO MikapCbKoro
3acoby (iHWi 3mMiHW y MeToaax
BUNpobyBaHb (BKNtoYarun 3amiHy abo
[ofasaHHs1)) - 3MiHa y cneuudikadii Ta
mMeToAax BUNPOoOyBaHHS NePBUHHOT
ynakoBku (MniBka nonisiHinxnopugHa ans
BWUIOTOBIIEHHS Tapu Mif Xap4oBi NPOAYKTK
Ta nikapcbki 3acobu Ta donbra
antomiHieBa) 3a n. "mikpobionoriyHa
yuctoTta", "30BHiWHIN BUrNsa"; 3miHu |
TUMY - BHECEHI YTOUYHEHHS HAIMEHYBaHHS
Ta 3MiHa agpecy MiCLEE3HaXOMXKEHHS
BUpoGHMKa ADI Hidopokcasmay

155.

HOOBYT® IC

Tabnetku no 0,25 r no
10 TabneTok y 6nictepi;
no 2 6nictepu y nayui 3
KapTOHY

ToBapwucTtBo 3
[0AaTKOBOK
BiAnoBiganbHICTO
"IHTEPXIM"

YkpaiHa

TosapucTBo 3
[00aTKOBOO
BiANOBIgANbHICTIO
"IHTEPXIM",
YkpaiHa
(BUPOBHMK,
BignoBsiganbHUN
3a BMNYCK cepil;
BUMNPOBYBaHHS
KOHTPOIMIO AKOCTI
(pisnyHiI/XiMiYHi,
MmikpobiornoriyHa
yncToTa),
36epiraHHs
roTOBOI NPOZYKLIT;
BUPOGHMLTBO,
36epiraHHs
(roToBoi
npogykuii,

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHW | TUMy - BUNy4YeHHS BUPOBHUKa
aKTUBHOI peqyoBUHU (PEHIOYT

6e3
peuenma

UA/8831/01/01
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n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o

156.

HOOBYT® IC

CMPOBWHM Ta
marepianis;
BMNPOOYBaHHS
KOHTPOTO
AKoCTi (cpi3nyHi/xim
iYHi))

noceio4yeHHs1

157.

OMENPA301

Tabnetkn no 0,1 rno 10
Tabnetok y 6nictepi; no
2 6nicTepu y nayui 3
KapTOHY

ToBapwucTtBo 3
[04aTKOBOK
BignoBiganbHICTO
"IHTEPXIM"

Ykpaina

ToBapwucTBo 3
[00aTKOBOO
BiANOBIgANbHICTIO
"IHTEPXIM",
YkpaiHa
(BMPOBHWK,
BignoBiganbHUn
3a BUNYCK cepil;
BMNPOOyBaHHS
KOHTPOIIO SKOCTI
(disnyHi/XiMiYHiI,
MikpobionoriyHa
yncroTa),
36epiraHHs
roToBOI NPOJYKLUIT;
BMPOBHMLTBO,
36epiraHHs
(roToBoi
npoayKuit,
CMPOBWHM Ta
maTepianis;
BMNPOOyBaHHS
KOHTpOTO
AKocTi (dpi3nyHi/xim
i4Hi))

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHK | TUNY - BUNyYeHHS BUPOBHMKa
aKTUBHOI pe4OBUHU (heHibyT

6e3
peuenma

UA/8831/01/02

158.

OMENPA30/

NopOoLLOK Ans
MPUrOTYBaHHS PO3YUHY
Ons v ekuin no 40 wr, 1
naKkoH 3 NMOPOLLKOM Y
KapTOHHIN kopobui

[piH BisHec
ContowH3 CA

LLisenuapis

PetoHr
dapmacbioTukan
Ko., ITa.

KuTancbka
HapogHa
Pecnybnika

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
BUNPABIIEHHA TEXHIYHNX MOMUITOK B
MeToAax KOHTPOIO SIKOCTI

3a
peuernmom

UA/16423/01/01

NENETWU 8,5%

nenetu (cybcraHuisa) y
nakeTax
nonieTuneHoBux Ang
BMPOGHMLTBA
HeCTepUIbHUX
nikapcbkux hopm

How JNa6c
MpanseT JlimiTeq

IHais

How Jla6bc
MpawnseT NimiTeq

IHAinA

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu | Tuny -
ApmiHicTpaTuBHi 3mMiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaKeHHs AisnbHOCTI BUPOBHYMKa
(Bkntovatouun, 3a HeobXigHOCTI, MicLe
npoBefeHHS KOHTPOO SIKOCTi), abo
BrnacHuka mactep-cainna Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
maTtepiany/peareHTy/npoMiKHOro
NMPOAYKTY, LLO 3aCTOCOBYIOTLCS Y
BUPOBHMLTBI ADI (SKLLO 3a3HaYeHOo y

[0CbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI

cepTtudikaTa BignoBigHOCTi EBponenchbkin

UA/8881/01/01
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apmakonei y 3aTBepaXXeHOMy A0CbE,
abo BMPOOHMKA HOBOI JOMOMIXKHOT
PEYOBUHY (SIKLLO 3a3HAYEHO Y JOCLE)
3miHa agpecu BupobHuka API

159.

OPLEEPVH

kancynm no 50 mr no 10
Kancyn y 6nictepi; no 1
abo 3 Grnictepn B
KapTOHHIN ynakoBuj

Makneoac
dapmacbioTukanc
Jimiteq

IHaisa

Makneoac
dapmacbloTukanc
Nimiten

IHAisA

BHECEHHS 3MiH 40 peecTpauiiHnX
marepianis:
3MiHu | TUNy - 3miHa y meTtogax
BMNPOBYBaHHS roTOBOrO NiKapcbKoro
3acoby - 3MiHa B MeToAax KOHTPOIo
roToBOro fikapcbKoro 3acoby 3a
nokasHukom «BTparta B maci npu
BVCYLLYBaHHI», @ caMe JeTanisoBaHo
iHdbopMaLito MPO HaBaXKy 3paska; 3MiHW
3a Noka3HMKoM «KinbkicHe BU3HAYEHHS»
Ta «OgHOPIgHICTE 4O30BaHNX OOUHULLY, Y
3B’A3KY 3 NpMBEAEHHAM 40 AOKYMeHTauii
BMPOBHMKa: - JONOBHEHHS pO3Ainy
«PeakTuBbl»; - geTanizoBaHo po3ain
«YcnoBusa xpomatorpadmpoBaHusy; -
YTOYHEHHS NPUroTyBaHHA B PO3Aini
«McnbiTyembli pacTBOp»; - BHECEHO
YTOYHEHHS Ta AeTanizoBaHo po3Ain
«Mpoueaypax». Kputepii NpUAHATHOCTI He
3MIHUMNCS; 3MiHW 3@ NOKa3HWUKOM
«P0o3unHeHHs», ¥ 3B’A3KY 3 NpMBEOEHHAM
[0 [OKyMeHTaUii BUpOBHMKA: - YTOYHEHHSI
posginy «/cnbiTyemblin pacTBopy; -
BHECEHO YTOYHEHHS Ta AeTani3aoBaHo
po3ain «[poueaypa». Kputepii
NPUAHATHOCTI HE 3MIHUIUCS; 3MiHM | Tuny -
3MiHWM B MeTofax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby 3a NOKasHUKOM
«CynpoBigHi OMILLKMY, Y 3B’A3KY 3
npvBeAeHHsAM A0 AOKyMeHTauii
BUPOGHMKA: - JONOBHEHHS PO3Ainy
«PeakTuBbl»; - AeTanizoBaHo po3ain
«YcnoBusa xpomatorpadonpoBaHns»; -
YTOYHEHHS NPUroTyBaHHS B po3Aini
«cnbiTyembli pacTBop»; - BHECEHO
YTOYHEHHS Ta AeTanizoBaHo po3Ain
«Mpoueaypa». Kputepii npUAHATHOCTI He
3MiHMnucs

3a
peuernmom

UA/6644/01/01

160.

O®TAKNIH

Kpanni o4Hi, po3uuH, 0,1
Mmr/mmn, no 5 mny
drakoHi 3
KpanenbHULEe Ta
KPULLIKOKO 3 KOHTPOMeMm
po3kpuTTS; No 1

MpAT
"®apmaueBTnyHa
dipma "OapHuus"”

YkpaiHa

MpAT
"®apmaueBTyHa
dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
marepianis:
3MiHu | TUNY - 3MiHa agpecu BUPObHMKa
A®I| mipamicTuHy, 6€3 3MiHU Micus
BMpOOHMLUTBa. BBeaeHHNA 3MiH npoTarom
6-TU MicALIB nicns 3aTBepAXEeHHsA

3a
peuenmom

UA/16352/01/01
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dnakoHy B nayui

161.

O®TAMIPUH

Kpanni
OYHIi/BYLUHI/Ha3anbHi,
po3unH 0,1 mr/mn, no 5
My donakoHi, no 1
dnakoHy B nayui

MpAT
"PapmaueBTUYHa
dipma "OapHnusa"

YkpaiHa

MpAT
"®apmaueBTnYHa
dipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHu | TUNY - 3miHa agpecyn BUpobHMKa
A®| mipamicTuHy, 6€3 3miHu Micus
BMPOGHMLTBa. BBeAeHHA 3MiH NpoTarom
6-Tn MicsAuiB nicna 3aTBepAKeHHS

3a
peuernmom

UA/12521/01/01

162.

NAKCEJNAONH®

cupon, 10 mr/5 mn no
125 mn y donakoHi; no 1
nakoHy 3 MipHOK
TIOXKOIO Y KApTOHHIl
KopobLi

INCEH ®APMA

®paHuia

BMPOBHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHS:
CO®APTEKC,
dpaHuis;
KOHTPOMb SIKOCTI,
BMNYCK cepii:
BO®YP INCEH
IHOYCTPI,
®paHuia

DdpaHuis

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHn | Tuny - 3miHn Wwopo
Gesnekn/ehekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3aranbHeHUX faHux Npo cuctemy
dapmakoHarnsaay (BBeAeHHSA
y3aranbHeHVX AaHNX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
ocobw, BignoBiganbHOI 3a 3A4iNCHEHHSA
hapmakoHarnsay; KOHTakTHoOi ocobu 3
hapmakoHarnsigy 3asiBHUKa ans
3[iNCcHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHOI
ocobu, BianoBiganbHOI 3a 30iNCHEeHHS
dapmakoHarnsaay (BKIoYayy KOHTaKTHi
AaHi) Ta/abo 3MiHWM y po3MilLleHHi MacTep-
(hainna cuctemu papmakoHarnagy) -
3miHa ynoBHOBaxeHoi ocobw,
BiANOBIgANbHOI 3a 30iNCHEHHS
dapmakoHarnagy: lNponoHoBaHa pegakuis
— [-p Nitep Wynbu (Peter Schulz). 3miHa
KOHTaKTHUX AaHNX YNOBHOBAXEHOi 0cobu.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu BignoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsgy B YkpaiHi

be3
peuenma

UA/2437/02/01

163.

NAPAMJIEKCIH®

pO34MH Ans iH'ekuin, 5
Mr/mMn, no 1 Mn po3ymHy
B amnyni; no 5 amnyn B
GnicTepi; no 2 6nictepu
B nayui 3 KAPTOHY

TOB
"®apmaLeBTUYHa
KOMNaHis
"CANKOTAPIC"

Ykpaina

MpAT "Nekxim -
Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis: 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHK. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaKEHHS OisnbHOCTI
BUPOGHWKa/iMnopTepa roToBOro
nikapcbkoro 3acoby, BKIMHOYayu AinbHULI
BUMYCKy cepii abo MicLe npoBeaeHHs
KOHTPOIO SIKOCTI. (QiiNbHICTb, 3a Ky
BifnoBigae BMpoOHMK/iMnopTep,
BKITH0MAK04M BUMYCK Cepill) 3MiHa agpecu
BUPOGHMKa, 6e3 3MiHM Micus
BUPOOHMLTBA: BBEAEHHS 3MiH NpOTAromM
3-x MicsaUiB nicns 3aTBEPIKEHHS.

3a
peuernmom

UA/15763/01/01

164.

NAPAMJIEKCIH®

po34mH Ans iH'ekuin, 15

TOB

YkpaiHa

MpAT "Jlekxim -

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx

3a

UA/15763/01/02




91

[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina
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Mr/mn, no 1 M po3ynHy
B amnyni; no 5 amnyn B
Gnictepi; no 2 Grictepn
B Nnayui 3 KApTOHY

"®apmaueBTUYHa
KOMNaHisa
"CAJTKOTAPIC"

Xapkis"

marepianis: 3MiHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaMKEHHS OiAnbHOCTI
BUPOGHMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKMHOYayu AinbHULI
BUMycKy cepii abo MicLe npoBeAeHHs
KOHTPOMIO SIKOCTI. (BiSNbHICTb, 3a Ky
BignoBigae BMpoOHUK/imnopTep,
BKII04AK04M BUMNYCK Cepill) 3MiHa agpecu
BUpoGHMKa, 6e3 3miHN Micus
BMPOGHMLUTBA: BBEAEHHS 3MiH NpoTArom
3-x MicsaUiB nicns 3aTBEPMHKEHHS.

peuenmom

165.

NACTA TEUMYPOBA

nacta no 25 ry Ty6i

anomiHieBin; no 25ry
TyOi antomiHiesin; no 1
Ty6i B Nayui 3 KapToHy

TOB
"TepHodapm"

YkpaiHa

TOB
"TepHodhapm"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnX
marepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTi.
[oToBMI Nikapcbkun 3acib. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6.
3MiHa y NepBUHHIN yNakoBLii rOTOBOro
nikapcbkoro 3acoby (Tvn koHTenHepa abo
[oAaBaHHA HOBOTO KOHTeWHepa) -
Buny4yeHHs nepBMHHOI yNaKoBKK, WO He
NpU3BOAMTL [0 MOBHOIO BUIyYEHHS
nikapcbkoro 3acoby 3 NeBHo cumoto aii
abo y neBHin nikapcekii popmi. CynyTHs
3MiHa - 3MiHM 3 gKocTi. [oToBUIN
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTumMmnx Mex
roTOBOro NMikapcbKoro 3acoby (iHLi 3MiHM)
3MiHu 3 aKocTi. FoToBMIA Nikapcbkuin 3aci6.
KoHTponb roToBOro nikapcbkoro 3acooy.
3MiHa y MmeTofax BunpobyBaHHsi FOTOBOrO
nikapcbkoro 3acoby (Hes3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPobyBaHHS)
BUIYyYEHHS NepBUHHOT ynakosku 113, a
came no 25 r y 6aHkax 3 BianoBigHUmu
3MiHaMu y po3aini «YnakoBka» Ta
cneuudikaLii/ MmeTogax KOHTPOMI SIKOCTI,
n. «KMaca BMiCTy KOHTenHepa»

6e3
peuenma

UA/1089/01/01

166.

NACTA TEMMYPOBA

nacrta no 25 r y 6aHkax
cknsiHMX abo y Tybax
anioMiHieBux; no 25y
Ty6i anomiHiesi; no 1
Ty6i B Nayui 3 KapToHy

TOB
"TepHodapm"

YkpaiHa

TOB
"TepHodapm"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis:
3MiHK | TMNY - NOAAHHSA OHOBNEHOro
Ceptudpikaty BignosigHocTi EP Big
3aTBEPKEHOr0 BUPOOHUKa cybcTaHLUii
NpOBOANTLCS, Y 3B A3KY i3 3MiHOK Ha3BM
dipmu (3anponoHosaHo: RO - CEP 2012-
347-Rev 02); 3amiHu |l TUny - BBEAEHHS
[00aTKOBOrO BUPOOHWUKA aKTUBHOI
cybCTaHUii UMHKY OKCuay 3 HafaHHAM
macTep-canna Ha AdDI

be3
peuenma

UA/1089/01/01
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

167.

NEHTAINTH ®C
EKCTPA KANCYNnn

kancynu, no 10 kancyn y
Gnictepi; no 1 abo 2
GricTepu B KAPTOHHIN
nayui

TOB "dapma
Crapt"

Ykpaina

TOB "dapma
Crapt"

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHu | TUNY - NOAAaHHSA OHOBMNEHOrO
Ceptudpikata R1-CEP 2001-356-Rev 04
onsa A®l Metamison HaTpito MOHorigpaT
B[ BXXe 3aTBepAKEHOro BUPOOHMKa

3a
peuyerimom

UA/10881/01/01

168.

NEHTAINTH ®C
EKCTPA KANCYNnn

kancynu in bulk: no 3 kr
Karcyn B
nonieTMneHoBnx
nakeTax B KOHTeHepax

TOB "dapma
Crapt"

Ykpaina

TOB "dapma
Crapt"

Ykpaina

3MiHM | TUMY - NOAAHHS OHOBIIEHOTO
Ceptuddikata R1-CEP 2001-356-Rev 04
ansa A®l Metamizon HaTpito MOHorigpat

Bif BXXe 3aTBepAKeHOro BUpobHuMKa

UA/10882/01/01

169.

NEPUHOONPUN 2/
IHOANAMILA 0,625
KPKA

Tabnetku no 2 mr/0,625
Mmr no 10 TabneTok y
6nictepi; no 3 abo 9
GnicTepiB y KapTOHHIW
kopobui; no 15 Tabnetok
y bnicTepi; no 2 abo no
6 6nicTepiB y kapTOHHIN
KopobLi

KPKA, a.4a., Hoso
MecCTO

CnogBeHisi

KPKA, a.4., HoBo
MEeCTO

CnoBeHis

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHM | TUny - 3miHa y MeToaax
BunpobyBaHHa APl abo BuxigHOro
maTtepiany/npomikHOro
npoaykTy/pearexTy, Wo
BVKOPVCTOBYETbLCS Y NPOLECI
BMPOGHMLUTBA ADI - HE3HAYHI 3MiHW Y
3aTBEpIKEHNX MeToAax BUNPOOyBaHHS, y
3B’513KY 3 NPMBEAEHHSM 0 OpUriHanbHOT
AOKyMeHTaLlii BUPOGHMKA: BUNpPaBreHHs!
HEBIANOBIAHOCTI B JOKYMEeHTauji
aHaniTMYHOI Npoueaypy BU3HAYEHHS
PO3Mipy YacTOK Ans Ai40i PeHOBUHMN
iHganamigy; 3miHu | TNy - nogaHHs
OHOBJIEHOroO cepTudpikarta BignNoOBIAHOCTI
€sponevicbkin apmakonei Ne R1-CEP
1998-075-Rev 03 ans fito4oi pe4oBrHM
Indapamide Big Bxe 3aTBEpOXKEHOro
BUPOBHWKA; 3MiHN | TUNY - 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaXeHHs OisnbHOCTI BUPOGHMKa
(Bkrtovatoun, 3a HeobxigHocCTi, micue
NPOBEAEHHS KOHTPOSO AKOCTI), abo
BNnacHuka mactep-canna Ha AP, abo
nocravanbHuka A®l/BuxigHoro
martepiany/peareHTy/npoMi>KHOro
NpoOAyKTY, L0 3aCTOCOBYOTHCSH Y
BMpOo6HMLUTBI ADI - 3miHa agpecu
KOHTpaKTHOro BupobHuka Zhejiang
Menovo Pharmaceutical Co., Ltd. ana
Ail0YOT pevyoBUHU NepuHaoNpuny TepT-
OyTunamiH

3a
peuernmom

UA/15257/01/01

170.

