Jopartok 1
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

Ne
NEPENIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYKOTLCA 40 AEP>XABHOI PEECTPALUII
Ne HasBga snikapcbko20 dopma sunycky 3asasHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina YmosBu Peknamys Howmep
n/n 3acoby (nikapcbka ¢gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BiOnycKy aHHs peecmpayjiliHo2o
ynakoska) nocsioYeHHs1
1. ANYHBPUI® TabneTku, BKpUTI Takena ®apma [aHia [03BiN Ha BUNYCK ABcTpisi/ peecTpauist Ha 5 pokis 3a He UA/18553/01/01
NAiBKOBOK 060/I0HKOIO, AIC cepii: Takega Cnony4yeHe peyenmom nionseae
no 30 mr; no 14 ABCTpist TM6X, KoponiBcTBO
Tabnetok y 6nictepi; no ABCTpis;
2 6nicTepn y KapTOHHIl BMPOGHULITBO 3a
Kopo6ui NOBHMM LUK/TOM:
[MeHH
dapmacbioTikan
Cepsicec JliviTeg,
Cnony4yeHe
KoponiscTBo
2. ANYHBPUI® TabneTkn, BKpUTI Takepga ®apma [aHis [03BIi/T HAa BUMYCK AscTpisi/ peecTpauis Ha 5 pokis 3a He UA/18553/01/02
NAiBKOBOK 060/I0HKOIO, AIC cepii: Takega Cnony4yeHe peyenmom niosnsieae
no 90 mr; no 7 TabneTok ABcTpist TM6X, KoponiscTBo
y 6nicTtepi no 4 6nictepn ABCTpIS;
Y KapTOHHiIli kopobLi BMPOGHMLTBO 3a
MOBHUM LMK/IOM:
[MeHH
dapmacbioTikan
Cepsicec flimiTes,
CnonyyeHe
KoponiscTBO
3. ANYHBPUI® TabneTku, BKPUTI Takena ®apma [aHia [,03BiN Ha BMNYCK ABcTpisi/ peecTpauist Ha 5 pokis 3a He UA/18553/01/03
N/1iBKOBOK 060JI0HKOHO, AIC cepii: Takega CnonyyeHe peyenmom niosisieae
no 180 mr no 7 TabneTok ABcTpist TM6X, KoponiscTBo
y 6nicTepi no 4 6nictepn ABCTpISi;
Y KapTOHHiIli kopobui BMPOGHMLTBO 3a
MOBHUM LK/IOM:
MeHH
dapmacbioTikan
Cepsicec flimiTes,
CnonyyeHe
KoponiBcTBO
4. BYTOP®AHO/A KpUCTanivyHWin NOpoLLIOK TOB "E/NIC- YkpaiHa Xikan Jliviteq IHais peecTpauis Ha 5 pokis - He UA/18554/01/01
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Tabnetok y 6nictepi, no
1 a6o 3 6nictepn B
naui

T

MepiognyHiCTb NOgAHHSA
perynsipHo
OHOBJ/IHOBAHOIO 3BITY 3

Ne Hasga snikapcbko20 ®opma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BiOnycKy aHHs peecmpayiliHo2o
ynakoska) nocsioYeHHs1
TAPTPAT (cybcTaHuin) y YKPAIHA" niosisizae
noABiHMX
nonieTnIeHoBmX
naketax Ans
chapmaLeBTUYHOro
3aCTOCyBaHHs
5. BAP®APUHY MOPOLLIOK (Cy6CTaHLis) y TOB "dapma YkpaiHa Kagina Xentkep IHAjA peecTpauist Ha 5 pokis - He UA/18555/01/01
HATPIKO KNATPAT nosieTuIeHoBMX Crapt" nra. nionseae
naketax ans
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
6. SINENOP® NbOASHUKN 3i CMaKoM AT "dapmak" YkpaiHa BMPOBHNLTBO DdpaHuis/ peecTpauist Ha 5 pokis 6e3 niossiecae UA/18556/01/01
nvMoHy no 3,0 mr; no 10 roToBOT NPoAyKL,i, IcnaHis peyenma
a60 12 nboasHuKIB y KOHTPO/b cepii, MepiognyHicTb NogaHHA
6nictepi; no 1,2 abo 3 NepBUHHE i perynsipHo
6nicTepn y nauui BTOPVHHE OHOB/tOBAHOTO 3BITY 3
nakyBaHHs: 6e3neku, BiANOBIAHO A0
n'ep ®ABP Mopsiaky 34iCHeHHs
MEOVKAMEHT thapmakoHarnagy,
MPOJOAKLLH - 3aTBEP/KEHOro Hakasom
EHbAH, ®paHuis; MiHicTepcTBa OXOPOHM
BMPOGHMLTBO 3[,0pOB’A YKpaiHu Big 27
roTOBOI NPOAYKLT, rpyaHa 2006 poky Ne
BMNYyCK cepii, 898, 3apeecTpoBaHoro B
NnepBUHHE i MiHicTepcTsi tocTuUuiT
BTOpPUHHE Ykpainu 29 ciuHa 2007
nakyBaHHS: poky 3a Ne 73/13340 (y
noasic pepakuii Hakasy
PAPMACBIOTUK MiHicTepcTBa OXOPOHHU
AN3 C.J1., IcnaHis; 3[,0pOB's YkpaiHu Big 26
KOHTPO/Ib Cepiii: BepecHs 2016 poky Ne
IHOPAPMEWA, 996), cTaHOBUTb: 3riAHO
C.J1., IcnaHisi; 3i cTpokamu,
KOHTPO/b Cepili: 3a3HavYeHMn y
NABOPATOPIO nepiofnMYHOCTI NoAaHHA
EUIBAPHE, C.A., perynsipHux 3BiTiB 3
IcnaHis; 6e3neku.
KOHTPO/b Cepili:
KIMOC ®APMA
CEPBICI3, C.N1.,
Icnanis
7. NNOPACENB® Tabnetkn gns TOB "APTEPIYM YkpaiHa MAT YkpaiHa peecTpauis Ha 5 pokis 6e3 nionisieae UA/18557/01/01
PO3CMOKTYBaHHs, no 10 nTta" "Knismegnpenapa peyenma




n/n

Hasga snikapcbko20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu
BiOnycKy

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

6e3neku, BiANoBiAHO A0
Mopsiaky 34iCHEHHS
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuLii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHHM
3710pOB'A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMmn y
nepiognMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

POKYPOHIIO
BPOMIA KANMUEKC

pO34uH A4 iH'ekuii, 10
Mr/mn; no 5 mny
chnakoHi, no 5 chnakoHiB
Y YapyHKOBIli ynakoBLj
(nigaoHi); no 2
YapyHKOBI yNaKoBKM
(nigaoHN) B mavui 3
KapToHYy

AT "Kanuekc"

Natsis

BUPOGHWK, SKWiA
Bignosigae 3a
BWMNYCK Cepil:

AT "Kanuekc",

Nartsis;

BCi cTagil
BMPOGHMYOro
npouecy, Kpim
BUMYCKY Cepii:
damap Xend

Kelip Cepsices

Magpua, C.AY.,

IcnaHis;

BUPOGHWK, KW
Bignosigae 3a

KOHTPO/Tb

cepii/sBunpobyBaH
HA:
AT "I'piHaekc",
Nartsis

Nartsis/
IcnaHis

peecTpauist Ha 5 pokis

MepiognyHICTb NOAHHSA
perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPKEHOrO HaKa3oMm
MiHicTepcTBa 0XOpOHHM
3[,0p0B’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuUuit
Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHHM
340pOoB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHIMn y
nepiogNYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3

3a
peyenmom

He
nionsieae

UA/18558/01/01




no 9 6nictepis B KOpoobLi

perynsipHo

OHOB/IOBAHOrO 3BITY 3

6e3neku, BiANoBigAHO A0
Mopsiaky 3AiCHEHHs

Ne Hasga snikapcbko20 ®opma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BiOnycKy aHHs peecmpayiliHo2o
ynakoska) nocsioYeHHs1
6esneku.
9. CEPTAKOHA3ONy NMOpPOLLOK (cybcTaHUis) y TOB "®APMEKC YkpaiHa TNMEHMAPK IHais peecTpauist Ha 5 pokis - He UA/18559/01/01
HITPAT noaBiiHNX rPyn" NAN® CANHCIC nionsizae
noslieTuIeHoBMX NIMITEL,
nakeTtax Ans
thapmaLeBTUYHOro
3aCTOCYBaHHSA
10. TAKNOP Tabnetku, no 25 Mr no TOB "APTEPIYM YkpaiHa NAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18560/01/01
10 TabneTok y 6nicTtepi; nTar "KuiBmeanpenapa peyenmom niossieae
no 3 6nictepun y naudi ™ MepiognyHiCTb NogaHHA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6esneku, BiAnoBiAHO A0
Mopsiaky 34iRCHEHHS
thapmakoHarnagy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOPOHHU
34,0p0B’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOpPOHU
3710pOB's YKpaiHu Bif, 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rifHO
3i cTpokamu,
3a3HavYeHMn y
nepioguYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku
11. TPOMNICETPOHY nopoLLoK (cybeTaHuis) y | TOB "BOPBAPTC YkpaiHa Kiny KHP peecTpauist Ha 5 pokis - He UA/18561/01/01
riAPOXNOPUA, noABiHMX PAPMA" dapmacboTvKasn nionsizae
noslieTuIeHoBMX Ko., itg
naketax Ans
thapmaueBTUYHOro
3acTOCyBaHHS
12. YPOXONYM® kancynu no 50 mr no 10 TOB "AKnN YkpaiHa TOB "OKnM YkpaiHa peecTpauist Ha 5 pokis 6e3 nionseae UA/18562/01/01
Kancyn y 6nictepi, no 2 "®apmMaueBTNYHa "papmaLeBTUYHa peuyenma
abo no 4, abo no 6, abo thabpmka" habpuka" MepiognyHicTb NoAaHHA




n/n

Hasga snikapcbko20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu
BiOnycKy

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnsgy,
3aTBEPHKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHHU
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB's YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

13.

YOANA3A

Tabnetku; no 20
Tabnetok y 6nictepi; no
1 a6o 2 6nictepn y
KapTOHHIA KOpoO6Li

TOB "Martepia
Meguka-YkpaiHa"

YKpaiHa

3AT CaHToHika

NutBa

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3neku, BiAnoBiAHO A0
Mopsiaky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuULii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3710pOB'sa YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMmn y
nepioAnMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

6e3
peuyenma

nionsieae

UA/18563/01/01

14.

®OPIS1 KIAC

cycneHsis ans

TOB "APTEPIYM

YKpaiHa

AKANOIL ALL

Pecny6nika

peecTpaduis Ha 5 pokis

6e3

nionsizae

UA/18564/01/01
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Ne Hasga snikapcbko20 ®opma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BiOnycKy aHHs peecmpayiliHo2o
ynakoska) nocsioYeHHs1
nepopasnibHoro nTta" Ckon'e MiBHiYHA peyenma
3acTocyBaHHs, 100 mr/5 MakefioHist MepiognyHiCTb NofaHHSA

MA; no 100 mny
chnakoHi, no 1 dpiakoHy
B nauLi

perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 34iicHeHHS
thapmakoHarnsgy,
3aTBEPPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHHM
300pOoB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB's YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

FeHepanbHUN AUpEKTOp
AnpekToparty chapmaueBTUYHOro 3a6e3nevyeHHsA

0.0. Komapiga




Jopatok 2
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

Tabnetok y 6nictepi; no
2 abo no 5 6nictepiB y
nauui 3 KapToHy

OHoBreHo iHdhopmaL,ito
y po3ginax "Cnoci6
3aCTOCyBaHHA Ta
[031"(YTOUHEHHS
iHdhopmauii), "Aitn"
(06MexeHHs BiKy:
3aTBepKeHHO 3 ABOX
pOKiB. 3anponoHoBaHo 3
TPbOX POKIiB) IHCTPYKLIT
AN MegnyHoro
3acTocyBaHHs
nikapcbKoro 3acoby
BiAgNoBigHO A0
OHOBJ1EHOT iHthopmaLLii
oo 6esneku
3acTocyBaHHs Aitoyol
PeYOoBUHW.

MepioanyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsagky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciyHs 2007

Ne
NEPEJIK
NIKAPCbKIX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI MEPEPEECTPALIII

Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapceka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o

ynakoska) nocsioYeHHs
1. ANTEUKA TabneTkv AN XyBaHHA TOB YkpaiHa TOB YkpaiHa MepepeecTpauis Ha 6e3 nionsizae UA/5454/02/01

no 0,12 r, no 10 "TepHodhapm" "TepHodhapm" HeobMeXeHuli TepMiH. peuenma




hakTUUHOT 3MiHK Koay
ATX), "B3aemogis 3
HLWIMMK NiKapCbKUMK
3aco6amu Ta iHLWi BUan
B3aemMogijin",
"Oco611BOCTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
rogyBaHHs rpyan”,
"Mo6iuHi peakwyii"
BigNoBigHO A0
iHhopmaLii CTOCOBHO
6e3neku, sika 3a3HaveHa
B MaTepianiax
peecTpaLiniHOro fOChLE.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsgy,

Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
2. BYCTPUKC™ CcycneHsist A5 iH'ekyiin nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiH Benbris MepepeecTpavis Ha 3a He UA/14955/01/01
KOMBIHOBAHA 0,5 mn/po3y, no 1 gosiy Ekcnopt flimiteq, BputaHis Bionoaxikans C.A. HeobMeXxeHuli TepPMiH. peyenmom nionsizae
BAKUUHA ANA nonepefHL0
MPO®INTAKTUKN HanoBHEHOMY LUNPWLYj; OHoBEHO iHthopmaL,ito
OUOTEPII, NIPABLA, | no 1 nonepeaHso B IHCTPYKLi 4ns
KALLUJTHOKY HamnoBHEHOMY LNpULy Yy MeauyHoro
(ALENIONAPHUNA KOMM/IEKTI 3 IBOMA 3aCTOCYyBaHHA
KOMMOHEHT) rosikamu B nikapcbKoro 3acoby y
(AACOPBOBAHA, 31 | nnactukoBomMmy posginax
SMEHLUEHM KOHTeWHepi; no 1 "papmakoTepanesTuyHa
BMICTOM KOHTEWHepY y KapTOHHIl rpyna" (pegaroBaHo
AHTUrEHIB) KOpOoO6LL TeKCT po3giny 6e3




Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

3. BIHMOLUETUH Tabnetkv no 5 mr; no 10 ToBapucTBoO 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha 3a He UA/1272/02/01
Tabnetok y 6nictepi, no 06MEXEHO BMPOGHULTBA, HeobMeXeHuli TepMiH. peuyenmom nionsieae
3 6nicTepun B KOpoobUi BiAMNOBIAA/ILHICTIO KOHTPO/Ib SIKOCTI,

"[locnigHwii 3aBog, BUMYCK cepii: OHoB/eHo iHdhopmaL,ito
"rTHUOC" ToBapucTBO 3 B [HCTpyKUjto Ans
06MeXeHo Mean4Horo
BigNoBiga/bHICTIO 3acToCcyBaHHs
"[ocnigHnii 3aBog niKapcbKoro 3acoby y
"rHUACY, posginax
YKpaiHa, "lMpoTunokasaHHs ,
BCi cTagii "Oco6nmBocTi
BMPOGHMLTBA, 3aCcToCyBaHHA",
KOHTPO/Tb AKOCTI, "3acTocyBaHHs y nepiog,
BMNYCK cepil: BariTHocTi abo
TosapucTBO 3 roflyBaHHs rpyaa”
0bMexeHoto (yTO4YHeHHs), "3aaTHicTb
BignoBigasibHICTIO BM/MBATU Ha LUBUAKICTb
"®APMEKC peakuiii npy KepyBaHHi
reyn., aBTOTpaHcrnopToM abo
YkpaiHa,; IHLIMMKU MexaHismamn',
BCi cTagii "0iTn" (yTOUHEHHS),
BMPOGHMLITBA, "Mo6iuHi peakwyii"
KOHTPO/Ib SIKOCTI, BigNoBigHO A0
BUMYCK Cepii: OHOB/IEHOT IHdopmaLli
ToBapucTBao 3 wono 6esneku
06MmeXeHo 3aCTOCyBaHHA Aitoyol
BiANOBIAA/IbHICTIO PEYOBUHN.
"PapmaueBTnyHa
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KOpoo6Li

"B3aemogisi 3 iHWnMKn
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco61MBOCTi

Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
KOMNaHis MepiognyHIiCTb NOAAHHSA
"3p0pos'a”, perynspHo
YkpaiHa OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpainu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.
4. rAIMENIPUL NopoLLoK (cybcTaHuis) y TOB "KYCYM YkpaiHa LLlapoH Bio- IHAis nepepeecTpayis Ha - He UA/11427/01/01
nakeTax noggiiHMx PAPM" MeaucuH 14 HeobMeXeHui TepMiH niossieae
nonieTuneHoBux ans
thapmMaLeBTUYHOro
3aCTOCyBaHHSA
5. AEKCA-3400POB'A PO34MH NS iH ekui, 25 ToBapucTBo 3 Ykpaina ToBapwncTBO 3 YkpaiHa MepepeecTpauis Ha 3a He UA/15314/01/01
Mr/Mn Mo 2 M B aMnyni; obmexeHor 0bMexeHot HeobMeXeHuli TepMiH. peyenmom niosisieae
no 5 a6o 10 amnyny BiANOBIAA/ILHICTIO BiANoBigaIbHICTIO
KapTOHHiIn KOpooL,i 3 "hapmaleBTUYHa "®apmMaueBTNYHA OHoBEHO iHChopmaLito
neperopogkamu; no 2 KoMnaHis KoMnaHis B IHCTPYKUiT Ana
M B amnyni; no 10 "3p0pos A" "3p0pos " MeAnYHoro
amnyn y 6nictepi; no 1 3aCcTOCYBaHHA
6nicTepy y KapTOHHii nikapcbKoro 3acoby y
Kopob6Lj; no 2 Mn B posginax
amnyni; no 5 amnyny "®dapMaKosIoriyvHi
6nicTepi; no 1 abo 2 BnacTmBocCTi",
6nicTepy y KapTOHHIlA "TpoTunokasaHHsa",
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogysaHHa rpyanro”,
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakLii npu
KepyBaHHi
aBTOTpaHcrnopToM abo
IHWXMKW MeXaHi3amamm'",
"Cnocib 3acTocyBaHHs
Ta nosun", "MobivHi
peakuii" BianosigHo A0
iHchopmauii
pedyepeHTHOro
nikapcbKoro 3acoby
OEKCA/TIH® IH'EKT.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
dhapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

AIABETOH® MR 60
Mmr

Tabnetku 3
MoAMhiKkoBaHNM
BUBI/IbHEHHAM M0 60 Mr;
no 15 tabnetok y
6nicTepi; no 2 abo no 6,

Ne NABOPATYAP
CEPB'E€

®paHuis

Na6opaTopii
Ceps'e IHgacTpi,
PpaHuis;
Ceps'e (IpnaHgis)
IHgacTpic fta,

PpaHuin/
IpnaHgjsa

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.

OHoBEHO iHthopmaL,ito
B iHCTPYKLUIi Ans

3a
peyernmom

He
nionsieae

UA/2158/02/02
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
abo no 8 6nictepiB y IpnaHgis MeZNYHOro
KOpOOLLi 3 KAPTOHY 3aCTOCYyBaHHA
nikapcbkoro 3acoby B
po3sginax
"PapmMakoTepanesTuyHa

rpyna" (pegarysaHHs
TeKCTy 6e3 3MiHu Koay
ATX), "dapmakonoriyHi
BnacTmsocTi"
(peparyBaHHs TeKCTy),
"Moka3aHHA" (YTOUYHEHHSA
iHchopmaii 3 meTor0
6e3neyHoro
3acToCyBaHHs),
"B3aemogijs 3 iHWmmun
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemog;jit",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHsA y nepiog
BariTHoCTi abo
rogysaHHs rpyaaro”
(peparyBaHHs TeKCTy),
"Cnocib 3acTocyBaHHs
Ta o3un" (peparyBaHHs
TekcTy), "MoGiyHi
peakuji”, BignosigHo fo
mMaTtepianis
peecTpavuiiHoro AochLE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MiHicTepcTBa 0XOpoHK
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

LOIHAP

PO34unH NS iH ekyin 50
Mmr/mn no 2 ma a6o no 5
M B amnyni; no 10
amnyn y nauui 3
KapTOHy; No 2 Mn a6o no
5 mn B amnyni; no 5
amnyn y 6nictepi; no 2
6nictepn y nauui 3
KapTOHY

TOB HB®
“MIKPOXIM”

YkpaiHa

AT “©APMAK”,
YKkpaiHa
(BignoBsiganbHwuit
3a BUPOBHNLTBO
Ta
KOHTPO/b/BMNPOGY
BaHHS cepii, He
BK/IlOHAK0UM
BUMYCK cepil)
TOB HB®
“MIKPOXIM”
Ykpaina
(BignoBigansHwuii
3a BUNYCK cepil,
He BK/tOYaoun
KOHTPO/b/BUNPOGY
BaHHA cepir)

YKpaiva

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeNYHOro
3acToCcyBaHHSA
niKapcbKoro 3acoby y
po3ginax "lrNokasaHHs"
(yTouYHeHHs iHchopmauii),
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogysaHHa rpyanr”,
"Cnoci6 3acTocyBaHHs
Ta fo3n" (yTOUYHEHHS
iHcpopmawii), "ditn"
(yTouHeHHs iHdhopMavi),
"Mepepno3yBaHHsA",
"Mo6iuHi peakwyii"
BigNoBigHO A0
iHchopmauii
pedhepeHTHOro
niKkapcbKoro 3acoby
(Mekcngon, po3unH ans
iH'ekuii, 50 mr/mn, B
YkpaiHi He
3apeecTpoBaHmii).

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iCHEeHHS
dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’sA YKpaiHu Big 27

3a
peyenmom

He
nionsieae

UA/15275/01/01

13




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

EMEH/®

Kancynu no 125 mr +
Kancynm no 80 Mr KOM6i-
ynakoBka Mo 3 kancynu;
no 1 kancyni no 125 mr
+ 2 kancynu no 80 mry
6nicTepax y KapTOHHIM
o6ropTuj; no 1
KapTOHHIl 06ropTui B
KapTOHHI KopobLyi

Mepk Wapn i
Ooym IAEA Tm6X

LLiBefiuapis

Bupo6HuLTBO
Hepo3dacoBaHOl
npoaykuii Ta
KOHTPO/Tb AKOCTI:
Ankepmec ®apma
AlieneHg /114,
IpnaHgjs;
MepBrHHE/BTOPYH
He nakyBaHHs Ta
[103BiN Ha BMMYCK
cepil:

Mepk Wapn i
Joym B.B.,
Higepnanan

IpnaHgis/
Higepnanaun

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoB/eHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeNYHOro
3acTocyBaHHSA
nNiKapcbkoro 3acoby B
posginax
"PapmMakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHs TekCTy
6e3 3MiHn kogy ATX),
"®dapMaKoorivHi
BnacTueocTi"
(yTouYHeHHs iHchopmauii),
"B3aemopis 3 iHLWMMU
nikapcbknmy 3acobamu
Ta iHWi B1an
B3aemogiin",
"Oco6nuBocTi
3acTocyBaHHs","Cnoci6
3acTocyBaHHs Ta no3n”
(yTouHeHHs iHchopmauii),
"Mo6iuHi peakwyii"
BigNoBigHO A0
marepianis
peecTpauiiHoro JoChbE.

MepioAnyHICTb NOAAHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/4525/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

EHTEPOCIMA3MIN

kancynu, no 15 kancyny
6nicTepi; no 1 a6o 2
6nicTepy B KAPTOHHIi
KOpOoO6LL

Anbtpacirma
®paHc

PpaHuis

Anbdpacirma
C.n.A.

ITanis

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
y po3ginax "rNokasaHHs",
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMU
nikapcbknmy 3acobamu
Ta iHWi B1an
B3aemogiit",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
roflyBaHHs
rpyaato” (yTouHeHHs
iHchopMawii), "3aaTHicTb
BMN/IMBATW Ha LIBUAKICTb
peaxuii npy KepyBaHHi
aBTOTPaHCNOPTOM abo
iHLWMMK
MexaHisMamMu" (yTOUHEHH
A iHdpopmadi), "Croci6
3aCTOCYBaHHsA Ta

6e3
peyenma

nionsieae

UA/11345/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

[031"(YTOUHEHHS
iHbopmawii),
"[iTn"(YTOYHEHHS
iHcbopmawii), "MobiyHi
peakuii” iHCTpyKLUii ans
MefNYHOro
3acToCcyBaHHSA
niKkapcbKoro 3acoby
BiANoOBIAHO A0
OHOB/IEHOT iHdhopMaLii
oo 6e3sneku
3acTocyBaHHS Aitounx
PEYOBUH.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpOoHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

10.

EPYNHIN NNOC

Tabnetkv no 2 mr/0,625
mr, no 30 TabneTok B
6nicTepi; no 1 6nictepy
B laMiHOBaHOMY NakeTi;
no 1 nakeTy B KAPTOHHIl
KOpoO6LL

"neHmapk
PapmacboTVKan3
nra.

IHais

neHmapk
dapmacboTrKan3
nra.

IHais

MepepeecTpavis Ha
HeobMeXxeHuli TepPMiH.

OHoBEHO iHthopmaL,ito
B IHCTPYKLUi ANns
MeANYHOTO
3acToCyBaHHS
nikapcbKoro 3acoby y

3a
peyernmom

He
nionsieae

UA/14985/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
po3sginax
"TpoTunokasaHHsa",

"B3aemogijs 3 iHWmmun
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogiit",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogysaHHs rpyanro”,
"3aaTHiCTb BNAMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHCNoOpPTOM abo
iHWVMK MexaHizmamn®,
"Mo6ivHi peakuji”
BiANOBIAHO A0
iHchopmauii
ped)epeHTHOro
nikapcbKoro 3acoby
HONINPEN® 2,0
mr/0,625 wmr,
HONINPEN® ®OPTE
4,0 mr/1,25 wmr.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
dhapmakoHarnsagy,
3aTBEPAKEHOrO Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
3a3HaveHmMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

11. EPYMHIN NNOC Tabnetku no 4 mr/1,25 neHmapk IHAis neHmapk IHais MepepeecTpaLis Ha 3a He UA/14985/01/02

mr; no 30 TabneTok B PapmacboTVKan3 PapmacboTrKan3 HEOOMEXEHUIA TEPMIH. peyenmom nionsieae

6nicTepi; no 1 6nictepy nra. nrp.

B NlaMiHOBaHOMY nakeTi;
no 1 nakeTy B KAPTOHHIl
Kopoo6Li

OHoBEHO iHhopmaLito
B IHCTPYKLUi ANs
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHsa",
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocCTi abo
rogysaHHs rpyanro”,
"3aaTHiCTb BNAVMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHI
aBTOTPaHCNOPTOM abo
iHWMMK MexaHizmamn®,
"Mo6ivHi peakuji”
BiA4MNoBIgHO A0
iHchopmauii
pedyepeHTHOro
nikapcbKoro 3acoby
HONINPEN® 2,0
mr/0,625 wmr,
HONINPEN® ®OPTE
4,0 mr/1,25 wr.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa 0XOpOHU
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepioAnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
12. I30COPBIAY NOPOLLIOK KpUCTaTiuHWiA My6niyHe YkpaiHa WaHaoHr KesH KuTai nepepeecTpawis Ha - He UA/15248/01/01
MOHOHITPAT (cybeTaHuis) y akujioHepHe dapmac'ioTikan HeobMeXeHuin TepMiH nionsi2ae
PO3BEJEHUI (70% noaBiHNX TOBapuCTBO Ko., N1A.
Y NAKTO3I) nonieTuneHoBmx "HaykoBo-
naketax gns BMPOGHNUNIA
thapmMaLeBTUYHOro LeHTp
3aCTOCyBaHHA "BopLyariBcbKuii
XiMmiKo-
thapmaueBTUYHWI
3asof”
13. KAPAOMAH- TabneTkn, BKPUTI CaHoBenb Insy TypeuunHa CaHoBenb Insy TypeyunHa MepepeecTpauis Ha 3a He UA/14714/01/01
CAHOBE/1b NNiBKOBOK 060JIOHKOIO, CaHai Be CaHai Be HeobMeXeHuli TepMiH. peyenmom niosisieae

no 80 mr, no 14
TabneTtok y 6ictepi; No
2 abo 7 6nictepiB y
KOpPOG6Lii 3 KapTOHY

Tupxapet A.LL.

Tumxapet A.LL.

OHoBEHO iHChopmauito
B IHCTPYKUiT Ana
MeAnYHOro
3acToCyBaHHS
nikapcbkoro 3acoby y
po3ginax: "OcobamBocCTi
3aCcToCyBaHHA",
"3acTocyBaHHA y nepiof
BariTHocTi abo
rogyBaHHs
rpyaar”,"MoGivHi
peakuii” BianosigHo Ao
iHhopmauii woao
MeAnYHOro
3acToCyBaHHsA
pedyepeHTHOro
nikapcbkoro 3acoby
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

(AIOBAH®, TabneTku,
BKPWTI NNiBKOBOIO
060/10HKO10).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

14.

KAPAOMNAH-
CAHOBE/b

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0,
no 160 mr, no 14
Tabnetok y 6nictepi; no
2 abo 7 6nictepiB y
KOpPOOGLii 3 KApTOHY

CaHoBersib 1nay
CaHai Be
Tupgxapet A.LL.

TypeyunHa

CaHoBersib a4
CaHai Be
Tupxapet A.LL.

TypeyunHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
B IHCTPYKLU|i ANs
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginax: "OcobnmsocTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocCTi abo
rogyBaHHs
rpyaato”,"Mo6ivHi
peakuii" BianosigHo Ao
iHhopmauii woao
MeAnYHOro
3acTocyBaHHsA

3a
peyenmom

He
nionsieae

UA/14714/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

pedhepeHTHOro
niKkapcbKoro 3acoby
(OIOBAH®, TabneTku,
BKPUTI MNiBKOBOIO
060/10HKO10).

MepioanyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

15.

KAPOOMAH-
CAHOBE/1b

TabneTku, BKpUTI
nNiBKOBOK 060/I0HKOIO,
no 320 mr, no 14
TabneTok y 6nictepi; no
2 6nictepu y kopobu,i 3
KapTOHY

CaHosesb Inau
CaHali Be
Tugpxkapet A.LL.

TypeyunHa

CaHosersib Ingy
CaHai Be
Tumxapet A.LL.

TypeuunHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeNYHOro
3acTocyBaHHSA
niKapcbKoro 3acoby y
posginax: "OcobamBocTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogyBaHHs
rpyaato”,"Mo6ivHi
peakuii" BianoBigHo A0
iHchopmauii Wwoao

3a
peyenmom

He
nionsieae

UA/14714/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MeAn4YHOro
3acTocyBaHHs
pedyepeHTHOro

nikapcbKoro 3acoby

(QIOBAH®, Tabnetku,

BKPUTi NNiBKOBOIO
060/10HKO10).

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOrO Haka3om
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

16.

KOMBICAPT H

TabneTkn, BKPUTI
NNiBKOBOI 060JI0HKOHD,
no 5 mr/160 mr/12,5 wr,
no 10 TabneTtok y
6nicTepi; no 3 6nictepu
y nauui

AT "KI/I'I'BCbKI{II/I
BITAMIHHNW
3ABOL"

Ykpaina

AT "KI/I'I'BCbKI{II/I
BITAMIHH1N
3ABO4"

YkpaiHa

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.

OHoBEHO iHthopmaL,ito
B IHCTPYKLUi ANns
MeAnYHOro
3acToCcyBaHHS
nikapcbKkoro 3acoby y
posginax
"®dapMaKoorivHi
BnacTmsocTi"
(iHdbopmaLisa 3 6e3neku),
"MpoTunokasaHHs",
"B3aemogisi 3 iHWnMun

3a
peyernmom

He
nionsieae

UA/15124/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogiit",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoCTi abo
rogysaHHs rpyanro”,
"Cnoci6 3acTocyBaHHs
Ta gosmn" (iHdopmauis 3
6e3neku), "MobiuHi
peakuii" BianosigHo A0
OHOB/IEHOT iHhopMaLii 3
6e3neku gitoyoi
peyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

17.

KOMBICAPT H

TabneTku, BKpUTI
NAiBKOBOK 0O0/I0HKOIO,
no 10 mr/160 mr/12,5 wr,
no 10 Tabnetok y
6nictepi; no 3 6nictepn
y nayui

AT "KUIBCbKWIA
BITAMIHHUIA
3ABOJ"

YkpaiHa

AT "KUIBCBKMINA
BITAMIHHWA
3ABOJ"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
B IHCTPYKLU|i ANs
MeAn4yHoro

3a
peyenmom

He
nionsieae

UA/15125/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3acToCyBaHHSA
niKkapcbKoro 3acoby y
posginax
"®apmakonorivHi
BnacTmsocTi"
(iHdhopmauiist 3 6esneku),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMun
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemopiin",
"Oco6nuBoCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogysaHHA rpyaanr”,
"Cnoci6 3acTocyBaHHs
Ta gosun" (iHdopmauis 3
6e3neku), "MobiyHi
peaxuii” BignosigHo A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekun gitouoi
PeyoBUHN.

MepioanyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsagky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHUMn y
nepiognMYHoOCTI NogaHHsA

24




Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
perynsipHux 3BiTiB 3
6e3neku.
18. NOPATAAVH Tabnetkn no 0,01 r no AT "dapmak” Ykpaina AT "dapmak" YkpaiHa nepepeecTpavis Ha 6e3 nionsieae UA/5404/01/01
10 TabneTok y 6nictepi, HeobMeXeHwWi TepMiH peyenma

no 1 a6o 2 6nictepn y
hECI]

OHoBEHO iHthopmaL,ito
B IHCTPYKLUi ANns
MeAnYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby y
posginax: "OcobamBocCTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
roflyBaHHs rpyaa”
(YTO4HeHHs)), "3aaTHicTb
BMN/IMBATW Ha LIBUAKICTb
peakuji npy KepyBaHHI
aBTOTpaHcnopTom abo
IHLIMMK MexaHi3mamm®”,
"Mo6iuHi peakwyi"
BigNoBigHO A0
OHOBNEHOT iHhopMaLli 3
6e3nekun gityoi Ta
[OMOMKHUX PEYOBUH
NiKapcbKoro 3acoby.
MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
3a3HaveHmMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku

19. NOTAP® TabneTKU, BKPUTI ANKANOIL AL Pecny6nika AJIKANOIQ AL Pecny6ika MepepeecTpadjs Ha 3a He UA/11210/01/02

NNiBKOBOIO 060JI0HKOH), Ckon'e MiBHiYHaA Ckon'e MiBHiuHa HEOOMEXEHUIA TEPMIH. peyenmom nionsieae

no 100 mr, no 15 MakeoHis MakefoHist

Tabnetok y 6nictepi; no
2 6nicTepun y KapTOHHIi
Kopoo6Li

OHoBEHO iHhopmaLito
B IHCTPYKLUi ANs
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHsa",
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nuBocTi
3aCTOCyBaHHA",
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BigNoBigHO A0
OHOB/IEHOT iHdhopmaLlii 3
6e3nekun gitoyoi
pPeyoBUHY.
MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
3a3HaveHmMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

20. NOTAP® TabneTKU, BKPUTI ANKANOIL AL Pecny6nika AJIKANOIQ AL Pecny6ika MepepeecTpadjs Ha 3a He UA/11210/01/01

NNiBKOBOIO 060JI0HKOH), Ckon'e MiBHiYHaA Ckon'e MiBHiuHa HEOOMEXEHUIA TEPMIH. peyenmom nionsieae

no 50 mr, no 10 MakeoHis MakefoHist

Tabnetok y 6nictepi; no
3 6nicTepn y KapTOHHIi
Kopoo6Li

OHoBEHO iHhopmaLito
B IHCTPYKLUi ANs
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHsa",
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nuBocTi
3aCTOCyBaHHA",
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BigNoBigHO A0
OHOB/IEHOT iHdhopmaLlii 3
6e3nekun gitoyoi
pPeyoBUHY.
MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
3a3HaveHmMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

21. MAKCICOPB NOPOLLIOK A8 OpasibHOT TOB "YkpaiHcbka YkpaiHa MpAT "Bionik" YkpaiHa MepepeecTpaLis Ha 6e3 nionsieae UA/14999/01/01

cycneHsii; no 12ry hapmMaueBTUyHA HEOOMEXEHUIA TEPMIH. peyenma

donakoHi; no 1 donakoHy KOMMaHis"

B Mauuj; No 2 ry 6aHLi;
no 12 6aHok y nauuj; no
1 ry nakeTtuky; no 24
nakeTuky y nauj

OHoBEHO iHhopmaLito
y po3ginax "B3aemogisi 3
HLIMMKN NiKapCbKMK
3acobamu Ta iHWi Buau
B3aeMogjin" Ta
"Oco6nuBocTi
3acTocyBaHHs"
IHCTpYKUIii ans
MeAn4yHOro
3acTocyBaHHS
nikapcbKoro 3acoby
BigNoBigHO A0
OHOBJEHOT iHthopmaLLii
oo 6esneku
3acTocyBaHHs Aitoyoi
pPeyoBUHY.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepioAMYHOCTI NoAaHHS
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
perynsipHux 3BiTiB 3
6e3neku.
22, HEBIBAN TabneTkn no 5 mr no 10 AT "KMIBCbKUI YkpaiHa AT "KMIBCBbKUI YkpaiHa MepepeecTpauis Ha 3a He UA/4979/01/01
TabneTok y 6nictepi; no BITAMIHHMIA BITAMIHHW/ HeobMeXeHuli TepMiH. peyenmom nionsizae
2,3 abo 8 6nictepiB y 3ABOL" 3ABO4"
hECI]

OHoBEHO iHthopmaL,ito
B IHCTpyKU,ito AN
MeAnYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby y
posginax
"®dapMaKoorivHi
BractueocTi" ,
"B3aemopis 3 iHLWMMU
nikapcbknmy 3acobamu
Ta iHWi B1an
B3aemogiit",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogyBaHHa rpyaaro”
(yTouHeHHs iHdhopMavi),
"3aaTHiCTb BNAVMBaTK Ha
LIBWAKICTb peakLiii npu
KepyBaHHI
aBTOTPaHCNOPTOM abo
iHWMMK MexaHizmamn®,
"Cnoci6 3acTocyBaHHs
Ta fo3un" (YTOUHEHHS),
"OiTn" (yTOUHEHHS),
"Mepepno3yBaHHA",
"Mo6iyHi peakwyi"
BigNoBigHO A0
OHOBNEHOT iHhopMaLli 3
6e3nekn 3acTocyBaHHsA
Ait0Y0T PEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM

MiHicTepcTBa 0XOpOHU
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

23.

HOO®EH®

Tabnetku no 250 Mr no
10 TabneTok y 6nictepi;
no 2 6nictepu y nauui
KapTOHHii

AT «OnaiiHdhapm»

Nartsia

AT «OnaiiHchapm»

Natgis

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
B IHCTPYKLUi ANs
MeAn4yHOro
3acTocyBaHHS
nikapcbkoro 3acoby B
po3ginax
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogyBaHHa rpyaaro”
(yTouHeHHs iHdhopMavi),
"Mo6iuHi peakwyi"
BigNoBigHO A0
MaTtepianis
peecTpaLiniHOro JOChLE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpPOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi locTuii

3a
peyenmom

He
nionsieae

UA/3773/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

24.

OMEMPA3O0/ -TEBA

Kancynu
racTpope3nNCTeHTHi
TBepAi no 40 wmr; no 10
Kancyn y 6nictepi; no 3
6nictepy B KOPOOL

TeBa
dapmaLeBTikan
IHpacTpis /174,

I13painb

TeBa ®apma
C.Ny.

Icnanis

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeNYHOro
3acTocyBaHHSA
niKapcbKoro 3acoby y
posginax
"®apmakonorivHi
BNacTuBocCTi",
"MpoTunokasaHHs",
"B3aemogisi 3 iHWnMmn
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aemMogijin",
"Oco6nmBocTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
rogyBaHHs rpyan”,
"Mo6iuHi peakwyii"
BigNoBigHO A0
OHOB/IEHOT IHdopmaLli
L0410 6e3neku aitoyoi
pPeyoBUHY.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaky 3AiiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO HAKAa30M

3a
peyenmom

He
nionsizae

UA/15152/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3nek

25.

OMEINMPA3O/ -TEBA

Kancysnm
racTpope3nNCTeHTHi
TBepAi no 20 mr, no 10
Kancyny 6nictepi; no 3
6nicTepy B KOPOOL

TeBa
dapmaveBTikan
IHoacTpi3 /114,

13painb

TeBa ®apma
C.Ny.

IcnaHis

MepepeecTpavis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHthopmaL,ito
B IHCTPYKLUi ANns
MeAnYHOro
3acToCyBaHHsA
nikapcbKoro 3acoby y
posginax
"®dapMaKoorivHi
BNaCTVBOCTI",
"TpoTunokasaHHsa",
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyanro”,
"Mo6iyHi peakwyii"
BigNoBigHO A0
OHOBJEHOT iHthopmaLLii
o0 6e3sneku aitoyoi
PeyoBUHN.

MepioAnyHICTb NOAAHHSA
perynsipHo

3a
peyernmom

He
niosnsieae

UA/15152/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3nek

26.

OTPUBIH

Kpanni HasasbHi 0,05%,
no 10 mn y donakoHi 3
KpWLLKOO-NineTkoto, no 1
0N1aKoHY B KapPTOHHIl
nauui

'CK KoHcbtomep
Xenckep C.A.

LLiBeiiuapis

'CK KoHcbtomep
Xenckep C.A.

LBeiiuapis

MepepeecTpauis Ha
HeobMeXeHuin TepMiH

OHoBEHO iHhopmaLito
y po3ginax
"Oco6nuBocTi
3aCTOCyBaHHA",
"3aaTHiCTb BNAVMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHI
aBTOTPaHCNOPTOM abo
iHWVMK MexaHizmamu®,
"Cnoci6 3acTocyBaHHs
Ta gosu", "ditn"
(mopatkoBe
3aCTEPEXEHHS),
"Mepepno3yBaHHsA",
"Mo6iuHi peakwyii"
IHCTpYKUIiT Ans
MeNYHOro
3acTocyBaHHSA
niKkapcbKoro 3acoby
Bi4MNOBIgHO A0
mMarepianis

6e3
peyenma

He
nionsieae

UA/5206/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

peecTpauiiHoro JoChbE.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOr O 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34jiACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cCTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

27.

OTPUBIH

Kpanni HasanbHi 0,1%,
no 10 mn y dpriakoHi 3
KpWLLKOO-NineTkoto, no 1
hnakoHy B KApPTOHHIl
nauuj

'CK KoHcblomep
Xenckep C.A.

LLiseiuapis

"CK KoHcblomep
Xenckep C.A.

Lseiuapis

MepepeecTpavis Ha
HeobMeXeHwWi TepMiH

OHoBEHO iHthopmaL,ito
y po3ginax
"Oco6nmBocTi
3aCcToCyBaHHA",
"3paTHiCTb BNMBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
IHLIMMKU MexaHismamn',
"Cnoci6 3acTocyBaHHs
Ta gosun”, "Aitn"
(oopatkoBe
3aCTEPEXEHHS),
"Mepepo3yBaHHA",
"Mo6ivHi peakuii”
IHCTpYKUIii ans
MefIM4HOro

6e3
peyenma

nionsieae

UA/5206/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3acToCyBaHHSA
niKkapcbKoro 3acoby
BiANOBIAHO A0
mMarepianis
peecTpauiiHoro 4ocCbeE.

MepioanyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

28.

MAHTEHON

Tabnetku no 100 mr, no
20 a6o 50, a6o 100
TabneToK y CKNsHoOMy
donakoHi; no 1 donakoHy
B KapTOHHIi nauui

mibe Mm6X
ApuHaiimiTTens

HimeuunHa

mibe MmM6X
ApuHaiimiTTens

HimeuunHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B [HCTpYKUii ans
MeNYHOro
3acTocyBaHHsA
niKapcbKoro 3acoby y
po3ginax "lMNokasaHHs"
(peparyBaHHs),
"Oco611BOCTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
roflyBaHHs
rpyaa0" (40NOBHEHHS

6e3
peyenma

nionsieae

UA/11523/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

iHchopmawii), " 3paTHicTb
BMN/IMBATW Ha LWBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopTom abo
IHLWIMMKU MexaHismamun',
"Cnoci6 3acTocyBaHHs
Ta fo3n" (YTOUHEHHS
iHbopmawii),
"MNepeno3yBaHHA"
BiAgNoBigHO A0
mMaTtepianis
peecTpavLiiiHoro AocChLE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

29.

NMnoAOPOXHUKA CIK

pianHa opasibHa, no 100
M1y dh/1aKOHI CKASTHOMY;
no 1 donakoHy B navi 3
KapTOHY

AT "ly6Hndpapm”

YkpaiHa

AT "ly6Hnchapm"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsgy,

6e3
peyenma

nionsieae

UA/4624/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

30.

PAHITUAVH-
JAPHULA

TabneTku, BKpUTI
nNiBKOBOK 060I0HKOIO,
no 150 wmr; no 10
Tab/1eTOK Y KOHTYPHIl
YapyHKOBIli ynakoBLii; no
1 a60 Mo 2 KOHTYpPHi
4apyHKOBi YNakoBK/ B
nauuj

MpAT
"PapmaueBTuyHa
thipma "AapHnus"

YkpaiHa

MpAT
"®apmaueBTMyHa
dipma "apHmug”

YKpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoB/eHo iHdhopmaL,ito
B [HCTpYKUii ans
MeNYHOro
3acTocyBaHHsA
niKapcbKoro 3acoby y
posginax
"PapmMakoTepanesTuyHa
rpyna" (YyTOUHEHHs),
"MpoTunokasaHHs",
"Oco6nuBocTi
3aCToCyBaHHA",
"Mepepno3yBaHHsA",
"Mo6iuHi peakwyii"
BigNoBigHO A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekn 3acToCyBaHHs
LitoY0i Ta AONOMDKHUX
PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsgy,

3a
peyenmom

He
nionsieae

UA/4934/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

31.

PEBMOKCUKAM®

PO34mnH ANs iH'ekuin 1 %
no 1,5 mn B amnyni; no 3
abo 5 amnyn y 6nictepi;
no 1 6nictepy y nauui;
no 1,5 mn B amnyni; no 5
amnyn y nauui

AT "dapmak”

YkpaiHa

AT "dapmak"

YKpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoB/eHo iHdhopmaL,ito
y posginax: "Bsaemogis
3 iHWYMU NiKapcbKuMn
3aco6amMu Ta iHWi Buan
B3aemogiin”, "Cnoci6
3acTocyBaHHA Ta fosn”
(pepaxuiliHi npaskw),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyi"
IHCTpyKUIii ans
MeAnYHOro
3acToCcyBaHHS
nikapcbKoro 3acoby
BiANoBiAHO 0 6e3nekn
3acTOCyBaHHSA Aitoyoi
PeyoBWHN.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa 0XOpOHU

3a
peyenmom

He
nionsieae

UA/0759/02/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

32.

PEKCETUH®

TabneTku, BKpUTI
NAiBKOBOK 0O0I0HKOIO,
no 20 mr no 10 TabneTok
y 6nicTepi; no 3
6nicTepy B KapPTOHHIi
ynaKkoBLi

BAT "TegeoH
Pixtep"

YropLmHa

BAT "TeneoH
Pixtep"

YropLmHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
B IHCTPYKLUi ANs
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3gini "Mo6iuHi peakuii”
BigNoBigHO A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekun gitoyoi
pPeyoBUHY.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaaky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHU

3a
peyenmom

He
nionsieae

UA/3911/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
33. PEKYTAH po3umH no 100 mny ToBapucTso 3 Ykpaina KOHTPO/Ib SIKOCTI, YkpaiHa MepepeecTpavis Ha 6e3 nionsieae UA/5120/01/01
donakoHi, no 1 conakoHy obmexeHo BUMYCK cepii: HeobMeXeHuli TepPMiH. peyenma
B KOPOOGLi 3 KAPTOHY BiANOBIAANILHICTIO ToBapucTBO 3
"[locnigHwin 3aBog, 06MexeHoto MepiognyHiCTb NOAaHHSA
"rHyac BiANOBIAA/IbHICTIO perynsipHo
«JlocnigHwii 3aBog, OHOB/IIOBAHOrO 3BITY 3
FHUC», 6e3neku, BignoBigHO A0
YkpaiHa; Mopsaky 34iACHEHHS
BCi cTagii thapmakoHarnagy,
BMPOGHMLITBA, 3aTBEPAKEHOr0 Haka3om
KOHTPO/Ib SKOCTI, MiHicTepcTBa 0XOpoHK
BMNYCK cepil: 3[10pOB’A YKpaiHu Big 27
TosapucTBO 3 rpyaHa 2006 poky Ne
0bMexeHoto 898, 3apeecTpoBaHoro B
BignoBigasibHICTIO MinicTepcTsi tocTuuii
«PapmaLeBTUiHa Ykpainu 29 ciuHa 2007
KoMnaHis poky 3a Ne 73/13340 (y
«300p0B’A», pefakuii Hakasy
Ykpaina MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiogMYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.
34. COHANAKC® 10 MI TabneTkn, BKPUTI TOB «BAYLU Ykpaina dapmsaBog, Monbwa MepepeecTpauis Ha 3a He UA/4499/01/01
060/10HKO0, No 10 Mmr; XENC» €nba A.T. HeobMeXeHuli TepMiH. peyenmom nionsi2ae

no 30 Tabnetok y
6nicTepi; no 2 6nictepn
B KapTOHHIi1 kopobui

OHoBEHO iHChopmaLito
B IHCTpYKUii gns
MeAnYHOro
3acToCyBaHHs
nikapcbKoro 3acoby y
po3aini "OcobnunBocCTi
3acTocyBaHHS"
BiANOBIAHO A0
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

OHOB/IEHOT iHhopMaLii 3
6e3nekn 3acToCyBaHHs
[OMOMDKHUX PEYOBWH.
MepioanyHICTb NOAAHHSA

perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiHu Big 27

rpyaHs 2006 poky Ne

898, 3apeecTpoBaHoro B

MiHicTepcTBi tocTui
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y

pepakuii Hakasy
MiHicTepcTBa 0XOpoHK

3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO

3i cTpokamu,
3a3HaveHMn y
nepioANYHOCTI NOAAHHS

perynsipHux 3BiTiB 3

6e3neku.

35.

COHAMNAKC® 25 MI

TabneTku, BKpUTI
060/10HKO10, N0 25 Mr;
no 20 TabneTok y
6nicTepi; no 3 6nictepu
B KapTOHHIi1 kopobLi

TOB «BAYLL
XENC»

YkpaiHa

dapm3aBof,
€nbha A.T.

MonbLa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B [HCTpYKUii ans
MeNYHOro
3acTocyBaHHSA
niKapcbKoro 3acoby y
po3gini "OcobnnBocTi
3acTocyBaHHsA"
BigNoBigHO A0
OHOB/IEHOT iHdhopmaLlii 3
6e3nekn 3acToCyBaHHSA
[OMOMiXXHUX PEYOBYH.
MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34jiACHEHHS

3a
peyenmom

He
nionsieae

UA/4499/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

36.

cynbniPnpg -3H

Tabnetky no 50 mr no 10
TabneTok y 6nictepi; no
2 abo 3 6nictepn y
KOpOoO6LL

TOB "Xapkiscbke
hapmaueBTUyHe
niANpMEMCTBO
"340poB'A
Hapogay"

YkpaiHa

TOB "XapkiBcbke
hapmaLeBTnyHE
niagnpyeMCcTBO
"340p0oB'Aa
Hapoay"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
B IHCTPYyKL,ito Ans
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginax “lNokasaHHa"
(yTouHeHHs),"MpoTunoka
3aHHsA", "B3aemogis 3
HLIMMKN NiKapCbKMK
3acobamu Ta iHWi Buan
B3aemMogijin",
"Oco6nuBocTi
3acTocyBaHHs", "OiTn"
(yTouHeHHs iHchopmauii),
"Mepepno3yBaHHA",
"Mo6iyHi peakuii”
Bi4MNOBIgHO A0
OHOB/IEHOT iHdhopMaLii
oo 6e3sneku
3acTOCyBaHHSA Aitoyoi
PeyoBUHN.

