NEPENIK

DopaTtok 3
po Haka3y MiHicTepcTBa OXOpPOHM
3p0poB’a YKkpaiHm
27.07.2018 Ne 1401

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

Ne
n/n

Hasea
JliKapCcbKO20
3acoby

Popma sunycky

3asisHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpauyitina npouyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

ABEJIOKC®

pO34mnH Ans iHdysin, 400
mr/250 mn, no 250 mn
PO34MHYy y dnakoHax; no 1
nakoHy B KApTOHHIW
nayui

Banep ®apma Al

Himeuumna

Banep ®apma
Al

Himevuunna

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis:
3MiHun Il Tuny - 3miHn wopno
6e3nekn/eeKkTuBHOCTI Ta
apmakoHarnsagy. BHeceHHs abo
3MiHa(v) ao 30608B'sA3aHb Ta YMOB
BMAaui peecTpauiiHoro nocBigYeHHs,
BKNtoyatoun MNnaH ynpasniHHA
pu3nkamMm (3aCTOCYBaHHS 3MiH(K),
AKi(a) BMMaratoTb(€) noaansLIoro
06r'pyHTYBaHHSA HOBMMMW JOAATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKiNbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHom) -
BukoHaHHA 3000B'A3aHb BiANoOBiAHO
00 NianyHKTY 2.3 NyHKTY 2 goaartky
15 po Mopsiaky npoBeAeHHs
eKcrnepTn3n peecTpaLinHmx
marepianis Ha nikapcbki 3acobu, wo
nodatloTbCs Ha AepXKaBHy peecTpaLiiio
(nepepeecTpaLiio), a Takox
eKkcnepTM3n martepianis npo
BHECEHHS 3MiH A0 peecTpauinHnx
marepianis NnpoTarom it
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pegakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)

3a peuernmom

UA/4071/02/01

ADEHIHY
rigPoxnorua

KpUCTaniYHUn NOpoLLIOK
(cybeTaHuis) y
nonieTUneHoBNX nNakeTax
Ans dhapmaLleBTUYHOro
3aCTOCYBaHHS

TOB "BAJTAPTIH
PAPMA"

YkpaiHa

Taixoy KciHrmiHr
dapmachbtoTikan
Ko., N1A.

Kutan

BHECEHHS 3MiH 0 peecTpauinHnx
maTepianis: 3MiHu | TNy -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHUKa (BracHUKa peecTpaLiniHoro
nocsigyeHHs) - 3miHa agpecu
3asiBHUKA

UA/14436/01/01

Al-M-BIOJIIK

CycneHsisa ans iH'ekuin, 5
Lf/no3a; no 0,5 mn (1
nosa) abo 1 mn (2 gosn) B
amnyni; no 10 amnyn y
nayui

NAT
"®APMCTAHOAPT-
BIONIK"

YkpaiHa

MAT
"®APMCTAHOA
PT-BIONIK"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6.
Onwuc Ta cknag (iHwWi 3MiHn)
3a3HayeHHs KiNbKoCTi Aitoyoi
PEYOBMHM Ha OAVHULIIO [O3N.
3atBepaxeHo: CycneHsia ans

3a peuerimom

UA/15846/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

iH’ekuin; 3anponoHoBaHo: CycneHsis
ans iv’ekuin, 5 Lf/nosa.

ANN-M-BIOJIK

CycneHsisa Ans iH'ekuiv no
0,5 mn (1 gosa) abo 1 mn
(2 posn) B amnynax Ne10

NAT
"®APMCTAHOAPT-
BIONIK"

Ykpaina

MAT
"®APMCTAHOA
PT-BIOJIK"

Ykpaina

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu Il Tuny - 3miHn
wopno 6e3nekun/edekTMBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo
3MiHa(u1) Ao 30608B's13aHb Ta YMOB
Buaadi peecTpauinHoro noceBig4eHHs,
BKNtoyaroun MNnaH ynpasniHHA
pv3nKamMm (3aCTOCYBaHHS 3MiH(K),
siKi(a) BUMaratoTb(€) noganbLIoro
06r'pyHTYBaHHS HOBUMU AOAATKOBUM
AaHVMK, WO MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiflbK/
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OpPraHoMm) -
BukoHaHHs 3060B's13aHb BignoBiaHO
Ao nignyHkty 1.13 nyHkTy 1,
nianyHkTy 2.3 NyHKTY 2 gogatky 15
po MNMopsaky NpoBeaeHHst ekcnepTuan
peecTpauiiHux maTtepianis Ha
nikapcbki 3acobwm, Lo noaarTbes Ha
AepXaBHy peecTpalito
(nepepeecTpallito), a Takox
ekcnepTM3n martepianis npo
BHECEHHS 3MiH 0 peecTpauinHnx
MaTepianis NpoTarom Aii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii
Hakasy MOS3 Big 23.07.2015 Ne 460)

3a peuernmom

UA/15665/01/01

ASMMEO®

kancynu no 250 mr no 6
abo no 10 kancyn B
6nicTepi; no 1 6rictepy B
navui

NAT
"KuiBmegnpenapat”

YkpaiHa

MAT
"KuiBmegnpenap
at"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu Il Tuny - 3miHn
wopno 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(1) 8o 3000B'si3aHb Ta yMOB
BuAadi peecTpauiiHoro nocBig4eHHs,
BKtovatoum MNnaH ynpaeniHHs
pu3nKamMm (3aCTOCYBaHHS 3MiH(K),
Ki(a) BMMaraioTb(€) NoaanbLLOoro
06r'pyHTYBaHHS! HOBUMY JOAATKOBUM
OaHuMu, Lo MaloTb HagaBaTUCs
KOMMETEHTHUM OPraHoOM, OCKiNbKN
BMMaraeTbCs CyTTEBA OLiHKa
KOMMETEHTHNM OpraHoM) BukoHaHHs
3060B'A3aHb BIANOBIAHO A0 NIANYHKTY
1.13 nyHkTy 1 gogatky 15 go
Mopsiaky NPOBeAEHHST eKcnepTUan
peecTpaLiiHux MaTepianis Ha

3a peuernmom

UA/7234/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
nikapcbki 3acobwu, Lo nofaTbes Ha
AepXaBHy peecTpalito
(nepepeecTpallito), a Takox
ekcnepTM3n martepianis npo
BHECEHHS 3MiH 40 peecTpaLiiHnX
mMaTtepianis npoTarom gii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MOS Big 23.07.2015 Ne 460)
6. | ASUMEO® NOPOLLIOK AN opanbHoi MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx 3a peyenmom UA/7234/03/01
cycneHsii no 200 mr/5 mn, "KviBmegnpenapat” "KviBmegnpenap marepianis:
1 dpnakoH 3 nopoLukom at" 3MiHM | TURy - 3MiHK Woao
(1200 Mr asuTpomiumHy) 6e3nekn/edeKTMBHOCTI Ta
ans 30 mn opanbHoi dapmakoHarnsgy - 3aTBepaXeHHs
cycneHsii pa3om 3 KOPOTKOI XapakTepUCTUKU
KanibpysanbHUM
LLUNPULIOM Ta MipHOIO
JIOXKEYKOI B NavLi
7. | ASUMEO® NOPOLLIOK AN opanbHoi MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux 3a peuyenmom UA/7234/03/02
cycnensii, 100 mr/5 mn, 1 "KviBmegnpenapat” "KviBmegnpenap marepianis:
dnakoH 3 nopotukom (400 at" 3MiHM | TURy - 3MiHK Woao
Mr asuTpomiuuHy) ans 20 6e3nekn/edeKkTMBHOCTI Ta
MIT CyCMeH3ii y onakoHi; dapmakoHarnsgy - 3aTBepaXeHHs
no 1 dnakoHy pasom 3 KOPOTKOI XapaKTepUCTUKM
KanibpoBOYHNM LLMPULIOM
i MipHOIO NOXEeYKOoK B
nayui
8. | ABUTPOKC® 500 | TabneTku, BKpUTI TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyermom UA/4822/01/02
nniBkoBol 060MOHKOI, N0 Pecnybnika Pecnybnika marepianis:

500 mr Ne 3: no 3
TabneTtku y Gnictepi; no 1
GrnicTepy B KapTOHHiW
KopobLi

3MiHM | TURY - 3MiHW y Npoueci
BMPOGHMLTBA rOTOBOrO MiKapCbKOro
3aco0y, BKIKOYa4m MPOMIKHUN
NpoAYKT, L0 3aCTOCOBYETLCH NpU
BUPOGHMLTBI FOTOBOrO NiKapCbKOro
3acoby - He3HayHa 3MiHa y NpoLeCi
BMPOGHMLITBA rOTOBOrO fiKapCbKOro
3acoby, a came B Mpoueci
rpaHynioBaHHs 36iNblUyeTbCA
KinbKiCTb BOAW OYMULLEHOI, WO
3asBMeHo Ans onTuMisadii Ta
BAOCKOHANEHHS TEXHOMOM4YHOro
npotecy. 3miHa He BNnuBae Ha
roToBy nikapcbky hopMy (NMOKa3HUK
BOJIOrOCTi 3anNMULLAETLCH HE3MIHHUM
Ta He BigOyBaETLCA 3MiH Y
Cneuudikauii); 3amiHu | Tuny - 3miHa
po3mipy cepii (Bkrtoyatoum giana3oH
pO3Mipy cepii) roToBOro NikapcbKoro




4 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
3acoby - BBEEHHsI J00aTKOBOIO
36inbLUEHOro Po3Mipy cepii MPOAYKTY,
a came 530 000 Tabnetok = 450,5 kr
3 EKOHOMIYHMX MPUYMH
9. | ABUTPOMILUUH TabneTtkn, BKpUTI AT "I'piHgekc" INatBis Bnydapma- MopTyranis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/13480/01/01
FPIHOEKC NNiBKOBOK 0GONOHKOI0, MO IHaycTpis maTtepianis:
500 mr no 3 TabneTkun y dapmaueBTyKa, 3MiHu | TUNY - BUNYYeHHS BUPOBHMYOI
6nicTepi; no 1 Gnictepy B C.A. OinbHuui ana APl A3uTpomiumH
nayui 3 KapToHy Ercros S.A., Spain
10. | ASUTPOMILUH- kancynu no 125 mr gns ToBapucTso 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a peuenmom UA/9503/01/01
300POB'A TOB "dapmaneBTnyHa obmexeHot BMPOBHMLUTBA, matepianis: 3miHu | Tuny -
KomnaHis "3gopos’sa": no 6 BiAMNOBIAAMBHICTIO KOHTPOMb SKOCTI, AamiHicTpaTuBHI 3MiHU. 3MiHa
Kancyn y 6nictepi; no 1 "®apmaueBTnyHa BUMNYCK Cepil: HanmeHyBaHHA Ta/abo agpecu
GnicTepy B KapTOHHIl KomMnaHis "3gopos's" ToBapucTtBeo 3 3asiBHUKA (BnacHUKa peecTpaLinHoro
KopobLi; obmexeHo NoCBiAYEHHS) - 3MiHa agpecu
ans TOB "®apwmekc MNpyn": BiAMNoBiAanbHICT 3asiBHUKa. BBeAeHHs 3MiH npoTsarom
no 6 kancyn y 6nictepi, no 10 6-Tn MicsLiB NicNsi 3aTBEPOYKEHHS.
1 6nicTepy B KapTOHHIN "®apmaueBTUYH 3Minn | TUNY - AgMiHICTpaTUBHI
Kopobui; no 6 kancyn y a KoMMaHis 3MiHN. 3MiHa HanveHyBaHHs Ta/abo
6nicTepi, no 1 Gnictepy B "3popos's"”, agpecu Micusi NPOBaMKEHHS
KapTOHHIN kopobLi Ykpaina; AisgnbHOCTI BUpOGHMKa/imnopTepa
BCi cTagii roTOBOrO fikapcbKoro 3acoby,
BUPOBHMUTBA, BKITHOMAI04M OinNbHULI BUNYCKY cepil

KOHTPOIb SKOCTI:

ToBapucTtBo 3
obMexeHo
BignoBiganbHicT
10 "®APMEKC
FPYI", YkpaiHa

abo micLe npoBeAeHHs KOHTPOMO
AKOCTI. (AiANbHICTb, 3a AKY
BignoBigae BUpoGHuK/iMnopTep,
BKITI0MAK04M BUMNYCK Cepil) 3MiHa
agpecy BUpobHvka ToBapucTeo 3
obMeXeHoo BianoBiaanbHICTO
"®apmaueBTUYHa KOMMaHisi
"3popos'a”, YkpaiHa (Bci cTagii
BMPOGHMLTBA, KOHTPOIb SKOCTI,
BUNYCK cepii), 6e3 3MiHn micua
BUpOOHMLTBA: BBEaEHHS 3MiH
npoTSArom 6-Tu MicsLiB nicns
3aTBepAKeHHA. 3MiHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NPOBaXXEHHS OiSANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKNoYa4n
AinbHWL BUNYyCKy cepii abo micue
NPOBEAEHHS KOHTPOJSTHO SIKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOGHWK/IMNOPTEP, HE BKIOYa4n
BUMNYCK Cepiln) 3MiHa agpecu
BMpOGHMKa ToBapucTBo 3
obMexXeHoo BianoBiaanbHICTO
"®APMEKC I'PYTI1", YkpaiHa (Bci
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

cTagii BUPOGHMLTBA, KOHTPOIb
AKoCTi), 6e3 3MiHM micust
BUPOGHMUTBA: 3MiHM | Tuny - 3MiHK
wono 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHW) 3amiHa
rpachiyHoOro ochopmMIEHHS NEPBUHHOI
Ta BTOPVMHHOI YNaKoBOK Ha TEKCT
MapKyBaHHS! ynakoBOK 3
BiANOBIOHNMW 3MiHAMK 0 po3Ainis
MKA N3 (posain «IpadivHe
0POPMIEHHA» 3aMiHEHO PO34ifloM
«MapKyBaHHs»).
BBeneHHs 3miH NnpoTArom 6-tn
MicsiLiB nicnsi 3aTBepKEHHS. 3MiHu |
Tuny - 3MiHM 3 sikocTi. [oTOBMIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHuUi 3aci6.
3MiHa chopmu abo poamipy
KOHTEWHepa Yx 3aKynoproBanbLHOro
3acoby (NepBUHHOI yNakoBKM)
(HecTepunbHi Nikapcbki 3acobu)
BBeJEHHS [404aTKOBOro TUMOPO3Mipy
NEepPBUHHOI YNaKoBKW, LLO
BKINagaeTbcsi B kopobku Ne 6 (6x1),
6e3 3MiHV NMePBNHHOTO NaKyBarbHOro
maTtepiany

11.

A3UTPOMILIUH-
300POB'A

kancynu no 250 mr ans
TOB "®apmaveBTuyHa
KomnaHisi "3popos’s": no 6
Kancyn y 6nictepi; no 1
bnictepy B KapTOHHiW
KopobLi;

ans TOB "dapmekc Mpyn":
no 6 kancyn y 6nictepi, no
1 6nicTepy B KapTOHHIN
Kopobui; no 6 kancyn y
6nicTepi, no 1 6rictepy B
KapTOHHiI kopobui

TosapucTBo 3
obMmexeHo
BiANoBiganbHiICTIO
"®apmMaueBTNYHa

KomMnaHis "3gopos's"

YkpaiHa

BCi cTagil
BMPOGHMLTBA,
KOHTPOMb SIKOCTI,
BUNYCK cepii:
ToBapwucTtBo 3
obGMexeHo
BignoBiganbHicT
10
"®apmaueBTUYH
a KoMnaHisa
"3popos'a”,
YkpaiHa;

BCi cTagil
BUPOOHMUTBA,
KOHTPOIb SIKOCTI:
ToBapucTtBo 3
obMexeHo
BignoBiganbHicT
10 "OAPMEKC
FPYI", Ykpaina

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHnx
matepianis: 3miHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asiBHMKA (BNacHWKa peecTpauiiHoro
NnocBigYeHHs1) - 3MiHa agpecu
3asBHUKa. BBeAeHHs 3MiH npoTsirom
6-T MicauiB nicns 3aTBEPAXKEHHS.
3MiHu | TUNY - AgMmiHicTpaTuBHI
3MiHWN. 3MiHa HaMeHyBaHHs Ta/abo
appecu Micus NpPOBafKeHHs
nisnbHOCTI BUpOGHMKa/imnopTepa
roTOBOrO fikapCbKoro 3acoby,
BKITHOYAI04M AiNbHUL BUNYCKY cepil
abo micue npoBeAeHHsI KOHTPOIIo
SIKOCTI. (OisnbHICTb, 3a AKY
BignoBigae BMpOGHMK/iMnopTep,
BKIH0MAKO4M BUMNYCK Cepill) 3MiHa
agpecu BupobHuka ToBapucTseo 3
obMmexeHo BiAnoBiAanbHICTIO
"®apmaueBTUYHa KOMNaHis
"3popos's", YkpaiHa (Bci cTagii
BUPOBHMUTBA, KOHTPOSIb SIKOCTI,

3a peuenmom

UA/9503/01/02
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BMNYCK cepii), 6e3 3miHn Micust
BUpOGHMLTBA: BBEaeHHS 3MiH
NpoTSArom 6-Tu MicsiLiB nicns
3aTBepAKEHHS. 3MiHu | Tuny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa
HanMmeHyBaHHs Ta/abo agpecu Micus
NPOBaAXeHHSs QisiNbHOCTI
BMpOGHMKa/iMnopTepa roToBOro
nikapcbkoro 3acoby, BKnoyaun
AinbHWL BUNYycKy cepii abo micue
NpoBeAeHHS KOHTPOIO SIKOCTi.
(misnbHicTb, 3a AKy Bignosigae
BMPOBHWK/IMNOPTEp, HE BKIOYa04n
BUNYCK Ccepiln) 3MiHa agpecu
BMpoGHMKa ToBapucTeo 3
06MexXeHOoI0 BignoBiganbHiICTIO
"®APMEKC I'PYI", Ykpaina (Bci
cTagji BUpobHUUTBA, KOHTPOb
SIKOCTI), 6e3 3MiHM micus
BUPOGHMUTBA: 3MiHM | Tuny - 3MiHK
wopo 6esnekun/edpekTMBHOCTI Ta
apmakoHarnsaay (iHwi 3mMiHW) 3amiHa
rpaciyHoOro 0hopMIEHHS NEPBUHHOT
Ta BTOPWMHHOI YNakoBOK Ha TEKCT
MapKyBaHHS1 yMakoBOK 3
BigNOBIgHVMM 3MiHaMK [0 po3ginis
MKA N3 (po3sgin «IpacivuHe
0OOPMITIEHHSA» 3aMIHEHO PO34iNoMm
«MapkyBaHHs»).
BBeneHHs 3MiH npoTArom 6-tu
MicsILiB nicnsi 3aTBEPAXKEHHS. 3MiHu |
Tuny - 3MiHK 3 sikocTi. [oToBUMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6.
3MiHa copmu abo po3mipy
KOHTEeWHepa Yx 3aKynoproBanbHOro
3acoby (NepBMHHOI yNakoBKM)
(HecTepunbHi nikapcbki 3acobu)
BBEJEHHS [OAATKOBOrO TMMNOPO3Mipy
NEepPBUHHOI YNaKoBKM, LLO
BKNagaeTbcsi B kopobku Ne 6 (6x1),
6e3 3MiHW NePBUHHOIO NakyBarbHOro
martepiany

12.

A3VTPOMILVIH-
3[10POB'SA

kancynu no 500 mr ans
TOB "dapmaueBTuyHa
KomnaHis "3gopos’a": no 3
kancynu y énictepi, no 1
GnicTepy B KapTOHHil
Kopobui;

TosapucTBo 3
o6MeXeHo
BiAnoBiganbHIiCTO
"®apmMaueBTnYHa

KoMnaHis "3gopos's”

YkpaiHa

BCi cTagil
BMPOGHMLTBA,
KOHTPOMb SIKOCTI,
BUNYCK cepii:
ToBapwucTtBo 3
0BOMEXEHO

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnx
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHUka peecTpaLiiHoro
NOCBiAYEHHS) - 3MiHa agpecu

3a peuenmom

UA/9503/01/03
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

ans TOB "®apwmekc MNpyn":

no 3 kancynu y 6nictepi,
no 1 Gnictepy B KApTOHHIW
kopobuj; no 3 kancynu y
6nicTepi, no 1 6nictepy B
KapTOHHil kopobui

BignosiganbHicT
10
"®apmMaueBTUYH
a KoMnaHis
"3popos'sa"”,
YkpaiHa;

BCi cTagii
BUPOGHMUTBA,

KOHTPOIb SIKOCTi:

ToBapwucTtBo 3
obmMexeHo
BignoBiganbHicT
10 "OAPMEKC
FPYI", Ykpaina

3asBHMKa. BBegeHHs 3MiH NpoTArom
6-TV MicsLiB NicNs 3aTBEPOXKEHHS.
3MiHu | TUNY - AgMiHiCTpaTUBHI
3MiHWU. 3MiHa HallMeHyBaHHs1 Ta/abo
agpecu Micus NPoBaMKeHHs
nisinbHOCTI BUpOBHUMKa/imnopTepa
rOTOBOrO fikapcbKoro 3acoby,
BKIOMAUN AinbHULI BUNYCKY cepil
abo micLe npoBeAeHHs! KOHTPOIO
AKOCTI. (AiANbHICTb, 3a AKY
BignoBigae BMPOGHMK/iMnopTep,
BKIHOMAKO4M BUMNYCK Cepill) 3MiHa
agpecy BUpobHvka ToBapucTeo 3
obMexeHoo BianoBiaanbHICTO
"®apmaueBTUYHa KOMMNaHisi
"3popos'a", YkpaiHa (Bci cTagii
BUPOBHMUTBA, KOHTPOJSIb SIKOCTI,
BUNycCK cepii), 6e3 3MiHN Micus
BUpOOHMLTBA: BBEaEHHS 3MiH
npoTsarom 6-Tu Micsauis nicns
3aTBepOKEHHS. 3MiHu | Tuny -
AJMiHiCTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NpoBafXXeHHA OisNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKnoYaun
AinbHWU BUNYycKky cepii abo micue
NPOBEAEHHS! KOHTPOJIHO SIKOCTi.
(misnbHicTb, 3a sKy Bignosigae
BUPOGHWK/IMNOPTEP, HE BKIOYa4H
BUMNYCK Cepiln) 3mMiHa agpecu
BMpOGHMKa ToBapucTeo 3
obMeXeHoo BianoBiaanbHICTO
"®APMEKC I'PYIM", YkpaiHa (Bci
cTagii BApo6HMLTBA, KOHTPOIb
AKkocTi), 6e3 3MiHM Micusi
BUpOGHMUTBA: 3MiHM | Tuny - 3MiHn
wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW) 3amiHa
rpacpiyHoro ohopMneHHs NepPBUHHOT
Ta BTOPWMHHOI YNakoBOK Ha TEKCT
MapKyBaHHS! yNakoBOK 3
BigNOBIgHMMM 3MiHAMK [0 PO34iniB
MKAA N3 (po3sgain «IpagivuHe
OOPMIIEHHSA» 3aMiHEHO PO34ifioM
«MapKyBaHHs»).
BBegeHHs 3MiH NnpoTArom 6-tu
MicsaLB Micns 3aTBEPAXEHHS. 3MiHM |
Tuny - 3MiHK 3 sikocTi. [oToBMI
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHuUi 3aci6.
3MiHa chopmu abo posmipy
KOHTENHepa 4u 3aKynoproBanbHOro
3acoby (NepBUHHOI yrakoBKM)
(HecTepwvnbHi Nikapcbki 3acobu)
BBeJEHHS [0AaTKOBOro TUMOPO3Mipy
NepBUHHOI YNaKoBKM, LLO
BknagaeTbcsi B kopobku Ne 3 (3x1),
6e3 3MiHW NePBUHHOIO NakyBanbHOro
maTtepiany
13. | AlIb®APEKIH® niodinisaTt Ana po3ynHy TOB "BAJNAPTIH Ykpaina TOB Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnX 3a peuenmom UA/15135/01/01
ans v ekuin no 1 mnH MO, DOAPMA" "BANAPTIH martepianis: 3miHu | Tuny -
10 cpnakoHis 3 DGAPMA", AOMiHiCTpaTUBHI 3MiHW. 3MiHa
niodpinizatom B YkpaiHa HaiMeHyBaHHs1 Ta/abo agpecu
NnacTyKoBIN kaceTi; no 1 (makyBaHHS 3 3asiBHMKa (BNacHWKa peecTpauiiHoro
KaceTi B KAPTOHHIN ¢opmu "in bulk" noceigyeHHs) - 3miHa agpecu
Kopobui; 5 dprakoHis 3 dipmu- 3asBHUKA (BracHUKa peecTpaLinHoro
nioginisaToM y KOMMnNekxTi BMpobHuKka TOB noceigyeHHs). BeegeHHs 3MiH
3 5 amnynamu po3ynHHUKa "HaykoBo- NpoTHArom 6-Tv MicsLiB nicns
no 2 mn (Bopa Ans BMPOGHMYa 3aTBEPIKEHHS.
iH'eKUiN) B NNacTMKoBIn KOMMNaHis
kaceTi; no 1 kaceTi B "IHTepdapmbioT
KapTOHHiI kopobLyi; 1 eK", YkpaiHa);
drnakoH 3 nioginizatom y BUPOBHMK
KOMMMeKTi 3 1 aMmnyrnot PO34YMHHUKA:
pO34MHHMKa No 2 mMn (Boaa MAT
ONs iH'€KUi) B KAPTOHHIN "Manunydapm”,
KopoobLi YkpaiHa
14. | ANIb®APEKIH® niodinisaTt Ana po3ynHy TOB "BAINAPTIH Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpauifiHnX - UA/15134/01/01
Ans iH'ekuini no 1 mnH MO DPAPMA" BMPOGHMYa matepianis: 3miHu | Tuny -
in bulk: no 50, 500 a6o KoMnaHisa AaMiHicTpaTuBHI 3MiHU. 3MiHa
1000 donakoHiB 3 "IHTepcapmbioT HaviMeHyBaHHs1 Ta/abo agpecu
niocpinizatom B Kopobui 3 ex" 3asiBHMKA (BNacHWKa peecTpauiiHoro
KapTOHY noceigyeHHs) - 3miHa agpecu
3asiBHMKA (BNacHWKa peecTpauiiHoro
NnocBiaYeHHs). BBeeHHs1 3MiH
npoTarom 3-x micauis nicns
3aTBEPAKEHHS.
15. | AMBPOKCOI- cupon, 15 mr/5 mn no 100 ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpaLiiH1X 6e3 peuenma UA/5897/01/01
300POB'A My donakoHi, no 1 obmexeHo BMPOGHMLTBA, maTepianis: 3miHu | Tuny -
rakoHy pa3oMm 3 MipHOLD BignoBiganbHicTO KOHTPOMb SIKOCTI, AamiHicTpaTuBHi 3MiHW. 3MiHa
TIOXKOI B KAPTOHHIl "dapmaueBTUyHa BUMYCK cepii: HaliMeHyBaHHS Ta/abo agpecu micus
KopoO6Li KoMnaHis "3gopos's” ToBapucTtBo 3 NPOBaXeHHSs QisiNbHOCTI
obMexeHo BUpOGHMKa/iMnopTepa rotoBoro
BignoBiganbHicT nikapcbkoro 3acoby, Bkoyaum
10 AinbHULI BUNYycKy cepii abo micue
"®apmaueBTUYH NpoBeAEHHS KOHTPOIO SKOCTI.
a KoMmnaHis (BisnbHICTb, 3a AKy Bignosigae
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
"3gopos'sa"”, BUPOGHWK/IMNOPTEP, HE BKIOYAKUM
YkpaiHa; BWNYCK cepiln) 3MiHa agpecu
BCi cTagii BMpobHMKa ToBapuCTBo 3
BMPOGHMLTBA, 0o6GMeXeHOI0 BignoBiganbHicTio
KOHTPOSb SKOCTi: "XapkiBcbke hapmaLeBTUYHe
ToBapucTtBeo 3 nignpvemcTao "3g0poB's Hapoay",
0BMeXeHo 6e3 3miHM Micus BUpobHULTBa
BignosiganbHicT (neperimeHyBaHHS Byn. MenbHukoBa
10 "XapkiBcbke Ha Byn. KynukiBcbka).
dapmaleBTU4He
nianpueMcTBo
"3popos.'sa
Hapoay",
Ykpaina
16. | AMBPOKCOIl- cupon, 30 mr/5 mn no 100 ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpauiiH1X be3 peuenma UA/5897/01/02
3A00POB'A My donakoHi; rmo 1 obmexeHoto BMPOGHMLTBA, matepianis: 3miHu | Tuny -
POPTE dnakoHy pasom 3 MipHO BignoBiganbHicTo KOHTPOSb SIKOCTI, AamiHicTpaTuBHI 3MiHU. 3MiHa
TIOXKOIO B KAPTOHHIN "®apmaueBTyHa BUMNYCK Cepil: HanMmeHyBaHHs Ta/abo agpecu Micud
Kopoo6ui KomnaHis "3gopos's” ToBapucTso 3 NpOBaAXeHHS AiANbHOCTI
obGMexeHo BUpoGHMKa/iMnopTepa roToBoro
BignoBiganbHicT nikapcbKkoro 3acoby, BKoyaum
10 AinbHWL BUMYycKy cepii abo micue
"®apmMaueBTUYH NPOBEeAEHHSA KOHTPOSO SKOCTI.
a KoMmnaHis (misnbHicTb, 3a AKy Bignosigae
"3gopos'a", BUPOBOHMK/IMNOPTEP, HE BKIOYAOuM
YkpaiHa; BUNYCK Ccepiln) 3MiHa agpecu
BCi cTagii BMpOGHMKa ToBapucTeo 3
BUPOBHMLTBA, obmexeHol BianosiaanbHICTO
KOHTPOIb SIKOCTi: "XapkiBcbke papmaLueBTUyHe
ToBapwucTtBo 3 nignpvemMcTao "3gopos's Hapoay",
obmexeHor YkpaiHa (BCi cTagii BUpoOHULTBa,
BignoBiganbHicT KOHTpPOrb SIKOCTi), 6e3 3MiHM Micus
10 "XapkiBcbke BUPOGHMLTBA:
dapmaueBTUYHe
niagNpUEMCTBO
"3popoB's
Hapoay",
YkpaiHa
17. | AHANDbIIH- po34mnH Ang iH'ekuin, 500 ToBapucTBo 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauifiHnX 3a peyenmom UA/5706/02/01
300POB'A mr/mMmn no 1 mn aéo 2 mn B obMeXeHow obmexeHow maTepianis:
amnyni; no 10 amnyn y BiAnoBiganbHICTIO BignoBiganbHicT 3MiHuM | TUNY - NogaHHA HOBOrO
KapTOHHiIn kopobuj; no 1 "®apmaueBTiHa 10 ceptudpikaTa BignosigHocTi E® No.
M abo 2 mn B amnyni; no KoMmnaHis "3gopos's" "®apmMaueBTUYH R1-CEP 2001-356-Rev 03 gnsa
5 amnyn y 6nictepi; no 2 a KoMnaHis [iloY401 pevoBMHU MeTaMmi3ony HaTpito
GnicTepn y KapTOHHiN "3popos's" MOHOriApaT Bif 3aTBEPAXKEHOrO

kopobui; no 10 amnyn y
GnicTepi; no 1 Gnictepy y
KapTOHHiI kopobui

BUPOOHMKA 3 3a3HAaYEHHSAM agpec
BUPOGHMYMX AiNbHULb i SIK HACMigoK
3MiHM y cneuudpikauii Ta meTogis
BXiJHOrO KOHTPOSIO SIKOCTi Aito40i
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa Ymoeu Homep
eionycky peecmpayitiHo2o
noceio4yeHHs1

PEeYOBUHM 3@ MOKA3HUKOM
«3anuLWKoBI KiNbKOCTi OpraHiyHnx
PO3UYMHHUKIBY; CYNYTHS 3MiHA: 3MiHa
y NnapameTpax cneuudikauiv Ta/abo
AOMYCTUMUX MEX, BUSHAYEHNX Y
cneungikauisx Ha A®l, abo
BUXiAHVN/MPOMDKHMI
NpoAYyKT/peareHT, Lo
BMKOPUCTOBYIOTLCA Y NPOLIEC
BMpoGHMUTBa ADI - 3miHa y MeToaax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMixxHoro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NPOLEC
BMpOGHMUTBa ADI (iHLWi 3MiHK Y
mMeToAax BUNpobyBaHHSA (BKMHOYao4n
3amiHy abo gonoBHeHHs) AD| abo
BWXiAHOTrO/MPOMIDKHOIO NPOAYKTY);
3MiHu | Tuny - 3miHa Hassu AP| abo
[OMOMIDKHOT peYOBMHUN — NPUBEAEHHSA
Ha3BW Ail04Oi PEYOBUHU Y
BignoBigHicTe Ao EP; 3amiHn | Tvny —
BBEAEHHS 4OAAaTKOBOI AinbHUL
BMPOOHMLTBA Bif 3aTBEPAXXEHOrO
BMPOBHMKA; 3MiHW | TUNY - 3MmiHa Yy
napametpax cneuudikadi Ta/abo
AOMYCTUMUX MEX, BUSHAYEHNX Y
cneundikauisx Ha A®I, abo
BUXiAHWA/MPOMIXXHUIA
NpoAyKT/peareHT, LWo
BVKOPVCTOBYIOTBCS Y NMPOLIECI
BUPOGHMUTBa ADI; cynyTHA 3MiHa:
3MiHa y MmeTofax BunpobysaHHst ADI
abo BuxigHoro
mMarepiany/npoMixxHoro
NpoAyKTy/peareHTy, Wo
BMKOPWCTOBYETLCSH Y MPOLECI
BUpOoGHMUTBa ADI; 3MiHu | TUNY —
npvBeaeHHs cneuudikadin Ta
METOZiB BXiAHOIO KOHTPOIO AKOCTI
Lilo401 pevoBMHU MeTaMmi3ony HaTpito
MOHoOriapaT 3a NnokasHukamm
«Po3unHHicTb», « CynpoBigHi
aoMiwkny», «MikpobionoriyHa
yMucToTa» Ta BUNYyYEHO NOKa3HMK
«Baxki meTanu» y BignoBigHicTb 40
BUMOr MoHorpadii «Metamizole
sodium monohydrate» EP; cynyTHs
3MiHa: 3mMiHa y MeTofax
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11
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
BunpobyBaHHs APl abo BuxigHOrO
marepiany/npoMixxHoro

NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCSA Y MPOLECI
BMpOGHMUTBa ADI (iHLWi 3MiHK Y
meToAax BUNpobyBaHHA (BKNOYaoun
3amiHy abo gonoBHeHHs1) AD| abo
BMXiAHOTrO/MPOMDKHOIO NPOAYKTY);
3MiHu | TUNY — NpuBeAeHHsA
cneundikaui Ta MeToaiB BXigHOro
KOHTPOSO AKOCTi AOMOMDKHUX
peyoBUHYM Y BIANOBIAHICTL 4O BUMOT
EP ta O®Y; cynyTHA 3miHa: 3MiHa y
MeToadax BUNpobyBaHHSA JOMOMiKHOI
PEYOBUHM (HE3HAYHI 3MiHU Y
3aTBEPKEHNX MeToAax
BuUNpobyBaHb); 3amiHu | TUnNy - 3miHa y
MeToadax BUNpobyBaHHSA JOMOMiKHOI
PEeYOBUHM; 3MiHK | TURY - 3MiHa
napameTpie cneuudikadi Ta/abo
[ONYyCTUMKX MEX roToBOro
NiKapcbKoro 3acoby (3BY>KEHHs1
[OMYCTUMUX MEX); CYMyTHS 3MiHa:
3MiHa y meToaax BUNpobyBaHHSA
roTOBOro MiKapcbKoro 3acoby (iHLwui
3MiHM y MeToAax BUNpobyBaHb
(Bkntovatoum 3amiHy abo
LIOMOBHEHHS)); 3MiHWM | TUNY —
[00aTKOBO [0 3aTBEPAXEHNX ammyn
BBEAEHO amrnynu 3 TOYKO 3namy Ta
Hagpisom (T3) Big 3aTBepAXeHOro
BUpoGHuKa MAT «[MonTaBcbkuii
3aBOA, MeanYHOro cknay, YkpaiHa;
3MiHn | TUny - 3mMiHa napameTpis
cneumdikauin Ta/abo gonycTummx
MEe>XX roTOBOrO MikapCbKoro 3acoby
(BHeCeHHs 3MiH 40 AOCbE nicns
OHOBJIEHHS 3aranbHOI CTaTTi Ha
roToBy nikapcbky opmy y
[dY/Esponenickkint hapmakonei);
CYNyTHS 3MiHa: 3MiHa y MeTodax
BUMNPOBYBaHHSI rOTOBOTO NikapCbKoro
3acoby (He3HayHa 3miHa y
3aTBEpPAKEHNX MeToAax
BUNPOBYBaHHs); 3MiHu | TUny -
NnoJaHHsi HOBOTO cepTudikaTa

091-Rev 00 gnsa gito4oi pevyoBmHM

BianosigHocTi € No. RO-CEP 2014-

MeTaMi30rny HaTpilo MOHorigpaT Big




12 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
3aTBEpAKEHOro BUPoBHMKa
18. | APTUDPUH- po34mnH Ang iH'ekuin (1:100 ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a peyenmom UA/1349/01/01
3A00POB'A 000) no 1,7 mn y Kapnyni; obmexeHoto BMPOOHMLTBA, marepianis: 3MiHu | Tuny - 3MiHn 3
®OPTE no 10 kapnyn y 6nicrepi; BiAMNOBIAAMBHICTIO KOTpOIb SKOCTI, akocTi. CepTudikat
no 1 abo no 5 6nictepiB y "®apmMaueBTUYHa BUWMNYCK cepil: BignosigHocTi/FE-cepTudikaT
KapTOHHiIl kopobuyi KomMmnaHis "3gopos's" ToBapwucTtBo 3 Bi4NOBIQHOCTI €BpONEenchbKiin
obmexeHo apmakonei/moHorpadii. MNogaHHsA
BignoBiganbHicT HoBOro abo OHOBMNEHOro cepTudikaTa
10 BianoBigHOCTi abo BUNyYeHHS
"®apmMaueBTUYH cepTudikaTta BiAnoBiAHOCTI
a KoMnaHisi €Bponecbkin dapmakonei: gna AdI;
"3gopos'a"”, ans BUXigHoOro
Ykpaina; marepiany/peareHTy/npOMiKHOIo
BCi cTagii NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOBHMLTBA, BUpOGHMUTBI API; Ans OMNOMDKHOT

KOHTPOIb SKOCTI:

ToBapucTtBeo 3
obmexeHo
BignoBiganbHicT
10 "OAPMEKC
reyn-,
Ykpaina

peyoBMHM (CepTUdikaT BiAMOBIAHOCTI
€Bponevicbkint hapmakonei) - Hosui
cepTugikarT Bi HOBOrO BUPOBHMKa
(3amiHa abo 4OMOBHEHHS) - NOAAHHS
HOBOrO cepTudikaTy BiANOBIAHOCTI
E€sponevicbkin dapmakonei Ne R1-
CEP 2003-215-Rev 06 Big HoBOrO
BUpOGHMKa ADI ApTurkaiHy
rigpoxnopug SCl PHARMTECH,
INC.,Taiwan. Ak Hacnigok, He3HauHi
3MiHN Y MeToAax BXigQHOIO KOHTPOIHO
sakocTi A®| 3a NoKasHNKOM
«3anuLKoBI KiNbKOCTi OpraHiyHux
PO3YMHHWUKIBY, Y 3B'5I3KY 3
npvBeAeHHAM 0 AOoKyMeHTauil
BMpOGHMKa. CynyTHS 3MiHa- 3MiHu 3
sikocTi. A®Il. KonTtponb A®I. 3miHa y
mMeTogax BunpobysaHHsa A®I abo
BUXIQHOIO MaTepiany/npoMiKHOro
npoaykTy/peareHTy, LWo
BUKOPUCTOBYETLCS Y MPOLECI
BMPOGHMLUTBa AD| (HE3HaYHI 3MiHU Y
3aTBEPKEHUX MeTogax
BUNpobyBaHHs) - 3MiHn | Tuny -
3miHu 3 akocTi. CepTudikart
BignoBigHocTi/l'E-cepTudikat
BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHs
HoBoro abo oHoBMeHoro cepTudgikata
BiANOBiAHOCTI abo BUMYyYEHHS
cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans Adl;
OnNS BUXigHOro
MaTepiany/peareHTy/npoMiKHOro
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUpPo6HMUTBI APl; Ans 4ONOMKHOT
peyYoBUHM (CepTUdikaT BiaNoBIgHOCTI
€sponewicbkin bapmakonei) - Hosun
cepTu@ikaT Bif BXe 3aTBepaKeHoro
BMPOBHMKa - NoAaHHsS HOBOTro
cepTudpikaTy BignoBigHOCTI
€ponevicbkoi hapmakonei Ne R1-
CEP 2009-137-Rev 00 Big
3aTBepaKeHoro BupobHuka AdI
ApTukaiHy rigpoxnopua. Ak Hacnigok,
YTOYHEHHS Ha3BM BUpobHuka S.I.M.S.
S.R.L,, Italy. 3minn | Tvny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NpoBaAXXeHHS AiANbHOCTI BUPOOHMKa
(Bkntovaroum, 3a HeobxigHoOCTI, MicLe
NpoBeAEHHS KOHTPOJHO SIKOCTi), abo
BNnacHvKka macrtep-anna Ha AdI,
abo noctayanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHLCS Y
BUPOGHMLUTBI ADI (SIKLLO 3a3HAYEHO Y
[0Cbe Ha fnikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikarta
BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei y 3aTBepaxeHoMy
nocbke, abo BUpobHMKa HOBOI
[OOMOMDKHOT PeYOBUHU (SIKLLO
3a3HayeHo y A0CbE) - 3MiHa
topuanYHOT agpecu Ha agpecy
BUpo6HuLTBa A®I AgpeHaniH Wuhan
Wuyao Pharmaceutical Co., Ltd.
BupobHuya ginbHuLA Ta BCi
BMPOGHMYI onepadii 3anuwmnucs
He3MiHHUMUK. 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHULI (BKMHOYa4M
AinbHuui Ana APl npomikHOro
npoaykTy abo rotoBoro rnikapcbKoro
3acoby, AinbHULI ANs NPOBEeAEHHS
nakyBaHHs1, BUpOBHUKa,
BiOMOBiAaNbLHOro 3a BUIMYCK Cepil,
MicLie NpoBeAeHHs! KOHTPOTo cepii)
abo noctayanbHKKa BMXiQHOMO
MaTepiany, peareHTy abo
[OOMOMDXHOT PEYOBUHU (SIKLLO
3a3Ha4YeHO Y OOCbE) - BUNYHYEHHSI
BMpo6HMKa API ApTurkaiHy
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

rigpoxnopug Cilag AG, Switzerland, y
3B'sI3Ky 3 MPUMUHEHHSIM MOCTaYaHHs!
A®I. 3MiHn | TUNY - AgMiHICTpaTUBHI
3MiHWU. 3miHa Ha3Bu Ad®I abo
[OOMOMDKHOT PEYOBMHU - NPUBEAEHHS
Has3BM Jil040i PEYOBUHN Y
BiAMNOBIQHICTL 4O BUMOT fit040ro
BUAaHHS MoHorpadii EP, amiHn y
po3gini «Cknagy. Ak Hacnigok, 3aMiHK
o cneundikauii 113 3a
nokasHukamu «lgeHTudikadis» Ta
«KinbkicHe BU3Ha4eHHsA». BBegeHHs
3MiH NPOTArom 6-Tu MicsILiB Micnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK
3 gkocTi. A®l. KoHTponb A®I. 3miHa y
napameTtpax cneuudikauin Ta/abo
OONYCTUMUX MEX, BUSHAYEHUX Y
cneungikauisx Ha A®l, abo
BUXiAHIN/MPOMIKHWI
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTBCS Y NMPOLIECI
B1pobHMUTBa ADI (iHLWi 3MiHK) -
3MiHM y cneumdikauii Ta metTogax
BXxigHoro koHTponto APl AgpeHaniH
3a NOKa3HMKOM «3aruLLKOBI KiNbKOCTI
OpraHiYHMX PO3YMHHWUKIBY, Y 3B’SA3KY i3
NpVBEAEHHAM Y BiAMNOBIAHICTb A0
HOPMAaTUBHO| AOKYMeHTaLji
BMpo6Huka Wuhan Wuyao
Pharmaceutical. 3miH y npoueci
BMPOBHMLTBA Ta CXEMi CUHTE3Y He
Biabynocs. CynyTHs 3MiHa - 3MiHK 3
sikocTi. A®Il. KonTtponb A®I. 3miHa y
meTogax BunpobysaHHa A®I abo
BMXigHOro MaTtepiany/npoMiXHoro
npoaykTy/peareHTy, Lo
BMKOPWCTOBYETLCSH Y MPOLECI
BUPOGHMUTBa ADI (iHLWi 3MiHK Y
MeTozax BUNpobyBaHHS (BKMOYaK4n
3amiHy abo gonosHeHHs) ADI abo
BVXiAHOro/NMPOMiXKHOrO NPOAYKTY) -
3miHu | TUNYy - 3MiHKM 3 sIKOCTi.
CepTudikat BignosigHocTi/lE-
cepTudikat BigNOBIAHOCTI
€BponeWcbkin
dapmakonei/moHorpadii. 3miHu,
NnoB'si3aHi 3 HeobXiaHICTIO
npvBeAeHHs y BIANOBIAHICTb A0
MoHorpagii J®Y abo €Bponerncbkoi
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

dapmackonei, abo iHwof
HauioHanbHoi hapMakonei gepxasu
€C (3miHa y cneuudikauisix,
noe'aA3aHa 3i amiHamu B 1Y, ato
€BponeWcbkin dapmakonei, abo
iHLWiN HauioHanbHin bapmakonei
Aepxasu €C) - 3MiHM y cneumdikaii
Ta MeTofax BXigHOro koHTponto Ad|
AppeHaniH 3a nokasHukoMm «MBY» Ta
3MiHN Y MeToAax BXiGHOIO KOHTPOIHO
3a NokasHukoM «bakTepianbHi
€HOOTOKCUHW, Y 3B’5I3KY 3
NPVBEAEHHSAM Y BiAMOBIAHICTb A0
BUMOT Ajtoyoro BuaaHHsa Y.
CynyTHS 3MmiHa - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMixxHoro
npoaykTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y MPOLECI
BMPO6HMUTBa AD| (HE3HAYHI 3MiHU Y
3aTBEPPKEHNX MeToaax
BUNpobyBaHHs) - 3MiHn | Tuny -
3MiHun 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npvBeAeHHs y BIANOBIAHICTb A0
MoHorpadii APY abo €sponencbkoi
dapmakonei, abo iHLwoi
HauioHanbHoi hapMakonei gepxasu
€C (3miHa y cneuudikauisix,
noB'sisanHa 3i amiHamu B [1dY, abo
€Bponelicbkint hapmakonei, abo
iHLWin HauioHanbHin bapmakonei
aepxasu €C) - 3MiHW y
crneundikauisx Ta MeToaax BXigHOro
KoHTpoto AD| ApTukainy rigpoxnopua
Yy 3B’A3Ky 3 NpVYBEAEHHSIM [0 BUMOT
Jitoumx papmakonen: - yTOYHEHHs Ao
cneundikauii APl 3a nokasHKoM
«MBYy», BHECEHO NOCMNaHHA Ha
gitove BugaHHsa AdY. Kputepii
NPUNHATHOCTI Ta MeToauKa He
3MIHUMUCS; - NPUBEAEHHS
cneuudikauii (3By>KeHHs1 KpuTepiis
npuitHsaTHocTi 3 0,71 MO/mr go 0,7
MO/wmr) Ta pegakuiviHi yTOYHEHHS B
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

meTtofax koHTpoto Ad| y
BianoBiaHicTb Ao Bumor AdY 3a
nokasHukom «bakTepianbHi
€HOOTOKCUHWY; - BUNYYEHHS
nokasHuka «Baxki metanu» y
BignoBigHicTb Ao BUMor EP. CynyTHs
3MiHa - 3MiHu 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMiKHOro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCSH Y MPOLECI
BMPOGHMLUTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPAKEHNX MeToaax
BUNpobyBaHHs) 3minHu | Tuny -
AJMiHiCTpaTuUBHI 3MiHW. 3MiHa
HalimMeHyBaHHS Ta/abo agpecu
3asiBHUKA (BracHUKa peecTpaLifiHoro
NoCBiAYEHHSs) - 3MiHa agpecu
3asiBHMKa. BBegeHHs 3MiH npoTarom
6-Tn MicsLiB NicNsi 3aTBEPOXKEHHS.
3MiHn | TUNY - AgMiHICTpaTUBHI
3MiHWN. 3MiHa HaMeHyBaHHs Ta/abo
agpecu Micusi NPOBaMKEHHS
LisinbHOCTI BUpOGHuMKa/imnopTepa
roTOBOrO MikapcbKoro 3acoby,
BKITHOMAK04M QinbHUL BUMNYCKY cepil
abo micLe NpoBeAeHHS KOHTPOMo
SIKOCTI. (BiSnbHICTb, 3a AKY
BignoBigae BUpoGHWK/iMnopTep,
BKI0HAK04M BUMYCK Cepilt) -
npuBeaeHHs agpecu
MicLenpoBamXeHHs AisnbHOCTI
Bupo6Huka M3 ToBapuctso 3
obMeXeHoo BianoBiaanbHICTO
«®dapmaueBTUYHa KOMMNaHis
«300poB’A» y BIAMOBIAHICTb A0
niueHsii Ha BUPOBHULITBO MikapCbKoro
3acoby. BupobHuya ainbHuus Ta BCi
BMPOGHMYI onepaLlii 3anvwmnmcs
He3MiHHUMN. BBeaeHHs 3MiH
nNpoTHArom 6-Tv MicsiLiB nicns
3aTBepKEHHS. 3MiHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHSs OiSANbHOCTI
BMPOGHMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKNoYa4n
AinbHWL BUNycKy cepii abo micue
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
NPOBEAEHHS KOHTPOIO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEP, HE BKItOYa0um
BUMNYCK Cepil) - yTOYHEHHS agpecu
MicLenpoBamKeHHS AiIArnbHOCTI
BMpobHuka 13 ToBapucTBo 3
obMexeHoto BignoBigasnbHicTio
«OAPMEKC 'PYT», y 38’a3Ky 3i
3MiHO MOLWITOBOrO iHAEekKcy, 6e3
3MiHN PaKTUYHOTO
MicLlenpoBamKeHHs AiAnbHOCTI, Ta
npuBEeAEHO Y BIAMNOBIAHICTb NiLeH3ii
Ha BUpo6HMUTBO 3. BpobHuya
[inbHUUS Ta BCi BUpOBOHUYI onepalii
3annUWnnNncb He3mMiHHUMK. BBeaeHHst
3MiH NPOTArom 6-Tu MicsiLiB Micnsi
3aTBEPAKEHHS.
19. | ACMAHEKC® NOPOLLIOK ANS iHransauin, LWepinr-Mnay LLisenuapis KoHTponb Benbria/ BHECEHHS 3MiH [0 peecTpauifiHnX 3a peyenmom UA/9255/01/01
Aososanui, 200 Mkr/go3y; CeHtpan lct Al SKOCTI, Cinranyp matepianis: 3miHu | Tuny -
no 30 nos a6o no 60 go3 B BTOPUHHE AOMiHiCTpaTUBHI 3MiHW. 3MiHa
iHranaTopi Teuctxennep®, nakyBaHHs, HanMmeHyBaHHs Ta/abo agpecu Micud
yrnakoBaHomy B BWMNYCK Cepil: NpOBaAXXeHHS AiANbHOCTI
antomiHieBy donbry; no 1 WepiHr-Mnay BUpoGHMKa/iMnopTepa roToBoro
yrnakoBaHOMY iHransTopy Ila6bo H.B., nikapcbkoro 3acoby, BKnoYaun
B KAPTOHHI Kopobui Benbris; [inbHUL BUNYCKy cepii abo micue
Bupo6Huk in NPOBEAEHHS KOHTPOIO SKOCTI.
bulk, nepsuHHe (misnbHicTb, 3a AKy Bignosigae
nakyBaHHS: BMPOBHMK/IMNOpTEp, BKIOYa04n
MCO BUWMYCK Cepilt) - 3MiHa agpecy i Ha3Bu
IHTepHeLHn BUpo6GHuka LWepiHr-Mnay Na6o H.B.,
'm6X (dinis Benbrisa, 6e3 3miHn micua
CiHranyp), BUPOGHMLUTBA: BBEAEHHS 3MiH
CiHranyp npoTSArom 6-Tv MicsLiB nicns