NEPUHAONPUN 4/
IHOANAMIA 1,25
KPKA

Tabnetku no 4 mr/1,25
mr no 10 TabneTok y
6nictepi; no 3 abo 9
GnicTepiB y KapTOHHiIW
kopobui; no 15 Tabnetok
y bnicTepi; no 2 abo no
6 6nicTepiB y kKAPTOHHI

KPKA, a.4a., Hoso
MecTo

CnoseHis

KPKA, a.a., HoBo
MecTo

CnoBeHisi

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TNy - 3miHa y MeToaax
BunpobysaHHa Ad| abo BuxigHOro
maTtepiany/npomikHOro
npoaykTy/pearexTy, Wo
BVKOPVCTOBYETbLCS Y NPOLECI

3a
peuenmom

UA/15257/01/02
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n/n
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KopoOLi

BUPOOHMLUTBA ADI - HE3HaYHI 3MiHW Y
3aTBepOKeHMX MeToAax BUNpobyBaHHs, y
3B’513KY 3 NPMBEAEHHSAM [0 OpUriHanbHOI
[OKyMeHTaLii BUpoOHWKa: BUNPaBMNEHHS
HeBiAMNOoBIAHOCTI B AOKYMeHTauil
aHaniTM4YHoI NnpoLieaypy BU3HAYEHHS
PO3Mipy YacToK Ans Ai40i PeHOBUHMN
iHganamigy; 3miHu | TNy - nogaHHs
OHOBJIEHOr0O cepTudpikarta BignNoOBIAHOCTI
€sponeicbkin bapmarkonei Ne R1-CEP
1998-075-Rev 03 gnsa fito4oi pe4oBrHM
Indapamide Big BXe 3aTBepAXeHOro
BUPOBHWKA; 3MiHN | TUMY - 3MmiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NpoBaXXeHHs OinbHOCTI BUPOGHMKa
(Bkrtovatoun, 3a HeobxigHoCTi, micue
NpoBeAeHHS! KOHTPOIIO sIKOCTi), abo
BnacHvka mactep-gaiina Ha A®l, abo
nocravanbHuka A®l/BuxigHoro
matepiany/peareHTy/npomixXHOro
NpOAyKTY, L0 3aCTOCOBYOTHCH Y
BMpO6HMUTBI ADI - 3miHa agpecu
KOHTpakTHoro BupobHuka Zhejiang
Menovo Pharmaceutical Co., Ltd. ans
Ait0YOT pevyoBUHN NepuHaoNpuny TepT-

GyTunamiH

171.

NEPUHAONPUN 8/
IHOANAMIA 2,5
KPKA

Tabnetku no 8 mr/2,5 mr
no 10 Tabnetok y
6nicTepi; no 3 abo 9
GnicTepiB y KapTOHHIW
kopobui; no 15 Tabnetok
y 6nicTepi; no 2 abo no
6 6nicTepiB y kKapTOHHIN
KopobLi

KPKA, a.4a., Hoso
MecTo

CnogBeHisi

KPKA, a.4., HoBo
MecTo

CnoBeHisi

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | TUny - 3mMiHa y meTtogax
BunpobysaHHa APl abo BuxigHOro
maTtepiany/npomikHOro
NpoAyKTy/peareHTy, Wo
BUKOPWUCTOBYETLCS Y NMpoLECi
BMPOGHMLUTBa ADI - HE3HAYHI 3MiHK Y
3aTBEpAKEHUX MeToAax BUNpobyBaHHs, y
3B’A3KY 3 NPYBEAEHHSM 40 OpuriHanbHOT
[OKyMeHTaLlii BUPOGHMKA: BUNPaBreHHs
HEBIANOBIAHOCTI B JOKYMeHTau;ji
aHaniTMYHOI Npoueaypu BU3HaYEHHS
PO3Mipy YacToK Ans Aio40i PeYOBUHMN
iHganamigy; 3miHu | TNy - nogaHHs
OHOBIEHOro cepTudikarta BiANOBIGHOCTI
€sponevicbkin dapmakonei Ne R1-CEP
1998-075-Rev 03 ans fito4oi pe4oBuHM
Indapamide Big Bxe 3aTBEpOXEHOro
BUPOBHWKA; 3MiHM | TUNY - 3MmiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaKeHHS AisAnbHOCTi BUPOBHMKa
(Bkntovatouun, 3a HeobXigHOCTI, MicLe
NpoBEeAEHHS! KOHTPOIH sIKOCTi), abo

3a
peuernmom

UA/15257/01/03




94 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
BnacHuka mactep-caiina Ha A®l, abo
noctadanbHuka Adl/BuxigHoro
matepiany/peareHTy/npoMixXHOro
NPOAYKTY, LLIO 3aCTOCOBYOTLCH Y
BUPoGHMLTBI ADI - 3miHa agpecun
KOHTpakKTHOro BupobHuka Zhejiang
Menovo Pharmaceutical Co., Ltd. ans
[il0Y0T peyoBUHU NepuHaoNpuUNy TepT-
GyTunamiH
172. MIPALETAM po3uunH Ans iH'ekuin, 200 | MAT "lanuudapm” Ykpaina MAT "Tannudapm” Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/0901/01/01
Mr/mMn no 5 mn B amnyni; marepianis: peuenmom
no 5 amnyn y KOHTYpHiW 3MiHuM | TUNY - 3MiHa nocTavanbHuka
YapyHKOBIW ynakosLi; No nakyBanbHUX maTtepianis abo
2 KOHTYPHi YapyHKOBI KOMMIEKTYHUYMX - BHECEHHS 3MiH 40
ynakoBKu y nayi; no 5 marepianis peecTpaLinHOro AOCLE p.
M B amnyni; no 10 3.2.P.7. Cuctema
amnyn y kopobui KOHTelHep/3aKkynoptoBanbHuiA 3aci6:
BUITyYEHHS iHopMmaLii Woao BUpobHUKiB
NepBUHHOI yMaKoBKKW (ammnyn)
173. NMNATUDINIH- PO34MH Ans iH'ekuin, 2 ToBapwucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/7976/01/01
300POB'A Mr/mn no 1 mn B amnyrni; obmexeHo obmexeHo MaTepianis: peuenmom
no 5 amnyn y 6nictepi; BiAMOBIAANBHICTIO BiAMOBIAAMNbLHICTIO 3MiHM | TURY - 3MiHW, NOB'A3aHi 3
no 2 6nictepu B "papmaueBTnyHa "®apmaueBTUYHa HeobXiaHICTI0 NpMBeAeHHs Y BiANOBIOHICTb
KapTOHHiIn kopobui; no 1 KOMMaHis KOMMaHis Ao moHorpadii APy abo €sponencokoi
mn B amnyni; no 10 "3popos's" "3poopos'a" capmakonei, abo iHWOoi HauioHanbHOI

amnyn y 6nictepi; no 1
GricTepy B KapTOHHiW
kopobui; no 1 mn B
amnyni; no 10 amnyn y
KapTOHHIN kopobu,i 3
neperopogkamu

apmakonei aepxasu €C (3miHa y
crneundikaLisx, NoB's3aHa 3i aMiHamu B
[OoY, abo €Bponelicbkii hapmakonei, abo
iHLWIM HauioHanbHIN bapmakonei AepXxasu
€C); cynyTHS 3miHa: 3MiHa y meTofax
BUNPOBOYBaHHSA AOMOMDKHOI PEYOBUHN
(He3HauHi 3MiHM y 3aTBEpPAKEHNX MeToAaxX
BMNpoOyBaHb) - NpmBeAeHHs cneuudikauii
Ta METOZiB KOHTPOMIO SKOCTi Ha
OOMOMDKHY peyOBMHY BOAA ANS iH’EKUR Y
BignoBigHicTb A0 Bumor AdY; aminm | Tuny
- 3MiHa y meTogax BUNpobyBaHHS
rOTOBOrO MikapCbKoro 3acoby (iHLi 3MiHW y
mMeToAax BUnpobysaHb (BKIHOYao4n
3aMiHy abo JOMOBHEHHS)); CYMyTHS 3MiHa:
3MiHa napameTpiB cneundgikadi Ta/abo
[ONyCTUMMUX MEX rOTOBOTO JTiKapCbKOro
3acoly - 3miHu y cneuudikauii Ta meTogax
KOHTPOIO SIKOCTi FOTOBOTO NiKapCbKOro
3acoby 3a nokasHukamu «laeHTudikais»
(pepakuinHi npaBku) Ta « CynpoBsigHi
AoMiLkuy» (npobonigroToBka, yMOBU
XpomaTorpadyBaHHs Ta yMOBU
npuaaTHOCTI XxpoMaTorpadiyHoi CUCTEMN);
3MiHu | TNy - BUNyYeHHs amnyn tuny B,
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ABC Bupo6Huka BAT «Kypcbkuii 3aBog
MeaunyHoro cknay, Pociicbka Pepepauis
Ta tuny C, BO Bupo6Huka MNAT
«[NonTaBCcbknii 3aBOA MEANYHOTO CKay,
YkpaiHa; aminu | Tuny - 3miHa
HalMeHyBaHHS Ta YTOYHEHHS
MicLie3HaXOXKEHHS1 BUPOOHMKa Aitoyol
peyoBUHM NNaTudiniHy rigpoTapTpaTy;
3MiHuM | TUNY - 3MiHa y napameTpax
cneuudikauin Ta/abo gonycTUMUX MEX,
BM3Ha4eHuXx y cneuudikauisx Ha AdI, abo
BUXiAHWA/NPOMIXHWI NpodyKT/peareHT, Lo
BVIKOPVCTOBYIOTLCH Y MPOLECI
BMpOGHMUTBa ADI; cynyTHS 3MiHa: 3MiHa Yy
mMeTofax BunpobysaHHs A®l abo
BUXiZHOrO MaTepiany/npoMixXHOro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpobHMLTBa ADI - NpuBeaeHHS
cneumaikauii Ta METOAIB KOHTPOIKO AKOCTI
Ha Aitoyy peyoBUHY NNaTudiniHy
rigpoTapTpaTy y BiANOBIAHICTL A0 BUMOT
HOPMaTUBHOI AOKYMeHTaLii BUpoBHuUKa;
3MiHuM | TUNY - 3MiHW, NOB'A3aHi 3
HeobXiAHICTIO NpMBeAeHHS Y BiAMNOBIAHICTb
0o MoHorpadii dY abo €Bponencbkoi
dapmakonei, abo iHLWoi HaLlioHanbHOT
dapmakonei aepxasu €C (3miHa y
cneunikauisx, Nos's3aHa 3i aMiHamu B
OoY, abo €sponeiicbkit hapmakonei, abo
iHLLIN HauioHanbHIN hapmakonei Aepxasu
€C); cynyTHs 3MmiHa: 3MiHa y meTofax
BunpobysaHHa APl abo BuxigHOro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpobHMLTBa ADI - NpuBeaeHHS
crneunikaLii Ta MeTodiB KOHTPOHO SKOCTI
Ha Aitoyy peyoBUHY NNaTudiniHy
rigpoTapTpaty Ao sumor oY

174.

NNECTA30N

Tabnetku no 50 mr; no
10 TabneTok y 6nictepi;
no 3 abo no 6 6nicrepis
y nayuij

AT "KUTBCBKIM
BITAMIHHV
3ABOL"

YkpaiHa

AT "KUTBCBKII
BITAMIHHI
3ABOL"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux
MaTepianis:
3MiHwm Il Tuny - 3miHn Wwopo
6e3nekn/eekTMBHOCTI Ta
bapmakoHarnsgy. IHWi 3miHu, ski He
BBIMLLNM Y Liel po3ain, siKi BKIoYaTb
noAaHHs pesynbTaTiB AOCHIAXEHb 40
KOMMETEHTHOro opraHy - NpeAcTaBneHHs
pesynbTaTiB nicnspeecTpauinHoro
[ocnimpKeHHs GioekBiBaneHTHOCTI

3a
peuerimom

UA/13437/01/01
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175.

NPAOAKCA®

kancynu Teepgi no 150
mr, no 10 kancyn y
Gnictepi; no 3 abo no 6
6nicTepiB y KapTOHHI
KopobLi

BepiHrep
IHrenbxanm
IHTepHewwHn MeX

Himeuumna

BepiHrep
IHrenbxanm
dapma 'M6X i Ko.
KIr

HimevuunHa

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu Il Tuny - 3miHn WwWoao
6e3nekn/edekTUBHOCTI Ta
apmakoHarnsay. BHeceHHs abo 3miHa(u)
00 3000B'A3aHb Ta yMOB BUAavi
peecTpaLiiHoro NOCBIAYEHHS, BKIOYaoumn
MnaH ynpasniHHA pusnkamm
(3acTocyBaHHS 3MiH(1), Ski(a)
BMMararoTb(€) noganbLIoro
06r'pyHTYBaHHSI HOBUMW [OAATKOBUM
OaHnmMu, Wo MarTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifNbKM
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) BukoHaHHsi
3000B'A3aHb BiAMNOBIAHO A0 NiANyHKTY 2.3
nyHKTY 2 godatky 15 go MNopsaaky
NpoBeAEeHHS eKCNeEPTU3N PEECTPaLHNX
mMaTepianis Ha nikapcbki 3acobu, LWwo
noaarTbCsa Ha OepKaBHY peecTpalLlito
(nepepeecTpallio), a TaKoX ekcnepTuan
mMaTepianis Npo BHECEHHS 3MiH OO
peecTpauinHMx MaTepianis NpoTArom Aiji
peecTpauiiHoro NOCBIAYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)

3a
peuyerimom

UA/10626/01/03

176.

NPErAgon

kancynuv no 75 mrno 10
kancyn y énicrepi; no 1,
3 abo 6 bnicTepiB y
nayui

My6nivyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHWYMIA

LieHTp
"BopLuariscbkui
XimiKo-
capmaLeBTUYHUA
3aBoa”

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYMIA

LEHTP
"BopLuariscbkui
XiMikO-
dapmaLeBTUYHUI
3aBoa", YkpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | TNy - 3MiHa HalMeHyBaHHS
BUPOGHKKa fito40i pevyoBUHM nperabaniHy;
3MiHM | TUNY - 3MiHW B NpoLeCi
BUPOGHMUTBa ADI; cynyTHS 3MiHa: 3MiHa Yy
napameTpax cneuudikadiv Ta/abo
OONYyCTUMMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo
BUXiAHWA/NPOMIXXHUIA NpoJyKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSH Y NMPOLECI
BUpoGHMUTBa ADI - 3miHa y meToaax
BunpobysaHHa APl abo BuxigHOro
maTtepiany/npomikHOro
NpoAyKTy/peareHTy, Lo
BUKOPWUCTOBYETLCS Y NpoLeci
BMpobHMLTBa ADI (HE3HAYHI 3MiHK Y
3aTBEpAKEHUX MeToAax BUNPobyBaHHS) -
3MiHa B npoueci BupobHuuTea AdI
BupobHuka Teva API India Private Limited,
India, i Ik HAcnigoK BHECEHHS 3MiH A0
cneundikalii Ta MeToiB KOHTPOSO 3a
NMOKa3HUKOM «3anuLLKOBI KiflbKOCTi
OpraHiyHUX PO34YMHHWKKIBY Ta cneumdikaLii

3a
peuernmom

UA/16387/01/01
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Ta METOZiB BXiAHOIO KOHTPOIO

177.

NPErAgon

kancynu no 150 mr no
10 kancyn y 6nicTepi; no
1, 3 abo 6 GnictepiB y
navui

My6nivyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOBHWYMIA

LEHTP
"BopLuarisCcbkui
XiMiKO-
apmaLeBTU4HNA
3aBoa”

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOBOHMYMIA

LEeHTp
"BopLuariBCbkumn
Ximiko-
dapmaLleBTUYHNIA
3aBoa"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHuX
marepianis:
3MiHW | TUny - 3MiHa HaMeHyBaHHSA
BMPOGHKMKa Aitoy0i peqoBuHM nperabanivy;
3MiHM | TMRY - 3MiHW B NpoLECi
BMpobHMUTBa ADI; cynyTHA 3MiHa: 3MiHa y
napameTpax cneundikadiv Ta/abo
[OMyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®l, abo
BUXiAHWIA/MPOMIXHWI NpodyKT/peareHT, Lo
BMKOPUCTOBYIOTbCSH Y NMPOLECi
BUpobHuuTBa ADI - 3MiHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
maTtepiany/npomikHOro
npoaykTy/pearenTy, wo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpobHMUTBa AD| (HE3HAYHI 3MiHM Y
3aTBEpAKEeHNX MeTofax BUNpobyBaHHS) -
3MiHa B npoueci BupobHuutea APl
BMpob6Huka Teva API India Private Limited,
India, i sk Hacnigok BHECEHHS 3MiH 4O
cneumdikauii Ta METOAIB KOHTPONMIO 3a
NOKa3HUKOM «3arMLLKOBI KifbKOCTI
OpraHiYHMX PO34YMHHUKKIBY Ta cneumdikaLii
Ta METOAIB BXiAHOMO KOHTPONO

3a
peuernmom

UA/16387/01/02

178.

NPEOHI30NOH

po3umH ans iH'ekuin, 30
mr/mn, no 1 Mmn B
amnyni; no 5 amnyn y
6nicTepi; no 1 6nictepy
B nayui 3 KApTOHY

TOB "®3
"BIO®APMA"

Ykpaina

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis:
3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3aranbHEHUX faHuX Npo cUcTemy
dapmakoHarnsaay (BBeAeHHS
y3aranbHeHVX AaHNX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
ocobw, BignosiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
(hbapmakoHarnsiay 3asiBHUKa ans
3[iNcHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHOT
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHSA
dapmakoHarnsay (BKYaym KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MilLeHHi macTep-
(harna cuctemu papmakoHarnsgy) -
MponoHoBaHa pepakuis — OQurac LiaHa
OnekcaHgpiBHa. 3MiHa KOHTAKTHUX AaHUX
yMNOBHOBaXeHOI ocobu, BignosigansHoi 3a
34iCHeHHs pbapmakoHarnsgy

3a
peuernmom

UA/1889/01/01

179.

NPOKTO-FMIBEHON

Cyno3nUTOpIi peKkTanbHi
no 5 cynosuTopiis y

Pekopgarti Aineng
g

IpnaHais

Henbdapm HKOHIHF
C.A.C.

PpaHuis

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis:

6e3
peyenma

UA/4678/02/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

6nictepi; no 2 6nictepn
B KAPTOHHIl kKopobui

3MiHM | TRy - NoAAHHS HOBOrO
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei Ne RO-CEP 2015-385-Rev 01
ans gitodoi peyosuHu Tribenoside Big Bxe
3aTBepakeHoro BMpobHnka RECORDATI
INDUSTRIA CHIMICA E
FARMACEUTICA S.P.A,, Italy

180.

MPOKTO-TNIBEHO

KpeM pekTanbHuii no 30
r kpemy y Ty6i; no 1 TyGi
Yy KOMMMEKTi 3 HacaaKo
Y KapTOHHIM nayui

Pexkopaari Aineng
Nto

IpnaHgis

HosapTic
KoHcblomep Xenc
CA, Lsewnuapis;
Pekopaari
IHpacTpia Xivika e
dPapmacesTika
C.n.A,, Itanis

LLeenuapisi/Ita
nis

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:

3MiHM | TRy - NoAAHHS HOBOrO
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei Ne RO-CEP 2015-385-Rev 01
ans gitodoi peyosuHu Tribenoside Big Bxe
3aTBepakeHoro BmpobHuka RECORDATI

INDUSTRIA CHIMICA E
FARMACEUTICA S.P.A,, Iltaly

6e3
peuenma

UA/4678/01/01

181.