MepioAnyHICTb NOAAHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/11476/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

37.

cynbniPng -3H

Tabnetky no 200 mr no
10 TabneTok y 6nictepi;
no 1 a6o 2 6nictepn y
KOpOoO6LL

TOB "Xapkiscbke
hapmaueBTUyHe
niANpMEMCTBO
"340poB'A
Hapogay"

YkpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AKOCTI,
BMNYCK cepil:
ToBapucTBO 3
0bMeXxeHo
BignoBigabHICTIO"
XapkiBcbke
thapmaLeBTUUHe
nigNpPUEMCTBO
"340poB'a
Hapoay",
YKpaiHa,;

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AKOCTI:
ToBapucTBO 3
06MexXeHo
BignoBigasibHICTIO
"®apmMaueBTnYHa
KoMnaHis
"3p0pos'a”,
Ykpaina

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
B IHCTpYyKL,ito Ans
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3sginax “lNokasaHHa"
(yTouHeHHs),"MpoTunoka
3aHHsA", "B3aemogis 3
HLUIMMKN NiKapCbKMK
3acobamu Ta iHWi Buau
B3aemMogijin",
"Oco6nuBocTi
3acTocyBaHHs", "OiTn"
(yTouHeHHs iHchopmauii),
"Mepepo3yBaHHA",
"Mo6ivHi peakuii”
Bi4MNOBIgHO A0
OHOB/IEHOT iHdhopMaLii
oo 6e3sneku
3acTOCyBaHHSA Aitoyoi
PEYOBUHMW.

3a
peyenmom

He
nionsieae

UA/11476/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

38.

TEOTAPL

Karncynu nposioHroBaHol
4ii no 200 wr; no 10
Kancyn y 6nictepi; no 4
6nicTepy B KAPTOHHIi
KOpOoo6L

KPKA, a.4., Hoso
MEeCTO

CnoseHis

BUPOGHMLTBO
(nennet Ta
KancysoBaHHs),
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta
BWMYCK CepiiA:
KPKA, a.4., HoBo
MecTo, CroBeHis;
BVMPOGHMLTBO
(nennet Ta
KancynoBaHHs) Ta
KOHTPO/b Cepiii:
Temnep IpnaHgis

CnoseHisi/
IpnaHgis/
HimeuunHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
y po3ginax "B3aemogisi 3
HLIMMKN NiKapCbKMK
3acobamu Ta iHWi Buan
B3aemMogijin",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHs

rpyaaro” (yTouHeHHs
iHcbopmawii), "Cnocio

Nta., Ipnangis; 3aCTOCYBaHHA Ta
nepBuHHe Ta [031"(YTOUHEHHSA
BTOPUHHE iHchopmauii),
naxkyBaHHs: "Mepepno3yBaHHA",
Csic Kanc Mmb6X, "Mo6iyHi peakwyi"
HimeuyunHa iHCTpyKUii ans

3a
peyenmom

He
nionsieae

UA/4377/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MeAn4YHOro
3acTocyBaHHs
nikapcbKoro 3acoby
BigMNoBigHO A0
OHOBJ1EHOT iHthopmaLLii
oo 6esneku
3acTocyBaHHs Aitoyoi
PeyoBUHN.

MepioanyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

39.

TOPAJIB

Tabnetkv no 10 mr; no
10 TabneTok y 6nicTepi;
no 3 a6o no 9 6nictepis
B nauuj

TOB "®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeAnYHOro
3acToCcyBaHHSA
niKapcbKoro 3acoby y
posginax:
"®apmakonorivHi
BNacTuBocCTi",
"MpoTunokasaHHs",
"B3aemogisi 3 iHWnMun

3a
peyenmom

He
nionsieae

UA/11604/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o

nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogiit",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoCTi abo
rogysaHHs rpyanro”,
"3aaTHiCTb BNAMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHCNoOpPTOM abo
iHWVMK MexaHizmamn®,
"Cnoci6 3acTocyBaHHs
Ta gosu", "ditn"
(yTouYHeHHs iHchopmauii),
"Mepepno3ysaHHA",
"Mo6iyHi peakwyii"
BiAgNoBigHO A0
iHhopmauii woao
MefNYHOro
3acToCcyBaHHSA
pedyepeHTHOro
nikapcbKoro 3acoby
(TPNDAC® 10,
Tabnetku).

MepioanyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
37,0pOB'A YKpaiHu Big, 26

BepecHs 2016 poky Ne

996), CTaHOBUTb: 3rigHO

nocBi0OYEeHHs
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
40. TOPAAIB Tabnetkv no 10 mr; in TOB "®APMEKC YkpaiHa TOB "®APMEKC YkpaiHa MepepeecTpauis Ha - He UA/14736/01/01
bulk Ne 1000: no 1000 reyn" reyn" HeobMeXeHuli TepMiH. nionsizae
Tab/1eToOK Y NOABINHUX
nonieTuIeHoBmX MepiognyHICTb NOAaHHSA
nakeTax B M1acTVKOBUX perynsipHo
KOHTelHepax; in bulk Ne OHOBJIOBAHOTO 3BITY 3
22000: no 22000 6e3neku, BiANOBIAHO A0
Tabs1eToK y NoABiHUX Mopsaky 34iACHEeHHS
nonieTNeHoBUxX dhapmakoHarnsgy,
nakeTax B Na1acTMKOBMX 3aTBEPAKEHOr0 Haka3om
KOHTelHepax MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiogMYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.
41, PAPECTOH Tabnetkn no 20 mr; no OpioH diHNsAHAIA BuUpOGHKK, Lo DiHnAHgIA MepepeecTpauis Ha 3a He UA/4251/01/01
30 TabneTtok y donakoHi; KopnopeiiwH 3[iiCHIOE BCi HeobMeXeHuli TepMiH. peyernmom nionsizae

no 1 donakoHy B
KapTOHHiIin KopooL,i

BMPOGHUUI cTag;l,
3a BUHATKOM

OHoBEHO iHChopmaLito

BUNYCKY cepii: y po3sginax:
OpioH "Moka3saHHA",
KopnopeLwuH, "3acTocyBaHHA y nepiog
DiHNaHAIS; BariTHOCTi abo
Bupo6HuK, Lo roflysaHHs rpyaao”
3[ilicHI0E (yTouHeHHs), "Cnoci6
BUPOGHMNLTBO i 3acTocyBaHHA Ta fo3un"
KOHTPO/Ib AIKOCTI: (peparyBaHHs TEKCTY)
OpioH IHCTPYKUIiT Ans
KopnopeiiiH, MeAn4yHoro
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

DiHNAHAIA;
Bupo6HYK, Lo
3[jiicHIOE
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUNYCK
cepii:

OpioH
KopnopeiLuH,
diHNAHAIA

3acToCyBaHHSA
niKkapcbKoro 3acoby

BiANOBIAHO MaTepianis

peecTpauiiHoro JoChbE.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpOoHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

42,

DAPECTOH

Tabnetkn no 60 mr; no
30 TabneTtok y donakoHi;
no 1 cpnakoHy B
KapTOHHI kopobuj; no

OpioH
KopnopeiiwH

PiHNAHAIA

Brpo6HuK, Lo
3[ilicHIOE BCi
BMPOGHUYI cTagjl,
3a BUHATKOM

PiHnaHgia/
Ykpaina

MepepeecTpavis Ha
HeobMeXxeHuli TepPMiH.

OHoBEHO iHthopmaL,ito

60 TabneToK y ch1akoHi; BWMYCKY Cepil: y po3ginax:
no 1 cpnakoHy B OpioH "Moka3saHHA",
KapTOHHI Kopo6Lyi KopnopefiwH, "3acTocyBaHHs y nepiog
DiHNAHAIA; BariTHOCTi abo
Bupo6HYK, Lo rogyBaHHs rpyaar”
3filicHI0E (yTouHeHHs), "Cnoci6
BMPOBHMNLTBO i 3acTocyBaHHA Ta fo3un"
KOHTPO/Ib SIKOCTI: (peparyBaHHs TEKCTY)
OpioH IHCTpYKUIii ans
KopnopeiLuH, MeAn4yHOro
PiHNAHAIA; 3acTOCyBaHHSA
Brpo6HuK, Lo nikapcbKoro 3acoby
3[iiCHI0E BiANOBIgHO MaTepianis

3a
peyernmom

He
nionsieae

UA/4251/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
nepBuHHe Ta peecTpaLiiHoro 4oCbeE.
BTOPVHHE
nakyBaHHs, BUMYCK MepioAgnyHiCTb NoAaHHA
cepii: perynsapHo
OpioH OHOBJ/IOBAHOIO 3BITY 3
KopnopeiiwH, 6e3neku, BiANOBIAHO A0
DiHNAHAIA; Mopsaky 34jiACHEHHS
Bupo6HYK, Lo hapmakoHarnagy,
3ailicHioe 3aTBEPKEHOrO HakasoM
BTOPUHHE MiHicTepcTBa 0XOpOoHU
nakyBaHHs, 3[10pOB’A YKpainu Big 27
KOHTPO/Ib AKOCTI rpyaHa 2006 poky Ne
Ta BUMyCK cepii: 898, 3apeecTpoBaHoOro B
ToBapucTBO 3 MiHicTepcTsi tocTuuii
06MexeHoto YkpaiHu 29 ciyHs 2007
BiANOBIAA/IbHICTIO poky 3a Ne 73/13340 (y
“Kycym ®dapm”, pefakuii Hakasy
YkpaiHa MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cCTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
43. DPAPECTOH Tabnetkv no 60 mr; in OpioH PiHNAHAIA Brpo6HuK, Lo PiHNAHAiA MepepeecTpauis Ha - He UA/14147/01/01
bulk: no 60 TabneTok y KopnopeiiwH 3[iiCHIOE BCi HeobMeXeHuli TepPMiH. nionsizae

hnakoHi; no 10
bN1aKoHiB y rpynosil
ynakosLj; no 32
rpPynoBuX yNakoBKv B
TPaHCMOPTHIli ynakoBLyi

BMPOGHUYI cTagjl,
3a BUHSATKOM
BWMYCKY Cepil:
OpioH
KopnopefiwH,
DiHNAHAIA;
Bupo6HYK, Lo
3[ilicHI0E
BMPOGHMWLITBO i
KOHTPO/Ib AKOCTI:
OpioH
KopnopefiwH,
PiHNAHAIA;
Brpo6HuK, Lo
3[ilicHI0E
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1, BUNycK

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuua 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB's YKpaiHu Big 26
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no 1 KoHTeliHepy B
nauui; no 10 TabneTok y
6nicTepi; no 5 6nictepis
y nauui

BHeceHO OHOBNEHY
iHchopmawito B
IHCTpyKLUito Ans

MeAnYHOro
3acTocyBaHHsA
nikapcbkoro 3acoby Ao
po3ainis "B3aemogis 3
IHLIMMKN NiKapCbKMK
3aco6amMu Ta iHWi Buan
B3aemogiit",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogyBaHHa rpyaaro”
(AonoBHeHO
iHchopmauito 3 6esneku),
"Cnocib 3acTocyBaHHs
Ta 0o3un" (YTOUHEHHS),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BigNoBigHO A0
OHOB/IEHOT iHdhopmaLlii 3
6e3nekun gitoyoi
PeyoBVHM NiKapCbKOro
3acoby.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iCHEeHHS
dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’sA YKpaiHu Big 27

Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o

yrnakoska) nocsioYyeHHs

cepii: BepecHs 2016 poky Ne

OpioH 996), CTaHOBUTb: 3rigHO

KopnopeiLuH, 3i cTpokamum,
DiHnAHAA 3a3HavYeHMU y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
44, ®OJIIEBA KNC/TIOTA | Ttabnetkv no 1 mr, no 50 MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa MepepeecTpaLis Ha 3a He UA/4380/01/01
TabneTokK y KOHTelHepi; HEOOMEXEHUIA TEPMIH. peyenmom nionsieae
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

45,

DONIEBA KUCNOTA

Tabnetku no 5 mr, no 50
Tab/1eTOK Y KOHTEHEPI;
no 1 KoHTelHepy B
nauyi; no 10 TabneTok y
6nicTepi; no 5 6nictepis
y nauui

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YKpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

BHeceHO OHOBEHY
iHdhopmawito B
IHCTpYyKLUito Ans
MeAn4yHOro
3acTocyBaHHS
nikapcbkoro 3acoby ao
po3gainis "B3aemogis 3
HLWIMMK NiKapCbKUMK
3aco6amu Ta iHLWi BUan
B3aemMogijin",
"Oco611BOCTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
roflyBaHHs rpyaa”
(nonoBHeHO
iHbopMmawito 3 6e3nekn),
"Cnoci6 3acTocyBaHHs
Ta f03n" (YTOUHEHHS),
"Mepepno3yBaHHA",
"Mo6iyHi peakwyii"
BigNoBigHO A0
OHOBNEHOT iHhopMaLli 3
6e3neku gjiroyoi
PEeYOoBVHM NMiKapCbKOro
3acoby.

MNepiognyHICTb NOAAHHSA

3a
peyenmom

He
nionsieae

UA/4380/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
dhapmakoHarnsagy,
3aTBEPKEHOrO HakasoM
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

46.

POPMOTEPON
IBIXEUNTEP

NOPOLLIOK AN iHranauin
12 mkr/go3a no 120 go3
(12 mkr/posy) B
iHranATopi 3 3aXMCHUM
KOBMAYKoM y
namiHoBaHOMYy MakeTi,
no 1 namiHoBaHOMy
nakeTy B KAPTOHHIli
Kopo6ui; no 120 po3 (12
MKr/A03y) B iHransTopi 3
3aXMCHUM KOBMAa4KoM y
namiHoOBaHOMYy MakeTi,
no 1 namiHoBaHOMy
nakeTy Ta 3axMCHOMY
KOHTEeWHepy Ans
iHransATopa B KAPTOHHIl
Kopoo6Li

OpioH
KopnopeiiwH

PiHNAHAIA

OpioH
KopnopeiiwH

PiHNAHAIA

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,

3a
peyernmom

He
nionsieae

UA/14856/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
3a3HaveHmMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku

47. ®OCDOLVH rpaHy/in 4nsi opasibHOro PapmaLeBTUYHA Mpeuis NabiaHa IcnaHis MepepeecTpaLis Ha 3a He UA/15015/01/01

po3umHy no 3 ry caule; KoMnaHis "BokaTe dapmacbloTikanc, HEOOMEXEHUIA TEPMIH. peyenmom nionsieae

2 cawe 3 rpaHynamu y C.A" C.JLYy.

KOpOOLi 3 KAPTOHY

OHoBEHO iHhopmaLito
B IHCTPYKLUi ANs
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3sginax:
"®apMaKoorivHi
BN1ACTUBOCTI",
"Moka3aHHA" (YTOUHEHHS
iHdbopmawii), "B3aemogis
3 iHWYMU NiKapcbKuMn
3aco6amMu Ta iHWi Buan
B3aemogiit",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogysaHHa rpyanro”,
"3paTHICTb BNAMBATU Ha
LIBMAKICTb peakLii npu
KepyBaHHi
aBTOTpaHcnopTom abo
IHWXMKN MeXaHi3amamm",
"Cnocib 3acTocyBaHHs
Ta gosu", "AOitn"
(yTOUHEHHS
iHcbopmawii) ,
"Mepepno3yBaHHA",
"Mo6iyHi peakwyii"
BigNoBigHO A0
iHhopmauii woao
MeNYHOro
3acToCcyBaHHSA
pedyepeHTHOro
nikapcbKoro 3acoby
(MOHYPA, rpaHynu
ANSA opasibHOro
PO3UUHY).
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MepiognyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpainu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

48,

DPYKTO3A

NopoLLoK (cybcTaHuis) y
NonieTNNEeHOBNX
naketax gns
thapmaueBTUYHOrO
3aCcTOCyBaHHS

LWnusaukyaH Xya
Key
dapmacboTukan
KO., NTA.

Kutait

nusauxyaH Xya
Key
PapmacboTnKas
KO., NT4.

Kutaii

nepepeecTpavjis Ha
HeobMeXeHui TepMiH

He
nionsieae

UA/14987/01/01

49.

DYPALOHIH

Tabnetku no 100 mr, no
10 TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHIN navuyj

AT «OnaiiHchapm»

Narteis

AT «OnaiiHchapm»

NatBis

MepepeecTpauis Ha
HeobMeXeHuli TepMiH.

OHoBEHO iHChopmaLito
y po3ginax
"®apMaKoorivHi
BnacTneocTi"
(yTouHeHHs iHdhopMauii),
"TpoTunokasaHHsa",
"B3aemogisi 3 iHW1MKn
nikapcbkuMn 3acobamu
Ta iHWi BUAn
B3aemogiit", "Cnocio
3aCTOCyBaHHA Ta
[031"(YTOUHEHHSA
iHchopmauii), "MoGiyHi
peakui” iHCTpyKLUii Ans

3a
peyernmom

He
nionsizae

UA/3787/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MeAn4YHOro
3acTocyBaHHs
nikapcbKoro 3acoby
BigMNoBigHO A0
OHOBJ1EHOT iHthopmaLLii
oo 6esneku
3acTocyBaHHs Aitoyoi
PeyoBUHN.

MepioanyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

50.

LENEBPEKC®

Kancysm no 200 mr no
10 kancyn y 6nicTtepi; no
1, abo no 2, abo no 3
6nicTepy y KapTOHHIl
KOpooLL

Mdpaiizep IHk.

CLIA

Bupo6HuLTBO

npenaparty in bulk:

Heondhapma IHkK.,
CLUA;
Bupo6HMLTBO

npenapary in bulk:

Mdpaiizep
$apmactoTikans
NNC, CUWA,
Bunyck cepii,
nakyBaHHs,
MapKyBaHHS1,
KOHTPO/Ib SIKOCTI

CuwA/
HimeyunHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
y po3ginax
"®dapMaKoorivHi
BNaCTVBOCTI",
"TpoTunokasaHHsa",
"Oco6nuBocCTi
3actocyBaHHs", "Cnocio
3acTocyBaHHsA Ta go3n”,
"Mo6iyHi peakwyi"
iHCTpyKUii ans

3a
peyenmom

He
nionsieae

UA/4463/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
npvi BUNYCKY: MeAn4YHOro
P-®apm LxepmaHi 3acTocyBaHHsA

'm6X, HimeuunHa;
MakyBaHHS,
KOHTPO/b IKOCTI
npv BUNYCKY,
BUMYCK cepii,
MapKyBaHHS:
Mcpaiizep
MeHohek1ypyHr
[oitunen Mmo6X,
HimeuunHa

nikapcbKoro 3acoby
BigMNoBigHO A0
mMaTtepianis
peecTpavuiiHoro AochLE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

FeHepanbHUN aUpeEKTop
AnpekToparty chapmaueBTUHHOro 3a6e3nevyeHHsA
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MEPENIK

AopaTok 3
Ao Hakasy MiHicTepcTBa 0XOPOHU

300pOB’A YKpaiHu

Ne

NIKAPCbKUX 3ACOBIB, WOA0 AKNX MPOMOHYETLCA BHECEHHSA 3MIH 40 PEECTPALJIAHNX MATEPIANIB

mr/r no 250 mry
0fIHOA,030BOMY
KOHTeliHepi, no 6
04HO030BUX KOHTENHEPIB
y cawe, Ne6 (1 cawe) y
KapTOHHiiA KOpo6Li

marepianis: 3miHu | Tuny -
nofaHHs OHOB/IEHOTO
CepTucpikaTy BifnoBifHOCTI
€Bponeiickkin hapmakonei R1-
CEP 2007-206-Rev 00
(nonepepHs Bepcis RO-CEP 2007-
206-Rev 02) Big BXe
3aTBepMKeHOro BUpo6Huka Ercros
S.A., Icnania gna Adl
a3nTPOMILVHY gurigpaTy;
3MiHK | TUNY - NoAaHHA
oHoBneHoro CepTudikaty
BiAMOBIAHOCTI €EBpONENCHKIl
thapmakonei R1-CEP 2007-119-
Rev 03 (nonepepHs Bepcia R1-
CEP 2007-119-Rev 02) Bif BXe

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
1. ABOOAPT Kancysm M'siKi XXeslaTuHOBI nakcoCmiTKnsiiH Benvka InakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH A0 peecTpavlinHmx 3a peyenmom UA/1599/01/01
no 0,5 mr no 10 kancyny Ekcnopt fimiteq, BpuTaHis dapmacboTukans3 mMartepianis: 3mMiHu | TUNy - 3MiHa
6nicTepi; no 3 abo no 9 C.A. Ha3Bu BUPOGHKKa AD| [lyTactepug,
6nicTepiB B KAPTOHHIl 3 SmithKline Beecham (Cork)
Kopooui Limited, IpnaHgisi Ha Thermo
Fisher Scientific Cork Limited,
IpnaHgis, 6e3 3MiHu Micus
BMPOOHULITBA
2. A3APTrA® Kpanni o4Hi, no 5 mny HoBapTic ®apma Al LLiBeliyapis AnkoH-KyBpbop Benbris BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/10400/01/01
chnakoHi-KkpanesbHUL marepianis: 3MiHU | TUMY - 3MiHK
"[Opon-TeiitHep®"; no 1 BHECeHO A0 IHCTpyKuii ans
donakoHy-KpanenbHuui y MeMYHOro 3acTocyBaHHsA
KOpOoO6Lii 3 KapTOHY nikapcbKoro 3acoby y po3gin
"Mo6ivHI peakyii" 3rigHo 3
OHOB/IEHOH IHGhOpMAaLiEto 3
6e3nekn 3acTocyBaHHS Aitoyoil
peyoBVHW. BBeAEHHSA 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBEPAKEHHS
3. A3SUNTEP® Kpanni O4Hi, po3unH, 15 Na6opaTtyap Tea PpaHuis Na6opaTtyap HOHiTep PpaHLis BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/16891/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aTBEPKEHOIO BUPOGHMKA
Jubilant Generics Limited, IHgis
ons A®l asutpomiuuHy avrigparty;
3MiHW | TUNY - BHECEHHSA
peAaKTopCbKNX YTOYHEHb Ta
npuBeAEHHSA Y BiANOBIAHICTL
onncy o4HOA030BOr0 KOHTelHepa
MiX Pi3HUMW YacTMHaMU MoAyniB 3
METO rapMoHisaujii; 3mMiHu | Tuny -
nofaHHsi OHOB/IEHOTO
CepTucpikaTy BignoBigHOCTI
€Bponeiickkili hapmakonei R1-
CEP 2007-119-Rev 04
(nonepegHs Bepcis R1-CEP 2007-
119-Rev 03) Big BXe
3aTBEPKEHOIO BUPOGHMKA
Jubilant Generics Limited, IHgin
ons A®l asutpomiuuHy avrigparty;
3MiHM | TUNYy - NnoAaHHsA
oHoBrieHoro CepTudpikarty
BiAANOBIAHOCTI EBpoNechkili
thapmakonei R1-CEP 2007-206-
Rev 01 (nonepepHs Bepcia R1-
CEP 2007-206-Rev 00) Big BXe
3aTBEPKEHOrO BUPOGHUMKA Ercros
S.A., IcnaHis gns A®|
asnTPOMILUHY Aurigparty; 3miHu |
TUNY - NOAAHHS OHOB/IEHOTO
CepTucpikaTy BignoBigHOCTI
€Bponeiickkili hapmakonei R1-
CEP 2007-119-Rev 05
(nonepegHs Bepcis R1-CEP 2007-
119-Rev 04) Big Bxe
3aTBEPKEHOIO BUPOGHMKA
Jubilant Generics Limited, IHgis
onsa A®l asutpomiuuHy gurigpaTy

AKCOTUNIH

PO34MH opanbHuiA, 100
mr/mn no 50 mn y
thnakoHi, no 1 donakoHy
pasoMm 3 [,03yBasibHUM
NPVUCTPOEM B NayLi

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BUPOGHNUNIA LLEHTP
"BopLuariBcbkuii
XimiKo-
thapmaLeBTUYHUI
3asofa”

Ykpaina

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHUYMIA LEHTP
"BopLyariBCbkuii
XiMiKO-
thapmaueBTUYHWI
3asofg”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapCbKOro 3aco6y 3 BHECEHHAM
iHchopMmauii Wwoao 3a3HaveHHs

OAVHULb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs 3MiH 0 po3ainy
“MapkyBaHHs" MKA 113.
3anponoHoBaHo: MapKyBaHHS.
BignosifgHoO A0 3aTBEpPKEHOrO

3a peyenmom

UA/15289/02/01
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SIKOCTi, BUNYCK
cepii); XeMOMOHT
[.0.0., YopHoropis

Loao 6e3nekn/edyeKTMBHOCTI Ta
(hapMakoHarsnsifly - OHOB/EHHS
TEKCTY MapKyBaHHs YNaKoBK/

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
TekcTy mapkyBaHHs. TepMiH
BBEJEHHS 3MiH: MPOTArom 6-Tu
MicALiB nicnsa 3aTBepAKEHHS 3MiH
5. AKTUNI3E® niodpinisat Ana posumHy BepiHrep IHrenbxaiim HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/2944/01/01
Ans iHdysiii no 50 mr; 1 IHTepHeLwHa TM6X IHrenbxaim ®apma marepianis: 3miHu | TUny -
thnakoH 3 niogpinizatom y M6X i Ko. KI' afantauis BUpobHuLTBa
KoMnekTi 3 1 chsriakoHOM BMXiAHOro MaTepiany «Mab 354 —
po3ynHHMKa (Boga Ans Column», L0 BUKOPUCTOBYETLCA Y
iH'ekuili) no 50 mny BUPOGHULTBI API; 3miHu | TNy -
KapTOHHI KOpooL; nepechpasyBaHHsl napameTpy
cneuudikaLii «30BHiLLHIl BUrNag»
Ana BuxigHoro matepiasty «Mab
354 - Column 3anponoHoBaHo:
«MonoyHo-6ina cycneHsis, 3 akoi
ocaf, MoXe LUBUAKO ocigaTu»
6. AKTUDEPUH Kpanni opasibHi, po34rH no TOB "TeBa YkpaiHa" YkpaiHa Mepkne 'v6X, Himeuunna BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/9254/01/01
30 MmNy donakoHi; no 1 HimeuyunHa marepianis: 3miHu | TUny -
h1akoHy y KopoobLi (ainbHUUSA, Aka NoAaHHA OHOB/IEHOTO cepTudikarty
BignoBigae 3a BiANOBIAHOCTI EBpoNecbKol
BMPOGHULITBO 3a chapmakonei ana APl 3anisa
MOBHWUM LMK/IOM); cynbgary rentarigpaty CEP No.
Mepkne 'v6X, R1-CEP 2007-369-Rev 02
HimeuyunHa (nonepegHs Bepcis CEP No. R1-
(ainbHUUSA, Aka CEP 2007-369-Rev 01) Big BXe
BignoBigae 3a 3aTBEPAKEHOr0 BUPOOHUKA Ta
[03BiN Ha BUMNYCK 3MiHa Ha3Bu BUPO6HKKa ADI 3 Dr.
cepii) Paul Lohmann GmbH KG Ha Dr.
Paul Lohmann GmbH & Co. KGAA
7. ANNbTAHOBA Ma3b Mo 25y Ty6i, no 1 My6niuHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2636/02/01
MA3b Ty6i y nauui TOBapucTBo "HayKoBo- akuioHepHe marepianis: 3MiHU | TUMY - 3MiHK
BMPOGHUYUIA LEHTP TOBapUCTBO Loao 6e3nekn/edreKTMBHOCTI Ta
"BopLuariBcbKuii "HaykoBo- hapmakoHarnsgy - OHOBMEHHSA
XiMiko- BUPOGHNUUIA LEHTP TEKCTY MapKyBaHHS ynakoBKu
hapmaLeBTUYHNI "BopLyariBcbKuii NiKapCbKOro 3acoby 3 BHECEHHAM
3aBof" XiMmiKo- iHbopMmauii Woao 3a3HaYeHHS
thapmaLeBTUYHWMIA OAVHMLb BUMIPIOBAHHSA Y CUCTEMI
3aBog" Sl. BHeceHHs 3MiH A0 po3ainy
“MapkyBaHHa" MKA N13.
3anponoHoBaHo: MapKyBaHHS.
BignoBigHo 40 3aTBEpKEHOrO
TEKCTY MapKyBaHHSA yNakoBKM.
TepMmiH BBefleHHS 3MiH NPOTArom 6
MiCALB Nicna 3aTBepApKEHHSs!
8. AMIHOCO/® pO34uH AN iHgysili no "Xemodpapm" ALl Cepbisa "Xemodhapm" AL, Cepbis/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/4102/01/02
HEO 15% 500 M1y naswwkax Cepbis (KOHTPO/b YopHoropis marepianis: 3MiHU | TUMY - 3MiHK

59




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(BMPOGHNLTBO
Hepo3dacoBaHoi
NPOAYKLUiT, NepBUHHA
Ta BTOPUHHA
ynakoBKa, KOHTPO/Tb
AKOCTI)

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH o po3giny
«MapkyBaHHA» MKHA 113;
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHsl. BBeAeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

AMIHOCTEPUN
H-FENA

pO34uH AN1s iHgy3ili; no
500 mn y donakoHi; no 10
(pNaKOHIB Y KAPTOHHIN
KopooLi

®peseHiyc Kabi
[Loiiunang MeX

HimeyunHa

®peseHiyc Kabi
AscTpia F'M6X

ABCTpIf

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUNy -
BBEEHHS 404ATKOBOI BUPOOHMYOT
ninbHuui EFEC TmoX / AGES
GmbH 3a agpecoto
BeeTtxoseHwTpacce 6, 8010 INpau,
ABcTpisi / Beethovenstrasse 6,
8010 Graz, Austria
BiNOBIAA/IbHOIO 3a KOHTPOJ/1b
nokasHuka «CtepunbHicTb» 13

3a peuenmom

UA/0948/01/01

10.

AHANBTH
4N AITER

Cyno3uTopii peKkTasibHi No
0,25 r no 5 cynosuTopiiB y
6nicTepi, no 2 6nictepu B
nauuj 3 KapToHy

MpuBaTHe akuioHepHe
TOBapMCTBO "Jlekxim-
Xapkis"

YkpaiHa

MpusaTHe
akujioHepHe
TOBapuCTBO

"Mlekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy - OHOBMEHHS

BXE 3aTBEPAKEHOro TEKCTY
MapKyBaHHS Ta BHECEHHS 3MiH [0
po3gainy MK4A. MponoHoBaHa
pegakuis: MAPKYBAHHA
BifgnosigHoO [0 3aTBEPKEHOTO
TEKCTY MapKyBaHHS. 3MiHK
BHECEHI B TEKCT MapKyBaHHs
YyNaKoBKM NiKapCbKoro 3acoby
LLIOAO 3a3HaYEHHS OANHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBefeHHSA 3MiH NPOTArom 3-x
MicsILLiB NiCNs 3aTBEPKEHHSA

3a peyenmom

UA/4014/01/02

11.

AHANBIH
ANa QITENA

Cyno3unTopii pekTasbHi No
0,25 r, in bulk: Ne1000: no
5 cynosuTtopiis y 6nicTepi,
no 200 6nicTepiB y ALMKY
3 rohpoKapToHy

MpuBatHe akLioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

Ykpaina

MNpuBaTHe
akuioHepHe
TOBapUCTBO

"Mlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS

BXE 3aTBEepPA)KEHOro TeKCTy

MapkyBaHHs in bulk: Ne1000: no 5

cynosuTopiiB y 6nictepi, no 200
6nicTepiB y AWMKY 3
rohpoKapToHy (BHECEHHS
no3HavyeHb OAVHNLb

BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
NiTep NaTuHCbKoro andgasity) Ta

UA/13821/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BHECEHHS 3MiH 40 po3ainy MKA.
MponoHoBaHa pegakuis:
MAPKYBAHHSA BignosigHo fo
3aTBEPKEHOrO TEKCTY
MapKyBaHHs. BignosiaHo fo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, WO A0AAETLCS.
3MiHV BHECEHI B TEKCT
MapKyBaHHS YMakoBKV Nikapcbkoro
3aco6y 040 3a3HaYeHHS
O4VHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs 3MiH NpOTAroM 3-X
MicsILiB Nicns 3aTBEPKEHHS

12.

AHECTE30/1®

cynosuTopii, no 5
cynosuTopiiB y 6nicTepi,
no 1 a6o 2 6nictepn B
nauvui

MprBaTHe akuioHepHe
TOBapuUCTBO "J1eKXiM-
Xapkis"

YKpaina

MNpuBaTHe
akujioHepHe

TOBapuUCTBO "J1EKXiM

- XapkiB"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/ed)eKTMBHOCTI Ta
chapmakoHarnsgy - OHOB/EHHS

BXE 3aTBEPKEHOr0 TEKCTY
MapKyBaHHS Ta BHECEHHS 3MiH [0
po3ainy MKA. MponoHoBaHa
pegakuis: MAPKYBAHHA
BignoBigHo [0 3aTBEPAKEHOTO
TEeKCTY MapKyBaHHs. 3MiHU
BHECEHI B TEKCT MapKyBaHHs
YyNaKoBKM NiKapCbKoro 3acooty
LLOA0 3a3HaYeHHS OAVHNLb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 3-x
MiCALiB Nicna 3aTBepIpKEHHS

6e3 peyenma

UA/7065/01/01

13.

AHECTES0/1®

cynosuTopii, in bulk: no 5
cynosuTopiiB y 6nictepi,
no 180 6nicTepiB y ALLMKY

MpuBaTHe akuioHepHe
TOBapMUCTBO "Jlekxim-
Xapkis"

YkpaiHa

MpusaTHe
akujioHepHe

TOBapuUCTBO "J1eKXiM

- Xapkis"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnisgy - OHOBMEHHS

BXE 3aTBEPAKEHOro TEKCTY
MapkyBaHHs in bulk: no 5
cynosuTopiiB y 6aictepi, no 180
6nicTepiB y ALWMKY (BHECEHHS
no3Ha4yeHb OAVHWLb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTtuHCbKoro andasity) Ta
BHECEHHS 3MiH [0 po3ainy MK4A.
MponoHoBaHa pepakuis:
MAPKYBAHHSA BignosigHo ao
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. BignosigHo fo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, WO A0AAETHCS.
3MiHN BHECEHI B TEKCT

MapKyBaHHS YMakoBKW NikapcbKoro

UA/7066/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3aco6y 040 3a3HaYeHHS
O4VHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. BBeieHHs 3MiH NpOTAroM 3-X
MicsILiB Nicns 3aTBEPKEHHS
14. AHTUrPUNIH TabneTky Wwunyui 3i TOB "bayw Xenc" YkpaiHa Hatyp MpoaykTt Monbuwa BHECEHHS 3MiH A0 peecTpaLinHmx be3 peyenma UA/8804/01/01
cMakom rpeiindpyTy; no Papma Cn. 3 0.0. marepianis: 3MiHU | TUMY - 3MiHW
10 TabneTok y Lofo 6e3nekn/edyeKTMBHOCTI Ta
nNacTyKoBOMY MeHani; no chapmakoHarnsgy - OHOB/EHHS
1 neHany B KAPTOHHIl TEKCTYy MapKyBaHHs ynakoBKu
nayui abo nayui-KoHBepTi NiKapCcbKoro 3acoby 3 BHECEHHAM
3 MPUCTOCYBaHHAM AN iHchopmauii Woa0 3a3HauYeHHs
niABiLLyBaHHs; no 6 OAVHNLb BUMIPIOBaHHSA Y CUCTEMI
TabneTok y ctpuni; no 1 Sl. BHeceHHs1 3MiH o po3giny
a6o 5 cTpuniB y KapTOHHIl MK$: MapkyBaHHs.
nauuj 3anponoHoBaHo: MapKyBaHHs.
BignoBigHo [0 3aTBEPAYKEHOTO
TEKCTY MapKyBaHHs. TepMiH
BBE/leHHs 3MiH - NPOTArom 6
MiICALB NicNna 3aTBePAKEHHS
15. APTINAND pO34uH A8 iHgysili, 42 TOB "APTEPIYM YkpaiHa MAT "lranuudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/17348/01/01

mr/mMn no 100 M y nasLwiLi
abo y chnakoHi, no 1
nnswLi abo dpnakoHy B
nauuj

nTar

marepianis: 3MiHu | TUNy -
BHECEHHS 3MiHW Yy peecTpauiliHe
Aocbke 113, a came OHOB/IEHHA
po3giny 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoploBasibHi
3ac006M Yy 3B'A3Ky 3 BHECEHHAM
YTOYHEHHS PO3MipiB (3arasibHa
BMCOTa KOBNayka) Ta po3wwmpms
JjianasoH gonycTUMMX BigxuneHb
po3MipiB (BHYTPIHIi giameTp Ta
30BHILLHIl AiameTp koBnauka) ans
KOBMaYKiB aItoOMiHIEBMX 3
NAacTMKOBOK HaKNafKo Mapkm
K-3-28 NH BupobHuka "Ctatyc".
Ockinbku gianasoH AonycTUMmUX
BiIXWN1EHb OCHOBHMUX PO3MipiB
KOBMaYKiB asTlOMIiHIEBUX 3
NNacTYKOBOK HAKNaAKOK Mapku
K-3-28 MH 6yB po3LwmpeHnii Ha
MaKkCUMasibHy BE/IMUNHY NnLle Ha
0,6 MM (BHYTPpILLHI giameTp
KoBnayka) a Ans iHwux po3mipis,
Ha 0,2-0,4 MM, Ui 3MiHM XXOAHUM
YNHOM He BMAVBaOTb Ha AKICTb
3aKynoproBaHHS N/IALWOK, L0
BUKOPVCTOBYIOTbCSA A1
BMPOGHULITBA iHDY3iliHOTO
po34nHy
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

16.

APTE/NIAK®

Kpansi O4Hi, po3unH 3,2
mr/mn, no 10 mn y
nakoHi 3 KpanesibHULEL;
no 1 pnakony 3
KpanesnbHULE B
KapTOHHI KOpoo6Li

TOB "bayw Xenc"

YkpaiHa

[Op. F'epxapf MaHH,
Xewm.-chapm. Pabpuk

m6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAa/IbHOT 3a
3AjiCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa

YMOBHOBaXEHOI 0CO6V 3as1BHMKA,

BiANOBiAa/IbHOI 3a
hapmakoHarnsag.

MponoHoBaHa pepgakuis: bapmiHa

aHHa OnekcaHpgpiBHa. 3miHa

KOHTaKTHUX A@HNX YNOBHOBaXKEHOI

ocobw, BigNOBiAa/IbHOT 3a
thapmakoHarnsg,. 3miHa Homepa
macTep-chaiina cuctemm
thapmakoHarnsgy

6e3 peyenma

UA/6038/01/01

17.

APYTUMON®

Kpansi 04Hi, po3yuH, 2,5
Mr/mn; no 5 mny
naacTMKOBOMY Ch/1aKOHi-

TOB "bayw Xenc"

YKpaiHa

Ap. F'epxapg MaHH,
Xewm-thapm. Padpuk
'mM6X, HimeuwunHa

HimeuumnHa/
PpaHLis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta

KanenbHuuji Bottelpack, (BMPOGHMLTBO thapmakoHarnsgy. BeegeHHs abo
AKUIA 3aKPMBAETHLCS 6asiky, nepBuHHe 3MiHW [0 y3arasibHEHUX JaHuX npo
KPWLLIKOIO, LLIO nakyBaHHs, cuctemy hapmakoHarnagy
HarBMHYyeTbCS, 3 BTOPWHHE (BBEAEHHSA y3araslbHEHVX AaHUX
npooGiiHykom; no 1 nakyBaHHs, npo cuctemy hapmakoHarnsgy,
donakoHy-KpanesbHuLi B aHasTITUYHI 3MiHa YNMOBHOBaXEHOT 0CO6M,
KapTOHHI Kopo6uj; no 5 BMNPOOYBaHHS, BiANOBIAA/IbHOI 32 34iiCHEHHS
M1y ¢hnakoHi, 3 BUNYyCK cepii); hapmakoHarnagy; KOHTaKTHoI
KpanesibHMUEer Ta Nab6opaTtopis 0co6u 3 hapmakoHarnsgy
FBYHTOBOIO KPWLLIKOIO; Nno 1 LLioBeH, ®paHuis 3aABHUKa A1 3MiACHEHHS
chnakoHy B KapTOHHilA (BMpPOGHNLTBO hapmakoHarnsagy B YkpaiHi, Ko
Kopobui 6asKy, NnepBrHHE BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
nakyBaHHs, oco6w, BignoBiAanbHOI 3a
aHaniTUYHI 3pjiicHeHHs chapmakoHarnagy
B/MNPOGYBaHHS) (BK/IOYAKOYM KOHTAKTHI AaHi)

3a peuenmom

UA/4073/01/01

63




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
hapmakoHarnsag.
MponoHoBaHa pepgakuis: bapmiHa
aHHa OnekcaHpgpiBHa. 3miHa
KOHTaKTHUX A@HWX YNOBHOBaXKEHOI
ocobw, BigNOBiAa/IbHOT 3a
thapmakoHarnsg,. 3miHa Homepa
macTep-chaiina cuctemm
thapmakoHarnsgy
18. APYTUMON® Kpansi 04Hi, po3yuH, 5 TOB "bayw Xenc" YkpaiHa [Op. F'epxapa MaHH, HimevuunHa/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/4073/01/02
Mr/M/; o 5 mny Xewm-thapm. Padpuk PpaHLis marepianis: 3MiHU | TUMY - 3MiHK
naacTMKOBOMY Ch/1aKOHi- 'mM6X, HimeuyunHa Lofo 6e3nekn/ed)eKTMBHOCTI Ta
KanenbHuuji Bottelpack, (BMPOGHNLTBO thapmakoHarnsgy. BeegeHHs abo
AKUIA 3aKPMBAETHLCS 6asiky, nepBuHHe 3MiHW [0 y3arasibHEHUX JaHuX npo
KPWLLIKOIO, LLIO nakyBaHHs, cuctemy hapmakoHarnagy
HarBMHYyeTbCS, 3 BTOPWHHE (BBEAEHHSA y3araslbHEHVX AaHUX
npooGiiHyKom; no 1 nakyBaHHs, npo cuctemy hapmakoHarnsgy,
donakoHy-KpanesibHuLi B aHasTITUYHI 3MiHa YNMOBHOBaXEHOT 0CO6M,
KapTOHHI Kopo6uj; no 5 BMNPOOYBaHHS, BiANOBIAA/IbHOI 32 34iiCHEHHS
M1y ¢hnakoHi, 3 BUNYycCK cepii); hapmakoHarnagy; KOHTaKTHoI
KpanesibHMUEer Ta Nab6opaTtopis 0co6u 3 hapmakoHarnsgy
FBYHTOBOIO KPWLLIKOHO; Nno 1 LLioBeH, ®paHuis 3aABHUKa A1 3MiACHEHHS
chnakoHy B KapTOHHilA (BMpPOGHNLTBO hapmakoHarnsagy B YkpaiHi, Ko
Kopobui 6asKy, NnepBrHHE BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
nakyBaHHs, oco6w, BignoBiAanbHOI 3a
aHaniTUYHI 3pjiicHeHHs chapmakoHarnagy
BMNPOGYBaHHS) (BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBiAa/IbHOI 3a
hapMmakoHarnsng,.
MponoHoBaHa pepakuin: bapmiHa
[aHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX OAaHUX YNOBHOBaXEHOI
oco6w, BignoBiaanbHOI 3a
thapmakoHarnsg. 3miHa Homepa
MacTep-thaina cuctemm
chapmakoHarnsgy
19. ACKOPBIHOBA | nopoluok (cy6cTaHuis) y MpuBaTHe akuioHepHe YkpaiHa Hopcect KnTaii BHECEHHS 3MiH O peecTpaLiiHmnx - UA/13204/01/01
KNCNOTA nakeTax 3 nonieTuneHy TOBapMCTBO "Jlekxim- dapmachboTikan marepianis: 3MiHu | TUny -
Ons hapmaueBTUYHOro Xapkis" pyn Ko., JlTA. BiAKPWUTTSA HOBOI BUPOBHUYOI
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aCTOCYBaHHS

AinbHULI BUpo6HKKa AdI, o
Ha/1eXuTb A0 TiEi camoi
BUPOBHUYOT rpynu.
MponaHoBa pegakuis.
Brpo6HuK(1) nikapcbkoro 3acoby:
Northeast Pharmaceutical Group
Co., Ltd., China No. 29, Shenxiliu
Dong Road, Economic Technology
Development District, Shenyang,
China HopcecTt ®apmacbtoTikan
Ipyn Ko., NiTg., Kutai
LWeHrkcuny foHr Poag, 29, 30Ha
EkoHOMIYHOrO Ta TEeXHO/OrYHOro
Po3Butky, LLeHsHr, Kutaii
BBeneHHs 3MiH NpOTAroM 6-Tu
MicALIB NiCNSA 3aTBEPLKEHHS;
3MiHK | TUNY - NpUBEAEHHSA
cneumadikalii KOHTPONtO Aitoyol
peyoBUHM A0 BUMOT MOHorpadii
€Bponeiicbkoi hapmakonel

20.

ACKOPBIHOBA
KACNOTA

PO34nH ANA iH'eKUili, 50
Mmr/mn, no 2 ma B amnyri;
no 10 amMnyn y KapTOHHiiA
nauui 3 neperopogkamu;
no 2 mna B amny/i; no 5
amnyn B 0gHO6IYHOMY
6nictepi, no 2 6nictepay
nadui; no 2 M1 B amnyni;
no 100 amnyn y KapTOHHIl
Kopo6Lii 3 neperopogxKamu

MpuBaTHe akuioHepHe
TOBapUCTBO "J1eKXiM-
Xapkis"

YkpaiHa

MpusaTHe
akuioHepHe
TOBapuCTBO

"Mlekxim-Xapkis"

YKkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3miHu | Tuny -
BiAKPUTTSA HOBOI BUPOBHUYOI
AinbHULI BUPOBHKKa AdI, Lo
HaeXuTb A0 TiEi camoi
BMPOGHWYOT rpynu.
MponaHosa pepakuis BupobHuk(n)
nitoyoi pevoBuHu: Northeast
Pharmaceutical Group Co., Ltd.,
China No. 29, Shenxiliu Dong
Road, Economic Technology
Development District, Shenyang,
China Hopcect ®apmachbtoTikan
Ipyn Ko., /1T4., Kutai LWeHrkenny
JoHr Poag, 29, 30Ha
EkoHOMIYHOro Ta TEeXHO/Or4YHOro
PosBuTky, LeHsHr, Kutaii.
BBeneHHA 3MiH NpoTArom 6-Tu
MicALIB NIiCNSA 3aTBEPLKEHHS;
3MiHK | TUNY - NpUBEAEHHSA
cneumaikavii KOHTPOO Aitoyol
peyoBuHM [0 BUMOT MOHOrpadii
€Bponeiicbkoi thapmakonei

3a peyenmom

UA/12847/01/01

21.

ACKOPBIHOBA
KACNOTA

po34uH ANa iH'ekuiid, 100
Mr/mn, no 2 mn B amnyi;
no 10 amnyn y KapTOHHIiA
nauuj 3 neperopogkamu;
no 2 mn B amnyni; no 5
amnyn B 0AHO6IYHOMY

MpuBaTHe akuioHepHe
TOBapuUCTBO "J1eKXiM-
XapkiB"

YKpaiHa

MNpuBaTHe
akuioHepHe
TOBapuCTBO

"JlekxiM-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNy -
BiAKPWTTSA HOBOI BUPOOHUYOI
AinbHULI BUpo6HKKa AdI, o
HanexuTb Jo Tiel camoi
BMPOBHMYOT rpynu.

3a peyenmom

UA/12847/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
6nicTepi, no 2 6nictepay MponaHoBa pefakuis BupobHuk(n)
nauuyj; no 2 mna B amnyni; aitoyoi pevoBuHu: Northeast
no 100 amnyn y KapTOHHiIl Pharmaceutical Group Co., Ltd.,
KopobLi 3 neperopogkamu China No. 29, Shenxiliu Dong
Road, Economic Technology
Development District, Shenyang,
China HopcecTt ®apmacbtoTikan
I'pyn Ko., NiTa., Kutaii LeHrkcuny
[oHr Poag, 29, 30Ha
EkoHOMIYHOrO Ta TEeXHO/OrMNYHOro
Po3BuTky, LLeHsHr, Kutaii.
BBeneHHs 3MiH NpOTAroM 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHK | TUNY - NpUBEAEHHSA
cneumadikalii KOHTPONtO Aitoyol
peyoBUHM A0 BUMOT MOHorpadii
€Bponeiicbkoi hapmakonei
22. ACTPIA TabneTkun, BKPUTI TOB "AcTpachapm" YkpaiHa TOB YkpaiHa BHECEHHS 3MiH O peecTpaLifiHnX 6e3 peyenma UA/15979/01/01
NAiBKOBOK 060J10HKOHD, MO "ACTPAGAPM" MaTepiasiB: 3MiHU | TUMy - 3MiHK 3
5 wr; no 10 TabneTok y SKocTi. [oTOBWIA Nikapcbkuii 3aci6.
6nicTepi; no 1 6nictepy B 3MiHN Yy BUPOGHMLTBI. 3MiHa
Kopo6ui po3Mipy cepii (BK/IroYaoUn
[iana3oH po3Mipy cepir) rotoBoro
nikapcbKoro 3acoby (3MeHLLIEHHs
00 10 pasiB) - BBBEAEHHS
[0[aTKOBOro po3mipy cepii
roTOBOrO /iKapCbKOro 3acoby.
3anponoHosaHo: 315 000
oAanHULb; 105 000 ognHMLL
23. AUUKNOBIP Tabnetkn no 0,2 r, no 10 MpuBaTHe akujioHepHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpavliinHmx 3a peyenmom UA/6895/01/01
Tabnetok y 6nictepi, no 1 TOBapMUCTBO "Jlekxim- akujioHepHe marepianis: 3MiHU | TUMY - 3MiHK
abo 2 6nicTepu B navui 3 Xapkis" TOBapuUCTBO "J1eKXiM Loao 6e3nekn/edeKTUBHOCTI Ta
KapToHy - Xapkis" thapmakoHarnsagy (iHwi 3MiHn) -

OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM likapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA y cuctemi Sl.
OHOBNEHHA BXe 3aTBEPKEHOTO
TEKCTY MapKyBaHHs 4719 YNakoBKu
in bulk: no 3000 TabneTok y
KOHTEliHepax naacTMacoBmx
(BHECEHHA NO3HaYeHb OANHULL
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep natMHCbLKOro andgasity) Ta
BHECEHHS 3MiH A0 po3giny MKA
[N TOTOBOrO NiKapCbKoro 3acoby
Ta y dopmi in bulk. NMponoHoBaHa
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Ne
n/n

Hassa

3acoby

JliKapcbKo20

Popma sunycky

ynakoska)

(nikapcbka ¢hopma,

3asBHUK

KpaiHa

Bupo6Huk
3as1BHUKa

KpaiHa

BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

24. AUVKNOBIP

no 3000 TabneTok y
KOHTelHepax

Tabnetkn no 0,2 r, in bulk:

MpuBaTHE akujioHepHe
TOBapuUCTBO "J1EKXiM-

Ykpaina MNpuBaTHe

YkpaiHa

pepakuis: MAPKYBAHHA.
BignoBigHo 4o 3aTBEpKEHOro
TEKCTY MapKyBaHHs. ns
nikapcbKoro 3acoby y chopmi in
bulk: BignosigHo go
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, WO A0AAETLCS.
TepMiH BBEZLEHHS 3MiH - MPOTArom
3 MicALiB nicaa 3aTBEPAKEHHSA

25.

ALL® 100

naactmacoBux

Tabnetku wunydi no 100
Mmr no 20 TabneTok y Ty6i;

Xapkis"

CaHpos

akuioHepHe
TOBapuUCTBO "J1eKxiM
- XapkiB"

CnoseHisa Bunyck cepii:

HimevumnHa/

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHGhopMaLii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
OHOB/IEHHS BXE 3aTBEPIKEHOrO
TEKCTYy MapKyBaHHS AJ151 yakoBKN
in bulk: no 3000 TabneTok y
KOHTeliHepax niacTMacoBnx
(BHECEHHS MO3HAYeHb OANHULLb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
NiTep naTMHCbKOro andgasity) Ta
BHECEHHS 3MiH A0 po3ainy MKA
0151 TOTOBOrO NikapCbKoro 3acoby
Ta 'y chopmi in bulk. MponoHoBaHa
pepakuis: MAPKYBAHHA.
BignosigHo o 3aTBEpPKEHOrO
TEKCTY MapKyBaHHsA. 4na
nikapcbKoro 3acoby y chopmi in
bulk: BignosigHo ao
3aTBEPKEHOTO TEKCTY
MapKyBaHHs, L0 AOAAETbCS.
TepMmiH BBELlEHHS 3MiH - MPOTArom
3 MicALiB nicsia 3aTBEPAKEHHS

3a peyenmom

UA/6896/01/01

no 1 Ty6i B KapTOHHiIl
KopooLi

PapmachbloTikans g.4.