3aTBepakeHHS. 3miHu Il Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsgy. 3mMiHu y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MEANYHOrOo 3aCTOCYBaHHS Y 3B’A3KY i3
HOBVIMW J@HUMW 3 SIKOCTI,
OOKMIHIYHUMU, KNIHIYHUMW AaHUMK Ta
AaHvMK 3 hapmakoHarnagy - 3miHu
BHECEHO A0 IHCTpyKUii Ans
MeANYHOrOo 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainis
"dapmakonoriyHi BnactmBocTi"
(pepakuinHi npasku), "B3aemogis 3
iHLWWMK nikapcbkuMmy 3acobamu Ta
iHWi B1am B3aemogain”, "OcobnmBocTi
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
3actocyBaHHs", "MobiuHi peakuii".
BBeneHHs 3MiH NpoTsArom 6-tn
MicAUiB Nicnsa 3aTBepAXeHHSA
20. | ACMAHEKC® NOPOLLIOK ANS iHransawuin, LWepinr-Nnay LLisenuapis KoHTponb Benbria/ BHECEHHS 3MiH A0 peecTpauifiHnX 3a peyenmom UA/9255/01/02
nosoBaHui, 400 Mkr/go3y; CeHtpan lct Al SIKOCTI, Cinranyp matepianis: 3miHu | Tuny -
no 30 go3 abo no 60 fo3 B BTOPUHHE AamiHicTpaTuBHI 3MiHU. 3MiHa
iHranaTopi Teuctxennep®, nakyBaHHs, HaliMeHyBaHHS Ta/abo agpecyu micus
ynakoBaHomy B BUMYCK cepii: NpoBafXeHHS AiANbHOCTI
antoMiHieBy donbry; no 1 Lepinr-MNMnay BMPOOHMKa/iMnopTepa rotoBoro
ynakoBaHOMY iHransTopy Jlabo H.B., nikapcbkoro 3acoby, BKMYaym
B KAPTOHHIl kKopobui Benbrisi; AinbHWL BUNYycKy cepii abo micue
BnpobHuk in NpPOBEAEHHS KOHTPOIO SKOCTI.
bulk, nepsuHHe (misnbHicTb, 3a AKy Bignosigae
nakyBaHHs: BMPOBHWK/iIMNOpTep, BKMOYaoum
MCA BUWMYCK Cepiln) - 3MiHa agpecy i Ha3Bmn
IHTEepHeLwwHN BupobHuka LWepinr-MNnay Naéo H.B.,
M6X (dpinis Benbrisi, 6e3 3miHK Micus
Cinranyp), BUpoOHMLTBA: BBEAEHHS 3MiH
Cinranyp npoTtarom 6-Tu micauis nicns
3aTBepgKeHHs. 3MiHun Il Tuny - 3miHn
wono 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsagy. 3MiHM y KOpoTKiv
XapakTepucTui nikapceKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MEeOUYHOro 3aCTOCYBaHHS y 3B’A3KY i3
HOBMMM JaHUMU 3 SIKOCTI,
LOKMIHIYHUMU, KMiHIYHUMW AaHUMK Ta
AaHvMK 3 hapmakoHarnagy - 3miHu
BHeceHo A0 [HCTpykuii ans
MeANYHOrOo 3aCTOCyBaHHS
nikapcbkoro 3acoby oo posainis
"®apmakonoriyHi BnactmBocTi"
(pepakuinHi npasku), "B3aemogis 3
iHLWIMMK nikapcbkumy 3acobamn Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3actocyBaHHs", "MobiuHi peakuii”.
BBefaeHHs 3MiH npoTsirom 6-T1
MicsiLiB nicns 3aTBepAKEHHS
21. | ATPUKAH 250 Kancynm KULLKOBOPO3YMHHiI JTabopatopis ®paHuis BupobHuk PpaHuis/ BHECEHHS 3MiH 0 peecTpauifiHnX 3a peyernmom UA/10131/01/01
M'ski no 250 mr, no 8 IHHOTEK BignoBiganbHUM Lsevinapis/ matepianis: 3miHu | Tuny -
kancyn y 6nictepi, no 1 IHTepHacboHanb 3a ynakoBky, HimevyunHa AaMiHicTpaTMBHI 3MiHU. 3MiHa

GnicTepy y kKapTOHHiIN
KopobLi

KOHTpOrb i
BUMYyCK cepii:
IHHOTepa Lyai,
®paHuis;
BupobHumk
BignoBiganbHUN
3a BUPOBHULTBO
HEMNoKpUTUX

HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXXEHHS QisANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nikapcbkoro 3acoby, BKIoYa4n
AinbHWL BUMYycKy cepii abo micue
npoBeAeHHs! KOHTPOIIO AKOCTI.
(misinbHicTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTEp, BKINOYaK4n
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Kancyrn: BWMYCK Cepiln) - 3MiHa agpecu
CBICC KEINC BMpo6GHMKa IHHOoTepa LUysi, ®paHuisa
Al', Weenuapis; (BMpOOHKK BignoBiganbHW 3a
BnpobHuk yNakoBKy, KOHTPOIb i BUNYCK cepii),
BignoBiganbHUn 6e3 3MiHM MicLa BMPOGHULITBA.
3a NoKpUTTA BBepfeHHs 3MiH npoTsarom 6 Micsiuis
Kancyn: nicns 3aTBepaAXeHHs
[pareHodapm
Anotekep Mown
M6X,
HimeyunHa
22. | A®NYBIH® kpem 1 %, no 2 r B Ty6i, no TOB "OMETA Ykpaina BMPOBHMLTBO 3a Benebris/ BHECEHHS 3MiH [0 peecTpauifiHnX bes peyenma UA/13113/01/01
NEHUMKNOBIP 1 1y6i y KapTOHHIN Kopobui ®APMA YKPAIHA" NOBHWUM LIMKITOM: Himeuunna marepianis:
TOHYBAINbHUN MepxeHikc 3MiHW | TUMY - BHECEHHS 3MiH Y
Benentokc HB, mMaTtepianu peectpauiiHoro oocbe
Benebris; p.3.2.P.7. Cuctema koHTelnHep/
BUPOGHMLTBO 3aKyrnoproBanbHuin 3acib: 3amiHa
nikapcbKkoro nakyBarnbHOro Matepiany nepBUHHOI
3acoby, ynakoBku (Tybu), 3 BianosigHumum
nepBuUHHE 3MiHamMu y p. «YnakoBka». AKiCHUA Ta
nakyBaHH4, KiNbKICHUIA CKnag nakyBaribHOro
BTOPUHHE marepiany He 3MmiH/BCS. BBeaeHHs
nakyBaHHS, 3MiH npoTArom 6-Tn micauiB nicns
KOHTPOMb AKOCTI: 3aTBepPAKEHHA
Hoeaprtic ®apma
MpoaykuioHc
mb6X,
HimeyunHa
23. BAHEOLIMH Masbno5rabono20ry Canpos CnoBeHis BignosiaansHUn ABcTpis BHECEHHS 3MiH 0 peecTpauinHnx 6e3 peyenma UA/3951/01/01
Ty6i; Mo 1 Ty6i B KapTOHHIN dapmacbioTikana 3a BUMYCK cepii: marepianis:
Kopoo6ui Aa.a. CaHpo3 M'moX- 3MiHM | TUNY - 3MiHa y MeToaax
TexOnc, BUNPOBYBaHHS rOTOBOTO NiKapCbKoro
ABCTpiSt; 3acoby - 3MiHM [0 METOZAIB KOHTPOIO
BUPOBHMUTBO in roTOBOrO fikapcbKoro 3acoby: -
bulk, nepsuHHe HEe3HaYHi YTOYHEHHS 3a NOKa3HUKOM
Ta BTOPVHHE «laeHTudiKauia 6aunTpaumnHy LMHKY
nakyBaHHS: Ta HeOMiLUMHy cynbdaTty». - 3a
Mepk Kl'aA & Ko nokasHukom «KinbkicHui BMicT
Bepk WnitTans, GaumnTpaUmnHy LMHKY Ta HEOMILMHY
ABcTpis cynbarty» MeTo BU3HAYEHHS
nepernsiHyTo Ta BHECEHO peaaKUinHi
YTOYHEHHS, B OHOBIEHMX MeToAax
NOXWBHI cepefoBuLla Ta bydepHi
PO34MHM rOTYIOTHCS BiAMOBIAHO A0
EP gitoyoro BuaaHHs, 3amicTb
dapmakonei CLUA, a Takox gogaHo
BUKOPUCTaHHS poboyoro
cTaHAapTHOro 3pasky; 3miHu | Tuny -
3MiHa y MeTofax BUnpobyBaHHA
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

roTOBOIO MikapCbKoro 3acoby - 3MiHu
[0 MeToZiB KOHTPOIO FOTOBOMO
nikapcbkoro 3acoby 3a NokasHWMKOM
«BmicT Bogn» 3aTBepgXeHun meToa
BU3Ha4YeHHs Boan EP 2.5.12.
BusHauyeHHs Bogn
HaniBMikpomeToAoM 3amiHeHo Ha EP
2.5.32. BusHayeHHs Boan
MiKpOoMeTO40M

24,

BENOCANIK
NOCBLIOH

PO34MH HaLuKipHUA no 50
mn abo no 100 mn y
dnakoHi-kpanenbHuLi; no
1 chnakoHy y KapTOHHiIN
nayui; no 20 mn, abo no
50 mn, abo no 100 mny
rakoHi 3 MexaHiYHUM
NMOMMOBUM
posnuntoBayem; no 1
naKkoHy y KapTOHHI navui

Benyno, nikn Ta
KocmeTuka, A.4.

Xopsaris

Benyno, niku Ta
KocmeTuKa, 4.4.

Xopsarisi

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:
3MiHM | TURY - 3MiHW Yy Npoueci
BMPOGHMLITBA rOTOBOrO JiKapCbKOro
3acoby, BKMYa4m NPOMiIKHUNA
NpoAyKT, L0 3aCTOCOBYETLCH NpU
BMPOBHMLTBI rOTOBOTO NiKapCbKOro
3acoby - 3mMiHM y npoueci
BMPOGHMLITBA rOTOBOrO J1iKapCbKOro
3acoby - BBEEHHs1 OOAaTKOBOI HOBOI
NiHiT BUpOBHULITBA rOTOBOIO
nikapcbKoro 3acoby ans pos3mipy
cepii 1000 «kr, ska BKnoyae
obnagHaHHsa npoaykTusHicTio 1000
Kr, L0 BUKMIOYaE eTan o6 eaHaHHA Ta
romoreHi3auii 4Box nig-cepin no 500
Kr; 3MiHu | TUny - 3MiHK BUNpobyBaHb
abo JoMyCTUMMX MEeX, BCTAHOBMNEHUX
y cneuudikauiax, nig yac
BMPOOHMLITBA FOTOBOTO MikapCbKOro
3acoby - Npu NpoBeaeHHs!
BMNpoOyBaHb Mif Yac BUpoOHMLTBA
roToBOro fikapcbKoro 3acoby i3
KOHTPOIO BUKIIOYEHO TeCT "cepenHsi
Maca"; 3miHu | Tuny - 3MiHu
BunNpobyBaHb abo AONYCTUMMX MEX,
BCTAHOBMEHWX Y cneumadikauisx, nig
Yac BMPOGHMLITBA rOTOBOrO
nikapcbkoro 3acoby - 3MiHu
BMNPOOYyBaHb y nNpoueci
BMPOBHMLTBA NikapcbKoro 3acoby
nofasaHHs TecTy "abconoTHa
ryctmHa" sikuii 3abesnedye pasom 3
NMoKa3HUKOM 06" €M HamOBHEHHS
BWKOHaHHS BUMOT TeCTiB
cneundikaLii roToBOro nikapcbkoro
3acoby: «06’em BMICTy drakoHa» Ta
«BiHOCHa ryctuHay

3a peuernmom

UA/10872/01/01

25.

BEHTEPO

niodpinisat onsa po3ynHy
ans iv'ekuii no 100 mr; no

[eTepo 1a63
NimiTen

IHaisa

leTepo 1a63
JlimiTeq

IHAis

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny -

3a peuenmom

UA/15774/01/02




21

[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

1 abo 10 dnakoHiB 3
nioginizatoM B KapTOHHIN
KopobLi

AMiHiCTpaT1BHI 3MiHW. 3MiHa
HanMeHyBaHHs Ta/abo agpecu Micus
nNpoBafXXeHHS QisNbHOCTI
BMPOOHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKnoyaun
AinbHWL BUNYycKy cepii abo micue
NPOBEAEHHS KOHTPOJIO SIKOCTi.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM
BWMYCK Cepiln) - 3MiHa agpecu
BUpobHuka 13, 6e3 3MiHn micus
BMPOGHMLUTBA (3MiHa Ha3BW WTaTy 3
AHnppa lMNpapew Ha HoBWI WTaTt
TenaHraHa) Ta NpMBEAEHHS y
BignoBigHiCTb A0 BucHoBKy Wwoao
nigTBEpPOKEHHS BiANOBIAHOCTI
BMPOBGHMUTBA NiKapcbkux 3acobis
BYMOram HanexHoi BUpoGHUYOI
npaktukm (GMP), BugaHoro
[epxaBHoto cnyx6oto YkpaiHu 3
niKapcbkux 3acobis:

26.

BEHTEPO

niodinisaTt Ans po3ynHy
ans in'ekuin no 25 mr; no 1
a6o 10 dpnakoHie 3
niodiniaaToM B KapTOHHIN
KopoobLi

[eTepo Nab3
Nimiten

IHaisa

[eTepo J1ab3
Nimiten

IHAisA

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu | Tuny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHS QisinbHOCTI
BMPOGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKIoYaum
AinbHWU BUNYycKky cepii abo micue
npoBeAeHHs! KOHTPOIIO AKOCTI.
(DisinbHiCTb, 3a Ky BigNoBinae
BUPOGHMK/IMNOPTEP, BKIOYaYK
BUWMYCK Cepilt) - 3MiHa agpecu
BMpOGHuWKa 113, 6e3 3miHn micus
BMPOGHMLUTBA (3MiHa Ha3BM LWTaTY 3
AHpgpa lNpagew Ha HoBUK WITaT
TenaHraHa) Ta NpMBeAEHHS y
BigNoBigHICTb 40 BMCHOBKY Woao
niagTBEPOKEHHS BiANOBIAHOCTI
BMPOGHMLTBA NiKapCbKnx 3acobis
BMMOram HanexHoi BUpoBHUYOT
npaktukm (GMP), BuaaHoro
[epxxaBHoto cnyx6oto YkpaiHu 3
nikapcbkux 3acobis:

3a peuyenmom

UA/15774/01/01

27.

BIOBEH MOHO®

PO34MH Anis iH exuin no 25
mn, 50 mn abo 100 mny
nnswui abo cnakoHi; no 1
nnswui abo nakoHy y
navui 3 KApTOHY

TOB "BIO®PAPMA
MNA3MA"

YkpaiHa

TOB
"BIODPAPMA
MNA3MA",
YkpaiHa
(BMpOOHMLTBO,

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHK 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
Cucrema
KOHTeVHep/3aKynoptoBarnbHui 3aci6.

3a peuerimom

UA/14526/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
nepBuHHe Ta 3MiHa y NepBUHHIN ynakosLii rOTOBOro
BTOPUHHE nikapcbkoro 3acoby (Tun KoHTenHepa
nakyBaHHs, abo foaaBaHHSA HOBOMO KOHTeWHepa)
BWMYCK Cepil; - CTepwnbHi nikapcbki 3acobu Ta
BTOpPUHHE nikapcbki 3acobu
nakyBaHHs, 6ionoriyHoro/iMmyHOMNOri4YHOro
BUNYCK Cepiln) noxoaxeHHs - BeegeHHs
[0[aTKOBOro BMAY NEPBUHHOI
YNaKoBKW - oN1akoHU
28. | BIOBEH MOHO® | po3uvH Ans iH ekuint in TOB "BIO®APMA Ykpaina TOB Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX 3a peyenmom UA/14527/01/01
bulk: no 25 mn y nnawui MNA3SMA" "BIOPAPMA matepianis: 3minu Il Tuny - 3miHn 3
abo cnakoHi, no 96 MNA3MA", sikocTi. FoTOBMIA Nikapcbkuid 3aci6.
NNAWokK abo nakoHiB y Ykpaina Cuncrema
rpynosii Tapi; in bulk: no (BpOBHMLTBO, KOHTeWHep/3aKkynoptoBarnbHuUi 3aci6.
50 mn y nnswui abo nepBuHHE Ta 3MiHa y NepPBMHHIN yNakoBLi FOTOBOro
dnakoHi, No 56 NnAWokK BTOPUHHE nikapcbKoro 3acoby (Tun KoHTenHepa
abo dnakoHiB y rpynosin nakyBaHHS, abo goaaBaHHS HOBOrO KOHTeWHepa)
Tapi BUMYCK Cepil; - CTepunbHi nikapcbki 3acobu Ta
BTOPWHHE nikapcbki 3acobun
nakyBaHHS, 6ionoriyHoro/iMmyHONoriYHoOro
BWNYCK Cepil) noxoaXeHHs - BeegeHHs
[04aTKOBOIO BMAY NEPBUHHOT
YNaKoBKW - O1aKoHM
29. BPOHXOTEPON aepo3sonb Jo3oBaHui, 100 TOB "BANAPTIH YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnX 3a peuenmom UA/15813/01/01
mkr/gosy no 10 mn (200 DPAPMA" obmexeHo matepianis: 3miHu | Tuny -
no3) y 6anoHi, BignoBsiganeHicT AaMiHicTpaTuBHI 3MiHU. 3MiHa
repmMeTu3oBaHoOMy 10 HanmeHyBaHHS Ta/abo apgpecu
[03yto4MM KnnanaHom; no 1 «MynbTicnpei» 3asBHUKa (BracHUKa peecTpaLinHoro
6anoHy pasom 3 noceigyeHHs) 3miHa agpecu
HacaaKo-iHranaTopom Ta 3asiBHMKA (BNacHWKa peecTpauiiHoro
3aXMCHMM KOBMaykoMm B NOCBIAYEHHS)
KapTOHHIN navui BBeAEHHS 3MiH NpoTHArom 3-x micsauis
nicns 3aTBepaKEHHs!
30. BA3OCTEHOH KOHLeHTpaT Anis AT "KeBenbT" EcToHis AT "KeBenbt" EcToHis BHECEHHS 3MiH O peecTpaLiiH1X 3a peuyenmom UA/14734/01/01
NPUroTyBaHHSA PO34YNHY MaTepianis: TexHiyHa noMmunka
ans iHgysin, 20 mkr/mn no (3rigHo Haka3dy MOS Big 23.07.2015
1 mn B amnyni; no 5, 10 Ne 460), BUNpaBneHHs TeXHIYHOI
abo 20 amnyn B KAPTOHHIl NOMUIKM B 3aTBEPKEHOMY TeKCTi
ynakoBLi 3i cnevuianbHUM «MapkyBaHHs1», OCKiNlbKM HEKOPEKTHO
TpUMayeMm Ans amnyn Oyna 3a3HayeHa agpeca BUPOOHWKa.
TexHiYHa nomunka BUHUKNA nig Yac
BHECEHHS 3MiH 3a p. «Cknag» wono
[OMOMDKHUX PEYOBMH 3 BigMNOBIgHUM
OHOBMEHHSIM TEKCTY MapKyBaHHs1
YNaKoBKM.
31. BAJICAPTAH TabneTku, BKPUTI KPKA, o.a., Hoso CrnioBeHis BMPOGHMUTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpauinHnx 3a peuenmom UA/14544/01/01
160/r"1APOXINOP nniBKOBOK 06OMNOHKOIO, MecTo bulk", nepuHHe matepianis: 3miHu | Tuny - 3miHn 3
OTIA3MA 12,5 160 mr/12,5 wmr, no 14 Ta BTOPUHHE sikocTi. CepTudikat
KPKA Tabnetok y 6nictepi; no 2 nNakyBaHHs, BignoBigHocTi/lE-cepTudikat
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

abo 6 bnictepiB y
KapTOHHiIl kopobui

KOHTPOMb Ta
BUWMNYCK cepil:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
KOHTpOrb cepil:
KPKA, a.4.,
Hoso mecTo,
CnogBeHisi

BiANOBIgHOCTI €BpONEenchbKii
capmakonei/moHorpadii. MogaHHsA
HoBoro abo oHoBReHoro cepTudikata
BiANOBIAHOCTI 260 BUMYYEHHS
cepTudikaTa BignoBigHOCTI
€Bponecbkin dapmakonei: gna AdI;
ans BUXigHoOro
marepiany/peareHTy/npoMiXXHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyvoBUHM (CepTUdikaT BiaNoBIAHOCTI
€Bponewicbkin dapmakonei) -
OHoBneHnn cepTudikar Big yxe
3aTBEPKEHOr0 BUPOBHUKaA -
NnofaHHsi OHOBIEHOro cepTudikaTy
BiZNOBIQHOCTI €BpONEnChKii
cbapmakonei Big 3aTBepaKEHOro
BupobHmka UNICHEM
LABORATORIES LIMITED. 3minwu |
Tuny - 3MiHK 3 sikocTi. [oTOBMIA
nikapcbkui 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTHLCSA
BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO fikapcbKkoro 3acoby (3amiHa
abo gopaBaHHS AinbHULI, Ha Skl
30iNCHI0ETLCS
KOHTponb/B1NpobyBaHHs cepil) -
BBEAEHHS1 4OAATKOBOI AiNbHULI Ans
KOHTPOSIO cepii Ta 3a3HaveHHs
YHKUIN BXE 3aTBEPAXKEHOrO
BMPOGHMKa, Lo Bignosigae 3a BUMycK
cepii

32.

BAJICAPTAH
160/r1APOXIIOP
OTIA3UA 25
KPKA

TabneTkn, BKpUTI
NniBKOBOIO OBOMOHKOIO,
160 mr/25 mr no 14
Tabnetok y 6nictepi; no 2
abo 6 bnicTtepiB y
KapTOHHiI kopobui

KPKA, a.a., Hoso
MecTo

CrnioBeHis

BUPOBHMUTBO "in
bulk", nepuHHe
Ta BTOpPWHHE
nakyBaHHs,
KOHTpOMb Ta
BUNYCK cepii:
KPKA, a.4.,
Hoso mecTo,
CnoBeHisi;
KOHTpOrb cepii:
KPKA, A.4.,
Hoso mecTo,
CnogBeHisi

CrnioBeHis

BHECEHHS 3MiH O peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3miHn 3
sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT
BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa
BiANOBiAHOCTI abo BUMYyYEHHS
cepTudikata BiANoBiAHOCTI
€Bponelicbkin bapmakonei: ans Ad®I;
ONS BUXigHOro
maTepiany/peareHTy/npoMiXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyYoBUHYM (CepTUdikaT BiaNOBIgHOCTI
€Bponevicbkin dapmakonei) -

3a peyenmom

UA/14545/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

OHoBneHnn cepTudikar Big yxe
3aTBEpAKEHOro BUPOBHMKa -
noAaHHs OHOBMEHOro cepTudikaTty
BiNOBIQHOCTI €BpONEenchbKiin
chapmakonei Big 3aTBepKEHOro
BUpo6HMKa UNICHEM
LABORATORIES LIMITED. 3minu |
Tuny - 3MiHM 3 sikocTi. [oTOBUMIA
nikapcbkuii 3aci6. 3miHn y
BMPOBHMLTBI. 3miHa po3mipy cepii
(Bkrtoyaro4m gianasoH po3mipy cepii)
roTOBOrO NMikapCbKoro 3acoby
(36inbLeHHs Ao 10 pasiB NOpiBHAHO
i3 3aTBEPAKEHNM PO3MIpOM) -
36inbLieHHs po3mipy cepii [T13 B
3B’513KY i3 BUPOOHMNYOI HEOOXIAHICTIO
3miHu | TMNy - 3MiHKM 3 AKOCTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHKU Yy
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTHLCSA
BUMYCKY Cepii Ta KOHTPOSIO AKOCTI
roTOBOrO fikapcbKkoro 3acoby (3amiHa
abo gopgaBaHHs AinbHULI, Ha Skl
30iNCHI0ETLCS
KOHTpOnb/B1NpobyBaHHs cepil) -
BBEAEHHS1 4OAATKOBOI AiNbHULI Ans
KOHTPOSIO cepii Ta 3a3HaveHHs
YHKUIN BXE 3aTBEPAXKEHOTO
BMPOOHMKa, LLIO BiANOBIAAE 3a BUNYyCK
cepii

33.

BAJICAPTAH
320/r1iAPOXIOP
OTIA3UA 25
KPKA

TabneTkn, BKpUTI
NniBKOBOIO OBOMOHKOIO,
320 mr/25 wr, no 14
Tabnetok y 6nictepi; no 2
abo 6 bnicTtepiB y
KapTOHHiI kopobui

KPKA, a.a., Hoso
MecTo

CrnioBeHis

BUPOBHMUTBO "in
bulk", nepsuHHe
Ta BTOpPWHHE
nakyBaHHS,
KOHTpOMb Ta
BUNYCK cepii:
KPKA, a.4.,
Hoso mecTo,
CnoBeHisi;
KOHTpOrb cepii:
KPKA, A.4.,
Hoso mecTo,
CnoBeHisi

CrnioBeHis

BHECEHHS 3MiH 0 peecTpauifiHnX
matepianis: 3MiHu | Tuny - 3miHn 3
sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT
BigMNOBIAHOCTI €BpONENChHKiIl
dapmakonei/moHorpadii. MogaHHs
HoBOro abo OHOBMNeEHoOro ceptudikaTa
BigNOBiAHOCTI abo BUMYyYeHHS
cepTudikaTta BiANOBiAHOCTI
€Bponelicbkin bapmakonei: ans Ad®l;
ONS BUXigHOro
mMaTepiany/peareHTy/npoMiXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyvoBUHM (CepTuUdikaT BiaNOBIgHOCTI
€Bponevicbkin dapmakonei) -
OHoBneHuin cepTudikar Big yxe
3aTBEPOKEHOro BUPOOHMKa -
NnoJaHHsi OHOBINEHOTO cepTudikaty

3a peyenmom

UA/14544/01/02




25 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
BiANOBIgHOCTI €BpONEenchbKii
capmakonei Big 3aTBepKEHOrO
BupobHmka UNICHEM
LABORATORIES LIMITED. 3miHu |
Tuny - 3MiHK 3 sikocTi. [oTOBUMIA
nikapcbkuii 3aci6. 3miHn y
BMPOBHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTHCA
BWNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO fikapcbkoro 3acoby (3amiHa
abo gopaBaHHs AinbHULI, Ha Skl
30iNCHI0ETLCS
KOHTpOnb/BUNpobyBaHHs cepil) -
BBEeAEHHS [OAAaTKOBOI AiNbHULI Ans
KOHTPONO cepii Ta 3a3HayYeHHsA
YHKUIN BXE 3aTBEPAXKEHOTO
BMPOGHMKa, Lo Bignosigae 3a BUMycK
cepii
34. BAJICAPTAH TabneTkn, BKPUTI KPKA, a.a., Hoso CnoBeHiga BUPOBHMUTBO "in CnoBeHiga BHECEHHS 3MiH O peecTpaLinHmX 3a peuyenmom UA/14545/01/02
80/rIAPOXJIOPO | nniekoBoto o6onoHkoto, 80 MecTo bulk", nepeuHHe matepianis: 3MiHu | Tuny - 3MiHn 3
TIA3WO 12,5 Mr/12,5 mr no 14 Tabnetok Ta BTOPUHHE sikocTi. CepTudikat
KPKA y bnicTepi; no 2 abo 6 nakyBaHHs, BignoBigHocTi/l'E-cepTudikat
GnicTepiB y KApTOHHIW KOHTPOnb Ta BiNOBIgHOCTI €Bponenchkin
KopobuUi BUNYCK cepii: dapmakonei/moHorpadii. MogaHHs
KPKA, o.4., HoBOro abo OHOBMNEHOro ceptudikata
HoBo mecTo, BigNOBiAHOCTI abo BUMYyYeHHS
CrnoBeHis; cepTudikaTta BiANoOBIAHOCTI
KOHTpOrb cepii: €Bponelicbkin bapmakonei: ans Ad®l;
KPKA, a.4., ONS BUXigHOro
HoBo mecTo, maTepiany/peareHTy/npoMixXHOro
CnoBeHis NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y

BUPOGHMUTBI ADI; Ans 4ONOMIKHOI
peyYoBMHM (CepTUdikaT BiaNOBIgHOCTI
€Bponevicbkin apmakonei) -
OHoBneHwuin cepTudikar Big yxe
3aTBEpPAKEHOro BUPOOHMKa -
NoJaHHsi OHOBINEHOrO cepTudikaty
BiQMNOBIAHOCTI €EBpONENChHKIl
chapmakoneri Bif 3aTBepAKEHOro
B1po6Hrka UNICHEM
LABORATORIES LIMITED. 3minn |
Tuny - 3MiHK 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHa po3Mipy cepil
(BkntoYar4mM gianasoH po3mipy cepii)
roTOBOrO NikapcbKoro 3acoby
(36inbLueHHst ao 10 pasiB NopiBHAHO
i3 3aTBEpAKEHNM PO3MIpOM) -
36inbLeHHs po3mipy cepii [T13 B
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

3B’A3KY i3 BUPOOHMYO0 HEOOXIOHICTIO
3miHu | TMNy - 3MiHKM 3 AKOCTi.
[oToBWMI Nikapcbkui 3aci6. 3MiHU Y
BMPOOHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTHCS
BWNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO fikapcbkoro 3acoby (3amiHa
abo gopaBaHHs AinbHULI, Ha Skl
30iNCHI0ETLCS
KOHTPOIb/BUNPOBYBaHHS cepii) -
BBeAEHHS 40AaTKOBOI AiNbHULI ANA
KOHTPOSIO cepii Ta 3a3Ha4YeHHs
YHKUIN BXE 3aTBEPAXKEHOTO
BMPOOHMKa, LLIO BiANOBIAAE 3a BUNYyCK
cepii

35.

BIKC AKTUB
MEOIHAUT

cvpon no 30 mn a6o no 90
M, abo no 100 mn, abo
no 120 mn, a6o no 180
mn, abo no 240 mny
nnsawui; no 1 nnawui
pasoM 3 MipHUM
CTaKkaH4MKOM y Kopobui

MpokTep eHpg Membn
IHTEepHeLwwHnN
OnepenweHs C.A.

LLiBeviuapis

MpokTep eHA
Fembn
MaHydek4ypiHr
mM6X

Himeyuunna

BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis:
3MiHN | TUNY - BUNMyYeHHSA BUPOOHMKa
A®I gekctpomeTopdaHy
rigpobpomia; 3miHu | Tuny - nogaHHs
OHOBIEHOro cepTudikarty
BiZNOBIgHOCTI €BpONEnChKii
chapmakonei 4nsa 4itoyoi peyvoBuHN
aekctpomeTopdaHy rigpobpomig Bia
3aTBEpPAKEHOro BUPOGHMKa
(Bigbynacb 3miHa agpecu
BUPOGHMKa), 3anponoHoBaHo: R1-
CEP-1999-103-Rev 05; 3miHu | Tuny -
NnoAaHHsi OHOBIEHOrO cepTudikaTy
BigMNOBIAHOCTI €BpONENChHKiIl
dapmakonei Ans Ailo4oi pevoBUHN
AoKcunamiHy cykuuHaT Bif
3aTBEpOKEHOro BUPOGHMKa
(Bipbynack 3miHa Ha3BW Ta agpecun
BUPOGHWKa, BUpoBHUYa AinbHULSA
3anumnacs Tiel camoro),
3anponoHoBaHo: R1-CEP-2004-167-
Rev 01; 3MiHu | Tuny - 3miHa y
MeTofax BUNpPobyBaHHSA [OMOMiXKHOI
PEYOBUWHM - 3MiHa MOCUIaHHS Ha
mMeToau BunpobyBaHHs n. «Mutoma
Bara» Ta «[oka3HUK 3aNOMMEHHs»
ONs AONOMIKHOT pe4OBUHA 3
«BHyTpiLWHi meToa» Ha «3rigHo
meToauku EP» 6e3 cyTTeBUX 3MiH y
MeTofAax BUNPOoOyBaHHS LLO
BUKOPWCTOBYIOTBCS ANs aHanisy
apomatusartopa «Mepg i Pomaluka
260438»; 3aMiHN BHYTPILLHUX

6e3 peuyenma

UA/13502/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

meToaiB Ha dbapmakonemnHi MeToan
onucari B EP; aminu | Tuny - 3amiHa
napameTpiB cneuudikadi Ta/abo
OOMyCTUMUX MEX ArS AONOMDKHOT
PEYOBUHM - BUITyYEHHSI HE3HAYHOTO
nokasHuka «BunpobyBaHHs Ha
MiKkpobionoriyHy YncToTy» 3
cneunikauii gns 4oNoMiXKHOT
pevoBuHn «Mep, i Pomaluka 260438»
(OCHOBHUIA CKNagHWK AONOMIKHOT
PEYOBUHM (NPOMINEHrNiKonb, BMICT
89%) € no cyTi KOHCEPBAHTOM i
YMHUTb aHTUMIKPOGHY Aito)

36.

BIHNOLUETUH-
ACTPA®APM

Tabnetkn no 5 mrno 10
TabneTtok y 6nictepi; no 2,
abo no 3, abo no 5
GnicTepis y kopobui 3
KapTOHY

TOB
"ACTPAGAPM"

YkpaiHa

TOB
"ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnX
matepianis: 3miHu Il Tuny - 3miHn
wono 6esnekun/edeKTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(n) go 3000B'si3aHb Ta YMOB
BMAaui peecTpauiiHoro nocBigYeHHs,
BKtovatoum MnaH ynpaeniHHS
pu3nKamMm (3aCTOCYBaHHS 3MiH(M),
AKi(a) BMMaratoTb(€) noaansLIoro
06r'pyHTYBaHHS1 HOBUMYW JOAATKOBUM
AaHyvMK, WO MaloTb HagaBaTucs
KOMMETEHTHUM OpPraHoM, OCKifbKMN
BMMaraeTbCs CyTTEBA OLliHKa
KOMMNETEHTHUM OopraHoM) BukoHaHHsi
3060B'A3aHb BIANOBIAHO A0 NIANYHKTY
2.3 nyHkTYy 2 gogatky 15 go Mopsiaky
NpoBEeAEHHS eKCnepTu3mn
peecTpaLiiHux maTtepianis Ha
nikapcbki 3acobu, Lo nogarTbest Ha
AepXaBHy peecTpalito
(nepepeecTpaLiio), a Takox
eKkcnepTMan matepianis npo
BHECEHHS 3MiH 0 peecTpauinHnx
marepianis NpoTarom Aii
peecTpaLiiHOro NocBigYeHHs,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y penakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)
3a pesynbTaTamu ekcrnepTusmn
HafaHuX MaTepianiB BCTaHOBIEHO,
wo: 3asiBHnkoMm TOB "Actpadchapm”,
YkpaiHa BUKOHaHO 3060B’si3aHHsI
LLIOA0 HaZaHHA ans NikapcbKoro
3aco0y... JOMOBHEHHS 40 ornaay
KMiHIYHUX JaHuX.

3a peuenmom

UA/5622/01/01

37.

BITAMIH A

Kancynu m'ski no 100 000

AT "KUIBCbKWN

Ykpaina

AT

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnX

be3 peuenma

UA/0716/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
MO no 10 kancyn y BITAMIHHUW "KNIBCHKN marepianis: 3MiHu | Tuny - 3MiHn 3
6nicTepi; no 3 Gnictepu y 3ABOLO" BITAMIHH/I sIKOCTi. [0TOBMI Nikapcbkuii 3aci6.
nayui; no 10 kancyn y 3ABOLO" Cucrtema
6nictepi; no 5 6nictepiB y KOHTelHep/3akynoptoBanbHui 3aci6.
nayui; no 20 kancyny 3MiHa po3mipy ynakoBKv roTOBOro
6nicTepi; no 1 Gnictepy y nikapcbkoro 3acoby (BUIyYeHHst
nayui; no 20 kancyn y yNakoBK1 NEBHOTO pO3Mipy)
6nicTepi; no 3 6nictepu y BUNyYeHHs ynakosok no 10 kancyn y
nayui 6nicTepi; no 1 6nictepy B nayuj; no
20 kancyn y 6nicTepi; no 2 6nicrepu
B nayui; no 50 kancyn y 6nicTepi; no
1 6nictepy B nayui; BBegeHHs 3miH
npoTsArom 3-x micauiB nicns
3aTBEPAKEHHS.

38. BITAMIH A kancynu m'aki no 33 000 AT "KUIBCbKUI YkpaiHa AT YkpaiHa BHECEHHS 3MiH O peecTpauiiH1X 6e3 peuyenma UA/0716/01/02
MO no 10 kancyn y BITAMIHHWW "KNIBCbKUI marepianis: 3MiHu | Tuny - 3MiHn 3
6nicTepi; no 3 Gnictepu y 3ABOL" BITAMIHH/I sKoCTi. [0TOBMI NikapcbkuiA 3acib.
naJui; no 10 kancyn y 3ABOL" Cuctema
GnicTepi; no 5 6nictepis y KOHTEeWHep/3aKkynoptoBanbHui 3acib.
nadui; no 20 kancyn y 3MiHa po3mipy ynakoBKu roTOBOro
GnicTepi; no 1 6rictepy y nikapcbkoro 3acoby (BUIyYeHHst
nayui; no 20 kancyn y yNakoBKN NEBHOTO pO3Mipy)
6nicTepi; no 3 6nictepu y BUMYyYeHHs ynakoBok no 10 kancyn y
navui 6nicTepi; no 1 6Gnictepy B nayj; no

20 kancyn y 6nictepi; no 2 6nictepu
B nayui; no 50 kancyn y 6nicTepi; no
1 6nictepy B nayui; BBeaeHHs 3miH
npoTsArom 3-x micauis nicns
3aTBEPAKEHHS.