NMPOHOPAH®

TabneTtkn, BKpUTI
060mnoHKot,
NPOMOHroBaHoi Aii, No
50 mr, no 15 Tabnetok y
GnicTepi, no 2 6nictepu
Y KApTOHHI Kopobui

e Nabopatyap
Ceps'e

®paHuin

JlabopaTopii
Ceps'e IHpacTpi

dpaHLuis

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:
3MiHu Il Tuny - 3MiHn wopao
Ge3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n)
[0 3000B'A3aHb Ta yMOB Buaavi
peecTpauiiHoro NOCBIAYEHHS, BKIOYaoumn
MnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBUMMW 0OAATKOBUM
AaHnMu, Wo MaTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbKM
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OpraHoMm) - BukoHaHHs
30608's13aHb BiANoBIAHO 40 NianyHKTy 1.13
nyHKTY 1, NiANyHKTY 2.3 NYHKTY 2 OAaTKy
15 po MNopsiaky npoBeaeHHs ekcnepTuan
peecTpauinH1X MaTepianiB Ha fikapcbki
3acobu, Lo NoJalTbCA Ha AepXKaBHY
peecTpalito (nepepeecTtpalito), a Takox
eKkcnepTu3n MaTtepianis NPo BHECEHHS!
3MiH [0 peecTpauiiHnx martepianis
npoTArom Aii peecTpauinHoro
NOCBIQYEHHS!, 3aTBEPAXXEHOrO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Hakasy MOS Big 23.07.2015 Ne 460)

3a
peuernmom

UA/4995/01/01

182.

NMPOCKAP®

TabneTku, BKPUTI
nniBKOBOI 0BOIOHKOI,
no 5 mr; no 14 Tabnetok
y 6nicTepi; no 1 abo no
2 BnicTepu B KApTOHHIN
ynakoBLi

Mepk LWapn i
Hoym lgea IHk.

LLisevuapis

BUPOGHMK
Hepo3dacoBaHHOI
npogaykuii: AIAC
IHTepHeLHn
dapwma, TOB,
CLUA; nepBuHHe

nakysaHHs: Mepk

CLUA/ Benuka
Bpurtanis/
Higepnanaun

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu | Tuny - 3MiHKn Wwopo
6e3nekn/ehekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo amiHu
[0 y3aranbHEHUX AaHUX NPO CUCTEMY
apmakoHarnsiay (BBeAeHHs!

3a
peuenmom

UA/0485/01/01
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[IponoBxeHHs nonarka 3

Ymosu

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

eionycky

peecmpauyitiHo2o

noceio4yeHHs1

LWapn i Joym
JlimiTen, Benuka
BpuTtaHis;
BTOPUHHE
nakyBaHHs, BUNycK
cepii: Mepk Lapn
i Joym B.B.,
Higepnangu

y3aranbHEeHUX AaHnx Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXXeHOI
ocobu, BianoBiganbHOI 3a 30iNCHEHHS
chapmakoHarnsiay; KOHTaKkTHoOi ocobu 3
hapmakoHarnsay 3asiBHuKa ans
3[icHeHHs hapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Big YNOBHOBaXEHOI
ocobu, BianoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsay (BKoYayy KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MiLLEHHI MacTep-
anna cuctemu papmakoHarnsgy) -
YnoBHoBaxeHa ocoba 3asiBHUKa ANs
3[iNCHEHHS dhapmakoHarnagy:
[MponoHoBaHa peaakuis — Joktop Man
Oemon. 3MiHa KOHTaKTHUX JaHUX
ynoBHOBaXeHoi ocobu. 3miHa y
po3MilLieHHI MacTep-hanny cuctemu
dapmakoHarnsgy
BHECEHHS 3MiH [0 peecTpauiiHnX

3a

UA/16009/01/01

183.

NCEBAOOBAK

PO34MH Anis iH'ekuin no 1
MA B amnyni; no 5
amnyn y KOHTYPHin
YapyHKOBIN ynakoBLi; No
1 KOHTYPHIV YapyHKOBIW
ynakoBLi B KAPTOHHIW
nayui

TOBAPUCTBO 3
OBMEXEHO
BIAMNOBIOANBHI
CTHO «3AVIEKC
YA»

Ykpaina

Himeyunna

IHCTUTYT
GioTexHonorii
CUPOBATOK i
BakunH BIOME[
AT/IBCB BIOME[
AT

Bionoriwe

MNonbwa

Himevuunna

matepianis: 3miHu | Tuny - 3miHn wopao
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3aranbHeHUX faHux Npo cuctemy
hapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
dapmakoHarnsay; KOHTakTHoOi ocobu 3
(hapmakoHarnsigy 3asiBHuKa ans
34iicHeHHs dapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHOI
ocobu, BianoBiganbHOI 3a 3AiNCHEeHHS
hapmakoHarnsiay (BKIoYaym KOHTaKTHi
AaHi) Ta/abo 3miHM y po3MilLleHHi MacTep-
(hanna cuctemu papmakoHarnagy) -
3MiHa ynoBHOBaXeHOi 0cobu y 3B’s13Ky i3
3MiHOIO 3asiBHUKA, BMacHWKa
peecTpaLinHOro NocBig4eHHs.
3aTBepaxeHo: Bnacos TeTsaHa tOpiBHa

3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3asiBHUKA. 3anpoBaKeHHs
MacTep-canna. 3miHa micus 30iACHEHHS
OCHOBHOI AiSNbHOCTI 3 hapMakoHarnsay.
3miHa 3asiBHUKa (BnacHuUka
peecTpaLiiHOro NOoCBigYEHHS)
BHECEHHS 3MiH 40 peecTpauiiHnx

3anponoHoBaHo: BoBk Hagist AHaTtoniiBHa.

peuerimom

6e3

UA/6678/01/01

184.

NMCOPUHOXEb H

Kpanni opanbHi no 30 mn
y dnakoHi-kpanenbHuLj;
no 1 donakoHy-

Bionoriwe
XannbmitTTenb
Xeenb 'M6X

Xannbmittenb
Xeenb M'M6X

MaTepianis:
3MiHuM | TUNY - 3miHa y napameTpax

peuernma

cneuudikauin Ta/abo JONYCTUMUX MEX,

KpanenbHuLi y kopobui 3
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

KapTOHY

BM3Ha4yeHux y crneundikauisx Ha Adl, abo
BUXiAHWIA/MPOMIXHWI NpodyKT/peareHT, Lo
BVIKOPVCTOBYIOTbCS Y NMPOLIECI
BUpoOHMUTBa AD| (BUNYYEHHS
HEe3Ha4yHoro nokasHuKa siKocTi (Hanpuknag
BUITyYEHHS 3acTapinoro nokasHuka));
3MiHM | TURY - 3MiHW, NOB'A3aHi 3
HeobXiaHICTI0 NpMBeAeHHS Y BiANOBIOHICTb
0o MoHorpadii dY abo €Bponencbkoi
apmakonei, abo iHLWOoi HaLioHanbHOT
dapmakonei aepxasu €C (3miHa y
cneumagikauisix, NnoB'a3aHa 3i 3amiHo
BMMoOr MoHorpadii APY abo iHwoi
HauioHanbHoi hapmakonei gepxasn €C
Ha BMMOrM MoHorpadii €Bponencekoi
dapmakonei)

185.

PAMI3EC

Tabnetkn no 5 mrno 10
Tabnetok y 6rictepi; no
1 abo 3 6nictepu B
navui

MAT "dapmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:
3MiHN | TUNY - 3MiHa Y NEPBUHHIN yNakoBLi
roTOBOrO MikapCbKoro 3acoby; 3miHu | Tuny
- 3MiHM Wopo 6e3nekun/edekTMBHOCTI Ta
apmakoHarnsagy - BUNMyYeHHS cunm gii no
1,25 wmr; 3miHu | TUNy - 3MiHa poamipy cepii
(Bkntoyatoum gianasoH po3Mipy cepii)
roTOBOrO MiKapCbKOro 3acoby (36inbLIeHHs
0o 10 pasiB NOPIBHSAHO i3 3aTBEPIKEHUM
pO3MipoM) — 36inbLUEHHSI PO3MipY cepil
roTOBOro NMikapCbKoro 3acoby:
3anponoHoBaHo 52 kr (400 Tuc.tabn);
3MiHuM | TUNY - 3mMiHa po3mipy cepii
(Bkntoyatoum giana3oH po3mipy cepii)
roTOBOrO fiKapCbKOro 3acoby (3MeHLLEHHS
8o 10 pasiB) — 3MeHLLEHHS po3Mmipy cepii
nikapcbKoro 3acoby: 3anponoHoBaHo: 26
Kkr (200 Tvc.Tabn); amiHu Il Tuny - 3MiHK y
npoueci BUpobHMLTBa rOTOBOrO
nikapcbKoro 3acoby, BKrova4um
NMPOMDKHUIA MPOAYKT, LLIO 3aCTOCOBYETLCA
npy BUPOBHMLITBI rOTOBOrO MiKapCbKoro
3acoby; cynyTHSA 3miHa: 3MiHa y cknagi
(BONOMIXKHUX peyvoBMHaX) rOTOBOrO
nikapcbkoro 3acoby

3a
peuernmom

UA/10982/01/03

186.

PAMI3EC

Tabnetku no 2,5 mMr no
10 TabneTok y 6nictepi;
no 1 abo 3 brictepu B
nayui

MAT "dapmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis:
3MiHK | TUNY - 3MiHa y NepBMHHIN ynakoBLi
roTOBOrO MiKapCbKOro 3acoby; 3miHu | Tuny
- 3MiHU Woao 6e3nekn/edPekTUBHOCTI Ta
chapmakoHarnsgy - BUny4eHHs cunu gii no
1,25 mr; 3miHuM | TUNY - 3miHa po3mipy cepii
(BKNOYa4M dianasoH po3Mipy cepii)

3a
peuerimom

UA/10982/01/02
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

roTOBOrO MikapCbKoro 3acoby (36inbLIeHHst
0o 10 pasiB NopiBHSHO i3 3aTBEPIYKEHUM
po3mipom); 3miHu | Tuny - 3MiHa po3mipy
cepii (BKMOYaym gianasoH po3Mipy cepii)
rOTOBOrO fiKapCbKoro 3acoby (3MeHLUEeHHS
8o 10 pasiB) — 3MeHLUeHHS po3Mmipy cepii
nikapcbkoro 3acoby: 3anponoHoBaHo: 26
Kr (200 Tvc.Tabn); amiHu Il Tvny - 3MiHK y
npoueci BUpoBbHMLTBA roTOBOro
nikapcbkoro 3acoby, BKMoYao4m
NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETHCS
npyv BUPOOHWLTBI rOTOBOTO fikapCbKOro
3acoby; cynyTHS 3miHa: 3MiHa y cknagi
(mONOMIDXHMX peYoBKHAX) rOTOBOrO
nikapcbkoro 3acoby

187.

PAMI3EC

Tabnetkun no 10 mr no 10
Tabnetok y 6nictepi; no
1 abo 3 6nictepu B
nayui

MAT "®apmak”

Ykpaina

MNAT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHN | TUMY - 3MiHa Y NEPBWHHIN yNakoBLi
roTOBOro MiKapCbKOro 3acoby; 3miHu | Tuny
- 3MiHM Wopo 6e3nekun/edekTMBHOCTI Ta
dapmakoHarnsagy - BUNyYeHHS cunm gii no
1,25 mr; 3miHuM | TUNy - 3miHa po3mipy cepii
(Bkntoyatoum gianasoH po3Mipy cepii)
roTOBOrO MikapcbKoro 3acoby (36inbLIeHHs
0o 10 pasiB NOpiBHSHO i3 3aTBEPIKEHUM
pO3MmipoM) — 36inbLUEHHSI PO3Mipy cepil
roTOBOrO NMikapCbKoro 3acoby:
3anponoHoBaHo 52 kr (200 Tuc.tabn), 78
kr (300 Tuc.tabn), 104 kr (400 Tuc.Tabn);
3MiHuM | TUNY - 3mMiHa po3mipy cepii
(Bkntoyatoum giana3oH po3mipy cepii)
roTOBOrO fiKapCbKOro 3acoby (3MeHLLEHHS
8o 10 pasiB) — 3MeHLLEHHS po3Mmipy cepii
nikapcbKoro 3acoby: 3anponoHoBaHo: 26
kr (100 Tvc.Tabn); amiHu Il Tuny - 3MiHK y
npoueci BUpobHMLTBa rOTOBOrO
nikapcbKoro 3acoby, BKrova4um
NMPOMDKHUIA MPOAYKT, LLIO 3aCTOCOBYETLCA
npy BUPOBHMLITBI rOTOBOrO MiKapCbKoro
3acoby; cynyTHSA 3miHa: 3MiHa y cknagi
(BONOMIXKHUX peyvoBMHaX) rOTOBOrO
nikapcbkoro 3acoby

3a
peuerimom

UA/10982/01/04

188.

PEBANIO

kancynu, no 10 kancyn y
GnicTepi; no 3 Gnictepu
B KOpOOLi

TeBa
dapmavesTikan
IHpacTpis JlTa.

I13painb

AT
dapmaueBTUHHUIA
3aBog TEBA

YropwuHa

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis:
3MiHM | TUNY - 3MiHW BUNpobyBaHb abo
OOMYyCTUMMUX MEX, BCTAHOBINEHUX Y
cneuudikauisix, nig Yyac BUpobHULTBA
rOTOBOrO fikapcbKkoro 3acoby -
rapMoHi3auisi BUMor y cneuudikauii nig
Yyac BMpPOGHMLTBA Nikapcbkoro 3acoby 3a

be3
peuenma

UA/8405/01/01
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[IponoBxeHHs nonarka 3

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
nokasHukom «Maca BmicTy kancynu» i3
crneundikaLieto Ha BUMYCK rOTOBOrO
nikapcbKkoro 3acoby 3a NMoKasHUKOM
«OpgHopigHiCTb Macuy
189. PErAPOH ONTIM NOPOLLIOK A451s OpioH diHnaHaia Bupo6Hwuk, wo dinnaHais/ BHECEHHS 3MiH 4O peecTpauinHnX 6e3 UA/9267/01/01
oparibHOro po3yunHy, no KoprnopeniuH 3A4iNcHI0E Icnanis MaTepianis: 3miHu | Tuny - peuenma
10,7 r nopoLUKy y nakeTi; KOHTPOMb SKOCTI i AaMiHicTpaTVBHI 3MiHW. BunyyeHnHs
no 20 naketiB y BUWMNYCK Cepilt: BMPOGHMYOT AinbHULI (BKMOYa4m
KapTOHHiI kopobui OpioH AinbHULI Ans APl NpoMiPKHOrO NPOAYKTY
Kopnope#uH, abo rotToBoro nikapcbkoro 3acoby,
OiHNaHAais; AOinNbHULI ANA NPOBEAEHHS NaKyBaHHS,
BnpobHuK, wo BMPOOHWKa, BiANOBiAaNbHOroO 3a BUMYCK
3[iNCHI0E cepivi, Micue NpoBeAeHHSA KOHTPOIO cepii)
KOHTPOMb AKOCTI: abo noctavanbHKKa BUXigHOro MaTtepiany,
On Meagdanns peareHTy abo AONOMIKHOI pe4OBUHN
IIta, PiHnaHais; (AKLLIO 3a3HaYeHO Y AOCbE) BUIYYEHHS
BUPOBHMK, WO BUPOBHMYMX OinbHMUb: OpioH
3[iNCHI0E KopnopernwH,OpioH ®apma, PiHnaHais,
BUPOBHMLTBO, ETHoBia On, ®iHnangis, Mepk CJ1, IcnaHis
nakyBaHHs,
KOHTPOIb AKOCTI
Ta BUNYCK Cepint:
AT Peumndapm
Mapetc, Icnanis
190. PEKOPMOH® PO34MH Ans iH'eKLi No . XodhdpmaHH-I1s LLiseviLapis BUPOBHMLUTBO HimevuunHa/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/5146/01/02
2000 MO/0,3; no 3 Pow Ita Hepo3dacoBaHoi LLisenuapis marepianis: peuenmom
nonepegHLO npoaykuit, 3MiHuM | TUNY - 3MiHKM go IHCTpyKUii Ans
HanoBHEHUX LLMPULK MO BTOPVHHE MeAMYHOro 3acTOCyBaHHS A0 po3ainis
2000 MO/0,3 mn pasom nakyBaHHs, "OcobnuBocTi 3acTocyBaHHs", "MoGIYHi
3 3 ronkamu ans iH' ekuin BMNPOOYBaHHS peakuii"
27G1/2 (ronka KOHTPOTIO SIKOCTi,
noMmiLLeHa y nrnacTuKoBY BMMNYyCK cepii: Pow
YMaKoBKY) B KOHTYPHIlA HiarHocTnke
YapyHKOBIN ynakosLi, M6X, HimeuuunHa;
Lo ckrnagaeTbes 3 3 BMPOGHMLTBO
OKpPEMMX MracTUKOBUX Hepo3dacoBaHoi
KOHTenHepiB (1 npoaykuii: Bettep
nornepegHLo Papma-dPepTuryHr
HaMoBHEHWN Wwnpuy Ta 1 m6X i Ko KT,
rornka B 0OgHOMy HimeuumnHa;
NNacTUKOBOMY BUNPOBYBaHHs
KOHTeWHepi); no 2 KOHTPOIO SIKOCTi:
KOHTYPHI YapyHKOBI & . XopdpmaHH-J1s
ynakoBku (6 Pow Jl74,
nonepegHLO LLiseviLapis;
HaMOBHEHMX LLNPULIB Ta & . XodhpdpmaHH-J1s
6 ronok) y KapTOHHiV Pow 1A,
Kopobui LLIsenuapis
191. | PEKOPMOH® PO34MH ANs iH'eKLi no . XocpdhmaHH-Is1 LLIsenuapis BMPOGHMUTBO HimeuumHa/ BHECEHHS 3MiH A0 peecTpauifiHuX 3a UA/5146/01/04
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
30 000 MO/0,6 mrm; o 1 Pow Ita Hepo3dacosaHoi LLisenuapis marepianis: peuenmom
nonepegHL0 npoaykuii, 3MiHN | TUNY - 3MiHK o IHCTPYKUii Ans
HanoBHEHOMY LLUMPULi NO BTOPUHHE Me[NYHOro 3aCTOCYBaHHs A0 PO3AiniB
30 000 MO/0,6 mn nakyBaHHs, "OcobnuBocTi 3acTocyBaHHs", "IMobiuHi
pa3oM 3 ronkow Ansi BMNPOOYBaHHS peakuii”
iH'ekuin 27G1/2 (ronka KOHTPOJIO SIKOCTI,
noMmiLLeHa y nnacTukoBy BMMNYCK cepii: Pow
YNaKoBKY); B KOHTYPHil [HiarHocTuke
YapyHKOBIN yrnakoBLi, M'mM6X, HimeuuunHa;
Lo cknagaeTbea 3 4 BUNPOBYBaHHs
NnacT1KoBMX KOHTPOTIO SIKOCTi:
KOHTenHepiB (1 & . XoppmaHH-J1s
nonepegHLo Pouw JTg,
HanoBHeHW Wwnpuy Ta 1 LLBenuapis;
rornika B 0OgHOMy ®.XoppmaHH-J1s
nnacTUKOBOMY Pouw JTg,
KOHTeWHepi); no 1 LLsenyapis
KOHTYPHIV YapyHKOBIW
ynakoBLi (4 nonepeaHbL0
HanoBHEHMX LWINpMUK Ta
4 ronKn) y KapTOHHIN
KopobLi
192. | PUBOKCHUH TabneTku, BKpUTI AT "KNIBCbKNM YkpaiHa AT "KUIBCbKN Ykpaina BHECEHHS 3MiH 40 PEECTPALINHNX 3a UA/0416/01/01
NNiBKOBOI 0BGONOHKOL, BITAMIHH/I BITAMIHHUN matepianis: 3MiHu | Tuny - 3MiHK 3 sIKOCTi. peuenmom
no 200 mr no 10 3ABO[T" 3ABOO" [oToBWI Nikapcbkui 3aci6. KoHTponb