Cantotac dapma
'm6X, HimeuunHa;
Bupo6Huik in bulk,
nakyBaHHS:
Xepmec Papma
[ec.m.6.X., ABCTpis;
AnbTepHATUBHWIA
BMPOGHMK in bulk,
nakyBaHHS:

Xepmec

AscTpist

ApuHaiimitTens

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURy -
AOMiIHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BK/IHOHa0Um
AinbHUUI BUNYCKY cepii abo micue
NpoBeieHHs KOHTPOJIO SKOCTI.
([isnbHICTB, 3a SAKy BignoBigae
BMPOGHUK/iIMNopTep, He

BK/THOYAKOUM BUMYCK Cepild) - 3MiHa

6e3 peyenma

UA/8272/01/01

67



Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
M6X, HimeuunHa afipecu Micusa NpoBaKeHHS
[isSnbHOCTI BUpobHUKa Xepmec
dapma Nec.M.6.X, ABCTpis
(Bpo6HMLTBO in bulk, nakyBaHHs),
6e3 3MiHN MicLA BUPOBGHMLTBA
(BBefeHHs 3MiH NpoTSArom 6-1u
MicsLiB NiC/1A 3aTBEPLKEHHS)
26. ALL® 200 Tabnetku wunydi no 200 CaHpo3 CnoseHisa Bunyck cepii: HimevuunHa/ BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/8272/01/02
Mr, no 20 TabneTok y Ty6i; PapmacboTikans g.4. Canotac ®apma AscCTpist marepianis: 3MiHu | TRy -
no 1 Ty6i y kapTOHHii 'm6X, HimeuumnHa; AAMIHICTpaTVBHI 3MiHK. 3MiHa
Kopo6ui; no 1 Tabnetyjiy Bupo6Huik in bulk, HalilmeHyBaHHs Ta/abo agpecu
calle; no 20 cawle y nakyBaHHs: MiCLA NPOBaKEHHSA Ai/IbHOCTI
KapTOHHI KOpooLj Xepmec dapma BMPO6HMKa/iMnopTepa rotoBoro
lec.m.6.X., ABCTpisi; nikapcbKoro 3acoby, BK0YaK4n
AnbTepHaTUBHUIA AinbHULI BUNYyCKy cepii abo micue
BMPO6HMK in bulk, NpPOBeAEHHS KOHTPOJIKO AKOCTI.
nakyBaHHs: ([isnbHICTb, 3a AKy BignoBigae
Xepmec BMPOGHUK/iMNopTep, He
ApuHaiimitTens BKJ/THOYAOUN BUMYCK Cepil) - 3MiHa
mM6X, HimeuunHa ajpecy Micus NpoBaKeHHS
[ifNbHOCTI BUPOOHUKa Xepmec
dapma Nec.m.6.X, ABCTpisi
(Bnpo6HMLTBO in bulk, nakyBaHHS),
6e3 3MiHN MicLA BUPOBHULTBA
(BBefEeHHs 3MiH NpOTSArom 6-Tn
MicALiB Nicnsa 3aTBepIKEHHS)
27. AUL® NNOHI Tabnetku wunydi no 600 CaHnpo3 CnoseHis Cantotac ®apma HimeuunHa BHECEHHS 3MiH 40 peecTpaliintHmx 6e3 peyenma UA/15591/01/01
NNMOH mr no 1 Tabnetuiy cawe; dapmachbloTikans g.4. v6X, HimeyunHa marepianis: 3MiHU | TUMY - 3MiHK
no 6, 10 a6o 20 cawe y (Bunyck cepii); Loao 6e3nekn/edeKTUBHOCTI Ta
KapTOHHi KOpoo6Li Xepmec hapmakoHarnagy - 3amiHa
ApuHaiimiTTens po3gainy “I'padiuHe ohopmIeHHS
v6X, HimeuunHa ynakoBKun” Ha “MapKyBaHHA" B
(B1pOGHMLTBO In MKA /13; 3anpornoHoBaHo:
bulk, nakyBaHHs, MAPKYBAHHSA 3rigHo 3
TeCTyBaHHS) 3aTBEPHKEHVM TEKCTOM
MapKyBaHHs. OHOBMIEHHSA TEKCTY
MapKyBaHHS YMakoBKV NikapcbKoro
3aco0by 3 BHeCEHHSAM iHdhopMauii
LLIOAO 3a3HaYeHHS OANHULb
BVMIiptOBaHHS y cuctemi Sl.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauis nicns 3aTBepkKeHHs
28. BEKOHA3E cnpei HasasbHUiA, TOB "MEPPIFO YkpaiHa "nakco Bennkom Icnanis/ BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/3140/01/01
cycneHsis, 50 MKr/no3sy no YKPAIHA" C.A., IcnaHis ABCTpist mMaTepianis: TeXHIYHa NoMusIKa

100 po3 a6o 180 po3y
chnakoHi
nosinponizieHoBomy abo
noslieTueHoBOMY,
3’€jHAHOMY 3 [103YHUUM

(BUPOGHULTBO 3a
MOBHUM LMK/IOM);
Pixapg BiTTHep AT,
ABcTpis
(BMPOGHMLITBO 3a

(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) - BunpasneHo
TEXHIYHY NOMWJIKY Y TEKCTI
MapKyBaHHS YMakoBK/ NiKapcbkoro
3acoby, AonyLuleHy y AaTi Ailo4oro
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n/n
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NPUCTPOEM, HOCOBUM
afiantepom Ta
Kpuweukoto; no 1
th1akoHy B KOpPO6LYi

MOBHUM LMK/IOM)

peecTpavuiiiHoro Noceig4YeHHs Ta
3a3HauveHa iHopmauisa woao
3aTBEPMKEHHS 3MiH:
3anponoHoBaHo: TekcT
MapKyBaHHs [0 peecTpauiiHoro
noceigyeHHss Ne UA/3140/01/01
Big 18.03.2020 3MIHU
BHECEHO: Haka3 MiHicTepcTBa
OXOPOHW 340p0B"A YKpaiHn Ne
Big,
3a3HauyeHe BUNpaBeHHs
BignoBigae martepianam
PEeECTPAL,iHOrO A0ChE

29.

BETAAEPM®

masb, Mo 15 r y Ty6i; no 1
Ty6i B KQPTOHHI KOpoo6Li

TOB "bayw Xenc"

YKpaina

$apmsasog Enbha
AT.

Monba

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/ed)eKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3asBHUKA ANS 34IAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,

BiANOBiAa/IbHOI 3a
hapMakoHarnsng,.

[itoua pepakuis: NleBuubkuii KOpiii
Bacunbosuy. MNMponoHoBaHa
pegakuisi: bapmiHa MaHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXEHOT 0cobu,
BiAMNOBIAA/IbHOT 32
thapmakoHarnag. 3miHa Homepa
MacTtep-caiina cuctemu
dhapMakoHarsgy

3a peuenmom

UA/3511/02/01

30.

BETMUIA

TabneTky NPosIOHroBaHoI
4ii no 25 mr; no 10
TabneTok y 6sictepi; no 1

Actennac ®apma
Opon B.B.

Higepnanan

ABapa
dapmacbloTikan
TekHooaXuc IHK., ,

CLuA/
Higepnangn

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNy -
BMAANEHHS 3i cneuymdikauii Ta

3a peyenmom

UA/14532/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
abo 3 6nictepn y CLUA (B1po6HMLTBO aHaniTMYHOI METOAMKM NOKa3HMKa
KapTOHHI navi bulk); Actennac «Baxkki MeTanim» ana gjiryoi
®apma KOpon B.B., pPeyvoBUHY MipaberpoHy, y 3B’sa3ky
HigepnaHngm 3 TUM, LU0 NOKa3HUK «Bavkki
(nepBuHHa Ta mMeTanm» 6yB BUTyYEHWIA i3
BTOPMHHA ynakoBkKa, 3arasibHux TectiB USP
KOHTPO/1b SIKOCTI,
BiANOBiAa/bHWIA 3a
BUNYyCK cepii)
31. BETMUIA TabneTkn NPOJIOHTOBaHOI AcTtennac ®apma Higepnanan ABapa CcLiA/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/14532/01/02
4ii no 50 mr; no 10 tOpon B.B. dapmacbioTikan Higepnanan marepianis: 3miHu | TUny -
Tabnetok y 6nictepi; no 1 TekHonomxuc IHK., , BUAANEHHs 3i cneyudikauii Ta
abo 3 6nictepn y CLUA (Bnpo6bHMLTBO aHa/TITUYHOT METOAMKN NOKa3HUKa
KapTOHHIN nayi bulk); Actennac «Baxki MeTanu» gns giryoi
$apma tOpon B.B., PEeYOoBUHY MipaberpoHy, y 3B'A3Ky
Higepnanamn 3 TUM, L0 NOKA3HMUK «Baxki
(nepBuHHa Ta MeTanm» 6yB BUTyYEHWIA i3
BTOpPMHHA ynaKkoBKa, 3arasibHux Tectis USP
KOHTPO/Ib SIKOCTI,
BiANoOBiAaNbHWIA 3a
BUMNYCK cepii)
32. BIKANTYTAMIJ, MOPOLLIOK (Cy6CTaHuis) y Ekcenna Mv6X eHg, HimeuunHa | Ekcenna TMBX EHJ, | HimeuunHa BHECEHHS 3MiH 40 peecTpaLinHmx - UA/16676/01/01
noAaBiHMX Ko. KI KO. KI MaTepianis: 3MiHU | TUMY - 3MiHK 3
nonieTuIeHoBMX nakeTax akocTi. A®l. Cuctema
ansa dhapmaueBTUYHOIO KOHTeWHep/3aKynoptoBasbHWiA
3acTocyBaHHs 3aci6b - 3MiHa hopMy/IHoOBaHHS
po3gainy «Ynakoska» B MKA.
3anponoHoBaHo: [lBoliHble
NOAIM3ATU/IEHOBbIE MaKeTbl,
KOTOpble NOMELLATCA B
KapTOHHbIN 6apabaH
33. BICAKOAWUN- TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2575/01/01
AAPHULA 060/10HKOI0, "®apmMaueBTnYHa "papmaLeBTUYHa marepianis: 3MiHU | TUMY - 3MiHK
KVLLKOBOPO34MHHI, N0 5 Mr thipma "AapHuus" thipma "AapHnus" Loao 6e3nekn/edreKTMBHOCTI Ta
no 10 TabneTtok y hapmakoHarnagy (iHwi 3miHK) -
KOHTYPHIll YapyHKOBIlA BHECEHHS 3MiH [0 po34iny
yMakoBLii; N0 3 KOHTYPHI “MapkyBaHHA" MKA N13.
YapyHKOBI yNakoBKM B 3anponoHosaHo: MAPKYBAHHA
nauui BignosigHo [0 3aTBEPKEHOTO
TEKCTYy MapKyBaHHS. 3MiHK
BHECEHi B TEKCT MapKyBaHHs
yNaKoBKM NiKapCbKoro 3acoby
LLOA0 3a3HaYeHHSI MDKHapOAHUX
no3Ha4yeHb OAVHULb
BMMIiptOBaHHA. TepMiH BBEEHHS
3MiH: NpoTArom 6 -Tv MicsLiB nicns
3aTBEPAKEHHS 3MiH
34. BO3Yyni® TabneTkun, BKpUTI MPANIEP ENY.CL.IMI. CLWA Ekcenna M'm6X & Ko. Himeuunna BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyenmom UA/17245/01/01

NNiBKOBOK 060/10HKOH, MO

KOPMOPENLLH

KI', HimeyumHa

mMarepianis: 3miHu |l TMRYy - 3MiHK
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
100 mr, no 14 TabneTok y (B1pOGHMLTBO, BHECEHO [0 IHCTPYKLi AN1s
6nicTepi; 2 6nictepn y KOHTPO/Ib SKOCTI); MeJMNYHOro 3aCTOCYBaHHs
KapTOHHi Kopo6ui; no 120 Mdpaiizep niKapcbkoro 3acoby Ao po3ainy
Tabnetok y pnakoHi, 1 MeHtochekuypuHr "3acTocyBaHHs B nepiog,
h/1aKoH Y KapTOHHilA [Honuneng rmoéX, BariTHOCTi Ta rogyBaHHs rpyaar”.
Kopobui; no 14 TabneTok y HimeuunHa BBefeHHS 3MiH NPOTArom 3-x
6nicTepi 3 MapKyBaHHAM (nakyBaHHs, MicSILB NicNs 3aTBEPAKEHHS
iHO3eMHOI0 MOBOIO; 2 KOHTPO/Tb SIKOCTi Ta
6nicTepn y KapTOHHiIlA BUNYyCK cepii)
Kopoo6ui
35. BO3Yyni® TabneTku, BKpUTI MOAN3EP EVY.CL.MI. CLWA Ekcenna M'm6X & Ko. HimeuunHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/17245/01/02
N1iBKOBOK 060J1I0HKOIO, MO KOPMOPENLUH Kr, HimewunHa marepianis: 3mMiHu |l TUNY - 3MiHK
500 mr no 14 TabneTok y (BMPOGHMLTBO, BHECEHO [0 iHCTPYKUiT ANns
6nicTepi, 2 6nictepn y KOHTPO/Ib AKOCTI); Me[MYHOro 3acTocyBaHHS
KapTOHHi kopobuyj; no 30 Mdcpaiizep nikapcbKoro 3acoby A0 posainy
TabneTok y donakoHi, 1 MeHtodeKIUypUHT "3acTocyBaHHSA B nepiog,
h/1aKOH Y KapTOHHilA Lonuneng rmoéX, BariTHOCTI Ta rofyBaHHsA rpyaar”.
Kopobui; no 14 TabneTok y HimeuunHa BBefeHHS 3MiH NpOTArom 3-x
6nicTepi 3 MapKyBaHHSM (nakyBaHHs, MiICALB NicNna 3aTBePAKEHHS
iHO3EMHOI0 MOBOIO; 2 KOHTPO/1b AKOCTi Ta
6nicTepn y KapTOHHIl BUMNYCK cepil)
Kopobui
36. BPOHXIAJIbHU | po3uvH 4118 nepopasnbHoro €Bpo Navichkep /T Benuka Benn CaH3 & Benuka BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/6177/01/01
N BANTb3AM 3actocysaHHs no 100 mn BpuTtaHis KomnaHi (dparrictc) BputaHis marepianis: 3mMiHu | Tuny - 3miHn
BENN'C a60 no 200 mMn B NsALIL; Nimiteq Loao 6e3nekn/edeKTMBHOCTI Ta
no 1 nAsLwui B KAPTOHHIN hapmakoHarnagy - BHECEHHS 3MiH
Kopoo6Li [0 po3giny «MapkyBaHHsa» MKA
na3:
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS yMakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalii
L0 3a3HaYEeHHS OANHNLL
BUMIpIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MicSILB NicNs 3aTBEPKEHHS
37. BPY®EH® cupon, 100 mr/5 mn no AB60TT Jlabopatopi3 HimeuyunHa A66BI C.p.n. ITanis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/13154/01/01
100 mn 'y chnakoHi; no 1 M6X marepianis: 3MiHU | TUMY - 3MiHK

ch1akoHy 3 MipHUM
LUNPULLOM Y KapTOHHil
Kopoo6Li

Loao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo

cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy chapmakoHarnsgy,

3MiHa yNMOBHOB&XeHOi 0cobH,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
hapmakoHarnsgy; KOHTakTHol
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Ne

Hassa

Popma sunycky

3asBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

38.

BPY®EH®

ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&XEHOI
oco6w, BignoBiAabHOI 3a
3[jlicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAANLHOI 32
hapMakoHarnag.
MponoHoBaHa pepfakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a thapmakoHarnag,

rpaHynu wunydi no 600
mr, 30 calle B KapTOHHii
Kopo6ui

AGGOTT JlabopaTtopis
M6X

HimeyunHa

A668Bi C.p.n.

ITania

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edheKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiaanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA,
BiANOBiAa/IbHOI 3a
hapMakoHarnsng,.
MponoHoBaHa pepgakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI

0cobu 3asBHMKA, BiANOBIAA/ILHOI

3a peuenmom

UA/13154/02/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3a (hapmakoHarnag,
39. BYNPEHOP®IH | po3uvH ans iH'exuiid, 0,3 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/6573/01/01
Yy Mr/M; no 1 mn B amnyni; 06MexeHoto obmMexeHoo marepianis: 3MiHu | TNy -
rAPOXNOPUA | no 5 amnyny 6nictepi; no BigNoBiga/IbHICTIO BiAMOBIAA/IbHICTIO OHOBJIEHHS cepTudikaty
1 a6o 2, abo 20 6nicTepis "XapkiBcbke "XapkiBcbke BiANOBIAHOCTI EBpoONechbkili
y KOpobLj 3 KapTOHY thapmaLeBTUyHe hapmaueBTUyHe thapmaxonei Ne R1-CEP 2002-
nigNPUEMCTBO nignpueMcTeo 168-Rev 07 ons A4ito4oi peyoBrHN
"3[0poB'A Hapoay" "3p0poB's Hapoay" 6ynpeHopdiHy riapoxnopuay Big,
BXE 3aTBEPHKEHOr0 BUPOOHMKA
(Macfarlan Smith Limited, Benvka
BpuTaHis), y 38’a3ky 3
[ofaBaHHAM [iNbHAL
BMPOGHMLUTBA MPOMDKHMX
NPOAYKTiB
40. BYCTPUKC™ cycnexsist ans iH'ekuii 0,5 nakcoCMmiTKnAiiH Benvka FnakcoCmiTKnAiiH Benbris BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/14955/01/01
KOMBIHOBAH mn/go3y, no 1 gosiy Ekcnopt flimiteq BpuTtaHis Bionogxikans C.A. marepianis: 3miHu Il Trny - 3miHKn
A BAKUVHA nornepeaHLO HanoBHEHOMY 3 aKocTi. A®I. MpoeKTHWi npocTip
ans wnpuui; no 1 nonepegHs0 Ta nicnapeecTpauiiiHnii npoToKon
MPO®ITAKTUK | HanoBHeHOMYy LUNpULY Y ynpas/liHHA 3MiHaMun. BHeceHHs
N ANDTEPII, KOMMNJIEKTi 3 IBOMa 3MiH y nicnsipeecTpauinHuii
NPABLA, rosikamv B N1iacTUKOBOMY NPOTOKON YNpaB/liHHA 3MiHaMK
KALUMOKY KOHTeliHepi; no 1 ana A®l - BnpoBaXeHHs 3MiH B
(ALENONAPH KOHTEHepY Y KapTOHHil NPOTOKON YNpaB/liHHA 3MiHaMK
nn Kopoo6Li AN HoBOro po6o4oro NociBHOro
KOMMOHEHT) marepiany (WSL), wo 6yae
(AACOPBOBA BUKOpPUCTOBYBaTUCA ON1A
HA, 3I BVMPOGHMLTBA MPOMIXXHOIO
SMEHLUEHM NPOAYKTY aHTUreHy npasLieBOro
BMICTOM aHaTtokcuHy (Tetanus toxoid bulk
AHTUIEHIB) antigen)
41. BYCTPUKC™ cycneHsis ans iH'exuii 0,5 nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyenmom UA/14955/01/01
KOMBIHOBAH mn/po3y, no 1 nosiy Ekcnopt fimiteq, BpuTaHis Bionopxikans C.A. mMartepianis: 3MiHu | TUNy - 3MiHa y
A BAKUMHA nonepeaHbO HanoBHEHOMY mMeTofdax BUNPO6yBaHHSA
And wnpuui; no 1 nonepegHs0 cneuundivHOi akTMBHOCTI in vivo
MPO®ITAKTUK | HanoBHeHOMYy LUNpULY Y (Potency) audpTepiitHoro (D) Ta
N ANDTEPII, KOMM/IeKTi 3 ABOMA npasLeBoro (T) KOMNOHEHTIB, a
NPABLA, rosikamv B nn1acTnkoBomy came BUKOPUCTaHHA OA4HOro
KALLUJTHOKY KOHTeliHepi; no 1 po3BefileHHs npenaparty 3aMiCTb
(ALEENONAPH KOHTeWHepy Yy KapTOHHil TPbOX po3BefeHb, Ha eTani Final
nn KopooLi bulk Ta npu BUNpobyBaHHAX
KOMMOHEHT) CTabiNIbHOCTi FOTOBOr0O NPOAYKTY.
(AACOPBOBA PepaxujiiHi npaBku fo po3ginis
HA, 3I 3.2P5.1,32P52,32P56.
SMEHLLEHUM
BMICTOM
AHTUIEHIB)
42. BYCTPUKC™ cycneHsist AN iH'ekuii no nakcoCmiTKnsiAH Benuka nakcoCmiTKnsAiiH Benbris BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/15071/01/01
nonio 1 posi (0,5 mn/gosy), no 1 Ekcnopt Jlimiteq BpuTaHis Bionogxikans C.A. mMartepianis: 3MiHu | Tuny - 3miHa y
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
KOMBIHOBAH [003i y nonepegHsL0o MeTofax BUNpPOOyBaHHSs
A BAKUUHA HarnoBHEHOMY LUNpUL; No cneuundivHOi akTMBHOCTI in vivo
Aand 1 nonepefHbLO (Potency) audpTepiitHoro (D) Ta
MPO®ITAKTUK | HanoBHeHOMYy LUNpULY Y npasLeBoro (T) KOMNOHEHTIB, a
N QUDTEPII, KOMMNJIEKTI 3 IBOMa came BUKOPUCTaHHS OAHOro
NPABLA, ronKkamv B nnacTnkoBomy po3BefieHHs npenapaTy 3aMiCTb
KALLUTHOKY KOHTeliHepi; no 1 TPbOX pO3BefeHb, Ha eTani Final
(ALENONAPH KOHTEHepY Y KapTOHHIl bulk Ta npu BUNpobyBaHHAX
nin Kopooui CTabifIbHOCTi FOTOBOr0 NPOAYKTY.
KOMMOHEHT) PepakuiiHi npaskn 4o po3ainis
TA 3.2P5.1,32P.52,32P56.
noniomienity
(IHAKTUBOBA
HA)
(AOCOPBOBA
HA, 3l
3MEHLLEHUM
BMICTOM
AHTUIEHIB)
43. BANEPIAHU TabneTku, BKpUTI AT "ly6Hndchapm" YkpaiHa AT "ly6Hnchapm” YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/8994/01/01
EKCTPAKT 060/10HKOI0, N0 20 Mr o marepianis: 3MiHu | TUNY - 3MiHN 3

10 TabneTok y 6nictepax;
no 50 Tabnetok y
6nictepax; no 50
TabneTok y KOHTelHepax;
no 10 TabneTok y
6nicTepi, no 5 6nictepis B
nauui

AKOCTI. [0TOBWMIA NTikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHsi rOTOBOTO J1iKapCbKOro
3ac006y (36i1bLUEHHS TEPMIHY
NPUAATHOCTI FOTOBOTO NiKaPCLKOro
3acoby) - /151 TOprosoi ynakoBku
(niaTBEPAKYETHCA AAHUMU
peasibHOro yacy) - 36i/bLIeHHS
TEepPMiHy NPUAATHOCTI TOTOBOro
nikapcbkoro 3acoby Ans
nakysaHHs no 10 TabneTok y
6nictepi; no 10 TabneTok y
6nictepi, no 5 6nicTepis B nauui
Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB [JOBrOCTPOKOBUX
LOCMipKeHb CTabiNbHOCTI y
peasibHOMY Yaci: 3aTBepAXeHo:
TepMiH NpMAATHOCTI 2 POKK
3anponoHoBaHo: TepMiH
npugatHocTi ansa 10 TabneTok y
6nictepi; no 10 TabneTok y
6nicTepi, no 5 6nicTepis B nauL -
3 poku ansa 50 TabneTok y
6nictepi; no 50 TabneTok y
KOHTeliHepi — 2 poku. BBeaeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BAJIEPIAHU
HACTOMKA

HacToika ans
nepopasibHOro
3acToCyBaHHsA; no 25 mny
donakoHax; no 25 mny
chnakoHi; no 1 chnakoHy B
nayui; no 50 mn y
onakoHax; no 1 donakoHy
y nauui

TOB "OKnM
"®apmaueBTnyHa
habpuka"

YkpaiHa

TOB "OKM
"PapmavueBTnyHa
habpuka"

Ykpaina

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHu | TMNY - 3MiHK 3
sKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynoptoBabHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NikapCbKOro 3acoby
(3miHa macu/o6'emy BMICTY
KOHTeliHepa 6araTof030BOro
nikapcbKoro 3acoby Ans
HenapeHTepasbHOro
3acTocyBaHHs (abo
0/fIHO,030BOr0, YaCTKOBOIO
BVIKOPVCTaHHS)) - BBEAEHHS
[04aTKoBOI ynakosku rno 50 mn y
dhnakoHax 3 ckna mapkum OC
(9B-50-18-01-0OC), yKynopeHux
npo6kamu-kpanensHuuamu (2.2.E)
Ta kpuwkamu (1.4 K) y nauuj, 3
BiANOBIAHUMY 3MiHaMK A0 p.
«YnakoBka», «Cknag», Ta
cneuudikauii/MeTogax KOHTPOsIHo
AkocTi n. «O6’em BMIiCTY
hnakoHa». 3MiHVU BHECEeHi y
po3ginu "Cknag" Ta "Ynakoska" B
IHCTpYKLUil0 ANS MeuyHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
Y 3B"A3KY 3 BBELEHHAM
[104aTKOBOro PO3Mipy ynakoBku, K
HacnifokK - 3aTBEPAKEHHSA TEKCTY
MapKyBaHHs [,OAATKOBOI YNaKOBK/
nikapcbkoro 3acoby (BeeaeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS)

6e3 peyenma

UA/3505/01/01

45,

FTEMO®EPOH

pO34uH opasibHUiA; Mo 200
My chnakoHi; no 1
oNakoHy 3 MipHUM
cTakaH4ukoMm Ta/abo
[03Y04MM LUNPULIOM Y
nadui 3 KapToHy

CnifnlbHe yKpaiHCbKO-
icnaHcbke
nigNPUEMCTBO
"CMEPKO YKPAIHA"

YKpaina

CniflbHe yKpaiHCbKO-
icnaHcbke
nignpueMcTeo
"CMNEPKO
YKPAIHA"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUNY - 3MiHa
Ha3BM BNPOOHMKA Ta 3amiHa
HOpUAMYHOI aapecy BUPOGHUKa
A®| 3aniza amoHiiiHoro uutpar
«Dr. Paul Lohmann GmbH & Co.
KGaA», HimeuunHa Ha agpecy
BMPOGHMYOro MaigaHuuka, 6es
3MiHM MiCL BUPOOHMLTBA,;
3anponoHoBaHo: HEAD OFFICE
Dr. Paul Lohmann GmbH & Co.
KGaA P.O. Box 1220, D-31857
Emmerthal, Germany Ap. Nayn
NormaHH TM6X KlMaA MocTtdhax
1220, [1-31857 EmmepTa,

6e3 peyenma

UA/7567/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
HimeyunHa MANUFACTURE Dr.
Paul Lohmann GmbH & Co. KGaA
Hauptstrasse 2, 31860 Emmerthal,
Germany
[Op. Nayn NNormanH T'm6X KMraA
XaynTuwTtpacce 2, 31860
EmmepTan, HimeuumHa
46. FENAPWUH- po34nH Ana iH'ekuid, 5000 MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/8275/01/01
IHAAP MO/mn, no 5 mn (25000 BVMPOGHULTBY BUPOGHMULITBY marepianis: 3MiHU | TUMY - 3MiHK
MO) y chnakoHi; no 1 a6o iHcyniHiB"IHOAP" iHcyniHiB "IHOAP" Lofo 6e3nekn/edheKTMBHOCTI Ta
no 5, abo no 100 hapmakoHarnagy - OHOB/IEHHSA
h1aKkoHIB y naui TEKCTY MapKyBaHHS ynakoBKu
NiKapCcbKoro 3acoby 3 BHECEHHAM
iHbopMauii Wwoao 3a3HavYeHHsA
OAVHNLb BUMIPIOBaHHSA Y CUCTEMI
Sl
47. FEPUENTUH® pO34uH AN iH ek, 600 ®.XohpmaHH-/1a Pow LLiBeiiuapis ®.XohpmaHH-/1a LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/14303/01/01
mr/5 mMn; 1 donakoH 3 nrp Pow Tg, marepianis: 3mMiHu |l TURYy - 3MiHK
PO34YMHOM Y KapTOHHIi Lseiuapis BHECEHO A0 po3ginis "3gaTHiCTb
KopooLi (BNpobyBaHHsA BM/IMBATW Ha LWBMAKICTb peakuil
KOHTPOJIIO IKOCTI); npu KepyBaHHi aBTOTPAHCTNOPTOM
®.XohpmaHH-/15 a60 iHWKYMK MexaHiamamm®,
Pow Ntg, "Mo6iyHI peakyii™ iIHCTPYKUIT Ana
Lseliuapis MeJNYHOro 3aCTOCYBaHHS
(BMPOGHNLTBO nikapcbKoro 3acoby BiAnoBigHO A0
Hepo3acoBaHol 6e3nekn 3acTocyBaHHs Aityoil
npoaykuii, peyoBuHW. BBeeHHS 3MiH
nakyBaHHs, NpoOTArom 6-T! MicAUIB micns
BUNPOOYBaHHSA 3aTBEPMKEHHS; 3MiHM Il TMny -
KOHTPOJIH0 AKOCTI, 3MiHV BHECEHO [0 po3ainis
BWMYCK Cepil) "Mo6iuHi peakwyii” iIHCTPYKUiT Ans
MeANYHOro 3acTOCYBaHHs
nNikapcbKoro 3acoby BiAnoBsigHo A0
marepianis peecTpauinHoro
[ocbe. BBeAeHHS 3MiH NpoTArom
6-TV MiCALIB MiCNA 3aTBEPIKEHHS
48. riaPOKOPTU3 Masb 04Ha, 5 mr/r, no 3ry TOB "bayw Xenc" YkpaiHa dapmsaBog Enbda Monbwa BHECEHHS 3MiH 40 peecTpaLliiiHux | 3a peyenmom UA/4619/01/01

OH

Ty6i; No 1 Ty6i B KAPTOHHIiA
Kopoo6Li

AT.

martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOi 0cobu,
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Ne

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

49,

BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 3A4ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3amiHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
chapmakoHarnsg,. MponoHoBaHa
pegakuisi: bapmina MaHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[aHuX yNnoBHOBaXeEHOT 0cobu,
BiANOBiAa/IbHOI 3a
thapmakoHarnsg,. 3miHa Homepa
macTep-chaiina cuctemm
thapmakoHarnsgy

riAPOKOPTU3
OH 10 MI'

Tabnetku no 10 mr no 10
TabneTtok y 6nictepi, no 6
ab6o no 18 6nictepiB y
nauvui

mibe Mm6X
ApuHaiimiTTeNb

HimeyunHa

mibe Mm6X
ApLHaiimiTTeNb

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3mMiHu | Tuny - 3MiHn
Lofo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
3MiHV BHECEeHI [j0 IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ainu
"Nikapcbka hopma” (pefaryBaHHs
LLIOA0 OCHOBHUX (i3NKO-XIMIYHNX
BnacTmBocTei), "lMokaszaHHS"
(peparyBaHHs),
"MpoTunokasaHHs", "B3aemogis 3
iHLWMMKW NikapcbkMK 3acobamu Ta
iHWi BUAW B3aemogiit",
"Oco6/1MBOCTI 3acTOCyBaHHSA",
"3acTocyBaHHA y nepiof,
BariTHocTi abo rofyBaHHs
rpyaare”, "34aTHicTe BNAMBaTK Ha
LUBUAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOpPTOM abo iHWKMK
mexaHiamamu”, "Cnoci6
3aCcToCyBaHHA Ta fo3n"
(peparyBaHHs), "Oitn"
(peparyBaHHsl), "MNepeno3yBaHHs",
"Mo6iuHi peakwii” BignoBigHO A0

MarepiasiB peecTpaiiHoro AoChE.

3a peuenmom

UA/18052/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BBefeHHs 3MiH NpoTArom 6-Tu
MiCSILLIB 3 AATUN 3aTBEPKEHHS;
3MiHK | TUNY - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIill XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTpyKLUii ans
MEAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby
B nicnsipeecTpayiiHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JocnimKeHb, NPoBeAEeHNX
BIAMNOBIAHO A0 NnaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHWM OpraHoM) - 3MiHW
BHECEeHI 10 iHCTPYKLiT Ans
MeANYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv
"Oco6/MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii" BignoBigHoO A0
OHOB/EHOI iH(hopMaLi 3 6e3nekn
Aito4oi pevoBuHN (BBegeHHS 3MiH
npoTArom 6-Tm MicAuiB 3 gatu
3aTBEPAKEHHS)

50.

FINEHIA

Kancynu Teepgi no 0,5 mr
no 7 kancyny 6nictepi; no
1 6nicTepy B KapTOHHii
Kopo6ui; no 14 kancyny
6nicTepi no 2 6nictepu B
KapTOHHiiA KOpo6Li

HoBapTic ®apma Al

LLIBeliyapis

BMPOBHMLTBO,
KOHTPO/1b SIKOCTI,
nakyBaHHS:
HoBapTic ®apma
LWTenH Al

LLIseliyapis

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
3asBHNKOM OHOBJIEHO [MnaH
ynpaBe/liHHA pusmkamm, Bepcis 17.0
Y 3B’A3KY 3 3MiHOIO KiHL,EBUX
TEePMiHiB BUKOHAHHA JOCNiAKEHb
«PASSAGE programme»
(kaTeropis 1 1a 3) 3 «rpygHsa
2020» Ha «KBiTeHb 2021». 3MiHU
BHeceHi A0 YacTuH Il «MnaH 3
hapmakoHarnagy» 1a VIl
«[opatku»

3a peyenmom

UA/11704/01/01

51.

FIHKro
BINTOBA -
ACTPA®APM

kancynu no 40 mr, no 10
kancyny 6nictepi; no 3
abo 6 6nicTepiB y kopoobLi
3 KapPTOHY

TOB "AcTpachapm"

YKpaina

TOB "AcTpachapm”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLintHmx
mMaTtepianis: 3MiHu | TUny - 3MiHa B
yMmoBax 36epiraHHsi rOTOBOrO
nikapcbKoro 3acooby;
3anponoHoBaHo: 36epiratv B
opuriHanbHili ynakosLi npu

6e3 peyenma

UA/6359/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Temneparypi He Buwie 25?C.
36epiratv B He4OCTYMHOMY AN
aiteii micui
52. MHKro kancynu no 80 mr, no 10 TOB "AcTpadchapm” YkpaiHa TOB "AcTtpachapm” Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 peyenma UA/6359/01/02
BINTIOBA - kancyny 6nictepi; no 3 mMaTtepianis: 3MiHu | Tuny - 3MiHa B
ACTPA®APM ab6o 6 6nicTepi y kopobLi ymoBax 36epiraHHsi rOTOBOrO
3 KapTOHY NiKapcbKoro 3acooby;
3anpornoHoBaHo: 36epiraTv B
opuriHanbHili ynakosLi npu
Temneparypi He Buwe 25?C.
36epiratv B He[OCTYMHOMY ANs1
aiteld micuj
53. FHKro kancynv no 40 wr, in bulk: TOB "AcTpachapm" YkpaiHa TOB "AcTpachapm” YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx - UA/14762/01/01
BINNOBA - no 2000 kancyny mMartepianis: 3MiHu | TUny - 3MiHa B
ACTPA®APM KOHTeliHepi ymoBax 36epiraHHsi roToBOro
nikapcbKoro 3acooby;
3anponoHoBaHo: 36epiratv B
opuriHanbHili ynakosLi npu
Temneparypi He Bue 25?C.
36epiraT B He4OCTYNHOMY 4715
aiteld micuj
54. FHKro kancynv no 80 wr, in bulk: TOB "AcTpachapm" YkpaiHa TOB "AcTpacapm” YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHx - UA/14762/01/02
BINTIOBA - no 2000 kancyny mMaTtepianis: 3MiHu | Tuny - 3MiHa B
ACTPAD®APM KOHTeliHepi ymoBax 36epiraHHs roToBOro
nikapcbKoro 3acooby;
3anponoHoBaHo: 36epiratv B
opuriHanbHili ynakosLi npu
Temneparypi He Buwe 25?C.
36epiratv B HeAOCTYNHOMY A/151
aiteld micuj
55. FPAHY®IHK® Kancynu TBepgi; no 10 TOB "MEPPIFO YkpaiHa Owmera dapma HimeuunHa BHECEHHS 3MiH A0 peecTpalinHmx 6e3 peyenma UA/16191/01/01
MPOCTA Kancyn y 6nictepi; no 2 YKPAIHA" MeHbloghekuepiHr mMartepianis: 3MiHU | TURY - 3MiHK
POPTE abo 4, abo 8, abo 14 m6X i Ko. KI oo 6e3snekn/ed)ekTMBHOCTI Ta

6nicTepiB y KAPTOHHIl
ynakoBLi; no 20 kancyny
6nicTepi 3 niHieto
nepdpopadii; no 2 a6o 4,
abo 7 6nictepiB y
KapTOHHI ynakosL,i

hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX
npo cvucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEeHHS
hapmakoHariagy B YkpaiHi, kLo
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BOHa BiIMiHHa Bif, yNTOBHOB&X€EHOI
ocobw, BignoBiAabHOI 3a
3[jlicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
hapmakoHarnsng.
MponoHoBaHa peaakuis:
dapuHeLb OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXeHOI 0cobw,
BiANOBIAANLHOT 32
dhapmakoHarnaag,
56. rPUNAYT Tabnetku no 4 Tabnetkn y €BPO NIAVDKEP IHais MapkcaHc ®apma IHais BHECEHHS 3MiH A0 peecTpaLinHmx Ne 4, Ne 10 - UA/9253/01/01
cTpuni abo 6nictepi; no 1 MPAVBIT NIMITEA, nra., IHpis; ¢AC marepianis: 3MiHU | TUMY - 3MiHK 6e3 peyenma;
cTpuny abo 6nictepy y Nimiteq, IHAiA Lofo 6e3nekn/edheKTMBHOCTI Ta Ne 100, Ne 200
KapTOHHI ynakosLi Ne 4 thapmakoHarnagy - BHECEHHS 3MiH —-3a
(4x1); no 4 Tabnetkn y [0 po3giny «MapkyBaHHs» MKA peyenmom
cTpuni abo 6nictepi; no 1 13 TeKCT MapKMpOBKMU:
cTpuny abo 6nictepy y Mpunaraetcs. 3anponoHOBaHO:
KapTOHHii kopobuj, no 50 MAPKYBAHHA 3rigHo
KapTOHHWX KOPOBOK Yy 3aTBEPKEHOr0 TEKCTY
KapTOHHi Kopo6ui Ne 200 MapkKyBaHHS. OHOBNEHHSA TEKCTY
(4x1x50); no 4 Tabnetkn y MapKyBaHHS YNakoBKW JliKapCbKoro
cTpuni abo 6nictepi; no 50 3aco6y 3 BHECEHHSM iHGhopMaLi
cTpuniB abo 6nicTepiB y 040 3a3HavYeHHS O4MHULb
KapTOHHI ynakosLi Ne 200 BUMIpIOBaHHSA y cuctemi Sl.
(4x50); no 10 TabneToK y BBefeHHs1 3MiH MPOTArom 6-Tu
cTpuni abo 6nictepi; no 1 MicALiB nicna 3aTBepipKeHHs
cTpuny abo 6nictepy y
KapTOHHiIN ynakosui Ne 10
(10x1); no 10 TabneTok y
cTpuni abo 6nictepi; no 1
cTpuny abo 6nictepy y
KapTOHHi kKopo6ui, no 10
KapTOHHUX KOPO6OK Y
KapTOHHI kopo6ui Ne 100
(10x1x10); no 10
TabneTok y ctpuni abo
6nictepi; no 10 cTpunis
abo 6nicTepiB y KAPTOHHIl
ynakosLi Ne 100 (10x10)
57. AANMAKCIH cynosuTopii no 0,2, no 5 MpuBaTHe akuioHepHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHux | 3a peyenmom UA/7595/01/01
cynosuTopiiB y 6nictepi, TOBapuCTBO "J1EKXiM- akuioHepHe martepianis: 3mMiHU | TUNY - 3MiHK

no 1 abo 2 6nictepn y
nayui 3 KapTOHY

Xapkis"

TOBapuUCTBO "J1ekxiMm

- XapkiB"

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarasgy - 3amiHa
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Ne
n/n

Hassa

JliKapcbKo20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

po3giny «IpadiuHe odhopmaeHHs
YNaKkoBKW» Ha Po3Ain
«MapkyBaHHs» MKA N13;
BHECEHHS [10 TEKCTY MapKyBaHHs
N3; 3anponoHoBaHo:
MAPKYBAHHA BignosigHo fo
3aTBEPKEHOrO TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNnakoBKM
nNiKapcbKoro 3acoby LWoao0
3a3HaYeHHs OAUHULb
BUMIpIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 3-x
MicsILLIB Nicns 3aTBEPPKEHHS

58.

AANTMAKCIH

cynosuTopii no 0,2 rin
bulk: no 5 cynosuTopiiB y
6nicTepi, no 180 6nicTepis
Y ALLKKY 3 rohpokapToHy

MpuBaTHe akuioHepHe

TOBapUCTBO "J1eKxiM-
Xapkis"

YkpaiHa

MpusaTHe
akuioHepHe
TOBapuUCTBO "J1EKXiM
- Xapkis"

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnsagy - 3amiHa
po3giny «IpadhiuHe ohopmaeHHs
ynaKkoBKW» Ha po3gin
«MapkyBaHHa» MKA /13,
BHECEHHS [10 TEKCTY MapKyBaHHS
N3 in bulk: Ne 1000 (no 5
cynosuTopiiB y 6aicTepi; no 180
6nicTepiB y AWMKY 3
rogopoKapToHy) No3HavyeHb
OZMHULLb BUMIPIOBaHHS, 3
BUKOPUCTAHHSAM JliTep
NaTUHCLKOro andyasiTy, TOLLO):
3anponoHosaHo: MAPKYBAHHA
BignoBigHo [0 3aTBEPAKEHOTO
TEKCTY MapKyBaHHs. [ns
nikapcbKoro 3acoby y chopmi in
bulk: MAPKYBAHHSA BignosigHo
[0 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs, L0 AOAAETLCS.
3MiHN BHECEHI B TEKCT

MapKyBaHHS YMakoBKV NikapcbKoro

3aco6y LWoA0 3a3HaYEeHHS

OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHSA 3MiH NPOTAroMm 3-x

MicsILLiB NiCNsA 3aTBEPPKEHHS

UA/7596/01/01

59.

LNE30®EMIH

30

TabneTkun, BKpUTI
NNiBKOBOK 060/I0HKOO, NO
0,03 mr/0,15 mr; no 21
Tabnetyi y 6nictepi, no 1,
abo no 3, abo no 6
6nicTepiB y KAPTOHHIl
Kopo6ui

TOB «MIBE
YKPAIHA»

YKpaina

mibe Mm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
mMartepianis: 3mMiHa 3asaBHUKaA
(BnacHuka peecTtpaduiiiHoro
nocsigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460). 3MiHu |
MRy - 3MiHN Woa0
6e3nekn/edpeKTUBHOCTI Ta

3a peyenmom

UA/17211/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnsgy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YyNOBHOBaXeHOI
ocobw, BiANOBiAaIbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemun
hapmakoHarnagy) 3miHa
YMOBHOBaXEHOT 0CO6V 3as1BHMKA,
BiANOBiAA/bHOI 32
thapmakoHarnag. [itova pegakuis:
Petra Gerecke. MNponoHoBaHa
pepakuis: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
thapMakoHarnag. 3miHa Mmicus
3[iACHEHHST OCHOBHOT AiSiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLIe3HaxX0KeHHs1 MacTep-
(haiina Ta oro Homepa.

60.

AEKAMEBIT®

TabneTku, BKpUTI
N1iBKOBOK 060J1I0HKOIO, MO
10 TabneTok y 6nicTtepi;
no 2 6nictepu B nayui

AT "KMIBCbKUN
BITAMIHHN
3ABOA"

YKpaiHa

AT "KNIBCbKIN
BITAMIHHU
3ABOA"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
noJaHHs HOBOro cepTudcpikata
BiANOBIAHOCTI EBpoNechbkili
thapmaxonei Ne R1-CEP 2013-
010-Rev 00 gns gjito4oi pevyoBuHN
Riboflavin Big BXe 3aTBepaxeHoro
Bupo6HMka HUBEI GUANGJI
PHARMACEUTICAL CO., LTD.,
China. B pamkax 3asBneHoi 3MiHK
Bifgbynacbk 3MiHa B p. «Cknag»
MKSA N13 B Ha3Bi BUpoGHMKa AP| —
npuBeAeHo y BiAMNOBIAHICTb A0
CEP (3aTBepmxeHo: Hubei
Guangji Pharmaceutical Co., Ltd,
China; 3anponoHoBaHo: Hubei
Guangji Pharmaceutical Co., Ltd.,

6e3 peyenma

UA/4850/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

China)

61.

LIEKCAMETA3
OH-JAPHULSA

Tabnetku no 0,5 mr, no 10
TabNeTOK Y KOHTYPHIiA
YapyHKOBIN ynakoBsLi; no 5
KOHTYPHUX YapyHKOBUX
yMakoBOK y nauui

MpAT
"®apmMaLeBTnYHa
ipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu Il Tvny - 3miHn
Lofo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. 3miHn y
TepaneBTUYHUX NOKa3aHHAX
(AopaBaHHA HOBOTO
TepaneBTUYHOTO Noka3aHHs abo
3MiHa y 3aTBepKeHoMy
rokasaHHi) - 3MiHM BHeCEeHi go
IHCTPYKLiT ANA MeguyHoro
3aCTOCyBaHHSA NiKapCcbKoro 3acoby
Y PO3fiN NoKasaHHA - A0AaHHS
nokasaHHs "nikyBaHHs
KOpOHasipycHoi xBopo6n 2019
(COVID-19) y gopocnmx Ta
navwieHTiB NiaiTKoBOro Biky (BiKOM
Bifl 12 pokiB 3 Macolo Tina He
mMeHLwe 40 kr), SKuM noTpibHa
[ojaTtkoBa KicHeBa Tepania®; Ta
po3ginu "dapmMakonoriyHi
BnactusocTi", "OcobnnBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta fo3un” -
Bi4MOBIAHO A0 PilLEHHS
EMA/483739/2020 Big 18.09.2020
Ha nigcTasi NO3UTUBHUX
pesynbTaTiB, NigTBEPAKEHNX
pocnimpkeHHam RECOVERY.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB 3 AaTW 3aTBEPAKEHHS.

3a peuenmom

UA/0992/03/01

62.

AEKCNPO

pO34uH A8 iH ek, 50
Mr/2 M1, N0 2 M/ B amnyi;
no 5 amnyn y KOHTYpHIi
YapyHKOBIli ynakoBLj; no 1
KOHTYPHIli YapyHKOBIlA
ynakoBLji B maui

MpAT
"®apmMaueBTnYHa
thipma "AapHnus"

YKpaiHa

MpAT
"papmaLeBTnUiHa
thipma "AapHnug"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapPCbKOro 3aco6by 3 BHECEHHAM

iHbopMmauii Wwoao 3a3HaYeHHs

OAVHMLb BUMIPIOBAHHSA Y CUCTEMI

Sl. TepmiH BBEAEHHS 3MiH -
npoTsArom 6 Micsuis nicns
3aTBEPMKEHHS

3a peyenmom

UA/17373/01/01

63.

LEHI3NL,

MOPOLLOK 151 PO3UUHY
ansiHekuinno1r, 1
h/1akoH 3 NOPOLLUKOM Y
KOpo6Li 3 KAPTOHY

BITA CAH NTA

Benukobput
aHis

Csicc NepeHTepasnc
nra.

IHais

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

dhapmakoHarsgy. BeeaeHHsi abo

3a peyenmom

UA/15338/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cooH,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA AN 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAanbLHOI 3a
3[jlicHeHHS chapMakoHarnisgy
(BK/IHOYAKOYUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEeHHI
mMacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3as1BHYIKA,
BiANOBiAa/IbHOI 3a
dhapmakoHarnag;
MponoHoBaHa pepakuis: Mywkap
Hagin B'suecnasiBHa. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
ocobw, BiANoBiAanbLHOI 3a
hapmakoHarnag. 3miHa Homepa
Ta MiCLie3HaxoMKeHHs macTep-
tpaiina cuctemu
hapmakoHarnsagy. 3miHa micus
3/1iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dapmakoHarnsgy

64.

DNEHILE®

MOPOLLIOK A/151 PO3UMHY
Ans iH'ekuUii abo iHdysil
no 2r, 1 chnakoH 3
NMOPOLLKOM Y Kopobu,i 3
KapToHYy

BITA CAH NTA

Bennkobput
aHis

Csicc NepeHTepasnc
nro.

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeeaeHHsi abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo

BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI

ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)

Ta/ab0 3MiHWN Yy PO3MILLEHHI

3a peyenmom

UA/15264/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsag;
MponoHoBaHa pepakuis: Mywkap
Hagin B'suecnasiBHa. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
ocobw, BiANoBiAanbLHOT 3a
hapmakoHarnag. 3miHa Homepa
Ta MiCLie3HaxoMKeHHs macTep-
tpaiina cuctemm
hapmakoHarnsgy. 3miHa micus
3/1iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy

65.

DNEHILE®

MOPOLLOK /151 PO3YNHY
onsiinekyiinolr, 1
h/1aKOH 3 NOPOLLUKOM B
KOpo6Li 3 KApTOHY

BITA CAH NTA

Bennkobput
aHis

Csicc NapeHTepasnc
nro.

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHSs1 hapMakoHarnagy
(BK/IHOYAKOUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
thapMakoHarnag:

MponoHoBaHa pegakuis: Mywkap

Hagijsa B'auecnasisHa. 3MiHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI
ocobw, BigNoBiAa/IbHOT 3a
thapmakoHarnag. 3miHa Homepa

Ta MicLle3HaxopKeHHA MacTep-

tharina cuctemmn
thapmakoHarnagy. 3miHa micus
3[jiCHEHHSI OCHOBHOI AiA/IbHOCTI 3

3a peyenmom

UA/15264/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnsgy

66.

AEHTON 10,0%

renb Ana sicex, 100 mr/r,
no 15 ry 1y6i, no 1 1y6i y
KapTOHHI KOpooLj

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edheKTMBHOCTI Ta

thapmakoHarnagy - BHeCEHHS 3MiH
o posginy MKA: 'pachuueckoe

odhopmiEHME YTAKOBKMU.

MponoHoBaHa pegakuis:
MapkupoBka. B cooTBeTCTBUN C

YTBEPXEHHbIM TEKCTOM
MapKk1poBKu. OHOBNEHHS TEKCTY

MapKyBaHHS YNakoBKW JliKapCbKoro

3aco6y 3 BHECEHHSM iHGhopMaLii
LLOA0 3a3HaYeHHS OANHNLb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH NPOTArom 6-Tu
MicALiB nicna 3aTBepipKeHHs

6e3 peyenma

UA/6287/01/01

67.

LEHTON 7,5%

renb Ans sicex, 75 mr/r, no
15ry T1y6i, no 1 Ty6i y
KapTOHHIA KOpoo6Li

dapmacaiHc IHK.

KaHapa

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnagy - BHECEHHS 3MiH
Ao posginy MKA: M'pachuueckoe

ohopM/IEHNE YNaKOBKU.

MponoHoBaHa pepakuis:
MapkupoBka. B cooTBeTcTBUM C

yTBEPXEHHBIM TEKCTOM
MapKMpPOBKN. OHOB/IEHHS TEKCTY

MapKyBaHHS YMakoBKV NikapcbKoro

3aco0by 3 BHeCEHHSAM iHdhopMauii
LLIOAO 3a3HaYEHHS OANHULb
BVIMIpIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu
MicsILiB NicNs 3aTBEPAKEHHSA

6e3 peyenma

UA/6287/01/02

68.

OVMEAPON-
OAPHULA

pO34uH A4 iH'eKuUii, 10
Mmr/mn; no 1 mn B amnyni;
no 5 amnyn y KOHTYpHiii
YapyHKOBIl ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yrnakoBKM B nauLli

MpAT
"®apmaueBTnyHa
thipma "lapHnug"

Ykpaina

MpAT
"@apmaueBTuyHa
thipma "AapHnus"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiga/IbHOI 3a 3AjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobu 3 papmakoHarnagy

3a peyernmom

UA/4851/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAaIbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3amiHa
YMOBHOBaXEHOT 0CO6V 3as1BHMKA,
BiANOBiAa/IbHOI 32
hapMakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasosBuy

69.