39. BOBEH3UM Tabnetkn MYKOC dapma HimeuunHa MYKOC HimeyunHa BHECEHHS 3MiH O peecTpaLiiH1X 6e3 peuyenma UA/2842/01/01
KWLLIKOBOPO34MHHI o 20 m6X i Ko. KI EmynbcioHcrese marepianis: 3MiHu | Tuny - 3MiHn 3
Tabnetok y 6nictepi; no 2 nnbwadgTt M6X sikocTi. [oTOBMIA Nikapcbkuii 3aci6.
abo 10 GnicTepiB y 3MiHN y BUPOGHMLTBI. 3MiHK
KapTOHHiIn kopobui; no 800 BMNpobyBaHb abo AONYCTUMUX MEX,
TabneTok y 6aHkax BCTAHOBMEHWX Y cneumadikauisx, nig

Yyac BUPOGHULTBA rOTOBOrO
nikapcbKkoro 3acoby (nogaBaHHS
HOBOro MeToAy BUNpobyBaHHA Ta
[ONYyCTUMUX MeX) AOAABaHHS
nokasHuka «BTtparta B maci npu
BUCYLLYBaHHi» Ans Tabnetok — sgep
Ha cTagii TabneTtyBaHHA. 3MiHu |
Tuny - 3MiHK 3 sKocTi. FoToBuMNI
nikapcbkuii 3aci6. 3miHu y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb
abo [oMyCTUMMX MEX, BCTAHOBIEHUX
y cneuudikauisix, nig vyac
BMPOOHMLITBA FOTOBOTO fikapCbKOro
3acoby (BUINYYEHHSI HECYTTEBOTO
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

BMNPOOYBaHHS B NPOLIECI
BMPOOHMLTBA) BUMYYEHHS NOKa3HMKa
«CepeaHsi maca TabneTku» nig vac
BMpoGHMUTBa 13, OCKinbku HasiBHWI
nokasHuk «OgHOPIgHICTL Macuy.
3miHu | TMNY - 3MiHKM 3 AKOCTi.
['oToBWIN Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb
abo JoMyCTUMMX MEeX, BCTAHOBMNEHNUX
y cneuudikauisix, nig vyac
BMPOOHMLITBA FOTOBOTO MiKapCbKOro
3acoby (BUNyYEHHSI HECYTTEBOTO
BMNpobyBaHHS B Mpoueci
BMPOOHMLTBA) BUMYYEHHS NOKa3HWKa
«TBepaicTb rpaHynaATy» Ans
rpanynaTy nig yac supobHuuTtea M3.
3miHu | TMNy - 3MiHKM 3 AKOCTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHKU Yy
BMPOBHMLTBI. 3MiHM BUNpOobyBaHbL
abo JoMyCTUMUX MeX, BCTAHOBMNEHUX
y cneuudikauisix, nig vyac
BMPOGHMLITBA rOTOBOTO JliKapCbKOro
3acoby (BUINYYEHHSI HECYTTEBOTO
BMNPOOYBaHHS B MPOLIECi
BMPOBHMLTBA) BUITYYEHHS NOKa3HUKa
«Pos3nagaHHs y KULLKIBHUKY»,
OCKiNbKM JaHWUN NOKa3HMK
KOHTPOMIETLCS Yy crneumndikaLii npu
Bunycky MM3. 3MiHn | Tuny - 3miHm 3
sikocTi. [oTOBMI Nikapcbkui 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHK
BunNpobyBaHb abo AONYCTUMMUX MEX,
BCTAHOBMEHWX Y cneumadikauisx, nig
Yyac BUPOGHULTBA rOTOBOrO
nikapcbkoro 3acoby (BUIyYeHHs!
HeCyTTEBOro BUNPOOYBaHHS B
npoueci BUpoBbHMLTBA) BUMYYEHHS

nokasHuka «PosnagaHHs y
LLIMYHKOBOMY COLLi», OCKiflbkv JaHWR
NMOKa3HWK KOHTPOMIOETLCS Y
cneuudikauii npu Bunycky 3.
3miHu | TUNYy - 3MiHKM 3 sIKOCTi.
[oToBWI Nikapcbkui 3aci6. 3MiHU y
BUPOGHMLTBI. 3MiHM BUNpobyBaHb
abo JoMyCTUMMX MEeX, BCTAHOBMNEHUX
y cneuudikauisix, nig vyac
BMPOOHMLITBA FOTOBOTO fikapCbKOro
3acoby (BUINYYEHHSI HECYTTEBOTO
BMNPOGYBaHHS B NpoOLIECi
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

BMPOOHMLTBA) - BUNMYYEHHS
nokasHuka «3anax» Ha cTagil
rpaHynsuii, nig 4yac BupobHuUTBa
N3, ockinbkn AaHWN NOKa3HWK
KOHTPOMETLCS y crneumdikauii nig
yac Bunycky. BeegeHHs 3amiH
npoTarom 6-Tn Micauis nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHn
3 AKOCTI. [0TOBWIA NikapcbkMin 3aci6.
3MiHW y BUPOBHMLTBI. 3MiHK
BunNpobyBaHb abo AONYyCTUMUX MEX,
BCTAHOBIEHWX Y cneumdikauisx, nig
Yyac BUPOOHMLITBA rOTOBOIO
nikapcbkoro 3acoby (BUIyYeHHst
HeCyTTEBOro BUNPObyBaHHS B
npoueci BUpOBGHMLTBA) BUMYYEHHS
nokasHuka «30BHiLLHI BUrNaa
TabneTku» nig Yac BUPOOHULTBA
N3, ockinbkn AaHWN NOKa3HWK
KOHTPOMIOETLCA Y cneundikauii nig
yac Bunycky. 3MiHu | Tuny - 3miHu 3
[KocTi. [oToBMI Nikapcbkui 3acib.
3MiHu y BUPOBHMUTBI. 3MiHK
BunNpobyBaHb abo AONYyCTUMUX MEX,
BCTAHOBMEHWX Yy cneumdikauisx, nig
Yyac BUPOOHULTBA rOTOBOrO
nikapcbkoro 3acoby (BUIyYeHHs!
HEeCyTTEBOro BUNPOOyBaHHS B
npoLeci BUpOGHNULTBA) BUMYYEHHS
nokasHuka «3anax» ansi TabneTok -
aaep nig vyac BupobHuuTea. 3miHu |
Tuny - 3MiHK 3 sikocTi. [oToBUMIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3MiHM BUNpobyBaHb
abo JonyCTUMMX MeX, BCTAHOBMEHUX
y cneuudikauisix, nig vyac
BMPOGHMLITBA rOTOBOrO f1iKapCbKOro
3acoby (BUINYYEHHSI HECYTTEBOTO
BMNPOOYBaHHS B MPOLIECI
BMPOBHMLTBA) BUNYYEHHS NOKa3HMKa
«Yac posnaay» TabneTok NoKpUTUX
o060omnoHkow. 3MiHu | TUny - 3MiHu 3
sKocTi. [0TOBMI Nikapcbkui 3acib.
3MiHU y BUPOGHMUTBI. 3MiHK
BUNpobyBaHb abo AONYyCTUMMX MEX,
BCTAHOBMEHUX Yy cneumdikauisx, nig
Yyac BUPOOHULTBA rOTOBOrO
nikapcbkoro 3acoby (qogaBaHHs
HOBOro MeToay BUNpobyBaHHA Ta
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[IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

A0NyCTUMMUX MEX)
AoAaBaHHA nokasHuka «BTtpata B
maci npv BUCYyLLyBaHHi» Ha cTagii

rpaHyntoBaHHsA. 3MiHu | Tuny - 3MiHn
3 AKOCTI. [0TOBMIA NikapcbkuMin 3aci6.
Onwc Ta cknag (iHwi 3MiHn) -
npuseaeHHs nikapcokoi dopmu M3
y BiANOBIAHICTb 40 MaTepianis
BMPOOHWKa, a came 3aMiCTb
«TabneTku, BKpUTI 0OONOHKOK»
3a3HaunTU «TabneTtkm
KWLLIKOBOPO34MHHI», 3rifHO
marepianis peecTpauifnHoro AoCLE
3aBxau byno «gastro — resistant
tablet»; - npuBegeHHs kinbkocTi APl y
BiANOBIgHICTb 4O MaTepianis
peeCcTpauUinHoOro ochbe, a came
BUMYYEHHS HAONWLLKIB Ailo4nx
peyvoBuH, AKki Bynu 3a3HayeHi y
3B’A3KY i3 MOMWIKOBOIO
iHTepnpeTauieto cknagy J13. -
3a3HayeHHs BinbLL TOYHOro
nepeknagy A®| Rutosid. BeeaeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBepAKEeHHSA. 3MiHu | Tuny - 3miHn
3 sikocTi. [oTOBUIA NikapcbkuMii 3aci6.
3MiHu y BUPOBHMUTBI. 3MiHK
BMNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOBMEHWX Y cneumadikauisx, nig
Yyac BUPOOHULTBA rOTOBOrO
nikapcbKkoro 3acoby (nogaBaHHS
HOBOro MeToAy BUNpobyBaHHSA Ta
[ONyCTUMKX MeX) — AoAaBaHHSA
nokasHuka «BTtparta B maci npu
BUCYLLYBaHHi» Ana Tabnerok,
nokpuTux o6onoHkot. 3miHu | Tuny -
3MiHu 3 AKkocTi. FoToBUIA NiKapCbKui
3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo
[0NyCTUMUX MeX roTOoBOro
nikapcbkoro 3acoby (4OMNOBHEHHS
cneumndikaLii HOBUM NOKa3HMKOM 3
BiQNOBIAHMM METOAOM
BUNpobyBaHHs) oAaBaHHS
nokasHuka «[lpoTikaHHs BriicTepiB» y
cneuudikauito 13 Ha TepMmiH
npuaaTtHocTi. 3MiHu | Tuny - 3miHK 3

sKOCTi. [0TOBMI Nikapcbkui 3acib.
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

KoHTponb rotoBoro nikapcbKoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTummx
MEX roTOBOroO fikapcbkoro 3acoby
(monoBHeHHs cneuundikaLii HoBUM
NoKa3HUKOM 3 Bi4MNOBiAHUM METOAOM
BUNpPoBYyBaHHS) oAaBaHHS
nokasHuka « OQHOPIAHICTb BMICTY.
PyTosuna» y cneundikauito Ha BUNycK
Ta TepmiH npugaTtHocTi 13, y 38’a3ky
3 NpUBEAEHHAM Y BiANOBIAHICTL A0
3aranbHoi MoHorpadii « TabneTkm».
3miHu | TMNy - 3MiHKM 3 AKOCTI.
["oToBMI Nikapcbkuit 3aci6. KoHTporb
roToBOrO fikapcbKkoro 3acoby. 3miHa
napameTpis cneuudikauin Ta/abo
O0NyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (4ONOBHEHHS
cneundikaLii HOBUM NOKa3HWKOM 3
BiQNOBIAHMM METOAOM
BUNpobyBaHHs) — AoAaBaHHS
nokasHuka «3anuLIKOBUIN PO3YNHHNK
(4ncToTa)» go cneuudikauii Ha
Bunyck M3. 3minu | TUNY - 3miHK 3
[KocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonyctummx
MeX roTOBOro nikapcbkoro 3acoby
(monoBHeHHs cneuudikaLii HoBUM
NOKa3HWKOM 3 BiNOBiAHNM METOAOM
BUNpobyBaHHs) oAaBaHHS
nokasHuka «Btparta B maci npu
BMCYLUYBaHHi» [0 cneundikauii Ha
TEPMiH NPUAATHOCTI Ta Ha BMMNYCK
N3. 3minu | TNy - 3miHKM 3 sKOCTI.
[oToBMI Nikapcbkuin 3acib. KoHTponb
[OOMNOMIXKHUX PEHOBUH (iHLUI 3MiHW)
nopasaHHA go po3sginy 3.2.P.4.
[onomixHi pe4oBuHM cneuudikauii
Ta MeTOAIB KOHTPOIO AONOMIKHOT
peyoBuHN HedyHKLiOHanbLHOro
KONbOPOBOrO MOKPUTTS, SKi
npvBedeHi y BignosigHocTi Ao EP.
BBegeHHs 3MiH npoTArom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS. 3MiHuM |
Tuny - 3MiHK 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. KoHTpornb
[OMOMIXKHWX PEYOBUH (iHLLi 3MiHK)
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
AopasaHHs Ao posginy 3.2.P.4.
[onomixHi peqoBuHM cneuudikauii

Ta MeTOofiB KOHTPOMIO ANs
OOMOMDKHOI PEYOBUHM
KWLLIKOBOPO3YMHHOTO NNiBKOBOTO
NOKPUTTSA, AKI NpUBEAEHi Y
BignosigHocTi o EP. BBeaeHHs 3miH
nNpoTSArom 6-Tu MicsLiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHn
3 AKOCTi. FOTOBWMIA Nikapcbkuii 3acib.
3MiHu y BUPOBHMUTBI. 3MiHN Y
npoueci BUpobHMLTBa rOTOBOrO
nikapcbKoro 3acoby, BKoyaum
NPOMIXHUIA NPOAYKT, IO
3aCTOCOBYETHLCH NPY BUPOOHULTBI
roTOBOro nikapcbKoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) 3MiHa Y NpOLECi
BMPOBHMLUTBA, a came 3aMiHa
LLlyKpOBOrO MOKPUTTS Ha noAgiHe
nniBkOBE NOKPUTTSA TabneTku.
BBeneHHs 3miH NpoTArom 6-tn
MicALiB Micnsa 3aTBEPAXEHHS.
3MmiHu | TMNy - 3MiHKM 3 AKOCTi.
[oToBMI Nikapcbkui 3aci6. 3MiHn y
BUPOGHMUTBI. 3MiHM BUNpobyBaHb
abo JonyCTUMMX MEeX, BCTAHOBMEHUX
y cneuudikauisx, nig yac
BMPOOHMLITBA FOTOBOTO MikapCbKOro
3acoby (aopaBaHHS HOBOrO MeToAy
BUNPOOYyBaHHA Ta AOMYCTUMMX MEX)
AofAaBaHHsA nokasHuka «lpoTikaHHS
GnicTepie» onsi nepesipku
repmMeTuYHOCTi briicTepiB Ha cTagii
GnictepyBaHHs.
3miHu | TMNYy - 3MiHKM 3 sKOCTI.
[oToBMI Nikapcbkuin 3acib. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa
y MeToAax BUNpobyBaHHsA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa
y 3aTBeppKEHNX MeTodax
BUNpobyBaHHs) 3MiHK o
aHaniTMYHOro MeToAy KOHTPOIHO 3a
nokasHukom «CepefHsi macay,
3anponoHoBaHO BUKOPUCTOBYBaTH
100 TabrieTok 3amictb 10 TabneTok.
3miHu | TMNy - 3MiHKM 3 sIKOCTi.
oToBMI Nikapcbkuin 3aci6. KoHTponb

roTOBOrO flikapcbKoro 3acoby. 3miHa
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
y MeToaax BunpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (HesHayHa 3miHa

y 3aTBepXeHUX MeToaax
BMNPOOYyBaHHS) 3MiHW J0
aHaniTM4Horo meToay
«lpeHTudikauia (bpomenaiH,
MaHkpeatuH, Manain, Tpuncux,
Awminasa)», 3anponoHoBaHo
3MEHLUMTM KOHLEHTpAaLilo TECTOBOrO
po3umnHy 3 12 % m/06 o 10 % m/06
Ta 36iNbLUNTU KOHLEHTpaLlito B
PO34MHI NOPIBHAHHSA TPUMCUHY 3
0,1% m/06 go 0,2% m/06, a Takox
36inbLieTy Yac apbyBaHHs renb
nnactuHmn 3 5 xB oo 10 xB. 3MinHn |
Tuny - 3MiHK 3 sKkocTi. [oToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y
mMeTofAax BUNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (HeaHayHa 3MiHa
y 3aTBEepXXEHUX MeToaax
BMNpobyBaHHs) 3MiHW Ao
aHaniTM4Horo meToay
«lpeHTudikauis (XuMoTpuncuHy)»,
BHECEHI: KOPUryBaHHS LLIOAO HABaXXKMN
roMoreHaTy aHarni3oBaHoro 3paska
HeobXiagHOT ANs NPUroTyBaHHs
TECTOBOro po3ynHy 6yrno 60 mr,
ctano 40 Mr; KopuryBaHHs
TemnepaTypHOro BiAXUIEHHS
TecToBOi Tpy6km 6yno 25°C + 0,1°C,
ctano 25°C + 0,5°C; a Takox
BUMNPAaBIEHO TEXHIYHY MOMUIKY LLOAO
06’eMy TECTOBOrO PO34MHY, LLO
npowenypHO BUKOPUCTOBYETLCS B
aHanisi 6yno 0,05 mn crano 0,5 mn.
3miHu | TMny - 3MiHKM 3 AKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa
y MeToaax BMnNpobyBaHHS roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa
y 3aTBEpXXEHUX MeToaax
BMNPOByBaHHS) 3MiHN OO
aHaniTnyHoro metoay «Tect
ineHTudikauii 6apeHukia (TCX)»,
BHECEHi KOPUTYBaHHS o0
PO34YMHHUKA Ta NOro BiAMNOBIAHO
06’emy HeobXxigHoro aAns

NPUroTyBaHHs 3paskiB, 3amiCTb
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

CyMili eTaHon/BoAa 3anponoHOBaHO
PO34MH aMOHilo, TaKOX
3anponoHoBaHa cTagis

LeHTpudyryBaHHs AOCMiAKyBaHOTO
PO34MHY nepeq cragieto
inbTpyBaHHS. BHeCeHi kopuryBaHHsi

Lwono o6’emy 3paskiB L0 HAHOCSATLCS

Ha nnacTuHy, 6yno 1 mkn (po3u.
nopiBH.) Ta 2 MK (gocn. po3y.) cTtano
0,5 mkn
3miHu | TMNy - 3MiHKM 3 AKOCTi.

[oToBuMI nikapcbkuii 3acib. Cuctema

KOHTEeWHep/3aKkynoptoBanbHuUi 3acib.

3MiHa y NepBUHHII ynakoBLi rOTOBOro

nikapcbkoro 3acoby (skicHWI Ta

KinbKiCHWI cknag) - Teepai nikapcbki

¢opmu- 3miHa siKicHOro Ta
KiflbKiCHOrO cKnagy nepBUHHOI
yMaKoBKy rOTOBOrO fiKapCbKOro
3acoby (bnictepy), 3aTBEpAXEHO:
blisters are consisting of PVC//PVDC
foil sealed with aluminium foil;
3anponoHoBaHo: blisters are
consisting of PVC/PE/PVDC foll
sealed with aluminium foil. 3miHu |
Tuny - 3MiHK 3 sikocTi. [oToBUMIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (HesHayHa 3miHa
y 3aTBEpAXEHUX MeToaax
BUNpobyBaHHs) 3miHK oo
aHaniTMyHoro metoay
«BMiCT/AKTUBHICTb (aKTUBHICTb
Awminasn)», BHECEHi KopuUryBaHHs1

LLOAO KiNlbKOCTi HaBaXkKu romoreHary

M3 HeobXxigHOro ANA NPUroTyBaHHS

po3uuHy 3 akTuBHicTio 15 FIP-oa/mn

(KiHLEeBa KOHLIeHTpaLisi PO34MHY He
3MIHIOETBCS), @ TaKOX BHECEHI 3MiHU
OO0 AOMYCTUMOrO BiAXUMNEHHS
TemnepaTtypu TecToBOi TpyOku Byno
+ 0,1°C crano + 0,5°C. Po3gin ouiHkn
CKOpOYEHO, 3anuLleHi HeooXiaHi
po3paxyHKoBi (POPMYNK aKTUBHOCTI
PEYOBWHM MOPIBHSIHHA Ta
[ocCnimpKyBaHOi pe4oBUHU. 3MiHM |
Tuny - 3MiHK 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA roToBOro
nikapcbKkoro 3acoby (HeaHayHa 3MiHa
y 3aTBEPAXEHUX MeToAax
BMUNpobyBaHHs) 3miHW oo
aHarniTM4Horo meToay
«BMmicT/AKTUBHICTb (3aranbHa
NPOTEONITUYHA aKTUBHICTb)», BHECEHI
KOpUryBaHHS LWOAO KiNbKOCTI
HaBaXXKv PEYOBUHU NMOPIBHSAHHS
HeobXigHOT AN NPUroTyBaHHs
PO34MHY NOpiBHAHHSA 3 20 Mr Ha 21
MF, BHECEHI KOPUTYBaHHS LLOAO0
HaBaXKu JOCnigKyBaHOro
romoreHaty 113 HeobxigHoro ans
NPUroTyBaHHsi TECTOBOIO PO34NHY, a
TaKoX 3MEHLLEHO Yac
nepemillyBaHHsi HeobxigHoro ans
PO34nHEHHs npoTeasn. BHeceHi
3MiHM LLoJOo AONYCTMMOro
BiAXUNEHHS TemnepaTypun TecToBol
Tpybkn 3aTtBepmkeHo £ 0,1°C
3anponoHoBaHo + 0,5°C. 3MiHu |
Tuny - 3MiHK 3 sikocTi. [oTOBMIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpoOyBaHHS rOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa
y 3aTBepXXEHUX MeToaax
BUNpobyBaHHs) 3miHK oo
aHaniTM4Horo metoay
«BMicT/AKTUBHICTb (aKTUBHICTb
ninasu)», BHECEHI KOPUTyBaHHS WOA0
pH 6ydepHoro po3umHy, Lo
BUKOPUCTOBYETLCSA SIK peakuiiHe
cepefosuLLe B noganbLuin npouenypi
NpOBEeAEHHS aHanidy 3aTBepaXXeHO
9,2 3anponoHoBaHo 9,3. Po3ain
OLiHKM CKOPOY€EHO, 3anuLieHi
HeobXxiaHi po3paxyHkoBi hopmynu
aKTUBHOCTi peYOBUHU NOPIBHSIHHS Ta
[oCnimpKyBaHOi pe4oBUHU. 3MiHM |
Tuny - 3MiHK 3 sKocTi. FoToBuMNI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y
mMeTofax BUNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa
y 3aTBEpXXEHUX MeToaax
BUNpobyBaHHs) 3miHM o




37 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

aHaniTM4Horo metoay
«Bmict/AkTnBHICTb (PyTO3MAaY
TpurigpaTy: BEPX)», BHeceHi
KOPUryBaHHS OO0 HAaBaXOK
CTaHAapTHOrO 3pasky Ta
[OCTifKyBaHOro 3pasky HeobxiaHy
NS NIPUroTyBaHHS PO3YUHIB 3
BigNOBIOHMMM KOHUEHTpaLii, npu
LibOMY KiHLIEBi KOHLIEHTpaLii po34nHiB
3anuLIalTbCS HE3MIHHUMMU.
3arBepokeHo «17 mr C3
PO34MHSAOTL B MipHili Konbi Ha 25
MI», 3anpornoHoBaHo «34 mr C3
PO34MHSAOTL B MipHiii kKonGi Ha 50
Mn». 3aTBepaxXeHa HaBaxka
pocnigxyBaHoro 3paska 100 wr,
3anponoHoBaHo 67 Mr
3Minu Il Tuny - 3MiHM 3 siKOCTi.
[oToBMI nikapcebkun 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4onomixKHUX
peYoBMHAX) FOTOBOTO fiKapCbKOro
3acoby (iHWi JONOMDKHI pe4OBUHN) -
AkicHi abo KinbKicHi 3MiHM Woa0
oaHiel abo AekKinbkox AONOMIKHUX
PEYOBMH, SIKi MOXYTb 3HAa4YHO
BMNMHYTK Ha 6e3neky, sikicTb abo
edEeKTUBHICTb FOTOBOrO fiKapCbKOro
3acoby. BeegeHHs 3miH npoTtsArom 6-
TV MicSILiB MicNsi 3aTBEPOKEHHS.
CynyTHs1 3MiHa - 3MiHK 3 SIKOCTi.
[oToBMI Nikapcbkuin 3acib. KoHTponb
roToBOrO fikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo
[OMyCTUMUX MEX rOTOBOrO
nikapcbkoro 3acoby (3MiHa
3HaxoaMTbCS No3a 3aTBEPAKEHNMU
O0NyCTUMUMU MeXaMm
cneuudikauin) amiHa B cknagi
OonoMixHux pevoBuH M3 Ta 3miHa
cepenHbOi Macu Tabnetku (3 684 —
756 Mmr Ha 455 — 503 wmr), B 3B’3Ky 3
noKpaLleHHsIM sikoCTi npenapaty. Ak
Hacnigok, amiHa fo cneuudikadii 113
3a nokasHukom «CepegHs mMaca
TabneTkn». BBeAeHHst 3MiH NpoTsrom
6-TW MicsILiB Micnsi 3aTBEPOKEHHS.
Takox 3MiHM BHECEHO B pO34in
"Cknag" iHCTpyKLUii ANnst MeguyHoro
3aCTOCYBaHHS NiKapcbKoro 3acooby,
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
SIK HACMiQoK - BiANoBiAgHI 3MiHM B
posginu iHcTpyKuii "Jlikapcbka
dopma", "OcobnueocTi
3actocyBaHHs", "Cnoci6
3acTocyBaHHA Ta Jo3Kn", a TakoX -
BiANOBIAHI 3MiHM 0O TEeKCTYy
MapKyBaHHS.
40. FAQOBICT 1,0 PO34MH AN iH'ekuin, 1 Baviep Al HimeuyunHa Bariep Al HimeuunHa BHECEHHS 3MiH 0 peecTpauinHnx 3a peyenmom UA/6664/01/01
Mmonb/Mn, no 5 mn abo matepianis: 3miHu | Tuny - 3miHn
no 7,5 mn, abo no 10 mny wozao 6e3nekun/eceKTUBHOCTI Ta
CKINSHOMY LUNpULi, dapmakoHarnsgy. 3miHa(un) y
BKIageHoMy y nposopy KOPOTKil XapakTepucTuLi NnikapCbKkoro
nnacTuKoBy KOPOOKYy, 3acoby, TekCTi MapkyBaHHSA abo
3aKkpuTy nanepom; no 5 IHCTPYKUIT ANS MeanYHOro
LLUNPULIB Y KAPTOHHIW 3aCTOCYBaHHS A1s NiKapCbKoro
kopobui; no 5 mn abo no 3acoby, niueH3oBaHoro y €C 3a
7,5 mn, abo no 10 mny npoueayporo B3aEMHOro BU3HaHHS
NnacTMKOBOMY LUMPWULI, (nikapcbkuii 3acib BxoanTb 40 cdepu
BKIageHoMy Yy npo3opy Aii npoueaypy B3aEMHOTO BU3HAHHS)
nnacTuKoBy KOPOOKY, - 3MiHM BHECEHO B iHCTPYKLUilo Ansi
3aKpUTY MOMieTUNEeHoOM; Mo MEeANYHOro 3aCTOCYBaHHS
5 wnpwuiB y KapTOHHIN nikapcbKkoro 3acoby B po3ainu:
KopobuUi "MokasaHHs", "Cnoci6 3acTocyBaHHSA
Ta gosun" BiaNOBIigHO OO MaTepianis
peecTpaLiiHoOro 4ocbe (YTOYHEHHS
iHcpopmaii Lwoao 6esnekn
3acTocyBaHHs).
41. FACTPO-HOPM® | Tabnetku, BKpuTI MAT "Tanuudpapm” Ykpaina MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX bes peyenma UA/1034/01/01
nniBkoBoto 060M0HKO, MO "lanuudapm”, matepianis: 3minu | Tuny - 3miHn 3
120 mr no 10 Tabnetok y YkpaiHa; sKkocTi. [oToBMI Nikapcbkui 3acib.
6nictepi; no 4 abo no 10 MAT 3MiHM y BUpobHMUTBI. 3amiHa abo
GnicTepiB y navui "KuiBmegnpenap BBEAEHHS 40AAaTKOBOI AinbHUL
at", YkpaiHa BMPOGHMLTBA ANS YacTuHW abo

BCbOro BUPOOHMYOro npouecy
roTOBOro NikapCbKoro 3acoby
(BinbHUUS, Ha AKi NPOBOAATLCSA
Oyab-siki BUpobHuWYi cTagii, 3a
BMHSATKOM BUMYCKY CEpiii, KOHTPOIO
SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, 41151 HECTEPUITbHUX
nikapcbkux 3acobiB) - MNepeHeceHHs
LOinbHULi BUPOOHULTBA 3 OinbHUL
Ne2 LUT® M3 Ha ginbHuuto Ne1 LITO
N3 y 383Ky 3 onTUMi3aLlieto
BMPOBHMYoro npouecy. CynyTHs
3MiHa - 3MiHu 3 siKocTi. [oToBMN
nikapcbkuii 3aci6. 3miHu y
BUPOGHMUTBI. 3MiHM y npoueci
BMPOGHMLTBA roTOBOrO J1iKapCbKOro
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42.

FENIbMIHTOKC

3acoby, BKoYa4M NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETLCH MPU
BMPOBOHMLTBI FOTOBOTO MikapCbKOro
3acoby (HeaHa4Ha 3MiHa y npoueci
BMPOGHMUTBA) - 3MiHK y npoueci
BMPOGHMLTBA Y 3B A3Ky 3 3aMiHO
obnagHaHHs, npunaaie, 4ONOMXKHOIO
iHBeHTapto. 3MiHn | TMny - 3MiHn 3
sIKOCTi. [0TOBMI Nikapcbkuii 3acib.
Onuc Ta cknag. 3miHa y cknagi
(AONOMDKHUX pevoBMHAaxX) rOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHK) -
3MiHM y cknagi nikapcbkoro 3acoby -
3MiHa cyMiLi ANs NOKpUTTH
TabneTok, Ansa 36inbLeHHs
MeXaHiYHOI MiLIHOCTi, MacKyBaHHS
HENPWEMHOro CMaky i cneumngiyHoro
3anaxy, a TakoX ANs 3axX1CTy Bif
HecnpuaTNnBMX hakTopis
30BHILLUHLOrO CepefoBULLa.
BBegeHHst 3MiH NpoTArom 6-tn
MicsILiB nicnsi 3aTBEpAXKEHHS. 3MiHun |
Tuny - 3MiHK 3 sikocTi. [oToBUMIA
nikapcbkuii 3aci6. 3miHn y
BMPOBHMLTBI. 3MiHa po3Mipy cepil
(Bkntovaro4m gianasoH po3mipy cepii)
roTOBOro NikapCcbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NopiBHAHO
i3 3aTBEpAKEHNM PO3MIpOM) -
36inbLueHHs po3mipy cepii. 3MiHu |
Tuny - 3MiHK 3 sKkocTi. [oToBMI
nikapcbkuii 3aci6. CtabinbHicTb.
3miHa y TepMiHax npupgaTHocTi abo
ymoBax 306epiraHHsi roTOBOro
nikapcbkoro 3acoby (iHLi 3MiHK) -
3miHa y TepMiHax NpuaaTHOCTI,
3aTBepkeHo: 1 pik, 3anponoHOBaHo:
2 poku. BBegeHHst 3MiH NpoTarom 6-
TV MicsILiB Micns 3aTBEPOXKEHHS.

CycneHsisl opanbHa, 125
Mr/2,5mnno 15 mny
dnakoHi; no 1 donakoHy 3
MipHOIO MOXKOI B
KapTOHHiIl kopobui

JTabopatopis
IHHOTEK
IHTepHacboHanb

®paHuis

IHHOTepa LUysi

PpaHuis

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXeHHSs QisiNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nikapcbkoro 3acoby, BKktoyaum
AinbHULI BUNYycKy cepii abo micue
NPOBEAEHHS KOHTPOJHO SIKOCTi.

(BisnbHICTb, 3a AKy Bignosigae

6e3 peuyenma UA/10172/01/01

peecmpauyitiHo2o
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Ne
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JlikapcbKo20
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Popma eunycky

3asieHUK
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Bupo6Huk
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Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BMPOBHWMK/IMNoOpTep, BKMOYaouu
BUWMYCK Cepilt) - 3MiHa agpecu
BUpo6Huka M3 IHHoTepa LLys3i,
PpaHuisi, 6e3 3miHM micust
BUpPOGHMLTBA. BBEAEHHS 3MiH
npoTsarom 6 micsauis nicns
3aTBEPAKEHHS

43.

FEHTAKCAH

nopoLuUoK (cybcTaHuis) y
nnsLkax i3
nonietuneHTepedranary
Ans BUpobHuUTBa
HEeCTepUIbHUX NiKapCbKNUX

dopm

MpAT
"®apmMaueBTnyHa
dipma "PapKoC"

YkpaiHa

MpAT
"®apmMaueBTNYH
a cbipma
"®apKoC"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLuiiHnX
matepianis: 3miHu | Tuny -
AMiHiCTpaTu1BHI 3MiHW. 3MiHa
HanMeHyBaHHs Ta/abo agpecu Micus
NpoBaXXeHHS AisiNbHOCTI BUPOOHMKa
(Bkrtovaro4m, 3a HeobxigHOCTI, MicLe
NpoBeAEHHS KOHTPOJHO SIKOCTi), abo
BMnacHvKka mactep-anna Ha AdI,
abo noctavanbHuka A®l/BmxigHoro
marepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BUPOGHMLTBI AP (AKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa
BiZNOBIgHOCTI €BpONEnChKii
dapmakonei y 3aTBepaXeHOMy
nocbke, abo BUpobHMKa HOBOI
[OOMOMDKHOI PEYOBUHM (SIKLLO
3a3Ha4yeHo y OOCbE) 3MiHa agpecu
BUpoGHuKa MpAT "®apmaueBTuyHa
dipma "PapKoC", 6e3 3miHn micua
BUPOGHMLUTBA (3MiHa Ha3BM BynuLi)

UA/0831/01/01

44,

FEHTAMIUNHY
CYNb®AT

NopoLLOK (cybcTaHuis) y
OigoHax antoMiHieBMX ons
BMPOOHMLTBA CTEPUNBHUX
nikapcbkux hopm

MpAT
"®apmMaueBTUYHa
dipma "OapHuus”

Ykpaina

PdyaH
Papmac'ioTvkan
pyn AxTan
IxyctaBape
dapmac'ioTvkan
Ko., Ilta.

Kutan

BHECEHHS 3MiH 0 peecTpauifiHnX
matepianis: 3miHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NpoBaAXXeHHS AiAnbHOCTI BUPOOHMKa
(Bkntovaroum, 3a HeobxigHoOCTI, MicLe
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo
BNnacHuKka mactep-canna Ha AdI,
abo noctayanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOroO
NpoAyKTy, L0 3aCTOCOBYIOTECS Y
BUPOGHMLTBI ADI (SIKLLO 3a3HAYEHO Y
[OCbe Ha rikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikarta
BiQNOBIAHOCTI €EBpONENChHKIl
apmakonei y 3aTBepaXeHoOMy
nocbe, abo BUpobHMKa HOBOI
[OOMOMDXHOT PEYOBUHM (SIKLLO
3a3Ha4YeHo Y 0CbE) - 3MiHA Ha3BM
BUPOGHMKa, 6e3 3MiHK Micus

UA/0922/01/01
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
BUPOGHMLUTBA. BBEAEHHS 3MiH
NpoTSArom 6-Tn MicsiLiB nicns
3aTBEPAKEHHS.
45. FEHTAMILUUHY pO34mMH ANs iH'ekuin, 40 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpauifiHnX 3a peuernmom UA/6256/01/01
CYIb®AT- Mr/MA, No 2 MN B aMnyni; "®apmMaueBTUYHa "®apmMaueBTUYH maTepianis:
OAPHUUA no 5 amnyn B y KOHTYpPHin dipma "JapHuua” a cbipma 3MiHN | TURY - 3MiHa Ha3Bu
YapyHKOBIl ynakosLi; no 2 "NapHuus" BUPOOHMKa A®I reHTamiumHy
KOHTYPHI YapyHKOBI cynbdarty, 6e3 amiHu micus
yNakoBKW B MayLi BMPOBOHMLUTBA; 3MiHW | TUNYy - 3MiHK
wopno 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnagy - 3amiHa posainy
«[padpivyHe oPopMIeHHS ynakoBOK»
Ha po3gin «MapkyBaHHsI».
BBeneHHs 3MiH npoTsirom 6-tm
MicAUiB Nicna 3aTBepAXXeHHA
46. FENABAN® NMOPOLLIOK ANS PO3YNHY TOB "BAJNAPTIH Ykpaina JTABOPATOPIO ITanisa BHECEHHS 3MiH [0 peecTpauifiHnX 3a peyenmom UA/15587/01/01
Ons iH ekuin no 600 mr 10 OAPMA" ITAIIbAHO matepianis: 3miHu | Tuny -
NaKkoHiB 3 MOPOLLKOM B BIOXIMIKO AamiHicTpaTuBHi 3MiHU. 3MiHa
komnnekTi 3 10 amnynammn PAPMALIEYTIK HanmeHyBaHHA Ta/abo agpecu
3 PO34MHHMKOM (BOAa ANst O JNICA®PAPMA 3asiBHUKA (BracHUKa peecTpaLlinHoro
iH'ekuin) no 4 mn B C.N.A. nocBigyeHHs) 3miHa agpecu
NNacTyKOBIN KaceTi B 3asiBHMKa (BNacHWKa peecTpauiiHoro
KapTOHHIl kopobui NoCBIQYEHHS)
BBEAEHHS 3MiH NpoTArom 3-x micsauis
nicns 3aTBepaAKEHHs
47. FEPLUENTUH® PO34mMH Ans iH ekuin, 600 . XodppmaHH-J1sa LLisenuapis BUPOGHULTBO LLiBenuapis BHECEHHS 3MiH 40 peecTpauinHnx 3a peyenmom UA/14303/01/01
Mr/5 mn; 1 donakoH 3 Pow It Hepo3dacoBaHo marepianis:
PO3YMHOM Yy KapTOHHI T npoaykuii, 3MiHM | TUNY - 3MiHa y MeToaax
KopoobLi nakyBaHHS, BUNPOOYBaHHS JONOMIDKHOI PEYOBUHM
BUNpobyBaHHs - HE3HaYyHa 3MiHa aHaniTM4HOro
KOHTpOMo MeTOoay KOHTPOIO €HOOTOKCUHY
SIKOCTi: (Endotoxin testing) B onomixHin
. XopdpmaHH- peyoBuHi r HUPH20 - 3miHn kpuTepiis
a Pow JTa, NpVaATHOCTI cCUCTEMM; 3MiHuM | Tuny -
LLsenuapis; 3MiHM B npoueci BupobHuuTea AdI -
BUNpobyBaHHs onTumisauia Metoay aHanidy
KOHTpOIo aKTUBHOCTI AOMOMDKHOT PEYOBUHM I
SIKOCTi, BUNYCK HuPH20 (pekombiHaHTHa
cepil: rianypoHigasa noAnHN) roToBOro
. XodpdpmaHH- nikapcbkoro 3aciby; amiHu | Tuny -
J1a Pouw JiTg, 3MiHV BUNpobyBaHb abo AonyCTUMUX
LLiseviLapis Me>XX, BCTAHOBMEHUX Y

crneundikalisx, nig yac BUpobHMLTBa
roTOBOro MikapcbKoro 3acoby - 3MiHu
B npoueci BupobHuutea AdI -
BBEOEHHS IBOX [0OOATKOBUX POBOUNX
GaHkiB kniTUH (6566,6608),
OTPYMaHUX 3 rofIoBHOIO GaHKy;
BHECEHHS pefaKLiiHUX NPaBoK Onucy
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
BMPOBHMYOro npouecy; aminu Il Tuny
- 3MiHa y MeToAax BUNpobyBaHHSA
[OOMOMIKXHOT pevyoBUHU (CyTTeEBaA
3miHa abo 3amiHa
GionoriyHoro/iMmyHonori4Horo/iMmyHoxi
MiYHOro MeToAy BUNpobyBaHHSA abo
meToay, Y SIKoMy BUKOPUCTOBYETLCS
GionoriyHui peareHT). BBepeHHs
3MiH npoTArom 6-Tm Micauis nicns
3aTBEPAKEHHA
48. FMUMAKC® Tabnetku no 2 mr, no 10 TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a peyenmom UA/11974/01/01
TabneTok y 6nictepi; no 3 DAPM" DPAPM" marepianis:
abo no 6, abo no 10 3MiHM | TUNY - 3MiHa y MeTogax
GnicTepiB y KapTOHHIW BMNPOOYyBaHHS rOTOBOTO NiKapCbKOro
yrnakoBLi 3acoby (He3HayHa 3miHa y
3aTBEPIKEHUX MeToAaxX
BUNPobyBaHHs)
49. FMUMAKC® Tabnetku no 3 mr, no 10 TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx 3a peuenmom UA/11974/01/02
Tabnetok y 6nictepi; no 3 DAPM" DPAPM" marepianis:
abo no 6, abo no 10 3MiHuM | TUNY - 3miHa y MeTogax
GnicTepiB y KApTOHHIW BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro
yrnakoBLi 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX MeToAax
BMNpobyBaHHs)
50. FMUMAKC® Tabnetkv no 4 mr, no 10 TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH O peecTpauiiH1X 3a peuenmom UA/11974/01/03
Tabnetok y 6nictepi; no 3 DAPM" DAPM" marepianis:
abo no 6, abo no 10 3MiHM | TUNY - 3MiHa y MeToaax
GnicTepiB y KApTOHHIW BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro
ynakoBLi 3acoby (He3HayHa 3miHa y
3aTBEPIKEHUX MeToAaxX
BMNPObYyBaHHs)
51. FPABAIH necapii no 500 mr no 5 CninbHe ykpaiHCcbKo- YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyermom UA/2166/01/01
necapiis y ctpuni; no 2 icnaHcbke YKpaiHCbKO- marepianis:
CTPUNM Yy Nayui 3 KapTOHY nignpueMcTBO icnaHcbke 3MiHu Il TUNY - NogaHHA OHOBNEHOTO
"Cnepko YkpaiHa" niagNpUEMCTBO mMacTep-cainny Ha Ad|
"Cnepko MeTpoHigason Big 3aTBEpPOKEHOTO
YkpaiHa" BUpo6HuKa Pharmaceutical Works
Polpharma S.A., MonbLya;
3anponoHoBaHo: AP CTD v.14
December 2016
52. FPUNEKC NMOPOLLIOK ANsi opanbHOro lOHina6, Jn CLUA BMPOGHMLTBO, Monbwa/ BHECEHHS 3MiH 0 peecTpauinHnx 6e3 peuenma UA/5737/01/01
XOTAKTUB pO34uHy, No 4 r B calue, nepBuHHe Ta Benuka marepianis:
no 5, abo no 7, abo no 8 BTOPUHHE BpuTaHis 3MiHu | TUNY - 3miHa y MeTogax
abo no 10 cawe B nakyBaHHs, BUMNPOBYBaHHSI rOTOBOTO NikapCbKoro
KapTOHHIN nayi KOHTPOMb Ta 3acoly - 3amiHa y meToaax
BUNYCK cepii: BuNpobyBaHHs T. KinbkicHe
TOB OC BM3HAYEHHSI BMICTY ackop6iHOBOI
dapmalis, KMCNoTW, Napauetamony Ta
Monblwa; eHinedpvHy rigpoxnopuay, a
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BMPOOHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO~b cepii:
BpadptoH
JlabopaTopis
NimiTen, Benuka
BputaHia

TaKoX OOHOPIAHICTb BMICTY
deHinedpuHy rigpoxnopuay 3miHa
06’ eMy po3unHHKKa ONnst
nNpuUroTyBaHHs 3paska Ans
BU3HAYEHHSA OQHOPIAHOCTI BMICTY; T.
KinbkicHe BU3Ha4YeHHsi BMiCTY
ackopbiHOBOI KMCnoTH,
napauetamony Ta eHinedpuHy
rigpoxnopuay, a TakoX OAHOPIAHICTb
BMICTYy dpeHinedppuHy rigppoxnopugy
(meTop YBEPX) - 3amiHa 06 emiB
PO34YMHHMKA ANSA NPUrOTYBaHHS
3paska Ansi BU3Ha4YeHHsI
OAHOPIAHOCTI BMICTY Y BiANOBIAHOCTI
00 Banigauii, pegakuiviHi npasku; T.
BusHaueHHs 4- amiHodpeHony -
penakuinHi NpaBky B ONUCIi METOONKM;
3MiHuM | TUNY - 3MiHa y MeTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro
3acoby - 3amiHa y meTogax
BUNpobyBaHHs T. BusHaueHHs
npoaykTis po3knagy deHinedppury
rigpoxnopuay Ta 4- amiHodeHony
metogoM BEPX (anbTepHaTuBHUIA
METOA) - YTOYHEHHS1 Ha3BM MeToAy Ta
[OOMOBHEHHS ONUCOM iHTepnpeTauii
XpomaTorpam

53.

F'YHA - MATPIKC

Kpanni opanbHi no 30 mny
dnakoHi-kpanenbHu1Lj; No
1 donakoHy B KApTOHHIN
Kopoo6ui

lN'yHa C.n.a.

ITanis

l'yna C.n.a.

ITanis

BHECEHHS 3MiH O peecTpauiiHnX
matepianis: 3miHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NPOBafXeHHS QisAnbHOCTI
BMPOGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKIoyaum
AinbHWU BUNYycKy cepii abo micue
NpPOBEAEHHS KOHTPOJHO SIKOCTi.
(DisinbHiCTb, 3a Ky BigNoBinae
BUPOGHMK/IMNOpTEP, BKIOYaYK
BUNYCK Cepil) - 3viHa Ha3Bu Ta
agpecv BUpobHuka, 6e3 3amiHn micusi
BUpOGHMLTBA

be3 peuenma

UA/12711/01/01

54.

F'YHA-BOBEN

Kpanni opanbHi, no 30 mn
y donakoHi-kpanenbHuLyj;
no 1 dnakoHy-
KpanenbHULi B KAPTOHHIN
KopobLi

lN'yna C.n.a.

ITania

l'yHa C.n.a.

ITanis

BHECEHHS 3MiH IO peecTpauiiHnX
maTepianis: 3MiHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NpoBaAXXeHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nikapcbkoro 3acoby, BKMoYaym
AinbHWL BUNycKy cepii abo micue

6e3 peuenma

UA/12657/01/01
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

NPOBEAEHHS KOHTPOJHO SIKOCTi.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM
BMMNYCK Cepin) - 3MiHa Ha3Bu Ta
agpecy BUpobHuka, 6e3 amiHu Micusi
BUPOGHMLUTBA

55.

OE3TPOH

KOHLEHTPAT ANt PO34UHY
ans iHdysin no 0,8 mr/mn,
no 5 mn y donakoni; no 1
NaKkoHy y KapTOHHIN
KopobLUi

TOB "Tesa YkpaiHa"

Ykpaina

AxTasic Itanis
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpauifiHnX
marepianiB: 3miHa 3agBHUKa
(BnacHuka peectpauinHoro

NnocBiaYEeHHS)

3a peuenmom

UA/12864/01/01

56.

OEKCANOC

Kpanni o4Hi, 1 mr/mn no 5
My dnakoHi-
KpanenbHuui; no 1
dnakoHy-KkpanenbHuLi B
KapTOHHIN kopobLi

YPCA®APM
ApuHaimiTTens
mM6X

Himeuumna

YPCA®APM
ApuHanmiTTenb
m6X

HimevuunHa

BHECEHHS 3MiH [0 peecTpaLiiHnx
matepianis: 3miHu Il Tuny - 3miHn
wopno 6esnekun/edekTMBHOCTI Ta
apmakoHarnsaay. BHeceHHs abo
3MiHa(n) go 3000B'si3aHb Ta YMOB
BUAa4i peecTpauinHoro noceBig4eHHs,
BKNtoyatoun MNnaH ynpasniHHA
pv3nKamMm (3aCTOCYBaHHS 3MiH(M),
siki(a) BUMaratoTb(€) noganbLIoro
06r'pyHTYBaHHSA HOBMMMW JOAATKOBUM
AaHVMK, WO MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKifbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OpPraHoMm) -
BukoHaHHs 3060B's13aHb BignoBiaHO
no nianyHkty 1.13 nyHkTy 1 goparky
15 o Mopsigky npoBeAeHHS
eKcrnepTnaun peectpauiiHux
marepianis Ha nikapcbki 3acobu, wo
noAalTbCHA Ha AepXaBHY peecTpaLito
(nepepeecTpallito), a Takox
eKkcnepTM3n martepianis nNpo
BHECEHHS 3MiH 0 peecTpauifiHnX
MaTepianis NpoTarom Aii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)

3a peuenmom

UA/4878/01/01

57.