Tabnetok y 6nictepax;
no 10 Tabnetok y
6nicTepi; no 5 6nictepis
y nayuij

roTOBOro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA roTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpPKEHNX MeToAax BUNPOoOyBaHHS) —
He3HayHi 3MiHM y MeToAax BUNpobyBaHHS
'N3: po3gin "CepenHsa maca Tabnetku” -
macy TabneTtku npuseaeHo 3 "'r'y "mr"; p.
"MBY" npusegeHo go sumor OdY; p.
"MypuHoBi gomiwwkn" (APY 2.2.29),
"Po3unHeHHs" (QOY 2.2.25), "KinbkicHe
BU3HaveHHs" (ODY 2.2.25) -
aKTyanisoBaHO BUKINaAEHHs po3AinisB
BignosigHo go A®Y, BHeECEeHO He3HauHi
pefakuinHi npaeku, 6e3 3MiHU MeToAUK i
HOpMyBaHHS. 3MiHu | Tuny - 3miHu 3
sikocTi. FoToBMIA Nikapcbkuii 3aci6. Onuc
Ta cknag (iHwi 3miHu) - po3gin "Cknag"
MKA T3 akTyanisoBaHo: macy TabneTku
npuBeaeHo y Minirpamax. 3mMiHu BHeCeHi y
po3gin "Cknag" (3onomixHi pe4oBuHM) B
IHCTPYKUIil0 ANst MEAUYHOTO 3aCTOCYBaHHS,
SIK HACMiAoK - 3MiHW B TEKCTi MapKyBaHHs
ynakoBKW fikapcbkoro 3acoby. 3minu |
TMny - 3MiHK Wwoao 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsay (iHwi 3miHW) — po3gin
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

«padiyHe ohOpMMEeHHS ynakoBKu»
3aMiHeHOo po3finoM «MapKyBaHHS».
BBepneHHs 3MiH npoTsrom 3-x micsiuis
nicns 3aTeepakeHHs. 3MiHn | Tuny - 3MiHn
3 sikocTi. CepTudpikaT BignoeigHocTi/lE-
cepTudikat BignoBigHOCTI EBpONENCHKI
dapmakonei/moHorpadii. 3miHW, NoB'A3aHi
3 HeoOXigHICTIO NpUBEAEHHS Y
BigNOBIgHICTb A0 MoHorpadii APY abo
€sponelicbkoi hapmakonei, abo iHwof
HauioHanbHoi hapmakonei gepxasn €C
(3miHa y cneumdikauisx, nos'sa3aHa 3i
3miHamu B [1®Y, abo €Bponencbkin
capmakonei, abo iHLWi HauioHanbHin
dapmackonei gepxasu €C)

y cneuudikauii BxigHoro koHTposnio Ad®|
po3ain «MikpobionoriyHa YnctoTar
npuBeaeHo Y BiAMNoBigHICTb Ao Bumor JdY
5.1.4. 3MmiHn | Tuny - 3miHn 3 skocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
maTtepiany/npomikHOro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpobHMUTBa AD| (HE3HAYHI 3MiHN Y
3aTBEPKEHUX MeToaax BUNpPobyBaHHs)
He3HauHi 3MiHM y MeTofax BUNpobyBaHHS
A®I: 3a p. "PO34MHHICTL" YTOUYHEHO
PO34YNHHUKK; 3a M. "laeHTudikauis",
"KinbkicHe BM3Ha4eHHs" Ta "lypuHOBI
OOMILLKY (riNOKCaHTWH, ryaHO3uH)"
BigKoperoBaHo iHAekcaLito
BUNPOBYBaAHOro PO34nHY, HE3HAYHI 3MiHK Y
3aTBEPIKEHNX METOAAX BUNPOOYBaHHS;
3a p. "3anuLuKoBi KinbKOCTi opraHivyHux
PO34YMHHUKIB (aueToH, edip)”
NPUroTYBaHHS PO34MHIB ANA aHanisy
npvBeaeHo Y BiANOBIAHICTb A0 MeToaiB
BMPOGHMKa.

193.

PUBOKCWUH

TabneTkn, BKpUTI
NMiBKOBOI 0BOMOHKOIO,
no 200 mr no 10
Tabnetok y 6nictepi, no
5 BnicTepis y nauui 3
KapTOHY

BigkpuTe
akuioHepHe
TOBapWCTBO

"BopurcoBCbKkUin
3aBOA MeANYHUX
npenapartis"”

Pecnybnika
Binopycb

Bigkpute
akuioHepHe
TOBapuCTBO

«BbopucoBscbkui
3aBOA, MEANYHUX
npenapartiB», Uex

Ne 4

Pecnybnika
Binopycb

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpauifiHoOro NoCBiAYEHHS)
3MiHa agpecu 3asiBHUKa. 3MiHu | Tuny -
ALMiHiCTpaTMBHI 3MiHWN. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHS OisnbHOCTI
BMPOBHVMKa/iMnopTepa roToBoro
nikapcbkoro 3acoby, BKMYa4mM AinbHUL

3a
peuerimom

UA/10293/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BUMycKy cepii abo MicLe npoBeAeHHs
KOHTPOIO SIKOCTI. (BiSNbHICTb, 3a Ky
BignoBigae BMpoOHUK/imnopTep,
BKIOHAI04M BUMNYCK Cepill) 3MiHa Ha3Bu Ta
agpecu BupobHuka M3

194.

PO3AIIH

Kpanni o4Hi, po34uH, 20
mr/mMn no 5 mny
bnakoHi 3
KpanenbHuueto; no 1
NaKkoHy y KapTOHHIN
KopobLi

TOB "Apgamen"

Monbwa

BMPOBOHMLTBO 3a
NOBHWM LIMKIMOM:
Padapm AT,
Ipeuis;
BMPOBHMK
BignoBiganbHUn
3a BUNycCK cepii,
He BKIYa4m
KOHTPO~b:
TOB «Apgamen»,
Monbwa

[peuis/
MNonbwa

BHECEHHS 3MiH 4O peecTpauifiHnX
marepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Yy
BMPOBHMUTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO
AKOCTi FOTOBOTIO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHs BUPOGHMKA, Lo
BiAnoBigae 3a BBe3eHHs Ta/abo Bunyck
cepii) - He Bkntoyatoun
KOHTpOnb/BUNpobyBaHHS cepii - BBEAEHHS
anbTepHaTUBHOro BUpobHuka M3,
BiANoOBigansHOro 3a BUNYycK cepii, He
BKITI0HAI04M KOHTPOMO/BUNPOBYBaHHS
cepii, i3 3a3HaYeHHAM YHKUIV paHille
3aTBepaKeHoro BupobHvika. BeegeHHs
3MiH NpOTSArom 6-Tu MicsiLiB nicns
3aTBEPOKEHHS.

3a
peuenmom

UA/14388/01/01

195.

PO3YBACTATUH
KANbLUIO

nopoLuUoK (cybcTaHuis) y
nonieTUneHoBnx
naketax ans
hapmMaLeBTUHHOIO
3aCTOCYBaHHS

BIOKOH NIMITE

IHgia

BIOKOH NIIMITE

lHAis

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat

BignoBigHOCTI €Bponeiichbkii
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBneHoro cepTudikara
BignoBigHOCTi abo BUMy4eHHs
cepTugikaTa BignoBigHOCTi €BponechbKii
capmakonei: gna A®l; onsa BuxigHoro
matepiany/peareHTy/npomixXHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTLCA Y

BUPOOHMLTBI ADI; Anst ONOMDKHOI

peyoBUHYK (cepTuddikaT BigNOBIAHOCTI
€Bponevickkin dpapmakonei) - OHoBNeHU
cepTudikaT Bif ye 3aTBEpPAXEHOro

BMPOGHMKa - NoAaHHS1 OHOBIIEHOTO

Ceptudpikata R0-CEP 2015-114-Rev 02
ans A®| PosypBacTaTuH kanbLito Bif,
3aTBepakeHoro BupobHuka BIOCON

LIMITED, India 3 BignoBigH1umu 3miHamu:
3MiHa agpecu BUPOOHNYOI AinbHWL,

He3Ha4Hi 3MiHV NOoB'A3aHi i3 rapMoHisauieto
3 kepiBHMLTBOM ICH Q11; ogaBaHHSA
BUPOBHMYOT AinNbHULI AN BUSHAYEHHS

npomixHoro npoaykty Zhejiang Hongyuan

Pharmaseutical Co., Ltd., Chem. & APIs,

Indastrial Zone, Linhai Zhejiang, China.

UA/12935/01/01

196.

CUrHI®OP

PO34MH Ans iH'eKLin No

Hosaprtic ®apma

LIseviuapis

Hosaprtic ®apma

Lisevinapis

BHECEHHS 3MiH 40 peecTpauiiHnx

3a

UA/12937/01/03
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

0,9 mr/1 Mmnno1mny
amnyni; no 6 amnyn B
kopobui; no 5 abo no 10
KopoboK y nauuli 3
KapTOHY

Al

LWrenH Al

marepianis: 3miHu | TUny - 3miHa y
TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roTOBOro Nikapcbkoro 3acoby -
3MiHa 3aTBEPKEHUX YMOB 36epiraHHs
roTOBOrO fikapCbKoro 3acoby Ha OCHOBI
OOCnimMKeHHs1 cTabinbHOCTi; 3MiHW | Tuny -
3miHa y meTogax BunpobysaHHa AP| abo
BMXiQHOro Matepiany/npoMixxHoro
npoaykTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y NPOLEC
BUpobHMuTBa ADI - 3amiHa aHanNiTU4YHOrO
mMeToay BUNpobyBaHHS 3a NOKa3HWUKOM
"BusHaveHHs1 eHaHTioMepa 3a LONOMOro
BEPX" gns suxigHoro matepiany Fmoc-
Tyr (Bzl)OH, 3 meToto noninweHHs noginy
nikis Fmoc-L-Tyrosin - (Bzl) i FMOC-D-
Tyrosin- (Bzl) - OH) ans 3abe3neyeHHs
GinNbLU TOYHOrO BU3HAYEHHS KiNbKOCTI
eHaHTiomepa. BBeeHHs 3MiH npoTsarom 3-
X MicaUiB nicnsa 3aTBEPAKEHHSA

peuenmom

197.

CUrHI®OP

PO34MH Anis iH'eKLin No
0,6 mr/1 Mmnno 1 mny
amnyni; no 6 amnyn B
kopobui; no 5 a6o no 10
KOpoboK y mayui 3
KapTOHY

Hosaprtic ®apma
Al

LLiBeviuapis

Hoeaprtic ®apma
LWrenH Al

LLisevinapisa

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis: 3amiHu | TUny - 3miHa y
TepMiHax npuaaTtHocTi abo ymoBax
36epiraHHs roToBOro NMikapcbkoro 3acoby -
3MiHa 3aTBepHKEHUX YMOB 36epiraHHs
roTOBOrO fiKapCbKoro 3acoby Ha OCHOBI
OOCniMKeHHs1 cTabinbHOCTi; 3MiHM | Tuny -
3MiHa y meTofax BunpobysaHHsa AD| abo
BMXigHOro MaTtepiany/npoMixHoro
NpoAyKTy/peareHTy, LWo
BVIKOPVICTOBYETbLCS Y MPOLECi
BMpO6HMUTBa ADI - 3aMiHa aHaniTU4HOro
meToAy BUNpOoOYBaHHSA 3a NOKa3HWKOM
"BusHaveHHs eHaHTioMepa 3a LONOMOroK
BEPX" ans suxigHoro matepiany Fmoc-
Tyr (Bzl)OH, 3 meToto noninweHHs noginy
nikis Fmoc-L-Tyrosin - (Bzl) i FMOC-D-
Tyrosin- (Bzl) - OH) ans 3abe3neyeHHs
6inNbLU TOYHOrO BU3HAYEHHS KiNbKOCTI
eHaHTioMmepa. BBeeHHs 3MiH npoTsirom 3-
X MicsiLiB Nicns 3aTBEpAXEHHSs

3a
peuernmom

UA/12937/01/02

198.

CUrHI®OP

PO34MH ANis iH'eKLiA No
0,3mr/1 mnno1mny
amnyni; no 6 amnyn B
Kopobui; no 5 abo no 10
KOpobOoK y mayui 3
KapTOHY

Hosaptic ®apma
Al

LLisenuapis

Hosaprtic ®apma
LWrenH Al

LLiBenuapis

BHECEHHS 3MiH IO peecTpaLiiHnX
marepianis: 3amiHu | TUNy - 3miHa y
TepMiHax npuaaTHocTi abo ymoBax
36epiraHHsi rOTOBOrO JikapCbKOro 3acofy -
3MiHa 3aTBepKeHUX yMoB 306epiraHHs
roTOBOrO fiKapCbKoro 3acoby Ha OCHOBI
OOCniMKeHHs1 cTabinbHOCTI; 3MiHM | Tuny -
3MiHa y meTofax BunpobysaHHs AP| abo
BMXigHOro MaTtepiany/npoMixxHoro

3a
peuenmom

UA/12937/01/01
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[IponoBxeHHs nonarka 3

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
npoaykTy/pearexTy, Wo
BVKOPVCTOBYETbLCS Y NPOLECI
BMpobHMuTBa ADI - 3amiHa aHanNiTU4YHOrO
meToay BUNpOoOYBaHHS 3a NOKa3HMKOM
"BM3HaYeHHs1 eHaHTioMepa 3a JONOMOrow
BEPX" ans suxigHoro matepiany Fmoc-
Tyr (Bzl)OH, 3 meToto noninweHHs noainy
nikis Fmoc-L-Tyrosin - (Bzl) i FMOC-D-
Tyrosin- (Bzl) - OH) ansa 3abe3neyeHHs
GinbLU TOYHOrO BU3HAYEHHS KiNTbKOCTi
eHaHTioMepa. BeegeHHs 3MiH npoTarom 3-
X MicaUiB nicna 3aTBEpPAXXEHHSA
199. CIMMOHI® PO34MH ANs iH EKLN, TOB "[>xoHCOH & Pocircbka BUPOBHMLUTBO CLWA/ BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/15841/01/01
100 mr/mn, no 0,5 mn [>KOHCOH" depepauis nikapcbKoro LLisenuapis marepianis: peuenmom
ab6o 1,0 mn posymHy y 3acoby, nepBuHHa 3MiHM | TUNY - 3MiHa Ha3BK BUPOGHMYOT
nornepegHbLo ynakoBka: bakctep AinbHWLI ditoyoi pevosuHu Nonimymaby;
HaMoBHEHOMY LUNpUL i3 dapmacbiloTukan 3MiHUM | TUNY - BHOCATLCS 3MiHW A0
ckna Tuny 1 3 rymosum Contowmns JN1C, marepianis peecTpaLinHoro AOCLE p.
HaKOHEeYHMKOM Ta CLUA; BTOpUHHa 3.2.P.3.1. BupobHuku: 3miHa Ha3Bsmn
rOnKo, BKPUTOHO ynakoBka, BUMycK BMPOGHMKa, WO BiAMNOBIgae 3a KOHTPOb
KOBMa4koM, 3 NMPUCTPOEM cepii: Cinar Arl', SIKOCTi FOTOBOrO NiKapcbKoro 3acoby
05 BBEAEHHS LLiBeviuapis
UltraSafe; no 1 wnpuuy
B KaPTOHHIl kopobLi; no
0,5 mn abo 1,0 mn
PO34MHY y nonepenHbo
HaMoBHEHOMY LLNPWL i3
ckna tTuny 1 3 rymosum
HaKOHEYHUKOM Ta
ronKo, BKPUTOO
KOBMa4koM, y pyuLii 3
aBTOiH'ekTOpOM; no 1
pyyLi B KApPTOHHI
KopobLi
200. | CIHIXXAPOI® TabneTku, BKpUTI BepiHrep HimeuumHa BUPOGHMLTBO, Himeuumnna/ BHECEHHS 3MiH 10 peecTpauifHmX 3a UA/15722/01/01
NNiBKOBOK 0BONOHKOM, IHrenbxanm nepBuHHE Ta Ipeuis MaTepianis: peuenmom
12,5 mr/1000 mr; no 10 IHTepHewwHn Mmb6X BTOPUHHE 3MiHM | TRy - 3MiHW A0 IHCTPYKLIT Ans
TabneTtok B 6nicTepi; no nakyBaHHs1, ME[MYHOrO 3aCTOCYBaHHS Ta KOPOTKOI
6 6nicTepiB y KapTOHHIN KOHTPOMb SKOCTI, XapaKTepuCTVKK NikapcbKoro 3acoby Ao
Kopobui BUNYCK cepii: po3ginis "®apmakonorivHi BnactueocTi"
BepiHrep (yTouHeHHs iHdpopmallii), "OcobnueocTi
IHrenbxanm 3actocyBaHHs", "MobiyHi peakuii” 3rigHo

dapma 'M6X i Ko.
KI", Hime4umnHa;
BUPOOHMLTBO,
KOHTPOMb SIKOCTI
(32 BUHSATKOM
Tecty
"MikpobionoriyHa
yuctoTa"),

pekomeHpaauii PRAC. BBeaeHHs1 3MiH
npotarom 3-x MicAliB nicns
3aTBepAXKEHHSA
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUNycK
cepii: bepiHrep
IHrenbxanm Ennac
A.E., lpeuis;
anbTepHaTuBHI
OinbHUUI ansa
BTOPUHHOIO
nakyBaHHS:
LLteremaHH
JTboHdepnakyHreH
yHA NoricTiwep
Cepsice. K,
HimeuumnHa;
dapwmior dapma
TNopxicTik MMBX,
HimeuumnHa;
KOHTPOIb AKOCTI
(3a BUHATKOM
Tecty
"MikpobiomnoriyHa
ynctota"): A eHa
Ewm Ltabrect
'm6X, HimeuunHa;
anbTepHaTVBHa
nabopartopis ans
KOHTPOIO TECTy
"MikpobionoriyHa
ynctota": CI'C
IHCTUTYT
®peseHiyc MM6X,
Himeuuunna; Jlabop
J1+C AT,
Himeuumnna;
K'toENCiEc EIE,
peuis

201.