OUTWNIH-
JAPHULA

PO34nH ANA iH'eKuil, 20
mr/mn no 5 ma B amnyni;
no 10 amnyn y kopo6ui; no
5 mn B amnyni; no 5 amnyn
Y KOHTYPHI1 YapyHKOBI
ynakoBsLi; no 1 a6o 2
KOHTYPHI YapyHKOBI
yNakoBKM B navi

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
hapmakoHarnsgy - OHOBMEHHS

TEeKCTYy MapKyBaHHS ynakoBKu

NiKapCcbKoro 3aco6by 3 BHECEHHAM

iHchopmauii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BHeceHHs 3MiH o po3gainy
“MapkyBaHHA" MKA J13.
3anponoHoBaHo: MAPKYBAHHA
BignosigHo [0 3aTBEPAKEHOTO
TEeKCTy MapKyBaHHs. TepMiH
BBE/EHHS 3MiH MpoTArom 6
MicALiB nicna 3aTBepipKeHHs

3a peyenmom

UA/2995/01/01

70.

LIAKOPAVH®
120 PETAP],

TabneTky NPOsIOHrOBaHOI
Aii no 120 mr Ne30 (10x3):
no 10 TabneTok y
6nictepi; no 3 6nictepn y
KapTOHHI KOpoo6Li

TOB "CaHoi-ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHriBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHu | TUny -
[ofaBaHHA anbTepHaTUBHOIO
MeToAy aHaniTM4HoOro
BUMNPOGOBYBaHHA [0 YXe
iCHyto4Oro meToAy, kv onncaHo
y MoHorpadii €Bponeiicbkoi
hapmakonei, LWasXoM ra3zoBoi
xpomatorpadii 3a MeToA1Ko
BMPOGHMKA A/17 BU3HAYEHHSA
rinpomenosu;
3MiHK | TUNY - BUAANEHHSA
aHanNiTMYHOI METOAVKN LLOA0
BU3HAYEHHA BaXKKMX MeTanis gns
[,0MOMDKHOT PeYOBUHU
rinpomenosn 2208/15000 Ta
rinpomenosu 2208/100000,
BiANOBIAHO 4O OHOBNEHOT

3a peyenmom

UA/5731/01/03
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MOHorpadii €sponeiicbkin
dhapmakonei

71. AIAHIN NA4 3 po3yuH Ans Bakctep Xenckea C.A. Ipnangis BakcTep Xesnckea IpnaHgis BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/12425/01/03
BMICTOM NepUTOHEeasTbHOTO Aiasti3y; C.A. marepianis: 3miHu | Tuny -
rNHOKO3n no 2000 M po3unHy y [ofaBaHHA a/lbTepHaTUBHOIO
1,36% N1acTMKOBOMY MiLLIKY MeTOoAy BU3HAYEHHS AOMILLKU
MI/OB/13,6 “Biachnekc” PL 146-3, QTIOMIHIIO0 B AOMOMIKHIA pe4yOBUHI
Mrimn OfMHapHoMy, Bopga ans iH'ekuiii. 3miHa He

obnagHaHOMY iH'eKUiiHUM
nopToM Ta 3'’eHyBayvem,
abo y milwky “TBiH Ber”,
o0bnagHaHOMY iH'eKUiiHUM
NopTOM, 3 iIHTErpOBaHUM
3a J0NOMOrok ABOX
marictpaneii Ta Y-
3'eAHyBa4a NoOpPOXHIM
NIacTMKOBUM MILLKOM 4151
[peHaxy, BKNafgeHnx y
NpO30pUin NNacTUKOBUIA
nakeT; No 5 KOMMN/IEKTIB y
KapTOHHi Kopobuj; no
2500 M1 po34unHy y
N1acTMKOBOMY MiLLKY
“Biadpnekc” PL 146-3,
ofVHapHOMY,
061agHaHOMY iH'EKLiHUM
NopTOM Ta 3'€fiHyBayeM,
ab60 y MilwKy “TBiH ber”,
061agHaHOMY iH'EKLiHUM
nopTOM, 3 IHTErpoBaHUM
3a [OMOMOroK0 ABOX
marictpaneii Ta Y-
3'eqHyBaYa NOPOXHIM
NIacTMKOBMM MILLKOM 4151
[ApeHaxy, BKNageHunx y
NpO30puii NNaCcTUKOBWIA
nakeT; no 4 KOMMNAEeKTN y
KapTOHHI Kopobuj; no
3000 M1 pO3UUHY Y
NAacTUKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
OfIMHapHOMY,
06nagHaHOMY iH'€KLiAHNM
nopToMm Ta 3'eHyBayeM,
abo y miwky “TsiH ber”,
06nagHaHOMY iH'€KLiAHNM
nopTomMm, 3 iIHTErpoBaHUM
3a [10NOMOroK ABOX

UYNHUTb HECMPUAT/IMBOrO BMN/IUBY
Ha SKiCTb, 6e3neyHicTb Ta
epeKTMBHICTb rOTOBOro
nikapcbKoro 3acoby; 3MiHu | Tuny -
noJaHHs HOBOro cepTucpikata
BiANOBIAHOCTI EBpoONechbkili
thapmaxonei Ne R1-CEP 2004-
315-Rev 02 ana Adl HaTpito
XJ10pWA, Bif, HOBOTO BUPOBHUKA
Salinen Austria AG, Austria
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

marictpasniein Ta Y-
3'eiHyBava NOPOXHIM
NNacTVKOBUM MILLKOM N5
OpeHaxy, BKNageHnx y
NpOo30puii NNacTUKOBWIA
nakeT; No 3 KOMMNIEKTN y
KapTOHHI Kopo6uj; no
5000 M1 pO3YnHY y
NNacTVKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
OfIMHapHOMY,
06/1a4HaHOMY iH €KLiHUM
nopToM Ta 3’eHyBayvem,
BK/1afleHoOMY y Npo3opwii
nnacTyKoBwiA NakeT; no 2
KOMM/IEKTW Y KAPTOHHIl
KopooLi

72.

LIAHIN 44 3
BMICTOM
rHOKO3N
2,27%
MIOB/22,7
MM

pO34MH ANs
NepuUTOHEeasTbHOTO Aiasti3y;
no 2000 M po3unHy y
N1acTMKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
oAvHapHoMy,
obnagHaHOMY iH'eKUiiHUM
nopToM Ta 3’e4HyBayvem,
abo y miwwky “TBiH Ber”,
o0bnagHaHOMY iH'eKUiiHUM
NopTOM, 3 iIHTErpOBaHUM
3a J0NOMOroH ABOX
marictpaneii Ta Y-
3'eAHyBa4a NoOpPOXHIM
NIacTMKOBUM MILLKOM 4151
[peHaxy, BKNafgeHnx y
NpO30pUin NNacTUKOBUIA
nakeT; No 5 KOMMN/IEKTIB y
KapTOHHi Kopobuj; no
2500 M1 po34nHy y
N1acTMKOBOMY MiLLKY
“Biadpnekc” PL 146-3,
ofVHapHOMY,
061agHaHOMY iH'EKLiHUM
nopTOM Ta 3'€fiHyBayeM,
ab60 y MilwKy “TBiH ber”,
061agHaHOMY iH'EKLiHUM
nopTOM, 3 IHTErpoBaHUM
3a [JOMOMOroK0 ABOX
marictpaneii Ta Y-
3'eqHyBaYva NOPOXHIM
N1aCTMKOBMM MILLKOM A/151

Bbakctep Xenckea C.A.

Ipnangis

Bakctep Xenckea
C.A.

IpnaHgis

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3miHu | Tuny -
[ofaBaHHsA anbTepHaTUBHOIO
MeTOAY BU3HAYEHHS [OMILLKN
QTIOMIHIIO0 B AOMOMIKHIA pe4yOBUHI
Bopga gns iH'ekuiii. 3miHa He
YMHUTbL HECNPUAT/IMBOTO BM/INBY
Ha SKiCTb, 6e3neyHicTb Ta
epeKTMBHICTb rOTOBOro
NiKapcbKoro 3acoby; 3miHu | Tuny -
noJaHHs HOBOro cepTucpikata
BiANOBIAHOCTI EBpoONechbkili
thapmaxonei Ne R1-CEP 2004-
315-Rev 02 ana Adl HaTpito
XJ10pWA, Bif, HOBOTO BUPOBHUKA
Salinen Austria AG, Austria

3a peyenmom

UA/12425/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

OpeHaxy, BKNageHnx y
NpOo30puii NNacTUKOBWIA
nakeT; No 4 KOMNIEKTN y
KapTOHHI Kopo6uj; no
3000 M1 pO3YnHY y
NNacTVKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
OfIMHapHOMY,
06/1a4HaHOMY iH'€KLiHUM
nopToM Ta 3'’e4HyBayvem,
abo y miwwky “TBiH Ber”,
06/1a4HaHOMY iH €KLiHUM
nopToM, 3 IHTErpoBaHNM
3a J0NOMOrot0 ABOX
marictpaneii Ta Y-
3'eAHyBava NOPOXHIM
NNacTVKOBUM MILLKOM /151
ApeHaxy, BKNafgeHnx y
NpO30puin NNacTUKOBUIA
nakeT; No 3 KOMMNIEKTN y
KapTOHHI Kopobuj; no
5000 M1 pO3UUHY Y
NNacTYKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
ofiVHapHoOMy,
061agHaHOMY iH'EKLiAHUM
nopTOM Ta 3'efiHyBayeM,
BK/1a€HOMY Y MPO30puii
NNacTyKoBWiA NakeT; no 2
KOMMNEKTW Y KapTOHHIl
Kopobui

73.

OIAHIN NA4 3
BMICTOM
roKo3n
3,86%
MIOB/38,6
Mr/MA

po34nH Ans
NnepuToOHeas1bHOTO Aianisy;
no 2000 m/1 PO34UHY Y
N1acTMKOBOMY MiLLKY
“Biadpnekc” PL 146-3,
ofVHapHOMY,
061agHaHOMY iH'EKLiHUM
NopTOM Ta 3'€fiHyBayeM,
ab60 y MilwKy “TBiH ber”,
061agHaHOMY iH'EKLiHUM
NnopToM, 3 iIHTErPOBaHUM
3a OMOMOroK0 ABOX
marictpaneii Ta Y-
3'eqHyBaYa NOPOXHIM
NIacTMKOBMM MILLKOM 4151
[ApeHaxy, BKNageHunx y
NpOo30puii NNacTUKOBWIA
nakeT; N0 5 KOMM/IEKTIB y

Bakctep Xenckea C.A.

Ipnangis

Bakctep Xesnckea
C.A.

IpnaHgis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
[oaBaHHA a/lbTEPHATUBHOIO
MeTOAy BU3HAUYEHHS [OMILLKM
asIloMiHIl0 B ONOMKHIV peYOBUHI
Boga gns iH'ekuiid. 3miHa He
YMHUTBL HECNPUAT/IMBOTO BM/INBY
Ha SKIiCTb, 6e3neyHicTb Ta
eheKTMBHICTb rOTOBOro
nikapcbKoro 3acoby; 3miHu | Tuny -
NnoAiaHHA HOBOro cepTudpikaTa
BiAMOBIAHOCTI €EBpONENCHKIl
thapmaxonei Ne R1-CEP 2004-
315-Rev 02 gns A®I HaTpito
X10pug Bif HOBOTO BUPOOHMKA
Salinen Austria AG, Austria

3a peuenmom

UA/12425/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KapTOHHI Kopobuj; no
2500 M1 po3YmnHy y
NNacTVKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
OfIMHapHOMY,
06/1a4HaHOMY iH'EKLiHUM
nopToM Ta 3’eHyBayvem,
abo y miwwky “TBiH Ber”,
06/1a4HaHOMY iH'€KLiHUM
nopToM, 3 IHTErpoBaHNM
3a J0NOMOrot0 ABOX
marictpaneii Ta Y-
3'eAHyBava NOPOXHIM
NNacTVKOBUM MILLKOM AN1S
ApeHaxy, BKNafgeHnx y
NpO30puin NNacTUKOBUIA
nakeT; No 4 KOMNIEKTN y
KapTOHHI Kopobuj; no
3000 M1 pO3UUnHY Yy
NNacTVKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
OfIMHapHOMY,
061agHaHOMY iH'EKLiAHUM
nopTOM Ta 3'efiHyBayeM,
abo y miwky “TBiH Ber”,
061agHaHOMY iH'EKLiAHUM
nopTOM, 3 iHTerpoBaH1UM
3a [J0MOMOrol ABOX
marictpanei Ta Y-
3'eHyBaYa NOPOXHIM
NAacTUKOBUM MiLLKOM NSt
[ApeHaxy, BKNafeHnx y
NpOo30puii NNacTUKOBWIA
nakeT; no 3 KOMMNAeKTN y
KapTOHHI Kopobuj; no
5000 M1 pO3UUHY Yy
N1acTMKOBOMY MiLLIKY
“Biadhnekc” PL 146-3,
OfIMHapHOMY,
061a4HaHOMY iH'€KLiHUM
nopTOM Ta 3'€fjHyBayeM,
BK/1afleHoOMy y Npo3opuii
NAacTMKOBMIA NakeT; no 2
KOMM/IEKTU Y KAPTOHHIl
Kopobui

74.

LIOKC/30/b®
-OAPHULSA

po34urH o 50 r a6o no 100
ry conakoHax abo 6aHkax,
no 1 donakoHy a6o 6aHLi y
nauui

MpAT
"®apmaueBTnyHa
hipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
ipma "AapHnus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

dhapmakoHarsgy. BeeaeHHsi abo

3a peyenmom

UA/8021/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cooH,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA AN 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAanbLHOI 3a
3[jlicHeHHS chapMakoHarnisgy
(BK/IHOYAKOYUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEeHHI
mMacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3as1BHYIKA,
BiANOBiAa/IbHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasosuy

75.

JNIOKCA303UH
Y ME3UNAT

MOPOLLIOK (Cy6CTaHLis) y
noABiHMX
noslieTUNIEHOBNX NakeTax
ans chapmauesTUUHOro
3aCTOCyBaHHs

Ekcenna 'm6X eHp
Ko. KI

HimeyunHa

Ekcenna 'M6X eHg,
Ko. KI

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
mMarepianis: 3MiHu | TMny - 3MiHK 3
AkocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasbHWiA
3aci6. 3miHa chopmyntoBaHHA
po3ainy «YnakoBka» B MK4.
3anponoHoBaHo: [lBoliHbIe
NOSIM3TU/IEHOBbIE MaKeTbl,
B/IOXXEHHbIE B KAPTOHHbIE
6apabaHbl, KOTopble cogepxar
[Ba ocywTtens

UA/16860/01/01

76.

IOKCULIVIKNIH
-TEBA

Tabnetku no 100 mr, no 10
Tabnetok y 6nictepi; no 1
6nicTepy B kopobui

TOB "TeBa Ykpaina"

YKpaina

Mepkne 'v6X,
HimeuunHa
(BMpPOGHNLTBO
Hepo3dhacoBaHoi
npoaykuii Ta 403BiN
Ha BUMycK cepii);
Mepkne 'v6X,
HimeuunHa
(nepsBuHHa Ta
BTOPUHHA YMaKoBKa,
KOHTPO/b cepil)

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLintHmx
marepianis: 3miHu | TUny -
BUYYEHHS AiNbHULI ANA
BMpo6HMUTBa AD| Kaifeng

Pharmaceutical (Group) Co., Ltd.,

(China). NponoHoBaHa peAakuis:

Hovione Pharmascience Limited

(China) Hovione FarmacCiencia
S.A. (Portugal) Yancheng Suhai
Pharmaceutical Co., Ltd (China)

3a peyenmom

UA/3033/02/01

717.

JOMMEPWIOH
-CTOMA

Tabnetkun no 10 mr, no 10
TabneTok y 6nictepi, no 3

AT "Ctoma”

YKpaiHa

AT "Ctoma"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK

6e3 peyenma

UA/1990/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

6nictepn y nayui 3
KapToHy

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - BHeCeHHs 3MiH
0o po3giny «MapkyBaHHs» MKA
n3

3anponoHoBaHo: Po3gin
MAPKYBAHHSA. BignosigHo fo
3aTBEPKEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHSA TEKCTY
MapKyBaHHS NepBUHHOT Ta
BTOPUHHOI YNakoBKMN MikapCbKoro
3ac06y 3 BHECEHHSAM iHthopMmalii
LLIOAO 3a3HaYeHHs OANHULb
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsirom 6-Tn
MiCALiB Nicna 3aTBepAKEHHS;
3MiHK | TUNy - 3MiHN Woa0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - BBejeHHs
[04AaTKOBOrO TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNaKoBKu
niKapcbkoro 3acoby i3
3a3HayeHHAM TOProBoi Mapkun Ta
norotvna gucTpu6"oTopa.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicSILB NicNs 3aTBEPAKEHHS

78.

[LOHOPMIN

TabneTku, BKpUTI
060/10HKOI0, N0 15 Mr; no
10 a60o no 30 TabneTok y
Ty6i; o 1 Ty6i B KApPTOHHIiA
Kopoo6Li

YMNCA CAC

PpaHuin

YMNCA CAC

®paHuin

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiaanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BifiNOBIAA/IbHOT 33 3iICHEHHS

Ne 10 — 6e3
peyenma, Ne
30-3a
peyenmom

UA/7213/02/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
thapmakoHarnsgy: MNponoHosaHa
pepakuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX JaHuUX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
dapmakoHarnsgy
79. APOTABEPWH- | po3uuH ans iH'ekuiii, 20 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/7468/02/01
AAPHULA Mr/mM; No 2 Mn B amnyni; "®apmMaueBTNYHa "papmaLeBTUYHa martepianis: 3mMiHU | TUNY - 3MiHK
no 5 a6o no 10 amnyn y ipma "fapHuua" ipma "AapHnua" Loao 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHIli YapyHKOBIl hapmakoHarsisgy - OHOB/EHHS
yNakoBLii; N0 1 KOHTYPHIiA TEKCTY MapKyBaHHS ynakoBKm
YapyHKOBIli ynakoBLj y NiKapcbKoro 3acoby 3 BHECEHHAM
nauui iHhopMmauii Wwoao 3a3HaveHHs
OAVHULb BUMIPIOBAHHSA Y CUCTEMI
Sl. TepMiH BBEIEHHSA 3MiH:
noTAromM 6-Tm MicsyiB 3 gatn
3aTBEPAKEHHS 3MiH
80. APOTABEPWH- | Ttabnetku 40 mr no 10 MpAT YkpaiHa MpAT " YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiHmnx 6e3 peyenma UA/7468/01/01
AAPHMUA Tab/1eToK Y KOHTYPHIi "®apmavueBTuyHa dapmaneBTUYHA marepianis: 3MiHU | TUMY - 3MiHK
YapyHKOBIli ynakoBLj, no 2 ipma "OapHuus” hipma "OapHuus” Loao 6e3nekn/edeKTUBHOCTI Ta
ab0 3 KOHTYpHI YapyHKOBI hapmakoHarnsgy - OHOB/IEHHSA
YNaKkoBKW y naui TEKCTY MapKyBaHHS yNakoBKu
NiKapCbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. TepMiH BBEAEHHS 3MiH:
npoTsArom 6 mMicAuis 3 gatu
3aTBEPAKEHHS
81. AYOOAAPT Kancynu TBepai no 0,5 nakcoCmiTKnsiAH Benuka KataneHT DxepmeHi HimeuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/13330/01/01
mr/0,4 mr; no 30 a6o no 90 Ekcnopt Nimiteq BpuTtaHis LopHaopd M6X marepianis: 3MiHu | TUMY - 3MmiHa
Kancyn y cnakoHi; no 1 Ha3BU BUPOOHWMKA AjtoHOoi
dhnakoHy B KapTOHHIiA peyoBuHM ayTactepua, Ta
Kopoo6Li YTOUHEHHS agpecu, 6e3 3MiHK
haKTUYHOTrO po3TallyBaHHS
AinbHuUi. MNponoHoBaHa peaakuis:
Thermo Fisher Scientific Cork
Limited Currabinny Carrigaline
County Cork, P43 AY66 Ireland
82. ENIFAPQ 22,5 NMOPOLLOK AN1s Actennac ®apma Higepnanamn Actennac ®apma Higepnanan BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/5758/01/02
Mr NPUroTYBaHHS PO34nHY tOpon B.B. tOpon B.B., / CLWA marepianis: 3MiHu | TUNy -
ANA NigLWKIPHKX iH'eKLA no HigepnaHnaun BBEEHHS HOBOI rofikn 6e3neku

22,5 Mr; KOMNIEKT MiCTUTb
2 notku: 1 NOTOK MICTUTb
nonepeaHbLO HaNOBHEHWIA
wnpuy, A 3 PO3YNHHUKOM
(noni(DL-naktuna-ko-

(BignoBiganbHUii 3a
BTOPVHHY YNakoBKy
Ta Bunyck cepii);
KanpkmH 6iodapma
JINC., CWA

Terumo (safety needle 20 gauge
5/8-inch (ana ENIFCAPLA, 7,5 wr,
ENICAPL 22,5 mr) Ta safety
needle 18-gauge 5/8-inch (ans
ENITAP/A 45 mr)), sika BBaXa€eTbCs
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
rnikonia) nonimep, N- (BignoBiganbHuii 3a 6iNbLU AOCKOHA/TOHN 040 6e3neku
MeTun-2-MiponigoH) no BMPOGHMLITBO HiXX noTo4Ha ronka Magellan.
457 Mr, nopLueHb Wwnpuya wnpvua B); Tonmap 3MiHV BHECEHO [0 IHCTPYKLUIT Ans
b Ta naketuk 3 IHk., CLLA MeNYHOro 3acTocyBaHHA
BOJIOTONOIINHAYUM (BignoBiganbHWii 3a nikapcbKoro 3acoby Ao po3ainy
areHToM; 2 N10TOK MiCTUTb BMPOBHULITBO "Cnoci6 3acTocyBaHHs Ta f03u"
nonepegHL0 HanoBHEHWM wnpuya A); Tonmap Lo40 npuniagy 3 HOBOK 0J1KOKO;
Lwnpuy, B 3 nopoLukom, IHk., CLLA 3MiHM | TUMy - 3MiHW BHECEHO 0
CTepW/bHY rofiky Ta (BignoBifanbHWiA 3a IHCTPYKLiT Ana MeguyHoro
nakeTuk 3 BMPOBHULITBO 3acTOCyBaHHSA NikapCcbKoro 3acoby
BOJIOTONOI/INHAYUM wnpuua A, wnpuua 0o po3sgainy "Mo6iuHi peakwyi
areHToM, KOMM/EKT y B, KiHUEBY ynakoBKy BiANOBIAHO [0 pekomeHAaLii
KapTOHHI KOpoo6Li Ta KOHTPO/Ib SIKOCTI) PRAC
83. ENIFAPA 45 MIC | nopoLuok ans Actennac dapma Higepnanan AcTtennac ®apma Higepnanan BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/5758/01/03
NPUroTYBaHHA PO3YMHY tOpon B.B. tOpon B.B., / CLLA marepianis: 3MiHu | TNy -
AN NiQLKIPHUX iH'eKUi no Higepnanamn BBE/JEHHS HOBOI rofikn 6e3neku
45 Mr; KOMMEKT MIiCTUTb 2 (BignoBiganbHWii 3a Terumo (safety needle 20 gauge
notkn: 1 NOTOK MIiCTUTb BTOPVHHY YNaKoBKy 5/8-inch (gns ENIFAPA 7,5 wmr,
nonepegHL0 HanoBHEHWM Ta BMNycK cepii); ENIFAPL 22,5 mr) Ta safety
wnpuy, A 3 PO3YNHHUKOM KaHnpkmH 6iodapma needle 18-gauge 5/8-inch (gns
(noni(DL-nakTna-ko- nnc., CWA ENIFTAPL 45 mr)), sika BBaXa€eTbCA
rnikonia) nonimep, N- (BignoBiganbHuii 3a 6iNbLU AOCKOHATON LWOA0 6e3neku
MeTW-2-MiponifoH) no BMPOGHMLITBO HX NoToYHa rosika Magellan.
434 Mr, nopLUeHb Wwnpuya wnpuua b); Tonmap 3MiHN BHECEHO 10 IHCTPYKUIT Ans
b Ta nakeTuk 3 IHK., CLLA MeZMYHOro 3acToCcyBaHHsA
BOJIOrONOr/IMHAYUM (BignoBigansHWii 3a nikapcbkoro 3acoby Ao po3ainy
areHToM; 2 10TOK MiCTUTb BMPOBHULITBO "Cnoci6 3acTocyBaHHs Ta fo3u"
nonepeaHbL0 HanoBHEHWI wnpuua A); Tonmap L0 Npunagy 3 HOBOHO FOJIKOIO;
wnpuy, b 3 nopoLukom, IHk., CLLA 3MiHK | TUNY - 3MiHW BHECEHO 0
CTepW/ibHY TofKy Ta (BignoBiganbHuii 3a IHCTPYKLi ANs MeguyHoro
nakeTuk 3 BMPOBGHULITBO 3acTOCyBaHHS /likapCbKoro 3acoby
BOJIOrONOr/IMHAYUM wnpuua A, wnpuua 0o po3sgainy "Mo6iuHi peakwyi
areHToM, KOMIJ/IeKT y B, KiHLEBY ynakoBky BiANOBIAHO A0 pekoMeHAaLii
KapTOHHI KOpooL; Ta KOHTPOJ1b SKOCTI) PRAC
84. ENIFAPA 7,5 NOpOLUOK AN Actennac ®apma Higepnanan AcTtennac ®apma Higepnanan BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/5758/01/01
Mmr NPUroTYBaHHA PO3YMHY tOpon B.B. tOpon B.B., / CLLA marepianis: 3MiHu | TUNy -
ANA NiAWKIPHYX iH'eKLA no HigepnaHnam BBE/EHHS HOBOI rofIkn 6e3neku

7,5 Mr, KOMNAEKT MICTUTb
2 notku: 1 NOTOK MICTUTb
nornepeaHbL0 HanoBHEHWI
LwnpuL, A 3 PO3YNHHUKOM
(noni(DL-nakTna-ko-
rnikonig) nonimep, N-
MeTW/-2-MiponifoH) nNo
343 mr, nopLueHb Wwnpuua
B Ta nakeTuk 3
BOJ10rONOINHAIYUM

(BignoBifanbHUii 3a
BTOPVHHY YNakoBKy
Ta BuUnyck cepii);
KaHnpknH 6iodapma
NNC., CWA
(BignoBiganbHUii 3a
BMPOOHULITBO
wnpuua b); Tonmap
IHk., CLLA
(BignoBifanbHUiA 3a

Terumo (safety needle 20 gauge
5/8-inch (ana ENIFAPLA, 7,5 wr,
ENIFAPA 22,5 wr) Ta safety
needle 18-gauge 5/8-inch (gns
ENIFAPL 45 mr)), sika BBaXaeTbCA
6iNbLU AOCKOHA/TON 040 6e3nekn
HX NoTOYHa rosnka Magellan.
3MiHN BHECEHO [0 IHCTPYKUIiT Ans
MeJMYHOro 3acTOCYBaHHS
NiKapcbKoro 3acoby A0 po3sginy
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
areHToMm; 2 10TOK MiCTUTb BMPOGHMLITBO "Cnoci6 3acTocyBaHHA Ta go3n"
nonepeaHbL0 HanoOBHEHWIA wnpuua A); Tonmap L0 Npunagy 3 HOBO FO/IKOIO;
wnpuy, b 3 nopoLLKom, IHK., CLLA 3MiHK | TUNY - 3MiHW BHECEHO A0
CTepW/IbLHY oKy Ta (BignoBiganbHUii 3a IHCTPYKLi 415 MegnyHoro
nakeTuk 3 BUPOGHMNLITBO 3aCTOCYyBaHHS NiKapcbKoro 3acoby
BOJIOrONOr/IMHAYUM wnpuua A, wnpuua 0o po3gainy "rNo6iyHi peakwii”
areHToM, KOMMJ/IEKT y B, KiHLEBY ynakoBKy BiANOBIAHO [0 pekomeHAaaLii
KapTOHHIA Kopoo6Li Ta KOHTPO/Ib SIKOCTI) PRAC
85. EH3UKC® AYO | Tabnetku no 10 mr Ta "Xemodpapm" ALl Cepbisa "XEMO®APM" A} Cepbis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/4162/01/01
TabneTkn, BKPUTI mMarepianis: 3MiHU | TUMY - 3MiHK
NNiBKOBOK 060/I0HKOHD, MO Loao 6e3nekn/edeKTUBHOCTI Ta
2,5 mr; Kombi-ynaxkoska: no hapmakoHarnsgy - OHOB/IEHHSA
10 TabneTok (6inbLIOro TEKCTY MapKyBaHHS1 yNakoBKM
po3mipy) no 10 mr ta 5 NiKapcbKoro 3acoby 3 BHECEHHAM
TabneTokK, BKPUTUX iHchopmauii LWoao 3a3HaveHHs
NAiBKOBOK 060/TI0HKOI0, OAVHWLb BUMIPIOBAHHS Y CUCTEMI
(MeHwworo po3mipy) no 2,5 Sl. BHeceHHs 3MiH o po3gainy
Mry 6nictepi; no 3 «MapkyBaHHA» MKA 13,
61icTepn y KapTOHHIN 3anponoHoOBaHO: MapKyBaHHSI.
KopooLi 3rigHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. BBeieHHA 3MiH
NPOTSrom 6-Tn MicALiB nic/s
3aTBEPAKEHHS
86. EH3UKC® AYO | Tabnetkn no 20 mr 1a "Xemodpapm" ALl Cepbisa "XEMO®APM" AL} Cepbis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/4162/01/02
POPTE TabneTkun, BKpUTI marepianis: 3MiHU | TUMY - 3MiHK
N1iBKOBOK 060J10HKOHO, MO Loao 6e3nekn/edeKTUBHOCTI Ta
2,5 mr; Kombi-ynakoska: no hapmakoHarnsgy - OHOB/IEHHSA
10 TabneTok (6inbLIOro TEeKCTy MapKyBaHHS ynakoBKu
po3smipy) 20 mr Ta 5 NiKapCbKOro 3aco6y 3 BHECEHHSIM
TabneTok, BKpUTUX iHchopmauii LWoao 3a3HaveHHs
NNiBKOBOK 060/10HKOIO, OfIMHULIb BUMIPIOBAHHS y CMCTEMI
(MeHLworo po3mipy) no 2,5 Sl. BHeceHHs 3MiH o po3gainy
Mry 6nictepi; no 3 «MapkyBaHHs» MKA N3;
6nicTepn y KapTOHHI 3anpornoHoBaHo: MapKyBaHHS.
KOpo6Li 3rigHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHs. BBeeHHS 3MiH
NpoOTArom 6-T! MicAUIB micns
3aTBEPAKEHHS
87. ENINENTAN® Tabnetkun no 50 mr, no 10 AT "dapmax" YkpaiHa AT "dapmak" Ykpaina BHECEHHS 3MiH A0 peecTpaliintHmx 3a peyenmom UA/6296/01/02

Tabnetok y 6nictepi; no 3
6nictepn y nayui 3
KapToHy

marepianis: 3MiHu | TUny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHsi Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpavuiiiHoro NocBigYeHHs) -
3MiHa HalilMeHyBaHHs Ta agpecu
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KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ne
n/n

Hassa
JliKapcbKo20
3acoby

(nikapcbka ¢hopma,

Popma sunycky

ynakoska)

3asBHUK

3asiBHUKa

BUPOOGHUKa

3asBHMKa (BNacHvka
peecTpauiiiHoOro NocBig4YEHHS)

YkpaiHa

AT "dapmak"

YkpaiHa

BBeneHHs 3MiH NPOTAroM 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHM | TRy - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiNbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHUUI BUNYyCKy cepii abo micue
npoBeAEeHHS KOHTPOJIO SKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTEp, BKOYaUn
BUMYCK Cepiit) - 3MiHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6€3 3MiHM Micusa
BMPOOHULTBA. 3MiHW BHECEHI B
IHCTPYKLil0 ANS MenyHOro
3actocyBaHHs /13 y p. "BUpo6HUK",
"Micue3Haxo4xeHH BUPOBGHMKa
Ta ioro agpeca micus
NPOBaKEHHS AiS/IbHOCTI" 3
BiAMNOBIAHMMM 3MiHAMU B TEKCTI
MapKyBaHHS ynakoBoOK. BBefeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMAKEHHS; 3MiHM | TUNY -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) -
BHeceHHs 3MiH 4o po3giny
«MapkyBaHHsA» MKA N13
3arsepgxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TeKCTy
MapKyBaHHS. 3anponoHOBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY

3ac06y 3 BHECEHHAM iHthopmalii
LLOA0 3a3HaYeHHS OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 6-Tu
MicsILLiB NicNs 3aTBEPPKEHHS

marepianis: 3miHu | Tuny -

MapKyBaHHS YNakoBKMW NiKapCbKoro

BHECEHHS 3MiH O peecTpaLifiHnX

3a peyenmom

UA/6296/01/03

88. EMNENTAN®

Tabnetku no 100 mr, no 10
TabneTtok y 6nictepi; no 3
6nicTepn y nauui 3
KapToHy

AT "®apmak"

AJMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHsi Ta/abo agpecu

3as1BHVKa (B/1acHMKa
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3asBHUK

KpaiHa
3asiBHUKa

KpaiHa

Bupo6Huk
BUPOOGHUKa

PeecmpayjitiHa npoyedypa Ymosu
Bionycky

peecmpayiliHo2o
nocsioYeHHs

Homep

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

peecTpavuiitHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHs Ta agpecu

3asaBHUKa (BI'IaCHI/IKa

AT "dapmak”

YKpaiHa

AT "®dapmak”

peecTpauiiHoro nNoceig4YeHHs)
BBegeHHs 3MiH npoTsrom 6-Tn
MicALiB Nicna 3aTBepoKEHHS;
3MiHW | TUny - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIUaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIIO SKOCTI.
([isnbHICTB, 3a Ky BignNoOBifaE
BMPOGHMK/IMNOpPTEpP, BKOYAUN
BWMYCK Cepiit) - 3MiHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHM Micusa
BMPOGHMLTBA. 3MiHM BHECEHI B
IHCTPYKLi0 AN MeguyHoro
3actocyBaHHs /13 y p. "BUpO6HUK",
"MicLe3HaxomKeHHs BUPOGHYMKa
Ta iloro agpeca micus
NPOBaKEHHS AiS/IbHOCTI" 3
BiANOBIAHMMM 3MiHAMMN B TEKCTI
MapKyBaHHS ynakoBok. BBefeHHs
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHs» MKA 113
3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TeKCTy
MapKyBaHHs. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBK/ NikapcbKoro
3aco6y 3 BHECEHHSAM iHdhopMaii
LLI0A0 3a3HaYeHHsI OANHULb
BVIMIiptOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEPKEHHS
BHECEHHS 3MiH A0 peecTpaLinHmx

YkpaiHa
marepianis: 3MiHu | TNy -

AAMIHICTpaTVBHI 3MiHK. 3MiHa

3a peuenmom

UA/6296/01/01

89.

Tabnetku no 25 wmr, no 10

EMNINENTAN®
Tabnetok y 6nictepi; no 3

6nicTepn y nayui 3
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3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu

Bionycky peecmpayiliHo2o
nocsioYeHHs

Homep

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

HaliMeHyBaHHA Ta/abo agpecu

peecTpavuiiiHoro NocBigYeHHs) -

3asiBHUKa (BI'IaCHVIKa

KapToHy

AnsoreH ®apma

Bonrapis

Pemegika /itg

99

3MiHa HallMeHyBaHHS Ta agpecu

3anBHUKa (BnacHuKa
peecTpavjiiiHoOro NocBigYeHHs)
BBefeHHs 3MiH NpoTarom 6-Tu
MicALIB NiCNsA 3aTBEPKEHHS;
3MiHK | TUNy - AAMIHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaK4n
AinbHULI BUNYycKy cepii abo micue
NpoBeAeHHS KOHTPOJIIO AKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/IMIOPTEP, BKIOYAKOUN
BWMYCK Cepiit) - 3MiHa
HalimeHyBaHHA Ta agpecu
BUPO6HMKa, 6e3 3MiHW MicLsa
BMPOGHMLTBA. 3MiHN BHECEHI B
IHCTpYKLUil0 ANS MeuyHOro
3acTocyBaHHA /13 y p. "BMPOGHUK",
"MicLe3HaxomKeHHs BUPOGHMKa
Ta iioro agpeca micus
NpoBaPKEHHSA AiSNbHOCTI" 3
BIANOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeefeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
3MiHM Wwoao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA J13
3arBepgxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TEKCTY
MapKyBaHHs1. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPPKEHOrO TEKCTY

LLIO0A0 3a3HAYEHHS OANHNLb
BVMIptOBaHHA y cuctemi Sl.

MapKyBaHHS. OHOBMEHHS TEKCTY
MapKyBaHHS YMakoBK/ Nikapcbkoro
3aco6y 3 BHECEHHSAM iHchopMmalii

BBeAeHHs 3MiH NpoTsroM 6-Tu

Kinp

MicALB Nicna 3aTBepKEHHS
BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom

UA/18180/01/02

TabNeTkn, BKPUTI

90. EPNIOTUHIB



Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ANBOIrEH

N/iBKOBOK 060/10HKOI0, MO
150 mr; no 10 TabneTtok y
6nictepi, no 3 6nictepn y
KapTOHHIM nayui

TpenguHr FOpon
OoTOB

marepianis: TEXHIYHa MOMWIKa
(3rigHo Haka3y MO3 Big
23.07.2015 Ne 460) - BunpasuTn
TEXHIYHY NOMW/IKY B po3aini 1.
HA3BA JTIIKAPCbKOIO 3ACOBY
TEeKCTY MapKyBaHHS 30BHiLLIHbOT
yNakoBKK fiKapcbKoro 3acoby;
3anponoHoBaHo: "Ep/ioTuHIO
AnBoreH epnoTuHi6 150 mr 150
mg". 3a3HayeHe BUMNpaB/ieHH:A
BiANoOBigae matepiaiam
peecTpaLiiHoro Aocbe

91.

EBPOLIE®TA3

MOPOLLOK A8 iH'eKUin; 1
(h/1aKoH 3 NOPOLLKOM B
Kopo6Li 3 KapTOHY

€BPO NIANPKEP
MPAVBIT NIMITEL

IHgis

Csicc MNapeHTepans
nro.

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarssgy - BHECEHHS 3MiH

[0 po3giny «MapkyBaHHSA» MKA

n3
3anponoHoBaHo: MapKyBaHHS.
3rigHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKu
nikapcbKkoro 3acoby o0
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNsA 3aTBEPIPKEHHS

3a peyenmom

UA/12595/01/01

92.

SUTUTA®

TabneTkun no 250 mr; no
120 TabneTok y chnakoHi;
no 1 chNakoHy B KApTOHHIi
Kopoo6Li

TOB "[KOHCOH i
JPKOHCOH YKpaiHa"

YKpaina

Brpo6HMUTBO
Hepo3dhacoBaHoro
NpOAYKTY, NEPBUHHA
ynakoska: [MNaTteoH
IHK., KaHaaa;
BTopuHHa ynakoBska,
BWMYCK Cepil:
AHccen-Cinar
C.n.A,, ITanis

KaHapga/
ITania

BHECEHHS 3MiH A0 peecTpavLintHmx
marepianis: 3miHu | TUny -
BUJTYYEHHS 3 peecTpauiliHux
matepianax gocbe (A®l-yacTuHu
[0Cbe) iHdopMmaii Wwoao
BMPOGHWYOI AiNIbHNL aKTUBHOI
cybcTaHuii AbipaTepoHy aueTarty
— Alcami Wisconsin Corporation,
W130 N10497, Washington Drive,
Germantown, WI 53022, USA,;
Alcami Wisconsin Corporation,
W132 N10550, Grant Drive,
Germantown, WI 53022, USA,;
Micron Technologies, Inc., 333
Phoenixville Pike, Malvern, PA
19355, USA Geneva Laboratories,
Inc., 1001 Proctor Dr., Elkhorn, WI
53121-0140, USA (3anuwmscs
3aTBEPMAKEHMIA BUPOGHMK Janssen
Pharmaceutica NV, Belgium);
3MiHM | TUNY - BHECEHHS 3MiH A0

3a peyernmom

UA/14061/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

peecTpavuiiiHnx MaTepianax 4OCbE,
a came fofaBaHHA
PYHKLiOHa/TbHOT BTOPUHHOT
yMakoBKM [718 aKTUBHOI Cy6CTaHLii
— a/IIOMIHIEBMIA NAKeT, SIK HACNigoK
OHOB/MEHHA p. 3.2.5.6, 3.2.5.2.4,
3.2.S.7 3 BK/IIOYEHHAM iHchopMmalii
npo Lo hyHKLLiOHANIbHY BTOPUHHY
YyNakoBKy; 3MiHV | TUNY - 3MiHK
TecTy B NpoLeci BUPO6GHMLTBA, Lo
3aCTOCOBYETLCS MNPV BUrOTOB/IEHHI
aKTMBHOI pevyoBuHN ABipaTepoHy
auerary, a came fofiaBaHHs
€noKCMAIB B AKOCTI KPUTUHHUX
[LOMILLIOK, SIK HAC/iAOK OHOBNEHHS
p. 3.2.5.2.4. KOHTPO/1b KPUTUYHNX
Ta NPoMiXHUX cTagi Ta 3.2.5.4.4.
AHanisu cepiii; 3miHu | Tuny -
3MiHa yMOB 36epiraHHs akTUBHOT
cy6cTaHuii AbipaTepoHy aueTary,
a came fofaBaHHs iHGopMaui
«TpvMaViTe MILLIOK LLi/TbHO
3aKpUTVM y KapTOHHOMY BapabaHi
(N5 3axXMCTy Bifg KUCHIO Ta
CBiT/1a)» Ta NO3HAYEHHSA YMOBW
36epiraHHA «He 36epiraty npu
Temnepartypi suwe 30 0C»

93.

30BIPAKC AyO

Kpem; Mo 2 1 kpemy y Ty6i;
no 1 Ty6i y KapTOHHii
Kopoo6Li

"nakcoCmiTKnAiH
KoHcblomep Xerckep
(FOK) TpeWigiHr
Nimiteq

Benuka
BpuTaHis

"nakco OnepenwHe
IOK Nimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

6e3 peyenma

UA/14784/01/01
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Ne

Hassa

3asBHUK

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

94.

30MIK/TIOH

Tabnetkn no 7,5 mr no 10

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBiAA/bHOI 32
dhapmakoHarnsag;

MponoHoBaHa pepgakuis — Ap.
Menc-Ynbpix LLTermanH / Dr.

Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX [aHUX YNOBHOBaXEHOT

oco6w, BignoBiAabHOI 3a
hapmakoHarnag. 3miHa Homepy
Ta MicLe3HaxomKeHHs macTep-
dhaiina

nocsBi0oYeHHs

95.

IBYNMPO®EH-

TabneTtok y 6nictepi; no
1,2 abo 3 6nicTepu y navui

AT "ly6Hndpapm"

YkpaiHa

AT "Nly6Hnhbapm”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis: 3MiHu | TRy - 3MiHM 3
sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roTOBOrO /liKapCbKOro
3aco6y (36i/1bLUEHHSA TEPMIHY
NPWAATHOCTI TOTOBOTO /1iKaPCbKOTO
3acoby) - 115 ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK
peasibHOro Yacy) - 36iNbLUEHHS
TepMiHy NpuaaTHoOCTi roTOBOro
niKapcbKoro 3acoby Ha OCHOBI
MO3UTUBHUX pPe3ynbTaTiB
[0BrOCTPOKOBUX AOCNIMKEHD
CTabinNbHOCTI y peaslbHOMY Yaci:
3arBepakeHo: TepMiH
NPUAATHOCTI 2 POKU
3anponoHosaHo: TepMiH
npugaTHocTi 3 pokn BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHSA

3a peyenmom

UA/6301/01/01

340POB’A

kancynu no 400 wr, no 10
kancyny 6nictepi; no 1
abo 2 6nicTepu B KOPO6LY

ToBapucTBO 3
0bMeXxeHot
BiANOBIAA/IBHICTIO
"®apmMaueBTnYHa

KoMnaHis "3go0pos'a”

YKpaina

BCi cTagii
BMPOGHMLITBA,
KOHTPO/1b SIKOCTI,
BWMYCK Cepil:
ToBapucTso 3
obmexeHoro
BiANOBIAA/IbHICTIO
"@apmavueBTuyHa
KOMnaHis
"3p0pos'a",
YkpaiHa;

BCi cTagil
BMPOGHMLITBA,
KOHTPO/Ib SIKOCTI:
ToBapucTso 3
obmexeHo

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | TUny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MicLS NPOBaKEHHS [isANIbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
nNikapcbkoro 3acoby, BKIOHAKUN
AinbHULI BUNYyCKy cepii abo micue
NpoBeAEeHHSI KOHTPOJIIO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOGHUK/iMNopTep, He
BK/THOHAI0UM BUMNYCK CEPIi) -
YTOYHEHHSA afipecy BUPOBOHMKa
N3 ToBapucTBO 3 06MEXEHOH
BignosiganbHicTio "PAPMEKC
TPYIM", YkpaiHa, 6e3 3MiHWN Micus

6e3 peyenma

UA/11677/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BiANOBIAATLHICTIO BMPOGHMLTBA
"®APMEKC IPymn",
YKpaiHa
96. IBYNPO®EH- kancynu no 200 mr no 10 ToBapuncTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 peyenma UA/11677/01/01
340POB’A kancyn y 6nictepi; no 1 06MexeHoto BMPOGHMLITBA, marepianis: 3miHu | TUny -
ab60o 2 6nictepun B KOPOOLL BiANoBiga/IbHICTIO KOHTPO/1b SIKOCTI, AAMIHICTpaTVBHI 3MiHW. 3MiHa
"®apmMaueBTNYHaA BUNYCK cepil: HaliMeHyBaHHA Ta/abo agpecu
KoMnaHis "3gopos'a” ToBapucTBo 3 MicUs NPOBaKEHHS [iANbHOCTI
06MEXEHO BMPOGHMKa/iMnopTepa rotoBoro
BiAMOBIAA/IbHICTIO NiKapCcbKoro 3acoby, BK/OHaum
"papmaLeBTUYHa AinbHUUI BUNYCKy cepii abo micue
KOMnaHis NpoBeEHHS KOHTPOJIIO AKOCTI.
"3p0poB's”, ([isNbHICTb, 3a 5Ky BigANOBIZAE
YkpaiHa; BMPOGHUK/iMnopTep, He
BCi cTagil BK/THOHAI0UM BUMNYCK CEPIi) -
BMPOOHMLTBA, YTOUYHEHHS afpecu BUPOGHMKa
KOHTPO/1b SIKOCTi: N3 ToBapucTBO 3 06MEXEHOH
ToBapucTso 3 BignosiganbHicTio "PAPMEKC
06MEXEHO FPYM", YkpaiHa, 6e3 3miHN Micus
BiANoOBiAANbHICTIO BMPOGHMLTBA
"®APMEKC Py,
YKpaina
97. IMYHO-TOH® cupon no 100 mn y 6aHLi; MNAT "Tanuuchapm” YkpaiHa MAT "lranuudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2179/01/01
no 1 6aHui y nayui; no 100 marepianis: 3mMiHu | Tvny - 3MiHK 3
M abo 200 mn y chnakoHi; akocTi. A®l. Cuctema
no 1 chnakoHy y navui KOHTelHep/3aKynoptoBasbHWiA
3aci6. 3miHa y 6e3nocepeHili
ynakoBLi A®| - BHECEHHS 3MiH [0
marepianis peecTpauiiiHoro Aockbe
'N3 IMyHO-TOH®, cupon, a came
YTOUHEHHS onucy ynakoskn Ad|
3Bipo6oto HacTolika (cybcTaHLis),
6e3 3a3HayYeHHs KOHKPETHOT
KiNIbKOCTi cy6CTaHLii y 604kax
noniMmepHux. 3anponoHoBaHo: B
604kax nonimepHux. Ha 6ouky
HakNerTb eTUKETKY
98. IMYHO-TOH® cupon in bulk: no 100 mny MAT "Tanuuchapm" YkpaiHa MAT "lranuudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/9511/01/01

6aHLj; no 48 6aHOK y
KOpO6i KapTOHHOMY; in
bulk: no 200 mny
chnakoHi; no 30 chnakoHis
y KOpo6i KapTOHHOMY

marepianis: 3mMiHu | TMny - 3MiHK 3
AkocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasbHiA
3aci6. 3miHa y 6e3nocepeHili
ynakoBLi A®| - BHECEHHS 3MiH [0
marepianis peecTpauiiiHoro Aockbe
'N3 IMyHO-TOH®, cupon, a came
YTOUYHEHHS onucy ynakoskn Ad|
3Bipo60oto HacTolika (cybcTaHLis),
6e3 3a3HayYeHHs KOHKpEeTHOT
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
KiNIbKOCTi cybcTaHUil y 60oukax
noniMepHux. 3anponoHoBaHo: B
60uKax noniMmepHux. Ha 6ouky
HaKewTb eTUKETKY
99. NOAOMAPUH® | TabneTkn no 100 Mkr no BEPNIH-XEMI Al HimeyunHa BEPNIH-XEMI Al', HimeuunHa BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/0156/01/01

100

50 a6o no 100 TabneTok y
donakoHi; no 1 dpiakoHy B
KapTOHHIiA KOpoo6Li

HimeuunHa
(BUPOGHMLTBO “in
bulk”, KoHTpONb
cepiii); BEPJIIH-
XEMI AT,
HimeuyunHa
(KOHTpO/Ib Ta BUMNYCK
cepiit); MeHapiHi-
®oH XeiaeH M'vbX,
HimeuunHa
(Bnpo6HMUTBO “in
bulk”, nakyBaHHA Ta
KOHTPO/Ib Cepiid)

marepianis: 3miHu | Tuny - 3miHK 3
AKOCTI. [OTOBWMIA Nikapcbkuii 3acib.
3MiHU Y BUPOGHULTBI — BBEAEHHS
[04aTKOBOro po3mipy cepii 450,8
Kr 4,0 3aTBEPAKEHOr0 PO3Mipy —
322 Kkr, AN BAPOGHWYOT AiNbHUL
Berlin-Chemie, BignosiganibHoi 3a
BMPO6HMLTBO "in bulk"; 3MiHK |
Tuny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHW y
BMPOBOHULTBI — HE3HAYHI 3MiHN Y
npoueci BUpo6HULITBA, a came y
po3gini 3.2.P.3.2. Cknag, Ha cepito
3a3HavyaeTbCcAa cKnaf ABoxX
nigcepiii rpaHynATy, Wo
NpU3BOANTL O OHOBJ/IEHHS
posginis 3.2.P.3.3. Ta 3.2.P.3.5.
JoaatkoBo BHOCATLCSA
pefakTopchbki 3MiHW y po3ain
3.2.P.3.5; 3MiHu | Tuny: 3miHm 3
sKocTi. [OoTOBWIA Nikapcbkuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3aco6y- He3Ha4yHa 3miHa y
3aTBep/MKeHOMy MeTogi
BunpobysaHHA [N13 3a
nokasHUkom «OAHOPIAHICTb
[1030BaHNX OAVHMLIb» 30Kpema y
npo6oniAroTosLi BUNPo6yBaHoro
po3unHy BBefeHHs 3MiH NpOTAroM
6-Tn MicAUiB NicNA 3aTBEPKEHHS;
3MiHu | TUNY: 3MiHK 3 AKOCTI —
He3HayHa 3MiHa y 3aTBepKeHoMY
meTogi BunpobyBaHHs /13 3a
NOKa3HNKOM «PO34YMHEHH:A» ANns
BMNPOOYBaHHS Ha CTabIfbHICTb
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHM | TMNY: 3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3ac06y — BUTyYEHHS 3 PO34iny
3.2.P.5.2. AHaNiTUYHI MeTOANKMN,
meTtof ACC ans igeHTudikauii
Adl, ons igeHTndikauii A®l B N3
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3acTocoBYyeTbCA MeTof4 BEPX

BBegeHHs 3MiH npoTsrom 6-Tn
MiCALiB Nicna 3aTBepoKEHHS.
3MiHu | TURY: 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/moHorpadii -
nogaHHa oHossieHoro CEP Ne R1-
CEP 2007-337-Rev 01 gns A®|
Kanito rioamay Big, xe
3aTBepKeHOro BUpo6Huka Merck
KGaA (3atBepgxeHo: Ne R1-CEP
2007-337-Rev 00); 3miHu | TUny:
3MiHM 3 KOCTi — NoAaHHsA
oHosneHoro CEP Ne R1-CEP
2007-337-Rev 02 ana Adl kanito
oamay Bif xe 3aTBEPAKEHOrO
BMpo6HMKa Merck KGaA
(3aTtBeppxeHo: Ne R1-CEP 2007-
337-Rev 01); 3miHu | TMNYy: 3MiHK
3 akocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNnechkili
thapmakonei/moHorpadii —
nogaHHa oHossieHoro CEP Ne R1-
CEP 2003-172 Rev 02 ans
XEenaTuHy Bif 3aTBepKeHOro
BMpo6Huka Gelita Group,
Germany
(3atBeppkeHo: CEP Ne R1-CEP
2003-172 Rev 01); 3minHu Il Trny:
3MiHK 3 siKOCTi. FOTOBWIA
nNikapcbkuii 3aci6 - po3LIMPEHHS
mMexi y cneuundikauii N3 Ha
BUMYCK Ta Ha TEPMBH NPUAATHOMTI
3a NoKasHMKoM «CTiliKiCTb 40
po3faBoBaHHA» 3aTBepLKEHO:
Big 30 0o 90 H.
3anponoHosaHo: Big 30 go 110 H.
BBegeHHs 3MiH npoTsrom 6-Tn
MiCALiB Nicna 3aTBepAKEHHS.
3MmiHu |l TURY: 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO MikapCbKoro
3aC06Y - PO3LUMPEHHSA MeXi Y
cneuudikayii 13 Ha BUNYCK Ta Ha
TepMiH NpuaaTHOCTI 3a

NOKa3HNKOM «YHac po3nagaHHs».
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3anponoHOBaHO: He GinbLue Hix
15 xB. BBeeHHs 3MiH MpoTsArom 6-
TW MiCAUIB Nicnsa 3aTBePAKEHHSA

100.