AWDEPENIH®

nopoLuUoK no 3,75 mMr Ta
PO3YUHHUK NS cycneHsii
Ons iH'ekuin
NPOJSIOHOBaHOTO
BUBINbHEHHS, 1 chnakoH 3
MOPOLLIKOM Y KOMMIEKTi 3
PO3YNHHWUKOM MO 2 M1
(maHiT (E 421), BOOa ans
iH'exuin) B amnyni,
LUNpuLIOM Ansi

INMCEH ®APMA

®paHuis

Mopovuok
BupobHuuTBO Ta
nakyBaHHs:
INMCEH ®APMA
BIOTEK,
®paHuis;
amma-
BUMPOMIHIOBAHH

A:
INCEH ®APMA

®paHuis/
ITanisa

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXeHHSs QisiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, Bkoyaum
AinbHUUI BUNYycKy cepii abo micue
NpoBeAEHHS KOHTPOIO SKOCTI.
(BisnbHICTb, 3a AKy Bignosigae

3a peuerimom

UA/0695/01/02
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
0[1HOPa30BoOro BIOTEK, BMPOBHWMK/IMNOpTEP, He BKIOYao4n
BUKOPUCTaHHSA Ta ABOMa PdpaHuis BMNYCK cepiln) - 3MiHa Ha3BW ofHiei 3
ronkamu (y 6nictepHin abo OinbHWUB cTepunisauii (rama-
ynaKkoBLi) y KAPTOHHIN CTEPIOXEHIK BunpomiHioBaHHsA) 3 GAMMARAD
Kopobui C ITANIA ITALIA S.P.A. (TAMMAPAL ITANIA
C.N.A., Itanis; C.MN.A.) Ha STERIGENICS ITALY
BTopuHHe S.P.A. (CtepigxeHikc Itania C.IN.A.),
nakyBaHHs, 6e3 3MiHM agpecu micus
KOHTPOMb SIKOCTI NpoBaXXeHHS OiSNbHOCTI BUPOOHMKA.
Ta BUNyCK 3MiHu | TNy - 3MiHKM 3 AKOCTI.
nikapcbKkoro [oToBWMI Nikapcbkuin 3aci6. 3MiHKU y
3acoby: BMPOGHMUTBI. 3amiHa abo BBeAEHHS
IMCEH ®APMA [04aTKOBOI AiNbHULI BUpOBHMUTBA
BIOTEK, Ons 4acTUHKU abo BCbOro
®paHuis; BMPOGHMYOro NpoLecy rotToBoro
Po3unHHmK nikapcbkoro 3acoby (iHLwi 3MiHN) -
BupobHumuTBO, 3a3HayeHHs1 BUPOBHMYMX OinbHULUb
nepBUHHE Ans YacTUHU BUPOBHMYOrO npouecy
nakyBaHHs Ta (rama-BunpowminHtoBanHs) M3 INCEH
KOHTPOSb SIKOCTi: SAPMA BIOTEK, ®paHuis Ta
CEHEKCI, CrepimxeHikc Itanis C.MN.A., Itanis y
PpaHuis P ta tutynbHin ctopiHui MKA 13, 3
BTopuHHe YTOUHEHHSAM DYHKLi BUPOBHUKA
nakyBaHHs Ta nopouuky IMCEH ®APMA BIOTEK,
BUMNYCK Cepil: ®paHuis 3rigHo maTepianis
IMCEH ®APMA peecTpauiiHoro gocke. BBegeHHs
BIOTEK, 3MiH NnpoTsArom 3-X MicAuiB nicns
PpaHuis 3aTBEPKEHHS.

58. | AUPEPENIH® nopotok no 11,25 mr Ta INCEH ®APMA ®paHuis MopoLwuok ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHuX 3a peyermom UA/9454/01/01
PO3YUHHUK ANSA cycneHsii Bupo6HuuTBO Ta ITania matepianis: 3MiHu | Tuny - 3miHn 3
Ans iH'ekuin naKyBaHHs: sKkocTi. [oToBMI Nikapcbkui 3acib.
NPOSIOHIOBaHOTO INCEH ®APMA 3MiHu y BUpo6HMUTBI. 3amiHa abo
BUBINbHEHHS 1 donakoH 3 BIOTEK, BBEAEHHS 0AAaTKOBOI AinbHUL
MOPOLLIKOM Y KOMMIEKTi 3 ®paHuis; BMPOGHMLTBA ANS YacTuHW abo
PO34YMHHWUKOM MO 2 M1 Mamma- BCbOro BUPOBHMYOro npoLecy
(maHiT (E 421), BOga ans BUNPOMIHIOBaHH roTOBOro MikapcbKoro 3acoby (iHLui
iH'exuin) B amnyni, S 3MiHN) - 3a3Ha4YeHHSA BUPOOHNYMX
wApuLoM Ans IMCEH ®APMA OinNbHWLUB NSt YaCTUHU BUPOBHUYOro
0HOPa30BOro BIOTEK, npotiecy (rama-BuUNpoMiHoBaHHS)
BUKOPUCTaHHA Ta ABOMA PdpaHLuis M3 INCEH ®APMA BIOTEK,
ronkamu (y 6nictepHin abo PpaHuisi Ta CTepigxeHike ITanis
ynakoBLi) y KAPTOHHIl CTEPIOXKEHIK C.M.A., Itania y Pl Ta TUTynbHIin
KopobLi C ITANA cTopiHui MKA 13, 3 yToOYHEeHHAM

C.N.A., ITanis; yHKLUiA BUpoGHMKa nopotuky INMCEH
BTopuHHe PAPMA BIOTEK, ®paHuisi 3rigHO
nakyBaHHS, mMaTtepianis peecTpauiiHoro JOChke.

KOHTPOSb SIKOCTi BBegeHHs 3MiH npoTsarom 3-x micauis

Ta BMNyCK nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -

nikapcbKoro

AamiHicTpaTuBHi 3MiHW. 3MiHa
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
3acoby: HaliMeHyBaHHs Ta/abo agpecu micus
IMCEH ®APMA NPOBaXeHHs OisiNbHOCTI
BIOTEK, BMpoGHMKa/iMnopTepa rotToBOro
®paHuis; nikapcbkoro 3acoby, BKIoYa4n
Po34mHHKuK AinbHWLU BUNycKky cepii abo micue
Brpo6HuuTBO, NpoBeAeHHS KOHTPOIO SIKOCTi.
nepBuHHe ([isnbHiCTb, 3a AKy Bignosigae
nakyBaHHs Ta BUPOGHWK/IMNOPTEP, HE BKIOYaUn
KOHTPOIb SIKOCTi: BUNYCK cepin) - 3miHa Ha3Bu ofHiei 3
CEHEKCI, AiNbHULUB cTepunisadii (rama-
dpaHuis; BunpomiHioBaHHsA) 3 GAMMARAD
BTopuHHe ITALIA S.P.A. (TAMMAPAL ITANIA
nakyBaHHs Ta C.MN.A.) Ha STERIGENICS ITALY
BUWMNYCK cepil: S.P.A. (CtepigxeHikc Itania C.IN.A.),
IMCEH ®APMA 6e3 3MiHM agpecu Micus
BIOTEK, NPOBaXEHHS AiANbHOCTI BUPOOHMKA.
PpaHUis
59. | AIANINOH® po34mnH Ans iHdysin 1,2 % MAT "®apmak" Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauifiHnX 3a peyenmom UA/0794/01/02
TYPBO no 50 mn y dnakoHi 3i marepianis:

ckna; no 1 abo 10
dnakoHiB y nayui 3
KapTOHY

3MiHN | TUNYy - KoHTponb A®I - 3MmiHK y
cneuudikauii APl (anbda -ninoesa
KucroTa) 3a T. mikpobionoriyHa
4YUCTOTa BUIMY4EHO ONUC aHaniTU4HOI
npoueaypv; 3miHu | Tuny - 3MiHn Jo T.
CTEPUNbHICTb; MEXaHIYHI BKITIOYEHHS;
GakTepianbHi eHOOTOKCUHY -
[OMNOBHEHO NOCUNaHHA Ha ditove
BuaaHHsi EP; amiHu | Tuny - nogaHHs
Hosoro CEP Big BXxe 3aTBepaKeHOro
BUpOGHMKa ADI 3i 3mMiHOI Ha3BM
ipmu - BUpobHUKa Ta agpecu
ronosHoro odicy cybcraHuii, R1-CEP
2009 -004 - REV 01 OLON S.P.A,,
ITanig; 3amiHu | TMNY - 3miHa po3mipy
cepii (BkMoYaum giana3oH po3mMipy
cepii) rotToBoOro nikapcbkoro 3acoby
(36inblueHHs Ao 10 pasiB NopiBHAHO
i3 3aTBEpPAKEHNM PO3MIPOM) - 3MiHU
PO3Mipy cepii roTOBOro fikapCbKOro
3acoby, sanponoHosaHo: 300 n (5870
pnakoHiB) abo 400 n (7820
nakoHiB) abo 500 n (9780
dnakoHiB); 3MiHuM | TUNY - 3MiHa y
mMeToAax BUNpobyBaHHsS FOTOBOrO
nikapcbkoro 3acoby (ans
NpVBEAEHHS Y BiANOBigHiCTb 3 Y
abo €sponeiicbkoo hapMakoneeto
Ta BUNYYEHHSI MOCKMNaHHS Ha
3acTapinvin BHyTPILLHIA MeToa
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Kpaina
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Peecmpauyitina npoyedypa

Ymosu

Homep
peecmpauyitiHo2o

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

BMNPOOYBaHHS i 1oro Homep); 3miHu |

eionycky

noceio4yeHHs1

YMNCA CAC

DdpaHLuis

My - 3MiHa napameTpis
cneumdikauin Ta/abo gonycTummx
MEX roTOBOro fnikapcbkoro 3acoby;
3MiHu | TUNy - 3miHa y napameTpax
cneumdikauin Ta/abo gonycTummx
MeX, BU3HAYEHNX Y cneumdikauiax

Ha A®I, abo BMXigHUA/MPOMIXKHUIA
npoaykT/peareHT, Lo
BVKOPVCTOBYIOTBCS Y NMPOLIECI
BUpo6HMUTBa ADI; 3MiHum Il Tuny -
3MiHV BUNpobyBaHb abo A4onyCcTUMUX
MEX, BCTAHOBIIEHUX Y
crneungikalisx, nig Yac BUpoGHULTBA
roTOBOrO fikapcbKoro 3acoby
BHECEHHS 3MiH [0 peecTpauiiHnX

6e3 peuyenma

UA/7213/01/01

60.

AOOHOPMIN

Tabnetku wunydi no 15 mr
no 10 Tabnetok y Ty6i; no

1 abo 2 Tybun B KApTOHHIN

KopobLi

YMCA CAC

®paHuia

Muarepianis: 3mMiHu | Tuny - 3miHa y
mMeTofAax BUNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (BUIy4YeHHst
meToAy BUNPOOYBaHHS, SKLLO BXe
3aTBEPKEHWI anbTepHaTUBHUN
MeToz) - BUNyYeHHs MeToay
BUNpobyBaHHsA " ineHTudiikauis"
(BunyyeHo TLWX (EP 2.2.27),
3anvLIEeHo 3aTBEpPaXEeHNN
anbTepHaTMBHUIA MeTof (EP 2.2.29);
3MiHu | TRy - 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO fikapCbKoro 3acoby (3miHa
y 3aTBEepAKEHOMY NPOTOKONi
cTabinbHOCTI) - 3MiHa Y
3aTBEPAKEHOMY MPOTOKONI
cTabinbHOCTI LWOoA0 YacToTn
MiKpOGionoriYHOro TecTyBaHHs (Bif
O[HOro pasy Ha pik 4O TeCTyBaHHS
TiNbKW Ha noyaTtky Ta B KiHLj
OOCHiMKEHHs cTabinbHOCTI); 3MiHu |
TMny - 3MiHa napameTpis
cneumdikauin Ta/abo gonycTummx
MeX FOTOBOrO NiKapCbKoro 3acody
(monoBHeHHs cneuudikaLii HoBUM
NMOKasHWKOM 3 BiNOBIAHUM METOAOM
BMNPOBYBaHHS); 3MiHW | TUNY - 3MiHK
3 sikocTi. [oToBUIA Nikapcbkmii 3aci6.
KoHTpOnb roToBOro nikapcbkoro
3aco0y (iHLWi 3mMiHK) - 3miHa Y
cneundikadii Ta metTogax
BMNPOOYBaHb rOTOBOrO fiKapCbKOro

3acoby: nocunaHHsa 3 EP 2.2.29
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n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

61.

"OpHopigHicTb BMicTy " Ha EP 2.9.6
"OpgHopigHicTb BMICTY"

62.

AOYAK

renbno5rabono15r,
abono 25, abono 50 r
rento B Ty6i; no 1 Ty6i B
KapTOHHi kopobui

"nakcoCmiTKnsanH
EkcnopT Nimiteq

Benuka
BputaHis

Cricdben
JlabopaTopis
(Ilpnangis) N1a.,
Ipnangis;
[nakco
OnepenwHc FOK
JlimiTen, Benuka
BputaHis

Ipnangis/
Benwuka
BputaHia

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu | Tuny - 3miHn
wopno 6e3nekun/edekTMBHOCTI Ta
dapmakoHarnsay (iHwi 3miHu) -
3amiHa rpadiyHoro opopMneHHs
NepBUHHOI Ta BTOPMHHOT YNakoBOK Ha
TEKCT MapKyBaHHS yNaKkoBOK 3
BigMNOBIgHMMM 3MiHaMK 0 po3ainis
MKA N3 (po3sgin «IpadiuHe
0OOPMIIEHHSA» 3aMIHEHO PO34ifioM
«MapkyBaHHs»). BBeA€HHS 3MiH
npotsarom 3 micauis nicna
3aTBepAKEeHHA. 3MiHu | Tuny -
AJMiHiCTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHSs QiSNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKnoYaun
AinbHWL BUMYycKy cepii abo micue
NPOBEAEHHS! KOHTPOJIHO SIKOCTi.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/iMNOpTEP, BKIOYa4n
BUWMYCK Cepiln) - 3MiHa agpecu
BUpoGHMKa Makco OnepenwHe KOK
TNimiten, Benuka BputaHis, 6e3 3MiHn
Micusi BUpoOHUUTBa. BBEAEHHS 3MiH
npotsarom 3 micauis nicns
3aTBEPKEHHS.

6e3 peuenma

UA/8202/01/01

AOYAK

renbno5r,no15r, no 25
r abo no 50 r rento B Ty6i;
no 1 Ty6i B KAPTOHHIW
KopobLi

"makcoCmiTKnsH
EkcnopT NNimiTeq

Benuka
BpuTaHis

Cridben
INabopaTopis
(Ipnangis) Nra.,
Ipnangis;
nakco
OnepenwHc FOK
Jimiten

Benuka
BpuTaHis

BHECEHHS 3MiH O peecTpauifiHnX
maTepianis:
3MiHm |l Tuny - 3miHn wopno
6e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(1) 8o 3000B'si3aHb Ta yMOB
BuAadi peecTpauiiHoro nocBig4eHHs,
BKtovatoum MNnaH ynpaeniHHs
pu3nKamMm (3aCTOCYBaHHS 3MiH(K),
Ki(a) BMMaraioTb(€) NoaanbLLOoro
06r'pyHTyBaHHS HOBUMU AOAATKOBUM
AaHVMK, Lo MalTb HaJaBaTucs
KOMMETEHTHNM OpPraHoM, OCKiflbKn
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMETEHTHNUM OpraHom) -
BukoHaHHSA 3060B'A3aHb BiANoBigHO
00 NianyHKTY 2.3 NyHKTY 2 goaarky
15 po Mopsiaky npoBeAeHHs
eKCrnepTn3n peecTpaLinHnx

6e3 peuyenma

UA/8202/01/01
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
matepianis Ha nikapcbki 3acobwm, Lo
noAarTbCs Ha AepXaBHY peecTpaLito
(nepepeecTpallito), a Takox
ekcnepTM3n martepianis Npo
BHECEHHS 3MiH 40 peecTpaLiiHnX
mMaTtepianis npoTarom gii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Hakasy MOS3 Big 23.07.2015 Ne 460)
63. ENENICO NOPOLLIOK fioginisoBaHumn Mgpansep Eny.Ci.Mi. CLWA BUPOBHMLTBO CLA/ Ipnangis/ BHECEHHS 3MiH 0 peecTpauinHnx 3a peyenmom UA/14379/01/01
ANs po3ynHy Ans iHdysin KopnopeniH (dbopmyna, I3painb marepianis:
no 200 Of; 1 cdonakoH 3 acentuyHe 3MiHm |l Tuny - 3miHa y napameTpax
NOPOLLKOM Y KapTOHHIN HarnoBHEHHS, cneumdikauin Ta/abo gonycTummx
Kopoo6ui niodinizauis), MeX, BU3HAYEHNX Y crneumdikauisx
nepBuHHe Ta Ha A®I, abo BMXiAHWUIN/MPOMIKHWIA
BTOPUHHE npoaykT/peareHT, LWo
nakyBaHHs, BVKOPVCTOBYIOTBCS Y NMPOLIECI
MapKyBaHHS, BMpobHuUTBa ADI - 3miHa Mex y
BUNYCK cepii: cneumdikauii BxigHoro koHTponto AdPI
Papmauis i Tanirnouepasa anbda 3a
AngxoH nokasHukom «4Yucrota I», «4uctoTa
KomnaHi JC, I1. Host cell proteins», «4uctoTa lll»,
CLA; koHTpoOsb «Yuctota IV», «KnituHHe
AKOCTi Npun nornvHanHs (Cellular Uptake)»; 3amiHn
BUMYCKY Ta Il Tuny - 3amiHa y meTogax
[OCNIAKEeHHN BunpobyBaHHa APl abo BuxigHoro
cTabinbHoCTi: marepiany/npoMixxHOro
Mdpaiizep npoaykTy/peareHTy, LWo
Ipnangis BUKOPUCTOBYETLCH Y NPOLECI
dapmachbtoTikan BMpobHuUTBa ADI - 3miHa B
¢, lpnaHgis; aHaniTM4HoMy MeToAi koHTponto AdI

KOHTPOMb SIKOCTI
npu BUNYCKy Ta
[OCNIAKEeHHs
cTabinbHoCTi:
MpoTanike N1A4.,
I3painb

Tanirnouepasa anbda, Lo
3aCTOCOBYETLCA AN KiNbKICHOro
BU3HAYEHHS 3anuLLKOBUX Binkis

KniTMHW — xassiiHa (Host cell proteins)
npu NpoBefdeHHi Tecty «4ucroray, a
camMme 3aMiHa HenpsiMoro PepmMeHT —
NoB’s3aHoro iMyHOCopbeHTHOro
aHanisy (indirect Enzyme linked
immunosorbent assay (ELYSA)) Ha
ceHagiv ELYSA (Sandwich ELISA),
BVKOPVCTOBYIOUM HOBUWIA CTaHAapT
aHTn — HCP Ta kanibpyBaHHs ons
BU3HAYEHHS 3anuLLKOBUX BinkiB
KniTvHW — xa3siHa (HCP) mopkBsAHMX
KNiTUH. Ak pe3ynbTaT, 3MiHN B
KPUTUYHOMY peareHTi Ta popmarti
METOAVKM KiMbKiCHOro BU3HaYEHHS;
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

3MiHn Il Tuny - 3miHa napameTpis
cneumdikauin Ta/abo gonycTummx
MeX roToBOrO flikapcbkoro 3acoby -
3MiHa y cneumdikauii roToBoro
nikapcbkoro 3acoby, a came 3MiHa
KpUTEpIiB NPUAHATHOCTI 3a
nokasHukamu «4Yucrtota I», «Hucrtota
II», «Muctora lll», «dPepmeHTaTUBHA
KiHeTuka» Ta «KniTnHHe
nornuHaHHs». BBeaeHHs 3MiH
npotaArom 6-Tu micauiB nicns
3aTBepOKEHHSA

64.

EJTOKOM®

kpem 0,1 % no 15 r abo 30
ry Ty6i, no 1 Ty6i B
KapTOHHIN kopobLi

LWepinr-Mnay
CeHTtpan lct Al

LLiBeviuapis

LWepiHr-Mnay
Na6o H.B.

Benbris

BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis:
3MiHwn Il Tuny - 3MiHK B iHCTPYKUIT Ans
MELNYHOro 3aCTOCYBaHHS B PO3AINu:
"OcobnuBocTi 3acTocyBaHHs",
"Mo6iyHi peakuii”. BBeaeHHs1 3MiH
npoTtsrom 3-x micauis nicnsa
3aTBEpPAKEHHA

3a peuernmom

UA/6293/02/01

65.

EHAN®

Tabnetkn no 5 mrno 10
Tabnetok y 6nictepi; no 2
GnicTepn y KapTOHHil
KopobLi

KPKA, a.a., Hoso
MecTo

CnoBeHisi

KPKA, o.4.,
HoBo mecto

CnioBeHis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHM | TUNY - 3MiHW 4O IHCTPYKUiT ANns
MEeOUYHOro 3aCTOCYBaHHS y po3ainu:
"®apmakonoriyHi BnacTmBocTi"
(BUNYyYeHHSs iHdopMaLlii, Lo He
BignoBigae pedepeHTHOMY
nxepeny), "Bsaemogis 3 iHWMK
nikapcbknuMu 3acobamu Ta iHWi B1uaun
B3aemogin", "OcobnmeocTi
3acTocyBaHHA" 3rigHo 3 iHbopmaLlieto
npo 3acTocyBaHHS pedepeHTHOro
nikapcbkoro 3acoby PEHITEK®
(Tabnetkwn)

3a peuernmom

UA/4323/01/01

66.

EHAN®

Tabnetku no 10 mr no 10
Tabnetok y 6nictepi; no 2
abo no 6, abo no 9
GnicTepiB y KapTOHHIW
KopobLi

KPKA, a.4a., Hoso
MecTo

CnoseHisi

KPKA, a.4.,
HoBo mecto

CnoBeHisi

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHN | TURY - 3MiHW [0 IHCTPYKLUIT Ans
MEANYHOrOo 3aCTOCYBaHHS y po3ainu:
"dapmakonoriyHi BnactmBocTi"
(BUNyYeHHs iHdopmaLlii, Lo He
Bignosigae pedepeHTHOMY
Oxepeny), "BaaemMogis 3 iHLLMMKN
nikapcbkumm 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmBocTi
3acTtocyBaHHS" 3rigHO 3 iHhopMmaLlieto
npo 3acTOCyBaHHA pedepeHTHOro
nikapcbkoro 3acoby PEHITEK®
(Tabnetkwn)

3a peuernmom

UA/4323/01/02

67.

EHAN®

Tabnetkn no 20 mr no 10

KPKA, ao.a., Hoso

CnoBeHis

KPKA, 0.4.,

CrnoBeHis

BHECEHHS 3MiH O peecTpauiiHnX

3a peuerimom

UA/4323/01/03
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

TabneTok y bnictepi; no 2
BnicTepn y KapTOHHil
KopobLi

MecCcTo

HoBo mecTo

marepianis:
3MiHW | TUNY - 3MiHM [0 IHCTPYKLUIT Ans
MeAMNYHOro 3aCTOCYBaHHS Yy PO3Ainu:
"®apmakonoriyHi BnactmBocTi"
(BUNyYeHHs iHdopmaLii, Lo He
Bignosigae pedepeHTHOMY
oxepeny), "B3zaemogis 3 iHWyMu
nikapcbkumm 3acobamm Ta iHWi BUan
B3aemogin", "OcobnmBocCTi
3acTocyBaHHA" 3rigHo 3 iHcpopmalieto
npo 3acTocyBaHHSA pedepeHTHOro
nikapcbkoro 3acoby PEHITEK®
(Tabnetkn)

68.

IHOAN®

Tabnetku no 1,25 mr no 10
Tabnetok y 6nictepi; no 3
abo 6 brictepis y
KapTOHHIl kopobui

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecnybnika

MPO.MEL.LIC
Mpara a.c.

Yecbka
Pecnybnika

BHECEHHS 3MiH 40 peecTpaLiiHnX
matepianis: 3miHu | Tuny -
ApmiHicTpaTuBHi 3MiHW. 3MiHa Ha3Bu
nikapcbkoro 3acoby - 3miHa
TopriBenbHoi Ha3ewu J13:
3arBepmkeHo: IHOATN
3anponoHoBaHo: IHOAM®. 3miHu |
TMny - AGMiHICTpaTUBHI 3MiHW. 3miHa
HariMeHyBaHHs Ta/abo agpecu micus
NpoBafXXeHHSA QisNbHOCTI
BUpoGHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIoyaum
AinbHWUI BUNYycKy cepii abo micue
NpPOBEAEHHS KOHTPOJHO SIKOCTi.
(DisinbHiCTb, 3a Ky BigNoBinae
BUPOGHMK/IMNOpTEP, BKIOYaYN
BUWMYCK Cepill) 3MiHa agpecu Ta Ha3su
Bupo6Huka NMPO.ME[.LC lMpara a.c.,
Yecbka Pecny6nika, 6e3 3miHM micus
BMPOGHMUTBA. 3MiHKM | TUny -
AamiHicTpaTuBHi 3miHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHUKa peecTpaLinHoro
nocBiAYeHHs) - 3MiHa agpecu Ta
Ha3BM 3asiBHUKA. 3MiHK | Tuny - 3MiHK
wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay. BunyueHns (cuna
4ii) - BUny4YeHHst aosyBaHHsi 0,625 mr
N3

3a peuenmom

UA/4237/02/02

69.

IHOAN®

Tabnetkn no 2,5 mr no 10
Tabnetok y 6nictepi; no 3
abo 6 bricTepiB y
KapTOHHiI kopobLyi

MPO.ME[.LIC
Mpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecnybnika

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny -
AfMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BK
nikapcbkoro 3acoby - 3miHa
TopriBenbHoi Ha3su J13:
3atBepakeHo: IHOAM
3anponoHoBaHo: IHOAM®. 3miHu |

3a peuerimom

UA/4237/02/03
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHs Ta/abo agpecu Micus
nNpoBafXXeHHS QisNbHOCTI
BMPOOHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKnoyaun
AinbHWLU BUNycKky cepii abo micue
NPOBEAEHHS KOHTPOJIO SIKOCTi.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM
BWMYCK Cepiln) 3MiHa agpecu Ta Ha3sn
Bupo6Huka NMPO.ME[.LC lNpara a.c.,
Yecbka Pecny6nika, 6e3 3miHu micus
BMPOGHMLUTBA. 3MiHK | TNy -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HalimMeHyBaHHs Ta/abo agpecu
3asiBHMKa (BNacHWKa peecTpauiiHoro
nocBig4YeHHs) - 3MiHa agpecu Ta
Ha3BM 3asiBHUKA. 3MiHK | Tuny - 3MiHn
wono 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsgy. BunyyeHHs (cuna
aii) - BunyyYeHHst aosyBaHHsi 0,625 mr

70.

IHCYMAH KOMB
25@

CycneHsia Ans iH'ekuin,
100 MO/mn, ans
BMpo6HmKa CaHodi-
AseHrTic Jonunang MvoX,
Himeuumna: Ne 1, Ne 5 (no
5 mn y dpnakori; no 1 abo
no 5 gnakoHis y
KapTOHHiIN kopobui); Ne 5
(5x1), Ne 10 (5x2) (mo 3
MY KapTpuaxi;
[00aTKOBO Y KapTpumK
BMilLleHi 3 MeTaneBux
KynbKu; No 5 KapTpuoxis y
6nicTepi, no 1 abo no 2
Bnictepu y KapTOHHIN
Kopobui); Anst BUpobHuka
TOB «®apma Navid»,
Ykpaina: Ne 5 (no 5 mny
dnakoHi; No 5 pnakoHiB y
KapTOHHII kopobui); Ne 5
(5x1) (no 3 mny
KapTpuaxi; 4oAaTKoBO Y
KapTPUK BMiLLeHi 3
MeTaneBux Kynbku; no 5
KapTpumxiB y 6nictepi, no
1 GnicTepy B KapTOHHIN
Kopobui); Ne 5 (no 3 mny

TOB "CaHodi-
ABeHTIC YKpaiHa"

YkpaiHa

BUPOBHMUTBO 3a
NOBHUM LIMKITOM:
CaHodi-ABeHTic
LonunaHg
M6X,
HimeuumnHa;
BMPOGHMLTBO 3
nakyBaHHs in
bulk dipmu-
BUPOGHMKa
«CaHodi-
ABeHTIC
LonunaHg
MBX»,
HimeuumHa,
BTOPUHHE
nakyBaHHs1,
KOHTPOSb Ta
BUNYCK cepii:
TOB "dapma
Jland", Ykpaina

HimeuuunHa/
YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHmX
MaTepianis:
3MiHu | TUny - 3mMiHa y napameTpax
cneumdikauin Ta/abo gonycTummx
MeX, BU3Ha4YeHux y cneumdikauisx
Ha A®I, abo BMXiAHWUIN/MPOMIKHWIA
npoaykT/pearexT, LWo
BUKOPWCTOBYOTBCS Y NMPOLIECI
BUpo6HMLUTBa ADI (BUNyYeHHS
HEe3Ha4yHOro nokasHuKa sIKOCTi
(Hanpuknag BUMYYEHHs 3acTapinoro
nokasHuka))

3a peuenmom

UA/9530/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
KapTpuaxi, BMOHTOBaHOMY
B 0QHOPA30BY LUMNPUL-
pyuky ConoCrap® (6e3
ronok Ans iH'ekuin);
[0[AaTKOBO Y KapTpuax
BMilLleHi 3 MeTaneBux
KyrnbKu; No 5 Wnpumu-py4vok
B KapTOHHIN kopobLyi)
71. IHCYMAH KOMB CycneHsis Ans iH'ekuin, TOB "CaHodi- YkpaiHa BUPOGHULITBO Himevuunna BHECEHHS 3MiH 0 peecTpauinHuX - UA/11347/01/01
25@ 100 MO/mn, in bulk Ne 300 ABeHTic YkpaiHa" Hepo3dacosaHo marepianis:
(5x60) (no 5 Mny i npoaykuii, 3MiHu | TNy - 3mMiHa y napameTpax
dnakoHi; no 5 cdonakoHis y nepBuHHa cneumdikauin Ta/abo gonycTuMmx
KapTOHHIN kopobui; no 60 yrnakoBka Ta MeX, BU3HAYEHNX Y crneumdikauisx
Kopo6ok y kopobui); in BUWMNYCK cepil: Ha A®I, abo BMXigHUA/MPOMIXKHUIA

bulk Ne 400 (5x80) (no 5
My donakoHi; no 5
riakoHiB Yy KapTOHHIN
kopobui; no 80 kopobok y
kopobui); in bulk Ne 300
(5x1x60) (no 3 mn y
KapTpumxi; 4OAATKOBO Y
KapTpUIDK BMilLleHi 3
MeTaneBux Kynbku; no 5
KapTpumxis y 6nictepi, no
1 6nicTepy B KapTOHHIN
kopobui; no 60 kopobok y
kopobui); in bulk Ne 200
(5x40) (no 3 mny
KapTpuaxi, BMOHTOBaHOMY
B O4HOPA30BY LLNpUL-
py4ky ConoCtap® (6e3
ronok ansi iH'ekuin);
[00aTKOBO Y KapTpumK
BMilLleHi 3 MeTaneBux
Kyrnbku; no 5 Wnpuu-py4vok
B KapTOHHII kopobui; no
40 kopobok y kopobui); in
bulk Ne 240 (5x48) (no 5
MA 'y donakoHi; no 5
PNaKkoHiB Y KApTOHHIW
kopobLi; no 48 kopobok y
kopo6ui); in bulk Ne 360
(5x72) (no 5 mny
dnakoHi; No 5 pnakoHiB y
KapTOHHIN kopobui; no 72
KOpo6KM y kopobui); in
bulk Ne 5 (5x1): (no 5 mny
dnakoHi; No 5 pnakoHiB y
KapTOHHIN kopobuyi)

CaHodi-ABeHTic
DonunaHg 'moX

npoayKT/peareHT, LWo
BVKOPVCTOBYIOTBCS Y NMPOLIECI
BUpoGHMLTBa ADI (BUNYyYeHHSs
HEe3Ha4HOro nokasHuka sKoCTi
(Hanpvknag BUNyYeHHs 3acTapinoro
rnokasHukay))




54 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
72. IHCYMAH po3unH Ans iH'ekuin, 100 TOB "CaHodi- YkpaiHa BMPOGHMLTBO 3a Himevumna/ BHECEHHS 3MiH 0 peecTpauinHuX 3a peuernmom UA/9531/01/01
PANIO® MO/mn, gns BUpoGHMKa ABeHTiC YKpaiHa" NOBHUM LMKITOM: YkpaiHa marepianis:

CaHodpi-ABeHTic CaHodpi-ABeHTic 3MiHn |l Tuny - 3miHa po3mipy cepii

Howunang Mm6X, Honunang (BKrTtOYalo4M giana3oH po3mipy cepii)

Himeuumna: Ne 1, Ne 5 (no mbX, roTOBOrO fiKapCbKoro 3acoby —

5 mn y dpnakoHi; no 1 abo HimeuyuunHa; [oaaBaHHSA HOBOrO, 30iMbLUEHOro

no 5 gnakoHis y BMPOGHMLTBO 3 po3mipy cepii nikapcbkoro 3acoby,

KapTOHHiIN kopobui), Ne 5 nakyBaHHs in A9 OHOBIIEHOro npotecy

(5x1), Ne 10 (5x2) (no 3 bulk dipmu- BMpobHuuTea: 4000 n1; 3miHm Il Tuny -

My KapTpuaxax; no 5 BMPOBHYKa 3MiHW y npoueci BUpobHMLTBa

KapTpumxiB y 6nictepi, no «CaHoi- roTOBOrO fMikapCbKoro 3acoby,

1 abo no 2 6nictepu y ABeHTiC BKJ104AK0UM NMPOMiIXKHWUIA NMPOAYKT, O

KapTOHHiIn kopobui); Ne 1 Honunang 3aCTOCOBYETLCS MPY BUPOOHMLITBI

(no 10 mn y donakoHi; no 1 MM6X», roTOBOrO fikapcbKoro 3acoby —

brakoHy y KapTOHHIN HimeyuumHa, BBEAEHHS anbTepHaTMBHOIO

Kopobui); Ans BupobHuka BTOPUHHE BMPOBHMYOro npouecy

TOB "dapma Nang", nakyBaHHs1,

YkpaiHa: Ne 5 (no 5 mn'y KOHTpOIb Ta

dnakoHi; no 5 donakoHis y BWMYCK Cepil:

KapTOHHiIN kopobui); Ne 5 TOB "dapma

(5x1) (no 3 mny Nand", YkpaiHa

KapTpumxi; no 5

KapTpumxis y 6nictepi, no

1 6nictepy B KapTOHHIN

Kopob6ui); Ne 5o 3 mny

KapTpuaxi, BMOHTOBaHOMY

B OJHOPAa30BY LLUNPUL-

pyuky ConoCtap® (6e3

ronku onst i exuin); no 5

LUNPUL-PYYOK B KAPTOHHIN

kopobui); Ne 1 (no 10 mny

drakoHi; No 1 donakoHy y

KapTOHHIN kopobuyi)
73. | IHCYMAH po34mnH ANng iH'ekuin, 100 TOB "CaHodi- Ykpaina BMPOBHMLTBO Himeuunna BHECEHHS 3MiH O peecTpauiiHnX - UA/11348/01/01

PANIOA® MO/mn, in bulk: Ne 300 ABeHTiC YKpaiHa" Hepo3adacosBaHo marepianis:

(5x60): (no5mny T npoaykui, 3MiHu Il Tuny - 3miHa po3mipy cepii

dnakoHi; no 5 donakoHis y nepBuHHa (Bkrtoyaro4mM gianasoH po3mipy cepii)

KapTOHHiIN kopobui, no 60 yrnakoBka Ta roTOBOrO fikapcbKkoro 3acoby —

Kopo6ok y kopobuij); in BUMNYCK cepil: [ofaBaHHst HOBOro, 36iNnbLUEHOro

bulk: Ne 400 (5x80): (no 5
MA 'y donakoHi; no 5
riakoHiB Yy KapTOHHIN
Kopobui; no 80 kopobok y
kopobui); in bulk: Ne 240
(5x48): (no 5 mny
dnakoHi, no 5 donakoHiB y
KapTOHHII kopobui; no 48
KopoBGokK y kopobui); in
bulk: Ne 300 (5x1x60): (no

CaHodi-ABeHTiC
Howunaxg MveX

po3mipy cepii nikapcbkoro 3acoby,
[nsi OHOBMNEHOro npolecy
BMpoGHMUTBa: 4000 n; 3minHu Il Tuny -
3MiHM y npoueci BUpobHMLTBa
roTOBOrO MikapcbKoro 3acoby,
BKITHOYAI04M MPOMIDKHUI NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHMLITBI
roTOBOrO fikapcbkoro 3acoby —
BBEJEHHS anbTepHaTUBHOIO
BUPOBHMYOro npoLecy
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

3 Mn y kapTpuaxi; no 5
KapTpumxiB y 6nictepi; no
1 6nictepy B KapTOHHIN
Kopobui; no 60 kopoGok y
kopobui); in bulk: Ne 200
(5x40): (no 3 mny
KapTpuaxi, BMOHTOBaHOMY
B 0QHOPA30BY LUMNPUL-
pyuky ConoCrap® (6e3
ronok Ans iH'ekuin); no 5
LUNPUL-PYHOK Y KaPTOHHIW
Kopobui; no 40 kopobok y
kopobui); in bulk: Ne 120
(1x120): (no 10 mn y
dnakoHi; no 1 donakoHy y
KapTOHHiIn kopobui, no 120
Kopo6ok y kopobui); in
bulk: Ne 120 (5x24): (no 10
My donakoHi; no 5
riakoHiB Yy KApTOHHIN
Kopobui; no 24 Kopobku y
kopobui); in bulk: Ne 360
(5x72): (no5mny
nakoHi; No 5 onakoHiB y
KapTOHHIl kopoOLi; no 72
KOpOBGKM y kopobui); in
bulk: Ne 5 (5x1): (no 5 mn
y dbnakoHi; no 5 nakoHis
Y KapTOHHI kopobuyi)

74.

KANBLIIIO
FMIOKOHAT-
OAPHULSA

Tabnetku no 500 mr, no 10
TabneToK y KOHTYPHUX
YapyHKOBMX ynakoBKax; no
10 TabneTok y KOHTYpPHil
YapyHKOBIl ynakosLi; no 3
a60o 10 KOHTYpHUX
YapyHKOBUWX YNaKoBOK y
nayui

MpAT
"®apmMaueBTUYHa
dipma "OapHuus”

YkpaiHa

MpAT
"®apmMaueBTUYH
a dipma
"OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu Il Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(1) 8o 3000B'si3aHb Ta yMOB
BMAadi peectpauiiHoro nocBig4YeHHs,
BKtovatoum MNnaH ynpaeniHHS
pu3nKamMm (3aCTOCYBaHHS 3MiH(K),
siki(a) BUMaratoTb(€) noAanbLIoro
06r'pyHTYBaHHS HOBUMU [OAATKOBUM
AaHVMK, Lo MalTb HaJaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMETEHTHNM OpraHoM) BukoHaHHs
3060B's13aHb BiANOBIAHO 40 NIANYHKTY
1.13 nyHKTY 1, NigNYHKTY 2.3 NyHKTY 2
popatky 15 po MNopsigky npoBeaeHHs
eKcrnepTuan peectpauiiHnx
mMaTepianis Ha nikapcbki 3acobu, Lo
noAalTbCs Ha AepXaBHY peecTpaLito

be3s peuenma

— Ne 10, Ne 30;

3a peyenmom
— Ne 100

UA/6589/01/01
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

(nepepeecTpaLito), a Takox
eKkcnepTmnan maTepianis Npo
BHECEHHS 3MiH [0 peecTpaLuiiHnX
mMaTtepianis npoTarom Aii
peecTpauinHOro NocBig4YEeHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakasy MOS Big 23.07.2015 Ne 460).

75.

KAPBUOEKC®

TabneTku, BKPUTI
nniBKOBOIO 0BOMOHKOIO, MO
6,25 mr no 10 TabneTok 'y
CTpwvni; Mo 2 cTpunu B
KapTOHHIN kopobLi

O-p Peagi'c
Jlabopatopic It

IHaisa

O-p Peani'c
JlabopaTopic
JIta, BupobHnya
ainsbHuus - 11

IHAisA

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu | Tuny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NPOBaXXEHHSs QiSiNbHOCTI
BUpoGHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKoyaum
AinbHWL BUMYycKy cepii abo micue
NpoBEeAEHHS KOHTPOJO SIKOCTi.
(DisinbHiCTb, 3a sIKy BignoBinae
BMPOBHMK/IMNOpTEp, BKIOYa04n
BUWMYCK CEPpilt) - 3MiHa HaiMeHYBaHHS
(Ha aHrninceki MoBi) Ta agpecun
BUpOBHVKa, 6e3 3MiHn micua
BUPOGHMLTBA. BBEOAEHHS 3MiH
npoTsarom 6-Tu Micauis nicns
3aTBEPAXKEHHS.

3a peuenmom

UA/8820/01/01

76.

KAPBUOEKC®

TabneTkn, BKpUTI
nniBkoBol 060MOHKO, N0
12,5 mr no 10 Tabnetok y
CTpuni; No 2 cTpunu B
KapTOHHI kopobLi

A-p Peapi'c
Jlaboparopic Jlta

IHaia

A-p Peapi'c
JlabopaTtopic
JIta, Bupo6Hnya
ainbHuus - 1l

IHAis

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NPOBaXXEHHS OiSANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKnoYaun
AinbHWL BUNYycKy cepii abo micue
NPOBEAEHHS KOHTPOSTO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOBHMK/IMNOpTEp, BKIOYa04n
BUWMYCK CEpiln) - 3MiHa HaMeHyBaHHS
(Ha aHrninceki MoBi) Ta agpecu
BMpOGHKKa, 6e3 3MiHn micua
BUpPOOHMLTBA. BBEAEHHS 3MiH
nNpoTHArom 6-Tv MicsiLiB nicns
3aTBEPOKEHHS.

3a peuenmom

UA/8820/01/02

77.

KAPBUOEKC®

TabneTkn, BKpUTI
NniBkoBOI 0BOMOHKO, NO
25 mr no 10 TabneTok y
CTpwvni; Mo 2 cTpunu B
KapTOHHiI kopobui

A-p Pepgi'c
Ta6opatopic Nt

IHaia

O-p Penpni'c
JlabopaTopic
JIta, BupobHnya
ainbHuUg - 11

IHAis

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micud
NPOBaXeHHSs QisiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKoYaum

3a peyenmom

UA/8820/01/03
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

AinbHWL BUNYycKy cepii abo micue
NpoBeAeHHs! KOHTPOIIO AKOCTI.
(misnbHicTb, 3a AKy Bignosigae

BMPOBHWK/IMNOpTep, BKMOYaouu

BUWMYCK CEpilt) - 3MiHa HaiMeHyBaHHS
(Ha aHrninceki MoBi) Ta agpecu
BMpPObHYKa, 6e3 3MiHM Micus
BUpPOGHMLTBA. BBEAEHHS 3MiH
NpoTSArom 6-Tn MicsiLiB nicns
3aTBEPKEHHS.

78.

KAPOUMPUN 10

kancynu no 10 mr Ne 30
(10x3) y bnictepax

AHaHTa Megikeap
Ira.

Cnony4yeHe
KoponisctBo

dnamiHro
dapmacbioTumkan
clTa.

IHAisA

BHECEHHS 3MiH [0 peecTpaLuiiHnX
marepianis:
3MiHM | TUNY - 3MiHa y MeTogax
BMNPOOYyBaHHS rOTOBOrO NiKapCbKOro
3acoby - NnpuBeaeHHs crneumdikaLii
Ta MeTOAY KOHTPOIIO 3@ NOKa3HUKOM
«MikpobionoriyHa yncToTa» 40 BUMOr
EP

3a peuernmom

UA/5200/01/04

79.

KAPOUMPUN 2,5

kancynu no 2,5 mr Ne 10
(10x1), Ne 30 (10x3) y
Gnictepax

AHaHTa Megikeap
NnTo.

Cnony4yeHe
KoponisctBo

dnamiHro
dapmackioTrkan
clTa.

IHAisA

BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis:
3MiHM | TUNY - 3MiHa y MeTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro
3acoby - NpuBeAeHHst cneumdikaLii
Ta MeToAy KOHTPOIIO 3@ NMOKa3HUKOM
«MikpobionoriyHa ynctota» 40 BUMOT
EP

3a peuernmom

UA/5200/01/02

80.

KAPOUMNPUN 5

kancynu no 5 mr Ne 30
(10x3) y 6nictepax

AHaHTa Mepgikeap
Iro.

Cnony4yeHe
KoponisctBo

dnamiHro
dapmackioTrkan
c lta.

IHAis

BHECEHHS 3MiH 0 peecTpauifiHnX
marepianis:
3MiHuM | TUNY - 3MiHa y MeTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro
3acoby - npuBeaeHHs crneumdikaLii
Ta MeToAy KOHTPOIIO 3@ NOKa3HWKOM
«MikpobionoriyHa yncTota» 0 BUMOr
EP

3a peuernmom

UA/5200/01/03

81.

KIMALE®®

MOPOLLOK A151 PO34NHY
ons iH'ekyinno 1,5ry
cdnakoHi; 1 donakoH 3
MOPOLLKOM Yy naui

NAT
"KuiBmegnpenapat”

YkpaiHa

MAT
"KuiBmegnpenap
at"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauinHnx
marepianis:
3MiHu | TURy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy - 3aTBepaXeHHs
KOPOTKOI XapakTepUCTUKU

3a peuernmom

UA/0501/01/01

82.