CIHIKAPAI®

TabneTkn, BKpUTI
NniBKOBOIO OBOMOHKOIO,
5 mr/850 mr; no 10
TabneTtok B GnicTepi; no
6 6nicTepiB y kapTOHHIN
KopobLi

BepiHrep
IHrenbxanv
IHTepHewwHn MmbeX

Himeyumna

BUPOGHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOMb SIKOCTI,
BUMYCK Cepii:
BepiHrep
IHrenbxanm
dapma 'M6X i Ko.
KI, Hime4unHa;
BUPOGHMLTBO,
KOHTPOIb AKOCTI
(32 BUHSITKOM

HimeuuunHa/
peuis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHM | TUMY - 3MiHW [0 IHCTPYKLIT Ans
MEZIMYHOrO 3aCTOCYBaHHS Ta KOPOTKOT
XapaKTepUCTKKM NikapcbKoro 3acoby Ao
po3ginis "®apmakonorivHi BnactueocTi"
(yTouHeHHs iHdpopmallii), "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” 3rigHo
pekomeHpauii PRAC. BBeaeHHs1 3MiH
npotarom 3-x MicsliB nicns
3aTBepAXeHHSA

3a
peuerimom

UA/15723/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

Tecty
"MikpobionoriyHa
yncroTa"),
nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUNyCcK
cepii: bepiHrep
IHrenbxanm Ennac
A.E., lpeuis;
anbTepHaTuBHI
OinbHUUI ansa
BTOPUHHOIO
naKyBaHHs:
LteremaHH
JTboHdepnakyHreH
yHA NoricTiwep
Cepsice. K,
HimeuumnHa;
dapwmior dapma
TNopxicTik MMBX,
HimeuumnHa;
KOHTPOIb AKOCTI
(3a BUHATKOM
Tecty
"MikpobiomnoriyHa
ynctota"): A eHg
Ewm Ltabrect
'm6X, HimeuunHa;
anbTepHaTUBHa
nabopartopis ans
KOHTPOIIO TECTY
"MikpobionoriyHa
ynctota": CI'C
IHCTUTYT
®peseHiyc M6X,
Himeuuunna; Jlabop
JI+C AT,
Himeuumnna;
K'toENCiEc EIE,
peuis

202.

CIHIKAPOI®

TabneTku, BKPUTI
NMiBKOBOI 0BOMOHKOIO,
5 mr/1000 wmr; no 10
TabneTtok B GnicTepi; no
6 6nicTepiB y kapTOHHIN
KopobLi

BepiHrep
IHrenbxanv
IHTepHewwHn MmbeX

Himeyunna

BUPOGHMLTBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOMb SIKOCTI,
BMNYCK cepii:
BepiHrep
IHrenbxanm
dapma 'M6X i Ko.
KI', Hime44unHa;

HimevuunHa/
peuis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHM | TUMy - 3MiHW [0 IHCTPYKLIT Ans
MEZIMYHOrO 3aCTOCYBaHHS Ta KOPOTKOT
XapaKTepUCTKKK NikapCcbKoro 3acoby Ao
po3ginis "®apmMakonorivHi BnactueocTi"
(yTouHeHHs iHdopmallii), "OcobnueocTi
3actocyBaHHs", "MobiyHi peakuii” 3rigHo
pekomeHpauii PRAC. BBeaeHHs1 3MiH
npotarom 3-x MicsiliB nicns

3a
peuerimom

UA/15724/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BMPOBHMLTBO,
KOHTPOIb SKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
yucrora"),
nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUNycK
cepii: bepiHrep
IHrenbxanm Ennac
A.E., lpeuis;
anbTepHaTUBHI
OinbHUUI ansa
BTOPUHHOIO
naKyBaHHs:
LteremaHH
JTboHdepnakyHreH
yHA NoricTiwep
Cepsice. K,
HimeuumnHa;
dapwmflor dapma
TNopxicTik MMBX,
HimeuumnHa;
KOHTPOIb AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
ynctoTta"): A eHa
Ewm LtabTect
'm6X, HimeuunHa;
anbTepHaTUBHa
nabopartopis ans
KOHTPOMIO TECTY
"MikpobionoriyHa
ynctota": CI'C
IHCTUTYT
®peseHiyc MM6X,
Himeuuunna; Jlabop
JI+C AT,
HimeuumnHa;
K'toENCiEc EIE,
peuis

3aTBepAXXeHHsA

203.

CIHIKAPOI®

TabneTku, BKPUTI
NMiBKOBOI 0BOMOHKOIO,
12,5 mr/850 wmr; no 10
TabneTtok B GnicTepi; no
6 6nicTepiB y kAPTOHHIN
KopobLi

BepiHrep
IHrenbxanv
IHTepHewwHn MmbeX

Himeyumna

BUPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOMb SKOCTi,
BMNYCK cepii:
BepiHrep

HimevuunHa/
peuis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHM | TUMy - 3MiHW [0 IHCTPYKLIT Ans
MeAMNYHOro 3aCTOCYBaHHS Ta KOPOTKOT
XapaKkTepucTUky nikapcbkoro 3acoby Ao
po3ginis "®apmakonorivHi BnactueocTi"
(yTOoYHEeHHs1 iHdpopmallii), "OcobnueocTi

3a
peuerimom

UA/15721/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

IHrenbxanm
dapma 'M6X i Ko.
KI, HimeudunHa;
BMPOBHMLTBO,
KOHTPOIb SKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
yucrora"),
nepBUHHE Ta
BTOPUHHE
nakyBaHHs, BUNyCcK
cepii: bepiHrep
IHrenbxanm Ennac
A.E., lpeuis;
anbTepHaTuBHI
OinbHUUi ansa
BTOPUHHOIO
nakyBaHHs:
LteremaHH
JTboHdepnakyHreH
yHA NoricTiwep
Cepsice. K,
HimeuumnHa;
dapmior dapma
TNopxicTik MMBX,
Himeuumnna;
KOHTpPOrb AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
ynctoTta"): A eHa
Ewm LtabTect
'm6X, HimeuunHa;
anbTepHaTUBHa
nabopartopis ans
KOHTPOIIO TECTY
"MikpobionoriyHa
ynctota": CI'C
IHCTUTYT
®peseHiyc M6X,
HimeuuunHa; labop
JI+C AT,
HimeuumnHa;
K'toENCiEc EIE,
peuis

3actocyBaHHs", "MobiyHi peakuii” 3rigHo
pekomeHgauin PRAC. BBegeHHs 3MiH
npoTArom 3-x MicsAuiB nicnsa
3aTBepAKEeHHSA

204.

cosAnal

TabneTku, BKpUTI
NMiBKOBOIO OBOMOHKOIO,
no 400 wmr, no 28
TabneTok y dprakoHi, no

lineapn CaieHcus,
IHK.

CLUA

BUMYCK cepii,
nepBuHHa Ta
BTOPUHHA
ynakoBka,

Ipnangis/
Kanapa/ CLLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHM | TUNY - 3MiHa BUpobHUKa
BVXigHOro/npomixkHoro

3a
peuerimom

UA/14706/01/01
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[IponoBxeHHs nonarka 3

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
1 pnakoHy B KapTOHHIN KOHTPOMb Cepii: npoaykTy/peareHTy, Lo
ynakoBLi lnean Canexcus BVIKOPVCTOBYIOTbCS Y BUPOBHUYOMY
Anenenpg HOC, npoueci A®Il, abo 3miHa BUpOOHWMKa
IpnaHais; (Bkntovaroun, Ae HeobxigHo, MicLe
BUPOGHMLTBO, npoBeAeHHs KOHTPorto sikocTi) ADI -
nepBuHHa Ta BBEAEHHS anbTepHaTMBHOI AinbHuui F.1.S.
BTOPUHHA Fabbrica Italiana Sintetici S.p.A., Italy, ska
ynakoBka, BignoBigae 3a NpoBeAeHHS KOHTPOI
KOHTPOIb cepii: skocTi APl CodhocbyBip; BBEAEHHS
MaTteoH IHk., anbTepHaTMBHOrO BUPobHuKa Ad|
KaHapga; nepBuHHa Codpocbysip F.I.S. Fabbrica Italiana
Ta BTOPWHHA Sintetici S.p.A., ltaly
ynakoska: [neag
CaieHcms, IHk.,
CLUA; koHTpOnb
cepii:
MaTeoH IHk.,
KaHapa; koHTponb
cepii: lneag
CaneHcms, IHk.,
CLA; BTOpMHHA
yrakoBka:
MinmayHT
Xenckea Jl1a.,
Ipnangis;
BTOPUHHA
ynakoBka:
AHOepcoHBpEKOH,
IHk., CLUA;
KOHTPOSb cepii:
dapmachioTikan
MpogakT
[eBenonmeHT,
IHK., cGMP a6,
CLA
205. CONNAQEIH Tabnetkn, no 12 nakcoCmiTKnanH Benuka makcoCmiTKnainH IpnaHpis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/4740/03/01
Tabnetok y 6nictepi; no KoHcblomep BpuTaHis OaHrapsaH MaTepianis: 3miHu | Tuny - 3MiHK 3 SIKOCTI. peuenmom
1 6nictepy B KapTOHHIN Xenckep (KOK) Nimiteq [oToBWI Nikapcbkuii 3aci6. Onuc Ta

KopoobLi

TpenaiHr Iimiteq

cknaga. 3miHa abo goaaBaHHSA WTaMnis,
NnoToBLLEHb abo iHWMX MapKyBaHb,
yKIo4akoum 3aMiHy abo goaasaHHs apb
Ansi MapKyBaHHS fikapcbkoro 3acoby
(3MiHa WwTamnis, MOTOBLLEHb ab0 iHLWNX
MapKyBaHb) 3MiHa 30BHILLUHBOrO BUMSAY
TabneTok y BiANOBIQHICTb 4O BUPOBGHWUYMX
notpeb, a came 3amiHa Hanucy Ha
Tabnetkax «Solpadein» Ha TUCHEHHST «S».
Ak Hacnigok, amiHn B cknaai M3 Ta
BUITyY€HHS NMPUMITKU CTOCOBHO GapBHYKa,
SIKUIA BXOAMB 0 CKnagy YopHUI, SKUM
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

HaHOCUBCA Hanuc. A TakoX BHECEHO 3MiHU
B iHCTpyKUito y pp. "Cknag" (AonomixkHi
peyoBuHM) Ta "OCHOBHI (i3NKO-XiMiYHi
BNacTUBOCTI", IK HAacNigoK-BigNoBigHI

3MiHW Y TEKCT MapKyBaHHS YNaKkoBKu
nikapcbkoro 3acoby. 3MiHu | Tuny -
AOMmiHicTpaTuBHi 3MiHW. 3MiHa Ha3Bun
nikapcbKoro 3acoby - BUINyYEHHS CUMBOIY
«®» 3 Ha3BW nikapcbkoro 3acoby y
BignoBigHocTi A0 rmobanbHoi NoniTUkn
KOMMaHii Loao TOProBmx Mapok.
3ateepaxeHo: CONMALEH®;
3anponoHosaHo: COJTMALEIH. A Takox
BHECEHI 3MiHW LLIOAO Ha3BM NiKapCbKOro
3acoby (BUNyYeHHsi cuMBony®) y
IHCTPYKUIT ANs MeAWYHOro 3aCTOCYBaHHS

206.

COHHIKC®

TabneTkn, BKpUTI
obornoHkKoto, no 15 mr no
10 Tabnetok y 6nictepi,
no 1 a6o 3 6nictepu B
KOpOoO6Li 3 KapTOHY

TOB
"ACTPA®APM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTi.
[oToBMI Nikapcbkun 3acib. Cuctema
KOHTelHep/3aKynoptoBanbHuiA 3aci6.
3MiHa po3Mipy ynakoBKM rOTOBOrO
nikapcbkoro 3acoby (3miHa KinbKoCTi
oAMHMUb (Hanpuknag TabneTok, amnyn
TOLLO) B yNakoBLi:) - 3MiHa y gianasoHi
3aTBEPKEHNX PO3MIpIB YNaKoBKu — 3MiHa
KinbKkocTi ognHNLb (TabneTok) B ynakoBLi.
3MiHa y Aiana3oHi 3aTBEpAXXEHMX PO3MIpiB
YNaKoBKM

6e3
peuenma

UA/10819/01/01

207.

CMNIPOHOJIAKTOH

nopoLuUok (cybcTaHuist) y
noaginHNX
NonieTUNeHoOBMX MilLIkax
ans hapmaueBTUYHOro
3aCTOCyBaHHs

TOB "TK
"ABPOPA"

YkpaiHa

TaHbUBIHb TAHLSAO
dapmachbtoTikana
Ko., ITa.

Kutan

BHECEHHS 3MiH 40 peecTpauiiHux
marepianis: 3MiHu | Tuny - 3MiHK 3 SKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikar

BignoBigHOCTI €Bponenchkii
dapmakonei/moHorpadii. NMogaHHA HoBoro
abo oHoBneHoro cepTudikara
BignoBigHOCTi abo BUMy4eHHs
cepTugikaTa BignoBigHOCTi €BponechbKii
capmakonei: gna A®I; onsa BuxigHoro
matepiany/peareHTy/npoMixXHOro
NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y

BUPOOHMLTBI ADI; Anst 4ONOMDKHOI

peyoBUHYM (cepTudikaT BigNoBIAHOCTI
€Bponevicbkin dapmakonei) - OHoBNeHWN
cepTudikaT Bif yXe 3aTBepAXeHOro

BMPOOHMKa - NOAAHHSA OHOBMEHOIO
cepTugikaTa BignoBigHOCTi €Bponeiichbkii

dapmakonei Ne R1-CEP 2011-291-Rev
00(3aTBEpoxeHo: RO-CEP 2011-291-Rev
01) ans gitovoi peyvoBuHK Spironolactone
BiJ BXe 3aTBepaXeHoro BupobHuka Tianjin
Tianyao Pharmaceuticals Co., Ltd., Kutawn

UA/15781/01/01
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[IponoBxeHHs nonarka 3

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
3 BigNOBIgHVMM 3MiHAMM Y Ha3Bi
BMpobHuka A®I, cneundikaLii Ta meTogax
KOHTPOSIO 3a N. «3anuLuKoBa KinbkicTb
OpraHiYHMX po34MHHUKIB» Ta nepiogy
NepeKoHTPOrIO (3aTBEPAXKEHO: 2 POKY;
3anponoHoBaHo: 4 poku)
208. CcCTonpliAP kancynu TBepgi no 200 BAT "T'epgeoH YropwuHa TOB «I'egeoH MNonbwa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/14478/01/01
Mr no 12 kancyny Pixtep" Pixtep MonbLway, marepianis: peuenmom
GnicTepi; no 1 6nictepy Monbwa 3MiHm |l Tuny - 3miHn 3 akocTi. ADI -
Y KapTOHHIN ynakoBLii (KOHTpOnb SKOCTI, OHOBIEHHSA MacTep-darina akTMBHOro
[03BiN Ha BUNYCK hapmaneBTMYHOrO iHrpegieHTa (Active
cepii; Substance Master File (ASMF) 3 NeO-
BUPOBHMLUTBO NIFU-E/0301(0) Ha NeO-NIFU-E/0301(5)
Hepo3adacoBaHOro December 2014)
nNpoayKTy, Hidpypokcasua/nifuroxazide BupobHuka
nepBuHHA Moehs Iberica S.L. Ak Hacnigok, 3miHn y
ynakoBka, cneumndikauii APl BUpoGHMKa roToBoro
BTOPUHHA nikapcbkoro 3acoby Ha Ne 4-00045-26-01-
yrnakoBka) 01. BBeaeHHs 3MiH npoTArom 6-tn
MicsLiB nicnA 3aTBepAXXeHHs
209. | CYNIb®OKAM®OKAI | posumH ans in'ekuiii, 100 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/7392/01/01
H-AAPHULUA Mmr/mn, no 2 mn B "®apmaueBTUYHa "®apmaueBTNYHa MaTepianis: peuenmom
amnyni; no 5 amnyn y dipma "dapHuuga" cipma "dapHuuya” 3MiHu | TUNY - 3miHa agpecu BUpobHuKa
KOHTYPHIili YapyHKOBIN A®| DL-cynbdokamdopHoi kncnotu, 6e3
yMaKoBL; MO 2 KOHTYPHI 3MiHM Micus BUpoOHULTBA. BBeaeHHs
YapyHKOBI YNaKoBK/ B 3MiH npoTsirom 6-Tn micauiB nicnA
navui 3aTBEpPAXKEHHS
210. | CYMINAP Kancynwv Teepgi no 5 CaHpos CnoBeHis Ilek CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/15320/01/01
Mr/10 Mr no 7 kancyn dapmacbioTikans dapmaueBTM4Ha MaTepianis: peuenmom
TBepaux y bnictepi; no 4 n.o. KOMNaHis a.a., 3MiHuM | TUNY - 3MiHW B iHCTPYKLUIT Ans
GnicTepn y KapTOHHil CnoBeHiq (Bunyck MEeAMNYHOrO 3aCTOCYBaHHSI NiKapCbKOro
KopoobLi cepin); 3aknag 3acoby B po3ginu "lMNpoTunokasaHHs",
dapmMaLeBTUYHWIA "B3aemogis 3 iHWK1MKN nikapcbKnMn
Apamvep ®apma 3acobamu Ta iHWi BUan B3aemogiin",
C.A,, Nonbla "OcobnuBocTi 3acTocyBaHHs" y
(BUpOBHMLTBO in BiZNOBIQHOCTI 0 MaTepianis
bulk, TecTyBaHHs, peecTpauinHoro gocbe. BBeAeHHA 3MiH
nepBuHHe Ta npotarom 6-tn micslis nicnA
BTOPUHHE 3aTBepAXKEHHS
nakyBaHHs);
Mab'aHiubki
Baknagn
dPapmMaLeBTUYHI
Monbdpa C.A,,
Monbla
(TecTyBaHHs)
211. CYMINAP kancynu Teepgi no 10 CaHpos CnoBeHis ek CnoBeHisi/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15318/01/01
Mr/5 Mr no 7 kancyn dapmackioTikans dapmaveBTMYHa Monbwa MaTepianis: peuenmom
TBEpAux y bnictepi; no 4 o.o. KOMNaHis a.Aa., 3MiHuM | TUNY - 3MiHW B IHCTPYKLUIT Ans

GnicTepu y KapTOHHIl

CnoBeHisi (Bunyck

MeaN4YHOro 3aCToCyBaHHA J'IiKapCbKOFO
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[IponoBxeHHs nonarka 3

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
KopobuLi cepin); 3aknag 3acoby B po3aainu "MpoTunokasaHHsA",
dapmaueBTU4HUIA "B3aemogis 3 iHWUMK fnikapCbKUMKN
Apnamveg ®apma 3acobamu Ta iHWi BUan B3aemopiin",
C.A,, MNMonbwa "OcobnuBocTi 3acTocyBaHHs" y
(BMpPOOHMLTBO in BiANOBIQHOCTI 4O MaTepianis
bulk, TecTyBaHHs, peecTpauinHoro Aocke. BBeaeHHA 3MiH
nepBuHHe Ta npoTaArom 6-Tn micsAuiB nicna
BTOPUHHE 3aTBEpPAKEHHSA
nakyBaHHs1);
Mab'aHiubki
3aknagu
dapmaLeBTUYHi
Monbda C.A.,
Monbwa
(TecTyBaHHs)

212. | CYMINAP Kancynwv Teepgi no 5 CaHpos CnoseHis Tlek CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/15319/01/01
Mr/5 Mr no 7 kancyn dapmackioTikans dapmaueBTMyHa Monbwa marepianis: peuenmom
TBepaux y bnictepi; no 4 o.a. KOMNaHis a.a., 3MiHuM | TUNY - 3MiHW B IHCTPYKUIT Ans
Gnictepn y KapTOHHIN CnoBeHiq (Bunyck MEANYHOro 3aCTOCYBaHHSI NiKapCbKOro
KopobLi cepin); 3aknag 3acoby B po3ginu "lNpoTunokasaHHs",

dapmMaLeBTUYHUIA "B3aemogis 3 iHWK1MKN nikapcbKMn
Apamveg ®apma 3acobamu Ta iHWi BUAn B3aemogin",
C.A,, Nonbua "OcobnuBocTi 3acTocyBaHHSA" y
(BMpPOGHMLTBO in BiANOBIQHOCTI 4O MaTepianis
bulk, TecTyBaHHs, peecTpauiiHoro gocke. BBeaeHHA 3MiH
nepBuHHe Ta npotarom 6-tm micsdis nicnA
BTOPUHHE 3aTBepAKEHHSA
nakyBaHHs);
Mab'aHiubki
3aknagu
dapmMaLeBTUYHI
Monbdpa C.A,,
MonbLla
(TecTyBaHHs)

213. CYMINAP kancynu Teepgi no 10 CaHpos CnoBeHis Iek CnoBseHisi/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15319/01/02
Mr/10 Mr no 7 kancyn dapmacbioTikans dapmaveBTUYHa Monbwa MaTepianis: peuenmom
TBepaux y bnictepi; no 4 n.o. KOMNaHis a.a., 3MiHuM | TUNY - 3MiHW B iHCTPYKLUIT Ans
GnicTepn y KapTOHHil CnoBeHisi (Bunyck MeONYHOro 3acToCyBaHHS NikapcbKoro
Kopoo6ui cepin); 3aknag 3acoby B po3ginu "lNpoTmnokasaHHs",

dapmaLeBTUYHUIA "B3aemogisi 3 iHW1MK NikapCbKUMM
Apameg ®apma 3acobamu Ta iHWi BUAW B3aemopain",
C.A., MNonbwa "OcobnuBocCTi 3acToCyBaHHA" y
(BMpPOOHMLTBO in BiZNOBIgHOCTI O MaTepianis
bulk, TecTyBaHHs, peecTpauinHoro gocke. BBegeHHs 3MiH
nepBuHHe Ta npotarom 6-tn micauis nicna
BTOPUHHE 3aTBepAXKEHHSA
nakyBaHHs1);
Mab'aHiubki
3aknaaun
PapmaLeBTUYHI
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Ymosu

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

eionycky

peecmpauyitiHo2o
noceio4yeHHs1

Monbca C.A.,
Monbwa
(TecTyBaHHs)

BHECEHHS 3MiH 40 peecTpauifiHnX

UA/16232/01/01

214.