NOAOMAPUH®
200

Tabnetkun no 200 MKr, no
10 TabneTok y 6nicTepi 3
namiHoBaHoI asTtoMiHIEBOI
pONIbIM Ta XXOPCTKOT
NIOMIHIEBOI posbrn; no 5
6nicTepiB y KAPTOHHIl
Kopobui; no 25 TabneTok y
6nicTepi 3 XXOpCTKOi
NONIBIHINXNOPUAHOI NAIBKM
Ta XXOPCTKOI a/IlOMiHi€BOT
chonbru, no 2 6nictepu B
KapTOHHiiA KOpo6Li

BEPNIH-XEMI Al

HimeuunHa

BEP/IH-XEMI AT,
HimeuyunHa
(BUPOGHMLTBO "in
bulk”, KOHTpO/b
cepiii); BEP/IIH-
XEMI AT,
HimeyunHa
(nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepiit); MeHapiHi-
®oH XeiaeH M'vbX,
HimeuunHa
(BMPOGHMLTBO "in
bulk", nakyBaHHs Ta
KOHTPO/Ib Cepiid)

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
BBE/lEHHSA [OAATKOBOro po3Mipy
cepii 450,8 kr 4O 3aTBEPAKEHOTO
po3mipy — 322 Kr, A5 BUPOGHNYOT
AinbHuui Berlin-Chemie,
BiANOBIAA/IbHOI 32 BUPOOHMLTBO
"in bulk"; 3miHW | TUNY - HE3HAYHI
3MiHM y npoueci BUpobHMLTBa, a
came y po3gini 3.2.P.3.2. Cknag
Ha cepito 3a3Ha4YaEeTbCA cknaf
[BOX nigcepili rpaHynsTy, Wwo
npV3BOANTL [0 OHOBJ/IEHHSA
po3ginis 3.2.P.3.3. 1a 3.2.P.3.5;;
3MiHM | TUNY - He3HayHa 3MiHa y
3aTBEPHKEHOMY MeTogi
BUNpobyBaHHA 13 3a
NnokasHUKoM «OAHOPIAHICTb
[1030BaHNX OAVHMLIb» 30Kpema y
npo6oniaroToBLji BUNpo6yBaHOro
PO34KHY; 3MiHW | TUMY - HE3HAYHA
3MiHa y 3aTBEPAKEHOMY METOfj
BUNpobyBaHHA /13 3a
NOKa3HNKOM «PO34YMHEHH:A» ANns
BMNPOOGYBaHHS Ha CTabINbHICTD;
3MiHW | TUNY - BUNYYEHHS 3
po3giny 3.2.P.5.2. AHaniTuuHi
meToguku, metog ACC s
iaeHTudikauii A®l, ona
ineHTudikauii A®l B 'N3
3acTocoBYyeTbCA MeTo BEPX;
3MiHK | TURY - NoAaHHA
oHossieHoro CEP Ne R1-CEP
2007-337-Rev 01 gns A®| kanito
noamay Bif e 3aTBEPAKEHOrO
Bupo6HMKa Merck KGaA; 3miHu |
TUNy - nogaHHA oHosneHoro CEP
Ne R1-CEP 2007-337-Rev 02 gnsa
A®I kanito ioguay Bif, xe
3aTBEpPKEHOro BUpo6HMKa Merck
KGaA; 3miHu | Tuny - nogaHHs
oHossieHoro CEP Ne R1-CEP
2003-172 Rev 02 gnia xenatnHy
Bif} 3aTBEPAKEHOr0 BUPOOHNMKa
Gelita Group, Germany

be3 peyenma

UA/0156/01/02

101.

KANEHAYNN

HacToiika no 20 mn abo no

NpAT

YKpaiHa

MpAT

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnx

6e3 peyenma

UA/7242/01/01

106




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
HACTOUNKA 25 mn, abo no 40 mn, abo dPapmaLeBTUyHa dapmaLeBTUYHa marepianis: 3miHu | Tuny - 3miHn

no 50 Mn y chnakoHax
YKynopeHux npobkamu Ta
Kpuwkamm abo npobkamm-
KpanenbHULAMN Ta
Kpuwikamu; no 20 mn a6o
no 25 mMn 'y chnakoHi,
YKynopeHoMmy npo6koto-
KpanenbHULE Ta
Kpuwkamu, y nadui; no 40
mn abo no 50 mny
donakoHi, ykynopeHomy
Npo6Kot-KpanenbHULLE
Ta KpuLLKO abo npobkoto
i KpULLIKOIO, y mayLi

habpuka "Biona"

thabpuka "Biona"

Loao 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu)
3MiHM BHECEHI B TEKCT
MapKyBaHHS YMakoBOK ikapCbKoro
3aco6y (N.17) Woa0 HaHeCeHHs
TOProBoi Mapku. BBefeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHu 3 sKocTi. FoToBUi
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasbHWiA
3aci6. 3miHa popmmn abo po3mipy
KOHTeliHepa un
3aKynoproBasibHOro 3acoby
(NepBMHHOI ynakoBKu)
(HecTepunbHI nikapcbki 3aco6u)
- BBeIEHHS 0AAaTKOBUX YNaKkoBOK
no 20 mn, no 25 mn, no 40 mn Ta
no 50 MmNy donakoHax 3 cknomacu
Mapku OC (®B-30-18; $B-50-18),
YKyNopeHux npobkamu-
kpanenbHuuamu 3 LDPE (2.2.E) Ta
Kpuwwkamu (1.4 K) y nayui Ta 6e3
nayku, 3 BigNOBigHUMM 3MiHamMK A0
p. «YnakoBka». 3MiHN siKiCHOro Ta
KinbKicCHOro cknagy nakyBasibHOro
marepiany He Bifgbynocb. 3miHu |
TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y meToAax BUNpoGyBaHHS
roToBOro NikapcbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpPAKEHNX
MeToAax BUNpPo6yBaHHS) -
BHECEeHHS 3MiHM 40 MeTopais
KOHTPO/IH0 SIKOCTI /liKapCbKOro
3acoby n. «0O6’em BMICTY
ynakoBku» (4151 doakoHis no 40
M Ta no 50 M1 NPONOHYETLCA
3MEHLLEHHS KiJIbKOCTI 3paskiB,
06’eM SIKMX BU3HAYaEeTbCA, 00 1
hnakoHy). 3MiHV BHECEHI B po34in
"YnakoBka" (BBefEHHS
[08aTKOBUX YNakoBOK) B
IHCTPYKLi0 ANS MegnyHOro
3aCTOCYBaHHSA NiKapCcbKoro
3aco0by, K HacnigokK -
3aTBEPKEHHS TEKCTY
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MapKyBaHHS1 4OAATKOBMX YNakoBOK
nikapcbKoro 3acoby.
102. | KANbUWUKEP cycneHsis opasibHa no 120 €BPO NAN®KEP IHAis IHpgoko Pemegic IHAisA BHECEHHS 3MiH O peecTpaLifiHnX 6e3 peyenma UA/2515/01/01
M1y chrakoHi; no 1 MPAMBIT NIMITES, Nimiteq marepianis: 3MiHu | TURY - 3MiHK
hnakoHy pa3oM 3 MipHOI0 Loao 6e3nekn/edyeKTUBHOCTI Ta
NOXKOIO Y KApPTOHHIl chapmakoHarnsgy - OHOB/IEHHS
ynakosLi TEKCTY MapKyBaHHs ynakoBKu
NiKapCbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeleHHs 3MiH NpoTArom 6-Tu
MicsILLiB NiCNsA 3aTBEPPKEHHS
103. | KBETUPOH 100 | TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/8372/01/02
N1iBKOBOK 060JI0HKOK MO YKPAIHA" martepianis: 3miHu | TUny - 3MiHK

100 wmr; no 10 TabneTok y
6nicTepi; no 1, 3 abo 6
6nicTepiB B KAPTOHHIN
nauuj

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIil XapakTepucTuui
NiKapcbKOro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpyKLUii Ans
MeAUYHOrOo 3acTOCYBaHHs
reHepnyHux/ribpugHux/6ionogioHn
X nikapcbknx 3aco6is nicns
BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHUI1 npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX
[04aTKOBUX aHuX) 3MiHW BHECeHI
[0 IHCTPYKLUIT Ana MeanyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
y po3ginu "®apmakonoriyHi
BnactmsocTi", "lMokasaHHA"
(yTOUYHEeHHs iHchopmawii),
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3aco6amu Ta iHLWi BUAN
B3aemogiit", "OcobnnBocCTi
3aCTOoCyBaHHSA", "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rofyBaHHs
rpyaao”, "3aartHicTb BIIMBATH HA
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHWKMK
mexaHiamamu”, "Cnoci6
3aCcToCyBaHHA Ta fo3n"
(yTOUYHEHHs iHchopmawii),
"Mepepno3yBaHHs", "MobiuHI
peaxuii” 3rigHo 3 iHdhopMauieto
LLI0A0 MEANYHOIO 3aCTOCYBaHHSA
pechepeHTHOro fikapcbKoro
3acoby (Seroquel film-coated
tablets 25 mg, 100 mg, 200 mg, B
YKpaiHi He 3apeecTpoBaHuif).
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

104.

KBETUPOH 200

TabneTku, BKPUTI
N/1iBKOBOK 060JI0HKOK MO
200 wmr; no 10 TabneTok y
6nictepi; no 1, 3 abo 6
6nicTepiB B KAPTOHHINA
naui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma CtapTt"

Ykpaina

BHECEHHS 3MiH 0 peecTpavLinHmx
matepianis: 3miHu | TMny - 3MiHn
wofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnsagy. 3mMiHu y
KOPOTKIill XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTpYKLU|i Ans
MeAUYHOro 3acTOCYBaHHS
reHepuUHUX/ribpuaHnx/6ionogibHN
X niKapcbknx 3aco6is nicns
BHECEHHS Tiei caMoi 3MiHM Ha
pedhepeHTHUI npenaparT (3MiHa He
noTpebye HafaHHS XXOAHVUX HOBMX
[04aTKOBUX AaHuX) 3MiHN BHECEHI
[0 IHCTPYKLUiT Ana MeAn4HOoro
3acTOCyBaHHSA MikapcbKoro 3acoby
y po3ainu "®apmakonorivHi
BnactmsocTi", "lMokasaHHA"
(yTOUHEeHHs iHchopmawii),
"B3aemogis 3 iHMMM JliKapCbKUMM
3acob6amu Ta iHwWi Buan
B3aemogiin", "OcobnnBocCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiopg, BariTHoOCTi abo rofyBaHHs
rpyaar”, "3aatHicTb BIANBATY HA
LIBMAKICTb peakwii Npy KepyBaHHi
aBTOTPaHCNopTOM abo iHWKMKU
MexaHizmamu', "Cnocié
3aCToCyBaHHA Ta fo3n"
(yTOuHeHHs iHdopmaui),
"Mepeno3syBaHHs", "Mo6IYHI
peakuii" 3rigHo 3 iHdhopmalLiieto
LLIOZI0 MEAMYHOIO 3aCTOCyBaHHS
pethepeHTHOrO /ikapCbKoro
3acoby (Seroquel film-coated
tablets 25 mg, 100 mg, 200 mg, B
YkpaiHi He 3apeecTpoBaHuii).

3a peyenmom

UA/8372/01/03

105.

KBETUPOH 25

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOIO N0
25 wr; no 30 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHI navui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®dapma Crapt"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/ed)eKTMBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOpOTKili xapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi AnA
MeJMYHOro 3aCTOCyBaHHS
reHepUYHMX/riopuaHNX/6ionogioHN
X Nikapcbkyx 3acobiB nicns
BHECEHHS TiEl caMoi 3MiHW Ha
pedyepeHTHUIA npenapar (3MiHa He

3a peuenmom

UA/8372/01/01

109




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

noTpebye HafaHHS XOAHNX HOBMX
[0[aTKOBUX AaHuX) 3MiHN BHECEHI
[0 IHCTPYKLUiT Ana MeAn4HOoro
3acTOCyBaHHS NikapcbKoro 3acoby
y po3ainu "®apmakonorivHi
BnactmsocTi", "lMokasaHHA"
(yTOUHEeHHs iHchopmawii),
"B3aemogis 3 iHWMMM JliKapCbKUMM
3acob6amu Ta iHwWi Buau
B3aemogiin", "OcobnnBocCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHOCTi abo rofyBaHHs
rpyaar”, "3aatHicTb BIANBATH HA
LUBMAKICTb peakwii Npy KepyBaHHi
aBTOTPaHCNopTOM abo iHWKMK
MexaHizmamu', "Cnocié
3aCToCyBaHHA Ta fo3n"
(yTOuHeHHs iHdopMmaui),
"Mepeno3syBaHHs", "Mo6IYHI
peakuii” 3rigHo 3 iHdhopmalLlieto
LLLOZI0 MEAMYHOIO 3aCTOCyBaHHS
pethepeHTHOrO /ikapCbKoro
3acoby (Seroquel film-coated
tablets 25 mg, 100 mg, 200 mg, B
YkpaiHi He 3apeecTpoBaHuii).

106.

KETUNENT®

TabneTku, BKpUTI
NNiBKOBOK 060/0HKOL0, NO
25 wmr no 30 a6o 60
Tabnetok y chnakoHi; no 1
dhnakoHy y KapTOHHIl
ynakoBLi; no 10 TabneTok
y 6nicTepi, no 3 abo 6
6nicTepiB y KAPTOHHIl
yNakoBLii

3AT dapmaLleBTUUHNI
3aBog ElC

YropumHa

3AT
dapmMaLeBTUYHUIA
3aBog ElC

YropLmHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
BHECEHO [0 iHCTPYKUiT ANns
MEJNYHOr0 3aCTOCYBaHHS y
po3ainu y po3ainun: "OcobnmnsBocTi
3actocyBaHHs", "Mepeno3yBaHHA"
(yTouHeHHs iHchopmalii), "MobiyHi
peakujii" 3rigHo 3 iHdopmadlieto
LLOZI0 MEMYHOIO 3aCTOCYyBaHHS
pedhepeHTHOro /iKapCbKoro
3aco6by (Seroquel, film-coated
tablets, He 3apeecTpoBaHWuii B
YkpaiHi). BBeeHHs1 3MiH NpoTArom
6-TV MiCALIIB MiCNA 3aTBEPIKEHHS

3a peuenmom

UA/8157/01/01

107.

KETUNENT®

TabneTkn, BKpUTI
NNiBKOBOK 060/0HKOI0, MO
100 wmr no 30 a6o 60
Tabnetok y chnakoHi; no 1
h/1aKOHY Y KapTOHHiiA
ynakoBLi; no 10 TabneTok
y 6nicTepi, no 3 abo 6
6nicTepiB y KAPTOHHIl
ynakoBLi

3AT dapmaleBTUYHNI
3aBog ElC

YropumHa

3AT
dapmaueBTUYHNI
3aBog ElC

YropmHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
BHECEHO 10 IHCTPYKLi A1
MEJMNYHOro 3aCTOCYBaHHS y
po3ainu y posginu: "OcobnnBocTi
3acTocyBaHHs", "lNepefo3yBaHHA"
(yTouHeHHs iHchopmaii), "MobiyHi
peaxuii” 3rigHo 3 iHdhopMauieto
LLIO/I0 MESIMYHOIO 3aCTOCYBaHHS

3a peyenmom

UA/8157/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

pethepeHTHOrO /ikapCbKoro
3acoby (Seroquel, film-coated
tablets, He 3apeecTpoBaHuii B
YkpaiHi). BBegeHHs 3MiH NpOTArom
6-TV MicALIB MiC/1A 3aTBEPMKEHHS

108.

KETUNENT®

TabneTkun, BKpUTI
NNiBKOBOK 060/0HKOI0, MO
200 wmr no 30 a6o 60
TabneTok y chnakoHi; no 1
oNakoHy y KapTOHHIN
ynakoBsLi; no 10 TabneTok
y 6nicTepi, no 3 abo 6
6nicTepiB y KAPTOHHIN
ynakoBLii

3AT PapmaueBTUUHWIA

3aBog EliC

YropLumHa

3AT
dapmaLeBTUYHNI
3aBog ElC

YropluHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
BHECEeHO [0 iHCTPYKUiT Ans
Me[IMYHOro 3aCTOCYBaHHS y
po3ainu y po3ginun: "OcobmneBocTi
3actocyBaHHs", "lMepeno3yBaHHA"
(yTouHeHHs iHchopmalii), "MobiyHi
peaxuii" 3rigHo 3 iHchopmalieto
LLOSI0 MEMYHOIO 3aCTOCyBaHHSA
pedepeHTHOrO /iKapCbKOro
3acoby (Seroquel, film-coated
tablets, He 3apeecTpoBaHuii B
YkpaiHi). BBejeHHA 3MiH NpoTArom
6-TK MicALiB Nic/1A 3aTBEPAKEHHS

3a peyenmom

UA/8157/01/03

109.

KETO30PA/I®-
JAPHULA

WwamnyHb, 20 mr/r no 60 r
a60 no 100 r y chnakoHi;
no 1 pnakoHy y naui

MpAT
"®apmManeBTnYHa
thipma "AapHnus"

YKpaiHa

MpAT
"papmaLeBTniHa
thipma "AapHnug"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy - 3amiHa
po3giny «IpadiuHe odhopmaeHHs
ynakoBKn» Ha «MapKyBaHHA» B
3aTBepmxeHnx MKA N13.
3anponoHosaHo: MAPKYBAHHA.
BignoBigHo 40 3aTBEpPKEHOrO
TEKCTY MapKyBaHHS.

OHOB/EHHSA TEKCTY MapKyBaHHS

yMakoBKM NMiKapCbKoro 3acoby 3
BHECEHHAM iHdhopMaLi Wwoao
3a3Ha4YeHHs 0AnHNLb
BVIMIipIOBaHHS y cuctemi Sl.

TepMiH BBEEHHS 3MiH: NPOTAroM

6-TV MiCALIB MiCNA 3aTBEPIKEHHS

3MiH

6e3 peyenma

UA/8226/02/01

110.

KNOBENT®

Kpem, 0,5 mr/r,no 25ry
Ty6i; No 1 Ty6i B KAPTOHHIlA
KopooLi

TOB "bayw Xenc"

YKpaiHa

$apmzasop Enbha
AT.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edreKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,

3MiHa YMOBHOBaXKEHOT 0CO6MU,

3a peyenmom

UA/3512/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0oYeHHs

BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 3A4ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3amiHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
hapMakoHarnsag.
MponoHoBaHa pepgakuis: bapmiHa
aHHa OnekcaHpgpiBHa. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
ocobw, BiANOBiAaIbHOT 3a
thapmakoHarnsg,. 3miHa Homepa
macTep-chaiina cuctemm
thapmakoHarnsgy

111.

KO®EIH-
BEH30AT
HATPIIO-
DAPHULSA

pO34uH ANa iH'ekuid, 100
Mmr/MA, no 1 mn B amnyni;
no 5 amnys y KOHTYpHil
YapyHKOBIli ynakoBLj
(kaceTi); N0 2 KOHTYpHI
YapyHKOBI yMaKOBKM
(kaceTu) B nauuj

MpAT
"®apmMaLeBTnYHa
ipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

3awmiHa po3giny «IpadivHe
0hOpPMIEHHS YNAKOBKMN» Ha

«MapKyBaHHs» B 3aTBEPIKEHNX

MKA /13. 3anponoHosaHo:
MAPKYBAHHSA BignosigHo ao
3aTBEPPKEHOrO TEKCTY

MapKyBaHHs. OHOB/IEHHS TEKCTY

MapKyBaHHS YMakoBKV NiKkapcbKoro
3aco0y 3 BHECEHHAM iHthopMmalii
LLI0A0 3a3HaYEHHS OANHULb
BMMIPIOBaHHS y cuctemi Sl.
BBeneHHA 3MiH NpoTArom 6-Tu
MicsILLiB NiCNsA 3aTBEPPKEHHS

3a peuenmom

UA/7534/01/01

112.

KPOMO®APM®

Kpanni o4Hi 2 %, no 10 mn
y thnakoHi, no 1 dpnakoHy
y nauui 3 KapToHYy

AT "®dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTtepianis: 3miHu | TNy -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3anBHUKa (BnacHuka
peecTpauiiiHoro NocBigYeHHs)
3MiHa Ha3BW Ta afipecu 3asBHUKa.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicSLLB NIiCNSA 3aTBEPLPKEHHS. ©
3MiHu | TMNYy - AOMIHICTPATUBHI

3a peyenmom

UA/0885/01/01
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Ne

Hassa

Popma sunycky

3asBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

113.

KCENOJA®

3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaK4n
AinbHULI BUNYycKy cepii abo micue
NpoBeAeHHS KOHTPOJIIO AKOCTI.
(misnbHicTb, 3a AKy BignoBigae
BUPOGHMK/IMIOPTEP, BKIOYAKOUN
BWMYCK Cepiil) 3MiHa Ha3BMU i
appecy Bupo6Huka MN3.
BBeneHHs 3MiH NpOTAroM 6-Tu
MicALIB NiCNSA 3aTBEPLKEHHS.
3MiHn | TUnY - 3MiHK WoAao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3mMiHn)
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHdhopMaLii Woa0
3a3HaYeHHs OAUHULb
BUMIpIOBaHHA y cuctemi Sl.
3amiHa po3giny "MapKyBaHHS.
BignoBigae HagaHoMy TEKCTY
MapKyBaHHSA" Ha po3ain
"MapkyBaHHS1. 3rigHO
3aTBEPPKEHOrO TEKCTY
MapKyBaHHS". BBeieHHS 3MiH
NpPOTArom 6-T1 MicAUIB micns
3aTBEPAKEHHS

TabneTkun, BKPUTI
NNiBKOBOK 060/0HKOI0, MO
150 mr, no 10 TabneTok y
6nicTepi, no 6 6nictepis y
KapTOHHI ynakoBui

®.XothpmaHH-15 PoLu
nTg

LBeliLapis

Brpo6HMLUTBO
Hepo3dacoBaHoi
NPOAYKLUiT, NepBNUHHE

nakyBaHHs,
BTOPUHHE
nakyBaHHs,

BMNPO6YBaHHSA

KOHTPOJIHO SIKOCTi:
Ekcenna 'M6X eHg,
Ko. KI', HimeuuunHa;

MepBuHHE Ta

Himeuumnna/
LLIseliyapis

BTOPWHHE 36epiraHHs»; 3anponoHoBaHoO:
nakyBaHHs, 36epirati npu Temnepartypi He
BMNPOOYBaHHS Buile 30°C B opuriHasibHil
KOHTPOJIIO SIKOCTI, ynakoBLi 3 METOK 3axuCTy Bif
BUMNYCK cepil: BOJIOTU
®.XohchbmaHH-/1a
Pow 114,
Lseliuapis;
BunpobyBaHHs

BHECEHHS 3MiH O peecTpaLifiHnX
MaTepiasiB: 3MiHU | TUMy - 3MiHK 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roTOBOrO /liKapCbKOro
3acoby (3miHa B ymoBax
36epiraHHsi rOTOBOTO J1iKapCbKOro
3acoby abo nicns
PO3YMHEHHSA/BILHOBNEHHS) -
BHECEHHS 3MiH 0 p. «YMOBU

3a peyenmom

UA/5142/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
KOHTPOJIH0 SIKOCTI:
Pow ®apma AT,
HimeuynHa
114. | KCENOQA® TabneTkn, BKPUTI ®.XodpchmaHH-/1s Pow LLIBeliyapis Bunpo6bHMLTBO Kutai/ BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/5142/01/02
N1iBKOBOK 060/10HKOHO, MO nrtp Hepo3acoBaHol HimevuunHa/ MaTepianis: 3MiHU | TUMY - 3MiHK 3
500 wr, no 10 TabneTok y npoaykuii: WaHxai LBeliuapis AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
6nictepi, no 12 6nictepis Pow CT1abinbHICTb. 3MiHa y TepMiHax
Y KapTOHHIi1 ynakoBLi PapmacbioTikan3 npuaaTHocTi abo ymoBax
N1p., Kntaii; 36epiraHHsa rotToBOro MikapcbKoro
Bunpo6bHMLTBO 3acoby (3miHa B ymoBax
Hepo3dacoBaHoi 36epiraHHs roToBOrO liKapCbKoro
NpoAyKLii, NepBuUHHe 3acoby abo nicns
nakyBaHHs, PO3UYMHEHHS/BILHOBNEHHS) -
BTOPWHHE BHECEHHS 3MiH [0 p. «YMOBU
nakyBaHHS, 36epiraHHs»; 3anponoHoOBaHo:
BMNPOOYBaHHS 36epirati npu Temnepartypi He
KOHTPOJIIO SIKOCTI: BuLLe 30°C B opuriHasbHili
Ekcenna M'm6X eHp, ynakoBLii 3 METOI0 3aXUCTY Bif,
Ko. KI', HimeuunHa; BOJIOTN
MNepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJII0 AKOCTI,
BUNYCK cepil:
®.XohpmaHH-/1a
Pouw Jltg,
LLIseliapis;
BrnpobyBaHHs
KOHTPOJIIO AKOCTI:
Pow ®apma AT,
HimeuunHa
115. | KCENIOQA® TabneTkun, BKPUTI ®.XothpmaHH-/15 PoLu LBeliuapis Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH O peecTpaLiiHnx - UA/5143/01/01
N/1iBKOBOK 060JI0HKOHD, MO nrp Hepo3dhacoBaHoi LLiBeiuapis Marepianis: 3mMiHun | TMny - 3MiHN 3
150 wmr, in bulk: no 10 NPoAYyKLUii, NepBNUHHE sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
TabneTok y 6nicrepax nakyBaHHs, CrabinbHicTb. 3MiHa y TepMiHax
BTOPWHHE npuaaTHocTi abo ymoBax
nakyBaHHs, 36epiraHHs roTOBOTO JliKapCbKOoro
BMNPOGYBaHHS 3acoby (3miHa B ymoBax

KOHTPOJIIO AKOCTI:
Ekcenna M'm6X eHp,
Ko. KI', HimeuuuHa,;

MNepBuHHE Ta
BTOPWHHE
nakyBaHHS,
BMMPOGYBaHHSA
KOHTPO/IIO SKOCTI,
BUNYCK Cepil:
®.XodhchmaHH-/1a

36epiraHHs roTOBOrO NiKapCbKOro
3acoby abo nicns

PO3YMHEHHS/BILHOBNEHHS) -
BHECEHHS 3MiH [0 p. «YMOBU

36epiraHHs»; 3anponoHOBaHO:

36epirati npu TemnepaTtypi He

BuLle 30°C B opuriHasbHili
ynakoBLi 3 METOK 3axuCTy Bif
BOJIOTN
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Pow Jltg,
LLiBeiiuapis;
BunpobyBaHHSA
KOHTPOJIHO SKOCTI:
Pow ®apma AT,
HimeuynHa
116. | KCENOOQA® TabneTkn, BKPUTI ®.XodhchbmaHH-/1s Pow LLIBeliyapis Bunpo6bHMLTBO Kutai/ BHECEHHS 3MiH 4O peecTpauiiHnx - UA/5143/01/02
N1iBKOBOK 060JI0HKOHD, MO nrtp Hepo3acoBaHol HimevuunHa/ MaTepianis: 3MiHU | TUMY - 3MiHK 3
500 wr, in bulk: no 10 npoaykuii: WaHxai LBeliuapis AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
TabneTtok y 6ricrepax Pow CT1abinbHICTb. 3MiHa y TepMiHax
dapmacbloTikans npuaaTHocTi abo ymoBax
N1p., Kntaii; 36epiraHHsa rotToBoOro MikapcbKoro
Bunpo6bHMLTBO 3acoby (3miHa B ymoBax
Hepo3dacoBaHoi 36epiraHHs roTOBOrO J1iKapCbKOro
NpoAyKLii, NepBuUHHe 3acoby abo nicns
nakyBaHHs, PO3UYMHEHHS/BILHOBNEHHS) -
BTOPWHHE BHECEHHS 3MiH [0 p. «YMOBM
nakyBaHHS, 36epiraHHs»; 3anponoHOBaHo:
BMNPOOYBaHHS 36epirati npu Temnepartypi He
KOHTPOJIIO SKOCTI: BuLLe 30°C B opuriHasbHili
Ekcenna M'm6X eHp, ynakoBLii 3 METOI0 3aXUCTY Bif
Ko. KI', HimeuunHa; BOJIOTN
MNepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIH0 AKOCTI,
BUNYCK cepil:
®.XohpmaHH-/1a
Pouw J1tg,
LLIseliapis;
BrnpobyBaHHs
KOHTPOJIIO AKOCTI:
Pow ®apma AT,
HimeuunHa
117. | KCENOAA® TabneTkun, BKPUTI ®.XothpmaHH-/15 PoLu LBeliuapis Brpo6HMUTBO Kutaii/ BHECEHHS 3MiH O peecTpaLiiHnx 3a peyenmom UA/5142/01/02
N/1iBKOBOK 060JI0HKOIO, MO nrp Hepo3dacoBaHoi Himeuunna/ marepianis: 3MiHU | TUMY - 3MiHK
500 wr, no 10 TabneTok y npoaykuii: LLiaHxari LLiBeiiuapis Loao 6e3nekn/edeKTUBHOCTI Ta
6nicTepi, no 12 6nictepis Pow thapmakoHarnsagy. 3miHa 'y
Y KapTOHHII ynakoBLi dapmacbloTikans KOPOTKIiil xapakTepucTuui
N1g., Kntaii; nikapcbKoro 3acoby, TeKCTi
Brpo6HMUTBO MapKyBaHHS Ta IHCTpYKLU|i Ans
Hepo3sdacoBaHoi MeAMYHOro 3aCTOCYBaHHs Ha
NPOAYyKLUii, NepBUHHE nigcTasi perynspHo
nakyBaHHs, OHOB/IIOBAHOTO 3BITY 3 6e3neku
BTOPUHHE nikapcbkoro 3acoby, abo
nakyBaHHs, JocnifpkeHb 3 6esnekn
BMNPOGYBaHHS 3acTOCyBaHHSA NikapcbKoro 3acoby

KOHTPOJ1K0 AKOCTI:

B MicAsipeecTpaLiiiHuii nepiod, abo
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Ekcenna 'm6X eHg, SIK pe3y/ibTar OLiHKN 3BIiTY 3
Ko. KI', HimeuyunHa; OOCNimpKeHb, NpoBeAEeHNX
MepBuHHE Ta BIAMNOBIAHO A0 NnaHy
BTOPVHHE neajatpnyHux gocnigpkeHos (PIP)
nakyBaHHs, (iHLWi 3MiHW) - 3MiHW BHECEHO A0
BMNPOGYBaHHSA IHCTPYKLiT Ana MeguyHoro
KOHTPOJIHO SIKOCTI, 3acTOCyBaHHS NikapcbKoro 3acoby
BWMYCK Cepil: [0 po3ginis "MpoTunokasaHHs" Ta
®.XohpmaHH-/1a "Oco6nmBOCTi 3acTOCyBaHHA"
Pow J1tg, BiANOBIAHO [0 pekomeHAaaLii
LLiBeiiuapis; PRAC. BBefeHHs 3MiH NpoTsrom 6
BunpobyBaHHSA MicALiB nicnsa 3aTBepKEHHS
KOHTPOJIH0 SIKOCTI:
Pow ®apma AT,
HimeyunHa
118. | KCENOAQA® TabneTkn, BKPUTI ®.XodpchbmaHH-/1s Pow LLIBeliyapis Bunpo6bHMLTBO HimeuunHa/ BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/5142/01/01
N1iBKOBOK 060JI0HKOHO, MO nrtp Hepo3acoBaHol LLiBeiiuapis martepianis: 3mMiHU | TUNY - 3MiHK
150 mr, no 10 TabneTok y NpoAyKLii, NepBuUHHe Loao 6e3nekn/edeKTMBHOCTI Ta
6nictepi, no 6 6ricTepiB y nakyBaHHs, hapmakoHarsagy. 3miHa y
KapTOHHI ynakoBLi BTOPVHHE KOPOTKIill XapakTepucTuui
nakyBaHHs, NiKapcbKOro 3acoby, TEKCTi
BMNPOOYBaHHS MapKyBaHHs Ta iHCTPYKLii A5
KOHTPOJIIO AKOCTI: MeAMYHOro 3aCTOCYBaHHS Ha
Ekcenna 'v6X eHg, nigcTasi perynsipHo
Ko. KI', HimeuyuunHa; OHOB/OBAHOrO 3BITY 3 6e3MneKkn
MepBuHHE Ta nikapcbkoro 3acoby, abo
BTOPUHHE focnigkeHb 3 6e3nekun
nakyBaHHs, 3acTOCyBaHHS /likapcbKoro 3acoby
BMNPOGYBaHHSA B nicnsipeecTpayiiHuii nepio, abo
KOHTPO/IIO SIKOCTI, AK pe3yibTar OLIHKN 3BITY 3
BMNYCK cepil: LocnigpkKeHb, NPOBEAEHNX
®.XohpmaHH-/1a BiAMOBIAHO A0 NnaHy
Pouw Jltg, negiatpnyHux gocnigxeHns (PIP)
LLIseliapis; (iHWi 3MiHW) - 3MiHWM BHECEHO A0
BrnpobyBaHHs IHCTPYKLii ANA MeguyHoro
KOHTPOJIHO AKOCTI: 3aCTOCYBaHHS NiKapCcbKoro 3acoby
Pow ®apma AT, 00 po3ginis "MpoTunokasaHHs" Ta
HimeuyunHa "Oco6nMBOCTI 3aCTOCYBaHHSA"
BiANOBIAHO A0 pekoMeHAaaLii
PRAC. BBeggeHHS 3MiH NpoTsirom 6
MiCALiB Nicna 3aTBepIpKEHHS
119. | KCUMNOrAMA® | Ta6netku no 10 mr, no 10 BbopBar ®apma MveX HimeuyunHa ApTesaH Papma HimeuunHa BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/6557/01/01

Tabnetok y 6nictepi; no 3
abo no 5, a6o no 10
6nicTepiB y KAPTOHHIl
Kopoo6Li

i Ko. KI

m6X i Ko. KI

marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy - 3amiHa
po3gainy «IpadiyHe odhopmIeHHSA
ynaKkoBKW» Ha po3gin
«MapkyBaHHA» MKA 13;
3anponoHoBaHo: MapKyBaHHS.
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKM
niKapcbKoro 3acoby LWoao0
3a3HaYeHHs OAUHULb
BUMIpIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 6-Tu
MicsILLIB Nicns 3aTBEPPKEHHS

120.

KCUMNOrAMA®

Tabnetku no 20 mr, no 10
TabneTtok y 6nictepi; no 3
ab6o no 5, abo no 10
6nicTepiB y KAPTOHHIl
Kopobui

Bbopsar ®apma 'm6X
i Ko. KI

Himeyunna

ApTesaH ®apma
6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnsagy - 3amiHa
po3giny «IpadhiyHe ohopmaeHHs
ynaKkoBKM» Ha po3gin
«MapkyBaHHa» MKA /13,
3anpornoHoBaHo: MapKyBaHHS.
3rigHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby o0
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNsA 3aTBEPPKEHHS

3a peyenmom

UA/6557/01/02

121.

KCUNOIrAMA®

Tabnetku no 40 mr no 10
Tabnetok y 6nictepi; no 3
abo no 5, a6o no 10
6nicTepiB y KAPTOHHIN
KopooLi

Bbopsar ®apma 'm6X
i Ko. KI

HimeuunHa

ApTesaH dPapma
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLiniHmx
martepianis: 3mMiHK | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - 3amiHa
po3giny «IpadivuHe ohopmneHHs
YyNaKoBKW» Ha po3fifn
«MapkyBaHHA» MKA N13;
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNnakoBKM
niKapcbKoro 3acoby LWoao
3a3HayeHHst 0AVHNLb
BUMIpPIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALIB Nicia 3aTBepPAKEHHS

3a peyenmom

UA/6557/01/03

122.

KCIrayo
MPONOHI

TabneTku, BKPUTI
NiBKOBOK 060JIOHKOI,
MPOJIOHroBaHoI Aji Mo
5/1000 mr, no 7 TabneTok

AcTpa3eHeka Ab

Lseuis

BMPOBGHULTBO in-
bulk, KoHTponb
AKOCTI, NepBUHHE Ta

CWA

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | TMny - 3miHn
Loao 6e3nekn/edreKTMBHOCTI Ta

BTOPVHHE hapmakoHarnagy (iHwi 3MiHu)
y 6nicTepi; no 4 6nictepu nakyBaHHs, BUNYyCK 3MiHN BHECEHO [0 IHCTPYKUIT Ans
Y KapTOHHiIli kopobui cepii: MeJNYHOro 3aCTOCYBaHHs
AcTpa3eHeka nNiKapcbkoro 3acoby A0 po3ainy
dapmacbioTukanc "Oco6nmBOCTi 3acTOCyBaHHA"
M, CLA; (BHECEHHS AlaHVX LLIOAO0 PO3BUTKY

3a peyenmom

UA/15984/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BMPOGHMLITBO in- AiabeTnyHoro keToaumaosy).
bulk: BBefeHHs 3MiH NpoTArom 6-Tu
BpicTton-Maiiepc MiCALiB Nicna 3aTBepoKEHHS.
CkBi66
MaHyhakTypiHr

Komnati, CLLUA
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3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu)
3MiHN BHECEHO [0 IHCTPYKUIiT Ans
MeAUYHOro 3acTOCYBaHHS
nNiKapcbKoro 3acoby Ao po3ainis
"Oco6nMBOCTI 3acTocyBaHHA" Ta
"Mo6iuHi peakuyji" (BHECEHHS
[JaHuX Woao rarpeHn ®ypH'e).
BBefeHHs 3MiH NpoTarom 6-tu
MicALIB MiCNSA 3aTBEPKEHHS.
3MiHu Il TUNYy - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIill XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MEJUNYHOr0 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKNIHIYHUMM, KMiHIYHMMN
JaHUMKN Ta AaHuMK 3
thapmakoHarnsgy. 3MiH1M BHECEHO
00 IHCTPYKLIT ANna MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
0o posginis "OcobamBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 403n",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "Mo6iyHi peakwyii”
(BHECEHHSA pe3ynbTarTis
pocnipxeHHa DERIVE) Ta
YTOUYHEHHS TEKCTY PO34iNis
"®apMakosioriyHi BnacTneocTi”,
"MpoTunokasaHHs", B3aemogis 3
iHLWMMK nikapcbkMK 3acobamu Ta
iHLWi BMAW B3aemogiin",
"Mepeno3yBaHHA", a Takox
BHECEHO pejakLiiiiHi npaBku [0
posginy "Aitn". BBeeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPLKEHHSA. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta

hapMakoHarnagy. 3miHn y
TepaneBTUYHUX NOKa3aHHAX




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(nopaBaHHSA HOBOTO
TepaneBTUYHOTO NokKa3aHHs abo
3MiHa y 3aTBEpAKEHOMY
nokasaHHi) 3mMiH1M BHeCeHo [0
IHCTPYKLi 4Ns MeguyHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
00 posginis "lMokasaHHs",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3u",
"MobiuHi peakwyji" (BHeCEHHs
pe3ynbTaTiB AOC/igKEHHS
DECLARE). BBefieHHs 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBepMKEHHS. 3MiHu Il Tuny -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIill XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MEJUNYHOr0 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKNIHIYHUMM, KMiHIYHMMN
JaHUMKN Ta AaHuMK 3
thapmakoHarnsgy. 3MiH1M BHECEHO
00 IHCTPYKLIT ANna MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
[0 po3gainy "rNo6iyHi peakwyii”
(BHECEHHS: LUKIpHWIA BUCUIT).
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsLIB NiCNsA 3aTBEPKEHHS.

123.

KCIrayo
MPOJIOHT

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOI,
NPOIOHrOBaHOI Aji no
10/500 mr, no 7 Tabnetok
y 6nicTepi; no 4 6nictepu
Y KaPTOHHIl Kopoobui

AcTtpa3eHeka Ab

LBeuis

BMPOGHMLITBO in-
bulk, KoHTponb
SIKOCTi, MEPBUHHE Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii:
AcTpa3eHeka
dapmMacboTUKasC
NN, CLWA,
BMPOGHMLITBO in-
bulk:
BpicTon-Maiiepc
CkBi66
MaHyhakTypiHr
Komnani, CLLA

CLIA

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHw)
3MiHN BHECEHO 10 IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby Ao po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHA"
(BHECEHHA JaHuX OO0 PO3BUTKY
niabeTnyHoro keToaumaoasy).
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCAILiB MicNns 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK Wwoa0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHariagy (iHwi 3MiHKn)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby o po3gainis

3a peuenmom

UA/15985/01/01

119




Popma sunycky

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa Ymosu Homep
Bionycky peecmpayiliHo2o
nocsioYeHHs

"Oco6n1BOCTI 3acTocyBaHHA" Ta
"Mo6iuHi peakuyji" (BHECEHHS
[JaHuX Woao rarpeHn ®ypH'e).

BBefeHHs 3MiH NpoTarom 6-tu

Ne
n/n

Hassa
JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

MiCALIB MiCNA 3aTBEPKEHHS
3MiHu Il TUNY - 3MiHK Woa0

6e3nekn/etheKTUBHOCTI Ta

thapmakoHarnsgy. 3miHu y
KOPOTKIill XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MEJUYHOr0 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKMIHIYHUMM, KMiHIYHUMMN
JaHUMKN Ta AaHuMK 3
thapmakoHarnsgy. 3MiH1M BHECEHO
00 IHCTPYKLIT ANna MegnyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
0o posginis "Ocob6amBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 403n",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "Mo6iyHi peakwii”
(BHECEHHSA pe3ynbTarTis
pocnipxeHHa DERIVE) Ta
YTOUYHEHHS TEKCTY pO34inis
"®apMakosioriyHi BnacTneocTi”,
"MpoTunokasaHHs", B3aemogis 3
iHWMMK nikapcbkMK 3acobamu Ta
iHLWi BMAW B3aemogiin",
"Mepeno3yBaHHA", a Takox
BHECEHO pejakLiiiiHi npaBku [0
posginy "Aitn". BBeeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPLKEHHS. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapMakoHarnagy. 3miHn y
TepaneBTUYHMX NOKa3aHHAX
(nopaBaHHS HOBOTO
TepaneBTUYHOrO NokasaHHs abo
3MiHa y 3aTBepKeHoMy
nokasaHHi) 3MiH1 BHeCeHO 10
IHCTPYKLiT Ana MeguyHoro
3acTOCyBaHHSA NikapCcbKoro 3acoby
[0 po3gainis "MNoka3zaHHA",
"Oco6/1BOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHsA Ta 403un"

]
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Ne

Hassa

Popma sunycky

3asBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

124.

KCIrayo

TabneTku, BKpUTI

AcTtpa3eHeka Ab

"MobiuHi peakwyji" (BHeCeHHs
pe3ynbTaTiB AOC/igKEHHS
DECLARE). BBefieHHs 3MiH
NpOTArom 6-Tv MicAUIB micns
3aTBepMKEHHS. 3MiHu Il Tuny -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIill XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MEJUYHOr0 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKMIHIYHUMM, KMiHIYHUMMN
JaHUMKN Ta AaHuMK 3
thapmakoHarnsgy. 3MiH1M BHECEHO
00 IHCTPYKLIT ANna MegnyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
[0 po3gainy "rNo6iyHi peakwyii”
(BHECEHHS: LUKIpHWIA BUCUIT).
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsLIB NiC/1sA 3aTBEPKEHHS.

MPONOHI

NAiBKOBOK 060/I0HKOIO,
NPOIOHrOBaHOI Aji no
10/1000 wmr; no 7 TabneTok
y 6nicTepi; no 4 6nictepu
Y KaPTOHHIl Kopoobui

LBeuis

BMPOGHMLITBO in-
bulk, KoHTponb
SIKOCTi, MEPBUHHE Ta
BTOPWHHE
nakyBaHHS1, BUNYyCK
cepii:
AcTpa3eHeka
dapmMacbTUKasC
NN, CLWA,
BMPOGHMLITBO in-
bulk:
BpicTon-Maiiepc
CkBi66
MaHyhakTypiHr
Komnani, CLLA

CLIA

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHw)
3MiHN BHECEHO 10 IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby Ao po3ainy
"Oco6nM1BOCTI 3aCTOCYBaHHSA"
(BHECEHHA JaHuX OO0 PO3BUTKY
niabeTnyHoro keToaumaoasy).
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCAILiB MicNns 3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK Wwoa0
6e3nekn/eheKkTUBHOCTI Ta
thapmakoHariagy (iHwi 3MiHKn)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby o po3ainis
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"MobiuHi peakyji" (BHECEHHS
OaHux Wwopo rarpeHn ®ypHe).
BBefeHHA 3MiH NpoTAroM 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS.
3MiHu Il TMRYy - 3MiHK Woa0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsagy. 3MiHu y

KOPOTKIl XapaKkTrepucTuui

3a peuenmom

UA/15983/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MEJUNYHOr0 3aCTOCYBaHHS y

3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKNIHIYHUMM, KMiHIYHMMN
JaHUMKN Ta AaHuMK 3
thapmakoHarnsgy. 3MiH1M BHECEHO
00 IHCTPYKLiT ANna MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
0o posginis "OcobamBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 403K",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "Mo6iyHi peakwyii”
(BHECEHHSA pe3ynbTarTiB
pocnipxeHHa DERIVE) Ta
YTOUYHEHHS TEKCTY PO34iNis
"®apMakosioriyHi BnacTneocTi”,
"MpoTunokasaHHs", B3aemogis 3
iHWMMK nikapcbkMK 3acobamu Ta
iHLWIi BMAW B3aemogiin",
"Mepeno3yBaHHA", a Takox
BHECEHO pejakLiiiiHi npaBku [0
posginy "Aitn". BBeeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPLKEHHS. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapMakoHarnagy. 3miHn y
TepaneBTUYHMX NOKa3aHHAX
(nopaBaHHS HOBOTO
TepaneBTUYHOrO NokasaHHs abo
3MiHa y 3aTBepKeHoMy
nokasaHHi) 3MiH1 BHeCeHO 10
IHCTPYKLiT Ana MeguyHoro
3acTOCyBaHHSA NikapCcbKoro 3acoby
[0 po3gainis "MNoka3zaHHA",
"Oco6/1BOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHs Ta fo3n",
"Mo6iuHi peakwyji" (BHECEHHS
pesynbTaTiB AOCNiLKEHHS
DECLARE). BBefeHHSs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPLKEHHSA. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta

hapMakoHarnagy. 3miHn y

KOPOTKIil XapakTepucTuui
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MEJUNYHOr0 3aCTOCYBaHHS y
3B'A13KY i3 HOBUMW JaHUMKU 3
SKOCTi, AOKNIHIYHUMM, KMiHIYHMMN
JaHUMKN Ta AaHuMK 3
thapmakoHarnsgy. 3MiH1M BHECEHO
00 IHCTPYKLiT ANna MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
[0 po3gainy "rNo6iyHi peakwyii”
(BHECEHHS: LUKIpHWIA BUCUIT).
BBeneHHs 3MiH NpOTAroM 6-Tu
MicsLIB NiCNsA 3aTBEPKEHHS.
125. | KCTAHAI Kancynu no 40 mr no 28 Actennac dapma Higepnanan BMpOGHMLTBO bulk: CLlA/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/14503/01/01
Kancyny 6nictepi; no 1 tOpon b.B. KataneHt ®apma HigepnaHngn marepianis: 3MiHu | Tuny -
6nicTepy B KApTOHHOMY ConwwHc, NNC, AAMIHICTpaTVBHI 3MiHW.
doyTNApI; N0 4 KAPTOHHUX CUA; BunyyeHHss BUPOGHMYOT AibHNL
dyTNApU y KapTOHHIlA nepBuHHe (Brtovatoun ginbHuui ana Adl,
nauui nakyBaHHs: NPOMIXXHOro NPoAYKTY abo
AHfepcoHbpekoH roTOBOro Nikapcbkoro 3acoby,
IHK., CLUA, AiNbHUL 418 NPOBEAEHHS
BTOPWHHE nakyBaHHS, BUPOBGHMKa,
nakyBaHHs, BUMYCK BiANOBIAA/ILHOrO 3a BUNYCK Cepild,
cepii: MicLie NpoBeAEHHSA KOHTPOTI0
Actennac ®apma cepii) abo nocTavasibHMKa
tOpon B.B., BUXIAHOIO MaTepiasty, peareHTy
Higepnangm ab0 JONOMIXKHOT PevyoBUHN (SKLLO
3a3HayeHo y AoCbe) BunyyeHHs
BMPOGHMKA BifNoBiJanbHOro 3a
NnepBUHHY YNakoBKy npenapary:
MekempxunH KoopauHelitopc, JI/1C,
CUWA (Packaging Coordinators,
LLC, USA).
126. | KYTIBEUT™ masb 0,005 %; no 15ry "nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/2677/01/01
Ty6i; o 1 Ty6i y KapTOHHil Ekcnopt Nimiteq, BpuTaHis dPapmacboTukans3 MaTepianis: 3MiHU | TUMY - 3MiHK 3
ynakoBLii C.A. aKocTi. A®l. KoHTponb Adl. 3miHa

y MeTogax BunpobysaHHa A®l abo
BUXIAHOIO MaTepiasy/npoMixXHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPAXEHNX MeTodax
BMNPOOYBaHHS) -

Y meTopax BunpobyBaHHA Ad|
hII0TMKA30HY NpoNioHaTy y TecTi
«lgeHTudikauis» (metogom
abcopbuiiHoi cnekTpodhoToMeTpii
B iH(ppayepBoHili 06nacTi), Ak
a/lbTepHaTMBa ANCKY 3 HaTpiEM
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

xnopuay foAAETbCA ANCK 3 Kaiem
6pomigy

127.

KYTIBEAT™

Kpem 0,05 %; no 15ry
Ty6i; no 1 Ty6i y KapTOHHIl
ynakoBLii

nakcoCmiTKnsiAH
Ekcnopt flimiTeq

Benuka
BpuTaHis

FnakcoCmiTKnAiiH
dPapmacbioTVKan3
C.A.

MonbLya

BHECEHHS 3MiH O peecTpaLifiHnX
martepianis: 3MiHu | TUMy - 3iHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y MeTofax sunpobysaHHsa A®| abo
BUXIAHOTO MaTepiasy/MpoMiXXHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIEC
BMpO6HMUTBa AD| (HE3HAYHI 3MiHW
y 3aTBEpMKEHNX MeTodax
BMNPOOYBaHHSA) -

Y meTogax BunpobyBaHHA AdI
hNOTUKA30HY NponioHaTy B TeCTi
«lpgeHTudikalis» (Metogom
abcopbuiiHoi cnekTpod)oToMeTpil
B iH(ppayepBoHiil 06nacTi) sk
anbTepHaTuBa [MCKY 3 HaTPiEM
xnopugy (NaCl) gopgaeTbcsa anck 3
Kaniem 6pomigy (KBr)

3a peyenmom

UA/2677/02/01

128.