KNOCAPT®

TabneTku, BKPUTI
nniBKoBO 0BOOHKOLO, MO
25 mr no 14 Tabnetok y
GnicTepi, no 1, 2 abo 6
6nicTepiB B KAPTOHHIN
ynakoBLi

TOB "KYCYM
PAPM"

YkpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHu | TRy - 3miHa po3Mipy cepii
(BkntoYar4mM gianasoH po3mipy cepii)

rOTOBOrO MiKapCbKOro 3acoby;

3anponoHoBaHo: po3mip cepii 300

000 TabneTtok, 500 000 TabneTok;

3MiHun Il TNy - BBeAEHHS

[ofaTkoBoro Bupo6Hvka AdI

3a peuerimom

UA/8765/01/01




58 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
83. | KNIOCAPT® TabneTku, BKPUTI TOB "KYCYM Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX 3a peyenmom UA/8765/01/02
NNiBKOBOK 0BGONOHKOMD, MO DOAPM" DPAPM" maTepianis:
50 mr no 14 Tabnetok y 3MiHu | TNy - 3miHa po3mipy cepii
6nictepi, no 1, 2 abo 6 (Bkntoyvaoum AianasoH poamipy cepii)
GnicTepiB B KAPTOHHI roTOBOrO fikapcbKoro 3acoby;
ynakoBLi 3anponoHoBaHO: po3mip cepii 150
000 Tabnetok, 500 000 TabneTok;
3MiHm |l TUNy - BBeAeHHNA
[o4aTkoBoro BMpobHuka Adl
84. | KNOCAPT® TabneTku, BKPUTI TOB "KYCYM Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX 3a peyenmom UA/8765/01/03
NNiBKOBOK 0BGONOHKOMD, MO DOAPM" DPAPM" maTepianis:
100 mr no 14 TabneTok y 3MiHM | TURy - 3miHa po3mipy cepii
Gnictepi, mo 1, 2 abo 6 (BKrTroyaro4mM gianasoH po3mipy cepii)
GricTepiB B KAPTOHHIl roTOBOrO fikapcbKoro 3acoby;
ynakosi; no 10 Tabnetok 3anponoHoBaHO: po3mip cepii 100
y 6nictepi, no 3 abo 10 000 Tabnetok, 500 000 TabneTok;
GricTepiB B KApPTOHHIl 3MiHm |l TUny - BBeAeHHNA
ynakoBLi AofaTkoBoro BrpobHvka AdI
85. KOKAPBOKCWUIA | tabnetku no 25 mr; no 10 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH O peecTpauiiHnX 6e3 peuyenma UA/11886/01/01
3A - POPTE Tabnetok y 6nictepi; no 3 "®apmMaueBTUYHa "ACTPAGAPM", matepianis: 3miHu | Tuny - 3miHn
Bnictepn y kopobui 3 komMnaHisi "®apKoC" YkpaiHa; wono 6esnekun/edekTMBHOCTI Ta
KapTOHY TOB apmakoHarnsagy. BeegernHs abo
"®apmMaueBTUYH 3MiHM OO y3aranbHeHUX JaHunx Npo
a KoMMaHis cuctemy cphapmakoHarnagy
"®apKoC", (BBEAEHHS y3aranbHEHVX AaHNX Npo
YkpaiHa cuctemy papmakoHarnsgy, amiHa

yMOBHOBaXeHoi ocobw,
BiANOBiAaNbHOI 3a 3AiINCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobum
3 hapmakoHarnagy sasBHvKa Ans
3AiNCHEHHA (hapmakoHarnsgy B
YkpaiHi, KO BOHa BiMiHHa Bif
YMOBHOBaXeHOi 0cobw,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
apmakoHarnagy (Bkroyarym
KOHTaKTHi AaHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-danna cuctemm
dapmakoHarnsgy). 3minu | Tuny -
3MiHK 3 AkocTi. FoToBUIA NiKapCbKuii
3aci6. 3MiHn y BUpoGHMLTBI. 3amiHa
abo BBeAeHHA 10AaTKOBOI AiNbHUL
BMPOGHMLTBA ANS YacTuHW abo
BCbOro BUPOOHMYOrO npoLecy
roTOBOro nikapcbkoro 3acoby
(BinbHMUS, Ha AKi NPoOBOAATLCS
Oyab-ski BUpobHWYi cTagii, 3a
BMHSATKOM BUMYCKY CEpiiA, KOHTPOIO
AIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, AN HECTEPUIIbHUX
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

nikapcbkux 3acobis)
BBEAEHHS A0AaTKOBOI AinbHUL
BMPOGHMLTBA rOTOBOTO fiKapCbKOro
3acoby (TOB "®apmaueBTuyHa
komnaHisi "PapKoC", YkpaiHa)
BifNoBigansHoi 3a BUPOBHULTBO
rOTOBOrO fikapcbKoro 3acoby,
nepBUHHE Ta BTOPUHHE NaKyBaHHS.
CynyTHS 3miHa - 3MiHM 3 SIKOCTI.
['oToBWIN Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOBHMUTBA
Ons YacTuHM abo BCbOro
BMPOGHMYOro NpoLecy rotToBoro
nikapcbkoro 3acoby (ginbHuUUsA Ans
BTOPWHHOIO MaKyBaHHS) - 3MiHK 3
sKoCTi. [0TOBMI NikapcbkuiA 3aci6.
3MiHn y BUpo6HMUTBI. 3amiHa abo
BBEAEHHS A0AATKOBOI AiNbHUL
BMpPOGHMUTBA ANs YacTuHM abo
BCbOro BUPOBOHMYOro npouecy
roTOBOro nikapcbKoro 3acoby
(BiNbHMUS ANs NepBUHHOMO
nakyBaHHs1). 3miHu | Tuny - 3miHn 3
[KocTi. [oToBMI Nikapcbkui 3acib.
3MiHu y BUpOGHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYHTHLCSA
BWMNYCKY Cepii Ta KOHTPOIO AKOCTi
roTOBOrO fikapcbkoro 3acoby (3amiHa
abo goaaBaHHS BUPOGHMKA, Lo
BiAnNoBiaae 3a BBe3eHHs Ta/abo
BUMNYCK cepii) - Bknroyaroum
KOHTpOnb/BUNpobyBaHHs cepil
BBEAEHHS A0AATKOBOI AiNbHULL
BMPOGHMLTBA rOTOBOTO MiKapCbKOro
3acoby (TOB "®apmaueBTuyHa
komnaHis "®apKoC", YkpaiHa)
BignosiganeHoi 3a BUMYyCK cepii,
BKITHO4AKUM KOHTPOrb cepii. 3miHa
3asBHUKa (BracHUKa peecTpaLiniHoro
noceigyeHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne460)

86. KOKAPBOKCWUIA | Ttabnetku no 50 mr; no 10 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH O peecTpaLiiHnX 6e3 peuyenma UA/11886/01/02
3A - ®OPTE Tabnetok y 6nictepi; no 3 "®apmaueBTUyHa "ACTPAGAPM", maTepianis: 3miHu | Tvny - 3MiHn
Gnictepu y kopobui 3 komnaHisi "dapKoC" YkpaiHa; wopno 6e3nekn/edeKTUBHOCTI Ta
KapTOHY TOB capmakoHarnsgy. BeegeHHs abo
"®apmMaueBTUYH 3MiHM J0 y3aranbHeHWX 4aHnX Npo
a koMnaHis cuctemy cbapmakoHarnsgy

"®apKoC", (BBEOEHHS y3aranbHEHVX AaHNX Npo
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
Ykpaina cuctemy cbapmakoHarnsgy, amiHa

YMNOBHOBaXeHOi 0cobw,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsiay; KOHTaKkTHOI ocobu
3 hapmakoHarnagy sasiBHvKa aonsi
3AiCHeHH:A bapmakoHarnsgy B
YkpaiHi, SKLLO BOHa BigMIHHa Bif
yMNOBHOBaXeHOi 0cobw,
BiAnoBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay (Bknoyaoym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLeHHi MmacTep-dainna cuctemm
apmakoHarnsagy). 3minu | Tuny -
3MiHM 3 skocTi. F0TOBWIA NikapcbKui
3aci6. 3MiHn y BUpoGHMUTBI. 3amiHa
abo BBeAeHHs 40OaTKOBOI AiNbHULI
BMpPOBHMUTBA ANs YacTuHM abo
BCbOro BUPOOHMYOro npolecy
roTOBOro nikapcbKoro 3acoby
(BinbHMUS, Ha sKi NpOBOAATLCS
6yab-aki BUpobHWYI cTagii, 3a
BVHSATKOM BUMYCKY CEPIl, KOHTPOMIO
SIKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs!, AN HECTEPUITbHUX
nikapcbkux 3acobis)
BBEAEHHS 0AAaTKOBOI AinbHUL
BMPOGHMLTBA rOTOBOTO fiKapCbKOro
3acoby (TOB "®apmaueBTuyHa
komnaHisi "dapKoC", YkpaiHa)
BiQMNOBiganbLHOI 3a BUPOGHULTBO
roTOBOrO fikapcbKoro 3acoby,
nepBUHHE Ta BTOPUHHE MaKyBaHHSI.
CynyTHs 3MiHa - 3MiHW 3 SIKOCTI.
[oToBWI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOBHULITBA
Ons YacTuHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (ginbHuUUsA Ans
BTOPWHHOIO NakyBaHHS) - 3MiHN 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
3MiHu y BUpOGHMUTBI. 3amiHa abo
BBEAEHHS A0AATKOBOI AiNbHULL
BMPOGHMLTBA ANst YacTuHU abo
BCbOro BUPOBHWUYOro npoLecy
roTOBOrO nikapcbKoro 3acoby
(BiNbHUUS ANst NEPBUHHOMO
nakyBaHHs1). 3miHu | Tuny - 3miHK 3
sKoCTi. [0TOBMI Nikapcbkui 3aci6.
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Haszea
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[IponoBxeHHs nonarka 3

n/n

JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o

87.

KOPBAJITAB

Tabnetku; no 10 TabneTtok

3MiHW y BUpoBHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTHCS
BWNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO fikapcbkoro 3acoby (3amiHa
abo gogaBaHHst BUPOOHMKA, WO
BiAnoBiaae 3a BBe3eHHSA Ta/abo
BUMNYCK cepii) - Bkrrovyaroun
KOHTpOnb/BUNpobyBaHHs cepil
BBEAEHHSA A0AaTKOBOI AiNbHULI
BMPOGHMLTBA rOTOBOTO MiKapCbKOro
3acoby (TOB "®apmaueBTuyHa
komnaHisi "PapKoC", YkpaiHa)
BigNoBiganbHoI 3a BUMYyCK cepii,
BKITHOYaK04M KOHTPOMb cepii. 3MiHa
3asiBHUKA (BnacHUKa peecTpaLinHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne460)

noceio4yeHHs1

y bnictepax; no 10
Tabnetok y 6nictepi; no 2
Ta 10 6nicTepiB y nayui 3
KapTOHY

TOB "®apma Crapt”

Ykpaina

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauifiHnX
marepianis:
3MiHu | TUNYy - 3miHa y 6e3nocepenHin
ynakoBui A®I (iHLi 3MiHW) - BHECEHHS
3MiH A0 peecTpauiiHnx maTtepianis
nocbe 3.2.S.6. Cuctema
KOHTeWHep/3aKkynoptoBarnbHuUi 3acio;
BUITYYEHHS YNaKkoBOK CKIsHI
dnakoHu, cknsHi By,
HepxaBcTanesi NArn; BHECEHHS
3MiHW 4O OMMCAaHHS Ta po3Mipy
3aTBEPAKEHOI YNAKOBKN — KaHIiCTpu
nonieTUNeHoBOI, y 3B’A3KY 3 He
KOPEKTHNM OMUCAHHAM YNaKoBKW.
[MepBMHHMI NaKkyBanbHWI MaTepian
He 3MiHMBCS; 3MiHM | TNy - 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
npoBafXeHHs AiAnbHOCTI BUPOOHWMKa
(Bkntovaroum, 3a HeobxigHOCTI, MicLe
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo
BnacHuka mactep-gavina Ha AdI,
abo noctavanbHuka Ad®l/BuxigHoro
marepiany/peareHTy/npoOMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTECS Y
BUPOGHMLTBI ADI (SIKLLO 3a3HAYEHO Y
[OCbe Ha rikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa
BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUpobHUKa HOBOI
[OOMOMDXHOT PEYOBUHM (SIKLLO

6e3 peuyenma
— Ne 10 ma Ne
20 (10x2), 3a
peuyenmom —
Ne 100
(10x10)

3a3HayeHo y JOCbE) — 3MiHa agpecu

UA/1028/01/01
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[IponoBxeHHs nonarka 3

n/n

JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o

88.

KOPBAITAB

BUpobHuKa AdI

noceio4yeHHs1

89.

KOPHEPETENb®

Tabnetku in bulk: no 7 kry
nonieTMneHoBOMy NakeTi;
no 1 nakeTy B KOHTENHePI

TOB "dapma Crtapt”

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis:
3MinHu | TUNY - 3miHa y 6e3nocepenHin
ynakoBui A®| (iHLWi 3MiHW) - BHECEHHS
3MiH A0 peecTpauiiHix maTtepianis
pocbe 3.2.S.6. Cucrtema
KOHTeWHep/3aKynoptoBarnbsHuUi 3acib;
BWIyYEHHS YNakoBOK CKIsIHI
dnakoHwu, cknsiHi ByTni,
HepXxaBcTanesi narn; BHECEHHS
3MiHV A0 OMMCAaHHSA Ta po3Mipy
3aTBEPAKEHOT YNaKOBKU — KaHICTpu
nonieTUNeHoBoI, y 3B’s13Ky 3 He
KOPEKTHUM OMUCAHHAM YNaKoBKW.
[MepBYHHWI NakyBanbHUA MaTepian
He 3MiHMBCS; 3MiHW | TNy - 3MmiHa
HariMeHyBaHHs Ta/abo agpecu micus
NpoBaAXeHHS AiANbHOCTI BUPOOHMKa
(Bkntovaroum, 3a HeobxigHOCTI, Micue
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo
BnacHvKka mactep-canna Ha AdI,
abo noctavanbHuka Ad®l/BuxigHoro
marepiany/peareHTy/npoMixXHOro
nNpoaykKTy, L0 3aCTOCOBYIOTLCS Y
BUPOGHMLUTBI ADI (SIKLLO 3a3HAYEHO Y
[OCbe Ha nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa
BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei y 3aTBepaxeHoMy
nocbke, abo BUpobHMKa HOBOI
[OOMOMDKHOT PeYOBUHU (SIKLLO
3a3HayYeHo y [OCbE) — 3MiHa agpecu
BMpOoGHMKa ADI

UA/3760/01/01

renb o4Hui, 50 mr/r,no 51

y Ty6i; no 1 Ty6i B
KapTOHHI kopobLi

TOB "BAJIEAHT
SAPMACBIOTIKAT
3"

YkpaiHa

Op. M'epxapa
MaHH, Xem.-
dhapm. Pabpuk
M6X

HimevuunHa

BHECEHHS 3MiH [0 peecTpauinHnx
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NPOBaXXEHHS OiSANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKNoYa4n
AinbHWL BUNYyCKy cepii abo micue
NPOBEAEHHS KOHTPOSTHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BKIOYaun
BUWMYCK Cepill) 3MiHa Ha3BM Ta agpecu
BMpOGHMWKa 13, 6e3 3miHu micus
BUPOGHMLUTBA. BBEAEHHS 3MiH

6e3 peuyenma

npoTsarom 6-Tm MicauiB nicns

UA/8545/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

3aTBEPKEHHS.

90.

JIAKTYJIO3U
cupon

cupon, 670 mr/mn in bulk
no 250 kr y 6oukax, no 750

K Y KOHTeHepax

TOB "®eniuata
YkpaiHa"

YkpaiHa

PpeseHiyc Kabi
ABcTpis TM6X

ABCTpis

BHECEHHS 3MiH [0 peecTpaLiiHnX
matepianis: 3miHu | Tuny -
AJMmiHicTpaT1BHI 3MiHW. 3MiHa
HarimMeHyBaHHS Ta/abo agpecu
3asiBHMKa (BNacHUKa peecTpauiiHoro
noceiAYeHHs) 3MiHa agpecu
3asiBHUKA. 3MiHuM | Tuny -
AMiHiCTpaT1BHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
nNpoBafXXeHHS QisNbHOCTI
BMPOOHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKoyaum
AinbHWU BUNYycKky cepii abo micue
NPOBEAEHHS KOHTPOIO SKOCTI.
(DisinbHiCTb, 3a sKy BignoBinae
BUPOGHMK/iMNoOpTEp, BKIOYaO4n
BUWMYCK Cepiln) - 3MiHa agpecu
BMpOBHWKa, 6e3 3MiHn micua
BUPOGHMUTBA

UA/12816/01/01

91.

JIATAHO®APM
nntoc

Kpanni o4Hi, po34uH no 2,5

My donakoHi-
KpanenbHuui; no 1

dnakoHy-kpanenbHuLi y

KapTOHHIN kopobLi

K.T. Pomdapm
Komnani C.P.J1.

PymyHis

K.T. Pomcapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu Il Tuny - 3miHn
wopo 6esnekun/edpekTMBHOCTI Ta
apmakoHarnsay. BHeceHHs abo
3MiHa(n) 8o 3000B'si3aHb Ta YMOB
BMAadi peectpauiiHoro nocBig4YeHHs,
BKNtoyatoun MNnaH ynpaeniHHA
pv3nKamMm (3aCTOCYBaHHS 3MiH(K),
siki(a) BUMaratoTb(€) noganbLIoro
06r'pyHTYBaHHSA HOBMMM JOAATKOBUM
AaHVMK, WO MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHWUM OpraHom) -
BukoHaHHs 3060B's13aHb BignoBiaHO
no nignyHkty 1.8.2 nyHkTy 1.8
nopatky 5 o Mopsaky npoBegeHHs
eKcrnepTuaun peectpauiiHnx
marepianis Ha nikapcbki 3acobu, wo
noAalTbCs Ha AepXaBHY peecTpaLito
(nepepeecTpallito), a Takox
eKkcnepTM3n marepianis nNpo
BHECEHHS 3MiH 1O peecTpauiiHnX
mMaTtepianis NpoTarom Aii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)

3a peuyenmom

UA/15824/01/01

92.

JIEBOMIH 30

TabneTkn, BKpUTI

Mibe M'm6X

HimeyunHa

Mibe Mm6X

HimeyuunHa

BHECEHHS 3MiH O peecTpauiiHnX

3a peuerimom

UA/16583/01/01




64

[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
NNiBKOBOK 0GONOHKOI0, MO ApuHanmiTTens ApuHanmiTTens maTtepianis:
0,03 mr/0,15 mr no 21 3MiHu | TUNY - foAaBaHHSA HOBOI
Tabnetui y 6nictepi; no 1 [oaaTkoBol AinbHULI Ans
abo no 3, abo no 6 mikpoHisauii A®I JleBoHorecTpeny
BnicTepiB y KApTOHHIW
KopobLi
93. | NEBOMILETUHY | po3yvH ANsi 30BHILLUHLOTO MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX 6e3 peyenma UA/8211/01/01
PO34MH 3aCTOCYyBaHHS, CMMPTOBUI dapmaueBTnyHa dapmaueBTMyHa matepianis: 3miHu | Tuny -
CMUPTOBUMN 1% | 1 % no 25 mn y dhnakoHax; abpuka "Biona" chabpuka AamiHicTpaTuBHI 3MiHU. 3MiHa
no 25 mn 'y dnakoHi; no 1 "Biona" HaliMeHyBaHHs Ta/abo apgpecu
dnakoHy B nayui 3 3asBHUKa (BrnacHUKa peecTpaLinHoro
KapTOHY noceigyeHHs) 3miHa agpecu
3asiBHMKa. BBegeHHs 3MiH NpoTArom
3-X MicAauiB nicna 3aTBEPMAKEHHSA.
3Minn | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HanmeHyBaHHA Ta/abo
agpecu MicLs NpoBamMKEHHS
nisinbHOCTI BUpOGHuMKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby,
BKITHOMAI04M OinNbHULI BUNYCKY cepil
abo micLe NpoBeAeHHS KOHTPOMO
AKOCTI. (AiAnbHICTb, 3a AKY
Bignoeigae BMPOGHMK/iMnopTep,
BKIH0MAKUM BUMNYCK CEPilt) - 3MiHa
appecu BupobHuka MpAT
dapmaueBTuyHa abpuka "Biona",
YkpaiHa, 6e3 3MiHn Micus
BMPOBHMLUTBA (3MiHa Ha3Bu BynuLj).
BBegeHHs 3MiH npoTarom 3-x micauis
nicnsa saTBepaXXeHHs.
94. | NEBO®ONIK PO34MH ANS iH exuin abo Mepak NesenbwadT HimeyunHa BTOPUHHE Himeuunna BHECEHHS 3MiH O peecTpauifiHnX 3a peyenmom UA/16366/01/01
iHdpysin, 50 mr/mn, o 1 drop KniHiwe nakyBaHHS, maTepianis:
M, 4 mn, 9 Mn y conakoHi; LUneuiansbnpenapat MapKyBaHHS, BUMPAaBIIEHHS TEXHIYHOT MOMUIIKN Y
no 1 abo 5 cnakoHis 3 e m6X KOHTPOMb Ta MeToAdax KOHTPOIo AKOCTi 3a n.4
PO34YMHOM Y KapTOHHI BUNYCK Cepin: «Jlikapcbka dhopmMa Ta KinbkicTb
yrnakoBLi Mepak OAVHWLb B YNaKkoBLi»
[esenbwadpt
drop KniHile
LLneuianbnpena
pate M6X,
HimeuumnHa;
BMPOGHMLTBO "in
bulk", nepBuHHe
nakyBaHHs Ta
KOHTPOrb Cepili:
10T Bionorika
m6X,
HimeyunHa
95. | NIPA® pO34mMH opanbHun, 100 MAT "dapmak" Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH O peecTpauiiHnX 3a peyenmom UA/13370/02/01
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

mr/mn, no 30 mn a6o 60
My donakoHi; o 1
nakoHy pasom 3i
LINpuLEemM-403aTopoM y
nayui 3 KapToHy

marepianis: 3MiHu Il Tuny: 3minn 3
sIKOCTi. [0TOBMI Nikapcbkuii 3acib.
Onuc Ta cknag. 3miHa y cknagi
(AOMOMDKHMX peYOBMHAX) FOTOBOTO
nikapcbkoro 3acoby (iHwWi 3MiHN)
CynyTHS 3MmiHa: 3MiHM 3 SIKOCTi.
[oToBWI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapCbKoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo
[0NYyCTUMKX MEX roTOBOro
nikapcbkoro 3acoby (3MiHa
3Haxo0AMTbCA NO3a 3aTBEPAXKEHUMM
O0ONYCTUMUMW MeXaMu
cneuudikauin) CynyTHs 3MiHa: 3MiHK
3 AKoCTi. [0TOBMIA NikapcbkuMin 3aci6.
KoHTponb roToBoro nikapcbKoro
3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX MeToAax
BUNPOBYBaHHS) — 3MiHW B SKICHOMY
(BunyyeHo 6apsHuK nyHuoBui 4-R (E
124), riuepuHdopmans) Ta
KiNbKICHOMY (3MEHLLEHHS BMIiCTY
napabeHiB, 36inbWEHHS BMICTY Kanito
copbarty) cknagi JONOMiXKHMX
PEYOBUHMU, | IK HACMIAOK 3MiHU
KpUTEpIiB NPUNHATHOCTI A0
nokasHukis «Onucy» Ta «KinbkicHe
BU3HAYEHHS.
MeTunneperigpokcnbeHsoar.
poninnaparigpokcubeHsoat. Kanito
copbaTt». A Takox BBiAGYNuUcs 3MiHK
[0 METoAVK 3a NOKa3HUKOM
«KinbkicHe BM3Ha4eHHs. LiutukoniH
HaTpito» (3MiH B ONUCi NPUroTyBaHHS
pyxomoi dasu) Ta «KinbkicHe
BU3HAYEHHS.
MeTunneperigpokcmbeHsoar.
Mponinnaparigpokcnbexsoar. Kanito
copbat» (npoboniaroToBska,
opmynu po3paxyHky). BBegeHHsi
3MiH NPOTArom 6-Tn MicsiLiB nicnsi
3aTBEePAXEHHS. TakoX 3MiHW BHECEHi
B IHCTPYyKUit0 ANS MeANYHOro
3acTocyBaHHsA y p. "Cknag",
"Nikapcbka hopma" Ta K HacmnigoK y
"OcobnuBocTi 3acTocyBaHHs"

96.

JIOKPEH®

TabneTkn, BKpUTI

TOB "CaHodi-

Ykpaina

CAHOOI

PpaHuis

BHECEHHS 3MiH O peecTpauiiHnX

3a peuerimom

UA/4199/01/01
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
o6onoHkoto, no 20 mr Ne ABeHTic YkpaiHa" BIHTPOTI marepianis:
28 (14x2): no 14 Tabnetok IHOACTPIA - 3MiHwn Il TNy - BBeAEHHS
y 6nicTepi; no 2 6nictepu TYP3 [04aTKOBOro BMPOGHWMKa Aitoyoi
B KapTOHHI Kopobui pPeYOoBUHM
97. JIOPAHO cycneHsig opanbHa, 5 mr/5 Canpos CnoBeHis BUPOBHMUTBO in CnoseHist/ BHECEHHS 3MiH [0 peecTpaLuiiHnX 6e3 peuenma UA/6985/01/01
M no 120 mn y dnakoHi, dapmacbioTikana bulk, TypeuuunHa/ marepianis:
no 1 nakoHy y KOMMMeKTi a.o. TeCTyBaHHs, PymyHis 3MiHM | TUNY - NOAAHHS OHOBIIEHOIO
3 MipHOHO JTOXKOIO B nakyBaHHs, CEP Ne R1-CEP 2007-348-Rev 00
KapTOHHiI kopobui BUMNYCK cepil: ANs Ailo4oi pevyoBnHN nopaTagnHy
Jlek Bi[l 3aTBEPAXXEHOrO BUPOBHNKa;
dapmaueBTUYHA 3MiHN | TUNY - BUNYy4eHHS BUPOGHMYOT
KoMnaHisa a.4., OinbHUU (BKMOYaO4K AinbHULI Anst
CnoBeHis; A, npomikHOro npoaykty abo
BUPOOHMLTBO in roTOBOrO fiKapCbKoro 3acoby,
bulk, nakyBaHHs: OinbHULU AN NPOBEAEHHSs!
Canpos Inak nakyBaHHsi, BUpObHuKa,
CaHali Be BiANOBIgansHOro 3a BUNYcK cepin,
TikapeT A.C., MicLie NpoBeAeHHS KOHTPOIIO cepir)
TypeyuuHa; abo nocravanbHMka BUXiQHOTO
KOHTPOMb/BMNPO matepiany, peareHTy abo
ByBaHHS cepii: [OMOMIKHOI pEYOBUHU - BUITYYEHHS
C.K. CaHpo3 BMPOGHMKa Ait04OI pevoBUHN
C.P.J1., PymyHis nopataguHy Mylan Laboratories
Limited
98. MAIHIKOP TabneTkn, BKpUTI AT "KMIBCbKUI Ykpaina AT YkpaiHa BHECEHHS 3MiH [0 peecTpauifiHnX Ne 30 - 6es UA/11211/01/02
nniBkoBOK 06OMOHKOIO, BITAMIHHAN "KNIBCbKN marepianis: peuenma,; Ne
dopte; no 10 TabneTok y 3ABOO" BITAMIHHAN 3MiHM | TURY - 3MiHW BUNpobyBaHb 100 - 3a
6nictepi; mo 3 abo 10 3ABOO" abo gonycTMMmUx Mex, BCTAHOBINEHNX peuenmom
GnicTepiB y navui y cneuudikauisix, nig vyac
BMPOGHMLITBA rOTOBOrO f1iKapCbKOro
3acoby - BHECEHHS 3MiH 0O
cneundikauii «Maca ons
TabneTyBaHHs» B NpoLieci
BMPOOHMLTBA 3@ NOKa3HWUKOM
«Onucy, a came BUINYYEHHS TEPMiHY
«OpHopigHa»; 3miHu | TUny - 3amiHN y
npotieci BUPOGHMLITBa FOTOBOrO
nikapcbkoro 3acoby, BKMoYaym
NPOMIKHUIA NPOAYKT, LLIO
3aCTOCOBYETLCS MPY BUPOOHMLITBI
roTOBOrO fikapCbKoro 3acoby - 3MiHu
y npoLeci BUpOOGHMLITBA rOTOBOIO
nikapcbkoro 3acoby, a came
36inbLUeHHs TepMiHy 36epiraHHs
npomixHoi npoaykuii «Maca gns
TabneTtyBaHHsA» Ta
«Hepo3sdacoBaHoi npogykuii»
99. | MATHIKOP TabneTku, BKpUTI AT "KMIBCbKUI YkpaiHa AT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnX Ne 30 - 6es UA/11211/01/01
nniBkoBOK 060IOHKOI; N0 BITAMIHHAN "KNIBCBKNN marepianis: peuyenma,; Ne
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

10 TabneTok y Gnictepi;
no 3 abo 10 6nicTepiB y
navui

3ABOL"

BITAMIHHAN
3ABOO"

3MiHu | TUNY - 3MiHW BUNpoGyBaHb
abo gonycTMMUX MeX, BCTAHOBIEHNX
y cneuudikauisix, nig vyac
BMPOGHMLTBA rOTOBOTO MiKapCbKOro
3aco0y - BHECEHHS 3MiH A0
cneundikauii «Maca gns
TabneTyBaHHs» B Npoueci
BMPOGHMLTBA 3@ NMOKa3HUKOM
«Onucy», a came BUINYYEHHSI TEPMiHY
«OpaHopigHa»; 3miHu | TUny - 3miHN y
npoteci BUpoGHMLTBA rOTOBOrO
nikapcbkoro 3acoby, BKnoYaun
NPOMIXKHUI NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHMLITBI
roTOBOro MikapcbKoro 3acoby - 3MiHu
y npoLeci BUpobHMLTBA rOTOBOrO
nikapcbkoro 3acoby, a came
36inbLUeHHs TepMiHy 36epiraHHs
npoMixHOi npoaykuii «Maca ans
TabneTyBaHHs»

100 - 3a
peuenmom

100.

MEJIOKCUKAM-

CAHOO®I

po3unH Ans iH'ekuin, 15
mr/1,5 mn; Ne 5, Ne 10: no
1,5 mn B amnyni; no 5 a6o
no 10 amnyn y KapTOHHIw
KopobLi

TOB "CaHodi-
ABeHTIC YKpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecnybnika

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu | Tuny -
AOMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM
nikapcbkoro 3acoby - 3aTBepAXeHo:
Menokcukam-3eHTiBa;
3anponoHoBaHo: Menokcukam-
CaHodi. BBegeHHs 3MmiH npoTsirom 6-
TV MiCSILiB MiCNsi 3aTBEPOKEHHS.
3miHu | TUny - 3miHn woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) 3miHn
B TEKCTi MapKyBaHHS yNakoBoOK 3
MeTOI0 3a3HayveHHs 3asiBHuka (TOB
"CaHodi-ABeHTic, YkpaiHa", YkpaiHa)
Ta BiANOBIAHO OO0 3MiHN Ha3BU
npenapaty. BBeaeHHsi 3MiH NpoTArom
6-Tn MicaUiB nicns 3aTBEPAXKEHHS.

3a peuyenmom

UA/12604/01/01

101.

MEPAJNIC®

crpew HasanbHUin, PO34nH
0,05 % no 10 mn abo 15
M1 PO34MHY Y hrakoHi 3
[03Y04MM NPUCTPOEM, MO
1 cprakoHy B KapTOHHiN
KopobLi

AppaH-TaneHcskui
JlabopaTopiv 4.4.

XopsarTis

Apnpan-
[aneHcbkuin
JlabopaTopin
a.a.

Xopsaris

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
TeXHiYHa MOMMUIIKa B PEKBIi3UTI
3aTBEPAKEHOro TEKCTY MapKyBaHHS
nikapcbkoro 3acoby

6e3 peyenma

UA/12207/01/01

102.

MEPAJIC®

crpew HasanbHU, PO34nH
0,1 % no 10 mn a6o 15 mn
PO34MHY Y hnakoHi 3
[03YH04MM NPUCTPOEM, MO
1 prakoHy B KapTOHHIN
KopobLi

AppaH-TaneHcbkuii
JlabopaTopin 4.4.

XopsarTis

Apnpan-
[aneHcbkui
JTabopaTopin
a.a.

Xopsarisi

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
TeXHiYHa MOMMWIIKa B PEKBI3UTI
3aTBEPAKEHOro TEKCTY MapKyBaHHS
nikapcbkoro 3acoby

6e3 peuenma

UA/12207/01/02
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

108.

METOKIOMNPAMI
AO-0APHULUA

pOo34MH Ans iH'ekuin, 5
Mr/mMn no 2 Mn B amnyni;
no 5 amnyn y KOHTYpHi#
YapyHKOBIl ynakosLi; no 1
abo No 2 KOHTYpHI
YapyHKOBI yNaKkoBKM B
nayui

MpAT
"®apmMaueBTUYHa
cipma "dapHuuyqa”

Ykpaina

MpAT
"®apmMaueBTUYH
a ipma
"AapHuus"

Ykpaina

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3minu Il Tuny - 3miHn
wopno 6esnekun/edpekTMBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo
3MiHa(vn) Ao 3060B'sA3aHb Ta YMOB
BUOadi peecTpauinHoro noceBig4eHHs,
BKNtoyaroun MNnaH ynpasniHHA
pu3nkamMm (3aCTOCYBaHHs 3MiH(K),
siKi(a) BMMaratoTb(€) noganbLIoro
06r'pyHTYBaHHSI HOBUMY JOAATKOBUM
AaHvMK, WO MaloTb HagaBaTucs
KOMMNETEHTHNM OpraHoM, OCKifNlbK1
BMMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHNM opraHoM) BukoHaHHs
3060B's13aHb BigMNOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1, MignyHKTY 2.3 NyHKTY 2
popatky 15 go MNopsaky npoBegeHHs
eKcnepTnsn peectpauinHnx
marepianis Ha nikapcbki 3acobu, wo
noaarTbCs Ha AepXaBHY peecTpauito
(nepepeecTpallito), a Takox
ekcnepTM3n marepianis npo
BHECEHHS 3MiH 40 peecTpaLiiHmX
MaTepianis NpoTarom aii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii
Haka3y MOS Big 23.07.2015 Ne 460).

3a peuernmom

UA/7726/01/01

104.

METOKINOMPAMI
O-OAPHULA

Tabnetku no 10 mr, no 10
TabneToK y KOHTYPHIN
YapyHKOBIl ynakosLi; no 5
KOHTYPHMX YapyHKOBMX
yNakoBOK y nauui

MpAT
"®apmMaueBTNYHa
dipma "OapHuua”

YkpaiHa

MpAT
"®apmaueBTUYH
a cipma
"OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHnx
matepianis: 3miHu Il Tuny - 3miHn
wopno 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(u) Ao 30608B'A3aHb Ta YMOB
BuAadi peecTpauiiHoro nocBig4eHHs,
BKovatoum MNnaH ynpaeniHHsS
pu3nkamMm (3aCTOCYBaHHS 3MiH(K),
AKi(a) BMMaratoTb(€) noAansLIoro
06r'pyHTYBaHHS HOBUMU [OAATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMETEHTHNM OpPraHoM, OCKiflbKn
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHom) BukoHaHHs
3060B's3aHb BiAMOBIAHO A0 NIAMYHKTY
1.13 NyHKTY 1, NigNyHKTY 2.3 NyHKTY 2
popatky 15 go MNopsigky npoBegeHHs
eKcrnepTn3n peecTpaLinHnux
mMaTepianis Ha nikapcbki 3acobu, Lo
noJatoTbCs Ha AepXKaBHy peecTpaLiiio
(nepepeecTpallio), a Takox

3a peuernmom

UA/7726/02/01




69
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

ekcnepTM3n marepianis npo
BHECEHHS 3MiH [0 peecTpaLuiiHnX
mMaTtepianis npoTarom gii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MOS3 Big 23.07.2015 Ne 460).

105.

METOKIONPAMI
AO-0APHUUA

Tabnetku no 10 mr, no 10
TabneToK y KOHTYPHIl
YapyHKOBIl ynakosLi; no 5
KOHTYPHMX YapyHKOBMX
ynakoBOK y nayui

MpAT
"®apmMaueBTnyHa
dipma "JapHuua”

YkpaiHa

MpAT
"®apmMaueBTNYH
a cbipma
"OapHuus"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLuiiHnX
marepianis:
3MiHM | TURY - 3MiHa y MeTogax
BunpobyBaHHa APl abo BuxigHoro
MaTepiany/npomMiKHOro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLUTBa ADI (iHLWI 3MiHK Y
mMeToAdax BUNpobyBaHHSA (BKMOYao4n
3amiHy abo gonoBHeHHs) AD| abo
BVXiAHOro/MPOMIDKHOTO MPOAYKTY);
CynyTHS 3MiHa: 3MiHa y mapameTpax
cneumdikauin Ta/abo gonycTummx
MeX, BU3HAYEHNX Y crneumdikauisx
Ha A®I, abo BMXiAHWUIN/MPOMIKHWIA
NpoAYyKT/peareHT, Lo
BMKOPUCTOBYIOTLCA Y NPOLIEC
B1po6HMUTBa ADI (iHLWI 3MiHK) -
crneundikaLilo Ta MeToan KOHTPOIto
A®I MeToknonpamigy rigpoxnopuay
NpVBEAEHO Y BiAMNOBIAHICTb 4O BUMOT
0oV, EP ta matepianis dipmu-
BMpoGHMKa ADI Ta 3 ypaxyBaHHSIM
Banigauii aHaniTM4HNX MEeTOANK 3a
nokasHukamu: «3anuLukoBsa KinbKicTb
OpraHiyHMX po34MHHUKIBY», «KinbKicHe
BU3Ha4YeHHs», «MikpobionoriyHa
yuctotay. BBeageHHs 3MiH
npotsaArom 6-Tu micauiB nicns
3aTBEPAKEHHSA

3a peuernmom

UA/7726/02/01

106.

MET®OPMIH
IHOAP

TabneTkn, BKpUTI
nniBkoBol 060MOHKO, N0
500 wr, no 10 TabneTtok y
6nicTepi; no 3 abo 6
GnictepiB y nayui 3
KapTOHY

MpAT «[lMo
BMPOGHMLTBY
iHcyniHiB «IHOAP»

YkpaiHa

MpAT «[o
BUPOBHMLTBY
iHCyniHiB
«IHOAP»,
YkpaiHa
(BUpPOOHMLTBO 3
nakyBaHHs in
bulk dipmu
"IHAOKO
PEMELI3 NTA",
IHAis)

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu Il Tuny - 3miHn
wopno 6esnekun/edekTMBHOCTI Ta
apmakoHarnsgy. BHeceHHs abo
3MmiHa(n) Ao 3060B'A3aHb Ta YMOB
BMAaui peecTpauiiHoro nocBig4eHHs,
BKtovatoum MNnaH ynpaeniHHs
pr3nKamm (3acToCyBaHHS 3MiH(1),
fKi(a) BMMararoTb(€) NoaanbLLoro
06r'pyHTYyBaHHS HOBUMU [OAATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMETEHTHNM OpPraHoM, OCKifIbKn

3a peuernmom

UA/15947/01/01
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BMMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OpraHom) -
BukoHaHHS 3060B's13aHb BignoBiaHO
Ao nignyHkty 1.8.2 nyHkty 1.8
popatky 5 go MNMopsaky npoBedeHHs
eKcnepTnsn peectpauinHnx
matepianis Ha nikapcbki 3acobwm, Lo
noAarTbCs Ha AepXaBHY peecTpaLito
(nepepeecTpallito), a Takox
ekcnepTM3n martepianis npo
BHECEHHS 3MiH [0 peecTpaLuiiHnX
mMaTtepianis npoTarom gii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Hakazy MO3 Big 23.07.2015 Ne 460)

107.

MET®OPMIH
IHOAP

TabneTkn, BKPUTI
nniBkoBol 060MOHKO, MO
1000 mr, no 10 TabneTok y
6nictepi; no 3 abo 6
GnicTepiB y nayui 3
KapTOHY

MpAT «[Mo
BMPOGHMLTBY
iHcyniHiB «IHOAP»

YkpaiHa

MpAT «[llo
BMPOBHMLTBY
iHCyniHiB
«IHOAP»,
Ykpaina
(BUpOGHMLTBO 3
nakyBaHHs in
bulk cdipmun
"IHAOKO
PEMELI3 NTA",
IHAis)

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHmX
matepianis: 3miHu Il Tuny - 3miHn
wono 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(n) 8o 3060B'si3aHb Ta YMOB
BMUAaui peecTpauiiHoro nocBig4eHHs,
BKovatoum MNnaH ynpaeniHHS
pu3nkamMm (3aCTOCYBaHHS 3MiH(K),
AKi(a) BMMaratoTb(€) noAansLIoro
06r'pyHTYBaHHS1 HOBUMYW JOAATKOBUM
AaHyvMK, Lo MaoTb HagaBaTucs
KOMMETEHTHUM OpPraHoOM, OCKiNbKN
BMMaraeTbCs CyTTEBA OLiHKa
KOMMETEHTHNUM OpraHom) -
BukoHaHHSA 3000B'A3aHb BiANoOBiAHO
0o nianyHkTy 1.8.2 nyHkTy 1.8
popatky 5 go MNMopsaky npoBedeHHs
eKcrnepTnan peecTpaLinHmx
maTepianis Ha nikapcbki 3acobu, Lo
noaarTbCs Ha AepXXaBHY peecTpaLito
(nepepeecTpaLiio), a Takox
eKkcnepTuan matepianis npo
BHECEHHS 3MiH 0 peecTpauinHnx
marepianis NnpoTarom Aii
peecTpaLiiHOro NoCBigYeHHS,
3aTBepakeHoro Hakazom MOS3 Big
26.08.2005 Ne 426 (y penakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)

3a peuenmom

UA/15947/01/02

108.

MIOPUTMII®-
OAPHULA

Tabnetku no 200 mr, no 10
TabneToK y KOHTYPHIN
YapyHKOBIN ynakosLi, no 3
KOHTYPHI YapyHKOBI
YNaKoBKM B Nau

MpAT
"®apmaueBTuyHa
dipma "OapHuus”

YkpaiHa

MpAT
"®apmaueBTUYH
a dipma
"OapHuus"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(vn) Ao 30608B'A3aHb Ta YMOB

3a peuerimom

UA/6506/01/01
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BMaadi peecTpauiiHoro NocBig4YeHHs,
BKrItovatoum MNnaH ynpaeniHHs
pu3nkamMm (3aCTOCYBaHHS 3MiH(K),
AKi(a) BMMaratoTb(€) noAansLIoro
06r'pyHTyBaHHS HOBUMY JOAATKOBUM
[aHUMW, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKN
BMMaraeTbCs CyTTEBA OLliHKa
KOMMNETEHTHNM OopraHoM) BukoHaHHs
3060B's13aHb BiAMNOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY 2
popatky 15 go MNopsaaky npoBeaeHHs
eKcrnepTnan peecTpaLinHmx
MaTepianie Ha nikapcbki 3acobu, LWwo
noaarTbCs Ha AepXXaBHY peecTpaLito
(nepepeecTpaLiio), a Takox
ekcnepTmnan matepianis Npo
BHECEHHS 3MiH 40 peecTpaLiiHnX
mMaTtepianis NpoTarom Aii
peecTpauiiHOro NOCBiAYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakasy MOS3 Big 23.07.2015 Ne 460).

109.

HEMPOKCOH®

PO34MH ANt NepopanbHOro
3actocyBaHHs, 100 mr/mn
no 45 mn y conakoHi; no 1
drakoHy pasom i3
[03aTopOM y nayi

MAT "lrannudcapm”

YkpaiHa

NAT
"Tannydapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHMX
marepianis:
3MiHuM | TUNY - 3MiHa NpUCTPOIB ANs
BMMIipIOBaHHS 1031 abo BBEAEHHS
nikapcbkoro 3acoby - 3amiHa
Lwnpuua-gosaTtopa MICTKIiCTio 3 MN Ha
LINpuL-A0o3aTop MICTKICTo 5 Mn 3
Bi4NOBIAHNMY 3MiHAMW Y
crneundikaLii Ta MeTogax KOHTPOro
SIKOCTi WNpuua-gosatopa (nineTkm
[03YH040i)

3a peuenmom

UA/12114/02/01

110.