TArPiCCO

TabneTku, BKPUTI
MNniBKOBOIO 0BGOMOHKOMO,
no 40 wmr; no 10
Tabnetok y 6nictepi; no
3 BriicTepu y KapTOHHIN
KopoOLi

Actpa3eHeka Ab

LBeuis

Actpa3eHeka Ab

LBeuis

matepianis: 3miHu Il Tuny - 3miHn WwWoao
Ge3nekn/ehekTMBHOCTI Ta
chapmakoHarnsgy. BHeceHHst abo 3miHa(n)
00 3000B'A3aHb Ta yMOB BUAavi
peecTpaLiiHOro NOCBiAYEHHS, BKIOYa4mn
MnaH ynpasniHHA pusnkamm
(3acTocyBaHHS 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBUMMW 0OOATKOBUM
OaHnMu, Wo MarTb HagaBaTucs
KOMMETEHTHUM OpraHoOM, OCKifbK/
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHoMm) - BukoHaHHsi
30060B'A3aHb BiAMOBIAHO A0 NIANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NpoBeAEHHS eKCNepPTU3N PeECTPaLiiHNX
mMaTtepianis Ha nikapcbki 3acobu, Lo
noaalTbCsa Ha AepKaBHY peecTpalLlito
(nepepeecTpallio), a TaKoX ekcnepTuan
MaTepianis Npo BHECEHHS 3MiH OO
peecTpauinHux MaTepianis NpoTArom Aji
peecTpauiiHoro NOCBIAYEHHS,
3aTBepgkeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)

UA/16232/01/02

215.

TArPiCcCO

TabneTkn, BKpUTI
nniBKkoBOI 0BOMOHKOIO,
no 80 wmr; no 10
Tabnetok y 6nictepi; no
3 BriicTepu y KapTOHHIN
KopoobLi

Actpa3eHeka Ab

LLBeuis

Actpa3eHeka Ab

LBeuis

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3MiHK WwWopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n)
00 3000B'A3aHb Ta yMOB BUAaYi
peecTpaLinHOro NOCBig4YeHHS, BKIoYaum
MnaH ynpaeniHHA pusukamm
(3acTocyBaHHS 3MiH(1), ki(a)
BMMaratoTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBMMMW 0OAATKOBUM
OaHnMu, Wo MarTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbKM
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHNM OpraHoMm) - BukoHaHHs
3060B's3aHb BiANOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NpoBeAEeHHS eKCnepTU3n peecTpaLiiHnx
maTepianis Ha nikapcbki 3acobwu, Lo
noAaTbCs Ha AepXKaBHY peecTpalLlito
(nepepeecTpallilo), a TaKoX ekcrnepTuan

MaTepianis Npo BHECEHHS 3MiH A0
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

peecTpauinHmx MaTepianis NpoTArom Aji
peecTpauiiHoro NOCBiAYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)

216.

TAHAKAH®

pO34mMH opanbHun, 40
mr/mn no 30 mn'y
dnakoHi; no 1 dnakoHy
Y KOMMNeKTi 3
[03aTOPOM Y KapTOHHIl
KopobLi

INCEH ®APMA

®paHuia

BO®YP INCEH
IHOYCTPI

DdpaHuis

BHECEHHS 3MiH 40 peecTpauiiHnX
marepianis:
3MiHn | Tuny - 3miHn Wwopo
Gesnekn/ehekTMBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHu
[0 y3aranbHeHUX faHux Npo cuctemy
dapmakoHarnsaay (BBeAeHHS
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI
ocobu, BignoBiganbHoI 3a 3AiINCHEHHS
hapmakoHarnsay; KOHTakTHoOi ocobu 3
hapmakoHarnsigy 3asiBHUKa ans
3[iNcHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNMOBHOBaXEHOI
ocobu, BianoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsaay (BKIOYayy KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
anna cuctemu papmakoHarnsgy) -
3miHa ynoBHOBaxeHoi ocobw,
BiANOBIgANbHOI 3a 34iNCHEHHS
dapmakoHarnagy: lNponoHoBaHa pegakuis
— O-p Nitep Wynby (Peter Schulz). 3miHa
KOHTaKTHMX AaHNX YNOBHOBAXEHOi 0cobu.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu BianoBiganbHOI 3a 3AiNCHEeHHS
dapmakoHarnsgy B YkpaiHi

3a
peuernmom

UA/9843/01/01

217.

TENNPEC

Tabnetkn, no 20 mr, no

14 Tabnetok y 6nictepi;
no 2 abo no 7 6nicrepis
Y KapTOHHIM nayui

"KCAHTIC
DAPMA NIMITER"

Kinp

NOBHUN LKIT
BMPOBHMLTBA,
BUNYCK cepii:
JIABOPATOPIOC
JIIKOHCA, C.A,,
IcnaHis; koHTponb
SAKOCTI:
JIABOPATOPIO
OpP. o.
EYEBAPHE,
AHANICIC, C.A.,,
Icnanis

Icnanis

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu Il Tuny - 3MiHKn wopao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n)
[0 3000B'A3aHb Ta yMOB BUAaYi
peecTpaLinHOro NocBig4YeHHS, BKIYayn
MnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3miH(1), ski(a)
BMMaratTb(€) noganbLIoro
06rpyHTyBaHHSI HOBUMW [OAATKOBUM
OaHnMu, Wo MaTb HagaBaTucs
KOMMETEHTHUM OPraHoM, OCKifNbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHNM OpraHoMm) - BukoHaHHs
3060B's13aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 no Mopsaky
NpoBeAEeHHS eKCNepTU3n peecTpaLiiHnx
Mmarepianis Ha nikapcbki 3acobwu, Lo

3a
peuernmom

UA/15893/01/01
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Bupo6Huk

Kpaina

[IponoBxeHHs nonarka 3

Peecmpayitina npoyedypa

Ymoeu
eionycky

peecmpauyitiHo2o

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

noaarTbCsa Ha AepXKaBHY peecTpalLito

noceio4yeHHs1

Kinp

NOBHUI LUUKN

Icnanis

(nepepeecTpallilo), a TaKoX ekcrnepTuan
MaTepianis Npo BHECEHHS 3MiH OO
peecTpauinHmx MaTepianis NpoTarom Aii
peecTpauiiHoro NOCBiAYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MOZ3 Big 23.07.2015 Ne 460); 3miHn o
iHCTPYKUIii NS MEAMYHOro 3aCTOCYBaHHS y
po3ainu: "®apmakonoriyHi BnacTneocTi",
"3actocyBaHHs y nepiog BariTHOCTi abo
rogysaHHs rpyaaro” BignosigHo Ao
OHOBIEHOI iHhopMmalii 3 6e3neku aitoyoi
peYoBUHM
BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:

3a
peuernmom

UA/15893/01/02

218.

TENNPEC

Tabnetkn, no 40 mr, no
14 TabneTok y 6nicTepi;
no 2 a6o no 7 6nictepis
Y KapTOHHIN nayui

SAPMA NIMITER"

"KCAHTIC

BMPOBHMLTBA,
BUMYCK cepii:
JTABOPATOPIOC
JIIKOHCA, C.A,,
Icnanis; KOHTponb
SIKOCTI:
JTABOPATOPIO
OP. .
EYEBAPHE,
AHATICIC, C.A,,
Icnanis

Icnanis

3MiHu |l Tuny - 3MiHn Wwopo
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n)
00 3060B'A3aHb Ta yMOB Buaadi
peecTpaLiiHOro NOCBIAYEHHS, BKIOYa4in
MnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
0Or'pyHTYBaHHS HOBUMMW 0OOATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OPraHoM, OCKifbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHWUM OpraHom) - BukoHaHHs
3060B's3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
npoBeAeHHs eKCnepTusn peecTpaLiiHnx
maTepianis Ha nikapcbki 3acobwu, Lo
NoAaTbCA Ha AePXKaBHY peecTpalLliio
(nepepeecTpalLito), @ Takox ekcnepTuan
mMaTepianis Npo BHECEHHS 3MiH A0
peecTpauinHMx MaTepianis NpoTAromM Aiji
peecTpaLinHOro NoceBig4eHHs,
3aTBepgkeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MOZ3 Big 23.07.2015 Ne 460); 3miHu go
IHCTPYKUii ANa MeAMYHOro 3aCTOCYBaHHS y
po3ginu: "®dapmMakonoriyHi BnactTueocTi",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogysaHHs rpyaar” BignosigHo Ao
OHOBIeHoI iHdopMmaLii 3 6esneku aitoyoi
peYvoBUHM
BHECEHHS 3MiH 40 peecTpauiiHnx

3a

UA/15893/01/03

219.

TENNPEC

Tabnetku, no 80 mr, no
14 Tabnetok y 6nictepi;
no 2 abo no 7 6nicrepis

"KCAHTIC
PAPMA NIMITER"

Kinp

MNOBHUIN LKIT
BUPOOHMLTBA,

BUMYCK cepii:

marepianis:

peuenmom

3MiHu |l Tuny - 3MiHu Wwopo
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

Y KapTOHHIN nayui

JIABOPATOPIOC
JIIKOHCA, C.A,,
Icnanis; KOHTponb
SIKOCTI:
JTABOPATOPIO
OpP. .
EYEBAPHE,
AHATNICIC, C.A,,
Icnanis

Gesnekn/ehekTMBHOCTI Ta
dapmakoHarnsay. BHeceHHs abo 3miHa(u)
00 3000B'A3aHb Ta yMOB BuAavi
peecTpaLiHOro NOCBIgYEHHS, BKIOYao4um
MnaH ynpasniHHA pusnkamu
(3acTocyBaHHS 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW JOAATKOBUM
OaHnMu, Wo MaroTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifbK1
BMMaraeTbCsl CyTTEBA OLjiHKa
KOMMNETEHTHNM OopraHoMm) - BukoHaHHs
3000B'A3aHb BiAMOBIAHO A0 NIANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 no MNMopsaky
NpoBeAEHHS eKCNepPTU3N PeECTPaLiiHNX
mMaTepianis Ha nikapcbki 3acobu, Lo
noAaTbCs Ha AepXKaBHY peecTpaLiio
(nepepeecTpallio), a TaKoX ekcnepTuan
mMaTtepianis Npo BHECEHHS 3MiH 4O
peecTpauinHux matepianis NPoTarom aii
peecTpauiiHoro NOCBIAYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MOZ3 Big 23.07.2015 Ne 460); 3miHn o
iHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHSA y
po3ainu: "®apmakonoriyHi BnacTneocTi",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar” BignosigHo 4o
OHOBIeHOI iHopMaLii 3 6e3neku aitoyoi
peYoBUHMU

220.

TECTOCTEPOHY
MPOMIOHAT

NOPOLLIOK KpUCTanivyHnm
(cybcTaHuis) B Milwkax
noaginHNX
nonieTuneHoBmx Ans
BUPOGHMLTBA

CTepunbHUX ﬂiKapCbKI/IX

opm

MAT "®apmak”

YkpaiHa

Crepoin C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHK 3 sIKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikat

BignoBigHOCTI €Bponemnchkii
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBneHoro cepTudikara
BignoBigHOCTi abo BUMy4eHHs
cepTudikaTa BignoBigHOCTi EBpoNechbkin
cbapmakonei: gna A®l; gnsa BuxigHoro
marepiany/peareHTy/npoMixXHOro

NPOAYKTY, LLO BUKOPUCTOBYIOTLCH Y

BUPOOHMLTBI ADI; Anst 4ONOMDKHOI

peyoBUHYM (cepTudikaT BigNOBIAHOCTI
€Bponelicbkiii hapmakonei) - Hosuit
cepTudikaT Bif BXe 3aTBEPAXKEHOrO
BMPOOHYKa - NoAaHHSA HOBOrO
cepTudikaTa BignoBigHOCTIi EBpoNechbkin
dapmakonei Ne RO-CEP 2015-296-Rev 00
AN Ailo4oi pe4OBUHM TECTOCTEPOHY

UA/13162/01/01
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[IponoBxeHHs nonarka 3

Ymosu

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

eionycky

peecmpauyitiHo2o
noceio4yeHHs1

nponioHarT Bif BXe 3aTBepPAXEHOro
BupobHmka STEROID S.P.A. 3
BignoBigHMMKM 3MiHaMu B cneumdikauii,
MeToaax KoHTponio AD| 3a nokazHUKaMM:
«lpeHTudikauis», «CynpoBigHi AOMILLKMY,
"3anuLUKoBI KiNbKOCTi OpraHiyHnx
POo34nHHUKIB", «KinbKiCHE BU3HAYEHHSY;
3MiHM B MeTogax koHTposnto APl 3a
nokasHukom «BTpaTta B maci npu
BUCYLLYBaHHI»; BUNyYEHHS NOKAa3HUKIB
«Po34yunHHicTb» Ta «TemnepaTypa
nnaeneHHs» i3 cneuundikadii Ta metoais
KoHTpomto A®I. -3miHa TepMiHY
npuaaTHocTi (3aTBepaXKeHo: TepMiH
npugaTHocTi 5 pokiB; 3anponoHoBaHo:
Mepioa peTtecTyBaHHS 5 pokiB).

BHECEHHS 3MiH [0 peecTpauiiHnX

3a

UA/5819/01/02

221.

TIOTPUA3ONIH®

Tabnetkn no 200 wr, no
10 TabneTok y 6nicTepi;
no 3 a6o no 9 6nictepis
y nayui; no 15 tabnertok
y 6nicTepi; no 6
GnicTepiB y navui

NAT
"KviBmegnpenapa
™

Ykpaina

MAT
"KniBmegnpenapa
)

YkpaiHa

matepianis: 3miHu Il Tuny - 3MiHK WwWoao
Ge3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n)
[0 3000B'A3aHb Ta yMOB BUAaYi
peecTpaLiiHoro NOCBIAYEHHS, BKIOYaoun
MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMararTb(€) noganbLIoro
06r'pyHTYBaHHA HOBUMMW [OAATKOBUM
AaHnMu, Wo MarTb HagaBaTucs
KOMMETEHTHUM OPraHoM, OCKifbKu
BUMaraeTbCs CyTTeBa OLLiHKa
KOMMETEHTHNM OpraHoMm) - BukoHaHHs
3060B's13aHb BiANOBIAHO 40 NianyHKTy 1.13
NyHKTY 1, NiANYHKTY 2.3 NYHKTY 2 gogaTky
15 po MNopsaky npoBeaeHHs ekcnepTuan
peecTpaLinH1X MaTepianiB Ha fnikapcbki
3acobu, Lo NoAalTbCA Ha AepXKaBHY
peecTpauito (nepepeecTpallito), a Takox
eKcrnepTu3n matepianis NPo BHECEHHS
3MiH [0 peecTpauinHMX maTtepianis
npoTArom Aii peecTpauinHoro
NOCBiAYEHHS, 3aTBEPAXKEHOr0 Haka3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).

peuernmom

UA/8234/01/01

222.

TOMOTEKAH

niodpinisat onsa po3ynHy
ans iHdysivi no 1 mr, 1
dnakoH 3 nioginisatom
Y KapTOHHIl kopobLi

TOB "TeBa
YkpaiHa"

YkpaiHa

CingaH ®apma
CPN

PymyHis

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHa 3asiBHMKa (BracHUKa
peecTpaLiHOro NocBiaYeHHs) (3rigHo
Hakady MOS Big 23.07.2015 Ne 460).
BBeneHHs 3miH NpoTArom 6-Tu Micsiuis

nicns 3aTBEPOXEHHA.

3a
peuenmom
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

223.

TOMOTEKAH

niodinisaTt Ana po3ynHy
ans iHdy3iv no 4 wmr, 1
¢bnakoH 3 niocpinizatom
Y KapTOHHil kopobui

TOB "TeBa
YkpaiHa"

Ykpaina

Cingax ®apma
CPN

PymyHis

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHa 3asiBHMKa (BracHuKa
peecTpauiiHOro NocBigYeHHs) (3rigHo
Haka3dy MOS3 Big 23.07.2015 Ne 460).
BBefeHHs 3MiH NpoTArom 6-Tu MicsiuiB
nicnsa 3aTBepaXXEHHS.

3a
peuyerimom

UA/8234/01/02

224.

TPUMEK

NMOPOLLIOK ANS PO3YNHY
ans in'ekuin, no 1000 wmr,
1 chnakoH 3 MOPOLLUKOM Y
KapTOHHIl kopobui

TOB "Crenekc"

YkpaiHa

TOB "ABAHT",
Ykpaina
(nakyBaHHs i3
¢opmu in bulk
hipmu-BrpoBHUKa
HCIC Xeben
XyaMmiH
dapmachbioTikan
Komnani Iimiten,
Kurait)

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHu Il Tuny - 3mMiHn wopao
6e3nekn/edekTUBHOCTI Ta
chapmakoHarnsgy. BHeceHHst abo 3miHa(n)
[0 3000B'A3aHb Ta yMOB BUAaYi
peecTpauiiHoro NOCBIAYEHHS, BKIOYaoumn
MnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMaratTb(€) noganbLLoro
0Or'pyHTYBaHHS HOBUMMW JOOATKOBUM
AaHnMK, Wo MarTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifNbK/
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHNM OpraHoMm) - BukoHaHHs
3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 no MNMopsaky
NpOBEAEHHS eKCNepTU3N PeeCTpaLinHnx
mMaTepianis Ha nikapcbki 3acobu, LWwo
noAalTbCs Ha AepXKaBHY peecTpalLiio
(nepepeecTpalito), a Takox ekcnepTusu
mMaTepianis Npo BHECEHHS 3MiH A0
peecTpauiiHux MaTepianis NpoTsarom Aaii
peecTpaLiiHOro NocBig4YeHHs,
3aTBepgkeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MOS Big 23.07.2015 Ne 460)

3a
peuenmom

UA/15392/01/01

225.