NEBOMEKO/1b

mMa3b no 40 ry Ty6i; no 1
Ty6i B NayLji 3 KapToHyY

MAT "Ximdhapm3asog,

"YepBoHa 3ipka"

YkpaiHa

NAT
"Ximcbapmszasog,
"UepBoHa 3ipka”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3miHu Il Tuny -
BBE/leHHs1 0AaTKOBOrO
BUpo6HMKa A®I meTunypauun
«Shijiazhuang Wangwu Bio-
Pharmaceutical Science &
Technology Co., Ltd.», KuTali Ta,
AK HAC/MiJOoK 3MiHa Yy napameTpax
crneundikavii 4na BXiAHOro
KOHTpoNo APl meTunypaumn 3a
MoKasHMKOM «Baxki meTann», a
came: «Shijiazhuang Wangwu Bio-
Pharmaceutical Science &
Technology Co., Ltd.», Kutaii — He
6inbwe 0,001% (10 ppm). ditoya
pegakuis: Aitoya peyoBuHa:
MeTunypaunn Bupo6Huk:
«Pharmazell (India) Private
Limited» Micue BnpoBafXeHHs:
Plot No. B5/B6, A1/A2, MEPZ,
Tambaram Chennai 600 045
Kpaina: IHgis LopaTkoBuii
BMPO6HUK: «High Hope Int'l Group
Jiangsu Medicines&Health
Products Import&Export Corp
LTD» Micue BnpoBagxeHHs: ADD
12-13/F, High Hope Building, No.
91 Baixia Road, Baixia District,
Nanjing City KpaiHa: Kutaii

6e3 peyenma

UA/8436/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MponoHoBaHa pepakuis: ditoua
peuyoBuHa: MeTunypauun
BupobHuku: «Pharmazell (India)
Private Limited» Micue
BnpoBamkeHHs: Plot No. B5/B6,
A1/A2, MEPZ, Tambaram Chennai
600 045
KpaiHa: IHgis «High Hope Int'l
Group Jiangsu Medicines&Health
Products Import&Export Corp
LTD» Micue BnpoBamxeHHs: ADD
12-13/F, High Hope Building, No.
91 Baixia Road, Baixia District,
Nanijing City Kpaina: Kutaii
[JopatkoBuii BUPOGHUK:
«Shijiazhuang Wangwu Bio-
Pharmaceutical Science &
Technology Co., Ltd.» Micue
BnpoBa/keHHs: South-Baishe Bio-
Industrial Park, Zhao County
KpaiHa: Kutaii CynyTHS 3miHa -
3MiHu 3 siKkocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3HauYeHuX y creumdikawisx
Ha A®I, abo BMXigHWIA/NPOMIXHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA ADI (3BYXKEHHS
[OMYyCTUMUX MEX, BU3HAYEHUX Y

cneuudikawi

129.

NEBOMEKO/1b

Ma3b Mo 251y
KOHTeliHepax; no 30 r, abo
no 40 ry Tybax; no 30,
abono 40 ry Ty6i; mo 1
Ty6i Yy KApPTOHHIiA nauLi; no
20 ry Ty6ax;

no 20 ry Ty6i 3
MapKyBaHHAM
YKpaiHCbKOK MOBOHO; Mo 1
Ty6i Y KAPTOHHIlA nayui

MpAT
PapmaLeBTnyHa
thabpuka "Biona"

YKpaiHa

MpAT
dapmaLeBTUYHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

3MiHV BHECEHI B TEKCT MapKyBaHHs

YNaKoBOK NiKapCbKOro 3acoby
(n.17) woao HaHeceHHs TOproBoi
Mapkm

6e3 peyenma

UA/0867/01/01

130.

NIEBO®/IOKCA
LUMH-AAPHULSA

pO34nH ANs iHdys3il, 5
mr/mn no 100 mny
dhnakoHi; no 1 dpiakoHy B
nauuj

MpAT
"®apmMaueBTnYHa
ipma "OapHuus”

YkpaiHa

MpAT
"papmaLeBTUYHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnsgy - BHECEHHS 3MiH
[0 posginy “MapkyBaHHsA" MKA

N13. B cooTBETCTBUM C
YTBEPXAEHHbIM TEKCTOM
MapKUpPOBKK, KOTOpas

3a peyenmom

UA/15919/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

npunaraeTcs. 3anponoHoBaHo:
MAPKYBAHHSA. BignosigHo ao
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBK/ NikapcbKoro
3aco6y 3 BHECEHHSAM iHdhopMaii
LLI0A0 3a3HaYeHHsI OANHULb
BVIMIipIOBaHHS y cuctemi Sl.
TepMiH BBEAEHHS 3MiH: NPOTAroM
6-T MicALIB MiC/1a 3aTBEPMKEHHS

131.

NEBOLEN

pO34uH A8 iHQysil, 5
mr/mn; no 100 mn y nakeTi;
no 1 nakety y 6nictepi

MPOPAPMA
IHTepHeLwwHN TpeianHr
Nimiteq

ManbTa

Na6opaTopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: TEXHIYHa NOMU/IKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) -
BUMNpPaBIEHHA TEXHIYHOT MOMUIIKN
y TeKCTi MapKyBaHHs ynakoBku /13
CTOCOBHO 3a3Ha4yeHnxX AaHnx
peecTpaLjiiiHoro NocBiAYEeHHS.
3ANPOMNOHOBAHO: TekcT
MapkyBaHHA [0 peecTpavujiiiHoro
nocsigyeHHa Ne UA/13346/01/01
Big 05.12.2018 poky. 3MiHn
BHeceHo. Haka3 MO3 Ykpainu Ne
2143 Big «21» __ 09 _ 2020 poky.
MpoekT MapKyBaHHs1 ynakoBKu
Bignosigae sumoram flogatka 22
Mopsaky NpoBefeHHA ekcnepTuan
mMaTtepianis Ha nikapcbki 3acobum,
LLIO NOAAIOTHCA Ha AEPXKaBHY
peecTpauito (NepepeecTpauis), a
TaKoX eKkcnepTn3n martepianis npo
BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis NpoTArom fii
peecTpavuiiiHoro NocBig4YeHHs,
3aTBepaxeHoro Hakazom MO3
Ykpainu Big, 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 YkpaiHu Big
23 nunHsa 2015 Ne 460 3i
3MiHamu). 3a3HaveHe
BMNpPaB/IEHHS BignoBigae
apxiBHUM marepianam
peecTpaLiiHoro Aocbe

3a peuenmom

UA/13346/01/01

132.

NE®NOK

TabneTkun, BKpUTI
NNiBKOBOK 060/0HKOI0, MO
250 mr, no 5 Tabnetok y
KOHTYPHIli YapyHKOBIi
ynakoBLii; N0 1 KOHTYpHIiA
YapyHKOBIli ynakoBLji y
nayui; no 10 TabneTok y

MpAT
"GapmaueBTMyHa
thipma "apHuug"

YKpaina

MpAT
"@apmaueBTuyHa
thipma "apHnus"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araJlbHEHVX AaHUX

3a peyenmom

UA/4427/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTYPHIli YapyHKOBIi
ynakoBLii, N0 10 KOHTYpHUX
YapyHKOBUX YNakoBOK Y
nauuj

npo cuctemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0coby,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA AN 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAanbLHOT 3a
3[jlicHEHHS chapMakoHarnsgy
(BK/HOYAKOYUMN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-thaina cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsag;
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy

133.

NE®NOK

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO, MO
500 mr no 5 TabneTok y
KOHTYPHili YapyHKOBIi
yNakoBLii; N0 1 KOHTYPHIiA
YapyHKOBI ynakoBL,i y
nauuj, no 10 TabneTok y
KOHTYPHIll YapyHKOBIlA
ynakoBLi; N0 10 KOHTYPHUX
YapyHKOBUX YNaKkoBOK Y
nauuj

MpAT
"®apmMaLeBTUYHa
ipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edheKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXEHOT 0CO6Y 3asBHMKA,

BiANOBiAa/IbHOI 3a
hapMakoHarnng;
[MponoHoBaHa pepakuin: Typok
B'ayecnas B'auecnaBosuy

3a peuenmom

UA/4427/01/02

134.

NIBA30

TabneTkn, BKpUTI
NNiBKOBOK 06GO/OHKOLO, MO
1 ™mr, no 7 Tabnetok y
6nictepi; no 1 6rictepy B

Pekopgaati Aineng Nitg,

Ipnangis

BMPOGHUK
Hepo3dhacoBaHoro
npoaykry: M'ep
dabpe MegikamaH

PpaHuis/
ITania

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
BHECEHO 10 IHCTPYKLi A1
MeMYHOro 3aCTOCYBaHHs

3a peyenmom

UA/11963/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
KapTOHHI kopobuj; no 14 MpOAIOKCOH, nNiKapcbkoro 3acoby Ao po3giny
Tabnetok y 6nictepi; no 2 ®paHList; BUPOGHWK, "Mo6iuHi peakwii” BignoBigHoO A0
6nicTepy B KAPTOHHIi AKUIA 34jACHI0E pekomeHpaLili PRAC. BBefeHHs
Kopo6ui; no 15 TabneTok y nepBuMHHE Ta 3MiH NpOTArom 6-Tu MicALiB nicns
6nicTepi; no 2 6rictepu B BTOpPUHHE 3aTBEPAKEHHS
KapTOHHI KOpoo6Li nakyBaHHs,
Bianosigae 3a
KOHTPO/Tb SIKOCTi Ta
BUNYyCK cepil:
Pekopgarti IHgacTpia
Ximika e
dapmacesTika
C.n.A., lITanis
135. | NIBA30O TabneTku, BKpUTI PekoppaTi AineHg 14 Ipnangis BMPOGHUK ®paHuia/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/11963/01/02
N1iBKOBOK 060J1I0HKOIO, MO Hepo3hacosaHoro ITanisa marepianis: 3MiHU | TUMY - 3MiHW
2 Mr; no 7 TabneTok y npoaykty: M'ep BHECEHO [0 iHCTPYKUiT ANns
6nicTepi; no 1 6nictepy B dabpe MegikamaH Me[MYHOro 3acTocyBaHHS
KapTOHHi kopobuj; no 14 MpoAtOKCOH, nikapcbKoro 3acoby A0 posainy
TabneTtok y 6nictepi; no 2 dpaHuis; BUPOOHKK, "Mo6ivHi peakuii" BigNoBigHO A0
6nicTepn B KApTOHHIi AKWIA 3AiCHI0E pekomeHpauili PRAC. BBeeHHS
Kopo6ui; no 15 TabneTok y nepBuHHE Ta 3MiH NPOTArom 6-Tu MicALiB nicns
6nictepi; no 2 6nictepn B BTOPVHHE 3aTBEPAKEHHSA
KapTOHHI Kopo6ui; no 20 nakyBaHHs,
Tabnetok y 6nictepi; no 5 Bignosigae 3a
6nicTepiB y KAPTOHHIN KOHTPO/Ib SIKOCTi Ta
KopooLi BUNYCK cepil:
Pekopgarti IHgacTpia
Ximika e
dapmacesTika
C.n.A., ltanis
136. | NMNIBA3O TabneTkn, BKpUTI Pekopgaati Aineng Nta, Ipnangis BMPOGHUK PpaHuis/ BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/11963/01/03
N1iBKOBOK 060J10HKO, MO Hepo3dhacoBaHoro ITanis martepianis: 3mMiHU | TUNY - 3MiHK
4 mr, no 7 TabneTok y npoaykry: M'ep BHECEHO 10 IHCTPYKLi A1
6nicTepi; no 1 6nictepy B ®abpe MegikamaH MeJNYHOro 3aCTOCYBaHHS
KapTOHHI Kopo6uj; no 14 MpOAIOKCOH, nNiKapcbkoro 3acoby A0 po3giny
TabneTok y 6nictepi; no 2 ®paHLis; BUPOBHWK, "Mo6iuHi peakwyii" BigNoBigHO A0
6nicTepn B KAPTOHHIi KNI 34ICHIOE pekomeHpauiii PRAC. BeegeHHs
Kopo6Li; no 15 TabneTok y nepBuHHE Ta 3MiH NPOTArom 6-Tu MicALiB nicns
6nicTepi; no 2 6nictepu B BTOPUHHE 3aTBEPMKEHHS
KapTOHHI KOpoo6Li nakyBaHHs,
Bignosigae 3a
KOHTPO/Ib AKOCTi Ta
BWMYCK Cepil:
Pekoppaarti IHoacTpia
Ximika e
dapmacesTika
C.n.A., ltanisa
137. | NIAOKCAH NboASHUKK, 5 Mr/1 Mr; no TOB "CaHpo3 YkpaiHa Nab6opaTopia Benbrisi/ BHECEHHS 3MiH A0 peecTpaliintHmx 6e3 peyenma UA/16168/01/01
JIMMOH 12 nbodsHuvKIB Y GnicTepi; YKpaiHa" KBanidpap HB CnoBeHisi MaTepiasiB: 3MiHU | TUMy - 3MiHK 3
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
no 2 6nicTepy y KapTOHHIN (Ksanichap HB), skocTi. CepTudikat
KopooLi Benebris BignosigHocTi/l E-cepTudikar
(BMPOGHMLITBO 3a BiAANOBIAHOCTI EBpoNechkili
MOBHWUM LMK/IOM); thapmakonei/moHorpadii.
Nex MogaHHA HOBOro abo OHOB/IEHOTO
PapmaLeBTUYHA cepTudpikaTa BignoBigHocTi abo
KoMnaHis g.4., BW/IYYEHHS cepTudiikaTa
CnoBeHis (BunycK BiANOBIAHOCTI EBpoONeichbkili
cepiid) thapmakonei: gna A®l; ana
BUWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLUTBI A®I; ans
[0MOMIXHOT pEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkin dhapmakonei) -
HoBwuii cepTudpikat Big Bxe
3aTBEPAXEHOTO BUPOOHMKA-
noJaHHa HOBOro cepTudikaty
BiANOBIAHOCTI EBpONENCHKMiA
thapmakonei Ne RO-CEP 2018-
081-Rev 00 gns fjloyoi peqyoBuHN
Chlorhexidine dihydrochloride Big,
BXe 3aTBepPKeHOro BUPO6HMKa
Medichem, S.A., Spain
138. | NIAOKCAH cnpeii ons poToBOi TOB "CaHpo3 YkpaiHa Bunyck cepiii: Jlek Benbris/ BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/16228/01/01
MEHTON MOPOXHUHK, 2 Mr/0,5 M Ha YkpaiHa" dapmaLeBTUYHa CnoseHis marepianis: 3MiHu | TUNy -
CMPEN 1 mn; no 30 My donakoHi, KoMnaHisi g.4., nofaHHsS OHOBJ/IEHOTO cepTudikaTy
no 1 dpakoHy B KOPOOGL CnoBeHis; BiANOBIAHOCTI EBponeicbkol

BMPOGHULITBO 3a
MOBHUM LIIK/TOM:
Na6opaTtopia
Ksanichap HB
(Kanichap HB),
benbris

hapmakonei ana A®l
Xnoprekcuavny aurntokoHaty CEP
No. R1-CEP 2001-343-Rev 04
(nonepepaHs sepcia CEP No. R1-
CEP 2001-343-Rev 03) Bif BXe
3aTBEepAXEHOro BUpobHuka Evonik
Technochemie GmbH, Germany.
CEP oHOBNEHO BHACAIAOK 3MiHN
Ha3BW Ta agpecu 3asBHMKa Ta
Ha3BW BUPOBHWKA AjitoHOi
peyoBuHM Ha Evonik Nutrition &
Care GmbH; 3anponoHosaHo: R1-
CEP 2001-343-Rev 04 Name of
holder Evonik Nutrition & Care
GmbH, Germany
Rellinghauser Strasse 1-11 45128
Essen, Germany Site(s) of
production Evonik Nutrition & Care
GmbH, Germany Rodenbacher
Chaussee 4 63457 Hanau,
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Germany

139.

NIHKOMILWH-
JAPHULA

po34uH ANa iH'ekuiid, 300
mr/m no 1 mn a6o no 2
M B amnysii; no 5 amnyn'y
KOHTYPHili YapyHKOBIi
yMakoBLii; N0 2 KOHTYPHI
YapyHKOBI yNakoBKM B
nauvui

MpAT
"®apmMaLeBTnYHa
ipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edheKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBiganbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXEHOT 0CO6Y 3asBHMKA,

BiANOBiAa/IbHOI 3a
hapMmakoHarnsng,.
[MpornoHoBaHa pepakuin: Typok
B'ayecnas B'auecnaBosuy

3a peuenmom

UA/4582/01/01

140.

JIIHKOMILHY
rAPOXNOPUA

Kancynu no 250 wmr; no 10
kancyny 6nictepi, no 2
6nictepn y nauui

My6niyHe akuioHepHe

TOBapuCTBO "HaykoBo-

BUPOGHNUUIA LLEHTP
"BopLuariBcbkuii
Ximiko-
thapmMaLeBTUYHUI
3asof”

YKpaina

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYUIA

LeHTp"bopLuariscbk
i Ximiko-
thapmaLeBTUYHWI
3asofg”

YkpaiHa

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NMiKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs 0AUHULb
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
“MapkyBaHHa" MKA /13.
3AIMPOMNOHOBAHO:
MapkyBaHHs. BignosigHo o
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS YNaKoBKM.

TepMmiH BBEA,EHHS 3MiH - MPOTArom
6 MicALiB nicna 3aTBEPAKEHHS

3a peyenmom

UA/1562/01/01

141.

NINOIKA

TabneTku, BKPUTI
NNiBKOBOK 060/1I0HKOHD, MO
300 wmr; no 10 TabneTok y
KOHTYpHIli YapyHKOBIlA

MpAT
"®apmMaueBTNYHa
ipma "OapHuus”

YkpaiHa

MpAT
"papmaLeBTUYHa
thipma "JapHuus”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn) -

3a peyenmom

UA/17024/02/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
ynakoBLi, N0 3 KOHTYPHI OHOBJ/IEHHSI TEKCTY MapKyBaHHS
YapyHKOBi YNakoBK/ B yNaKoBKM liKapCbKOro 3acoby 3
nauui BHECEHHSAM iHdhopMaLi LWwoao
3a3Ha4YeHHs 0AVHWLb
BVMIipIOBaHHS y cuctemi Sl.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauis nicns 3aTBepAkKeHHs
142. | NINOIKA TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/17024/02/02
N/1iBKOBOK 060JI0HKOIO, MO "®apmMaLeBTnYHa "papmaLeBTniHa marepianis: 3MiHU | TUMY - 3MiHK
600 mr; no 10 TabneTok y ipma "JapHuus” ipma "JapHuus” Lofo 6e3nekn/edheKTMBHOCTI Ta
KOHTYPHili YapyHKOBIi thapmakoHarnagy (iHwi 3MiHK) -
ynakoBLii, N0 3 KOHTYpPHI OHOBJ/IEHHS TEKCTY MapKyBaHHS
YapyHKOBI yNakoBKM B yNaKoBKM NiKapCbKOro 3acoby 3
nauvui BHECEeHHAM iHdhopMaui Wwoao0
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauis nicns 3aTBepkeHHs
143. | NINOIKA KOHLEHTpAaT A1 PO34nHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaliiiHux | 3a peyenmom UA/17024/01/01
ans iHdyaiii, 300 mr/10 mn "®apmMaueBTNYHa "papmaLeBTUYHa martepianis: 3mMiHU | TUNY - 3MiHK
no 10 mn B amnyni, no 5 thipma "lapHnug" thipma "apHmus" Loao 6e3nekn/edeKTMBHOCTI Ta
ammnys y KOHTYpPHIi thapmakoHarnsgy (iHwi 3MiHn) -
YapyHKoBili ynakosLij, no 1 OHOB/IEHHA TEKCTY MapKyBaHHS
KOHTYPHIli YapyHKOBIlA yNakoBKM NMiKapCbKoro 3acoby 3
ynakoBLji y nauui BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs 0AUHULb
BVMIptOBaHHA y cuctemi Sl.
TepMmiH BBEA,EHHS 3MiH - MPOTArom
6 MicALiB nicna 3aTBEPAKEHHS
144. | NINOIKA KOHLeHTpaT AN PO34nHy MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix | 3a peyenmom UA/17024/01/02
ans iHdysii, 600 mr/20 "®apmaueBTUYHa "®apmaneBTuyHa marepianis: 3MiHU | TUMY - 3MiHW
M/1, Mo 20 M1 B amnynax, ipma "OapHuus” thipma "JapHuus” oo 6e3snekn/edeKTMBHOCTI Ta
no 5 amnyn y KOHTYpHiii thapmakoHarnsgy - OHOB/IEHHS
YapyHKoBIli ynakosLij, no 1 TEKCTY MapKyBaHHS ynakoBKu
KOHTYPHili YapyHKOBIi niKapcbKoro 3acoby 3 BHECEHHAM
ynakoBLi y nayui iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. TepMiH BBEAEHHS 3MiH -
npoTarom 6 micAuis nicns
3aTBEPAKEHHS
145. | NOMYCTUH kancynu no 40 mr, no 20 Mepak esenbluadt HimeuyunHa FaynT ®apma HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/6988/01/01
MEAAK Kancysny koHTeliHepi; no 1 dhrop KniHiwe Awmaper 'm6X, marepianis: 3MiHU | TUMY - 3MiHK

KOHTeliHepy B naui

Lneuianbnpenapare
M6X

HimeuunHa
(BUPOBHYIK, L0
Bianosigae 3a

Loao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo

BYPOGHULITBO cucTemy dhapmakoHarsay
nikapcbkoro 3acoby, (BBEAEHHS y3ara/lbHeHUX JaHUX
nepBuHHe Mnpo cucTemy dpapmakoHarisay,
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
nakyBaHHs, 3MiHa yNOBHOB&XeHOi 0cobu,
KOHTPO/b/BMNPOGYB BiANOBIAA/IbHOI 32 34iiCHEHHS
aHHsA cepii); Megak hapmMakoHarnagy; KOHTakTHoI
esenbwadt chrop 0cobu 3 hapmakoHarnsay
KNiHilwe 3asiBHMKA ANA 34iCHEeHHS
LLneuiansnpenapar hapmakoHarnagy B YkpaiHi, kLo
e M6X, HimeuunHa BOHa BiIMiHHa Bif, yNTOBHOBa&X€EHOI
(BMpOGHYK, L0 oco6w, BignoBiAabHOI 3a
Bignosigae 3a 3[jicCHeHHs1 hapmakoHarnagy
MapKyBaHHS (BK/IHOYAKOYUMN KOHTaKTHI JaHi)
nepBUHHOT Ta/abo 3MiHW y PO3MILLEHHI
yNaKkoBKM, BTOPVHHE macTep-chaiina cuctemm
nakyBaHHs, thapmakoHarnsgy) - 3miHa
KOHTPO/b/BMNPOGYB KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
aHHa cepii Ta 3a 0cobu 3asBHMKa, BIANOBIAA/IbHOT
BWMYCK Cepi) 3a hapmakoHarnsag B Ykpaii.
lMponoHoBaHa pepakuis: BakyH
AHHa OnekcaHapisHa
146. | NOPUHAEH® A | ma3b no 151 B Ty6i; no 1 TOB "bayw Xenc" YkpaiHa dapmsasog Enbga Monbwa BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/1717/01/01

Ty6i B KOpOOL

AT.

martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnisgy. BeeaeHHsi abo
3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: bapmiHa
[aHHa OnekcaHpgpiBHa. 3MiHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI
ocobw, BigNoBiAa/IbHOT 3a
thapmakoHarnag. 3miHa Homepa
MacTtep-chaiina cuctemu
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
thapmakoHarnsgy
147. | NOTAP® TabneTku, BKpUTI AJTKANIOI[, ALl Ckon'e Pecny6nika AJTKANOIQ AL Pecny6nika BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/11210/01/01
N/1iBKOBOK 060JI0HKOIO, MO MiBHivHa Ckon'e MisHiyHa marepianis: 3MiHu | TNy -
50 wr; no 10 TabneTok y MakefoHis MakefoHis AAMIHICTpaTVBHI 3MiHK. 3MiHa

6nicTepi; no 3 6rictepu 'y
KapTOHHiiA KOpo6L

HalimeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvKa
peecTpavuiitHOro NocBigYeHHs) -
3MiHa Ha3Bu KpaiHu 3asBHuka M3
Ankanoig A, Ckon’e/ Alkaloid AD
Skopje; 3MiHu | Tuny -
AJMiHICTpaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHsi Ta/abo agpecu
MiCList MPOBaKEHHS AisiSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIUaum
AiNbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOJIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BKIOYAKOUN
BUMYCK Cepiii) - 3MiHa Ha3BM
KpaiHun Bupo6HuKa MN3 Ankanoig,
AL Ckon’e/ Alkaloid AD Skopje,
6e3 3MiHN MicLA BUPOGHMLTBA.
BHeceHi B iHCTpyKLjto Ans
Me[MYHOro 3actocyBaHHsa /13y p.
"Brpo6HuK", "MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca micua noro
NpPOBaZKEHHS Hisi/IbHOCTI" 3
BiANOBIAHNMW 3MiHAMW B TEKCTI
MapKyBaHHS yrnakoBOK; 3MiHU |
MRy - 3MiHK 3 sikocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar
BiiNOBIAHOCTI €Bponelichkit
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gns A®l; ana
BUXiAHOIO
marepiany/peareHTy/nPoMiXHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA
y BUpOGHMLTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
HoBuii cepTudikat Bif, HOBOro
BMPO6GHMKA (3aMiHa abo
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

[IOMOBHEHHS) - NOAAHHS HOBOTO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkiit hapmakonei Ne R1-
CEP 2009-190-Rev 02 ans gitoyoi
peuyoBuHM Losartan potassium Big,
HOBOrO BUpo6HuKa IPCA
Laboratories Limited (3amiHa
3aTBEepMKEHOr0 BUpo6HUKa Ad|
AUROBINDO PHARMA LIMITED
CEP 2009-334); 3minu | Tuny -
3MiHn 3 sKocTi. CepTudikar
BignosigHocCTI/TE-cepTucpikat
BIANOBIAHOCTI EBpONenchbkili
thapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHoCcTIi abo
BUyYEHHS cepTudikata
BiAANOBIAHOCTI EBpoONechbkili
thapmakonei: gns A®l; ana
BUXiAHOIO
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTLCS
y BUPOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHMIA cepTUdikaT Bif yxe
3aTBEPKEHOrO BUPOGHYKA -
noJaHHA OHOBJ/IEHOTO cepTudikaTa
BiAANOBIAHOCTI EBpoNechkili
thapmaxkonei Ne R1-CEP 2010-
139-Rev 01 (3aTBEpaXeHO: R1-
CEP 2010-139-Rev 00) ans
Aito4oi pevoBuHK Losartan
potassium Big, BXe 3aTBepAXEHOro
BUpo6HUKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.;
3MiHM | Tuny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
BHeceHHA 3MiH o p.
«MapkyBaHHs» MKA J13
(3aTBEpAKEHO: «MapKnpoBKa
YyNaKkoBKW» NpunaraeTcs»;
3anponoHoBaHo: «MapkMpoBKa
ynakoBku. CorsiacHo
YTBEPXAEHHOMY TEKCTY
MapKUPOBKM». OHOBNEHHS TEKCTY

MapKyBaHHS1 yMakoBKW NikapcbKoro
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3acoby BignoBigHO A0 BUMOT
Hakaly MO3 YkpaiHu Big
23.07.2015 p. Ne 460 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
O4VHWLb BUMIPIOBaHHS Y CUCTEMI
Sl; 3MiHM | TUNY - 3MiHK 3 AKOCTI.
CepTucpikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI a6o
BUYyYEHHS cepTudikata
BiANOBIAHOCTI EBponechbkili
thapmakonei: gna A®l; ana
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpPOGHULUTBI A®I; ans
[0MOMIXHOT pEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTUdikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHs OHOB/IEHOro cepTudiikata
BiANOBIAHOCTI EBpoONeichbkili
thapmakonei Ne R1-CEP 2009-
190-Rev 03 gns gitoyvoi peyoBuHN
Losartan potassium BMpo6Huka
IPCA Laboratories Limited

148.

NOTAP®

TabneTkn, BKPUTI
NNiBKOBOK 06GOMOHKOL0, NO
100 wmr; no 15 Tabnetok y
6nictepi; no 2 6nictepn y
KapTOHHIiA KOpoo6Li

ANKANOIL, Af Ckon'e

Pecny6nika
MiBHiYHA
MakefioHist

AJTIKANOIQ AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakeioHist

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
AAMiIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BnacHuka
peecTpaviiiHoro NocBigYEHHS) -
3MiHa Ha3BW KpaiHu 3asBHMKa 13
Ankanoig ALl Ckon’e/ Alkaloid AD
Skopje; 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLA NPOBAaKEHHSA AiNIbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKOHa0um
AinbHULI BUNYCKY cepii abo MicLe
NpoBe/ieHHs KOHTPOJIO SIKOCTI.
([isnbHICTb, 3a AKy BignoBigae
BMPOGHUK/IMNOPTEp, BKKOYaOUN
BMNYCK CEepiit) - 3MiHa Ha3BU

3a peyenmom

UA/11210/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

KpaiHn Bupo6Huka MN3 Ankanoig,
AJL Ckon’e/ Alkaloid AD Skopje,
6e3 3MiHN MicusA BUPOGHMLTBA.

BHeceHi B iHCTpyKLjto Ans

MeAMYHOro 3acTtocyBaHHs /13y p.

"Brpo6HuK", "MicLie3HaxomKeHHs

BMPOGHMKaA Ta agpeca Micus 1oro

NPOBaKEHHS AiS/IbHOCTI" 3
BiAMNOBIAHMMM 3MiHAMU B TEKCTI
MapKyBaHHS YNakoBOK; 3MiHW |

Tuny - 3miHn 3 skocTi. CepTuddikat

BignosigHocCTI/TE-cepTucpikat

BIANOBIAHOCTI EBpONenchbkili

thapmakonei/moHorpadii.

MogaHHA HOoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHoCcTIi abo

BUyYEHHS cepTudikata
BiAANOBIAHOCTI EBpoONechbkili
thapmakonei: gns A®l; ana

BUXiAHOIO
matepiany/peareHTy/npoMiKHOIo

NpPOAYKTY, L0 BUKOPUCTOBYIOTLCSA

y BUPOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
HoBuii cepTudikat Bif, HOBOro
BMPOGHMKa (3aMiHa abo
[OMOBHEHHS) - NOAAHHS HOBOTO
cepTudikaTa BignoBigHOCTI
€sponeiicbkin hapmakonei Ne R1-

CEP 2009-190-Rev 02 gns gito4oi

peyoBuHM Losartan potassium Big,

HOBOro BMpo6Huka IPCA
Laboratories Limited (3amiHa

3aTBEpKEeHOro BUpo6HuKa APl

AUROBINDO PHARMA LIMITED
CEP 2009-334); 3miHu | Tny -

3MiHu 3 aKocTi. CepTudikaT

BignosigHocTi/lE-cepTudikar

BiANOBIAHOCTI EBpoONechbkili

thapmaxonei/MoHorpadii.

MoaaHHA HoBOro abo OHOBMIEHOTO
cepTudpikaTa BignosigHocTi abo

BW/IyUYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei: ans A®l; ans

BUXiAHOIO
martepiany/peareHTy/npoMiXHOro
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOrO BUPOGHYKA -
noJaHHA OHOBJ/IEHOTO cepTudikaTa
BiAANOBIAHOCTI EBpoNechbkili
thapmaxkonei Ne R1-CEP 2010-
139-Rev 01 (3aTBEpaXeHO: R1-
CEP 2010-139-Rev 00) gns
Aito4oi pevoBuHK Losartan
potassium Big, BXe 3aTBepAXEHOro
BUpo6HUKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.;
3MiHM | TUny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
BHeceHHA 3MiH o p.
«MapkyBaHHs» MKA J13
(3aTBEpAXKEHO: «MapKnpoBKa
YyNaKkoBKW» NpunaraeTcs»;
3anponoHoBaHo: «MapknpoBKa
ynakoBku. CorsiacHo
YTBEPXAEHHOMY TEKCTY
MapKMpPOBKW». OHOBJ/IEHHS TEKCTY
MapKyBaHHS YMakoBK/ Nikapcbkoro
3acoby BignoBigHO A0 BAMOT
Haka3y MO3 YkpaiHu Big,
23.07.2015 p. Ne 460 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
SI; 3MiHM | TUNY - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHoCcTi abo
BUyYEHHS cepTudikata
BiAANOBIAHOCTI EBpoNechkili
thapmakonei: gns A®l; ana
BUXiAHOIO
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudpikaT BigNoBigHOCTI
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHs OHOB/IEHOro cepTudiikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei Ne R1-CEP 2009-
190-Rev 03 gns gitoyvoi peyoBrHN
Losartan potassium BMpo6Huka
IPCA Laboratories Limited

149.

MAAJIOKC®

cycneHsist opasibHa Ne 1:
no 250 mn y dprakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopobui

TOB "CaHochi-ABEHTIC
Ykpaiva"

Ykpaina

Ei. HattepmaHH
eHp Caiii. TM6X,
HimeuuunHa; CaHodi
C.n.A, ltania

HimeuunHa/
ITania

BHECEHHS 3MiH 40 peecTpauiiHnx
mMaTtepianis: TeXHIYHa NoMusIKa
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) - BunpaBaeHo
TEeXHiYHY NOMW/IKY B TEKCTI
MapKyBaHHA ynakosku J13.
3AMNPOMOHOBAHO: 11.
HANMEHYBAHHSA |
MICLIE3HAXOXKEHHA
BVIPOBHWKA TA/ABO
3AABHVKA Bupo6Huk: Ei.
HatTepmaHH eHg Caiii. TM6X,
HimeuyunHa HattepmaHHanes 1,
KenbH, HopgpeiiH-BecTtdhaneH,
50829, HimeuunHa. 3a3HayeHe
BUNpPaB/IEHHS BignoBigae
apxiBHUM marepianam
peecTpaLiiHoro focbe

6e3 peyenma

UA/9220/01/01

150.

MATHIIO
CYNb®AT -
JAPHULA

pO34nH ANA iH'ekuid, 250
Mmr/mn, no 5 mn B amnyni,
no 5 amnyn y KOHTYpHii
YapyHKOBIl ynakosLj, no 2
KOHTYPHI YapyHKOBI
ynakoBku y nadui; no 10
M B amny”ni, no 5 amnyn y
KOHTYPHili YapyHKOBIi1
ynakoBLii, N0 2 KOHTYPHI
YapyHKOBI YNakoBKW Y
nauui

MpAT
"GapmaueBTMyHa
thipma "lapHnug"

YKpaina

MpAT "
dPapmaueBTUYHa
thipma "apHmus"

YkpaiHa

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnagy
3as1BHVKA AN 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHA Bif, yNTOBHOB&XeHOI
ocobw, BigNoBiAabHOT 3a
3[jiCHEeHHSs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
dhapmakoHarsaagy) - 3miHa

3a peyenmom

UA/6095/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBiAA/bHOI 32
dhapmakoHarnsag;
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy
151. | MAUCENT Kancynu Teepgi no 250 wr; MaHauesn bioTek IHAis MaHaues bioTek IHAisA BHECEHHS 3MiH [JO peecTpaLiiHnX 3a peyenmom UA/16782/01/01

no 10 kancyn TBepanx y
6nicTepi; no 3 abo no 10
6nicTepiB B KAPTOHHIlA
nauui

®apma 14,

®apma /114,

MaTtepianis: 3mMiHa 3asBHUKaA
(BnacHvka peecTtpaujiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeaeHHs
3MiH NpoTArom 3-X MicALiB nicns
3aTBepKEHHS. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. BeeaeHHs abo
3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAAILHOT 33 34iICHEHHS
hapmakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHA Bif, yNOBHOBaXXeHOI
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEHHST dhapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnagy) 3miHa
YMNOBHOBaXeEHOT 0CO6U 3as1BHMKA,
BiAMNOBIAA/IbHOT 32
thapmakoHarnag,. [itova pegakuis:
Dr. Manoj Sharma / ip. MaHox
LLlapma. MponoHoBaHa pegakuisi:
Sumit Bhushan / CymiT bywiaH.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
hapmakoHarnag,. 3miHa
KOHTaKTHOT 0CO6M YNMOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/bHOT
3a hapmakoHarnsag B Ykpaii.
[Jitoua pepakuis: KocteHko
Apkagii MrkonaiioBuy.
MponoHoBaHa pepakLis: BoBk
AHZpin Bopncoswny.
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a hapmakoHarnsag B Ykpaii.
3MiHa Micus 34iiCHEHHST OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsagy.
3MiHa MicLie3HaxoMKeHHS MacTep-
dhaiina.

152.

MAKCULEKC®

Kpanni o4Hi, 1 mr/mn, no 5
M1y chriakoHi-
KpanesnbHuui "Apon-
TeliHep®"; No 1 dpnakoHy-
KpanesibH1Lj B KOpOoo6Li 3
KapToHy

HosaprTic ®apma Al

LBeliLapis

AnkoH-KyBpbop

Benebris

BHECEHHS 3MiH [JO peecTpaLifiHnX
marepianis: 3miHu | Tuny -
BHECEHHSA 3MiH go p. 3.2.P.7.
CucTema KoHTelHep/
3aKynoproBaUsTbHWIA 3aci6, a came
[ofaBaHHsA anbTepHaTUBHOIO
nocTavyasnibHvKa KOMMOHEHTIB
NepPBUHHOT yNakoBKu
(Polypropylene (PP) 15 mm
Closure) - Gerresheimer; 3MiHu |
TUMY - BHECEHHS 3MiH 40 p.
3.2.P.7. Cuctema koHTeliHep/
3aKynoproBasbHWIA 3aci6, a came
[0[aBaHHA nocTavasibHUKa
KOMMOHEHTIB NEPBUHHOI YNaKkoBKM
(Polypropylene (PP) 15 mm
Closure) - Moll Industries; 3miHu |
TUMY - BHECEHHS 3MiH [0 p.
3.2.P.7. Cucrema
KOHTeliHep/3aKynoproBasibHUIA
3acib, a came fofaBaHHSA
nocTavyasibHvKa KOMMOHEHTIB
nepsrHHOI ynakoekn (LDPE Bottle)
- Nolato Jaycare; 3MiHu | Tuny -
BHECEHHS 3MiH go p. 3.2.P.7.
Cwnctema koHTenHep/
3aKynoproBasibHWiA 3acib, a came
3MiHa Ha3BW nocTavyasibHuKa
KOMMOHEHTIB MEPBUHHOT YNaKOBKU
(Polypropylene (PP) 15 mm
Closure Ta LDPE Bottle) 3 Rexam
Healthcare Ha BPRex Healthcare;
3MiHW | TUNY - BHECEHHS 3MiH [0 p.
3.2.P.7. Cucrema
KOHTeliHep/3aKynoproBasibHUIA
3acib, a came 3miHa Ha3BU
nocTavyasnibHvKa KOMMOHEHTIB
NepPBUHHOT yNakoBKu
(Polypropylene (PP) 15 mm
Closure Ta LDPE 15 mm Plug 3
Rexam Healthcare Ha Nemera;

3a peyenmom

UA/10812/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3MiHK | TUNY - BHECEHHS 3MiH [0 p.
3.2.P.7. Cuctema
KOHTeHep/3aKynoptoBasibHiA
3aci6, a came 3miHa Ha3su
noctavasibH1Ka naKkyBaslbHUX
mMaTtepianis KOMMOHEHTIB
nepBuHHOT ynakoskn LDPE Bottle
Ta LDPE 15 mm Plug;
3anponoHoBaHo: LyondellBasell
Purell PE 1840H LDPE
153. | MA/IbTO®EP® | TabneTtku xyBasbHi no 100 Bidhop (IHTepHeLuHn) LLiBeiiuapis Bidhop (IHTepHeLwuHn) LLiBeiuapis BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/5869/02/01
Mr no 10 TabneTok y IHK. IHK., LLIBeiiLapis marepianis: 3MiHU | TUMY - 3MiHW
6nictepi; no 3 6rictepn y (KOHTPOSIb SIKOCTI, Lofo 6e3nekn/ed)eKTMBHOCTI Ta
KapTOHHiA KOpoo6Li [03BiN Ha BUNYyCK hapmakoHarnagy - OHOB/IEHHSA
cepii); Bidhop C.A., TEKCTY MapKyBaHHs1 ynakoBKu
LLIseliyapis NiKapCcbKoro 3acoby 3 BHECEHHAM
(BMPOGHNLTBO iHbopMmauii Wwoao 3a3HavYeHHs
Hepo3dacosaHol OVHNLb BUMIPIOBaHHSA Y CUCTEMI
NPOAYKLT, KOHTPOsIb Sl. BBeieHHs1 3MiH NpOTArom 6-Tn
AKOCTI, NepBUHHA Ta MicALiB nicna 3aTBepipKeHHs
BTOPUHHA YNaKoBKa)
154. | MAJIbTO®EP® | kpanni opasbHi, 50 mr/mn Bichop (IHTepHeLHn) LLiBeiiuapis BMPOGHMLITBO LLiBeiuapis BHECEHHS 3MiH 40 peecTpaliiHux | 3a peyenmom UA/5869/03/01
no 10 mn a6o 30 mny IHK. Hepo3acoBaHol martepianis: 3mMiHU | TUNY - 3MiHK
donakoHi abo KoHTeliHepi NpoAYKL,i, KOHTPO/b Loao 6e3nekn/edeKTMBHOCTI Ta
(Ty6i) 3 KpanenbHULED; NO AKOCTI, NepBNHHA Ta chapmakoHarnsgy - OHOB/IEHHS
1 dpnakoHy abo BTOPVHHA ynakoBKa: TEKCTY MapKyBaHHS ynakoBKm
KOHTeliHepy (Ty6i) B Bichop C.A., NiKapcbKoro 3acoby 3 BHECEHHAM
KapTOHHI KOpoo6Li LLiBeiuapis; iHchopmauii LWoao 3a3HaueHHs
KOHTPO/1b SIKOCTI, OAVHULb BUMIPIOBAHHSA Y CUCTEMI
[03BiN Ha BUMYCK Sl. BBe/eHHA 3MiH NPOTArom 6-Tu
cepii: Bichop MicSILB NicNs 3aTBEPKEHHS
(IHTepHewHn) IHK.,
LBeliuapis
155. | MAJIbTO®EP® | cupon, 10 mr/mn, no 75 mn Bichop (IHTepHeLHn) Lseruapis | Bidop (IHTepHewHn) | LBeliuapis BHECEHHS 3MiH 40 peecTpauliiHux | 3a peyenmom UA/5869/04/01
a60 no 150 MmNy chNakoHi; IHK. IHK., LBeiiLapis martepianis: 3MiHU | TUNY - 3MiHK
no 1 dpnakoHy 3 MipHUM (kOHTpOSb AKOCTI, Loao 6e3nekn/edeKTMBHOCTI Ta
KOBMAaYKOM Y KapTOHHil [l03BiNT HA BUMYCK thapmakoHarnsgy - OHOB/IEHHS
Kopooui cepii); Bichop C.A., TEKCTY MapKyBaHHS yNakoBKu
LBeliuapis NiKapCbKOro 3aco6by 3 BHECEHHAM
(BMpPOGHNLTBO iHchopmauii LWoao 3a3HaueHHs
Hepo3acoBaHol OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
NpoAyKL,ii, KOHTPO/b Sl. BBeieHHS 3MiH NpOTArom 6-Tu
AKOCTI, NepBNHHA Ta MicSILiB NiCNs 3aTBEPPKEHHS
BTOPVHHA ynakoBKa)
156. | MANIbTO®DEP® | Tabnetku xysasibHi, 100 Bidhop (IHTepHeLuHn) LLIseiiuapis BMPOBHULITBO LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/5870/01/01
Pon mr/0,35 mr; no 10 IHK. Hepo3dacosaHoi marepianis: 3MiHU | TUMY - 3MiHK

TabneTok y 6nictepi; no 3
6nicTepn y KapTOHHIiA
Kopoo6ui

NpOoAYKLU,ii, KOHTPO/b
AKOCTI, NepBNHHA Ta
BTOPVHHA yNakoBKa.:

Loao 6e3nekn/edyeKTMBHOCTI Ta
(hapMakoHarsnsifly - OHOB/EHHS
TEKCTY MapKyBaHHs YNaKoBK/
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Bichop C.A., NiKapcbKoro 3acoby 3 BHECEHHAM
LLiBeiiuapis; iHchopmauii LWoao 3a3HaueHHs
KOHTPO/1b SIKOCTI, OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
[03BiN Ha BUMYCK Sl. BBeeHHS 3MiH NpOTArom 6-Tu
cepii: Bichop MicSILLIB NicNs 3aTBEPPKEHHS
(IHTepHewHn) IHK.,
Lseiuapis
157. | MEAOAKCA MOPOLLIOK NiogoinizoBaHmit Megpak Nesenbluadr HimeuyunHa BVPOGHWK, LLIO HimeuunHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/4884/01/01
0151 NPUroTyBaHHA rop KniHiwe BiAnosifae 3a marepianis: 3MiHu | TUNy -
po3umHy ans iHdysin (5 LLineuianbnpenapare BMNYyCK cepil, nofaHHsS OHOBJ/IEHOTO cepTudikaTy
mr/mn) no 50 mr, 1 MG6X BTOPVHHE BiANOBIAHOCTI EBponeicbkol
CKNAHWI h1aKoH 3 nakyBaHHs, hapmakonei ana A®l
MOPOLLKOM Y KapTOHHIi MapKyBaHHS, okcantinnatuHy CEP No. R1-CEP
KopooLi KOHTPO/1b/BMNPOGYB 2003-278-Rev 05 (nonepegHs
aHHA cepiii: Mepak Bepcis CEP No. R1-CEP 2003-
[esenbwadt dhrop 278-Rev 04) Big BXe
KniHiwe 3aTBEPIXEHOr0 BUPOOHMKA
LLneuiansnpenapar HERAEUS DEUTSCHLAND
e M6X, HimeuunHa; GMBH & CO. KG
BVPOGHWK, LLIO
BiAnosifae 3a
BUNyCK QOpPMM in
bulk, nepsuHHe
nakyBaHHS,
KOHTPO/b/BUNPOGYB
aHHs cepiii: OHKOTeK
Papma lMNMpoaakLlH
'm6X, HimeyunHa
158. | MEOAKCA NOPOLLIOK NioginizoBaHmii Megpak Nesenbluadr HimeuyunHa BMPOGHWK, LLIO HimeuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/4884/01/02

NS NPUroTyBaHHS
po3unHy Ans iHdysiii (5
mr/mn) no 100 mr, 1
CKNAAHWIA ch1aKoH 3
MOPOLLKOM Y KapTOHHIl
KopooLi

hrop KniHiwe
Llneuiansnpenapare
M6X

Bignosigae 3a
BWMNYCK Cepil,
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b/BUMNPOOYB
aHHA cepili: Mepak
le3senblwadT drop
KniHiwe
Lneuiansnpenapar
e M6X, HimeuunHa;
BMPOGHWK, LLIO
Bignosigae 3a
BMMYCK hopMu in
bulk, nepsuHHe
nakyBaHHS,
KOHTPO/b/BMNPOGYB
aHHA cepili: OHKOTeK
Papma lNMpogakLH
'mM6X, HimeyunHa

marepianis: 3MiHu | TUNy -
noflaHHA OHOBJ/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpoNeicbKol
hapmakonei ana A®|
okcaninnatuHy CEP No. R1-CEP
2003-278-Rev 05 (nonepegHs
Bepcis CEP No. R1-CEP 2003-
278-Rev 04) Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
HERAEUS DEUTSCHLAND
GMBH & CO. KG
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
159. | MEOAKCA MOPOLLIOK NioghinizoBaHmi Mepak lesenbwadt HimeuunHa BVPOGHWK, LLIO Himeuunna BHECEHHS 3MiH 0 peecTpavLinHmx 3a peyenmom UA/4884/01/03
AN NPUroTyBaHHSA drop KniHiwe Bignosigace 3a marepianis: 3MiHu | TUny -
pO3unHy Ans iHgysili (5 Lneuiansnpenapare BUNYyCK cepil, nofaHHs OHOBJ/IEHOrO cepTudikaty
mr/m) no 150 mr, 1 M6X BTOPVHHE BiANOBIAHOCTI EBpONEncbKol
CK/ISIHWI hNakoH 3 nakyBaHHs, hapmakonei ana Adl
NMOPOLLKOM Y KapTOHHil MapKyBaHHA, okcaninnatuHy CEP No. R1-CEP
Kopoo6ui KOHTPO/b/BMNPOGYB 2003-278-Rev 05 (nonepeaHs
aHHs cepili: Mepak Bepciss CEP No. R1-CEP 2003-
lesenbwadt drop 278-Rev 04) Big Bxe
KniHiwe 3aTBEPKEHOr0 BUPOOHMKA
Lneujansnpenapat HERAEUS DEUTSCHLAND
e M6X, HimeuunHa; GMBH & CO. KG
BMPOGHWK, LLIO
Bignosigae 3a
BUNYCK oopMM in
bulk, nepBuHHe
nakyBaHHs,
KOHTPO/1b/BUNPOGYB
aHHs cepiii: OHKOTeK
dapma MNMpoaakLuH
'M6X, HimeuynHa
160. | MEANXPOHA/ | rpaHynu, nakeT Ne 1 Ta MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/6504/01/01
®-AAPHNLA naket Ne 2 y nauuj; 7 "®apmMaueBTNYHa "papmaLeBTUYHa martepianis: 3MiHU | TUNY - 3MiHK
naketis Ne 1 Ta 7 nakeTis ipma "fapHuua" dipma "AapHuus" Loao 6e3nekn/edeKTMBHOCTI Ta
Ne 2 y nauui; 21 nakeT Ne thapmakoHarnagy. BeeaeHHsi abo
1 1a 21 naket Ne 2 y nauuj 3MiHW [0 y3ara/ibHeHVX JaHux npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
thapMmakoHarnag:
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuny
161. | MEAOK/AB NMOPOLLIOK A1 OPasIbHOT Mepokemi T/, Kinp Mepokemi 1T Kinp BHECEHHS 3MiH O peecTpaLiiHmnx 3a peyenmom UA/18207/01/01

cycneHsii, 400 mr/57 mr B

(3aBog B)

mMartepianis: 3MiHU | TURy - 3MiHK
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
5 mn; 1 chnakoH 3 ofo 6e3nekn/ed)eKkTMBHOCTI Ta
NOPOLLKOM 151 chapmakoHarnsgy - OHOB/EHHS
npuUroTyBaHHs 70 Mn TEKCTY MapKyBaHHS ynakoBKm
cycneHsii abo 1 dnakoH 3 NiKapCbKOro 3acoby 3 BHECEHHAM
MOPOLLKOM Ans iHchopmauii LWoao 3a3HaueHHs
npuroTyBaHHs 140 mn OfMHULIb BUMIDIOBAHHS y CMCTEMI
cycneHsii y KoMMekTi 3 Sl. BBeieHHS 3MiH NpOTArom 3-x
[03Y04MM LUNpULEM Y MicSILLIB NicNs 3aTBEPPKEHHS
KapTOHHI KOpoo6Li
162. | ME3OAEPM kpem 0,1 %, no 30 r y Ty6i; My6niyHe akuioHepHe YkpaiHa My6niuHe YKkpaiHa BHECEHHS 3MiH [JO peecTpaLifiHnX 3a peyenmom UA/5022/01/01
no 1 1y6i B navui TOBapucTBo "HaykoBo- akuioHepHe mMarepianis: 3MiHU | TUMY - 3MiHK
BUPOGHNUNI LEEHTP TOBapWCTBO oo 6e3nekun/edekTMBHOCTI Ta
"BopLyariBCbkuii "HaykoBo- hapmakoHarnsagy - BHECeHHs 3MiH
XimiKo- BUPOOHNYMNI LEHTP 00 po3giny “MapkyBaHHs" MKA
hapmaLeBTUYHNI "BopLyariBcbKuii n3.
3aBof" Ximiko- 3anponoHoBaHo: MapKyBaHHS.
hapMaLeBTUYHWIA BignoBigHo [0 3aTBEPAYKEHOTO
3asof” TekcTy mapkyBaHHsA. OHOBJIEHHSA
TEKCTYy MapKyBaHHs ynakoBKu
NiKapCcbKoro 3acoby 3 BHECEHHAM
iHbopMmauii Wwoao 3a3HavYeHHsA
OAVHNLb BUMIPIOBaHHSA Y CUCTEMI
Sl. TepMiH BBEAEHHS 3MiH -
npoTArom 6 Micauis nicns
3aTBEPKEHHSA
163. | MEHOBA/EH kancysu, no 10 kancyn y My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/5279/01/01
6nicTepi, no 2 6nictepu 'y TOBapucTBo "HaykoBo- akuioHepHe mMartepianis: 3MiHU | TUNY — 3MiHa Y
nauuj 3 KapToHy BUPOGHNUUIA LLEHTP TOBapuCTBO cKnagi AONOMDKHUX PeYOBUH, a
"BopLuariBcbkuii "HaykoBo- came 3miHa kopnycy kancynu. | sk

XiMmiKo-
thapmMaueBTUYHUI
3asof”

BMPOGHUYMIA LEHTP
"BopLyariBCbkuii
XiMiKO-
thapmaueBTUYHWI
3aBofg”

Hacnigok BifbyBaloTbCA 3MiHV B
cneumdikauii 418 KOHTPoso
O0MOMDKHMX PeYyoBUH (Kamncym
XenaTuHoBI), B cneuudikauii ans
KOHTPOJIIO NPOMDKHUX MPOAYKTIB
Ta B cneuudikauii 415 KOHTPO0
['/13; 3anponoHoBaHo: ckiaj,
Mpenapart po3gacosyoTb y
TBepAi xenaTuHosi kancynu Ne 1 3
KPYLLIEYKOLO 3€N1EHOTO i KOPMYCOM
6inoro konbopy. Cneundikauis
Ans koHTponto M3 Onwuc Teepgai
XXeNnaTUHOBI Kancynu
uuniHgpuuHoi doopmu, 3
HaniBchepryHNMM KiHUAMY, 3
KPYLLIEYKOLO 3€N1EHOTO i KOPMYCOM
6in0ro konbopy. BmicT kancyn —
maca 3en1eHyBaTo-6yporo Konbopy
y BUINA4j NOpOLLKy a6o
rpaHy1bOBaHOr0 MOPOLLKY, i3
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Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3acoby

cnabkum cneyndivuHMM 3anaxom
3MmiHu BHeceHi B po3ginu "Cknag”
(AonomikHI pevyoBuHY) Ta
"OCHOBHIi (Di3NKO-XiMiYHi
B/1ACTMBOCTI" B IHCTPYKLiito ANs
MeAMNYHOrO 3aCTOCYBaHHs
nikapcbKoro 3acoby. BeegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; CYNyTHSA 3MiHa: -
3MiHu 3 sKocTi. FoToBUi
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHM BUNPOOYBaHb
abo 4ONyCTUMUX MEX,
BCTaHOB/EHUX Y cneyudikaulisx,
nig, yac BUPOBGHULITBA rOTOBOrO
nikapcbKoro 3acoby - 3miHu 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib fONOMDKHUX PEYOBUH.
3MiHa napameTpiB cneuudikaLlii
Ta/abo foMyCTUMUX MeX A7is
[OMOMIXHOT PEYOBVHM (BUTYYEHHS
3i cneumdikaii He3HauyHoro
nokasHuka (Hanpuknag
3acTapifioro nNokasHuka)) - 3MiHu 3
AKOCTi. [OTOBWIA Nlikapcbknin 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
crneundikauii Ta/abo AonycTUMMX
MeX roTOBOrO J1iKapCbKOro 3acoby;
3MiHK | TUNYy - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta
chapmakoHarnsgy - 3MiHu o
po3ainy «MapKyBaHHs».
OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MikapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWwoao
3a3HayYeHHs1 OAVHNLb
BVIMIiptOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpOTAroM 6-Tu
MicsILiB Nicns 3aTBEPKEHHS

UA/3572/02/01

164.