HEOKAPOUN

kancynu, no 10 kancyn y
6nicTepi; no 3 6nictepu B
yrnakoBLi

TOB "BAJTAPTIH
DAPMA"

YkpaiHa

TOB
"BAJTAPTIH
DAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnx
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asiBHMKA (BNacHWKa peecTpauiiHoro
NOCBiAYEHHS) - 3MiHa agpecu
3asiBHUKA. 3MiHM | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaXeHHSs QisiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKkoyaum
AinbHWUI BUNYycKky cepii abo micue
NPOBEAEHHS KOHTPOIHO SIKOCTi.
(BisnbHICTb, 3a AKy Bignosigae

6e3 peuenma

UA/11357/01/01
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
BMPOBHWMK/IMNoOpTep, BKMOYaouu
BWNYCK cepiln) 3MiHa agpecu
BMPOGHMKa (a came 3MiHa iHaeKcy),
6e3 3miHM Micusi BUpoBHULTBA.
BBepneHHs 3miH npoTsarom 3-x micauis
nicnsa 3aTBepmKeHHs.
111. HIMECYNIA- Tabnetku no 100 mr no 10 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/9104/01/01
OAPHULUA TabneToK y KOHTYPHIN "®apmMaueBTUYHa "®apmMaueBTUYH maTepianis:
YapyHKOBIl ynakosLi; no 3 dipma "JapHuua" a cipma 3MiHW | TURy - 3MiHK Woao
KOHTYPHI YapyHKOBI "NapHuus" 6e3nekn/edeKTUBHOCTI Ta
yMaKkoBKW y navuj dapmakoHarnagy - 3amiHa
rpaciyHOro opoOpMNEeHHs NEPBUHHOT
Ta BTOPVMHHOI YNaKoBOK Ha TEKCT
MapKyBaHHS YNakoBOK 3
BigNOBIOHMMM 3MiHAMK 0 pO3ainis
MeTOoZiB KOHTPOIO AKOCTI
nikapcbkoro 3acoby (po3gain
«padiuHe ohopMMeHHA» 3amMmiHEHO
po3ainom «MapKyBaHHS»).
BBepeHHA 3miHM npoTsirom 6-Tu
MicAUiB Nicna 3aTBepAXXeHHA
112. ON®EH® renb 1 % no 20 ra6o 50 r TeBa I13painb Mepkne M'meX HimeyunHa BHECEHHS 3MiH O peecTpauiiHnx 6e3 peuyenma UA/0646/02/01
riaPOrEsb rento B Ty6i; no 1 Ty6i B dapmaueBTikan (BUPOBHWK, KNI maTepianis: 3MiHu | Tuny -
KopobLi IHpacTpis JlTa. Bignosigae 3a AnMmiHicTpaTuBHi 3MiHW. 3MiHa Ha3Bu
BUPOBHMLTBO nikapcbKoro 3acoby - 3aTBepaxeHo:
NpoaykKTy in ON®EHTM M'ENb / OLFENTM GEL.
bulk, nepBuHHe 3anponoHoBaHo: OngeH®
nakyBaHHs, IMAPOMENL / Olfen® HYDROGEL.
BTOPUHHE BBeneHHs 3MiH npoTArom 6-tu
nakyBaHH4, MicsILiB Micnsi 3aTBEPAXKEHHS. 3MiHuM |
KOHTPOrb cepii; Tmny - 3MiHM Woao
BUPOBHWK, SKUIA 6e3nekn/edekTMBHOCTI Ta
BignoBifae 3a dapmakoHarnsagy (iHwi 3amiHw) -
BUMYCK Cepii) BHECEHHS HE3HAYHUX pefaKLinHnX
NpaBoK Yy TEKCT MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YMaKOBKM.
BBeaeHHs 3MiH npoTsirom 6-1n
MicsiLiB Micns 3aTBEPAXKEHHS.
113. OP30/® -IN TabneTku BariHanbHi, No POTEK NITO AHITIA Bisimep J1abc IHais BHECEHHS 3MiH O peecTpaLiiH1X 3a peuyenmom UA/15615/01/01
10 TabneTok y 6nictepi, INto matepianis: 3miHu | Tuny -
no 1 6nictepy y komMnnekTi AaMiHicTpaTMBHI 3MiHU. 3MiHa
3 10 annikatopamu Ta HalnlmMeHyBaHHS Ta/abo apgpecu
KapTOHHOI BKIaAKoo B 3asBHUKa (BracHUKa peecTpaLiniHoro
KapTOHHIN ynakoBLj NocCBigYEHHS)
114. MANIH® kancynu no 200 mr, no 10 Canpos CnoBeHis BUPOBHMUTBO in CnioBeHis BHECEHHS 3MiH O peecTpaLiiH1X 3a peuyenmom UA/9137/01/01
Kancyn y 6nicrepi; no 2 dapmacbloTikana bulk, nakyBaHHs, matepianis: 3miHu | Tuny -
GnicTepu B KapTOHHIN a.a. BUNYCK cepii: AaMiHicTpaTuBHI 3MiHU. 3MiHa
Kopoo6uLi Iek HanMeHyBaHHS Ta/abo agpecu Micud

apmaLeBTUYHa

NPOBaXEHHSs JisANbHOCTI
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Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
KOMMaHis 4.4., BMPOGHMKa/iMnopTepa roToBOro
CnoBeHisi; nikapcbkoro 3acoby, BKnoyaun
nakyBaHHsi: AinbHWLU BUNycKky cepii abo micue
Ilek NPOBEAEHHS KOHTPOJO SIKOCTi.
(hapmaLeBTUYHa (misnbHicTb, 3a AKy Bignosigae
KOMnMaHis 4.4., BUPOGHWK/IMNOPTEP, HE BKIOYaUn
CnoseHis BWMYCK Cepiln) - 3MiHa agpecu
BUpoGHMKa Jlek hapmaueBTUYHa
KomnaHis a.4., CnoseHis
(nakyBaHHs1), 6e3 3mMiHM Micusi
BUPOGHMLTBA:
BBeneHHs 3MiH NpoTsArom 6-tn
MiCSILiB MicNsi 3aTBEPAXKEHHS.
115. NMAMI®OC KOHLEHTPAT Anst pO34MHY Mepak NesenbluadT HimeuyunHa BTOPUHHE HimeuuunHa BHECEHHS 3MiH A0 peecTpauinHnx 3a peuyenmom UA/3341/01/01
ans iHdysin, 3 mr/mn no 5 drop KniHiwwe nakyBaHHs, marepianis:
mn, abo 10 mn, abo 20 mn, | Lneuiansnpenapat MapKyBaHHS, BWMPAaBIIEHHS TEXHIYHOT MOMUIIKN Y
abo 30 mn y donakoHi; no 1 e M6X KOHTPOnb Ta MeTOoAax KOHTPOSO AKOCTI Y
dnakoHy B kopobui BUMNYCK Cepil: cneuudikauii 3a n. «2.
Mepak MaeHTndmkaumsa.B»
[e3enbwadpt
drop KniHiwe
Lneuianbnpena
pate M6X,
HimeuumnHa;
BUPOBHMUTBO "in
bulk", nepsuHHe
nakyBaHHs Ta
KOHTPOrb Cepili:
IOT Bionorika
mb6X,
HimeyumHa
116. | NAHKPEATUH TabneTkn, BKpUTI MAT "Bitaminun" YkpaiHa MAT "BitamiHun" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX be3 peuenma UA/8983/01/01
ons QITEN 060IIOHKOI0,

KWLLIKOBOPO34MHHi o 10
TabneTtok y 6nictepi; no 2
abo no 6 GnicTepiB y navui
3 KapTOHY

marepianis:
3MiHu | TUNy - 3MiHa y napameTpax
cneumdikauin Ta/abo gonycTummx
MeX, BU3HAYEHNX Yy crneumdikauisx
Ha A®I, abo BMXigHUA/MPOMIKHWIA
NpoAyKT/peareHT, LWo
BMKOPVCTOBYIOTBCS Y NMPOLIECI
BUpOGHMLUTBa ADI; cynyTHS 3MiHa:
3MiHa y MmeTofax BunpobysaHHst ADI
abo BuxigHoro
marepiany/npoMixxHOro
NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCS Y NpoLeci
BMPOGHMLUTBa ADI (iHLWi 3MiHK Y
mMeToAax BUNpobyBaHHS (BKNoYatoum
3amiHy abo gonoBHeHHs) AD| abo
BVXiAHOro/NMpOMiXKHOro MPOAYKTY) -
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
3MiHa y cneumdikadii Ta meTogax
BMNPOOYBaHHS 3a NOKasHUKaMu:
"Onnc" - npueegeHo ao sumor EP;
"Po34mnHicTb"- nepeHeceHo J0 p.
3aranbHi BNacTuBOCTI;
"lgeHTudpikagia”, "KinbkicHe
BM3Ha4YeHHS" - 3MiHW popMynioBaHHSA
BignosigHo go sumor EP; "KinbkicHe
BU3HAYeHHs. AMinonitTuyHa
aKTMBHICTb " - BHECEHO CTaHAapTHi
3pa3sku BignosigHo Bumor EP (3amiHa
CTaHAapTHOro 3paska aminasm i
ninasu Ha cTaHgapTHWIA 3pasok
aminasm); "KinbkicHe BU3Ha4YEHHS.
JlinoniTMyHa akTUBHICTL" - BHECEHO
CTaHAapTHI 3pa3ku BigMNoBigHO BUMOT
EP(3amiHa cTaHgapTHoro 3paska
aminasu i ninasu Ha ctaHgapTHUA
3pasok ninasm)
117. NMAPALETAMOI po34mnH Ans iHdysin, 10 €po Jlandkep Jta Benvka Ec.Ci. IHdhomeq PymyHis BHECEHHS 3MiH A0 peecTpauinHnx 3a peuyenmom UA/15371/01/01
€BPO mr/mn no 50 mn a6o 100 BputaHis ®nyiac C.P.J1. marepianis:
MI y KOHTenHepax; no 1 BWMPAaBIIEHHS TEXHIYHOT MOMUIIKN Y
abo 12 KoHTeWHepiB Yy MK#, 6yno gonyuweHo opdorpadiyHy
KapTOHHiI kopobui NOMUIKY Y TeKCTi MapKyBaHHS 3a
po3ginom 5y nepeknagi aHrmincbKo
MOBOH
118. | NEHTAKCUM nopotuok Haemophilus CaHodi Mactep C.A. ®paHuis CaHodi MacTtep, PpaHuis/ BHECEHHS 3MiH O peecTpauifiHnX 3a peyenmom UA/13010/01/01
BAKUMHA OnA influenzae Tuny by PpaHuis; ITanis/ marepianis: 3miHu | Tuny - 3MiHN y
MPO®INAKTUKN | cnakoHi Ta cycneHsia ans CAHO®I C.INA, YropuimHa npoueci BUpobHMLTBa rOTOBOrO
OUSTEPII, iH'ekuin (0,5 mn) y Itanis; nikapcbKoro 3acoby, BKMOYaym
NMPABLA, nornepeaHL0o 3anoBHEHOMY CaHodi-ABeHTic NPOMIKHUIA NPOAYKT, LLIO
KALLITIOKY LUNpULi 3 NPUKPINNEHOD Mpawsit Ko. 3aCTOCOBYETLCH NPY BUPOOHULTBI
(ALENIONAPHU ronkoto (abo 2-ma Ira., YroplmHa roTOBOro MiKapCbKOro 3acoby - 3MiHu
W KOMMOHEHT), | okpemumu ronkamu) TpUBanoCTi NepeMillyBaHHs Ha eTani
noniomMienity NPUroTyBaHHS CyMiLLi B NpoLeci
IHAKTUBOBAHA BUpobHmuTBa Haemophilus Type b
TA BAKUUHA Polysaccharide Vaccine Ha
onsd BUPOGHWUYIN ginbHKLi CaHodi Mactep
NMPODINAKTUKHU Banb-ae-Pon. PepakuiniHi npaBku 6e3
IHOEKLIN, 3MiHM nNpouecy BUPOOHULITBA Y
CMNPUYMHEHUX poaginu 3.2.P.3.3 Ta 3.2.P.3.4.
HAEMOPHILUS TepmiH BBeAEHHS 3MiH - bepe3eHb
TUny B 2019 p.
KOH’IOFOBAHA,
ACOPBOBAHA
119. | NEHTAKCUM nopotuok Haemophilus CaHodi MNacTep C.A. ®paHuis CaHodi MacTtep, PpaHuis/ BHECEHHS 3MiH IO peecTpauiiHnX 3a peyenmom UA/13010/01/01
BAKUMHA OnNA influenzae Tuny b y PpaHuis; ITanis/ muatepianis: 3miHu | Tuny -
MPODINAKTUKU cnakoHi Ta cycneHsis ans CAHO®I C.IN.A., YropuHa AamiHicTpaTuBHi 3mMiHW. 3MiHa
OUDTEPII, iH'ekUin (0,5 mn) y ITanis; HalMeHyBaHHs Ta/abo agpecu
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

NPABL,
KALLITIOKY
(ALETIONSAPHU
1 KOMMOHEHT),
noniomienITy
IHAKTUBOBAHA
TA BAKLUMHA
ons
NMPO®INAKTUKU
IHOEKL|IA,
CMPUYUHEHUX
HAEMOPHILUS
T™™NY B
KOH'IOFOBAHA,
AICOPEOBAHA

nonepeaHLo 3anoBHEHOMY
LINpu1Li 3 NPUKPINNeHo
ronkoto (abo 2-ma
OKPEMUMM rofnkamm)

CaHodi-ABeHTic
Mpamsit Ko.
JIta., YropwmHa

3asBHUKA (BNacHUKa peecTpaLinHoro
noceigyeHHs) 3miHa agpecu
3asiBHUKA. 3MiHuM | Tuny -
AJMmiHicTpaT1BHI 3MiHW. 3MiHa
HanMmeHyBaHHs Ta/abo agpecu Micus
nNpoBafXXeHHS QisNbHOCTI
BMPOOHWKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKnoYaun
AinbHWLU BUNycKky cepii abo micue
NPOBEAEHHS KOHTPOIO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM
BWMYCK Cepiit)
MpuBeaeHHs Ha3BM Ta agpecu
BUPOGHWMKIB, LLO BigNoBigaTb 3a
BMNYCK cepii Ao BucHoBky woao
niaTBepOKEHHS BigNOBIOHOCTI
BMPOBGHMUTBA NiKapcbkux 3acobis
BMMOram HanexHoi BUpOOHNYOI
npakTuku. 3minu | Tuny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NpoBafXXeHHA OisNbHOCTI
BUpoGHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKoyaum
AinbHWU BUNYycKy cepii abo micue
NpPOBEAEHHS KOHTPOJHO SIKOCTi.
(DisinbHiCTb, 3a Ky BigNoBinae
BUPOGHWK/IMNOPTEP, HE BKIOYAOUN
BUNYyckK cepiin) MNprBeaeHHsa Ha3Bu Ta
afpecy BUpobHMKa Yy BigNoOBIHICTb
po ceptucpikaty GMP. 3minu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHS QisinbHOCTI
BMPOGHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKkioyaum
AinbHWUI BUNYycKky cepii abo micue
NpPOBEAEHHS KOHTPOJHO SIKOCTi.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWK/IMNOPTEP, HE BKIOYa4n
BUMNYyck cepin) MNpvBeaeHHs Ha3Bu Ta
agpecy BUpOOHWMKa Y BiANOBIOHICTb
0o ceptudpikaty GMP.

120.

NMEHTACA

CyCneHsisl pekTanbHa no 1
r/100 mn no 100 mn
CycneHsii y rakoHi 3
HaKOHEYHWUKOM i
BHYTPILLUHIM KrianaHoM; no

DdeppiHr
IHTepHewHn CeHTep
CA

LLisenuapis

DdeppiHr-Ileumsa
a.c.

Yecbka
Pecny6bnika

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHu | TUny - 3MiHK Wopao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo

3a peuerimom

UA/4990/04/01
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

1 dpnakoHy y nakeTi 3
antomiHieBoi donbru; no 5
abo 7 conakoHiB Ta 5 abo
7 nonieTUneHoBMX NakeTiB
Y KapTOHHIM ynakoBLj

3MiHM [0 y3aranbHEeHUX AaHWX Npo
cvctemy chapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHNX Npo
cuctemy chapmakoHarnsgy, amiHa
yMNOBHOBaXeHOi 0cobw,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
chapmakoHarnsiay; KOHTaKTHOI ocobu
3 hapmakoHarnagy sasiBHvKa ansi
3AiCHEeHH:A hbapmakoHarnsay B
YkpaiHi, KO BOHa BiAMIHHa Bif
yMNOBHOBaXeHOi 0cobw,
BiAnoBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsaay (Bkoyayn
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-daina cuctemm
apmakoHarnsay) - 3MiHa
yNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BiAnoBiganbHOI 3a hapmakoHarnag.
lMponoHoBaHa pepakuis: Lene
Holdrup, M Sc Pharm, PgD PV
Senior Director, Global
Pharmacovigilance. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0cobu. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOi ocobun

121.

NEPUHAOONPUN-
TEBA

TabneTkn, BKpUTI
NniBkoBOI 0BOMOHKO0, NO
2,5 mr no 30 Tabnetok y
KOHTeWHepi; no 1
KOHTeWNHepy B KOpoobLi

TeBa
dapmavesTikan
IHpacTpis JlTa.

I13paine

AT
dapmaueBTUYHN
1 3aBog TEBA

YropwuHa

BHECEHHS 3MiH 0 peecTpauinHnx
maTepianis:
3MiHN | TUNY - 3MiHK 3 SKOCTI.
["oTOBMI Nikapcbkuii 3aci6 (iHLi
3MiHN) - pegakuiiiHi 3MiHWU B onuCi
npouecy BMPOOHULITBA rOTOBOIO
nikapcbKkoro 3acoby — BUNpaBneHHs
pepakuinHoi nomunku B p. 3.2.P.3.3.
Onuc BMpoBHMYOro npouecy Ta 1noro
KOHTpOTI0, a came B ONWCi
BMpOGHUMYoro npouecy 13 - ETanu
«e» i «f» Oyno gonyLuieHo NoOMUIIKY;
3MiHuM | TUNY - 3MiHa HaiMeHyBaHHS
Ta/abo agpecy MicLs NpoBamXXEHHS!
LiSnNbHOCTI BUPOGHMKa (BKIOYaoum,
3a HeoOXigHOCTI, MicLle NpoBeAEHHS
KOHTPOO sIKOCTi), abo BnacHuka
macTep-danna Ha AP, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXHOro
NpoAyKTy, L0 3aCTOCOBYIOTLCS Y
BUPOGHMLTBI ADI (SIKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa

3a peuernmom

UA/14919/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BiANOBIgHOCTI €BpONEenchbKii
dapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUpobHMKa HOBOI
[OOMOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y A0ChE) -
AJMiHICTpaTUBHI 3MiHW Y po3aini
"BUpPOBHUK(M) ADI" — OHOBNEHHS
afpecu BnacHvKa mactep - dhanny
Ha A®| nepuHgonpuny Tosunary,
NOLUTOBOI agpecu Ta agpec AinbHULb
BUPOBHMLTBA, KOHTPOSO SKOCTI i
BMBYEHHS cTabiNbHOCTI Ta iHWKNX
agMiHICTpaTMBHMX 3MiH. A TakoX,
3MiHa Ha3BM AiNbHULI BUBYEHHS
cTabinbHocTi y po3aini BUpobHUUTBa;
3MiHM | TuMy - 3MiHM B Npoueci
BUpo6HMLUTBa ADI (He3Ha4Ha 3miHa y
3aKpUTIN YacTuHI MacTep-canna Ha
A®I) — nogaBaHHA nocTayanbHuKa
BMXiQHOro MaTtepiany nepuHaonpuny
TpeTbyTunamiHy (epbyminy) ans
cuHTesy A®I nepyvHgonpuny
TO3UNaTty; 3MiHu | TUny - 3amiHa
nepiofy NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHA
abo ymoB 36epiraHHs ADI (3a
BiJCYTHOCTi y 3aTBEpPOKEHOMY [OChE
cepTudikarta BignoBiAHOCTI
€Bponelicbkiii hapmakonei, LWo
BKIOYAE Nepiof NOBTOPHOIO
BMNpobyBaHHs) (nepiof NOBTOPHOrO
BUnNpobyBaHHs/nepion 36epiraHHs) -
36inbLueHHst abo BBeAEeHHS nepiogy
NOBTOPHOro BUNpobyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB
JocnigpkeHb y peanbHOMY Yaci -
36inbLUEHHS Nepiofy NOBTOPHOrO
BunpobyBaHHa APl nepuHgonpuny
To3unary 3 48 micauis fo 60 micsauis
Ha OCHOBI pe3ynbTaTiB AOCHIIKEHHS
cTabinbHocTi

122.

NEPUHAONPUN-
TEBA

TabneTku, BKpUTI
nniBKoBOI 0BOOHKOLO, MO
5 mr no 30 TabneTtok y
KOHTeVHepi; no 1
KOHTeWHepy B KOpOOLi

TeBa
PapmaLeBTikan
IHpacTpis IT14.

I13painb

AT
dapmMaLeBTUYHN
1 3aBog TEBA

YropwuHa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.

["oTOBMI Nikapcbkuit 3aci6 (iHLWi

3MiHN) - pedakuUiiiHi 3MiHWU B OMUCI

npotecy BUpobHULITBA FOTOBOTO
nikapcbKoro 3acoby — BUNpaBIeHHs
pegakuinHoi nomunku B p. 3.2.P.3.3.

3a peuerimom

UA/14919/01/02
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

Onuc BMpOGHMYOro npouecy Ta 1oro
KOHTpPOro, a came B Onuci
BMpOGHUMYoro npouecy 13 - ETanu
«e» i «f» Byno gonyLieHo NOMUKY;
3MiHM | TUNY - 3MiHa HaiMeHyBaHHS
Ta/abo agpecu micLa NpoBaKEHHs
LisiNbHOCTI BUPOGHMKa (BKITHOYaouM,
3a HeobXigHOCTI, MicLe NpoBeAeHHs!
KOHTpOIo 5IKOCTi), abo BnacHuka
macTep-danna Ha APl, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMiXXHOro
nNpoaykKTy, L0 3aCTOCOBYIOTLCS Y
BUPOGHMLUTBI ADI (SIKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa
BiNOBIgHOCTI €Bponenchkin
dapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUpobHMKa HOBOI
[OOMOMDKHOT PeYOBUHU (SKLLO
3a3HayeHo y A0CbE) -
AaMiHiCTpaTVBHI 3MiHM y po3aini
"BUPOGHUK(M) ADI" — OHOBNEHHS
afpecu BnacHuKka mactep - dhanny
Ha A®I nepuHaonpuny Tosunary,
NoLITOBOI aApecu Ta agpec AinbHULb
BUPOGHMLTBA, KOHTPOIO SIKOCTI i
BMBYEHHSI CTabiNbHOCTI Ta iHLWMX
aAMiHICTpaTUBHMX 3MiH. A TaKoX,
3MiHa Ha3BU AiNbHULI BUBYEHHS
cTabinbHOCTI y po3aini BMpobHMUTBa;
3MiHu | TRy - 3MiHK B NpoLeci
BUpoGHMLUTBa ADI (HE3HaYHa 3MiHa y
3aKpUTIN YacTUHI macTep-danna Ha
AQ®l) — nogaBaHHsA nocTayanbHuKa
BMXiQHOro MaTtepiany nepuHaonpuny
TpeTbyTunamiHy (epbyminy) ans
cuHTesy A®I nepuHgonpuny
TO3UNaTty; 3MiHu | TUny - 3amiHa
nepioy NOBTOPHUX
BunNpobyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHs AdI (3a
BiICYTHOCTi y 3aTBEpIXXEHOMY [OCbE
cepTudikata BiAnoBiAHOCTI
€Bponelicbkiii hapmakonei, Wo
BKIOMAE Nepiof, NOBTOPHOIO
BUNpobyBaHHs) (nepio NOBTOPHOrO
BunNpobyBaHHs/nepion 36epiraHHs) -
36inbLUeHHs abo BBeAEHHS nepiogy
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

NoBTOPHOrO BMNpobyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3yrnbTaTiB
nocnifpkeHb y peanbHOMY Yaci -
36inbLUeHHs nepiogy NOBTOPHOIO
BunpobyBaHHa AP| nepuHgonpuny
Tosunarty 3 48 micauis go 60 micauis
Ha OCHOBI pe3ynbTaTiB AOCHIAXEHHS
cTabinbHOCTI

123.

NEPMHOONPUN-
TEBA

TabneTku, BKPUTI
nniBKOBOIO 0BOMOHKOIO, MO
10 mr no 30 TabneTtok y
KOHTeWHepi; no 1
KOHTeWHepy B KOPOOLi

TeBa
dapmaueBTikan
IHgacTpis J1Ta.

I13painb

AT
dapmaueBTUYHN
1 3aBog TEBA

YropwuHa

BHECEHHS 3MiH [0 peecTpauifiHnX
marepianis:
3MiHn | TUNYy - 3MiHK 3 FKOCTi.
[oToBWI Nikapcbkuii 3aci6 (iHLWi
3MiHW) - pefakUiiHi 3MiHM B ONuci
npouecy BUpoGHULTBA roTOBOrO
nikapcbKoro 3acoby — BUMpaBieHHs
peaakuinHoi nomunku B p. 3.2.P.3.3.
Onuc BMpoBHMYOro npouecy Ta 1oro
KOHTPOI0, a came B Onuci
BUpobHuyoro npouecy M3 - Etanm
«e» i «f» Byno gonyLueHo NoOMWIKY;
3MiHN | TUNY - 3MiHa HalMeHyBaHHS
Ta/abo agpecu MicLA NPOBaMKEHHS
LisNbHOCTI BUPOGHMKa (BKIOYakoum,
3a HeobXigHOCTi, MicLe NpoBeaeHHs!
KOHTPOMIO SIKOCTi), abo BnacHuka
macTep-danna Ha AdI, abo
noctavanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTECSH Y
BUPOGHMLUTBI ADI (SIKLLO 3a3HAYEHO Y
[0Cbe Ha fikapcbkuii 3acib) 3a
BiCYTHOCTIi cepTudikaTa
BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei y 3aTBepaXeHoOMy
nocbe, abo BUpobHMKa HOBOI
[OOMOMDKHOT PeYOBUHU (SIKLLO
3a3Ha4YeHo Y JOCLE) -
AOMiHicTpaTUBHI 3MiHW Y po3aini
"BUPOGHUK(M) ADI" — OHOBRNEHHS
afpecu BrnacHvka macTep - doanny
Ha A®| nepuHgonpuny Tosunary,
NoLITOBOI agpecu Ta agpec AinbHULb
BMPOBHMLTBA, KOHTPOIIO SKOCTI i
BMBYEHHSI CTabINbHOCTI Ta iHWNX
agMiHiCTpaTUBHMX 3MiH. A TakoX,
3MiHa Ha3BW AiNbHUL BUBYEHHS
cTabinbHocTi y po3aini BUpobHUUTBA;
3MiHu | TRy - 3MiHK B NpoLeci
BMpobHuUTBa AD| (HEe3Ha4Ha 3MiHa y

3a peuernmom

UA/14919/01/03
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

3aKpUTIN YaCTUHI macTep-danna Ha
A®Il) — npoaaBaHHSA NocTavanbHUKa
BMXiQHOro Martepiany nepuHaonpuny
TpeTbyTMnamiHy (epbyminy) ans
cuHTe3y A®I nepuHgonpuny
TO3UNaTty; 3MmiHu | TUny - amiHa
nepiogy NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHsA
abo ymoB 36epiraHHs ADI (3a
BiJCYTHOCTI y 3aTBEpPAXXEHOMY AOCLE
cepTudikaTa BignoBigHOCTI
€Bponencokin dhapmakonei, Lo
BKIIOMaE nepiof NOBTOPHOIO
BUNpobyBaHHs) (nepiod NOBTOPHOrO
BunNpobyBaHHs/nepion 36epiraHHs) -
36inbLeHHs abo BBeAeHHS nepioay
NOBTOPHOro BUNpobyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB
OOCMiMKeHb Y peanbHOMY Yaci -
36inbLUEHHsI Nepiogy NOBTOPHOrO
BunpobyBaHHa APl nepuHgonpuny
To3unary 3 48 micauiB go 60 micsauis
Ha OCHOBI pe3ynbTaTiB AOCHIAXEHHS
cTabinbHocTi

124.

NNArPUN®

TabneTkn, BKpUTI
NniBkoBOI 0BOMOHKO, NO
75 mr no 10 Tabnetok y
6nicTepi; no 3 6nictepu y
navui

A-p Peagi'c
TNa6opatopic Nt

IHaisa

O-p Peapi'c
JlabopaTopic
Jtg

IHAisA

BHECEHHS 3MiH [0 peecTpauifiHnX
maTepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo
3MiHW [0 y3aranbHeHUX AaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3aranbHeHUX AaHuX Npo
cuctemy pbapmakoHarnsagy, amiHa
YMOBHOBaXeHOi 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobum
3 phapmakoHarnagy sasBHvKa Ans
3AiCHeHHs hbapmakoHarnsay B
YkpaiHi, KO BOHa BigMiHHa Bif
ynoBHOBaXeHOi ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
apmakoHarnagy (Bkroyaroym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-channa cuctemu
dapmakoHarnsgy) - 3MiHa
YMOBHOBaXeHOi 0cobw,
BiANOBiganNbHOI 3a 3AINCHEHHS
dapmakoHarnagy: Hitova pegakuis —
Dr.Y. Kiran Kumar. MponoHoBaHa

3a peuernmom

UA/10625/01/01
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

pepakuis — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHUX AaHNX
yMNOBHOBaXeHOi 0cobw,
BiANOBiganNbHOI 3a 34iINCHEHHS
dapmakoHarnagy

125.

PEOUCTATUH

TabneTku, BKPUTI
NniBkoBOI 0BOMOHKO, NO
5 mr no 10 TabneTtok y
6nictepi; no 3 6nictepu B
KapTOHHiIl kopobuyi

O-p Peagi'c
Jlabopartopic It

IHaisa

O-p Peani'c
JlabopaTopic
Jita, BupobHnya
ainsbHuus - 1

IHAisA

BHECEHHS 3MiH [0 peecTpauifiHnX
marepianis:
3MiHn | TUny - 3MiHn Wwopo
6e3nekn/ePekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHsi abo
3MiHW 4O y3aranbHeHUX AaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHS y3aranbHEHVX AaHNX Npo
cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeEHOi 0cobw,
BiANOBigaNbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu
3 papmakoHarnagy sasBHvKa Ans
3AiNCHEHHA hapmakoHarnsgy B
YKpaiHi, AKLO BOHa BiAMiHHaA Big
YMOBHOBaXeEHOi 0cobw,
BiANOBiAANbHOI 3a 3AiINCHEHHS
apmakoHarnagy (BKkroyaym
KOHTaKTHi faHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnsgy) - 3MiHa
YMNOBHOBaXeHOI 0cobw,
BiANOBiAaNbHOI 3a 3AiINCHEHHS
dapmakoHarnagy: Hitova pegakuis —
Dr.Y. Kiran Kumar. lMponoHoBaHa
pepakuia — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHUX AaHWX
yMNOBHOBaXeHOI 0cobw,
BiANOBiAaNbHOI 3a 3AiINCHEHHS
dapmakoHarnagy

3a peuernmom

UA/14948/01/01

126.

PEOUCTATUH

TabneTkn, BKpUTI
NniBkoBOI 0BOMOHKO0, NO
10 mr no 10 TabneTtok y
6nicTepi; no 3 6nictepu B
KapTOHHiI kopobLyi

O-p Peagi'c
Jlaboparopic Jlta

IHais

O-p Penni'c
JlabopaTtopic
Iltg, BupobHuya
ainsbHuug -

IHAis

BHECEHHS 3MiH O peecTpauifiHnX
marepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsagy. BeegerHs abo
3MiHW [0 y3aranbHeHUX AaHux Npo
cvctemy chapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHNX Npo
cuctemy hbapmakoHarnsgy, amiHa
ynoBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 3AiNCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobum
3 chapmakoHarnsgy 3asiBHuKa Ans
3AiNCHEHHSA dhapmakoHarnsgy B

3a peuernmom

UA/14948/01/02
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

YkpaiHi, KO BOHa BiAMIHHa Bif
YMNOBHOBaXeHOi 0cobw,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay (Bknoyaoym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLeHHi MmacTep-daina cuctemm
apmakoHarnsagy) - 3MiHa
yMNOBHOBaXeHOi 0cobw,
BiAnoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnagy: Hitova pegakuis —
Dr.Y. Kiran Kumar. lNponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHUX JaHUX
YMNOBHOBaXeHOI 0cobw,
BiAMNOBiganNbHOI 3a 34INCHEHHS
dapmakoHarmnsgy

127.

PEOAUCTATUH

TabneTkn, BKPUTI

nniBKOBOK 060MOHKO, MO

20 mr no 10 TabneTok y

Gnictepi; no 3 Gnictepu B

KapTOHHIN kopobLi

A-p Peagi'c
Jlaboparopic Jlta

IHgia

[-p Pepai'c
JlabopaTtopic
JIta, BupobHuya
ainbHuus - 1

lHAis

BHECEHHS 3MiH 40 peecTpaLiiHmX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
apmakoHarnsagy. BeegernHs abo
3MiHM A0 y3aranbHEeHNX AaHuX Npo
cuctemy cpapmakoHarnsgy
(BBEAEHHSA y3aranbHEeHUX AaHnX Npo
cuctemy cbapmakoHarnsgy, 3amiHa
yMNOBHOBaXeHOI ocobw,
BiANOBIAanNbHOI 3a 34INCHEHHS
apmakoHarnsay; KOHTakTHOi ocobum
3 chapmakoHarnsgy 3asiBHuKa Ans
3AiCHeHHs bapmakoHarnsay B
YkpaiHi, AKLLO BOHA BiMIHHA Bif
YMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 34iINCHEHHS
apmakoHarnsagy (Bknoyayn
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-chaina cuctemu
dapmakoHarnsay) - 3MiHa
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsay: [itova pegakuis —
Dr.Y. Kiran Kumar. lMponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHUX JaHUx
YMNOBHOBaXeHOI 0cobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
chapmakoHarnagy

3a peuenmom

UA/14948/01/03

128.

PEOAUCTATUH

TabneTku, BKPUTI

nniBkoBok 060MOHKO, MO

40 mr no 10 TabneTok y

A-p Peagi'c
Ja6bopatopic Nt

IHaisa

[-p Pepai'c
JlabopaTopic
JIta, BupobHuya

IHAis

BHECEHHS 3MiH 0 peecTpauinHnx
maTepianis:
3MiHu | TMny - 3MiHK Woao

3a peuerimom

UA/14948/01/04
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

6nictepi; no 3 6nictepu B
KapTOHHiIl kopobui

ainsbHuus - 1

6e3nekn/ePekTMBHOCTI Ta
dapmakoHarnsagy. BeegerHs abo
3MiHM [0 y3aranbHeHUX AaHuX Npo
cuctemy hapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHNX Npo
cuctemy hapmakoHarnsgy, amiHa
ynoBHOBaXeHoi ocobu,
BiAnoBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobum
3 (hbapMakoHarnsagy 3asiBHuka Aansi
3AiNCHeHH:A hapmakoHarnsay B
YkpaiHi, KO BOHA BiMiHHA Big
YMOBHOBaXeHOi 0cobw,
BiAMNOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsgy (Bknoyaryn
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-daina cuctemm
dapmakoHarnsgy) - 3MiHa
YMOBHOBaXeEHOi 0cobw,
BiAMNOBiganNbHOI 3a 34INCHEHHS
dapmakoHarnagy: Hitova pegakuis —
Dr.Y. Kiran Kumar. lMponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHMX JaHUX
YMOBHOBaXeHOi 0cobw,
BiANOBiAanNbHOI 3a 34iINCHEHHS
dapmakoHarnsigy

129.

CANIUMNOBA
MA3b

Ma3b 5% no25ry
KOHTenHepax; no 20 ry
Ty6ax; no 20 r y Ty6i; no 1
Ty6i y mayui; no 25ry
Ty6ax; no 25 r y Ty6i; no 1
Ty6i y nayui

MpAT
dapmaueBTnyHa
habpuka "Biona"

Ykpaina

MpAT
dapmaueBTU4Ha
pabpuka
"Biona"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnX
matepianis: 3miHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HanmeHyBaHHS Ta/abo agpecu
3asBHMKa (BNacHUKa peecTpaLiiHoro
noceigyYeHHs1) 3MiHa agpecu
3asiBHMKa. BBegeHHs 3MiH npoTarom
3-x MicsiLiB nicns 3aTBEPHKEHHS.
3MiHu | TUNY - AgMiHiCcTpaTuBHI
3MiHW. 3MiHa HanmeHyBaHHA Ta/abo
agpecu MicLs NpOBaMKEHHS
nisinbHOCTI BUpOGHMKa/imnopTepa
rOTOBOrO MikapCbKoro 3acoby,
BKITHOMAI04M OinNbHULI BUNYCKY cepil
abo micue npoBeAeHHsI KOHTPOIIo
AKOCTI. (AIANbHICTb, 3a AKY
BignoBigae BUpoGHuWK/iMnopTep,
BKITH0MAKO4M BUMNYCK CEPIlt) - 3MiHa
appecy BupobHuka MpAT
dapmauesTuyHa abpuka "Biona",
YkpaiHa, 6e3 3MiHn Micus
BMPOBHMLTBA (3MiHa Ha3BM BYnULL).

6e3 peuyenma

UA/6683/01/02
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BBegeHHs 3miH npoTarom 3-x micauis
nicnsi 3aTBepaXXeHHs. 3MiHn | Tuny -
3MiHu 3 AkocTi. FOTOBWIA NiKapCbKui
3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHA rOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa
y 3aTBEpKEHNX MeTodax
BUNPoByBaHHs) — BHECEHHS 3MiH O
METOAMKM BU3HAYEHHSI Macy BMICTY
YMNaKOBKM (3MEHLLUEHHS KiflbKOCTi
BUNpoOyBaHux 3paskiB). 3MiHu | TUny
- 3MiHK 3 gKocCTi. [OTOBUIA NiKapCbKUiA
3acib. Cucrtema
KOHTeWHep/3aKkynoptoBarnbHuUi 3aci6.
3MiHa y NepBUHHIN ynakoBLii FOTOBOro
nikapcbkoro 3acoby (Tun KoHTenHepa
abo goAaBaHHA HOBOTO KOHTENHepa)
- TBepai, M’sIKi Ta HECTepuUnbHi pigki
nikapcbki opmn BBEAEHHS 4
[oaaTkoBmx ynakoBok. CynyTHS
3MiHa
- 3MiHM 3 siKoCTi. [OTOBWIA NiKapCbKuii
3acib. Cucrtema
KOHTEeWHep/3aKkynoptoBanbHui 3acib.
3MiHa po3mipy ynakoBKku roTOBOro
nikapcbkoro 3acoby (3miHa
mMacu/o6'eMy BMICTy KOHTENHepa
6araTofo030BOro nikapcbkoro 3acoby
AN HenapeHTeparnbHOro
3acTocyBaHHs (abo 04HOA030BOIO,
4aCTKOBOTO BUKOPUCTaHHS)) -
BBEAEHHSA JOAATKOBUX YNakoBOK
Ty6u antomiHiesi 3 ByLlOHaMm
BUpo6HMUTBa TOB «TpybHUIA
3aBoa», YkpaiHa: no 20 r abo 25y
Tybu antomiHiesi 3 6yLoHamm Ta no
20 r abo 25 r y Ty6u antomiHiesi 3
6ywoHamu, no 1 Ty6i B nayi, 3
BiAMOBIAHMMU 3MiHaMK Y p.
«YnakoBka»

130.

CANILUMNOBA
MA3b

Ma3b2 % no25ry
KOHTenHepax; no 20 ry
Ty6ax; no 20 r y Ty6i; no 1
Ty6i y nayui; no 25ry
Ty6ax; no 25 ry Ty6i; no 1
TY6i y nayui

MpAT
dapmMaLeBTUYHa
habpuka "Biona"

YkpaiHa

MpAT
dapmaueBTUYHa
habpuka
"Biona"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
maTepianis: 3MiHu | Tuny -
AaMiHicTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHUKa (BracHUKa peecTpaLinHoro
NocBiQYeHHs) - 3MiHa agpecu
3asiBHUKA. BBeeHHs1 3MiH npoTsarom
3-X MicsiLiB nicns 3aTBEPHKEHHS.

6e3 peuenma

UA/6683/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

3MiHn | TUNY - AgMiHICTpaTUBHI
3MiHN. 3MiHa HanMeHyBaHHs Ta/abo
agpecu MicLs NPOBaMKEHHS
nisinbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO fiKapCbKoro 3acoby,
BKIOMAUN AiNbHULI BUNYCKY cepil
abo micue npoBeAeHHs1 KOHTPOIo
SIKOCTI. (BiAnbHICTb, 3a AKY
BignoBigae BMPOGHMK/iMnopTep,
BKII0HAI04N BUMNYCK Cepilt) - 3mMiHa
agpecu BupobHuka MpAT
dapmauesTmyHa cabpuka "Biona",
YkpaiHa, 6e3 3miHu micus
BMPOGHMLUTBA (3MiHa Ha3BW Bynuuj).
BBegeHHst 3MiH NpoTsirom 3-x Micsauis
nicnsa 3aTBEpAXEHHS.
3miHu | TMNy - 3MiHKM 3 AKOCTi.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUi 3acib.
3MmiHa y NepBUHHI ynakoBLi rOTOBOro
nikapcbkoro 3acoby (Tun KoHTenHepa
abo JoaaBaHHA HOBOTO KOHTENHepa)
- TBepai, M’siki Ta HeCTepunbHi pigki
nikapcbki opmu - BBEAEHHA 4
[o0aTKoBMX ynakoBok. CynyTHS
3MiHa - 3MiHu 3 gKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUi 3aci6.
3MiHa po3mipy ynakoBKu rOTOBOrO
nikapcbkoro 3acoby (3MiHa
mMacu/o6'eMy BMICTy KOHTENHepa
6araTofo30BOro nikapcbkoro 3acoby
ANSA HenapeHTeparnbHOro
3acTocyBaHHs (abo 04HOA030BOIO,
4aCTKOBOrO BUKOPUCTaHHS))

- BBEA€HHS 40AATKOBMX YNaKoBOK
Ty6u antomiHiesi 3 ByLlOHaMm
BUpo6HMUTBa TOB «TpybHUit

3aBoa», YkpaiHa: no 20 rabo 25y
Ty6u antomiHiesi 3 ByLuoHamu Ta no
20 r abo 25 r y Ty6u antomiHiesi 3
6ywoHamu, no 1 Ty6i B navi, 3
BiAMOBIAHMMU 3MiHaMK Y p.
«YnakoBka». 3MiHu | TUNy - 3miHK 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
KOHTposb roToBOro nikapcbkoro
3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOTO NikapCbKoro
3acoby (He3HayHa 3miHa y




86 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
3aTBEPAKEHNX MeToAax
BUNpPobyBaHHs) — BHECEHHS 3MiH O
METOAMKM BUSHAYEHHS Macu BMICTY
YMaKOBKM (3MEHLUEHHS KiflbKOCTi
BMNpobyBaHux 3paskis).
131. CANILUMNOBA masb 10 %, no 25ry MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnX bes peyenma UA/6683/01/03
MA3b KOHTeWHepax; no 20 ry dapmMaueBTUYHa dapmaueBTUyHa marepianis: 3MiHu | Tuny - 3MiHn 3
Ty6ax; no 20 r y Ty6i; no 1 habpuka "Biona" tabpuka sIKOCTi. [0TOBMI Nikapcbkuii 3acib.
Ty6i y nayui; no 25ry "Biona" KoHTponb rotoBoro nikapcbKoro

Ty6ax; no 25 ry Ty6i; no 1
Ty6i y nayui

3acoby. 3miHa y meTogax
BMMPOBYBaHHS rOTOBOIO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPIKEHNX MeToAax
BUNPoByBaHHs) BHECEHHS 3MiH [0
METOAMKM BUHAYEHHSI Macy BMICTY
YMaKOBKM (3MEHLUEHHS KiflbKOCTi
BMNpobyBaHux 3paskiB). 3MiHu | TUNy
- 3MiHK 3 gKoCTi. [OTOBUIA NiKapCbKUiA
3aci6. Cucrema
KOHTeWHep/3aKkynoptoBarnbHuUi 3aci6.
3MiHa y NepBUHHIN ynakoBLii rOTOBOro
nikapcbKoro 3acoby (Tun KoHTelnHepa
abo foAaBaHHA HOBOTO KOHTENHepa)
- TBepai, M’siki Ta HeCTepunbHi pigki
nikapcbki hopmu BBEAEHHA 4
[oaaTkoBmx ynakoBok. CynyTHS
3MiHa - 3MiHu 3 sKocTi. [oToBwMIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUi 3aci6.
3MiHa po3mipy ynakoBKu roTOBOro
nikapcbKoro 3acoby (3miHa
macwu/o6'eMy BMICTy KOHTENHepa
6araTofo030BOro nikapcbkoro 3acoby
ANs HenapeHTeparnbHOro
3acTocyBaHHs (abo 0AHOA030BOrO,
4aCTKOBOrO BUKOPUCTaHHS))
BBEAEHHS JOAATKOBUX YNakoBOK
Ty6U antoMiHiesi 3 GyLloHaMK
BUpo6HMUTBa TOB «TpybHUIA
3aBoay», YkpaiHa: no 20 rabo 25ry
Ty6u antoMiHiesi 3 6yLloHaMm Ta no
20 r abo 25 r y Ty6u antomiHiesi 3
OywoHamu, no 1 Ty6i B nayi, 3
BigMNOBIgHVMM 3MiHaMK Y p.
«YnakoBkay. 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXeHHSs QisiNbHOCTI
BMpOGHMKa/iMnopTepa rotoBoro
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

nikapcbkoro 3acoby, BKIoYa4n
AinbHWLU BUNycKky cepii abo micue
NPOBEAEHHS KOHTPOSO SAKOCTI.
(BisinbHiCTb, 3a Ky BignoBigae
BUPOGHMK/iMNOPTEP, BKIOYAOYM
BUMNYCK Ccepiln) 3MiHa agpecu
BUpoGHuKa MNMpAT dapmaueBTnyHa
cabpuka "Biona", YkpaiHa, 6e3 3amiHu
Micus BUpOBHMLTBA (3MiHa Ha3BM
Bynuuj). BBeaeHHs amiH npotsarom 3-
X MicaUiB nicnga 3aTBEPIKEHHS.
3MiHu | TUNY - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HanmeHyBaHHA Ta/abo
agpecw 3asiBHWKa (BnacHvka
peecTpaLinHOro NocBig4eHHs)
3miHa agpecu 3asBHUKa. BBeaeHHsi
3MiH NpoTaroMm 3-X Micsauis nicnsa
3aTBEePYKEHHSI

132.

CAPOTEH

TabneTkn, BKpUTI
nniBkoBot 060MOHKO, NO
25 wmr, no 100 Tabnetok y
KOHTelHepi; no 1
KOHTEWHepyY B KapTOHHIN
KopobuUi

Tlyna6ek Exkcnopt
AIC

Oania

BMPOBHMLTBO
Hepo3dgacoBaHO
ro NpoaykKTy,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BMNYCK Cepin:
X. Nlynpbek A/C,
DaHis;
BunpobysaHHs
3a NOKa3HUKOM
«MikpobionoriyH
a yucroTan:
EypodiHc
Biocpapma
MpopakT TecTiHr
Oenmapk A/C,
LaHia

OaHisi

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu | Tuny -
AJMiHiCTpaTUBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NpoBafXXeHHSA QisNbHOCTI
BUpoGHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKoyaum
AinbHWUI BUNYycKy cepii abo micue
npoBeAeHHs! KOHTPOIIO AKOCTI.
(DisinbHiCTb, 3a Ky BigNoBinae
BUPOGHWK/IMNOPTEP, HE BKIOYAKOUM
BUNYCK Cepil) - 3viHa Ha3Bu Ta
agpecwu ainbHuUI, sika Bignosigae 3a
MiKpoGionoriyHuiA KOHTpOnb, 6e3
3MiHW MicLs KOHTporio (B
3aTBepmkeHomy posaini 3.2.P.3.1.
Bupo6Humky 3a3HaveHo ainbHuL 3
HaCTYMNHOIO Ha3BOO Ta afApPecolo:
Eurofins Pharma A/S
Strandesplanaden 110 DK-2665
Vallensbaek Strand Denmark).
BuHeceHHs BMpOGHWMKa, Lo
BiANOBigae 3a BUNpobyBaHHs 3a
nokasHukom «MikpobionoriyHa
ynctota» B MKA N3 (gannin
BUPOGHWMK BYyB NPUCYTHI B
MaTepianax peecTpaLiinHoro JoChbe).
3a3HayeHHs1 BUpOOHNUMX pyHKLiN
Onsi 3aTBepaKeHnx 3miHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHULI (BKITHOYa4K

3a peuernmom

UA/2207/01/02




88

[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

AinbHuui ana APl npomibkHoro
npoaykTy abo rotoBoro nikapcbkoro
3aco0y, AinbHWLi ANs NPOBeAEHHS
nakyBaHHs1, BUPOBHuKa,
BiANoOBIgansHOro 3a BUNYycK cepin,
MicLie NpoBeAeHHs KOHTPOro cepii)
abo nocTtavarnbHMKa BUXigHOrO
marepiany, peareHTy abo
[OOMOMDKHOT PeYOBUHM (SKLLO
3a3Ha4YeHo Yy AOCbE) - BUNYYEHHS
BUPOBHMYOT AinbHULi Statens Serum
Institut, Denmark

133.