TPUTALIE®

Tabnetkun no 5 mr Ne 28
(14x2): no 14 Tabnetok
y 6nicTepi, no 2
GnicTepn B KapTOHHIN
KopobLi

TOB "CaHodi-
ABeHTiC YKpaiHa"

Ykpaina

CAHO®I C.TT.A

ITanis

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis:
3MiHu | TUny - 3mMiHa y meTtogax
BMNPOBOYBaHHSA rOTOBOTO NiKapCbKOro
3acoby (iHwWwi 3MiHK y meTogax
BUNpobyBaHb (BKMtoYar4m 3aMiHy abo
[ONOBHEHHS))

3a
peuernmom

UA/9141/01/02

226.

TPUTALIE®

Tabnetku no 10 mr Ne 28
(14x2): no 14 Tabnetok
y 6nicTepi, no 2
GnicTepu B KapTOHHIN
KopobLi

TOB "CaHoi-
ABeHTIC YKpaiHa"

YkpaiHa

CAHO®I C.N.A

ITanis

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHM | TNy - 3miHa y MeToaax
BMNPOBOYBaHHS roTOBOrO NiKapcbKoro
3acoby (iHwWwi 3MiHK y meTodax
BUNpobyBaHb (BKNoyarum 3amiHy abo
[OMNOBHEHHS))

3a
peuenmom

UA/9141/01/03
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

227.

TPOKCEBA3UH®

kancynum no 300 mr no
10 kancyn y 6nicTepi; no
5 abo no 10 6nictepiB y
KapTOHHIN navui

BankaHdapma-
OynHnus AT

Bonrapis

BankaHgapma-
Pasrpag AT

Bonrapis

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis:
3MiHn | Tuny - 3miHn Wwopo
Gesnekn/ehekTMBHOCTI Ta
dapmakoHarnsay. BeegeHHst abo 3miHn
[0 y3aranbHeHUX faHux Npo cuctemy
dapmakoHarnagy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
apmakoHarnsigy, 3MiHa yrnoBHOBaXXeHOT
ocobu, BignoBiganbHoi 3a 3AiNCHEeHHS
hapmakoHarnsiay; KOHTakTHoi ocobu 3
hapmakoHarnsay 3asiBHuKa ans
3[iNcHeHHs dhapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOT
ocobu, BianoBiganbHOI 3a 34iNCHEeHHS
dapmakoHarnsaay (BKIYayy KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
anna cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBakeHOi 0cobu 3asiBHUKA,
BiAnoBiganbHOI 3a hapmakoHarnag Ha
LeHTpansHoMy piBHi: lNponoHoBaHa
pepakuisi: Dr. Hedva Voliovitch MD, PhD,
MBA. 3miHa koHTakTHOI ocobu ans
34iicHeHHs dhapmakoHarnagy B YKpaiHi.
lMponoHoBaKa pepakuisa: buctposa
OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[OaHunx yrnoBHoBaxeHoi ocobu. 3miHa
KOHTaKTHUX AaHUX KOHTAKTHOI 0CoOMW.
3miHa Micus npoBagKeHHS OCHOBHOT
LisinbHOCTI 3 dhapmakoHarnsay Ta micus
36epiraHHst macTep-ganny

be3
peuenma

UA/3368/02/01

228.

YrPECON

nocbiioH 10 % no 30 mn
y dnakoHi, no 1
rakoHy B KapTOHHIW
KopoobLi

dapmacanHc IHk.

KaHaga

dapmacanHc [Hk.

KaHnaga

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis:
3MiHu |l Tuny - 3MiHu Wwopao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n)
00 3000B'A3aHb Ta yMOB Buaadi
peecTpaLinHOro NocBig4YeHHS, BKIYayn
MnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(1), siki(a)
BMMaratTb(€) noganbLIoro
06rpyHTyBaHHSI HOBUMW [OAATKOBUM
AaHUMK, Lo MaloTb HaaaBaTucst
KOMMETEHTHUM OPraHoM, OCKifNbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHWUM OpraHom) - BukoHaHHs
30608's13aHb BiANOBIAHO A0 NianyHkTy 1.13
nyHKTY 1, NigNyHKTY 2.3 NYHKTY 2 foAaTky
15 go MNopsagky NpoBedeHHsi ekcnepTusm

6e3
peuyenma

UA/8219/01/01
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

peecTpauinHMx maTepianis Ha nikapcbki
3acobu, Lo NoJalTbCs Ha AepKaBHY
peecTpauiio (MepepeecTpallito), a Takox
eKkcnepTuan martepianis NPO BHECEHHS
3MiH 0O peecTpauinHnux maTepianis
NpOTArom Aji peecTpauiniHoro
NOCBIAYEHHS!, 3aTBEPAXEHOrO HaKa3oMm
MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3dy MOS Big 23.07.2015 Ne 460)

229.

YPOHE®POH®

TabneTtkn, BKpUTI
NMiBKOBOI 0BOMOHKOIO,
no 10 tabnetok B
6nictepi; no 3 abo 6
GnicTepiB y nayui 3
KapTOHY

NAT "dapmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis:
3MiHM | Tuny - 3mMiHa y MeToaax
BunpobyBaHHa APl abo BuxigHOro
maTtepiany/npomikHOro
npoaykTy/pearenTy, wo
BVKOPVCTOBYETbLCS Y NPOLECI
BUpobHMUTBa AD| (HE3HAYHI 3MiHM Y
3aTBepAKEeHNX MeTofax BUNpobyBaHHS) -
BHECEHHSs 3MiH o MeTogis BunpobyBaHHSA
A®I "Cyxun ekcTpakT 3 9 pocnuH"

6e3
peuenma

UA/14570/01/01

230.

®EHINIH-300POB'A

Tabnetku no 30 wmr, no
20 TabnieTok y 6nictepi,
no 1 6nictepy B
KapTOHHIl kopobui

ToBapucTtBeo 3
obmexeHo
BiAnoBiganbHIiCTO
"papmaueBTnyHa
KOMMNaHis
"3popoB's"

YkpaiHa

ToBapucTBo 3
obmexeHo
BiANOBIgANbHICTIO
"®apmaueBTUYHa
KOMNaHis
"3nopos'a”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnX
marepianis:
3MiHu | TUNY - BBEAEHHSI 4OAATKOBUX
nocTayanbHVKIB NEPBUHHOIO NaKyBaHHS
(cbonbru antomiHieBoi) AT «TexHonorisy,
YkpaiHa Ta TOB «Antpena», Ykpaina, y
3B’A3KY 3 BUPOOHMNYOT HEOBXIAHICTIO; 3MiHM
| TMNYy - 3mMiHW, NoB'A3aHi 3 HeobXigHiCTO
NPVBEAEHHS Y BiAMOBIOHICTb A0
MoHorpadii APY abo Esponencbkoi
capmakonei, abo iHWOoi HauioHanbHOI
dapmakonei aepxasu €C (3miHa y
cneundikauisx, nos's3aHa 3i aMiHamu B
oY, abo €Bponelicbkii hapmakonei, abo
iHLIN HauioHanbHIN hapmakonei Aepxasu
€C); cynyTHs 3miHa: 3MiHa y MeToaax
BunNpobyBaHHa APl abo BMXigHOrO
maTepiany/npomikHOro
npoaykTy/peareHTy, Lo
BVIKOPVICTOBYETbLCS Y MPOLECI
BUpobHMUTBa ADI; 3MiHM | TUNY - 3MiHNK,
NnoB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
Bi4NOBIgHICTb A0 MoHorpadii APY abo
€Bponencbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hbapmakonei aepxasu €C
(3miHa y cneuundikauisx, nos's3aHa 3i
3MiHamu B [1®Y, abo €Bponencbkin
dapmakonei, abo iHWil HauioHanbHin

3a
peuernmom

UA/7886/01/01
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

dapmakonei aepxasu €C); cynyTHs
3MiHa: 3MiHa y MeTogax BUNpobyBaHHS
[OOMOMDKHOT PEYOBMHU (HE3HAYHI 3MiHN Y
3aTBEpPOKEHMX MeTofax BUNpobyBaHb);
3MiHu | TUNY - 3mMiHa napameTpis
cneuudikauin Ta/abo gonycTuMmnx Mex
NepBUHHOI YNaKOBKM rOTOBOTO fikapCbKOro
3aco0y; cynyTHS 3MiHa: 3MiHa y MeTofax
BMNPOOYBaHHSA NEPBMHHOI YNaKoBKu
roTOBOrO fNikapCbKoro 3acoby - 3mMiHu 4o
crneungikaLii Ta MeToaiB KOHTPOIio
nakyBanbHUX MaTepianis, y 3B’'A3Ky 3
NPVBEAEHHSIM 0O BUMOT BUPOOHUKA; 3MiHM
| TMNYy - 3amMiHa HaiMeHyBaHHS Ta 3aMiHa
IOPUAMYHOT agpecu Ha aapecy Micus
NPOBaAXEHHSA AiANbHOCTI BUPOOHMKa ADI
PeHiHgioH BignosigHo Ao DMF. 3miH y
MicLie3HaxomxXeHHi BUpOBHUYOI OinbHUL, y
npoueci BUPOGHMLITBa Ta CXEMi CUHTE3Y
A®I He Bigbynocs; amiHm | Tuny - 3miHa
napameTpie cneuudikauin Ta/abo
[ONYyCTUMMUX MEX FOTOBOTO F1iKapCbKOro
3acoby; cynyTHS 3MiHa: 3MiHa y MeTofax
BUNPoByBaHHS rOTOBOrO NiKapCbKOro
3acoby; 3MiHu | TUNYy - 3mMiHa napameTpis
cneuudikauin Ta/abo gonycTumMmnx Mex
roTOBOro MikapCbKoro 3acoby (BUMyYeHHs
HE3HaYyHOro NokasHuka (Hanpvknag,
3acTapinoro nokasHuka, Takoro sik 3anax
Ta cmak, abo igeHTudikauis 6apBHUKIB YK
CMakoBuX A06aBOK)) - BUNYyYEHHS
nokasHuka «CTupaHicTb» 3 MeTOAIB
KOHTPOIMI0 FOTOBOTO NiKapCbKoro 3acoby,
OCKIIbKU AaHUA NOKA3HUK KOHTPOIIOETLCS
nig Yyac BUPOGHMLUTBA B HANIBNPOAYKTI
(TabneTkn Hepo3dacoBaHi)

231.

®EPBEKC AN
AOOPOCJIUX BE3
LYKPY

MOpOLLOK AN
oparnbHOro Po3ynHy, rno
8 calle 3 NopoLLKOM y
KapTOHHiI kopobui

YMCA CAC

®paHuia

YMNCA CAC

DdpaHuis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHM | TUNY - 3miHa y napameTpax
cneuudikauin Ta/abo [ONYCTUMUX MEX,
BM3HaYeHuX y cneuudikauisix Ha AdI, abo
BVXiAHVIA/MPOMDKHUI NpoayKT/peareHT, Lo
BMKOPUCTOBYIOTLCS Y MPOLECI
BUPOGHMUTBa ADI - BBEIEHHSI BU3HAYEHHS
HecneuundikoBaHMX JOMILLIOK A0
nokasHuka «CynyTHi JOMiLLKu»
cneundikaii Ha aitovy peyoBUHY
deHipaMiHy maneart; 3miHu | Tuny - 3miHa 'y
MeTofax BUNpobyBaHHS roTOBOro

6e3
peuenma

UA/5441/01/01
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
nikapcbkoro 3acoby - BUNy4YeHHs1 MeToay
TWX 3 posginy «laeHTudikauis giroumnx

peyoBMH» cneumdikauii Ha rotToBuin
nikapcbkuiA 3acit; 3mMiHu | Tuny - amiHa y
napameTpax cneundikadiv Ta/abo
OONYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisix Ha A®l, abo
BUXiAHWA/MPOMIXHWI NpodyKT/peareHT, Lo
BVIKOPVCTOBYOTBCS Y NMPOLIECI
BMpobHMUTBa A®I - 3MiHW Npodpinto
OOMILLOK 3a Noka3HUKOM « CynyTHi
OoMiwkn» crneumdikaii Ha aitoyy
peyoBUHY deHipamMiHy maneart; 3MiHu |
TMNYy - 3MiHa y napameTpax cneuudikauin
Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®Il, abo
BUXiAHWIA/MPOMiXXHWI NpoJyKT/peareHT, Lo
BVKOPVCTOBYIOTbCS Y NMPOLECI
BMPOGHMUTBA ADI - BUNYyYEHHS 3i
crneundikaii Ha Aitovy peyoBUHY
deHipamiHy ManeaTy nokasHuka
«OnTn4He obepTaHHA»; 3MiHK | TuMy -
3MiHa napameTpiB cneumndikauin Ta/abo
[0NYyCTUMMUX MEX rOTOBOTO FliKapCbKOro
3acoby - BUIydeHo 3 cneuudikauii
roTOBOrO MiKapCbKOro 3acoby MokasHWK
«Konip (onTuyHa ryctuHa npu 415 HM)»;
3MiHM | TUMy - 3mMiHa y MeToaax
BUNPoByBaHHS rOTOBOrO NiKapCbKOro
3acoby - 3MiHU aHaniTUYHOI METOAMKM
BU3HAYEHHS LOMILLKKN 4-amiHObeHony 3a
NMoKa3HUKOM «TeCTM Ha YNCTOTY»
(3anponoHoBaHo: metoa BEPX 3
BUKOPUCTAHHAM (DITyOPECLIEHTHOrO
OeTekTopa); 3MiHW B anbTepHaTUBHIN
meToaumui BEPX (3 BukopuctaHHsM YP-
OeTeKTopy Ha AioAHIN maTpuui) 3a
nokasHukom «KinbkicHe BU3HaYeHHS
Li04nX pevoBUH» (3MiHM pyxomoi dasu 3
METaHOIy Ha eTaHor i 9K HacMifoK 3MiHN
npo6oniaroToBkM Ta yMOB
XpomaTorpadpyBaHHs1) Ta 4OAATKOBO A0
anbTepHaTUBHOI METOAMKM BBEAEHO
BU3HAYEHHS OOHOPIAHOCTI BMICTY
deHipaMiHy manear; 3MmiHu | TUny - 3miHa
napameTpiB cneundikauin Ta/abo
[0NyCTUMMUX MEX FOTOBOTO fiKapCbKOro
3acoby - 3MiHM JONYCTUMUX MEX Mpu
BU3HAYEHHI LLIABMNEBOI KNCMOTH 3a

NoKasHUKOM «TecT Ha YUCTOTY» B
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Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

peecmpauyitiHo2o
noceio4yeHHs1

cneuudikaLii Ha BUMYCK rOTOBOrO
nikapcbkoro 3acoby; 3MiHuM JONYCTUMMUX
MeX NMpu BU3Ha4YeHHi 4-aMmiHodeHony 3a
NOKa3HMKOM «TECT Ha YMCTOTY» B
cneum@ikauisax rotoBoro nikapcbKoro
3acoby; 3MiHu | Tuny - 3mMiHM BUNpobyBaHb
abo 4oNyCTUMUX MeX, BCTAHOBIIEHUX Y
cneumdikauisix, nig Yac BUpOOHULTBA
rOTOBOrO flikapCbKoro 3acoby - BUMy4YeHHS
BUNpobyBaHHs «BTpaTta npu
BUWCYLUYBaHHi» npwu onepadii «KoHTpornb
6a30BOro 3MilLlyBaHHs»; BUNyYEHHSI
BUNpoOyBaHHA «Buxig» npu onepadii
«KoHTponb 6a30B0ro 3milLyBaHHS»; 3MiHU
| TMNy - 3miHa y napameTpax cneundikauin
Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
cneumndikauisx Ha A®Il, abo
BUXiAHWA/NPOMiXHWIA NpoJyKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSH Y MPOLECI
BUpobHMLTBa ADI - 3MiHM KpUTEPIiB
NPUAHATHOCTI 3a NoKasHMKOM «KinbkicHe
BM3HaYeHHSA» crneuundikauii Ha aitovy
peyoBuHY beHipaMiHy maneat
(3anponoHoBaHo: Big 99,0% go 101,0%);
BBEEHHS HOBOrO MOKa3HUKa «3anuLuKoBi
KifTbKOCTi OpraHivHmMX pO34MHHUKIB» 4O
cneundikaii Ha gitovy peqoBUHY
deHipamiHy maneaty; 3miHun | Tuny - 3MiHK
BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBIEHMX Y cneuundikauiax, nig yac
BMPOBHMLTBA rOTOBOTO fiKapCbKoro
3acoby - BUINyYEHHsI BUNPOBYBaHHsI
«Buxig» npu onepaduii «KoHTpornb
KiHLLEBOro 3MiLLlyBaHHS»

UA/3591/03/01

232.

®JIABAME® MAKC
TABJIETKW LLUUNYYI

Tabnetku wunydi no 60
Mmr no 10 TabneTok y
Ty6i; no 1 Ty6i B
KapTOHHiI kopobui

BEPNIH-XEMI Al

Himeyumna

BUPOBHMK, LLO
BUKOHYE
BUPOOHMLTBO "in
bulk", nakyBaHHs,
KOHTPOMb SIKOCTI:
lepmec
ApuHanmiTTens
'm6X, HimeuunHa;
BUPOOHMK, O
BUKOHYE BUMYCK
cepii: bepniH-Xemi

Al', HimeuynHa

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHM | TUMY - NOAAHHST OHOBIIEHOTO
cepTudikaTy BignoBigHoOCTI €BponencbKol
dapmakonei Ne R1-CEP 2004-201-Rev 03
Bifl BXXe 3aTBepaXeHoro BMpobHuka AdI
ambpokcony riapoxnopuay

6e3
peuenma

6e3

UA/0747/01/01

233.

®JIIEBOTOH

renb 2 % no 40 r y Ty6i;
no 1 Ty6i B KApTOHHiIW
nayui

AT "Codpapma”

Bonrapis

BMPOGHMLUTBO
Hepo3adacoBaHol
npoaykuit,

NnepBuHHa Ta

Bonrapis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis:
3MiHM | TUNY - 3miHa po3Mmipy cepii

(BKNOYa4M dianasoH po3Mipy cepii)

peuernma
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Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BTOPWHHA
ynakoska: AT
"Codhapma",
Bonrapis; gossin
Ha BUMNYyCK cepil:
AT "Cocpbapma",
Bonrapis

roTOBOrO fikapCbKoro 3acoby - 3amMiHa
pO3Mmipy cepii roToBOro nikapcbkoro
3acoby: 3 15 750 (630 kr) Ha 10 500 yn.
(420 kr) Ta 18 375 yn. (735 «r); 3miHu |
TUMY - 3MiHW BUNpobyBaHb abo
OOMNYCTUMUX MEX, BCTAHOBINEHUX Y
cneuudikauisix, nig Yyac BUpobHMUTBa
rOTOBOrO flikapCbKoro 3acoby - BUNMy4YeHHS
HesHayHoro BUNpobyBaHHsA B Npoueci
BMpobHuuTBa (p.3.2.P.3.4.
[MpoMeXyTOYHbIN KOHTPOSb
rieKkapCTBEHHOrO NMpenapara — nokasaTternb
MoanuHHOCTB); 3MiHKM y cneundikaii
KOHTPOIMIO SIKOCTI Nig, Yyac BUPOGHMLTBA
roTOBOrO MikapcbKoro 3acoby, y 3B'A3Ky 3
BKJTIOUMEHHSIM YCTaHOBKU (sIka CKradaeTbest
3 MynbTUroMoreHizaTopa Ta peakropa)
"Zoatek" y BMpo6Hu4min npouec; amiHum Il
Tmny - 3MiHn 3 akocTi. A®l. BupobHuuTtso -
BUPOBHMK ADI - Sichuan Xieli
Pharmaceutical Co., Ltd., Ne 860 of
Chaoyang South Road, Pengzhou,
Sichuan 611930, China 3 micuem
BMpobHmuTBa Pharmaceutical Industrial
Park, Pengzhou, Sichuan 611930, China
Hapae aktyanizoBaHun EDMF (AP/Version
Ne5/2016-09-30 Ta RP/Version Ne6/2016-
10-22)

234.