METAMAKC

pO34uH ANa iH'ekuid, 100
Mr/M1 Mo 5 MmN B amnyni;
no 5 amnys y KOHTYpHil
YapyHKOBIli ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B navi

MpAT
"®GapmMaLeBTnYHa
ipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy hapmakoHarnsgy,

3MiHa YMOBHOBaXEHOT 0CO6MU,

3a peuenmom
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Ne
n/n

Hassa

JliKapcbKo20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 3A4ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
hapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
dhapmakoHarnsag;
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy

165.

METAMAKC

kancynu no 250 mr no 10
Kancyn y KOHTYpHii
YapyHKOBIli ynakoBLj; no 4
KOHTYPHI YapyHKOBI
yNakoBKM B navi

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3[iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLO
BOHa BifiMiHHA Bif, yNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3miHa

YMNOBHOBaXeEHOT 0CO6U 3asBHMKA,

BiAMNOBIAA/IbHOT 32
dhapmakoHarnag;
MponoHoBaHa pepakuis: Typok
B'auecnas B'ayecnaBosuy

3a peyenmom

UA/3572/01/01

166.

METUNYPALN

ns

MIPAMICTUHO

M

Ma3b; o 151 a6o 30y
Ty6i; no 1 Ty6i B naywj

MpAT
"®apmMaueBTnYHa
thipma "AapHnus"

YKpaiHa

MpAT
"papmaLeBTnUiHa
thipma "AapHnus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dpapmakoHarnsgy

6e3 peyenma

UA/1750/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
0ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BigNOBiAa/IbHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy) - amiHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAA/IbHOI 32
dhapmakoHarnsag;
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy

167.

METOKJ/IONPA
MIA-AAPHULIA

Tabnetku no 10 mr, no 10
TabNeTokK y KOHTYPHIl
YapyHKOBIli ynakoBLj; no 5
KOHTYPHUX YapyHKOBUX
yNakoBOK y mayu,i

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAAILHOT 33 34iICHEHHS
hapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLLO
BOHa BifiMiHHA Bif, yNOBHOBaXXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa

YMNOBHOBaXeEHOT 0CO6U 3as1BHMKA,

BiAMNOBIAA/IbHOT 32
hapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'auecnas B'ayecnasoBuy

3a peyenmom

UA/7726/02/01

168.

METPOHIIA30
N-JAPHULA

pO34uH A8 iHQysil, 5
mr/mn no 100 mny
oNaKoHi

MpAT
"®apmMaueBTnYHa
doipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
o0 6e3nekn/edyekTMBHOCTI Ta

3a peyenmom

UA/4079/02/01

147




Ne
n/n

Hassa

JliKapcbKo20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

noninponineHosomy; no 1
chnakoHy B nadi; no 100
My hrakoHax

thapmakoHarnsgy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YyNOBHOBaXeHOI
ocobw, BiANOBiAaIbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0CO6V 3as1BHMKA,
BiANOBiAA/bHOI 32
hapMakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy

169.

ME®EHAMIHK

A®

TabneTkun, BKpUTI
060/10HKOt0, N0 500 Mr no
10 TabneToK y KOHTYpHIl
YapyHKoBIli ynakosLj; no 1
a60 Mo 2 KOHTYpHi
YapyHKOBi YNakoBK/ B
nauuj

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiHnX
MaTepianis: 3MiHu | TRy - MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/ILHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3[iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHa Bif, yNOBHOBaXXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHS dhapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa

YMNOBHOBaXEHOT 0CO6U 3as1BHMKA,

BiAMNOBIAA/IbHOT 32
dhapmakoHarnag;
MponoHoBaHa pepakuis: Typok
B'auecnas B'ayecnasosuy

6e3 peyenma

UA/14487/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

170.

ME®EHAMIHO
BA K/C/IOTA-
JAPHULA

Tabnetku no 500 mr, no 10
Tab1eToK y KOHTYPHii
YapyHKOBIlA ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yNaKkoBkM B nauLi

MpAT
"®apmaueBTnyHa
ipma "OapHuus"

YkpaiHa

MpAT

"PapmavueBTnyHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAa/IbHOT 3a
3AjiCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa

YMOBHOBaXEHOI 0CO6V 3as1BHMKA,

BiANOBiAa/bHOI 32
dhapmakoHarnsag;
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy

6e3 peyenma

UA/7015/01/01

171.

MOKCUBAP

TabneTkun, BKpUTI
NNiBKOBOK 060/10HKOI0, MO
400 mr; no 5 TabneTtok y
6nictepi; no 1 a6o 2
61icTepy B KApTOHHiIl
KopooLi

Aypo6iHgo ®apma Ntg,

IHAis

AypobiHao ®apma
Nimiteq - FOHIT VII

IHais

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
BHECeHi 10 iHCTPYKUii ans
MeJMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ginv
"Oco61BOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwii” BigNoBigHO A0
OHOB/EHOT iHGpopMaLii 3 6e3nekn
Aito4oi pevyoBuHU. BBeaeHHA 3MiH
NpoTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS

3a peyenmom

UA/14296/01/01

172.

MOKCU®IOKC
AUVH
CAHJ03®

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOI0, MO
400 mr; no 5 TabneTtok y
6nicTepi; no 2 6nictepu B
KapTOHHiiA kopobuj; no 7
Tabnetok y 6nictepi; no 1
6nicTepy B KapTOHHiIl
Kopoo6Li

CaHpos

PapmachbloTikans g.4.

CnoseHisa

C.K. CaHgo3s C.P.J1.

PymyHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

BHECEHHS 3MiH 0 po34iny
“MapkyBaHHA" MKA N13.
3anponoHosaHo: MAPKYBAHHA
3rigHO 3 3aTBEPKEHMM TEKCTOM

MapKyBaHHS. OHOB/IEHHSA TEKCTY

MapKyBaHHS yMakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHhopmalii

3a peyenmom

UA/16489/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
LLI0A0 3a3HaYeHHsI OANHULb
BVIMIiptOBaHHS y cuctemi Sl.
TepMiH BBEAEHHS 3MiH: NPOTAroM
6 -TV micALiB nicns 3aTBEPAYKEHHS
3MiH
173. | MOKCOHIANH TabneTku, BKPUTI "KcaHTic ®apma Kinp AT "CaHeka CnoBaubka BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyenmom UA/17580/01/01
KCAHTIC NAiBKOBOK 060J1I0HKOHD, MO Nimiteg" dapmacboTikans" Pecny6nika mMarepianis: 3MiHu | TUMY - 3MiHK
0,2 mr no 10 TabneTok 'y Loao 6e3nekn/edyeKTUBHOCTI Ta
6nicTepi; no 3 6nictepu B hapmaKkoHarnsgy - OHOB/IEHHSA
KapTOHHIN nauuj TEKCTY MapKyBaHHS1 yNaKkoBKM
NiKapCbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeleHHs 3MiH NpoTArom 6-Tu
MicsILLiB NiCNsA 3aTBEPLPKEHHS
174. | MOKCOHIAVH TabneTkn, BKpUTI "KcaHTic ®apma Kinp AT "CaHeka CnoBaubka BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/17580/01/02
KCAHTIC N1iBKOBOK 060J10HKOH, MO NimiTegn" dapmacboTikans" Pecny6nika marepianis: 3mMiHW | TUNY - 3MiHK
0,3 mr no 10 Tabnetok y ofo 6esnekn/edekTMBHOCTI Ta
6nicTepi; no 3 6rictepu B hapmakoHarnsgy - OHOB/IEHHS
KapTOHHI navui TEKCTY MapKyBaHHS ynakoBKm
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHULb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBe/eHHSA 3MiH NPOTArom 6-Tu
MicSILB NiCNs 3aTBEPKEHHS
175. | MOKCOHIANH TabneTku, BKPUTI "KcaHTic ®apma Kinp AT "CaHeka CnoBaubka BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/17580/01/03
KCAHTIC NiBKOBOK 060JI0HKOIO, MO Nimiten" dapmacbloTikans" Pecny6nika marepianis: 3MiHU | TUMY - 3MiHK
0,4 mr, no 10 TabneTok y Loao 6e3nekn/edyeKTMBHOCTI Ta
6nictepi; no 3 6nictepu B hapmakoHarnsgy - OHOBMEHHS
KapTOHHI nauui TEKCTY MapKyBaHHS ynakoBKu
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopMmauii Woao 3a3HaYeHHS
OAVHWLb BUMIPIOBaHHSA Y CUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB nicna 3aTBepKEHHs
176. | MOMELEPM® Masb, 1 mr/r; no 151y TOB "bayw Xenc" YkpaiHa dapmzasog Enbga Monba BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/10968/01/01

Ty6i; Mo 1 Ty6i B KApPTOHHIiA
Kopobui

AT.

marepianis: 3MiHu | TUMY - 3MiHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
chapmakoHarnsg. MponoHoBaHa
pepaxuis: bBapmiHa MaHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[aHnx ynoBHOBaXeHOI 0cobw,
BiANOBIAANLHOT 32
dhapmakoHarsisg. 3miHa Homepa
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MacTep-thaina cuctemm
chapmakoHarnsgy

177.

MOTWNITAC

Kancysm m'siki no 120 wr;
no 10 kancyn y 6nictepi;
no 2 a6o no 4 6nictepu B
KapTOHHI ynakoBLi

MakHin MpogakTc
Nimiteq

AHrNifA

KataneHT [hxepmaHi
LopHgopc MvbX,
HimeuunHa
(NnepBuHHe Ta
BTOPWHHE
nakyBaHHs);
KaTtaneHt ®paHce
Benavim CA,
PpaHuis
(B1po6HULTBO,
KOHTPO/Ib FOTOBOIO
NPOAYKTY, BUNYCK
cepii)

Himeuumnna/
dpaHuis

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3miHu | Tuny -
NnoAaHHA OHOBMEHOro cepTudikata
BiJNOBIAHOCTI €Bponelichbkiit
papmakonei Ne R1-CEP 2009-
197-Rev 02 ons fAito4oi peyoBrHU
Simeticone Big Bxe
3aTBEpAKEHOro BMpo6Hnka DOW
CORNING EUROPE S.A,, sk
HacnifgoK 3MiHa Ha3BW BNacHuKa
CEP (3anponoHoBaHo: DOW
SILICONES BELGIUM S.P.R.L);
3MiHK | TUNY - NOAAHHSA
OHOB/IEHOTO cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmaxonei Ne R1-CEP 2009-
197-Rev 03 ons A4ito4oi peyoBrHN
Simeticone Big BXe
3aTBEPHKEHOr0 BUPOOHUKA, AK
Hacnigok 3MiHa HasBsu Ta
MiCLie3Hax04KeHHS BnacHuKa
CEP Ta Ha3Bu BUPO6GHMKa Aito4oT
peyosuHn DDP SPECIALTY
ELECTRONIC MATERIALS US9
LLC
3MiHK | TUNY - NoAaHHsA
oHoBneHoro E- ceptucpikara
BiJNOBIAHOCTI €BpoOneichkit
thapmakonei Ne R1-CEP 2003-
172-Rev 02 onsa AonomMikHoi
peyosuHM Gelatin Bif Bxe
3aTBEPKEHOIO BUPOGHMKA
GELITA DO BRASIL LTDA

6e3 peyenma

UA/16873/01/01

178.

HATPIIO
ALEHO3VHTP
NPDOCDHAT-
JAPHULA

PO34nH ANA iH'ekuiii, 10
mr/M; o 1 mn B amnyni;
no 5 amnyn y KOHTYpHilA
YapyHKOBIli ynakosLj; no 2
KOHTYPHIi YapyHKOBI
yNakoBKW B nauLj

MpAT
"®apmMaueBTnYHa
ipma "OapHuus”

YkpaiHa

MpAT
"papmaLeBTUYHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,

BiANOBIfA/IbHOT 32 34iICHEHHS

thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy

3a peyenmom

UA/2998/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAaIbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnsgy)- 3miHa
YMOBHOBaXEHOT 0CO6V 3as1BHMKA,
BiANOBiAa/IbHOI 32
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy

179.

HATPIIO
XNoPUJ-
OAPHULA

PO34MH ANA iH'eKLiid, 9
mr/mn, no 5 mn B amnyi;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLij; no 2
KOHTYPHi YapyHKOBI
ynakoBku B navi; no 10
M B amnysi; no 5 amnyn'y
KOHTYPHIli YapyHKOBIl
ynakoBLi; N0 2 KOHTYPHI
YapyHKOBI YNakoBKW B
nauui

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YKpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAAbHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3[iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHa Bif, yNOBHOBaXXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHS dhapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa

YMNOBHOBaXEHOT 0CO6U 3as1BHMKA,

BiAMNOBIAA/IbHOT 32
hapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasoBuy

3a peyenmom

UA/7493/01/01

180.

HEBINET®MN/N
lOC 5/12,5

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOI0; MO
14 TabneTok y 6nicTepi;
no 1 a6o 2 6nictepn y

MeHapiHi
IHTepHeLLoHaN
OnepelilioHC
TMokcembypr C.A.

TNokcembypr

BEP/IH-XEMI AT,
HimeuunHa
(BUPOGHMLTBO "in
bulk”, KOHTpoO/b

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnagy. 3miHa y

KapTOHHiiA KOpo6L cepii); BEP/IH- KOPOTKili xapakTepucTuui
XEMI AT, nNikapcbKoro 3acoby, TEKCTi

HimevuunHa (kiHueBe MapKyBaHHS Ta IHCTPYKLIi AnA

nakyBaHHsl, MEIMYHOTO 3aCTOCYBaHHs Ha

3a peyenmom

UA/15245/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTPO/Ib Ta BUMYCK
cepii); MeHapiHi-®oH
XelipeH Mv6X,
HimeuunHa
(BUpPOGHMLTBO "in
bulk", nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii)

nigcrasi perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby
B nicnsipeecTpayiiHuii nepion, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
AocnimKeHb, NPoBeAEeHNX
BIAMNOBIAHO A0 NnaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHWM OpraHoM) - 3MiHW
BHECEHO [0 IHCTPYKLi AN1s
MeAUYHOr0o 3acTOCYBaHHS
nNiKapcbKoro 3acoby Ao po3ainis
"Oco6/MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii" BignoBigHoO Ao
6e3nekun Aitounx pevyoBuH
Heb6iBONOAY Ta rigpoxopoTiasnay
3rigHo 3 pekomeHaauismu PRAC.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEPKEHHS

181.

HEWPO-HOPM

kancynv no 10 kancyny
KOHTYPHIll YapyHKOBIlA
ynakoBLi; no 2 abo 6
KOHTYPHUX YapyHKOBUX
yNakoBOK y nauLli

MpAT
"®apmMaLeBTnYHa
ipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnsigy - OHOB/IEHHS

TEKCTYy MapKyBaHHs ynakoBKu

NiKapCcbKoro 3acoby 3 BHECEHHAM

iHbopMmauii Wwoao 3a3HavYeHHsA

OAVHNLb BUMIPIOBaHHSA Y CUCTEMI

Sl. BHeceHHs1 3MiH o po3giny
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignoBigHo [0 3aTBEPAKEHOTO
TEKCTy MapKyBaHHS. TepMiH
BBE/leHHs1 3MiH NPoTArom 6
MiCALIB Nic/a 3aTBePAKEHHS

3a peuenmom

UA/3685/01/01

182.

HEWPO-HOPM

kancynu no 10 kancyny
KOHTYPHIll YapyHKOBIlA
ynakoBLij; no 2 a6o 6
KOHTYPHUX YapyHKOBUX
ynakoBOK y nayui

MpAT
"®apmMaueBTnYHa
thipma "AapHnus"

YKpaiHa

MpAT
"papmaLeBTniHa
thipma "AapHnus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeefeHHs abo

3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa yNMOBHOB&XeHOi 0cobu,

BiANOBIAA/IbHOI 32 34iAiCHEHHS

thapmakoHarnsgy; KOHTakTHoT
0Cco6U 3 hapmakoHarnsay

3a peyenmom

UA/3685/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAaIbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3amiHa
YMOBHOBaXEHOT 0CO6V 3as1BHMKA,
BiANOBiAa/IbHOI 32
hapMakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy

183.

HEOMIAAHTAH

kancynu no 100 wmr, no 10
Kancyn y 6nictepi, no 5
6nicTepiB y navuji

AT "OnaitHchapm"

Natsis

AT "OnaiiHdpapm"

Nartsia

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAAbHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3[iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHa Bif, yNOBHOBaXXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHS dhapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3miHa
KOHTaKTHOI 0COBU YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a thapmakoHarnsg, B YkpaiHi.
MponoHosaHa pepgakis: Mpuckoka
AHgpin Onerosuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6U YNOBHOBaXXEHOI 0CO6YU
3as1BHVIKA, BignoBiAa/IbHOT 32
hapmakoHarniag B Ykpaini

3a peyenmom

UA/6205/01/01

184.

HIMEJAP

rpaHynun ans opasnbHol
cycneHsii, 100 mr/2 r no 2
I rpaHyn B OAHOA030BOMY
nakeTi; no 9 a6o no 15,
a60 no 30 nakeTiB y

MpAT
"®apmMaueBTnYHa
ipma "OapHuus”

YkpaiHa

MpAT
"papmaLeBTUYHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHW [0 y3araJlbHEHWX AaHnX Npo

3a peyenmom

UA/15433/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Kopoo6ui

cuctemy chapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobwu 3 hapmakoHarnagy
3asiBHMKA ANA 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOBaX€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAAbLHOI 32
hapMakoHarnag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'avyecnasosuy.

185.

HONINPEN®
APTHIH
DOPTE

TabneTkn, BKPUTI
NNiBKOBOK 0600HKOIO; NO
14 TabneToK y KoHTeliHepi;
no 1 KoHTelHepy y
Kopoo6Li 3 kapToHy; Mo 30
TabneToK y KOHTelHepi; no
1 abo 3 KoHTeliHepN Yy
KOpOOGLIi 3 KAPTOHY

NE NABOPATYAP
CEPB'E€

dpaHuin

NabopaTtopii Ceps'e
IHoacTpi, PpaHuis
ab6o Ceps'e
(IpnaHgis) IHgacTpic
Ntp, Ipnangis

®paHuis/
IpnaHgis

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHn
ofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHK) -

3MiHM BHECEHO B TEKCT

MapKyBaHHS1 yNakoBKU JlikapCbKOro

3aco6y. TepMiH BBEAEHHSI 3MiH -
npoTsarom 9 Micauis nicns
3aTBEPAKEHHS.

3a peyenmom

UA/5650/01/02

186.

HOO®EH®

TabneTku no 250 mr; no 10
Tabnetok y 6nictepi; no 2
6nictepn y nauui
KapTOHHIi

AT «OnaiiHdapm»

NaTtBis

AT «OnaiiHdhapm»

NaTtBia

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTtepianis: 3miHu | TNy -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
kogy ATX - 3MiHM BHECEHO A0
IHCTPYKLUIT ANna MeanyHOoro
3acToCyBaHHSA MikapcbKoro 3acoby
00 po3ainy
"PapmMakoTepanesT1yHa rpyna.
Kog ATX.". [lo 3aTBEPKEHHSA
peKkoMeHAy€eTbCA IHCTPYKLIS Ans
MeANYHOro 3acTOCYBaHHs
nikapcbKoro 3acoby i3 kogom ATX,
AKWIA BiANOBIAAE MiXXHAPOLHOMY
knacudikatopy BOO3
(https://www.whocc.no/atc_ddd_in
dex/?code=N06BX22)
3aTeBepaxeHo: NO6BX;
3anponoHoBaHo: NO6BX22.
3MiHu |l TMny - 3MiHK Woao

3a peyenmom

UA/3773/01/01
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o

nocsBi0oYeHHs

3acoby

6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIill XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTpyKLUii ans
MEJUNYHOr0 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKMIHIYHUMM, KMiHIYHMMN
[aHUMKN Ta AaHuMK 3
hapmakoHarnsgy - 3miHM BHeCEHO
00 IHCTPYKLIT ANna MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
00 po3ginis "®apmMakonorivHi
BnacTmeocTi", "MokasaHHsa"
(yTOuHeHHs iHdopMaui),
"MpoTnnokasaHHs", "OcobanBOCTI
3acTocyBaHHA", "3acTocyBaHHA Y
nepiopg, BariTHOCTi abo rofyBaHHs
rpyaate”, "Cnoci6 3acTocyBaHHs
Ta fo3n" (yTouHeHHs iHdopmadii),
"Mepeno3syBaHHs", "Mo6IYHI
peakuii”. 3miHu Il TNy - 3miHK
Loao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy. 3miHa y
npaBoOBOMY CTaTyCi NikapCbKOro
3aco6y (yci iHWi 3MiHM NpaBOBOro
cTatycy) 3MiHM NpaBoBOro cTaTycy
nikapcbKoro 3acoby, a came
BHECEHHS 3MiH A0 IHCTPYKLUii Ans
MeAUYHOrO 3aCTOCYBaHHs
nNiKapcbKoro 3acoby Ao po3giny
"KaTeropis Bignycky"
(3aTBepmxeHo: bes peuenTa;
3anponoHoBaHo: 3a peuenTtom).
BHECEHHS 3MiH A0 peecTpaLinHmx

6e3 peyenma

UA/3611/02/01

187.

HO-X-LUA®

Tabnetku no 0,04 r no 10

Tabnetok y 6nictepi; no 1
a60 no 3 6nicTepn y navi
3 KapTOHY

MpuBaTHe akuioHepHe
TOBapuUCTBO "J1eKXiM-
Xapkis"

YKpaina

MNpuBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiM-Xapkis

YkpaiHa

marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsigy - OHOB/IEHHS
TEKCTYy MapKyBaHHs ynakoBKu
NiKapCcbKoro 3acoby 3 BHECEHHAM
iHbopMmauii Wwoao 3a3HaYeHHsA
OAVHNLb BUMIPIOBaHHSA Y CUCTEMI
Sl. OHOB/IEHHS BXeE
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS Ta BHECEHHS 3MiH [0
po3zginy MKA «TPA®IYHE
O®OPMNEHHSA YNAKOBK»
MponoHoBaHa pepakuis:

MAPKYBAHHSA BignosigHo Ao
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aTBEPKEHOTO TEKCTY

MapkKyBaHHS. TepMiH BBELEHHS

3MiH NpoTArom 3 MicauiB nicns
3aTBEPAKEHHS

188.

HO-X-LUA®

Tabnetku no 0,04 r in bulk:
no 5000 TabneTok y
KOHTElHepi NNacTMKoBOMY

MpriBaTHe akujioHepHe

TOBapuUCTBO "J1eKxiM-
Xapkis"

YKpaiHa

MNpuBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiM-Xapkis"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta
chapmakoHarnsgy - OHOB/EHHS

TEKCTYy MapKyBaHHs ynakoBKu

NiKapCcbKoro 3acoby 3 BHECEHHAM

iHbopMauii Wwoao 3a3HavYeHHs

OAVHNLb BUMIPIOBaHHSA Y CUCTEMI

Sl. OHOB/IEHHS BXeE
3aTBEPPKEHOrO TEKCTY
mapkysaHHs in bulk: no 5000
TabneTok y KOHTelHepi
N1acTUKOBOMY (BHECEHHS
No3HaYeHb OANHULb
BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep nNaTMHCLKOro andgasiTty) Ta
BHECEHHS 3MiH A0 po3giny MKA
«PA®IYHE OPOPMJ/IEHHA
YTMAKOBKW». MNMponoHoBaHa
pegakuis: MAPKYBAHHA
BignoBigHo [0 3aTBEPAKEHOTO
TEKCTY MapKyBaHHs. Ans
nikapcbKoro 3acoby y chopmi in
bulk: BignosigHo go
3aTBEPPKEHOrO TEKCTY
MapKyBaHHs, L0 A0AAETLCS.
TepMiH BBEAEHHS 3MiH NPOTAroM 3
MicALiB nicna 3aTBepipKeHHs

UA/0353/01/01

189.

HO-X-LUA®
DOPTE

Tabnetkn no 0,08 r, no 10
Tabnetok y 6nictepi, no 3
6nicTepn y nauui 3
KapToHYy

MpuBaTHe akuioHepHe

TOBapMCTBO "Jlekxim-
Xapkis"

YkpaiHa

MpusaTHe
akujioHepHe
TOBapuUCTBO "J1eKXiM
- Xapkis"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnisgy - OHOBMEHHS

TEKCTY MapKyBaHHs yNakoBKu

NiKapCbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBaHHS Y CUCTEMI

Sl. OHOB/EHHA BXe
3aTBEPPKEHOTO TEKCTY

MapKyBaHHSA Ta BHECEHHS 3MiH f0

po3giny MKA «FPA®IYHE
OPOPMNEHHSA YNAKOBKW».
MponoHoBaHa peaakuis:
MAPKYBAHHSA
BignosigHo A0 3aTBEPAKEHOrO

6e3 peyenma

UA/3611/02/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
TEeKCTy MapkyBaHHs. TepMiH
BBEJEHHS 3MiH - NPOTAroM 3
MicALB Nicna 3aTBepKEHHS
190. | HO-X-LWWA® Tabnetkn no 0,08, in MpuBaTHE akujioHepHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx - UA/0354/01/01
POPTE bulk: no 5000 TabneTok y TOBapuCTBO "J1EKXiM- akuioHepHe martepianis: 3MiHU | TUNY - 3MiHK
KOHTelHepax Xapkis" TOBapUCTBO "“JlekxiMm Loao 6e3nekn/edeKTMBHOCTI Ta
- XapkiB" hapmakoHarssgy - OHOB/EHHS
TEKCTY MapKyBaHHS ynakoBKm
NiKapCbKOro 3aco6y 3 BHECEHHAM
iHchopMmauii Wwoao 3a3HaveHHs
OAVHULb BUMIPIOBAHHSA Y CUCTEMI
Sl. OHOB/IEHHSA BXe
3aTBEPKEHOr0 TEKCTY
MapkyBaHHs in bulk: no 5000
TabneToK y KOHTeliHepax
(BHECEHHA NO3HaYeHb OANHULL
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTuHCbLKOro andgasity) Ta
BHECEHHS 3MiH 40 po3ainy MKA
«PA®IYHE OPOPM/IEHHA
YTMAKOBKW». MNponoHoBaHa
pegakuisi: MAPKYBAHHA.
BignosigHo [0 3aTBEPAKEHOTO
TEKCTy MapKyBaHHs. BignosigHo
[10 3aTBEPKEHOIO TEKCTY
MapKyBaHHS, WO A0AAETHCS.
TepMmiH BBELlEHHS 3MiH - MPOTArom
3 MicAuiB nicna 3aTBEPAKEHHS
191. | OKCANINNATU | nioghinisat Ana po3unHy MpuBaTHe akujioHepHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyenmom UA/15925/01/01
H Ans iHdysiii no 50 mr, 1 TOBapMUCTBO "Jlekxim- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHW
h/1aKOH 3 NOPOLLKOM Y XapkiB" TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
nadui 3 KapToHy "JlekxiM-Xapkis" thapmMakoHarnagy - BHECEHHS 3MiH
YkpaiHa o posginy MKA: MAPKYBAHHA
(BMPOGHMLTBO 3 MponoHoBaHa pepakuis
npoAaykuii in bulk MAPKYBAHHS4A BignosigHo fo
ipMn-BUPOGHMKA 3aTBepKeHOro TekcTy
Ksiny MapKyBaHHs1. 3MiHN BHECEHI B
dapmaueyTikan TEKCT MapKyBaHHS yNnakoBKu
(XaiiHaHb) Ko., iTg,., niKkapcbKoro 3acoby LWoao
Kutai) 3a3HaYeHHs 0gNHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BeefeHHsA 3MiH NpoTArom 3-x
MiCALB Nic/a 3aTBepPAKEHHS
192. | OKCANINNATU | nioghinisat Ana po3unHy MpuBaTHe akujioHepHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/15925/01/02
H ANs iHgy3ii no 100 mr 1 TOBapMUCTBO "Jlekxim- akuioHepHe marepianis: 3MiHU | TUMY - 3MiHK
h/1aKOH 3 MOPOLLKOM Y XapkiB" TOBapUCTBO Loao 6e3nekn/edyeKTMBHOCTI Ta
nauui 3 KapToHy "Jlekxim-Xapkis", hapmakoHarnagy - BHECEHHS 3MiH
YKpaiHa Ao posginy MKA: MAPKYBAHHA
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(BMPOGHMLTBO 3 MponoHoBaHa pegakuis
npoaykuii in bulk MAPKYBAHHSA BignosigHo ao
ipMU-BUPOGHMKA 3aTBEPKEHOro TeKCTy
Ksiny MapKyBaHHs1. 3MiHN BHECEHI B
dapmaueyTikan TEKCT MapKyBaHHS yNnakoBKu
(XaiiHaHb) Ko., NiTg,., nikapcbKoro 3acoby LWoao
Kutai) 3a3HayvYeHHs oguHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBefeHHS 3MiH NpOTArom 3-x
MicsILiB Nicns 3aTBEPKEHHS
193. | ONIME/b N4E emynbCia Ans iHdysiii; no Bakctep C.A. Benbris BXigHWiA KOHTPO/Ib, Benbris BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/17379/01/01
1000 mn 'y TpukamepHomy KOHTPO/b marepianis: 3MiHu | TUNy -
NAacTMKOBOMY NakeTi B NPOMIiXXHOro [ONOBHEHHS cneumdikauii gns
3aXWCHIn 060/10HLj, WO NPOAYKTY, Aitoyoi pevoBuHY Kanito xnopug,
MICTUTb MOrIMHaY Ta BMPOGHULITBO, LLie OfJHVMM MOKA3HWKOM YMCTOTH, &
iHAUKaTOP KMCHIO; No 6 nakyBaHHs, came BU3HAYEHHSAM KiflbKOCTi
NakeTiB y KAPTOHHIl KOHTPO/1b AIKOCTi Ta [LOMILLKM CBUHUO, AN1A
Kopo6ui; no 1500 mny BUMNYCK cepil: 3aTBepMKEHNX BUPOOHUMKIB K+S
TpUKamepHomy Bakctep C.A. KALI GMBH, HimeuuunHa, Klinge
NnaacTUKOBOMY NakeTi B Chemicals Ltd, BenukobpuTtaHis
3axMCHili 06010HL, L0 Ta Merck KGaA, HimeuunHa; 3MiHU
MiCTUTb MOrAMHaY Ta | TMNY - OHOB/IEHHSA PO34iny
iHAMKaTOpP KMUCHIO; no 4 «Cuctema
nakeTV y KapTOHHIl KOHTelHep/3akynoptoBasibHUIA
Kopo6ui; no 2000 mny 3acib», y BigNOBIgHOCTI 4O BUMOT
Tp1KamepHomy Zitoyoro BugaHHa €sponencbkot
n1acTMKOBOMY NakeTi B thapmakonei (3arasibHa cTaTTa
3aXUCHI 060/10HL, WO 0151 NNacTUKOBKX MaTepiasiiB);
MICTUTb MOFNIMHAY Ta 3MiHW | TUNY - OHOBMIEHHA PO3Ainy
iHAVKaTOP KUCHIO; NOo 4 «YnakoBka», a caMme BuAasieHHs
nakeTn y KapTOHHIN iHdhopMaLii o0 HasiBHOCTI
KopooLi iHAMKaTOpa KUCHK0. 3MiHN BHECEHO
B IHCTPYKLilO 4519 MeANYHOro
nNiKapcbKoro 3acoby y p.
"YnakoBka". BBe4e€HHSA 3MiH
NpoTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS
194. | ONIME/Ib N9E emynbCia Ans iHdysiin no Bakctep C.A. Benbris Bakctep C.A,, Benbris BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyenmom UA/17381/01/01

1000 mn y TpukamepHomy
NNacTUKOBOMY MakeTi B
3aXUCHI 060/10HLj, WO
MICTUTb NOrIMHaY Ta
iHAMKaTOP KWUCHIO; NO 6
NakeTiB y KAPTOHHIl
Kopo6ui; no 1500 mny
TprKamMepHomy
NNacTyKoBOMY MakeTi B
3axUCHi 060/10HLj, L0

Benbrisa (BxigHwi
KOHTPO/1b, KOHTPO/Ib
NPOMIiXHOro
NpPOAYyKTY,
BMPOGHMLITBO,
nakyBaHHsl,
KOHTPO/Ib AKOCTi Ta
BWMYCK Cepil)

marepianis: 3mMiHu | Tvny - 3MiHK 3
akocTi. A®l. KoHTponb Adl. 3miHa
y napameTpax cneuudikawii
Ta/abo fonycTUMUX MeX,
BM3HAYEHUX Y cneundikaLisx Ha
A®I, a60 BUXigHWIA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTbCS Y Npoueci
BUpo6HUUTBa AP (iHLLI 3MiHK) -
[ONOBHEHHA cnevmdikauii Ans
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MiCTUTb MOrAnHaY Ta
iHAMKaTop KMCHIO; no 4
nakeTV y KapTOHHIl
Kopo6ui; no 2000 mny
TprKamepHomy
nNacT1KoBOMY MakeTi B
3axMCHIii 060M10HL, L0
MICTUTb MOFNIMHAY Ta
iHAMKaTop KMCHIO; No 4
nakeTu y KapTOHHIl
KopooLi

Aitoyoi pevoBrHY Kanito xnopug,
LLie OHVM NOKAa3HWKOM YUCTOTH, &
came BU3HAYEHHSAM KiflbKOCTi
[OOMILLKV CBUHLIO, 415
3aTBEpMKEHNX BUPOOHNMKIB K+S
KALI GMBH, HimeuuunHa, Klinge
Chemicals Ltd, BenukobputaHis
Ta Merck KGaA, HimeuunHa; 3MiHu
| TMNY - 3MiHW 3 AKOCTI.
CepTuchikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb J0
MOHorpadii AdY abo
€Bponelicbkoi thapmakonei, abo
iHLWOT HauioHaIbHOT thapmakonei
aepxasun €C (iHLi 3MiHN) -
OHOBJIEHHS po3giny «Cuctema
KOHTeHep/3aKynoptoBasibHiA
3aci6», y BignoBigHOCTI 40 BUMOT
[ilo4oro BuaaHHA €Bponencbkol
thapmakonei (3arasibHa cTaTTs
O/15 NNacTUKOBUX MaTtepianis);
3MiHM | TUMy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnsgy - OHOBEHHS
po3giny «Ynakoska», a came
BUAaNEHHS iHdhopMaLii LWoao
HasIBHOCTI IHAMKaTOpa KUCHIO.
3MiHM BHECEHO B IHCTPYKLil0 AN
MeAMUYHOr0 3aCTOCYBaHHs
niKapcbKoro 3acoby y p.
"YnakoBka".

BBeneHHs 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEPKEHHS

195.

ONNPEH® -75

pO34uH ANA iH'EKUIiA, o 2

M/1 B amnyni; no 5 amnyny

Kopobui

TOB «TeBa YkpaiHa»

YKpaiHa

Mepkne M6X
(BMPOBHYIK, SKMWIA
BiAgnoBigae 3a
BMPOGHMLITBO
npoaykTy in bulk,
nepeuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHS, BUNYCK
cepi;
BUPOOBHWK, AKNiA
Bignosigae 3a

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
mMaTtepianis: 3MiHa 3asaBHUKaA
(BnacHvKa peecTpawjiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): 3miHa
3asiBHMKa (B/1acHMKa
peecTpaLiiHOro NocBigYEHHS).
3MiHu | TURY - 3MiHK LWoA0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX npo
cucTemy chapmakoHarnsgy

3a peuenmom

UA/5122/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTPO/b cepii)

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
0ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BigNOBiAa/IbHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemun
hapmakoHarnagy) 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAA/IbHOI 32
thapmakoHarnag. [itova pegakuis:
Orit Stern-Maman. NponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniiBHa. 3mMiHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOI 0cobu
3as1BHMKA, BignoBiga/ibHOI 3a
hapMakoHarnsag.

196.

ON®EH®-50
NAKTAB

TabneTku
KMLLKOBOPO34MHHI no 50
Mr; no 10 TabneTok y
6nictepi; no 2 6rictepn B
KopooLi

TOB «TeBa YkpaiHa»

Ykpaina

BMPOBHMUTBO 3a
MOBHUM LIIK/TOM:
AuvHo ®apma AT,
LLIseliapis;
foaatkosa
naéoparopis, Lo
npuiimae yyacTb B
KOHTpONI cepil:
YHTEP3YXYHICiIHCTUT
yT Xennenep M'voéxX,
HimeuuunHa;
BMPOGHMLITBO
Hepo3dghacoBaHoro
NPOAYKTY, KOHTPO/b
AKOCTI, A,03BIN HA
BMNYCK cepil:
AuuHo dapma AT,
Lseliuapis;
nepBuHHA Ta
BTOPWHHA ynakoBKa:
AuvHo dapma AT,
LLIseliyapis

LLIseliyapisi/
HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
mMartepianis: 3mMiHa 3asaBHUKa
(BnacHuka peecTpadiiHoro
noceigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460). 3MiHu |
T™Mny - 3MiHu Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
dhapmakoHarisgy) 3miHa

3a peyenmom

UA/5123/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBiAA/bHOI 32
thapmakoHarnag. [itova pegakuis:
Orit Stern-Maman. NponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOi 0cobu
3as1BHMKA, BignoBiga/bHOI 3a
hapMakoHarnsag.
197. | OMAKOP kancynu m'ski no 1000 wr, A660TT Jlabopartopi3 HimeuunHa | A660TT Jlabopatopiz | HimeyunHa/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/10147/01/01
no 20, 28, 100 kancyn y rM6X vm6X, HimeuunHa Hopserisi/ martepianis: 3MiHU | TUNY - 3MiHK
thnakoHi, no 1 chiakoHy B (BignoBiganbHuii 3a [Janis/ Loao 6e3nekn/edeKTMBHOCTI Ta
Kopobui Bunyck cepii); BAC® | HigepnaHgn | dapmakoHarnsgy. BeegeHHs abo
AC, Hopseris 3MiHW [0 y3ara/ibHeHVX JaHux npo
(BignoBiganbHuii 3a cuctemy chapmakoHarnsgy
KOHTpOsb cepii); T'M (BBEAEHHS y3araslbHEHUX AaHUX
Mex AnC, faHis npo cuctemMy hapmakoHarnagy,
(BignoBiganbHuii 3a 3MiHa YyNOBHOBaXeHOi 0cobu,
nepBuHHE Ta BigNoBiga/IbHOI 32 34iACHEHHSI
BTOPWHHE chapmakoHarnsgy; KOHTakTHol
nakyBaHHs); MNaTeoH ocobu 3 hapmakoHarnsgy
Coptaxenc b.B., 3as1BHVKA AN 34INCHEHHS
Higepnavaun thapmakoHarnagy B YkpaiHi, AKLo
(BignoBiganbHuii 3a BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
BMPOBGHULITBO ocobw, BigNoBiAa/IbHOT 3a
Hepo3acoBaHol 3[jiCHeHHs1 hapMakoHarnagy
npoaykujii Ta (BK/IHOYAKOYUN KOHTaKTHI faHi)
KOHTPO/b cepii) Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaii, DVM, PhD. 3miHa
KOHTaKTHUX OAaHUX YNOBHOBaXEHOI
0co6u 3asiBHMKA, BiANOBiAa/bHOT
3a (papmakoHarnsag
198. | OMHAAPEH®2 | po3uuH oniliHni Ans TOB "bayw Xenc" YkpaiHa dapmsaBog Enbda Monbwa BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/5204/01/01

50

iH'ekuiin, no 1 mn y amnyni,
no 5 amnyn y KapTOHHiiA
Kopoo6Li

AT.

martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOi 0cobu,
BignoBiga/IbHOI 3a 34jICHEHHSI
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAanbLHOI 3a
3[jlicHEHHS chapMakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEHHI
MacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepfakuin: bapmiHa
aHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
ocobw, BiANoBiAanbLHOI 3a
hapmakoHarnag. 3miHa Homepa
MacTtep-caiina cuctemu
dapmakoHarnsgy

199.

OMHOMNOH-3H

PO34MH ANs iH'ekuUin; no 1
MA B amnyni; no 5 amnyn y
6nictepi; no 1 a6o 2, abo
20 6nicTepiB y KOpoOU;

TOB "XapkiBcbke
hapmaueBTUyHe
nignpueMCTBO
"300poB'a Hapoay"

Ykpaina

TOB "XapkiBcbke
hapmaueBTUyHE
niANPMEMCTBO
"340poB'a Hapoay"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3miHu | TUny -
nogaHHs Hosoro CepTudikarty
BiAMOBIAHOCTI €EBpONENCHKIl
thapmakonei Ne R1-CEP 2007-
104-Rev 02 gns fito4oi peyoBuHU
MopciHy rigpoxnopuay Bif HOBOro
BMpo6HuKa F.I.S. Alkaliber, S.A.U.,
IcnaHis fo BXe 3aTBepKeHoro
Macfarlan Smith Limited, Benvka
BpuTaHis

3a peyenmom

UA/5179/01/01

200.

OPYHIAN®

pO34nH opanbHuid, 10
mr/m; no 150 mny
donakoHi; no 1 dpnakoHy 3
[103aTOPOM B KapPTOHHIl
Kopoo6Li

TOB "[KOHCOH i
JPKOHCOH YKpaiHa"

YkpaiHa

AHcceH
PapmavesTuka HB

Benbris

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnisgy - OHOBMEHHS

TEKCTY MapKyBaHHs yNakoBKu

NiKapCbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBaHHS Y CUCTEMI

Sl

3a peyenmom

UA/2415/01/01

201.

OTPUBIH

Kpanni HasanbHi 0,1 %; no
10 mn y ¢priakoHi 3
KpULLKOIO-NiNeTkoto; no 1
(h/1aKOHY B KapPTOHHii
nauui

"CK KoHcblomep
Xenckep C.A.

LLBeliuapis

'CK KoHcblomep
Xenckep C.A.

LBeliuapis

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araJlbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

6e3 peyenma

UA/5206/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA ANA 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOBa&X€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAANLHOT 32
hapMakoHarnag.
lMponoHoBaHa pepgakuis: Ap.
VeHc- Ynbpix LtermanH / Dr.
Jens- Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a thapmakoHarnag,. 3miHa
MiCLIe3HaxXOpKeHHs1 macTep-
thaiina cuctemu chapmakoHarnsgy
Ta oro Homepa

202.

OTPUBIH

Kpanni HazasibHi 0,05 %,;
no 10 mn y chnakoHi 3
KPULLIKOO-MiNeTKow; no 1
h1aKoHY B KapTOHHIi
nauuj

"CK KoHcblomep
Xenckep C.A.

LLiBeiiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBeiuapis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiaanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,

BiANOBiAa/IbHOI 3a
dpapMakoHarisng,.

6e3 peyenma

UA/5206/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
lMponoHoBaHa pepgakuis: Ap.
Vemc- Ynbpix LtermanH / Dr.
Jens- Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX [AaHUX YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (papmakoHarnsag. 3MiHa
MiCLie3HaXOMKEHHS MacTep-
thaiina cuctemun chapmakoHarnsgy
Ta lioro Homepa
203. | OTPUBIH cnpeli HasaNbHUIA, "CK KoHcblomep LLIBeliyapis 'CK KoHcblomep LLIseliyapis BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/13560/01/01
EKCTPA [030BaHwWit; no 10 mny

onakoHi 3 f03yUUM
NpUCTPOEM; No 1 dhiakoHy
B KapTOHHI nayi

Xenckep C.A.

Xenckep C.A.

martepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMLTBI -
3anponoHoBaHO BHECTU JAeskKi
He3HauHi 3MiHV Y BUPOOHUYOMY
npoueci. Yci BUpoGHMYi onepawii
Ta CTagii 3a/mwarTbcs
He3MiHHUMW, TaKoX He Bifbynocs
XOAHUX 3MiH Y Npodpini AOMILLOK,
Pi3nKO-XiMIYHNX BNACTUBOCTSAX,
crneundikaLisix roToBoro NpoaykTy
a60 NPOMKHMX NPOAYKTIB. 3MiHa
Mae Ha MeTi rapMoHi3aujto
[LOKYMEHTIB 3 AKOCTi B KOMMaHii.
3MiHun | TURNY - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
3anponoHoBaHo 36iNbLUNTN Yac
36epiraHHs HaniBnpoaykTy (Bulk
Holding Time) nepeg, nakyBaHHAM
35 gHiB A0 8 fHiB nifg yac
BMPOBGHMYOro npouecy. BignosigHi
[ocnipKeHHs 6ynu NnpoBeaeHi
BMPOBHUKOM NiKapCbKOro 3acoby.
3MiHun | TURNY - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
3anponoHoBaHo He3HauHe
OHOBJIEHHS Y BUPOOHNYOMY
KOHTPO/i NnikapcbKoro 3acoby
(06’em HaMoBHEHHS). AaHwii
KOHTPO/Ib BUKOHYETbLCA Mif, Yyac
onepawii ynakoBku nikapcbkoro
3ac06y 3a BHYTPILWHIM METOAOM
KoMnaHii. BignosigHo meToq
KOHTposto 3a ®apmakoneeto CLUA
(USP) 3anponoHoBaHO 3aMiHUTK
BHYTPILLUHIM METO4OM KOMMaHil,
LLI0 Mag€ BinbLL XOPCTKi BUMOTY A0
06’EMY HaMOBHEHHS, HiXX BUMOTY
USP
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0oYeHHs

204.

OTPUBIH 3
MEHTO/IOM
TA
EBKANIMNTOM

cnpeli HazaNbHWIA,
nosoBaHuii 0,1 %; no 10
M1y NosliMepHoOMy
oNakoHi 3 po3nusoBaYveM;
no 1 dpiakoHy B KapTOHHii
Kopooui

'CK KoHcblomep
Xenckep C.A.

LLiseiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBeiuapis

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAa/IbHOT 3a
3AjiCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa

YMOBHOBaXEHOI 0CO6V 3as1BHMKA,

BiANOBiAa/bHOI 32
hapmakoHarnsag.
lMponoHoBaHa pepgakuis: Ap.
Vemc- Ynbpix LtermanH / Dr.

Jens- Ulrich Stegmann, MD. 3miHa

KOHTaKTHUX [aHUX YNOBHOBaXXEHOT
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT

3a (papmakoHarnsg. 3MiHa
MiCLie3HaXOMKEHHS MacTep-
thaiina cuctemun chapmakoHarnsgy
Ta /ioro Homepa

6e3 peyenma

UA/5416/01/01

205.

OPTAMIPUH

Kpansi O4Hi/ByLUHI/
HasasibHi, po3uyunH 0,1
Mr/M1 M0 5 MY don1akoHi,
no 1 chsiakoHy B navi

MpAT
"®apmaueBTnyHa
hipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
dipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMaLii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
3amiHa po3sginy “I'padiyHe

odhopmneHHs” Ha “MapKyBaHHA" B

MKA /13. 3anponoHosaHo:
MAPKYBAHHSA. BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS.

TepMiH BBEAEHHS 3MiH NPOTAroM 6

3a peyenmom

UA/12521/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MicsILiB Nicns 3aTBEPKEHHS

206.

nAKCcun™

TabneTku, BKpUTI
060/10HKOI0, MO 20 Mr; Mo
14 TabneTok y 6nictepi;
no 2 6nicTepy y KapTOHHIl
Kopoo6ULi

"nakcoCmiTKnsiiH
Ekcnopt fimiteq

Benuka
BpuTtaHis

nakcoCmiTKnsiiH
dapmacbloTuKan3
C.A.

MonbLa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
agMiHICTPaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLA NPOBaKEHHSA AiANIbHOCTI
BMPOGHMKa (BK/THOYAKOUM, 3a
Heo6xiAHOCTI, MicLie NpoBeAeHHS
KOHTPO/II0 AIKOCTI), a60 BriacHuKa
MacTep-thaiina Ha A®l, abo
noctavasibHvka A®Il/BuxigHoro
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHULTBI ADI (KLL0
3a3HayeHo y AOChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBeppKeHoMy
[ocbe, abo BMPOOHMKA HOBOI
[O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y [0CbE) - 3MiHa Ha3Bu
BUpo6HMKa ADI MNapokceTnHy 3
SmithKline Beecham (Cork)
Limited, Ipnangis Ha Thermo
Fisher Scientific Cork Limited,
IpnaHgis, 6e3 3MiHu Micus
BMPOGHULITBA (BHECEHHSA
iHchopMmauii WwoA0 BUpobHMKa
Thermo Fisher Scientific Cork
Limited, Ipnangis go p. Cknag
MK4A N13)

3a peuenmom

UA/8573/01/01

207.

NMAMIAON

pO34uH AN iH'EKUI No
370 mr/mn no 50 mn a6o
no 100 M1 po3urHy y
dhnakoHi; no 1 dpakony y
KapTOHHiiA KOpo6L

"tOHiK
PapmacboTnKasl
Na6opartopis"
(BioAineHHs dipmu
"x. B. Kemikans eHg
dapmacboThKan3
NTa.")

IHais

FOHiK
PapmacboTrKan
Na6opaTopis
(BipAineHHs chipmun
[x. B. Kemikans eHg
dPapmacboTukans3
Ntn)

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MiKapCbKoro 3acoby 3

BHECEHHAM iHdhopMauii Wwoao
3a3HauYeHHs 0AMHNLb
BVMIiptOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHa» MKA /13.
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH - MPOTAroM 3-X MicsLiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/15509/01/02

208.