CEHAOEKCHUH

Tabnetkun no 70 mr; no 10

TabneTtok y 6nictepax

NAT "Ty6rudapm”

Ykpaina

MAT
"JTly6Hn1cbapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu Il Tuny - 3miHn
wono 6esnekun/edekTMBHOCTI Ta
apmakoHarnsay. BHeceHHs abo
3MiHa(v) go 30608B'sA3aHb Ta YMOB
BMAaui peecTpauiiHoro nocBigYeHHs,
BKNtoyaroun MNnaH ynpasniHHA
pu3nkamMm (3aCTOCYBaHHS 3MiH(K),
AKi(a) BMMaratoTb(€) noAansLIoro
06r'pyHTYBaHHSA HOBMMMW JOAATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKifbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHWUM OpraHom) -
BukoHaHHs 3060B's13aHb BignoBiaHO
Ao nignyHkty 1.13 nyHkTy 1,
nignyHKTy 2.3 NyHKTY 2 gogaTky 15
Ao MNopsaaky npoBeaeHHs ekcnepTusn
peecTpaLiiHux maTtepianis Ha
nikapcbki 3acobu, Lo nogarTbest Ha
AepXXaBHy peecTpaLiio
(nepepeecTpaLiio), a Takox
eKkcnepTMan matepianis npo
BHECEHHS 3MiH 0 peecTpauinHnx
marepianis NnpoTarom Aii
peecTpaLiiHOro NocBigYeHHs,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y penakuii
Haka3y MOS3 Big 23.07.2015 Ne 460).

be3 peuenma

UA/5432/01/01

134.

CUNAEHA®IN

TabneTkn, BKpUTI

o6ornoHkKoto, no 25 mr no 1
Tabnetui y 6nictepi; no 1

abo 4 bnictepu 'y
KapTOHHiI kopobLyi

ToBapucTBO 3
0BMmeXeHo
BiAnoBiganbHICTIO
"®apmaueBTYHa
dipma "BepTtekc”

YkpaiHa

ToBapwucTtBo 3
obmexeHo
BignoBiganbHicT
10
"®apmaueBTUYH
a dipma
"BepTekc",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
maTtepianis: 3MiHu Il Tuny - 3MiHN
wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy. BHeceHHs abo
3MiHa(n) Ao 3060B'A3aHb Ta YMOB
BMaadi peectpauiiHoro nocBig4eHHs,
BKtovatoum MNnaH ynpaeniHHs
p13nKamMm (3aCTOCYBaHHS 3MiH(1),

3a peuerimom

UA/16390/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

(BMPOGHULTBO 3
npoaykuii in bulk
ToBapucTtBa 3
obmexeHo
BignoBiganbHicT
10
"®apmaueBTUYH
a KoMnaHisa
"3gopos’a”,
YkpaiHa)

AKi(a) BMMaratoTb(€) noAansLIoro
06r'pyHTyBaHHS! HOBUMUW JOAATKOBUM
OaHUMW, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifbKMN
BMMaraeTbCs CyTTEBA OLliHKa
KOMMNETEHTHNM opraHoM) BukoHaHHs
3060B's13aHb BiANOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1 gogatky 15 o
Mopsiaky NpoBeAEHHsT ekcrnepTusn
peecTpauiiHux MmaTepianis Ha
nikapcbki 3acobum, LWo nogarTbesa Ha
AepXXaBHy peecTpalito
(nepepeecTpaLiio), a Takox
eKkcnepTmnan matepianis Npo
BHECEHHS 3MiH 40 peecTpaLiiHmX
mMaTtepianis NpoTarom Aii
peecTpauiiHOro NOCBiAYEHHs,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)

135.

CUNOEHA®IN

TabneTkn, BKpUTI
06010HKo0, Mo 50 mr no 1
Tabnetui y 6nictepi; no 1
abo 4 bnictepu y
KapTOHHIN kopoOui

ToBapucTBo 3
obmexeHo
BiANOBiganbHICTIO
"®apmMaueBTUYHa
dipma "BepTtekc”

Ykpaina

ToBapwucTtBo 3
obmexeHo
BignoBiganbHicT
10
"®apmMaueBTUYH
a dipma
"BepTekc",
Ykpaina
(BUpPOBOHULTBO 3
npoaykuii in bulk
ToBapwucTBa 3
obGMexeHo
BignoBiganbHicT
10
"®apmaueBTUYH
a KoMnaHisa
"3nopos’a”,
YkpaiHa)

Ykpaina

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu Il Tuny - 3miHn
wopo 6esnekun/edpekTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo
3MiHa(1) 8o 3000B'si3aHb Ta YMOB
BMAadi peectpauiiHoro nocBig4YeHHs,
BKtovatoum MNnaH ynpaeniHHsS
pu3nKamMm (3aCTOCYBaHHS 3MiH(M),
ski(a) BUMaratoTb(€) noAanbLIoro
06r'pyHTYBaHHS HOBUMU [OAATKOBUM
AaHyMK, WO MalTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKifbKu
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHoM) BukoHaHHs
3060B's13aHb BigMNOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1 gogatky 15 go
Mopsiaky NpOBeAEHHst ekcrnepTusn
peecTpauiiHux MmaTepianis Ha
nikapcbki 3acobu, Lo nogarTbest Ha
AepXaBHy peecTpallito
(nepepeecTpallito), a Takox
eKkcnepTMan matepianis npo
BHECEHHS 3MiH IO peecTpauiiHnX
mMaTtepianis NpoTarom Aii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)

3a peuernmom

UA/16390/01/02

136.

CUNOEHA®IN

TabneTkn, BKpUTI

ToBapucTBO 3

Ykpaina

ToBapucTBO 3

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnX

3a peuerimom

UA/16390/01/03
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
o6onoHkoto, no 100 Mr no obmexeHoto obmexeHo matepianis: 3MiHu Il Tuny - 3miHn
1 Tabnetui y 6nictepi; no BignoBiganbHicTO BignoBsiganbHicT wopno 6e3nekun/edekTMBHOCTI Ta
1 abo 4 6nictepu y "®apmMaueBTUYHa 10 dapmakoHarnsagy. BHeceHHs abo
KapTOHHiI kopobui dipma "BepTtekc” "®apmaueBTuYH 3miHa(u) fo 30608B'A3aHb Ta ymMoB
a ipma BUOaYi peecTpauinHoro noceBig4eHHs,
"BepTekc", BKrtovatoum MNnaH ynpaeniHHs
Ykpaina pv3nKamMm (3aCTOCYBaHHS 3MiH(K),
(BUpPOOHMLTBO 3 siKi(a) BMMaratoTb(€) noganbLIoro
npoaykuii in bulk 06r'pyHTyBaHHS HOBUMY JOAATKOBUM
ToBapwucTBa 3 AaHVMU, Lo MalTb HaJaBaTucs
obmexeHo KOMMNETEHTHNM OpraHoM, OCKiflbK1
BignoBiganbHicT BUMaraeTbCs CyTTEBA OLjiHKa
10 KOMMETEHTHUM OpraHoM) BukoHaHHs
"®apmMaueBTUYH 3060B's13aHb BigMNOBIAHO A0 NiAMYHKTY
a KomnaHis 1.13 nyHkTy 1 gogatky 15 go
"3gopos’a”, [Mopsiaky NnpoBeaeHHs ekcnepTuan
YkpaiHa) peecTpauiiHix maTtepianis Ha
nikapcbki 3acobu, Wo nogarTbes Ha
OepXaBHY peecTpauiio
(nepepeecTpalito), a Takox
ekcnepTmnan matepianis Npo
BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis NpoTarom aii
peecTpauiiHOro NOCBiAYEHHS,
3aTBepakeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)
137. | CUMETUKOH Kpanni opanbHi, 40 mr/mn, ToBapucTBo 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnX be3 peyenma UA/16197/01/01

no 30 mn y dnakoHi; no 1
dnakoHy y kopobui 3
KapTOHY

oBMmexeHot
BiANoBiganbHiICTIO
"®apmMaueBTUYHa
dipma "BepTekc"

obGMexeHo
BignoBiganbHicT
10
"®apmaueBTUYH
a dipma
"BepTekc"”
(BUpPOBOHULTBO 3
npoaykuii in bulk
ToBapwucTBa 3
obGMexeHo
BignoBiganbHicT
10
"®apmMaueBTUYH
a KoMnaHis
"3popos'a”,
YkpaiHa)

matepianis: 3miHu Il Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy. BHeceHHs abo
3MiHa(u) Ao 30608B'A3aHb Ta YMOB
BMAadi peectpauiiHoro nocBig4YeHHs,
BKNtoyatoun MNnaH ynpaeniHHA
pu3nkamMm (3aCTOCYBaHHs 3MiH(K),
ski(a) BMMaratoTb(€) noAanbLIoro
06r'pyHTYBaHHS HOBMMM JOOATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHom) BukoHaHHs
3060B's13aHb BiANOBIAHO 40 NIANYHKTY
1.8.2 nyHkTy 1.8 gopatky 5 oo
Mopsiaky NpoBeaeHHs ekcnepTuan
peecTpauiiHux MaTepianis Ha
nikapcbki 3acobwm, Lo noaaTbesa Ha
Aep>XaBHy peecTpaLiio
(nepepeecTpallito), a Takox
eKcnepTM3n marepianis nNpo




91 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
BHECEHHS 3MiH [0 peecTpauifiHnX
mMaTtepianis npoTarom gii
peecTpauiiHOro NOCBiAYEHHS,
3aTBepakeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii
Haka3y MOS Big 23.07.2015 Ne 460).
138. CMEKTA® NOPOLLIOK ANSA opanbHOI INCEH ®APMA ®paHuis BO®YP INCEH PpaHuis BHECEHHS 3MiH A0 peecTpauiiHnX bes peyenma UA/7660/01/01
AMNEJIbCUH- cycneHsiino 3r; no 3,76 r IHOYCTPI MaTepianis:
BAHIJb MOPOLLIKY Y MakeTuKy, no 3MiHu | TRy - 3miHa napameTpis

10, 12 abo 30 nakeTukis y
KapTOHHIl kopobui

cneumdikauin Ta/abo gonycTuMmx
MeX roToBOrO flikapcbkoro 3acoby -
OHOBMEHHS KpUTEPIiB NPUNHATHOCTI
cneumndikaLii roToBOro nikapcbkoro
3acoby npu BUMNYyCKy Ta Ha TEPMiH
NpYAATHOCTI 3a NokaszHukom «Onuey,
3MiHM cneuudikaLii 30BHILLHLOTO
BUMsiAQY Nikapcbkoro 3acoby
npuBeaeHa y BiAnNoBiAHICTb A0
30BHiWHbOro Burnagy A®I ta go
6inbLL TOYHUX BNacTUBOCTEN
niKapcbKoro 3acoby: «MopOLLOK Bif
cipyBaTo-6inoro Konbopy A0 KOnbopy
OXpW 3 Nerk1uM 3anaxom anenbcuHa
NPV NPUroTYBaHHI CYCNEeH3ii»»; 3MiHN
Il TMny - 3miHa y napameTtpax
cneumdikauin Ta/abo gonycTummx
MeX, BU3Ha4YeHux y cneumdikauisx
Ha A®I, abo BMXiAHWUIN/MPOMIKHWIA
npoaykT/pearexT, LWo
BUKOPWCTOBYOTBCS Y NMPOLIECI
BUpOo6HMLUTBa ADI - pO3LLNPEHHS
napameTpiB y cneundikauii Ha
BUXiZHWI NpoAyKT MuHMUCTa
cuposuHa Diosmectite, wo
BUKOPWUCTOBYETLCS Y MPOLECI
BMpo6HMUTBa ADI 32 NOKa3HNKOM
«ABcopbuinHa 3aaTHICTbY.
B3anponoHosaHo: 0,307 — 0,575;
PO3LUMPEHHSI NapameTpiB Yy
cneundikauii A®I Diosmectite 3a
nokasHukom «AbcopbuinHa
3aaTHicTb». 3anponoHosaHo: 0,307
r/r — 0,575 r/r; aminm Il TUNY - 3miHa
napameTpiB cneuudikauin Ta/abo
[0NyCTUMMUX MEX rOTOBOIO
nikapcbKoro 3acoby - po3LUMPEHHS
napameTpiB y cneundikadii Ha
TEPMiH NpuaaTHOCTi FOTOBOro
nikapcbKoro 3acoby 3a MOKa3HWKOM
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

«ABcopO6LUiiHa 30aTHICTbY.
3anponoHoBaHo: 0,307 — 0,575 r/r.
BBepneHHs 3miH npoTsarom 3-x micauis
nicns 3aTBEpAKEHHS; 3MiHM | Tuny -
3MiHa y napameTpax cneumdikauin
Ta/abo [onyCTUMUX MEeX,
BMU3Ha4YeHuX y cneuudikauiax Ha AdI,
abo BMXigHUA/MPOMIXKHUIA
npoaykT/peareHT, Lo
BVKOPVCTOBYIOTBCS Y NMPOLIECI
BUpobHMUTBa ADI - 3MiHK B
cneungikauii A®| 3a nokasHMKoM
«Onucy», y 38’93Ky 3 NpUBEAEHHAM A0
6inbLw ToYHUX BNactusocTen AdI
Diosmectite. 3anponoHoBaHo:
OLHOPIAHMI Ha JOTUK NMOPOLLIOK Bif
cipyBaTo — 6inoro konbopy Ao
KOMbOpPY OXpU; 3MiHW | TUny - 3MiHa
napameTpis cneuudikauin Ta/abo
O0NyCTUMMUX MEX rOTOBOTO
nikapcbkoro 3acoby - 3i cneuudikauii
roTOBOro NiKapcbKoro 3acoby Ha
TEPMIH NPUAATHOCTI BUNYYEHHS
nokasHukiB «laeHTudikadisa
piocmekTuty» Ta «OgHOPIgHICTDL
Macuy», a TakoX BUMNpaBIEHHS
NOMUIKM B peecTpauinHnx
MaTepianax 3a nokasHUKOM
«MikpobionoriyHa uncroray

139.

COMA3NHA®

PO34MH ANt NnepopanbHOro
3actocyBaHHs, 100 mr/mn
no 30 mn y donakoHi; no 1
drakoHy pa3om i3
[03YI04MM LUNPULIOM Y
kopobui; no 10 mn y cawe;
no 6 abo 10 cawe y
Kopoo6Li

deppep
IHTepHacioHanb,
C.A.

IcnaHia

®eppep
IHTepHacioHanb,
C.A.

Icnanis

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHu | TUny - 3MiHM Wwopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. Beegernns abo
3MiHW [0 y3aranbHeHUX AaHuX Npo
cuctemy cbapmakoHarnsgy
(BBEAEHHS y3aranbHEHWX AaHWX Npo
cuctemy pbapmakoHarnsagy, amiHa
yMNOBHOBaXeHOI 0cobw,
BiANoBiganbHOI 3a 3AiNCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobum
3 chapmakoHarnsgy 3asiBHuKa Ans
3AiNCHEHHSA hapmakoHarnsgy B
YkpaiHi, KO BOHa BigMiHHa Bif
YMNOBHOBaXeHOI 0cobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
hapmakoHarnagy (Bkroyarym
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-channa cuctemm

3a peuernmom

UA/3198/02/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

apmakoHarnsgy) - 3MiHa
KOHTaKTHOI ocobu 3 chapmakoHarnsgy
3asiBHMKa 4N 34iNCHEHHS
dapmakoHarnsay B YKpaiHi.
[MponoHoBaHa pepakuis — Kyuma
Bonoamnmup OnekcaHgpoBuy. 3mMiHa
KOHTaKTHMX OAHMX KOHTaKTHOI ocobu

140.

COMA3NHA®

po34mH Ans iH'ekuin, 500
mr/4 mn no 5 amnyn y
KOHTYPHIl1 YapyHKOBIN
ynakoBLi; Mo 1 KOHTYpHil
YapyHKOBIW ynakosL,i y
KopobLi 3 KapTOHY

deppep
IHTepHacioHanb,
C.A.

IcnaHia

®eppep
IHTepHacioHans,
C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpaLuiiHnX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
dapmakoHarnagy. BeegeHHnsi abo
3MiHM A0 y3aranbHEeHNX AaHuX Npo
cuctemy cpapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHWX Mpo
cuctemy cbapmakoHarnsgy, 3amiHa
YMNOBHOBaXeHOI 0cobw,
BiANOBIgANbHOI 3a 3AiINCHEHHS
hapmakoHarnsay; KOHTakTHoOi ocobum
3 chapmakoHarnsgy 3asiBHuKa Ans
3AiNCHEHHA hapmakoHarnsgy B
YkpaiHi, SKLLO BOHa BigMIHHA Bif
YMNOBHOBaXeHOi 0cobw,
BiANOBigaNbHOI 3a 34INCHEHHS
apmakoHarnsaay (Bkoyayn
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-chaina cuctemu
dapmakoHarnsay) - 3MiHa
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKa AN 34iNCHEHHS
dapmakoHarnsaay B YKpaiHi.
[MponoHoBaHa pepakuis — Kyuma
Bonogumup OnekcaHgposudy. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI ocobu

3a peuernmom

UA/3198/01/01

141.

COMA3NHA®

TabneTkn, BKpUTI
nniBkoBol 060MOHKO, N0
500 mr no 5 Tabnetok y
6nicTepi; no 2 abo 4
6nictepu B kopobuii 3
KapTOHY

deppep
IHTepHacioHanb,
C.A.

IcnaHia

®eppep
IHTepHacioHanb,
C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpauinHnx
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. Beegernns abo
3MiHM A0 y3aranbHEeHUX AaHuX Npo
cuctemy cbapmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHNX Npo
cuctemy cbapmakoHarnsagy, amiHa
yMNOBHOBaXeHOI ocobu,
BiANoBiAanbHOI 3a 3AiNCHEHHS
hapmakoHarnsay; KOHTakTHoi ocobum
3 chapmakoHarnsgy 3asiBHuKa Ans
3AicCHeHHs hbapmakoHarnsay B
YkpaiHi, SKLLO BOHA BiAMIHHA Bif

3a peuenmom

UA/3198/03/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

ynoBHOBaxeHoi ocobu,
BiAnoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsgy (Bkoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pPO3MiLLeHHi MmacTep-daina cuctemm
dapmakoHarnsgy) - 3MiHa
KOHTaKTHOi 0cobu 3 hapmakoHarnsgy
3asiBHMKa 4N 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi.
lMponoHoBaHa pepakuis — Kyuma
Bonoamnmup OnekcaHgpoBuy. 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOI 0cobum

142.

COHMIN

TabneTkn, BKpUTI
nniBkoBot 060MOHKO, NO
15 mr; no 10 Tabnetok y
6nictepi; no 1 abo 3
Gnictepu B nayui

AT "KUTBCEKN
BITAMIHHM
3ABOQ"

Ykpaina

AT

"KUIBCLKUM

BITAMIHHAW
3ABO["

YkpaiHa

BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis:
3MiHM | TURY - 3MiHW y Mpoueci
BMPOGHMLITBA rOTOBOrO J1iKapCbKOro
3acoly, BKMYa4m NPOMiIKHUNA
NpoAyKT, L0 3aCTOCOBYETLCH NpU
BMPOBHMLTBI FOTOBOTO NiKapCbKOro
3acoby - 3mMiHM y npoueci
BMPOGHMLITBA rOTOBOrO J1iKapCbKOro
3acoby, a came 36inblUEeHHS TEPMiHY
36epiraHHs NPOMiXXHOT NpoAyKLT
«Maca aonst TabneTyBaHHsi» Ta
«HeposdacosaHa npoaykuis»; 3MiHU
| TMny - 3miHn BUNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
crneundikaisx, nig yac BUpobHuLTBa
roTOBOroO MikapcbKoro 3acoby (iHLui
3MiHW) - 3MiHKM Ao cneuudikauii
NPOMIDKHOI NpoAyKLii B MpoLeci
BMPOGHMLTBA: - BHECEHHS 3MiH O
cneundikauii «Maca ons
TabneTtyBaHHA» 3a MOKa3HUKOM
«Onucy», a came BUINYYEHHSI TEPMiHY
«OpHopigHay; - BUNy4eHHs 3i
cneuudikaLii TPOMiIXKHOI MPOAYKLi
«TabneTkn — sgpa» nokasHuka
«Bopga», ockKinbku BiH KOHTPONOETLCA
Ha cTagii «HepoadacoaHoi
nNpoaykKuii»; - A0AaBaHHSA B
cneundikauito «HepoadacoaHa
NPOAYKLiA» NOKasHWKIB
«lpeHTudikauis», «OgHopigHicTb
[030BaHNX OAMHULBY,
«Po3unHeHHs», «KinbkicHe
BU3HaYeHHA», «Bogax». Onsa
3HKEHHSI PU3KKY BUMYCKY
HEBIAMOBIAHOI NPOAYKLi

6e3 peuenma

UA/5288/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

143.

CMNA3MEKC®

TabneTku, BKPUTI
nniBkoBO 06OIOHKOLD, MO
15 mr no 10 TabneTtok y
6nictepi; no 3 6nictepu B
KapTOHHIl kopobui

Op. P. MNdopnerep
XimiyHa ®abpuka
m6X

Himeuumna

Op. P. MNdbnerep
XimivyHa
dabpuka MM6X

Himevuunna

BHECEHHS 3MiH [0 peecTpaLiiHnx
marepianis: 3MiHu | Tuny - 3miHn 3
sIKOCTi. [0TOBMI Nikapcbkuii 3acib.
Onuc Ta cknag. 3miHa y cknagi
(BOMOMI>KHMX peYoBMHAX) FOTOBOTO
nikapcbkoro 3acoby (iHLi 3MiHK) -
BBEJEHHS 4OAaTKOBOro BUPOGHMKa
nniBkoBOi 060NOHKM TabneTkn
AquaPolish P 019.24 MS white
(BpoBHYMK Biogrund®), paHile
BMKOPVCTOBYBanach nriBkoBa
obonoHka Cenucounm ® LP 770
6invn (BupobHmk SEPPIC®). TexHiuHi
XapaKkTepucTuku Ta
AKICHUI/KINbKICHWUIA cknag nniBKoBoi
0060noHKN He 3MiHMBCS | BignoBiaae
3apeecTpoBaHin Cneuudikauii
nniekoBoi 06onoHkn. Takox
3anponoHOBaHO B CKNagi
[OOMOMDXHMX PEYOBUH BKa3yBaTu
TiNbKK cknag 060noHkK, 6e3 Ha3Bu
KOMEpLiNHOI TOProBOi Mapku Ta
BUPOGHMKA OBOMOHKM.
BBegeHHst 3MiH NpoTsrom 6-tn
MicsLiB nicnsi 3aTBepAKEHHS

3a peuernmom

UA/11835/01/02

144.

CTAMIIO

TabneTkn no 5 mr no 10
Tabnetok y cTpuni abo

6nicTepi, no 2 abo no 3
ctpunu abo bnictepu y
nayui

A-p Penpi'c
TNa6opatopic Nt

IHaia

A-p Peapi'c
JlabopaTopic
JIta, Bupo6bHuya
ainbHuus -

IHAis

BHECEHHS 3MiH 0 peecTpauinHnx
maTepianis:
3MiHu | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo
3MiHM A0 y3aranbHEeHNX AaHuX Npo
cuctemy cbapmakoHarnsgy
(BBEAEHHSA y3aranbHeHUX AaHuX Npo
cuctemy cbapmakoHarnsagy, amiHa
yMNOBHOBaXeHOI 0cobw,
BiANOBIAanNbHOI 3a 34INCHEHHS
apmakoHarnsay; KOHTakTHoOi ocobum
3 chapmakoHarnsgy 3asiBHuKa Ans
3AiCHeHHs bapmakoHarnsay B
YkpaiHi, SKLLO BOHA BiMiHHA Bif
YMNOBHOBaXeHOI 0cobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsaay (Bkoyaym
KOHTaKTHi AaHi) Ta/abo 3miHu y
po3MilLeHHi macTep-channa cuctemu
dapmakoHarnsay) - 3MiHa
YMNOBHOBaXeHOI 0cobu,
BiANOBiAaNbHOI 3a 3AINCHEHHS
dapmakoHarnagy: Lirova pegakuis —

3a peuernmom

UA/1421/01/01




96

[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

Dr.Y. Kiran Kumar. lMponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHMX JaHUX
ynoBHOBaXeHoi ocobu,
BiAnoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarmnsgy

145.

CTAMJIO

Tabnetkun no 10 mr no 10
Tabnetok y cTpuni abo
6nictepi, no 2 abo no 3
ctpunu abo Gnictepu y
navui

A-p Peagi'c
JlabopaTopic Jltg

IHaisa

O-p Peapi'c
JlabopaTtopic
JIta, BupobHuya
ainsbHuus - 1

IHAisA

BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edPekTMBHOCTI Ta
dapmakoHarnsagy. BeegerHs abo
3MiHM 0 y3aranbHeHWX 4aHUX Npo
cuctemy hapmakoHarnagy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy cbapmakoHarnsgy, 3amiHa
YMOBHOBaXeEHOi 0cobw,
BiANOBigaNbHOI 3a 34INCHEHHS
hapmakoHarnsay; KOHTakTHoOi ocobum
3 (hbapMakoHarnagy 3asiBHuka ansi
3AiCHeHH: bapmakoHarnsay B
YkpaiHi, SKLLO BOHA BiAMIHHA Bif
YMOBHOBaXeHOi 0cobw,
BiAMNOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsgy (Bkoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-thaina cuctemm
dapmakoHarnsgy) - 3MiHa
yMOBHOBaXeHoi ocobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnagy: Hitova pegakuis —
Dr.Y. Kiran Kumar. NMponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHMX JaHUX
YMOBHOBaXeHOi 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsigy

3a peuernmom

UA/1421/01/02

146.

CTONTYCUH-
TEBA

Kpanni oparbHi, PO34uH No
10 mn abo no 25 mny
NaKoHi 3 KPULLIKOHO-
KpanenbHuLeto; no 1
dnakoHy B kopobui

TEBA
dapmaueBsTikan
IHpacTpis JlTa.

I13painb

TeBa Yex
IHpacTpis c.p.o.

Yecbka
Pecnybnika

BHECEHHS 3MiH O peecTpauiiHnX
matepianis: 3miHu | Tuny -
ApMmiHicTpaTuBHI 3MiHW. 3MiHa Ha3Bu
nikapcbkoro 3acoby - 3aMiHa Ha3Bu
nikapcbkoro 3acoby: 3aTBepaxeHo:
CTONTYCWH, 3anponoHoBaHo:
CTOMNTYCWH-TEBA. BBeaeHHs1 3MiH
nNpoTHArom 6-Tv MicsLiB nicns
3aTBepAKeHHs. 3MiHu | Tuny - 3MiHn
wopno 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu) -
OHOBJIIEHHS 3aTBEPAXEHOTO TEKCTY
MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI

6e3 peuyenma

UA/2447/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

ynakoBok J13 3 BHECEHHSAM 3MiH OO0
TEKCTY MapKyBaHHS: BHECEHHS
NOroTNy KOMNaHii Ta iHWOoT TeXHiYHOT
iHpopmaLlii Ha BTOPUHHY YMaKoBKy.
BBefeHHs 3miH NpoTsArom 6-1n
MicALiB MicNsa 3aTBEpPAXEHHS.

147.

CYOOPETA

Kancynwv Teepgi no 75 mr
no 14 kancyn y 6nicrepi;
no 2 6nictepm B kopobui

A-p Peagi'c
JlabopaTopic Jltg

IHaisa

O-p Peapi'c
JlabopaTtopic
JIta, BupobHuya
ainsbHuus - 1

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHnx
MaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edPekTMBHOCTI Ta
dapmakoHarnsagy. BeegerHs abo
3MiHM 0 y3aranbHeHWX 4aHUX Npo
cuctemy hapmakoHarnagy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy cbapmakoHarnsgy, 3amiHa
YMOBHOBaXeEHOi 0cobw,
BiANOBiganbHOI 3a 34INCHEHHSA
hapmakoHarnsay; KOHTakTHoOi ocobum
3 (pbapMakoHarnagy 3asiBHuMka ansi
3AiCHeHH: bapmakoHarnsay B
YkpaiHi, SKLLO BOHA BiAMIHHA Bif
YMOBHOBaXeHOi 0cobw,
BiAMNOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsgy (Bkoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-haina cuctemu
dapmakoHarnsgy) - 3MiHa
YMOBHOBaXeHOi 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnagy: Hitova pegakuis —
Dr.Y. Kiran Kumar. NMponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHMX JaHUX
YMOBHOBaXeHOi 0cobw,
BiANOBiAanNbHOI 3a 34iINCHEHHS
dapmakoHarnsigy

3a peuernmom

UA/15871/01/01

148.

CYOOPErA

Kancynu Teepgi no 150 mr
no 14 kancyn y 6nictepi;
no 2 6nictepu B kopobui

O-p Pepgi'c
TNa6bopatopic Nt

IHais

O-p Penpi'c
JlabopaTopic
JIta, Bupo6bHuya
ninbHuUg - 11

IHAis

BHECEHHS 3MiH O peecTpauiiHnX
maTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/eceKkTuBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo
3MiHM A0 y3aranbHeHUX AaHuX Npo
cvcTemy chapmakoHarnsgy
(BBEAEHHSA y3aranbHEeHUX AaHWX Npo
cuctemy cbapmakoHarnsagy, amiHa
YMOBHOBaXeHOi 0cobw,
BiAMNOBiAanNbHOI 3a 3AINCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobum
3 hapmakoHarnagy sasBHvKa ons

3a peuernmom

UA/15871/01/02
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

3AiNCHEHHA (hapmakoHarnsgy B
YkpaiHi, KO BOHA BiaMIHHA Big
yMNOBHOBaXeHOi 0cobw,
BiANOBiganNbHOI 3a 34iINCHEHHS
dapmakoHarnagy (BKnoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnsgy) - 3MiHa
yMNOBHOBaXeHOi 0cobw,
BiANOBiganNbHOI 3a 3AiINCHEHHS
dapmakoHarnagy: Hitova pepakuis —
Dr.Y. Kiran Kumar. lNponoHoBaHa
pepakuia — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHUX AaHNX
YMNOBHOBaXeHOi 0cobw,
BiANOBiAANbHOI 3a 3AiINCHEHHS
dapmakoHarnagy

149.

TENNPEC NntoC

Tabnetku no 40 mr/12,5 mr

no 14 tabnetoky
Gnictepi; no 2 abo no 7
GnicTepiB y KApTOHHIW
nayui

"KCAHTIC ®APMA
JIMITEQ"

Kinp

[NoBHUIA LMKN
BMPOGHMLTBA,
BUNYCK cepii:
JIABOPATOPIO
C JIIKOHCA,
C.A,, IcnaHisi;
KoHTponke
SIKOCTI:
JNNABOPATOPIO
OP. .
EYEBAPHE,
AHATNICIC, C.A,,
Icnanis

Icnanis

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu Il Tuny - 3miHn
wopo 6esnekun/edekTMBHOCTI Ta
apmakoHarnsaay. BHeceHHs abo
3MiHa(1) Bo 3000B'si3aHb Ta YMOB
BUAa4i peecTpauinHoro noceig4eHHs,
BKNtoYatoun MNnaH ynpasniHHA
pu3nKamMm (3aCTOCYBaHHS 3MiH(M),
siki(a) BUMaratoTb(€) noganbLIoro
06r'pyHTYyBaHHS HOBUMU AOAATKOBUM
AaHyMK, WO MalTb HagaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMETEHTHNUM OpraHom) -
BukoHaHHs 3060B's13aHb BignoBiaHO
0o nianyHkTy 1.8.2 nyHkTy 1.8
nopatky 5 o Mopsaky npoBegeHHs
eKcrnepTuaun peectpauiiHnx
maTepianis Ha nikapcbki 3acobu, Lo
noAarTbCHA Ha AepXaBHY peecTpaLito
(nepepeecTpallito), a Takox
eKkcnepTMan matepianis npo
BHECEHHS 3MiH IO peecTpauiiHnX
mMaTtepianis NpoTarom Aii
peecTpaLiiHOro NocBigYeHHs,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)

3a peuyenmom

UA/15949/01/01

150.

TENNPEC NntocC

Tabnetku no 80 mr/25 mr

no 14 Tabnetok y
GnicTepi; no 2 abo no 7
GnicTepiB y KAPTOHHIW

"KCAHTIC ®APMA
JIMITEQ"

Kinp

[MoBHUIA LMKN

BMPOGHMLTBA,

BUNYCK cepii:
JIJABOPATOPIO

Icnanis

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
hbapmakoHarnsgy. BHeceHHs abo

3a peyenmom

UA/15949/01/02
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
nauvui C NIKOHCA, 3miHa(u) fo 30608B'A3aHb Ta yMoB
C.A,, IcnaHis; BuOadi peecTpauinHoro noceBig4eHHs,
KoHTponbe BKrItovatoum MNnaH ynpaeniHHs
AKOCTI: pv3nKamMm (3aCTOCYBaHHS 3MiH(K),
NNABOPATOPIO siKi(a) BMMaratoTb(€) noganbLIoro
opP. ®. 06r'pyHTyBaHHS! HOBUMW JOAATKOBUM
EYEBAPHE, JaHuMK, WO MalTb HagaBaTUcs
AHANICIC, C.A,, KOMMETEHTHUM OpPraHoM, OCKiNbKMN
Icnanis BMMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHoMm) -
BukoHaHHS 3060B's13aHb BignoBiaHO
oo nignyHkty 1.8.2 nyHkTy 1.8
nopatky 5 go MNMopsiaky npoBeAeHHst
eKcnepTnsn peectpauinHnx
MaTepianie Ha nikapcbki 3acobu, Lo
noAalTbCHA Ha AepXaBHY peecTpadito
(nepepeecTpallito), a Takox
eKkcnepTmnan matepianis Npo
BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis NpoTarom aii
peecTpauiiHOro NOCBiAYEHHS,
3aTBepakeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)
151. TENMNPEC NNKOC | tabnetkn no 80 mr/12,5 mr | "KCAHTIC ®APMA Kinp [MoBHMI LmKN Icnanis BHECEHHS 3MiH O peecTpauiiHnX 3a peuyenmom UA/15949/01/03
no 14 Tabnetok y NIMITEL" BMPOGHMLTBA, matepianis: 3miHu Il Tuny - 3miHn
6nicTepi; no 2 abo no 7 BUWMNYCK cepil: wopno 6e3nekn/edeKTUBHOCTI Ta
GnicTepiB y KApTOHHIW JNTABOPATOPIO dapmakoHarnsagy. BHecenHs abo
navui C NNIKOHCA, 3MiHa(u) Ao 30608B'A3aHb Ta YMOB
C.A,, IcnaHis; BMAadi peecTpauiiHoro nocBigvYeHHs,
KoHTponb BKNtoyatoun MNnaH ynpaeniHHA
SIKOCTi: pu3nkamMm (3aCTOCYBaHHS 3MiH(K),
JNNABOPATOPIO siki(a) BUMaratoTb(€) noAanbLIoro
OP. . 06r'pyHTYyBaHHS HOBUMYW JOAATKOBUM
EYEBAPHE, [aHuMMW, Lo MalTb HagaBaTUcs
AHATNICIC, C.A,, KOMMETEHTHNM OpraHoM, OCKiflbKM
Icnanis BMMaraeTbCH CyTTEBA OLliHKa

KOMMNETEHTHWUM OpraHom) -
BukoHaHHs 3060B's13aHb BignoBiaHO
o nignyHkty 1.8.2 nyHkTy 1.8
popatky 5 go MNMopsiaky npoBeaeHHs
eKcrnepTuaun peectpauiiHnx
marepianiB Ha nikapcbki 3acobu, wo
nodatoTbCs Ha AepXaBHy peecTpaLiiio
(nepepeecTpallito), a Takox
eKkcnepTM3n marepianis npo
BHECEHHS 3MiH 0 peecTpauinHnX
mMaTtepianis NpoTarom Aii
peeCcTpaLiiHOro NOCBIgYEHHS,
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

3aTBepakeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)

152.

TENCAPTAH

Tabnetku no 80 mr no 10
Tabnetok y 6nictepi; no 1
abo 3 6nictepu B
KapTOHHi kopobui

A-p Peagi'c
JlabopaTopic Jltg

IHaisa

O-p Peapi'c
JlabopaTtopic
JIta, BupobHuya
ainsHnus -l

IHAisA

BHECEHHS 3MiH A0 peecTpauifiHnX
MaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. BeegerHs abo
3MiHM 0 y3aranbHEeHUX 4aHnX Npo
cuctemy hapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHNX Npo
cuctemy cbapmakoHarnsgy, amiHa
YMOBHOBaXeEHOi 0cobw,
BiAMNOBiganNbHOI 3a 34INCHEHHS
hapmakoHarnsay; KOHTakTHoOi ocobum
3 (papMakoHarnagy 3asiBHuMka ansi
3AiCHeHH: bapmakoHarnsay B
YkpaiHi, SKLLO BOHA BiMIHHA Bif
YMOBHOBaXeHOi 0cobw,
BiANOBigaNbHOI 3a 34INCHEHHS
apmakoHarnsaay (Bkoyaym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-daina cuctemm
dapmakoHarnsgy) - 3MiHa
YMOBHOBaXeHOi 0cobw,
BiANOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnagy: Hitova pegakuis —
Dr.Y. Kiran Kumar. NMponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOi 0cobw,
BiANOBIAanNbHOI 3a 34INCHEHHS
dapmakoHarnsigy

3a peuernmom

UA/14589/01/01

153.

TENCAPTAH

Tabnetkun no 40 mr no 10
Tabnetok y 6nictepi; no 1
abo 3 brictepu B
KapTOHHI kopobLi

O-p Pepgi'c
TNa6opatopic Nt

IHais

O-p Penpi'c
JlabopaTopic
JIta, Bupo6bHnya
ainsbHnug -l

IHAis

BHECEHHS 3MiH 0 peecTpauifiHnX
maTepianis:
3MiHu | TUny - 3MiHK Woao
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo
3MiHM A0 y3aranbHeHWX AaHuX npo
cvcTemy chapmakoHarnsgy
(BBEAEHHSA y3aranbHEeHUX AaHuX Npo
cuctemy cbapmakoHarnsagy, amiHa
ynoBHOBaXeHOi ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
hapmakoHarnsay; KOHTakTHoi ocobu
3 hapmakoHarnagy sasBHvKa Ans
3AicCHeHHs hbapmakoHarnsay B
YkpaiHi, SKLO BOHa BigMiHHa Bif
YMOBHOBaXeEHOi 0cobw,

3a peuernmom

UA/14589/01/02
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BiANOBiganNbHOI 3a 3AiINCHEHHS
dapmakoHarnagy (BKoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI MacTep-danna cuctemm
dapmakoHarnsgy) - 3MiHa
yMNOBHOBaXeHOi 0cobw,
BiANOBigaNbHOI 3a 3AiINCHEHHS
dapmakoHarnagy: Hitova pegakuis —
Dr.Y. Kiran Kumar. lNponoHoBaHa
pepakuia — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHUX AaHNX
yMNOBHOBaXeHOi 0cobw,
BiANOBiAANbHOI 3a 3AiINCHEHHS
dapmakoHarnagy

154.

TIOTPUA3OJIH®

Tabnetku no 200 mr, no 10
Tabnetok y 6nictepi; no 3
abo no 9 GnicTepiB y
nadui; no 15 TabneTok y
GnicTepi; no 6 6rictepis y
navui

NAT
"KuiBmegnpenapat”

Ykpaina

MAT
"KuiBmegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHU. 3MiHa Kogy
ATX - 3MiHM BHECEHO [0 IHCTPYKLUIl
AN MeQUYHOro 3acToCyBaHHS
npenapary oo posginy
"®apmakoTepaneBTuyHa rpyna”
BiQMNOBIQHO 4O MiDKHapOAHOro
knacudikatopa BOO3
(http://wvww.whocc.no/atc_ddd_index/
). BBEAeHHS 3miH npoTarom 6-Tn
MicsILiB Micnsi 3aTBEPAXKEHHS.

3a peuernmom

UA/5819/01/02

155.

TOBPAIEKC®

Ma3b 04Ha, no 3,5 ry Tyoi;
no 1 Ty6i y kopobui 3
KapTOHY

Hosaptic ®apma Al

LLiBeviLapis

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH O peecTpauifiHnX
marepianis:
3MiHu Il TUny - 3MiHKM go IHCTpyKLUiT
ANs MEAUYHOTO 3acTOCYBaHHA O
po3ainis
"MpoTunokasaHHs","B3aemogais 3
iHLWIMMK nikapcbkumy 3acobamn Ta
iHWi B1am B3aemogain", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y
nepioz BariTHOCTi abo rogyBaHHs
rpyaato”, "Mobivni peaxuii”.
BBepneHHA 3MiH npoTsArom 3-x
MicAUiB Nicna 3aTBepAXXeHHA

3a peuernmom

UA/2448/02/01

156.

TPAMIKC®

po3umH ans iH'ekuin, 100
Mr/mMn no 5 mn B amnyni,
no 5 amnyn y KOHTYpHin
YapyHKOBIl ynakosLi, no 1
ab0o 2 KOHTYpHi YapyHKOBI
yNaKkoBKU B MayLi

MAT "Tanuudapm"

YkpaiHa

MNAT
"Tannudapm”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
maTepianis:
3MiHM | TUMy - 3MiHa nocTavanbHUKa
nakyBanbHWX matepianis abo
KOMMNIEKTYIOUNX (SIKLO 3a3HaYeHO B
[OCbE) (BUINYYEHHs nMocTavarnbHuKa) -
BHECEHHS 3MiH IO MaTepianis
peecTpauiiHoro gocke p. 3.2.P.7.
Cucrema
KOHTeWHep/3aKynoptoBarnbHuUi 3acit:

3a peuerimom

UA/14160/01/01
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Ne

Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
BUIMyYeHHS iHcbopmallii Lwoao
BUPOGHWKIB NEPBUHHOT YNaKoBKU
(amnyn)
157. | TPOKCEBA3UH® | kancynu no 300 mr no 10 BankaHdapma- Bonrapis BankaHdapma- Bonrapis BHECEHHS 3MiH A0 peecTpauifiHnX bes peyenma UA/3368/02/01
Kancyn y 6nicrepi; no 5 Oynnvus AT Pasrpag AT MaTepianis:
abo no 10 GnicTepiB y 3MiHu | TUNY - 3MiHa y MeToaax
KapTOHHIN navui BUNPOBYBaHHS FOTOBOrO NiKApCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPPKEHUX MeTogax
BMNPOBOYBaHHS)
158. | YPANIT-Y® rpaHynu ans opanbHoro MEJA ®apma M'mbX HimeuyunHa Bunyck HimeuyunHa BHECEHHS 3MiH 0 peecTpauinHnx 3a peyenmom UA/7357/01/01
po3umnHy no 280 ry eHg Ko. KI nNpoayKTy- matepianis: 3miHu | Tuny -
KOHTeWHepi, no 1 BUMNYCK Cepil: AamiHicTpaTVBHI 3MiHU. BunyyeHHs
KOHTEWMHepY y KOMMNMeKTi 3 MALAYC 'm6X, BMPOGHMYOI AinbHULI (BKITHOYa4M
MipHOIO MOXKOIO, HimeuumHa; ainbHuui ana APl npomibkHOro
iHOMKaTOPHUM ManepomM, BupobHMUTBO in npoaykTy abo roToBOro nikapCbKoro
KOHTPOMbHUM KaneHaapem bulk: 3acoly, AinbHULi Ans npoBeAeHHs
Ta 3aruckavyem y MNAHTEKCTPA nakyBaHHsi, BUpOBOHuKa,

KapTOHHIN kopobui

KT 'mbX ta Ko.
KI', HimewunHa;
HanoBHeHHs Ta
naKyBaHHS:
MALAYC 'm6X,
Himevumna

BiZNOBIganNbHOro 3a BUNycK cepin,
MicLie NpoBeAeHHs KOHTPOro cepii)
abo noctavanbHMKa BUXIOQHOTO
mMaTepiany, peareHTy abo
[OOMOMDKHOT PeYOBUHU (SKLLO
3a3Ha4YeHo Y JOCbE) - BUNyYEHHS
BUpPOGHMYOT AinbHuui ansa M3 NTC
TNoxHabdynnyHr FTM6X, HimevyunHa,
Lo Bignoeiaae 3a yHKLUito
HamnoBHEHHS Ta NaKkyBaHHS. 3MiHu |
TMNy - AOMiHICTpaTuBHI 3MiHK. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHS QiSANbHOCTI
BMPOGHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKkIoYaum
AinbHWL BUNycKy cepii abo micue
npoBeAeHHS! KOHTPOIIO AKOCTI.
(DisinbHiCTb, 3a Ky BigNoBinae
BMPOBHMK/IMNOpTEp, BKIOYa04n
BUMNYCK CEPIln) - YTOYHEHHS agpecu
Bupo6Hmka MALAYC M'm6X,
Himeyuuna, 6e3 3amiHn micusa
BMPOGHMUTBA. 3MiHM | TUNY - 3MiHK 3
sKocTi. [0TOBMI Nikapcbkui 3acib.
3MiHn y BUpobHMLTBI. 3amiHa abo
BBEAEHHS [0AaTKOBOI AinbHULL
BMPOBHMLTBA Ans YacTuHW abo
BCbOro BUPOOHMYOro npolecy
roTOBOrO MikapcbKoro 3acoby (iHLui
3MiHW) - BUNYYEHHS! IOPUANYHOT
agpecu BupobHnka MAOAYC 'm6X,
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
HimeyuunHa
159. ®IIABAMEO® pPO34mH opanbHuin, 30 mMr/5 BEPNIH-XEMI Al HimeuyunHa BUPOBHMUTBO "in HimeuyunHa BHECEHHS 3MiH 0 peecTpauinHnx be3 peyenma UA/3591/01/02
®OPTE mn no 100 mn 'y donakoHi; bulk®”, marepianis:
no 1 cnakoHy 3 MipHOIO nakyBaHHs, 3MiHu | TRy - 3mMiHa napameTpis

TIOXKKOIO B KOPOOLi

KOHTPOMb Ta
BWMYCK Cepilt:
BEPJTIH-XEMI

Al

cneumdikauin Ta/abo gonycTummx
MEX roTOBOrO fikapcbkoro 3acoby -
3MiHa napameTpiB creundikauin 1.
"MmikpobGionoriyHa uncrora” -
BUITY4EHO MEPIOANYHICTb KOHTPOIIO,
peaakuinHi npaskv. BBegeHHs 3miH
NpoTSArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS; 3MiHM | TNy - 3MmiHa Y
meTogax BunpobysaHHa A®| abo
BUXiAHOro MaTtepiany/npoMiXXHoro
npoaykTy/peareHTy, Lo
BVKOPVCTOBYETLCSH Y MPOLECI
BMpo6HMUTBa ADI - 3MiHM y MeToaax
BunpobysaHHa A®I - meToauky Ans
ineHTudikauii A®l Ambpokcony
rigpoxnopugy - NIR
spectrophotomentry - JonoBHeHO
TECTOM Ha BU3Ha4YeHHSA xropuais
BignoBigHO Ao moHorpadii EP Big
BupobHnka ERREGIERRE SPA;
3MiHM | TUNY - 3MiHa y MeTogax
BunpobyBaHHa APl abo BuxigHoro
mMaTepiany/npoMixxHoro
npoaykTy/peareHTy, Lo
BUKOPWUCTOBYETLCS Y MPOLECI
BMpoGHMUTBa ADI - 3MiHM y MeToaax
BunpobyBaHHa A®I - meToauky Ans
ineHTudikauii A®l Ambpokcony
rigpoxnopugy - NIR
spectrophotomentry - JonoBHeHO
TECTOM Ha BU3Ha4YeHHs xnopuais
BignosigHo Ao MoHorpadii EP Big
BupobHuka SHILPA MEDICARE
LIMITED; aminu | Tvny - 3minHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6.
KoHTponb AOMOMIDKHUX peYOBUMH (iHLUi
3MiHW) - 3MiHK Y cneumdikauii
OOMOMDKHWUX pevoBuHN Raspberry
Flavouring concentrate - BHeceHO
NOCUNaHHSA KOMMOHEHTIB JOMNOMIKHOT
peyoBUHM Ha gitoye BuaaHHa FCC
(Food Chemical Codex); 3minu | Tuny
- NoJAaHHs1 OHOBIEHOTO cepTudikaTy
BignosigHocTi EP Biag 3aTBepaxeHoro
BMPOGHMKa, 3anponoHoBaHo: R1-
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Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

CEP2004-201-Rev 03

160.