®OPT-TENb

renb 2,5 % no 30 r abo
50 ry Ty6i; no 1 Ty6i y
nayui 3 KapToHy

TOB
"TepHodapm"

YkpaiHa

TOB
"TepHodapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiHux
MaTepianis:
3MiHm | Tuny - noganHHsa Hosoro CEP Big
HoBoro Bupo6Huka A®l R1-CEP 2007-
167-Rev 01

3a
peuerimom

UA/2550/01/01

235.

XEBEPT CUHYCITIC

Tabnetku no 10
Tabnetok y 6nictepi; 4
GnicTtepn B KapTOHHIN
KopobLi

XeBepT
ApuHanmiTTens
'mbX & Ko. KIr

Himeyumna

XesepT
ApuHanmiTTens
'm6X & Ko. KIr

Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHnX
MaTepianis:
3MiHM | TUNY - 3miHa abo foaaBaHHA
wTamniB, NOTOBLLEHb ab0 iHLLIMX
MapKyBaHb, YKIoyarum 3amiHy abo
AopasaHHs hapb Ans MapkyBaHHS
nikapcbKoro 3acoby - 3 MeTow
npusegeHHs n. «Onuc» y cneumdikadii Ta
MeTofax KOHTPOIO AKOCTi Y BiANOBIAHICTb
[0 MaTepianiB peecTpauiiHoro 4ocbe
NPOMOHYETHCS BHECEHHS YTOUYHEHHS Y
OnnC TUCHEHHS Ha TabneTui. BBeaeHHsA
3MiH npoTArom 6-Tn micauiB nicns
3aTBepAXEHHSA

6e3
peuenma

UA/13239/01/01

236.

XNOPrekCuavH

pO34nH Ans
30BHILLHBOrO
3actocyBaHHs 0,05 %,

TOB "®apma
Yepkac"

YkpaiHa

TOB "®apma
Yepkac"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu |l Tuny - 3MiHK Wopo
6e3nekn/edekTMBHOCTI Ta

6e3
peuyenma

UA/16324/01/01
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Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
no 100 mn, 200 mny chapmakoHarnsgy. BHeceHHs1 abo 3miHa(u)
bnakoHax 00 3000B'A3aHb Ta yMOB BUAavi
peecTpaLiiHOro NOCBIAYEHHS, BKIOYaoumn
MnaH ynpasniHHA pusnkamm
(3acTocyBaHHS 3MiH(1), Ski(a)
BMMararoTb(€) noganbLIoro
06r'pyHTYyBaHHSA HOBUMMW [OAATKOBUM
OaHnMu, Wo MaroTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbK/
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) BukoHaHHsi
3060B's13aHb BiAMOBIAHO 40 NianyHKTy 1.13
nyHkTy 1 gogatky 15 go MNopsaky
NpoBeAEHHS eKCNepPTU3N PeECTPaLiiHNX
mMaTepianis Ha nikapcbki 3acobu, Lo
NoAaTbCA Ha AepPXKaBHY pPeecTpalLliio
(nepepeecTpallilo), a TaKoX eKcnepTnaun
MaTepianis Npo BHECEHHS 3MiH OO
peecTpauinHMx MaTepianis NpoTAromM Aii
peecTpauiiHoro NOCBIAYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)
237. LENICTA® PO34MH A4S POTOBOIT MpAT YkpaiHa MpAT YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 6es UA/16403/01/01
NopoXxHuHK, 0,1 mMr/mn "®apmaueBTnyHa "®apmaueBTnyHa marepianis: 3MiHu | Tuny - 3MiHN 3 SKOCTi. peuenma
no 100 mn y donakoHi; no | ipma "OapHuus" cbipma "dapHuuqa” [oToBwWI nikapcbkuii 3aci6. CTabinbHICTb.
1 donakoHy 3 MipHUM 3MiHa y TepmiHax npuaaTtHocTi abo
CTaKaH4vKOM Yy nayui ymoBax 36epiraHHsi FOTOBOro NikapCbKoro
3acoby (iHLWi 3MiHW) 36inNbLUEHHS TEPMIHY
npuaaTHocTi J13:
3aTtBepoxeHo: TepMiH npugaTtHocTi 1,5
poky 3anponoHoBaHo: TepMiH
npuaaTHOCTI 2 poku. BBegeHHs 3MiH
npoTarom 6-Tn micauis nicns
3aTBEPOKEHHS
238. LEPBAPUKC™ CyCneH3isa Ans iH’exuin nakcoCmiTKnsanH Benuka makcoCmiTKnsanH Benbris BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/16310/01/01
BAKUMHA OnA no 0,5 mn (1 gosa) y EkcnopT Nimiteq BpuTtaHis Bionogxikana C.A. marepianis: peuenmom
NMPO®INAKTUKN nonepegHLO 3MiHuM | TUNY - 3miHa y napameTpax
3AXBOPKHOBAHDb, HanoBHEHOMY LUMPUL; 3 cneuundikaLi Ta/abo JonyCTUMNX MEX,
o NOPLUHEM i KOBMAYKoM Y BM3HaYeHuX y cneuudikauisix Ha AdI, abo
BUKIMUKAIOTBCHA KOMMMEKTi 3 ronkoto (y BUXIOHWI/MPOMDDKHWUIA NPOJYKT/peareHT, LWo
BIPYCOM 6nicTtepi) abo y donakoHi BVIKOPVICTOBYIOTbCS Y NMPOLECI
nAnimnmomMmn 3 npobkoto; no 1 BMpobHMLUTBa A®I - 3MiHa aHaniTUYHUX
NOOUHU TUNIB 16 nonepegHLO nocunaHb Ans CUPOBWHK L-rnyTamiH 3 in-
TA18 HaMoOBHEHOMY LLNpULY 3 house MoHorpadgii Ha moHorpadito USP.
ronkoto abo no 1 PepakuinHi npasku o posginy 3.2.5.2.3
rakoHy B KapTOHHIW Control of Materials
KopobLi
239. | HE®TPUNAKCOH NOPOLLIOK AN PO34UHY MpuBatHe YkpaiHa Caicc IHgis BHECEHHS 3MiH A0 peecTpauifiHuX 3a UA/15265/01/01
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Ne
n/n

Ha3ea nikapcbko20

3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

onsinekuimno 1, 1
hriakoH 3 NOPOLLKOM B
KopobLi 3 KapTOHY

nigNpMeMCTBO
"Mporpeccapm”

MepeHTepanc
JTto.

marepianis:
3MiHn |l Tuny - 3MiHn Wwopo
6e3nekn/edekTUBHOCTI Ta

chapmakoHarnsgy. BHeceHHst abo 3miHa(n)

00 3000B'A3aHb Ta yMOB BUAavi

peecTpaLiiHoro NOCBIAYEHHS, BKI0Yaoumn

MnaH ynpasniHHA pusnkamm
(3acTocyBaHHS 3MiH(1), Ski(a)
BMMararoTb(€) noganbLIoro
06r'pyHTYBaHHSI HOBUMW [OAATKOBUM
OaHnmMu, Wo MarTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifNbKM
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHoMm) - BukoHaHHsi
3000B'A3aHb BiAMOBIAHO 40 NiAMYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsaaky
NpoBeAEHHS eKCNepPTU3N PeECTPaLiiHNX
mMaTepianis Ha nikapcbki 3acobu, LWwo
NoAalTbCA Ha AepPXKaBHY pPeecTpalLliio
(nepepeecTpallio), a TaKoX ekcnepTuan
mMaTepianis Npo BHECEHHS 3MiH OO
peecTpauinHMx MaTepianis NpoTArom Aii
peecTpauiiHoro NOCBIAYEHHS,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)

peuenmom

240.

LuuKnonon

TabneTkv no 2 mr, no
10 TabneTtok y
6nictepi, no 4
6nictepu B nayui 3
KapTOHyY

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYMN

LEeHTp
"bopLuariBcbkui
XiMikO-
dapmaLeBTUYH
un 3asoq"

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYUIA

LEeHTp
"BopLyariscbkui
Ximiko-
dhapmaueBTUYH
un 3asopn"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux
MaTtepianis: BUNPaBfEHHSA TEXHIYHOI
NOMWIIKM B OHOBMEHUX MeToAax
KOHTpOnto AKocTi (Haka3 MO3
Ykpainm Ne 506 Big 19.03.2018)
iHdbopmaii Wwoao TepMiHy
npyaaTHOCTI Nikapcbkoro 3acoby.
Mpun npoBeeHHi npoueaypu
BHECEHHS 3MiH 4O peecTpauiiHux
MaTepianis, a came: 3miHu | Tuny -
3MiHa y meToax BUnpobyBaHHs
roTOBOrO NiKapCbKOro 3acody
(He3HayHa 3miHa y 3aTBEPIKEHMX
MeTofax BUNpobyBaHHS); 3MiHu |
TMny - 3MiHa napameTpis
cneumdikaui Ta/abo gonycTumMmnx
MEX roTOBOrO fikapcbKoro 3acoby
(iHWi 3MiHK), He Bynu BpaxoBaHi
3MiHN CTOCOBHO TepMiHy NpUAaTHOCTI
nikapcbkoro 3acoby, ski 6ynum
3aTBEPYKEHI NonepeaHiM Haka3oM -

3a
peuernmom

UA/6549/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Ha3ea nikapcbko20
3acoby

®Popma sunycky

3asieHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

Ne 1006 Big 25.12.2014 (nonaBaHHs
nocTtayarnbHWKIB NEPBUHHOI YNaKOBKM
donbrv antoMiHieBoi Ta NiBKY;
36inbLUeHHs TepMiHy NpUAATHOCTI
M3 (3 3-x go 5-11 pokis) (TepmiH
BBEEHHS 3MiH - MPOTAroM 2-X
MiCALB Nicns 3aTBEPAXEHHS)).
3aTBepakeHa pefakuis B OHOBIEHUX
MK#A: 3 pokun. BipHa pegakuis: 5
pOKiB.

241.

uuknoaon

TabneTkn no 2 mrin
bulk: no 1 kr
TabneTtok y
noABINHUX
NnonieTMneHoBnxX
nakeTtax

My6niyHe
aKuioHepHe
TOBapUCTBO
"HaykoBo-
BUPOOHNYMI
LEeHTp

"BopLuariBcbkui

XiMikO-

hapmMaueBTUYH

ui 3asop”

YkpaiHa

My6nivHe
akuioHepHe
TOBapUCTBO
"HaykoBo-
BUPOGHNYMI
LEHTP
"BopLyariscbkui
XiMiKO-
dapmaueBTUYH
nn 3aBog"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLifiHNX
maTtepianis: BUNPaBeHHs TEXHIYHOT
NMOMWIIKM B OHOBMEHUX MeToAax
KOHTponto sikocTi (Haka3 MO3
Ykpainu Ne 506 Big 19.03.2018)
iHdbopmauii Wwoao TepMiHy
npuaaTHOCTI Nikapcbkoro 3acoby.
Mpu npoBeaeHHi npouenypwu
BHECEHHS 3MiH 0O peecTpaLifiHNX
marepianis, a came: 3MiHu | Tuny -
3MiHa y meToax BunpobyBaHHS
roToBOro fikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBEPIKEHMX
MeTofax BUNpPobyBaHHS); 3MiHu |
My - 3MiHa napameTpis
cneumdikadin Ta/abo gonycTummx
MEX rOTOBOIO JiKapCbKOro 3acoby
(iHWi 3miHK), He Bynn BpaxoBaHi
3MiHN CTOCOBHO TEPMiHY NPUAATHOCTI
nikapcbkoro 3acoby, siki 6ynum
3aTBEPKEHI MonepeaHiM Haka3oMm -
Ne 1006 Big 25.12.2014 (nonaBaHHs
nocTayanbHUKIB NEPBUHHOI YNaKoBKW
donbrv antoMiHieBOI Ta NiBKY;
36inbLUEHHS TepMiHY NPpUAATHOCTI
N3 (3 3-x go 5-11 pokis) (TepmiH
BBEEHHS 3MiH - MPOTAroM 2-x
MicsUIB Nicns 3aTBEPOXKEHHS)).
3aTBepakeHa pefakuis B OHOBNEHUX
MKA: 3 pokn. BipHa pegakuis: 5
POKiB.

UA/12350/01/01

242.

LUUMNPOJIET®

TabneTku, BKpUTI
nniBKOBOK 0BOIOHKOI,

A-p Peagi'c
Jlabopatopic JItg

IHaia

O-p Pepai'c
JlabopaTopic Jltg,

IHAis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny -

3a
peuenmom

UA/2034/02/01
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[IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
no 250 mr; no 10 BupobHuya AamiHicTpaTuBHI 3MiHW. 3MiHa
Tabnetok y 6nictepi; no AinbHUus — 11, HaliMeHyBaHHA Ta/abo agpecu micus
1 6nictepy y nayui IHAis; NPOBaXEHHA OiANbHOCTI
I-p Peapi'c BMpObHWKa/imnopTepa rotoBoro
JlabopaTopic JItg nikapcbkoro 3acoby, BKMHOYayu AinbHULI
(BupobHuua BWMNYCKy cepii abo MicLie npoBedeHHs
AinbHUUA - V1), KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy
IHpis BignoBigae BMpoOHUK/imnopTep,
BKIH0MAKOUM BUMNYCK Cepill) 3MiHa Ha3BuM Ta
appecu BUpobHuka nikapcbkoro 3acoby [-
p Pegnai'c JlabopaTtopic JITa BupobHuya
ainbHuug - 1l , IHais. BeegeHHs 3aMiH
npoTarom 6-Tn micauis nicns
3aTBEPOKEHHS.
243. LUUNPONET® TabneTkn, BKPUTI O-p Pegpi'c IHais O-p Pegnic IHgisa BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/2034/02/02
NNiBKOBOI 0BGOMOHKOL, Tabopatopic Jltg JTabopaTopic Jlta, matepianis: 3MiHu | Tuny - peuenmom
no 500 mr; no 10 BupobHnya AamiHicTpaTvBHI 3MiHW. 3MiHa
Tabnetok y 6rictepi; no AinbHuug — 11, HaviMeHyBaHHs1 Ta/abo agpecu Micus
1 6nictepy y nayui IHAis; NPOBAaMKEHHA AiIANbHOCTI
O-p Peapi'c BMpOBHVMKa/iMnopTepa roToBoro
TNa6opaTopic IlTa nikapcbkoro 3acoby, BKIMHOYaYM AinbHUL
(BupobHuua BWMNYCKy cepii abo MicLie npoBedeHHs
ainbHuUS - V1), KOHTPOMIO SIKOCTI. (QiNbHICTb, 3a Ky
IHais BiAMNoBigae BUpoOHuMK/imnopTep,
BKIH0MAK4M BUMNYCK CEpill) 3MiHa Ha3BM Ta
appecu BUpobHuka nikapcbkoro 3acoby [-
p Pepnai'c JTabopaTtopic JItg BupobHuua
ainbHuUs - 1l , IHais. BeegeHHs 3aMiH
npoTArom 6-Tn MicsAuiB nicns
3aTBEPOKEHHS.
244. LUUNPONET® A TabneTkn, BKPUTI O-p Penpi'c IHais O-p Pegnic IHais BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/11851/01/01
NNiBKOBOK 0BONOHKOM; JTabopatopic Jitg JTabopaTopic JiTg, MaTepianis: 3miHu | Tuny - peuenmom
no 10 Tabnetok y BupobHuya AamiHicTpaTuBHI 3MiHK. 3MiHa
6nictepi; no 1 6rictepy ainbHuua — 1 HaiMeHyBaHHs1 Ta/abo agpecu Micus
B KAPTOHHI KopobLi NPOBaMXEHHS OiAnbHOCTI
BUPOGHWKa/iMnopTepa roToBOro
niKapcbKoro 3acoby, BKIOYayn AinbHULI
BUMYCKy cepii abo MicLe npoBeAeHHs
KOHTPOIO SIKOCTI. (QiiNbHICTb, 3a Ky
BifnoBigae BMpoOHUK/imnopTep,
BKITHOHAI04M BUNYCK Cepilt) 3MiHa Ha3Bu Ta
appecu BUpobHuka nikapcbkoro 3acoby [-
p Pegnai'c JlabopaTtopic JItg BupobHuua
ainbHuus - 1l , IHais. BeegeHHs 3MiH
nNpoTHArom 6-T MicsAUiB nicns
3aTBEPOKEHHS.
245, LWABIIA TabneTtkn Ans TOB "BANEAHT YkpaiHa Xepkens B.B. Higepnangu BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/6984/01/01




132 [IponoBxeHHs nonarka 3
Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo20
noceio4yeHHs1
pO3CMOKTyBaHHS, no 10 SOAPMACBLHKOTIKA maTtepianis: 3miHu Il Tuny - 3MiHn Woao peuernma
Tabnetok y 6nictepi, no ng" 6e3nekn/edheKTUBHOCTI Ta

2 6nictepu y kopobui 3
KapTOHY

dapmakoHarnsay. BHeceHHs abo 3miHa(u)
0o 3060B's13aHb Ta yMOB Buaaui
peecTpaLiiHoro NOCBIAYEHHS, BKI0Yaoumn
MnaH ynpasniHHA pusnkamu
(3acTtocyBaHHs 3MiH(1), Ski(a)
BMMararoTb(€) noganbLIoro
06rpyHTyBaHHSi HOBUMW JOAATKOBUM
OaHMMu, WO MalTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifNbK/
BMMaraeTbCsl CyTTEBA OLjiHKa
KOMMETEHTHUM opraHom) BukoHaHHs
3060B's13aHb BigNoBigHO 40 NianyHkTy 1.13
nyHkTy 1 gogatky 15 go Mopsaky
NpOBEeAEHHS eKCNepTU3N PeecTpaLiiHnx
mMaTepianis Ha nikapcbki 3acobu, Lwo
noAaTbCs Ha AepXKaBHY peecTpaLiio
(nepepeecTpaliio), a Takox ekcnepTusu
MaTepianis Npo BHECEHHS 3MiH OO
peecTpauiiHix maTtepianis NPoTArom aii
peecTpaLiiHOro NoCBigYeHHs,
3aTBepakeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Haka3sy
MO3 Big 23.07.2015 Ne 460)

B.o. HayanbHUKa YnpaBniHHA ¢papmaueBTUYHOI

AIANbHOCTI Ta AKOCTi papmMaueBTUYHOI NpoAayKuil

H.B. lN'yuan