®JIAMIH-
300POB'A

Tabnetkn no 50 mr no 10
TabneTtok y Gnictepi; no 3
6nictepu B KapTOHHIl
kopobui; no 30 TabneTok y
KOHTelHepi; no 1
KOHTEWHepY B KAPTOHHI
KopobLi

ToBapucTBo 3
obmexeHo

BignoBiganbHIiCcTO
"®apmMaueBTUYHa
KomMmnaHis "3gopos's"

YkpaiHa

ToBapucTtBeo 3
obmexeHo
BignosiganbHicT
10
"®apmMaueBTUYH
a KoMnaHis
"3popos's"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis:

3MiHu | TNy - 3mMiHa napameTpis

cneumdikauin Ta/abo gonycTummx
MEX roTOBOrO fikapcbkoro 3acoby -
BUIMYyYeHHS nokasHuka « CTupaHictb»

3 METOAIB KOHTPOJIO FOTOBOrO
nikapcbkoro 3acoby

6e3 peuenma

UA/4615/01/01

161.

DITYOAPABIH-
BENMEQ

niodinisaTt Ana po3ynHy
ans iHdysin, 50 mr 1
dnakoH nioginisaty y
KapTOHHIN navui

PYn

"Benmegnpenapatun"

Pecnybnika
Binopycb

PYyn
"Benmegnpenap
atun"

Pecny6nika
Binopycbk

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3minu Il Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsay. BHeceHHs abo
3MiHa(v) ao 30608B'sA3aHb Ta YMOB
BMAaui peecTpauiiHoro nocBig4eHHs,
BKNtoYaroun MNnaH ynpasniHHA
pu3nkamMm (3aCTOCYBaHHS 3MiH(K),
AKi(a) BMMaratoTb(€) noAansLIoro
06r'pyHTYBaHHSA HOBMMMW JOAATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpPraHoOM, OCKifbKu
BMMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHom) BukoHaHHs
3060B'A3aHb BIANOBIAHO A0 NIANYHKTY
1.8.2 nyHkTy 1.8 gogatky 5 oo
Mopsiaky NpoBeaeHHs ekcnepTuan
peecTpaLiiHux maTtepianis Ha
nikapcbki 3acobwm, Lo noaalTbes Ha
Aep>XaBHy peecTpaLiio
(nepepeecTpaLiio), a Takox
eKkcnepTM3n marepianis Nnpo
BHECEHHS 3MiH 0 peecTpauinHnx
marepianis NpoTarom Aii
peecTpaLiiHOro NOCBIgYEHHS,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pegakuii
Haka3y MOS Big 23.07.2015 Ne 460)

3a peuenmom

UA/16234/01/01

162.

®ITYKCEH®

kancynuv no 20 mr no 10
Kancyn y 6nictepi; no 1
abo 3 6rictepn B nayui

NAT

"KuiBmegnpenapat”

YkpaiHa

MAT
"KuiBmegnpenap
at"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnx
marepianis:
3MiHu | TUnYy - 3MiHK 3 AKOCTi.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roTOBOro MiKapCbKOro 3acoby; 3miHu |
TNy - 3MiHn B ynakosLi AdI
(BBEOEHO CYLUUIBHUIA @areHT MK
naketamu cybcTaHuii); 3miHm | Tuny -
BUITyYeHHSA BUPOGHUWYOI AinbHuui API

3a peuernmom

UA/1084/01/01

163.

DOPArMIH®

po34nH Ans iH'ekuin, 5000
MO (aHTn-Xa)/0,2 mn no
0,2 M B 0QHOPa30BOMY

Mdpansep IHk.

CLUA

BMPOGHMLTBO,
BTOPWHHE
nakyBaHHs,

Benebrisi/
Himeyuunna

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHM | TUNY - 3MiHa HaMeHYBaHHS

3a peuerimom

UA/1581/01/01
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Ne

Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1

wnpuui; no 5 wnpuuis y
Gnictepi; no 2 6nictepn B
KapTOHHIl kopobui

KOHTPOMb SIKOCTI,
BUWMNYCK cepil,
BUBYEHHS
cTabinbHOCTI:
MNdpanzep
MeHtodek4ypuH
r benbrist HB,
Benbris;
BUPOBHMUTBO Ta
KOHTPOMb SKOCTI
(BidyanbHui
KOHTPOMb,
KOHTPOIb Ha
CTepunbHICTb Ta
KOHTpOMb
o6’ emy, Wwo
BUTSITAETHCS):
Betep ®apma-
®epTuryHr FM6X
& Ko. KT,
HimeuumnHa;
BidyanbHun
KOHTPOMb,
KOHTPOMb Ha
CTEPUIbBHICTb:
BeTtep-®apma
PepTuryHr rm6 X
& Ko. KT,
Himeuumnna;
Bi3yanbHUn
KOHTPONb:
BeTtep-®apma
PepTuryHr rm6X
& Ko. KT,
Himeuumnna;
Bi3yanbHun
KOHTPOSb Ta
BTOPWHHE
nakyBaHHs:
BeTtep-Papma
PepTuryHr rm6X
& Ko. KT,
HimeyuunHa;
Bi3yanbHuUn
KOHTPOMb,
KOHTpOrb Ha
CTepunbHicTb Ta
BTOPWHHE
nakyBaHHs:

Ta/abo agpecu MicLsi NPOBaKEHHSI
LisNbHOCTI BUPOGHMKa (BKIHOYaoum,
3a HeobXigHOCTI, MicLe NpoBeAeHHs!
KOHTPOIO AIKOCTi), abo BnacHuka
macTep-canina Ha A®l, abo
noctadanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoaykKTy, L0 3aCTOCOBYIOTLCS Y
BUpobHMUTBI API - 3miHa agpecu
BUpobHuka A®I renapuHy Wisdom
Pharmaceutical Company, 6e3 3miHn
MicLsa BUPOOHMLTBA; 3MiHM | Tuny -
3MiHa nocTayarnbHyKa nakyBasnbHUX
maTepianis abo KOMMNEKTYOUUX -
3MiHa Ha3BM BUPOBHMKA CKNSIHOrO
umnniHgpy wnpuua, 6e3 amiHu micus
BUpOGHMUTBA
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Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
Betep ®apma-
PepTuryHr rm6 X
& Ko. KT,
HimeyumHa
164. DPPACMIH® po34MH Ans iH'ekuin, 2500 Mcpaiizep IHk. CLWA BUPOBHMLTBO, Benbrisi/ BHECEHHS 3MiH 0 peecTpauinHnx 3a peyenmom UA/1581/01/02
MO (aHTn-Xa)/0,2 mn no BTOPUHHE Himeuunna marepianis:
0,2 Mn B 04HOpPa3oBOMY nakyBaHHs, 3MiHN | TUNY - 3MiHa HalMeHyBaHHS
wnpwuui; no 5 wnpuuis y KOHTPOMb AKOCTI, Ta/abo agpecu micua NpoBaKEHHSs!
6nictepi; no 2 6nictepu B BUMNYCK cepil, AisiNbHOCTI BUPOGHMKa (BKIHOYatouu,
KapTOHHiIl kopobuyi BUBYEHHSA 3a HeoOXigHOCTI, MicLle NpoBeAEHHS
cTabinbHoCTi: KOHTpOIo 5IKOCTi), abo BnacHuka
Mdpanzep macTtep-darna Ha Adl, abo
MeHtodekvypuH noctayanbHvka Adl/BuxigHoro
r benbris HB, marepiany/peareHTy/npoMiXXHOro
Benebris; NPOAYKTY, L0 3aCTOCOBYIOTLCS Y

BMPOGHMLITBO Ta
KOHTPOMb AKOCTI
(BidyanbHui
KOHTPOb,
KOHTPOMb Ha
CTEepUIbHICTb Ta
KOHTpOb
06 emy, Wwo
BUTSITAETHCS):
Betep ®apma-
PepTuryHr rm6X
& Ko. KT,
Himeyuunha;
Bi3yanbHUn
KOHTPOMb,
KOHTpPOrb Ha
CTEPUnbHICTb:
BeTtep-®apma
®epTuryHr FM6X
& Ko. KT,
Hime4umnHa;
BidyanbHun
KOHTPOMb:
BeTtep-®apma
®epTuryHr FM6X
& Ko. KT,
Hime4umnHa;
BidyanbHWN
KOHTPOMb Ta
BTOPWHHE
nakyBaHHs:
BeTtep-®apma
PepTuryHr rm6 X
& Ko. KT,

BUpobHMUTBI A®I - 3miHa agpecu
BMpo6HMKa AD| renapuHy Wisdom
Pharmaceutical Company, 6e3 3miHu
MicLsi BUPOOHULTBA; 3MiHW | Tvny -
3MiHa nocTayanbHvKa nakyBanbHUX
matepianis abo KOMMNEKTYOUUX -
3MiHa Ha3BW BUPOOHMKa CKMSIHOTO
unniHgpy wnpuua, 6e3 3amiHu micus
BUpOGHMUTBA
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n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
HimeuumnHa;
Bi3yanbHun
KOHTPOIb,
KOHTPOrb Ha
CTepUIbHICTb Ta
BTOPUHHE
nakyBaHHsi:
Betep ®apma-
PepTuryHr rm6 X
& Ko. KT,
HimeyunHa
165. PPArMIH® pO34mMH ANns iH'ekuin, 10 Mdpansep IHk. CLWA Mdpansep Benebrisa BHECEHHS 3MiH [0 peecTpauifiHnX 3a peuernmom UA/1581/01/03
000 MO (aHTn-Xa)/mn no MeHtodekvypuH marepianis:
1 mn B amnyni; no 10 r benbris HB 3MiHuM | TUNY - 3MiHa HaMeHyBaHHS
amnyn B KAPTOHHIN Ta/abo agpecy MicLA NPOBaMKEHHS
Kopoo6ui AiANbHOCTI BUPOGHMKA (BKIHOYaouK,
3a HeobXigHOCTi, Micue NpoBeAeHHs!
KOHTPOMIO SIKOCTi), abo BnacHuka
mactep-anna Ha AP, abo
noctadanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAykKTy, L0 3aCTOCOBYIOTLCS Y
BUpobHMUTBI API - 3miHa agpecu
BMpo6HuKa AP| renapuHy Wisdom
Pharmaceutical Company, 6e3 3miHn
MicLs BUPOOHMUTBA; 3MiHM | Tuny -
3MiHa nocTayanbHvKa nakyBanbHUX
matepianis abo KOMMNEKTYOUYUX -
3MiHa Ha3BW BUPOBOHMKA CKMSIHOTO
uMniHgpy wnpuua, 6e3 3amiHu micus
BUpoBHMUTBA
166. OPOMINIOA® TabneTkn, BKpUTI KPKA, o.a., Hoso CnoBeHis BMPOGHMUTBO "in CnoBseHisi/ BHECEHHS 3MiH 0 peecTpauinHnx 3a peyenmom UA/5026/02/01
NNiBKOBOK 0BOMNOHKOMD, MO MecCTO bulk", nepsuHHe Kutan MaTepianis: 3miHu | Tuny - 3miHun 3

250 Mr no 7 TabneTok y
6nicTepi; no 2 6nictepu B
KapTOHHI kopobLyi

Ta BTOPUHHE
nakyBaHHs,
KOHTpOnb cepii
Ta BUMYCK cepii:

sKkocTi. [oToBMI Nikapcbkui 3acib.
3MiHu y BUpOGHMUTBI. 3MiHa

iMnopTepa/amiHu, L0 CTOCYIOTLCA

BWMNYCKY Cepii Ta KOHTPOIO AKOCTi

KPKA, a.4., roTOBOrO fikapcbkoro 3acoby (3amiHa
Hoso mecrTo, abo gogaBaHHSA AiNbHULI, Ha SKin
CnoBeHis; 3AiNCHIOETBCA
KOHTpOrb cepii: KOHTpOnb/BUNpobyBaHHs cepii)
KPKA, a.4., [o4aBaHHSA BUPOOHMYOT AinbHUL
Hoso mecrTo, BiANOBIAaNbHOI 3a KOHTPOb cepii -
CroBeHist; KPKA, a.4., HoBo mecTto, NoBxoBa
BUPOBHMUTBO "in yniua 5, 8501 HoBo mecTo,
bulk": CrnoBeHis(koHTponb cepii). 3MiHu |
CaHwainH Ieik Tuny - 3MiHK 3 sikocTi. [oToBUMI
dapma Ko., nikapcbkuii 3aci6. 3miHu y
NTa., Kuranm BNpo6HMUTBI. 3amiHa abo BBeAEHHS
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167.

OPOMINIA®

[04AaTKOBOI AiNbHULI BUPOBHULITBA
ONs YacTMHM abo BCbOro
BMPOGHMYOro NpoLecy rotToBoro
nikapcbkoro 3acoby (ainbHWUS, Ha
SKii NpoBoAATLCS Byab-SAKi
BUPOGHWMUI cTagii, 3a BUHATKOM
BUNYCKY CEPIlN, KOHTPOMIO AKOCTI,
NepPBUHHOIO Ta BTOPMHHOIO
NakyBaHHs, AN HECTEPUITbHUX
nikapcbkux 3acobiB) - BBeAEHHS
[04aTKOBOI BUPOBHUYOT AinbHULI
CaHwarH Jlenk ®apma Ko., Jlt4.,
Kutai (Bupo6bHmuTBo "in bulk") Ta
3a3HaYeHHs PyHKUIN BXe
3aTBEPAKEHOr0 BUPOBHMKA.

168.

XENNEKC®

TabneTkn, BKpUTI
NniBkoBOI 0OOMOHKO0, NO
500 mr no 7 TabneTtok y
GnicTepi; no 2 6nictepu B
KapTOHHIl kopobui

KPKA, a.a., Hoso
MecTo

CnoBeHisi

BUPOBHMUTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTPOIb cepil
Ta BUMYCK cepii:
KPKA, o.4.,
Hoso mecTo,
CnoBeHisi;
KOHTpPOIb cepii:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis;
BMPOGHMUTBO "in
bulk™:
CaHwanH Jewk
dapma Ko.,
NTa., Kutan

CnoBeHist/
Kutan

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3MiHu | Tuny - 3MiHn 3
[KocTi. [oToBMI Nikapcbkui 3acib.
3MiHn y BUpoGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTHLCSA
BWMNYCKY Cepii Ta KOHTPOIO AKOCTi

roTOBOrO fikapcbKkoro 3acoby (3amiHa

abo gopgaBaHHS AinbHULI, Ha Skl
30iINCHI0ETLCS
KOHTpOnb/BUNPoByBaHHS cepii)
JofaBaHHsi BUPOOHWYOI AinbHUL
BignoBiganbHoi 3a KOHTPOMb cepii -
KPKA, a.a., HoBo mecTo, NMoexoBa
yniua 5, 8501 Hoso mecTo,
CnoBeHisi(koHTporb cepii). 3miHu |
Tuny - 3MiHK 3 sKkocTi. [oToBMI
nikapcbkuii 3aci6. 3miHn y

BMPOGHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpObHMUTBA

[Onsi YacTuMHU abo BCboro
BMPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (ainbHuus, Ha
SIKii NpoBoAATLCS By Ab-SAKi
BUPOGHWYI cTagii, 338 BUHATKOM
BUWMYCKY Cepiii, KOHTPOIO SKOCTI,
NepBUHHOIO Ta BTOPUHHOIO
nakyBaHHs1, ANs1 HECTEPUIbHUX
nikapcbkunx 3acobis) - BBeAEHHS
[0[aTkoBOi BUPOBOHMYOT AinbHULI
CaHwalitH etk ®apma Ko, JTa.,
Kutan (BupobHuuTeo "in bulk") Ta
3a3HaveHHs1 PyHKUIN Bxe
3aTBEPKEHOr0 BUPOBHUKA.

3a peuernmom

UA/5026/02/02

Tabnetku; no 4 Tabnetkn y

Mosi Xenc 'm6X

LLIsenuapis

CaBa Xenckea

IHpis/

BHECEHHS 3MiH O peecTpauiiHnX

be3 peuenma

UA/9824/01/01




109 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
AHTUKONAQ GnicTepi; no 1 6nictepy B Ira, IHgis; YropwuHa maTtepianis: 3miHu | Tuny - 3MiHn
KapTOHHIM nayui; no 4 Megiton wopno 6e3nekun/edekTMBHOCTI Ta
TabneTtku y 6nictepi; no 1 dapmachbtoTikan dapmakoHarnsagy (iHwi amiHum) (B.
6nicTepy B kKapTOHHIN TrA., YroplwmHa OHOBJIEHHS 3aTBEPXXEHOro TeKCTy
nayui; no 20 nayok y MapKyBaHHs1 MEPBUHHOT Ta BTOPUHHOI
rpynoBii KAPTOHHIN ynakoBok J13 3 BHECEHHSAM 3MiH A0
ynakosLi; no 10 Tabnetok TEKCTY MapKyBaHHS: BBEEHHS
y 6nicTepi; no 1 6nictepy TeKcTy MapkyBaHHs Ans J13 y dopmi
B KAPTOHHI nayui; no 10 in bulk BBegeHHs1 3mMiH npoTarom 6-tu
Tabnetok y 6nictepi; no 1 MACSUIB NiCNsA 3aTBEPMHKEHHS. 3MiHM
6nicTepy B KapTOHHIl | TMny - AQMiHICTpaTUBHI 3MiHW.
nayui; no 10 nayok y BunyyeHHs BUpOBHWYOT AinbHULI
rpynoBiit KapTOHHIN (Bkmtovatoun AinbHudi ona Adl,
ynakoBLi NPOMIXXHOro NPOAYKTYy abo rotoBoro
nikapcbkoro 3acoby, AinbHuui Ans
NpoBeAEHHS! NakyBaHHs, BUPOOHWKa,
BiANOBIgansHOro 3a BUNYycK cepin,
MicLie NpoBeAeHHs KOHTPOro cepii)
abo noctavanbHMKa BUXiOQHOTO
marepiany, peareHTy abo
[OOMOMDKHOT PEYOBUHU (SIKLLO
3a3HaYeHo y [0CbE) BUMYYEHHS
BMpobHMKa Bannec dapmacbtoTikanc
MeT. JlTa., IHOia. BBegeHHs 3MmiH
npoTarom 6-Tu micauis nicns
3aTBEPOKEHHS
169. XEJNNEKC® TabneTku; in bulk: no 5000 Mosi Xenc M'meX LLisenuapis CaBa Xenckea Inpis/ BHECEHHS 3MiH 0 peecTpauinHnx - UA/9664/01/01
AHTUKONAQ TabneTok y noaBinHOMY Ira, IHais; YropuHa matepianis: 3miHu | TMny - 3MiHK
nonieTMneHoBOMy nakeTi B Megiton wopno 6e3nekn/edeKTUBHOCTI Ta

KOHTeWHepi

dapmachbtoTikan
JIto., YropwumHa

dapmakoHarnsagy (iHwi amiHm) (B.
OHOBJIEHHS 3aTBEPAXKEHOIO TEKCTY
MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOI
ynakoBok J13 3 BHECEHHSIM 3MiH 4O
TEKCTY MapKyBaHHS: BBEOEHHS
TeKcTy MapkyBaHHs Ans 13 y dopmi
in bulk BBegeHHst 3mMiH npoTarom 6-tu
MSACALIB NiCNs 3aTBEPAKEHHS. 3MiHN
| TMny - AQMiHICTpaTUBHI 3MiHW.
BunyyeHHs BUPOBHWYOT AinbHULI
(Bkrtoyatoun AinbHudi ana Adl,
NPOMIXKHOro NPoAyKTYy abo rotoBoro
nikapcbkoro 3acoby, AinbHuui Ans
npoBefeHHs NaKyBaHHs!, BUPOOHWKa,
BiANoBiganbHOro 3a BUNycK cepin,
MicLie NpoBeAeHHSs! KOHTPOTo cepii)
abo nocTtavasnbHMKa BUXIQHOTO
marepiany, peareHTy abo
[OOMOMDXHOT PEYOBUHM (SIKLLO
3a3HaYeHO Y OCbE) BUMYYEHHS




110 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
BMpoOHWKa Bannec ®apmacoioTikanc
MeT. Jlta., IHOia. BBegeHHs 3miH
NpoTArom 6-Tn MicsLiB nicns
3aTBEPOKEHHS
170. XEJINEKC® Tabnetku; no 4 TabneTtkn y Mosi Xenc M'moX LLiseviLapis CaBa Xenckea IHpis/ BHECEHHS 3MiH [0 peecTpaLuiiHnX 6e3 peuenma UA/9825/01/01
AHTHUKONA DX GnicTepi; no 1 6nictepy B Ira, IHgis; YropwuHa maTtepianis: 3miHu | TMny - 3MiHn
KapTOHHIN nayui; no 4 Megiton wozao 6esnekun/eceKTUBHOCTI Ta
TabneTtku y 6nictepi; no 1 dapmachbtoTikan dapmakoHarnsagy (iHwi aminm) (B.
6nictepy B kKapTOHHIN TrA., YroplwmHa OHOBJIEHHS 3aTBEPXXEHOro TeKCTy
navui; no 20 nayok y MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
rpynoBi KAPTOHHIN ynakoBok J13 3 BHECEHHSAM 3MiH A0
ynakoBui; no 10 Tabnetok TEKCTY MapKyBaHHS: BBEEHHS
y 6nicTepi; no 1 6nictepy TeKCTy MapKyBaHHs ansi J13 y dopwmi
B KapTOHHIn nayui; no 10 in bulk BBegeHHA 3MiH npoTarom 6-tn
Tabnetok y onictepi; no 1 MACAUIB NiCNsA 3aTBEPMHKEHHS. 3MiHM
GnicTepy B KapTOHHiW | TMNy - AgMmiHICTpaTUBHI 3MiHW.
nayui; no 10 nayok y BunyyeHHs BUPOBHWYOT AinbHULI
rpynoBiii KapTOHHIN (Bkmtovatoun AinbHudi ana Adl,
ynakoBLi NPOMIXHOro NPOAYKTY abo rotoBoro
nikapcbkoro 3acoby, AinbHuui Ans
NpoBeAEHHS! NakyBaHHs, BUPOOHWKa,
BiZNOBIganNbHOro 3a BUNycK cepin,
MicLie NpoBeAeHHs! KOHTPOro cepii)
abo noctavanbHKKa BUXIQHOMO
mMaTepiany, peareHTy abo
[OOMOMDKHOT PeYOBUHU (SIKLLO
3a3Ha4YeHO Y JOCbE) BUMYYEHHS
BMpoGHWKa Bannec ®apmacstoTikanc
MeT. JlTa., IHOia. BBegeHHs 3miH
npoTSArom 6-Tu MicsLiB nicns
3aTBEPOKEHHS
171. XEJNNEKC® TabneTku; in bulk: no 5000 Mosi Xenc M'meX LLisenuapis CaBa Xenckea Inpis/ BHECEHHS 3MiH 0 peecTpauinHnx - UA/9722/01/01
AHTHUKONA DX TabneTok y noaBinHOMY Ira, IHais; YropuHa matepianis: 3miHu | TMny - 3MiHK
nonieTuneHoBOMy nakeTi B Mepiton wopno 6esnekun/edekTMBHOCTI Ta

KOHTeWHepi

dapmachbtoTikan
JIto., YropwwmHa

dapmakoHarnsagy (iHwi aminm) (B.
OHOBJIEHHS 3aTBEPAXKEHOIO TEKCTY
MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI
ynakoBok J13 3 BHECEHHSM 3MiH 4O
TEKCTY MapKyBaHHS: BBEOEHHS
TeKCTy MapKyBaHHs ans 13 y dhopmi
in bulk BBegeHHs1 3mMiH npoTarom 6-tu
MACAUIB NiCNs 3aTBEPMHKEHHS. 3MiHM
| Tny - AaMiHiCTpaTMBHI 3MiHW.
BunyyeHHs BUpOBHWYOT AinbHULI
(Bkrtoyatoun AinbHudi ona Adl,
NPOMIXKHOrO NPoAyKTy abo roToBoro
nikapcbkoro 3acoby, AinbHuui Ans
NpoBeAEHHS NaKyBaHHs1, BUPOOHWKa,
BiZNOBIgANbLHOro 3a BUNYCK Cepil,
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

MicLie NpoBEAEHHS KOHTPOTIO cepir)
abo nocTtavarnbHMKa BUXigQHOTO
marepiany, peareHTy abo
[OOMOMDKHOI PEYOBUHM (SIKLLO
3a3HaYeHO Y OChE) BUMYYEHHS
BUpobHMKa Bannec dapmacbtoTikanc
Met. Nl14., IHAis. BBeaeHHst 3MiH
nNpoTSArom 6-Tu MicsLiB nicns
3aTBEPKEHHS

172.

LETPUH®

TabneTku, BKPUTI
nniBkoBol 060MOHKO, NO
10 wr; no 10 TabneTok y
6nictepi; no 2 abo 3
GnicTepn y KapTOHHil
KopobLi

A-p Peagi'c
JlabopaTopic Jitg

IHaisa

O-p Peapi'c
JlabopaTtopic
JIta, BupobHuya
ainsbHuus -

IHAisA

BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsagy. BeegerHs abo
3MiHM 00 y3aranbHEeHUX 4aHUX Npo
cuctemy hapmakoHarnsgy
(BBEOEHHS y3aranbHEHUX AaHWX Npo
cuctemy cbapmakoHarnsgy, 3amiHa
YMOBHOBaXeHOi 0cobw,
BiANOBigaNbHOI 3a 34INCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobum
3 (papMakoHarnagy 3asiBHuMka ansi
3AiCHeHH: bapmakoHarnsay B
YKpaiHi, AKLO BOHa BiAMiHHaA Big
YMOBHOBaXeHOi 0cobw,
BiANOBigaNbHOI 3a 34INCHEHHS
dapmakoHarnsgy (Bkoyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-chaina cuctemu
dapmakoHarnsgy) - 3MiHa
YMOBHOBaXeHOi 0cobw,
BiANOBIAanNbHOI 3a 34INCHEHHS
dapmakoHarnagy: Hitova pegakuis —
Dr.Y. Kiran Kumar. MponoHoBaHa
pepakuist — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHMX JaHuX
YMOBHOBaXeHOi 0cobw,
BiANOBiAanNbHOI 3a 34iINCHEHHS
dapmakoHarnsigy

6e3 peuenma

UA/6789/02/01

173.

LEDTYM®

NMOPOLLIOK ANS PO3YNHY
ans in'ekuin no 1,0 rno 10
NaKkoHiB 3 MOPOLLKOM Y
KOHTYPHili YapyHKOBIN
ynakosLi; No 1 KOHTYPHIn
YapyHKOBI ynakoBsL,i B
nayui

NAT
"Kuismegnpenapat"

YkpaiHa

MNAT
"KuiBmegnpenap
at"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
maTepianis:
3MiHu | TUNY - 3miHa y meTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKOro
3acoby - BUNpaBrieHHst MOMUIKK Y
PO3MIPHOCTi KOHLIEHTpaLii po34nHiB
nopiBHsAHHSA (C1 - C 5) Ta
KOHLEeHTpaUil pO34YMHHY NOPIBHAHHS
C2 y chopmyni po3paxyHKy BMICTY
HaTpito kapboHaTy B 0gHOMY braKoHi

3a peuerimom

UA/0967/01/01




112 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
npu KOHTponi NokasHuka «KinbkicHe
BU3Ha4yeHHsA» B MKA rotosoro
nikapcbkoro 3acoby
174. LE®PTYM® MOPOLLIOK AN PO34UHY MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH A0 peecTpauifiHnX 3a peuernmom UA/0967/01/01
ans iH'ekuin no 1,0 rno 10 "Kuismegnpenapat" "Kuismegnpenap maTepianis:
dNaKkoHiB 3 MOPOLLKOM Y at" 3MiHW | TMRy - 3MiHK Woao
KOHTYPHIil1 YapyHKOBIN 6e3nekn/edeKTUBHOCTI Ta
ynakoBLi; Mo 1 KOHTYpHIl dapmakoHarnsagy (iHwi 3amiHu) -
YapyHKOBIW ynakosL,i B 3aTBEPPKEHHSA KOPOTKOI
nauui XapaKTEePUCTMKM NiKapcbKoro 3acoby
175. umnpPo3on po34mnH Ang iHdysin, 200 POTEK NTA AHMIA ANKOH IHAis BHECEHHS 3MiH 40 peecTpaLuiiHnX 3a peuenmom UA/9792/01/01
Mr/100 mn + po3uunH Ans MAPEHTEPAJIC matepianis: 3miHu | Tuny -
iHdys3in, 500 mr/100 mn (IHOIA) NTA AJMiHiCTpaTUBHI 3MiHW. 3MiHa
(kombi-ynakoBka: 1 HalimMeHyBaHHs Ta/abo agpecu
dnakoH, wo mictute 100 3asiBHMKa (BNacHWKa peecTpauiiHoro
M1 (200 Mr) posdmHy NOCBIAYEHHS)
uunpocpriokcauuHy Ta 1
dnakoH, wo mictute 100
M1 (500 Mr) posumHy
OpHiga3ony y KapTOHHIN
ynakoBLi
176. UUNPONET® TabneTkn, BKpUTI O-p Peppi'c IHpia O-p Pepai'c IHAis BHECEHHS 3MiH 4O peecTpauiiHux 3a peuenmom UA/2034/02/01
NNiBKOBOK 0BGONOHKOLO, MO JlabopaTopic JItg JlabopaTopic MaTepianis:

250 mr no 10 TabneTtok y
6nicTepi; no 1 6rictepy y
nayui

JIta (Bupo6bHuya
AinbHuus-VI),
IHpis; O-p
Peppi'c
JlabopaTtopic
Iltg, BupobHuya
ainbHUUA-11,
IHAin

3MiHu | TUNy - 3MiHK Woao
6e3nekn/eeKkTMBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo
3MiHM A0 y3aranbHEeHNX AaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3aranbHEeHUX AaHuX Npo
cuctemy cbapmakoHarnsagy, amiHa
YMOBHOBaXeHOi 0cobw,
BiANOBiAanNbHOI 3a 34iINCHEHHS
hapmakoHarnsay; KOHTakTHoOi ocobu
3 phapmakoHarnagy sasBHvKa Ans
3AiCHeHHs bapmakoHarnsay B
YkpaiHi, AKLLO BOHA BiMiHHA Bif
YMOBHOBaXeHOi 0cobw,
BiANOBIAanNbHOI 3a 34INCHEHHS
apmakoHarnsaay (Bkoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi macTep-channa cuctemum
dapmakoHarnsay) - 3MiHa
ynoBHOBaXeHOi ocobu,
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnagy: Liroya pegakuis —
Dr.Y. Kiran Kumar. NMponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHUX JaHUX
YMOBHOBaXeEHOi 0cobw,
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BiANOBiganNbHOI 3a 3AiINCHEHHS
dapmakoHarnsgy

177.

LUMNPOJIET®

TabneTku, BKPUTI
NniBkoBOI 0BOMOHKO0, NO
500 mr no 10 TabneTok y
GnicTepi; no 1 Gnictepy y
nayui

O-p Peagi'c
Jlabopartopic It

IHaisa

O-p Peapi'c
JlabopaTopic
Itg (BvpobHuya
AinbHuug-VI),
Ingis; O-p
Peppi'c
JlabopaTopic
JIta, BupobHuya
ainbHnua-1l,
IHAisA

IHAisA

BHECEHHS 3MiH [0 peecTpauifiHnX
marepianis:
3MiHn | TUny - 3MiHn Wwopo
6e3nekn/edPekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHusi abo
3MiHW 4O y3aranbHeHUX AaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHA y3aranbHEHWX AaHNX Npo
cuctemy papmakoHarnsgy, amiHa
ynoBHOBaxeHoi ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobum
3 papmakoHarnagy sasBHvKa Ans
3AiNCHEHHA hapmakoHarnsgy B
YKpaiHi, AKLO BOHa BiAMiHHaA Big
YMOBHOBaXeEHOi 0cobw,
BiANOBigANbHOI 3a 3AiINCHEHHS
apmakoHarnagy (Bkroyarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
pO3MiLLieHHI MacTep-danna cuctemm
dapmakoHarnsgy) - 3MiHa
YMNOBHOBaXeHOI 0cobw,
BiANOBiAANbHOI 3a 3AiINCHEHHS
dapmakoHarnagy: Hitova pegakuis —
Dr.Y. Kiran Kumar. lMponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla.
3MiHa KOHTaKTHUX AaHUX
yMNOBHOBaXeHOI 0cobw,
BiANOBiAanNbHOI 3a 3AiNCHEHHS
dapmakoHarnagy

3a peuernmom

UA/2034/02/02

178.

LMNPO®JIOKCO
DAPM

Kpanni O4Hi/ BYLLHi,
po3unH 0,3% no 5 mny
dnakoHi-kpanenbHu1Lj; No
1 dpnakoHy-kpanenbHuLi y
KapTOHHI kopobLi

TOB "®APMAT
nTa”

Ykpaina

K.T. Pomcapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH O peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy. BHeceHHs abo
3MiHa(1) 8o 3000B'si3aHb Ta YMOB
BMAadi peectpauiiHoro nocBig4YeHHs,
BKNtoyatoun MNnaH ynpaeniHHA
pr3nKamm (3acToCyBaHHS 3MiH(1),
ski(a) BUMaratoTb(€) NnoAanbLIoro
06r'pyHTYBaHHS HOBUMUW [OAATKOBUM
AaHVMK, Lo MalTb HaJaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BMMaraeTbCH CyTTEBA OLliHKa
KOMMETEHTHNUM OpraHom) -
BukoHaHHs 3060B'sA13aHb BignoBiaHO
0o nianyHkTy 1.13 nyHKTY 1 gopatky
15 po lNMopsgky NpoBeAeHHst

3a peyenmom

UA/15845/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea
JlikapcbKo20
3acoby

Popma eunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo2o

noceio4yeHHs1

eKkcnepTnan peectpaLinHmx
MaTepianis Ha nikapcbki 3acobu, Lo
noAarTbCs Ha AepXaBHY peecTpaLito
(nepepeecTpaLito), a Takox
eKkcnepTmMan matepianis Npo
BHECEHHS 3MiH [0 peecTpaLuiiHnX
mMaTtepianis NpoTarom Aii
peecTpauinHOro NocBig4YEeHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakasy MOS3 Big 23.07.2015 Ne 460)

179.

LUMTPAMOH
EKCTPA

Tabnetku, no 10 TabneTtok
Y KOHTYPHIii YapyHKOBIV
ynakoBLi; No 1 KOHTYpPHIN
YapyHKOBIN ynakoBLi B
nayui

MpAT
"®apmMaueBTnYHa
cipma "dapHuuyqa”

Ykpaina

MpAT
"®apmMaueBTUYH
a ipma
"NapHuug"

Ykpaina

BHECEHHS 3MiH [0 peecTpauifiHnX
marepianis:
3MiHN | TUNY - BUNYyYeHHS BUPOBHMYOT
OinbHUU (BKMOYAKO4K OinbHULI Anst
A, npomikHOro npoaykty abo
roTOBOrO fikapcbKoro 3acoby,
[inbHULU AN NPOBEAEHHSs!
nakyBaHHsi, BUpOBOHuKa,
BiANoOBIgansHOro 3a BUNYycK cepin,
MicLie NpoBeAeHHS KOHTPOIIO cepil)
abo noctavanbHMKa BUXiOQHOTO
marepiany, peareHTy abo
OOMOMDKHOI PEYOBUHM - BUMYYEHHS
OfHi€l i3 ABOX 3aTBEPKEHUX
BUPOGHMYMX AinbHULb Ha API
KodpeiH

6e3 peuenma

UA/3984/01/01

180.

LIMTPOMAK® -
OAPHULSA

TabneTtku no 6 TabneTok y
KOHTYPHIV YapyHKOBIW
ynakoBLii; N0 4 KOHTYPHI
YapyHKOBI YNaKoBKM B
nayui; no 6 abo no 10
TabneToK y KOHTYPHIN
YapyHKOBIl ynakosLi; no 1
KOHTYPHIV YapyHKOBIW
ynakoBLi B nayi; no 6
TabneTokK y KOHTYPHUX
YapyHKOBMX ynakoBKax; no
10 TabneTok y KOHTYPHUX
YapyHKOBKX ynakoBKax

MpAT
"®apmMaueBTNYHa
dipma "OapHuua”

Ykpaina

MpAT
"®apmaueBTUYH
a cipma
"OapHuug"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnX
maTepianis:
3MiHN | TUNY - BUNYYeHHSA BUPOGHMYOT
OinbHUU (BKMOYaK4K OinbHULI Anst
A, npomixxHoro npoaykty abo
roTOBOrO fikapCbKoro 3acooby,
[inbHUU AN NPOBEAEHHSs!
nakyBaHHs1, BUpobOHuKa,
BiZNOBIgaNbHOro 3a BUNYyCcK cepiin,
MicLie NpoBeAeHHS KOHTPOTo cepil)
abo nocTtavarnbHMKa BUXigQHOrO
mMaTepiany, peareHTy abo
OOMOMDKHOT PEYOBUHM (SKLLO
3a3Ha4YeHO Y JOCbE) - BUNYYEHHSI
O[Hi€T i3 4BOX 3aTBEPOYKEHMX
AinbHULB BMpobHuka APl kodeiHy;
BUIYYEHHS OAHiEl i3 4BOX
3aTBEPAKEHUNX AiNbHULb BUPOGHMKA
AD| aueTuncaniunnoBoi KUCIOTH

Ne 6, Ne 10 —
6e3 peuenma;
Ne 24 — 3a
peuenmom

UA/3002/01/01

181.

AHYBIA

TabneTku, BKPUTI
NniBkoBOK 06OMNOHKO, NO
25 no 14 TabneTok y

Mepk Wapn i Joym
lnea, IHK

LLisenuapis

Bupo6Huk,
BiAnoBiganbHUN
3a BUMYCK cepii:

Hinepnangu/
Benwka
BputaHis

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny -
AaMiHiCTpaTVBHI 3MiHW. BunyyeHHs

3a peuerimom

UA/9432/01/01




MicLie NpoBedeHHs KOHTPOTO cepi)

115 [IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o

3acoby noceio4yeHHs1
6nictepi; no 2 6nictepu B Mepk Wapn i BMPOOHWYOI AiNbHUL (BKIMHOYa4m
KapTOHHiIl kopobui Hoym B.B., OinbHuui gna APl npomibkHoro
Higepnanaw; npoaykTy abo roToBoro rikapcbkoro
BupoGHuk 3a 3acoby, AinbHWLI ANs NPOBEAEHHS
NMOBHUM LIMKITOM: nakyBaHHsi, BUpobHuKa,
Mepk LWapn i BiANOBIgansHOro 3a BUNYycK cepin,
Hoym Jimiten, MicLie NpoBeAEHHS KOHTPOTIO cepir)
Benuka abo noctayanbHKKa BMXIQHOMO
BputaHia marepiany, peareHTy abo
AOMNOMDKHOI PEYOBUHM (SKLLO
3a3Ha4yeHo Y JOCbE) - BUNyYEHHSI
BUPOGHMYOT AinbHMui Mepk Lapn i
Hoym (ITania) C.MN.A., Itania
BinoBigansHoi 3a BUPOGHULTBO
HepoaacosaHol NpoayKLii ,
nakyBaHHs1 Ta KOHTPOIb SIKOCTI.
BBegeHHst 3MiH NpoTsirom 3-x Micauis
nicnsi 3aTBEpOXEHHS.
182. | AHYBIA TabneTkn, BKpUTI Mepk LWapn i Joym LLisenuapis Brpo6HuK, Hinepnangwn/ BHECEHHS 3MiH [0 peecTpauifiHnX 3a peyernmom UA/9432/01/02
NniBKOBOK 06ONOHKO, N0 loea, IHK BignoBsiganbHUn Benuka matepianis: 3miHu | Tuny -
50 no 14 Tabnetok y 3a BUMYCK cepii: Bputanis AaMiHicTpaTVBHI 3MiHU. BunyyeHHs
GnicTepi; no 2 6nictepu B Mepk Wapn i BMPOGHWYOI AinbHULI (BKITHOYA04M
KapTOHHIl kopobui Ooym B.B., OinbHuui gns Al npomipkHoro
Higepnanaw; npoaykTy abo rotoBoro rnikapcbkoro
Bupo6Huk 3a 3acoby, AiNbHULI Anst NpoOBeAEHHS
NMOBHUM LIUKITOM: nakyBaHHs1, BUpobHuKa,
Mepk LWapn i BiANoBigansHOro 3a BUNYycK cepin,
Hoym Jimiten, MicLie NpoBeAeHHS KOHTPOTO cepil)
Benuka abo noctayanbHKKa BUXiQHOMO
BpuTaHis marepiany, peareHTy abo
[OOMOMDKHOI PEYOBUHY (SIKLLO
3a3Ha4YeHO Y JOCbE) - BUNYYEHHSI
BUPOGHMYOT AinbHuui Mepk LWapn i
Hoym (ITania) C.MN.A., Itania
BiQMNOBiganbHOi 3a BUPOGHULTBO
Hepo3adacosaHoi NpoayKLii ,
nakyBaHHs1 Ta KOHTPOIb SIKOCTI.
BBegeHHs 3MiH npoTarom 3-x micauis
nicnsi 3aTBEpOXKEHHS.
183. | AHYBIA TabneTkn, BKpUTI Mepk LWapn i Joym LLisenuapis Brpo6HuK, Hinepnangwn/ BHECEHHS 3MiH IO peecTpauiiHnX 3a peyenmom UA/9432/01/03
NniBKOBOK 0B0MNOHKO, MO loea, IHk BignoBsiganbHUN Benuka matepianis: 3miHu | Tuny -
100 no 14 tabnertok y 3a BUMYCK cepii: Bputanis AamMiHicTpaTVBHI 3MiHU. BunyyeHHs
6nicTepi; no 2 6nictepu B Mepk Wapn i BMPOGHWYOI AinbHULI (BKITHOYa4M
KapTOHHiI kopobui Ooym B.B., AinbHuui Ana APl npomikHOro
Hinepnanaw; npoaykTy abo rotoBoro rikapcbkoro
BupobHuk 3a 3acoby, AiNbHULI Anst NpoBeAeHHS
MOBHUM LIUKITOM: nakyBaHHs1, BUpOBOHUKa,
Mepk LWapn i BiANoBiganbHOro 3a BUNYycK cepin,
Hoym Jlimiten,




116

[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHuK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 eionycky peecmpauyitiHo2o
3acoby noceio4yeHHs1
Benuka abo nocTtavanbHMKa BUXigHOro
BputaHia marepiany, peareHTy abo

[OOMOMDKHOT PeYOBUHU (SKLLO
3a3Ha4YeHo Y AOCbE) - BUNYYEHHS
BUPOGHMYOT AinbHMui Mepk Lapn i
Hoym (ITania) C.MN.A., Itanis
BiAMNOBiganbLHOI 32 BUPOGHULTBO
Hepo3dacoBaHoi NpoAyKLii ,
nakyBaHHsi Ta KOHTPOIb AKOCTI.
BBegeHHs 3miH npoTarom 3-x micauis
nicns 3aTBepOXXEHHS.

HavyanbHuK YnpaBniHHA ¢papmaueBTUYHOI
AIANBbHOCTI Ta AKOCTi papMaueBTUYHOI NpoAayKLUil

T.M. JIackoBCbkum