NAHAZON

TabneTku, BKPUTI
060/10HKO10, Mo 500 mr; no

nakcoCMmiTKnsiiH
KoHcblomep Xesickep

Benuka
BpuTaHis

nakcoCmiTKnaiiH
[aHrapsaH JlimiTes,

Ipnaxgis/
IcnaHis

BHECEHHS 3MiH O peecTpaLiiHmnx
mMartepianis: 3MiHU | TUMY - 3MiHK

6e3 peyenma

UA/2562/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
12 TabneTok y 6nicTtepi; (FOK) Tpenginr Ipnangis ofo 6e3nekn/ed)eKkTMBHOCTI Ta
no 1 6nictepy B KApTOHHIl Nimiteq (BMpPOGHNLTBO hapmakoHarnsgy. BeegeHHs abo
Kopobui; no 8 TabneTok y niKkapcbKoro 3acooby, 3MiHU [0 y3arasibHeHVX JaHux Npo
6nicTepi; no 8 abo 12 nepBuMHHE Ta cuctemy chapmakoHarnsgy
6nicTepiB y KAPTOHHIl BTOpPUHHE (BBEAEHHSA y3araslbHEHNX AaHKX
Kopooui nakyBaHHs, npo cuctemMy hapmMakoHarnagy,
KOHTPO/1b SIKOCTI, 3MiHa YNMOBHOBaXEHOT 0CO6U,
BUNYCK cepii); BiANOBIAA/IbHOI 32 34iiCHEHHS
CwmiTKnsiiiH Bivem hapmMakoHarnagy; KOHTaKTHoI
C.A., IcnaHis ocobu 3 hapmakoHarnagy
(nepBuHHE Ta 3asBHUKA AN 34IACHEHHS
BTOPUHHE hapmakoHarnagy B YkpaiHi, kLo
nakyBaHHs, BOHa BiIMiHHa Bif, yNTOBHOB&X€EHOI
KOHTPO/Ib SKOCTI, oco6w, BignoBiAabHOI 3a
BUNYyCK cepii) 3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
hapmakoHarnng:
MponoHoBaHa pepakuis — Ap.
MeHc-Ynbpix LLTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3wmiHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
ocobw, BiANoBiAanbLHOT 3a
thapmakoHarnsg. 3miHa Homepy
Ta MiCLie3HaxoMKeHHs macTep-
paiina
209. | NAHAALON TabneTkn, BKPUTI nakcoCmiTKnsiiH Benvka nakcoCwmitKnaiiH Ipnangis BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 peyenma UA/12531/01/01
EABAHC N1iBKOBOK 060JI0HKOHO, MO KoHcblomep Xenckep BpuTaHis [anrapsaH flimiteq mMartepianis: 3mMiHu | Tuny:

500 wr; no 12 tabneTok y
6nictepi; no 1 6nictepy B
KapTOHHIiA KOpoo6Li

(FOK) TpeWigiHr
Nimiteq

AAMiIHICTpaTMBHI 3MiHW. 3MiHa
Ha3BW JlikapCbKOro 3acoby — 3miHa
Ha3Bu /13, a came BUTyYEHHSA
cumBony ® SATBEPOXEHO:
NMAHALON® EABAHC
(PANADOL® ADVANCE)
3AMPOMNOHOBAHO: MAHALON
EABAHC (PANADOL ADVANCE).
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS.
3MiHM | TMNY: 3MiHN 3 SKOCTI.
loToBMiA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa abo foAaBaHHA
LITammMiB, MOTOBLLEHb ab0 iHLINX
MapKyBaHb, YK/TIOHa0uN 3aMiHy
abo gofasaHHs thapb ana
MapKyBaHHSI likapCbKOro 3acoby
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

(3miHa wramnis, NOTOBLYEHb ab0
iHLUIMX MapKyBaHb) - 3MiHa
TUCHEHb, AKi HAHOCATBLCS Ha
TabneTky ANs HOBOI peLenTypu,
AIka He MICTUTb KOHCEePBaHTIB.
3MiHV BHECEHO B IHCTPYKLiO AN
MeAMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
«Cknag» (4ONOMKHI peyoBUHN),
«OCHOBHI (Di3VKO-XIMIYHI
BN1ACTVBOCTI» Ta «OCco6AMBOCTi
3acTOCyBaHHA» 3 BiANOBIAHUMMN
3MiHaMK y TEKCTi MapKyBaHHS
YMakoBKM NMiKapCbKoro 3acoby.
BBeneHHs 3MiH NpOTAroM 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS.
3MiHu | TURY: 3MiHK 3 AKOCTI.
FoToBMIA nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagj
(BONOMIKHMX pevoBMHaxX) FOTOBOTO
niKkapcbKoro 3acoby (iHLi 3MiHu) —
BUYYEHHS 3i CKNagy AONOMIKHUX
PEeYOBUH KOHCEPBAaHTY (CyMiLLl
napabeHiB HaTpito (HaTpito
eTunnaparigpokcmbeHsoar (E
215), HaTpito
nponinnaparigpokcmnéexsoar (E
217), HaTpito
MeTunnaparigpokcubensoar (E
219)). | K HacNifOK HE3HAYHA
3MiHa 3arasibHOi Macu TabneTku
Ha 0,2% (3aTBepaxeHo: 675,707
MTr; 3anponoHoBaHo: 674,360 mr)
Ta po3Mipy cepii TabneTok 6e3
nokpuTTS (3aTBepakeHo: 3000 kr;
3anponoHoBaHo: 2994 kr); 3MiHW
BHECEHO B iHCTPYKLit0 AnA
MeANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3zinu:
«Cknag» (4ONOMKHI peyoBUHN),
«OCHOBHI i3VKO-XIMiYHi
B/1acTMBOCTI» Ta «OCco6/MBOCTI
3acTOCyBaHHA» 3 BifNoOBiAHNUMYN
3MiHaMK y TEKCTi MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTarom 6-Tu
MiCALIB NiCNA 3aTBEPKEHHS.
3MiHM | TMNY: 3MiHK 3 AKOCTI.
oTOBUIA NliKapPCbKMii 3aci6. 3MiHK
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
y BUPOBGHMLTBI. 3MiHW y npoueci
BUPOOHWLITBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIYaum

MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCSA MPU BUPOOHULTBI
roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHK) - 3MiHa dianas3oHy
Temneparyp BiAnpaLboBaHOro
MoBITPS Ha eTani HaHeCceHHs
MOKPUTTSA Ta A0 onucy npotecy
BMPOGHMLTBA BHECEHI pefaKLiiHi
npasku (3aTBepakeHo: 40 °C — 50
°C; 3anponoHoBaHo: 35 °C — 55
°C); 3MiHuM | TMnNy: 3MiHK 3 SKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3miHa po3Mipy
cepil (BkIHOYaoum gianasoH
po3Mipy cepil) rotToBoro
nikapcbkoro 3acoby (iHWwi 3MiHN) —
3MiHa po3mipy cepili TabneTok 6e3
nokpuTTA (3aTBEpAXEHO: 600 Kr Ta
3000 kr; 3anponoHoBaHo: 2994 kr),
a TakoX 3MiHa po3Mmipy nigcepii
Tabnetok 6e3 NoKpuTTH, A1
HaHeCeHHs N1iBKOBOro MOKPUTTA
(3aTBepmxeHo: 480 kr, 570 kr, 800
Kr, 1040 kr; 3anponoHosaHo: 800
Kkr Ta 1040 kr). BBegeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPMKEHHSA. 3MiHK | TUnYy:
3MiHu 3 sKocTi. FoToBUi
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y meTogax BUNpo6yBaHHSA
rOTOBOrO JliKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEepPAKEHNX
mMeToax BUNPOGYBaHHS) — 3MiHN
METOAVKN BU3HAYEHHS AOMILLKN 4-
amiHoheHony (ymoBu
XpomaTtorpadyBaHHs,
3apeecTpoBaHo KosHka Thermo
Hypersil-Keystone Biobasic SCX
100 MM X 4,6 MM i.d., 5 MKM;
3anpornoHoOBaHO KOJIOHKa
Phenomenex Luna SCX 50 MM X

NpoTArom 6-T MicAUIB micns

4,6 mm i.d., 5 MkM). BBe4eHHS 3MiH

3aTBEPMKEHHSA. 3MiHK | TUnYy:
3MiHu 3 siKocTi. [oToBMIA
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

210.

NMAHTEBEHON

nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCbKOro 3acoby.
3MiHa y meTofax BUNpo6yBaHHsA
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHM Y MeTodax BUNpobyBaHb
(BKKOUAOUM 3aMiHy a60
[OMNOBHEHHS)) — AOAAHO
anbTepHaTMBHUI MeTog YEPX
(UPLC) ansa BM3HaYeHHs
NoKa3HWKiB «laeHTudikalis»,
«KinbKicHe BU3HAYEHHS»,
«CynyTHi AOMILLKM» Ta
«Po3unHeHHs». BBegeHHS 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPMKEHHS. 3MiHN | TUnYy:
3MiHu 3 sKocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y meTogax BUNpo6yBaHHA
rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUnpobysaHb
(BKtOvatoum 3amiHy abo
[ONOBHEHHS)) — BBEAEHHS
a/IbTEPHATUBHOT METOAVKN ANA
BM3HAYEHHS MOKa3HMKa
«Po34nHeHHA» meTogom BEPX.;
3MiHuM | TUny: 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) —
3MiHM 0 po3ainy «MapKyBaHHs»
MK#A. OHOBNEHHS TEKCTY
MapKyBaHHS YMakoBK/ NikapcbKoro
3aco6y 3 BHECEHHSAM iHdhopMaii
LLI0A0 3a3HaYeHHsI OANHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsLIB NiCNsA 3aTBEPKEHHS.

renb no 40 ry Ty6i; no 1
Ty6i y nayui 3 kKapToHY

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-

BMPOBHNYMNIA LEHTP
"BopLuariBcbKuii
XimiKo-
hapmaueBTUYHUI
3asofg”

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-
BUPOGHNUUI LLEHTP
"BopLuariBcbkuii
XiMiKo-
dhapmaLeBTUYHWMIA
3aBofg”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/ed)eKTMBHOCTI Ta
chapmakoHarnsgy - OHOB/EHHS
TEKCTYy MapKyBaHHs ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHbopMmauii Wwoao 3a3HavYeHHs
OAVHNLb BUMIPIOBaHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH o po3giny
“MapkyBaHHA" MKA N13.
3anponoHoBaHo: MapKyBaHHS.

BignoBigHo [0 3aTBEPAKEHOTO

6e3 peyenma

UA/1282/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

TekcTy mapkyBaHHs. TepMiH
BBE/leHHs 3MiH NpoTArom 6
MicALB Nicna 3aTBepKEHHS

211.

NANABEPVH-
OAPHULA

PO34MH ANs iH'exuin, 20
Mr/mMn no 2 M B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIN ynakoBsLi; no 2
KOHTYPHI YapyHKOBI
yrnakoBKM B nauLli

MpAT
"GapmaueBTnyHa
ipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
dipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeeaeHHsi abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
thapmakoHarnsag.
[MponoHoBaHa pepakuis: Typok
B'Avecnas B'A4ecnaBoBuy

3a peyenmom

UA/3112/01/01

212.

NAPALEETAMO
N-AAPHULA

Tabnetku no 500 mr, no 10
Tab/1eToK Y KOHTYPHIi
YapyHKOBIli ynakosLj, no 1
KOHTYPHIli YapyHKOBIlA
ynakoBLji y nayui; no 10
TabNeToK Y KOHTYPHUX
YapyHKOBUX ynakoBKax

MpAT
"®apmMaueBTnYHa
ipma "OapHuus”

YkpaiHa

MpAT
"papmaLeBTUYHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIfA/IbHOT 32 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAabHOT 3a
3[jicCHeHHs hapmakoHarnagy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caina cuctemm

6e3 peyenma

UA/4369/01/03
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
hapmakoHarnsng.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4ecniaBoBuY
213. | NA®PIA Kancynu, no 75 mr, no 7 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/16054/01/01
Kancys y KOHTYpHii "®apmMaueBTNYHa "papmaLeBTUYHa martepianis: 3mMiHU | TUNY - 3MiHK
YapyHKOBIli ynakoBLii; No ipma "fapHuua" ipma "AapHnua" Loao 6e3nekn/edeKTMBHOCTI Ta
2,n04 abono 8 thapmakoHarnagy. BeeaeHHsi abo
KOHTYPHUX YapyHKOBUX 3MiHU [0 y3aras/lbHEHNX AaHuX Npo
ynakoBOK y navui cuctemy chapmakoHarnsgy
(nakyBaHHs i3 chopmu in (BBEAEHHS y3araslbHEHUX AaHUX
bulk dhipMu-BMpo6HUKa npo cuctemMy hapmakoHarnagy,
BAJTKAHOAPMA- 3MiHa YyNOBHOBaXeHOi 0cobu,
AYNMHULA AT, Bonrapisi) BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
thapmakoHarnsag.
[MponoHoBaHa pepakuis: Typok
B'avecnas B'A4ecnaBoBuy
214. | NA®PIA kancynu, no 150 mr, no 7 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/16054/01/02
Kancysy KOHTYpHii "®apmavueBTuyHa "®apmaneBTuyHa marepianis: 3MiHU | TUMY - 3MiHK

YapyHKOBIli ynakoBLyj; no
2,n04 abono 8
KOHTYPHUX YapyHKOBUX
yNakoBOK y nauLli
(nakyBaHHs i3 chopmMm in
bulk dhipmu-BMpo6HMKa
BAJIKAH®APMA-
AYNHWLUA AT, Bonrapisi)

ipma "OapHuus”

hipma "OapHuus”

Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo

cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHWX

npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOT 32 3iICHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAabHOT 3a
3iicHeHHs chapmakoHarnsgy
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAAbLHOT 32
hapMakoHarnsng.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuy

215.

NEKTONBAH®
L,

cupon no 100 mny
donakoHi; no 1 dpnakony
pa3oM 3 JIOXKOI
[03YBa/TbHOK Y Mavu,i 3
KapToHYy

AT "dapmak"

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis: 3miHu | TUNY - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
3MiHV B TeKCTi MapKyBaHHS
yNakoBKU NiKapcbKoro 3acoby y
p.9. "YMoBM 36epiraHHs" Tay p. 17
"IHWE". TepMiH BBEAEHHS 3MiH -
npotarom 3 micsuis nicns
3aTBEPMKEHHS.

6e3 peyenma

UA/10675/01/01

216.

NEHTOKCU®IN
IH-0APHULA

pO34uH A4 iH'eKUii, 20
Mr/M no 5 mn B amnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBLj; no 1
ab0 2 KOHTYpPHI YapyHKOBI
yNaKoBKM B nauLli

MpAT
"®apmMaueBTnYHa
thipma "AapHnus"

YKpaiHa

MpAT
"papmaLeBTniHa
thipma "AapHnug"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeefeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa yNMOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiAnoBiAabHOT 3a
3pjiicCHeHHs chapmakoHarnaay
(BK/THOYAKOYUM KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTtep-caiina cucrtemu
thapmakoHarnsgy) - 3miHa

YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,

BiANOBIAa/IbHOI 3a
thapmakoHarnsg,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuy

3a peyenmom

UA/4041/02/01

217.

NEPLO
CTPYYKOBOT
O HACTOKA

HacToika no 20 mn abo no
25 mn abo no 50 mny
onakoHax; no 50 mny
donakoHi No 1 dp/1akoHy B

MpAT
dapmaLeBThyHa
habpuka "Biona"

Ykpaina

MpAT
PapmaueBTUYHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx

mMartepianis: 3miHu | TUny - 3MiHK

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHaraagy (iHwi 3MiHn)

6e3 peyenma

UA/7959/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
nauui 3 KapToHy; no 20 mn 3MiHM BHECEHI B TEKCT
y hnakoHax, yKynopeHux MapKyBaHHS YMakoBOK ikapCbKoro
npo6kamu- 3aco6y (N.17) Wo0 HaHeCeHHs
KpanesbHuusaMu; no 20 mn TOProBoi Mapkn. BBefeHHs 3MiH
y h1akoHi, yKyrnopeHomy NpoTArom 6-T MicAUIB micns
Npo6Koto-KpanensbHULEto, 3aTBepMKEeHHS. 3MiHu | TNy -
no 1 chnakoHy B nadi; no 3MiHM 3 SIKOCTi. [oTOBMNA
25 mn y donakoHax, nikapcbkuii 3aci6. Cuctema
YKynopeHux npobkamu- KOHTelHep/3akynoptoBasibHNIA
KpanenbHuuaMu; no 25 mn 3aci6. 3miHa popmmn abo po3mipy
y h1akoHi, yKyrnopeHomy KOHTeliHepa un
npo6koto-KpanensHULEto, 3aKynoproBasibHOro 3acoby
no 1 dpnakoHy B nauwj; no (NepBMHHOI ynakoBKu)
50 mn y donakoHax, (HecTepunbHI nikapcbki 3aco6u)
YKynopeHux npobkamu- - BBeIEHHS 0AAaTKOBUX YNaKkoBOK
KpanesbHuusaMu; no 50 mn no 20 mn, no 25 mn tano 50 mny
y h1akoHi, yKyrnopeHomy dhnakoHax 3 ckomacu mapku OC
Npo6KoK-KpanesbHULEo, (PB-30-18; ®B-50-18),
no 1 pnakoHy B nauui YKyNOpeHux npobkamu-
KpanenbHuuamu 3 LDPE (2.2.E) Ta
Kpuwwkamu (1.4 K) y nayui Ta 6e3
nayku, 3 BigNOBigHUMM 3MiHamMK A0
p. «YnakoBka». 3MiHN siKiCHOro Ta
KinbKiCHOro ckniagy nakyBasibHOro
marepiany He Bigbynock. 3miHn
BHECEHI B p03Ai/1 YnakoBka"
(BBEAEHHA AOAATKOBMX YNAKOBOK)
B IHCTPYKLO 4519 MeANYHOro
3aCTOCYBaHHSA NiKapCcbKoro
3aco0by, K HacnigokK -
3aTBEPMKEHHS TEKCTY
MapKyBaHHS 40AATKOBMX YNakoBOK
nikapcbKoro 3acoby. 3miHu | Tuny -
3MiHu 3 sKocTi. FoToBUi
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y meTogax BUNpo6yBaHHA
rOTOBOrO JliKapCbKoro 3acofby
(He3HayHa 3MiHa y 3aTBEepPAKEHNX
MeTofAax BUNpobyBaHHS) -
BHECEHHS 3MiHM 4o MeTopais
KOHTPO/IO SIKOCTI JliKapCbKOro
3acoby n. «O6’eM BMICTY
YMaKoBKM» (3MEHLLEHHS KiJTbKOCTi
3paskiB, 06'eM AKMX BU3HAYAETHCS,
00 1 dnakoHy)
218. | NIPALETAM- pO34uH ANa iH'ekuiid, 200 MpAT YkpaiHa MpAT " YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/3225/02/01
AAPHULA Mr/M/1, o 5 mn B amnyni; "®GapmMaleBTNUYHa dapmaLeBTUYHa marepianis: 3MiHU | TUMY - 3MiHW

no 5 amnys y KOHTYpHil

dipma "JapHuus”

dipma "JapHuus"

o0 6e3nekn/edyeKTMBHOCTI Ta
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0oYeHHs

YapyHKOBIV ynakosLyj; no 2
KOHTYPHi YapyHKOBI
ynakoBKM B nauLli

hapmakoHarnsgy - 3amiHa
po3giny “I'padiuHe odhopmaeHHs"
Ha “MapkyBaHHs" B MKA J13.
3anponoHoBaHo:
MAPKYBAHHA..BignosigHo go
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBKV NikapcbKoro
3acoby 3 BHECEHHSAM iHdhopMauii
LLI0AO 3a3HaYeHHsI OANHULb
BVIMIiptOBaHHS y cuctemi Sl.
TepMiH BBEAEHHS 3MiH - MPOTArOM
6 micauis nicns 3aTBepAkKeHHs

219.

NoBUAVH

Cyno3uTopii BariHasibHi No
0,3r,in bulk: no 5
Ccyno3unTopiiB y 6icTepi;
no 200 6nicTepiB y ALMKY

MprBaTHe akuioHepHe
TOBapuUCTBO "J1eKXiM-

Xapkis"

YKpaina

MNpuBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiM-Xapki"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tmny - 3miHn
Lofo 6e3nekn/ed)eKTMBHOCTI Ta
thapmakoHarnagy - OHOBNEHHSA
BXE 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs /181 ynakoBku in bulk:
no 5 cynosuTopiiB y 6nictepi; no
200 6nicTepiB y AWWMKY (BHECEHHSA
no3HavyeHb OAVHNLb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTuHCbLKOro andgasiTty) Ta
BHECEHHAM 3MiH 15 13 y doopmi
in bulk no po3giny MKA:
MAPKYBAHHSA
[MponoHoBaHa pepaku,is:
MAPKYBAHHSA. BignosigHo oo
3aTBEPPKEHOIO TEKCTY
MapKyBaHHS, WO A0AAETHCS.
BBefeHHA 3MiH NpoTArom 3-x
MicsILLiB NiCNsA 3aTBEPPKEHHS

UA/13852/01/01

220.

NPEAHI3ONOH
Y HATPIIO
DOCDOAT

KpUcTanivyHWin NOpPoLLOK
(cy6cTaHuis) y noagiiiHMX
noNieTUNEHOBUX MiLLIKax
ans chapmauesTUyHOro
3aCTOCYBaHHSA

TOB "TK "Aspopa”

YKpaina

XeHbaHb Jlixya
PapmacbioTikan Ko.,
nra.

KuTaii

BHECEHHS 3MiH A0 peecTpaLinHmx
mMartepianis: 3MiHU | TUNy -3MiHK 3
akocTi. A®l. CTabinbHicTb. 3MiHa
ymoB 36epiraHHsa Ad|
MpepaHi30noHy HaTtpito hocdaty
nos'si3aHa 3 HeObXiAHICTIO
npuBEeLEHHS peecTpaLinHoro
[OCbE Y BiAMNOBIAHICTb A0

marepianis, Hafj@aHNX BUPOBGHNKOM.

Martepian ynakosku A®|
NNLLAETLCA HE3MIHHUM:
3anponoHoBaHo: YMoBU
36epiraHHA. 36epiraloTb B
OpwriHanbHii ynakoBsLi npu
Temneparypi He Buwe +30 °C

UA/14467/01/01

221.

NMPEAYKTAN®

Kancyam nposioHroBaHoi

e TABOPATYAP

PpaHuin

3AT

YropwmHa

BHECEHHS 3MiH 40 peecTpaLiiHnx

3a peyenmom

UA/17645/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
oA 40 MI aii TBepaj no 40 wr, no 10 CEPB'E€ dapmaueBTUYHNI marepianis: 3MiHU | TUMY - 3MiHW
TBEpAMX Kancyny 3aBog ErIC, Loao 6e3nekn/edyeKTMBHOCTI Ta
6nictepi; no 3 a6o 9 YropwumHa hapMakoHarnagy - 3MiH1 BHECEHO
6nicTepis y kopobui 3 (BUPOOHMLTBO Ta B IHCTPYKLO 4518 MeANYHOro
KapToHYy KOHTPO/Ib SKOCTI); 3aCTOCyBaHHS NiKapCcbKoro 3acoby
3AT LLI0A0 HallMeHyBaHHS Ta
dapmaueBTUYHNI MiCLLe3HaxoMKeHHS npeacTaBHMKa
3aBog ElIC, 3as1BHVKa. BBegeHHs 3MiH
YropwumHa npoTsArom 12-1tu micAwis nicns
(nakyBaHHs Ta 3aTBEPAKEHHS
BWMNYCK cepil)
222. | NPEAYKTAN® Kancynu nposioHroBaHoi Nne NABOPATYAP PpaHuin 3AT YropwuHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/17645/01/02
o/ 80 MI Aii TBepai no 80 wr, no 10 CEPB'E€ dapmMaLeBTUUHHUIA marepianis: 3MiHU | TUMY - 3MiHW
TBEPAMX Kancyny 3aBog ElIC, Lofo 6e3nekn/ed)eKTMBHOCTI Ta
6nicTepi; no 3 abo 9 YropwuHa hapmMakoHarnagy - 3MiH1 BHeCEHO
6nicTepis y kopobLi 3 (BUPOGHULTBO Ta B IHCTPYKLilO 4519 MeANYHOro
KapTOHYy KOHTPO/Tb SIKOCTI); 3aCcTOCyBaHHS /likapCbKoro 3acoby
3AT LLI0A0 HaliMeHyBaHHS Ta
dapmMaLeBTUYHUIA MiCLLe3HaxXoKeHHs npeacTaBHMKa
3aBof ElIC, 3as1BHVKa. BBegeHHs 3MiH
YropwumHa npoTArom 12-tu micauis nicns
(nakyBaHHA Ta 3aTBEPKEHHS
BUNYCK cepii)
223. | NPEHECA® Tabnetku no 2 mr, no 10 KPKA, 4.4., HoBo CnoBeHis KPKA, 4.4., HoBo CnoBeHisi BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/5145/01/01

Tabnetok y 6nictepi; no 3
abo no 6, ao no 9
6nicTepiB B KAPTOHHIN
KopooLi

MecTo

MecTo, CrioBeHis
(B1pOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta

Bunyck cepir); KPKA,

n.40., Hoso mecTo,

CroBeHis (KOHTPO/Ib

cepir)

MaTepianis: 3MiHU | TUMY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHN Y
npoueci BUpo6HMLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIYaum
MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOro NikapcbKoro 3acoby
(He3HauHa 3miHa y mpoueci
BMPOGHULITBA) - 3MiHa y NpoLeci
BMpPO6GHMLTBA, a came eTanis
3MilLyBaHHS CyXOro rpaHynsaTy
-flofaBaHHSA Lenonosu,
MIKpOKPUCTa/iYHOI B ABa eTanw.
3arasibHa KinbKicTb yCix
IHrpefieHTiB 3a/MLwaeTbeA
HE3MiHHOHO; 3MiHW | TUNY - 3MiHK 3
AKOCTi. [0TOBWIA flikapcbknii 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHK
BMNpobyBaHb abo JoMyCTUMUX
MeX, BCTAHOBNEHWX Y
cneundikaisx, nig vac
BMPOGHMLTBA rOTOBOIO
NiKapcbKoro 3acoby (iHwWi 3MiHu) -
3MiHa 4YaCcTOTU BHYTPILUHLOroO
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PeecmpayjitiHa npoyedypa

Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

KOHTPOO TabneTok 3a

Bionycky

peecmpayiliHo2o
nocsioYeHHs

3acoby

CnoseHisi

MoKa3HUKaMu KOHTPO/b Baru,
TBEpPAOCTi Ta AiameTpa Wwoa0
KOHTpO/0 y nabopaTopii. AKicTb
NpoAyKuii 3a/mLaeTbes
He3MiHHOW. BBeeHHS 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBepAKEeHHs

BHECEHHS 3MiH [JO peecTpaLifiHnX

3a peyenmom

UA/5145/01/02

224.

NMPEHECA®

Tabnetku no 4 mr, no 10
TabneTtok y 6nictepi; no 3
abo no 6, abo no 9
6nicTepiB B KAPTOHHIlA
Kopobui

KPKA, a.4., HoBo
MecTo

CnoBeHisa

KPKA, a.4., HoBo
mecTo, C/oBeHis
(BUpPOGHMLTBO "in
bulk", nepsuHHe Ta

BTOPVHHE

nakyBaHHs,
KOHTPO/b cepii Ta
Bunyck cepii); KPKA,
n0.4a., Hoso mecTo,
CrnoBeHis (KOHTpO/ib
cepii)

CnoBeHisi

MaTepiasiB: 3MiHU | TUMy - 3MiHK 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHULTBI. 3MiHN Y
npoLeci BUPO6HMLITBA FOTOBOIO
nNikapcbKoro 3acoby, BK/IOHa0um
NPOMDKHWIA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULTBI
roTOBOrO /iKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoueci
BMPOOHMLTBA) - 3MiHa Y NPOLECI
BMpPOGHMLITBA, & came eTanis
3MilyBaHHS CyXOro rpaHynsTy
-floflaBaHHS Lienonosu,
MiKpOKpUCTaNivyHOI B ABa eTanu.
3arasibHa KifbKiCTb yCix
iHrpedieHTiB 3a/IMLaeTbes
HE3MiHHOIO; 3MiHW | TUNY - 3MiHY 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHN
BMNpo6yBaHb abo A0MyCTUMUX
MeX, BCTAHOB/NEHUX Y
crneundikayisx, nig vac
BMPOOHWLTBA FOTOBOTO
NikapcbKoro 3acoby (iHLwi 3MiHu) -
3MiHa 4acTOTU BHYTPILUHLOIO
KOHTPO/I0 TabneTok 3a
NOKasHMKaMu KOHTPO/Ib Baru,
TBEPAOCTI Ta giameTpa Wwoa0
KOHTpO/I0 Yy nabopaTopii. AKiCcTb
NPOAyKUii 3a/MLIaeTbeA
He3MiHHO. BBegeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
BHECEHHS 3MiH A0 peecTpaLinHmx

3a peyenmom

UA/5145/01/03

225,

NMPEHECA®

Tabnetku no 4 mr, no 10
Tabnetok y 6nictepi; no 3
abo no 6, ao no 9
6nicTepiB B KAPTOHHIN
KopooLi

KPKA, o.4., Hoso
MecTo

CnoBeHis

KPKA, a.4., Hoso
MecTo, CnoBeHis
(B1POGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,

MaTepianis: 3MiHU | TUMY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHN Y
npoueci BUpo6HMLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKOYaum

KOHTPO/b cepii Ta

NPOMIXHWIA NPOAYKT, L0

178




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Bunyck cepii); KPKA,
L0.4., Hoso mecTo,
CnoBeHis (KOHTPO/Ib
cepii)

3aCTOCOBYETLCA NPV BUPOOHULITBI
rOTOBOrO JliKapCbKoro 3acofby
(He3HauyHa 3MiHa y npoueci
BMPOGHULITBA) - 3MiHA y npoueci
BMPOGHMLITBA, @ came eTanis
3MilyBaHHS CyXOro rpaHynsTy
-floflaBaHHs Lienonosu,
MIKpOKPMCTa/TiYHOI B ABaA eTanw.
3aranibHa KifibKiCcTb YCiX
iHrpeaieHTiB 3a/MLaeTben
HE3MiIHHOHO; 3MiHM | TUMy - 3MiHK 3
siKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHK
BMNpo6yBaHb abo AOMYyCTUMUX
MeX, BCTAHOBNEHUX Y
cneuudikauisix, nig yac
BUPOOHWLITBA FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHu) -
3MiHa 4acTOTW BHYTPILLUHBOrO
KOHTPO/I0 TabneTok 3a
NOKa3HMKaMW KOHTPO/Ib Baru,
TBEpPAOCTI Ta fiameTpa LWoa0
KOHTpO/I0 Yy nabopaTopii. AKicTb
npoAayKuUii 3annwaeTbcs
He3MiHHO. BBeieHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPAKEHHS

226.

NPOMENPUN®

TabneTkun no 4 mr no 10
Tabnetok y 6nictepi; no 3,
no 6 a6o no 10 6nicTepis y
KapTOHHI KOpooLj

MPO.MEZ,LIC Mpara
a.c.

Yecbka
Pecny6nika

MPO.MEA.LC
MNpara a.c., Yecbka
Pecny6nika (BCi
cTagjii BUpobHuuTBa,
KOHTPO/Ib SIKOCTi Ta
BUMNYCK cepii); XBM
dapma c.p.o.,
Cnosaubka
Pecny6nika
(BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI)

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHU | TUMY - 3MiHKX 3
akocTi. Ceptudpikat
BignosigHocTI/IE-cepTucpikar
BiANOBIAHOCTI EBpoONechbkili
hapmakonei/moHorpadii.
[MogaHHA HOBOrO abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiAMOBIAHOCTI €EBpONENCHKIl
thapmakonei: gna A®l; ans
BUXifHOrO
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI ADI; Ans
[L,0MOMDKHOT PEYOBUHM
(cepTudpikat BignosigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBneHwnin cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoJaHHA OHOB/IEHOTo cepTudikara
BiNOBIAHOCTI EBpONENChKil

3a peyenmom

UA/13895/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
thapmaxkonei Ne R1-CEP 2008-
009-Rev 03 (R1-CEP 2008-009-
Rev 00) ans aito4oi peyoBrHU
Perindopril tert-butylamine Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
AUROBINDO PHARMA LIMITED.
227. | NPOMENPUN® | Tabnetku no 8 mr no 10 MPO.ME/A.LC Mpara Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/13895/01/02
Tabnetok y 6nictepi; no 3, a.c. Pecny6nika Mpara a.c., Yecbka Pecny6nika/ | marepianis: 3MiHU | TUNY - 3MiHK 3
no 6 a6o no 10 6nicTepis y Pecny6nika (BCi CnoBaubka akocTi. CepTudikat
KapTOHHI KOpooL; cTagjii BUpobHuuTBa, Pecny6nika BignosigHocTI/IE-cepTucpikar
KOHTPO/1b AIKOCTi Ta BiANOBIAHOCTI EBpoNechbkili
BUNYCK cepii); XBM hapmakonei/moHorpadii.
dapma c.p.o., [MogaHHA HOBOrO abo OHOB/IEHOTO
Cnosaubka cepTudpikaTa BignosigHocTi abo
Pecny6nika BUyYEHHS cepTudikata
(BMPOGHMLTBO, BiAMOBIAHOCTI €EBpONENCHKIl
nepBuHHE Ta thapmakonei: gna A®l; ans
BTOPUHHE BUXifHOrO
nakyBaHHs, marepiany/peareHTy/nPoMiKHOro
KOHTPO/Tb SIKOCTI) NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI A®I; Ans
[L,OMOMDKHOT PEYOBUHM
(cepTudpikat BignosigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBneHwnin cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoAaHHA OHOB/IEHOTo cepTudikara
BiAMOBIAHOCTI €EBpONENCHKIl
thapmaxonei Ne R1-CEP 2008-
009-Rev 03 (R1-CEP 2008-009-
Rev 00) ans gitouoi peyoBmHU
Perindopril tert-butylamine Big, Bxe
3aTBEPKEHOrO BUPOGHMKA
AUROBINDO PHARMA LIMITED.
228. | MIPOMOLE®® NOPOLLOK A1 PO34YUHY MpuBaTHe akujioHepHe YKpaiHa MNpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/15379/01/01
ansiHekuiino 1,0, 1 TOBapMUCTBO "Jlekxim- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHW
abo 5 dhnakoHiB 3 XapkiB" TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
NOpPOLLKOM Y nayui "JlekxiM- XapkiB", thapmakoHarnagy - BHECEHHS 3MiH
YkpaiHa o posginy MKA: MAPKYBAHHA
(BMPOGHMLTBO i3 MponoHoBaHa pepakuis
chopmum in bulk MAPKYBAHHS4A BignosigHo fo
ipMn-BMPOGHMKA 3aTBepKEeHOro TekcTa
Ksiny MapKyBaHHS. OHOB/IEHHA TEKCTY

dapmaueytikan Ko.,
N1p4., Kutait)

MapKyBaHHS yMakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalii
OO0 3a3HaYEHHS OANHNLL
BMMIpIOBaHHsA y cuctemi Sl.
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BBefeHHs 3MiH NpoTarom 3-x
MicsILLiB NicNs 3aTBEPPKEHHS
229. | NIPOTAMIHY pO34uH AN iH'ekuiid, 1000 MpAT "Mo YkpaiHa MpAT "Mo Ykpaina BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/9616/01/01
CYNb®AT MO/Mnno5mny BMPOBHMLTBY iHCY/TiHIB BMPOGHULTBY marepianis: 3MiHu | TURY - 3MiHK
dhnakoHi; no 5 dpnakoHis B "IHOAP" iHcyniHis "IHOAP" Loao 6e3nekn/edyeKTUBHOCTI Ta
nayui 3 KapToHy; no 10 mn hapmakoHarnsgy - OHOB/IEHHSA
y hriakoHi; no 1 donakoHy TEKCTY MapKyBaHHS1 yNakoBKM
B MauLi 3 KapTOHY NiKapCbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
230. | NPOTE®NA3IA | cynosuTopii, no 5 TOB "HBK "Exodpapm" YkpaiHa TOB "HBK Ykpaina BHECEHHS 3MiH O peecTpaLiiHmnx 3a peyenmom UA/4220/02/01
® cynosuTtopiiBno 3ry "Ekochapm", marepianis: 3MiHU | TUMY - 3MiHK
6nicTepi, no 1, a6o 2, abo YkpaiHa; TOB Loao 6e3nekn/edeKTUBHOCTI Ta
3 6nicTepun y nayui 3 "dpapmekc Mpyn" hapmakoHarnisgy - OHOBMEHHS
KapToHYy TEKCTY MapKyBaHHs yNakoBKu
NiKapCbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. BBefleHHs1 3MiH NpoTArom 6-Tu
MicsILLiB NiCNs 3aTBEPKEHHSA
231. | NPOTE®NA3IA | kpanni; no 30 mn abo no TOB "HBK "Ekodpapm" YkpaiHa TOB "HBK YkpaiHa BHECEHHS 3MiH 0 peecTpaLliiiHux | 3a peyenmom UA/4220/01/01
® 50 Mn'y ckisiHOMY "Ekodhapm”, Ykpaina martepianis: 3MiHU | TUNY - 3MiHK
donakoHi 3 NpPo6Koto (BMPOGHMLTBO 3a Lofo 6e3nekn/ed)eKTMBHOCTI Ta
KpanesbHuLEelo; no 1 NOBHUM LIIK/TOM; thapmakoHarnsgy - OHOB/IEHHS
(h/1aKOHY B KapTOHHIi BUNYCK cepii) TEKCTY MapKyBaHHS yNakoBKu
nauuj NiKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NpOTArom 6-Tu
MicALiB Nicna 3aTBepApKEHHSs!
232. | PUBOKCUH- pO34uH AN iH'ekuid, 20 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/6209/01/01
AAPHULA Mmr/MA, no 5 mn B amnyni; "®apmMaueBTnYHa "papmaLeBTnYHa marepianis: 3MiHU | TUMY - 3MiHK
no 5 amnyn y KOHTYpHIiA thipma "AapHuus" thipma "AapHnug” Loao 6e3nekn/edreKTMBHOCTI Ta
YapyHKOBIlA ynakoBLj; no 2 hapmakoHarnagy (iHwi 3MiHu) -
KOHTYpPHi YapyHKOBI OHOBJ/IEHHSI TEKCTY MapKyBaHHS
ynakoBku y nauuii; no 10 yNaKoBKM liKapCbKOro 3acoby 3
M/1 B amnyni; no 5 amnyny BHECEHHSAM iHdhopMaui LWwoao
KOHTYPHIli YapyHKOBIl 3a3HayYeHHs OAUHULb
yMakoBLii; N0 2 KOHTYPHI BVIMIiptOBaHHS y cuctemi Sl.
YapyHKOBI YNakoBKM y BHeceHHs 3MiH 40 po3giny
nauuj “MapkyBaHHA" MKA N13.
3anponoHoBaHo: MAPKYBAHHSA.
BignosigHo [0 3aTBEPKEHOTO
TEeKCTy MapkyBaHHs. TepMiH
BBEJEHHS 3MiH - NPOTArom 6
MicALB Nicna 3aTBepKEHHS
233. | CANIUANOBA PO34MH AJ151 30BHILLHBOTO MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 peyenma UA/6683/02/01
KWNC/IOTA 3aCTOCYBaHHS, CUPTOBUIA PapmaLeBTUYHa PapmaLeBTUYHa mMartepianis: 3MiHu | TUNY - 3MiHK
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
1% no 40 mn y chnakoHax; thabpuka "Biona" thabpuka "Biona" ofo 6e3nekn/ed)eKkTMBHOCTI Ta
no 40 mn y chnakoHi; no 1 thapmakoHarnsgy (iHwi 3MiHn) -
donakoHy B nauui 3 3MiHU BHECEHI B TEKCT MapKyBaHHs
KapTOHy yNaKoBKM NiKapCbKoro 3acoby
(n.17) woao HaHeceHHs TOpProBoi
Mapku
234. | CANNODANBK rpaHynun [p. danbk Papma HimeuunHa BignosigansHuii 3a HimeuunHa BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/3745/01/03
racTpopesnCTeHTHI rM6X BWMYCK Cepiii marepianis: 3MiHu | Tuny: 3MiHu 3
MPOJIOHroBaHoI Aji no 3 r; KIHLLEBOrO NPOAYKTY, AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
no 5,58 r rpaHyn y nakeri anbTepHaTBHe CT1abinbHICTb. 3MiHa y TepMiHax
«["pany-CTtuke»; no 50 BTOPVHHE npuaaTHocTi abo ymoBax
nakeTis y kopobu, 3 nakyBaHHs: 36epiraHHsa rotToBoOro MikapcbKoro
KapTOHYy Op. ®anbk Papma 3aco6y (36iNbLUEHHS TEPMIHY
'vm6X, HimeuunHa; NPUAATHOCTI FOTOBOTO NiKaPCLKOro
Brpo6HMK 3acoby) - [l15 Toprosoi ynakosku
[,030BaHOi hopmu, (niaTBEPAKYETLCA AAHUMUN
nepBUHHE, BTOPUHHE peanbHOro yacy) - 36iNbLeHHs
nakyBaHHs Ta TEePMiHy NPUAATHOCTI FOTOBOIO
KOHTPO/Ib SIKOCTI: NiKapcbKoro 3acoby Ha OCHOBI
NozaH ®apma M'm6X NO3UTUBHUX pe3y/bTaTiB
(HoeH6ypr cailr), [0BrOCTPOKOBUX A0CIMKEHD
HimeuunHa; CTabiNbHOCTI y peaslbHOMY Yaci:
dapbin Papma 3arBepakeHo: TepMiH
'M6X, HimeuunHa; npuaaTHOCTI
BUpOGHNK, 3 pokn 3anponoHoBaHo: TepMiH
BiANOBiAaNbHWIA 3a NpUAATHOCTI 4 POKU. 3MiHU
nepBuHHE, BTOPUHHE BHECEHO B iHCTPYKLit0 415
nakyBaHHA Ta MeJMYHOro 3aCTOCYBaHHs
KOHTPO/1b SIKOCTi: nikapcbkoro 3acoby y p. "TepMiH
NoszaH ®apma M'm6X npugaTtHocTi"
(Ewbax canr),
HimeyunHa
235. | CEBE/IAMEPY MOPOLLIOK (Cy6CcTaHLis) B TOB "APTEPIYM YkpaiHa AMI IHAisA BHECEHHS 3MiH O peecTpaLiiHnx - UA/17155/01/01
rNAPOXNOPUA, | nonieTuneHoBux naketax nTar NAN®CAVNEHCES3 mMarepianis: 3MiHu | Tuny - 3miHu 3
NBT. NTA. akocTi. A®l. CTabinbHicTb. 3MiHa

ans hapmayeBTUYHOro
3aCTOCYBaHHS

nepiofly NOBTOPHMX
BMNpobyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHa Adl (3a
BIICYTHOCTI y 3aTBEPAXEHOMY
[0cbe cepTudiikaTa BignoBiAHOCTI
€Bponeiicbkili hapmakonei, Lo
BK/IHOYA€E Nepios, NOBTOPHOr0
BMNpoGyBaHHS) (Nepiog,
NOBTOPHOTO BUNpPOGYBaHHsA/Nepiog,
36epiraHHs) - 36inbLIeHHst abo
BBE/leHHs nepiofly NOBTOPHOrO
BUNpobyBaHHsA/nepioay
36epiraHHa Ha OCHOBI pe3y/ibTaTis
[ocnimpKeHb Yy peasibHOMY Yaci -
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
36iMbLUEHHS TEPMIHY
nepekoHTponto A®I 3 4 go 5 pokis.

3MiHu | TUnNYy - 3MiHKM 3 AKOCTI. ADL.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXiAHWA/NPOMIKHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA ADI (3BYXKEHHS
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikawir)
3BY)XEHHSA [OMYyCTUMUX MEX
BM3Ha4YeHUX B cneumdikadii Adbl
3a n. "Btpata B maci npu
BMCYLLYBaHHI" 3 "He GinbLue 10,0
% [0 He GinbLe 8,0 %". 3MiHn |
TIny - 3MiHK 3 skocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikadii Ta/abo
[OMYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIXKHWIA
NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTbCSA y Npoueci
BUpO6HULUTBa AP (3BY)KEHHSA
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) 3By>XeHHs
[OMYyCTUMNX MEX BU3HAYEHNX B
cneumdikauii A®I 3a n.
"BOA0PO3UMHHI pe4yoBUHU" 3 "He
6inbLe 0,50 %" oo "He 6inbLue
0,05 %". 3miHn | TMNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa
y napameTpax cneuudikayii
Ta/abo fonyCcTUMUX MEX,
BM3HAYEHUX Yy cneundikauisx Ha
A®I, a60 BUXigHWIA/NPOMIXHWIA
NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTbCSA y Npoueci
BUpO6HMUTBA AP (iHLLI 3MiHW)
3MiHV MO MOKa3HUKY
"loeHTudikauis", a came
YTOUYHEHHS Woao0 iaeHTugikawii
A®| meTogom 1Y cnektpomeTpil

IHhpayepBOHUiA CekTp

(3aTBepaxeHo: lgeHTudikauis A.

noriMHaHHA Mae BignosigaTn
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

cnekTpy PC3 CeBenamepy
rigpoX10png, 3anponoHOBaHO:
laeHTudpikauia A. IHcbpauepBoHuii
CNEeKTP MOr/IMHAHHS Ma€e
BiANOBIAATN MakCUMyMy
nornnHaHHA PC3 CeBenamvepy
rigpoxnopug npu JOBXWHI XBUAI
6113bKo (817 cm™ £4 cm™). 3MiHM |
MRy - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOro
MaTepiany/npoMiXHOro
npoayKTy/peareHTy, WO
BUKOPWCTOBYETLCA Y MPOLIECI
BUpO6HMLUTBa AP| (HE3HAYHI 3MiHK
y 3aTBEPMAKEHUX MeTogax
BMNPOOYBaHHS) HE3HAYHI 3MiHK
METOAMKM MO NOKa3HUKY
"BOAOPO3UNHHI PeHOBUHKN" -
YTOYHEHHS LWoAo Tuny dinbTpa
npy NPUroTyBaHHi
BMNPo6OBYBaHOIO Ta
[0CNiIKYyBa/IbHOTO PO3UMHIB.
3MiHu | TUnNYy - 3MiHKM 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOrO
MaTepiany/npoMiXHOro
npoayKTy/peareHTy, WO
BUKOPWCTOBYETLCA Y MPOLIECI
BUpO6HMLUTBa AP| (HE3HAYHI 3MiHK
y 3aTBEPAKEHUX MeTogax
BMNPOOYBaHHS) HE3HAYHI 3MiHK
METOAMKM MO NOKa3HUKY
"Xnopugn" - yTOUHEHHS, LLIO TOUKY
€KBiBa/IEHTHOCTi NP TUTPYBaHHI
BCTaHOB/OIOTb
NOTEHLIOMETPUYHO.

236.

CUrHILE®

Kpanni o4Hi 0,5 % no 5 mn
y th1akoHi - kpanenbHuLj,
no 1 chsiakoHy B naui 3
KapToHY

CEHTICC ®APMA
MpaiiseT fimiTes

IHAjsA

CEHTICC ®APMA
nBT. NTA.

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3minu Il Tuny -
BBE/leHHs 10AaTKOBOrO
BMpo6HMKa APl - «Neuland
Laboratories Limited», IHais go
yXe 3aTBEPKEHOr0 BUPOOHMKA
A®| «Zhejiang Province Sanmen
East-Asia Pharmaceutical Co.
Ltd.», KuTaii. MponoHoBaHa
pepaxuis. Cknag 1 Mn MiCTUTb:
[itoya pevoBuHa:
JleBohIOKCAUMHY remirigpar B

3a peuenmom

UA/12551/01/01

184




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nepepaxyBaHHi Ha
nesodpniokcauyH — 5,0mr
Brpo6Hmkmn: 3xeitiaHr MpoBiHce
CaHmeH EacT-Acia
dapmaceyTikan Ko. /1T, Kutaii/
Zhejiang Province Sanmen East-
Asia Pharmaceutical Co. Ltd.,
China; Hetoneng JlabopeTopis
Nimiten, IHais/ Neuland
Laboratories Limited, India.
[lonomixHi pe4oBuHM:
BeH3ankoHito xnopug,
rinpomenosa, HaTpito x0pna,
HaTpilo rigpokcug, kucnorta
X/IOpUCTOBOAHEBA*, BOja ANA
iH’eKUili * - kucnoTa
X/IOPUCTOBOAHEBA pO3BEfEHA

237.

CUH®IOPUKC
™ BAKUMHA
ons
MPO®DINAKTUK
n
NMHEBMOKOKO
BOI IHDEKLI
(MONICAXAPU
OHUN
AHTUIEH) TA
HETUMOBAHOI
FEMO®INTIbHOI
IHDEKLLIT,
KOH’FOrOBAH
Al
ACOPEOBAH
A

CyCneHsia Ans iH'ekuili no
1 posi (0,5 mn) cycneHasii
[Ans iH'eKUi y nonepegHbo
HanoBHEHOMY CK/ISIHOMY
LINpWLi Y KOMNEKTI 3
OfHi€t0 rofkoto abo 3
[ABoMa rosikamu Ta 6e3
rofiok; 1 nonepegHe0
HanoBHEHWI Wwnpu, 3
rosiKkoto abo gsoma
rosikamu, abo 6e3 rosiok y
iHOuBIgyasibHOMY
repMeTuyHo
3anakoBaHoMy
nnacTyKkoBoMy
KOHTelHepi; no 1
nnacTyKoBoMy
KOHTEHEepY Y KapTOHHil
Kopob6ui; no 1 gosi (0,5 mn)
CcycneHsii ans iH'exuin y
nornepeaHbLO HanoBHEHOMY
CKNsAHOMY LWwnpuui; no 10
wnpuyis 3 10 ronkammn abo
6e3 ronok y
iHAVBIAYaNbHUX
repMeTUYHO 3anakoBaHux
NNacTUKOBUX KOHTeNHepax
Y KapTOHHii kopobu,; no 1
no3i (0,5 mn) cycneHsii
ANs iH'eKUii y
MOHO/1030BOMY CK/ISTHOMY
donakoHi; no 1, 10 a6o 100

nakcoCmiTKnsiAH
Ekcnopt flimiTeq

Benuka
BpuTaHis

nakcoCmiTKnAiiH
Bionogxikans C.A.

Benebris

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3mMiHu | TMny - 3amiHa
PifKOro eTasoHHOro cTaHaapTy
PS9V-PD HosuM niochinisosaHum
eTa/IoHHUM cTaHdapTom PS9V-
PD, L0 3aCTOCOBYETLCA A414
BM3HAYEHHS MOBHOTY afcopoui
Aitoyoi pevoBuHM cepoTtuny 9V ao
apn'toBaHTy (Completeness of
adsoption to adjuvant by ELISA)
Ha eTani PS9V-PD Adsorbed

Conjugated Bulk. 3anponoHoBaHo:

Howmep cepii ctaHgapTy
SSG1352A01

3a peyenmom

UA/15363/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

h/1aKOHIB y KapTOHHiIl
Kopo6ui; no 2 gosm (1 mn)
cycneHsii Ans iv'exuii y
MyNbT,030BOMY
chnakoHi; no 100 chnakoHiB
Y KapTOHHiIli kopobLi

238.

CONMNAAEIH

TabneTkn po34nHHI; No 2
Tabnetku y cTpuni; no 6
CTPUNIB Y KAPTOHHIi
Kopobui

"nakcoCmiTKnAiH
KoHcblomep Xerckep
(HOK) TpeiigiHr
Nimiteq

Benuka
BpuTaHis

nakcoCmitKnaiH
[anrapsaH flimiTeq

Ipnangis

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeeaeHHsi abo

3MiHU [0 y3aras/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
thapMakoHarnag:
[MponoHoBaHa pegakuis — Ap.
Menc-Ynbpix LLTermanH / Dr.

Jens-Ulrich Stegmann, MD. 3miHa

KOHTaKTHUX OAaHUX YNOBHOBaXEHOI

oco6w, BignoBiAanbHOI 3a
thapmakoHarnsg. 3mMiHa Homepy
Ta MicLle3HaxoMKeHHS1 MacTep-
daiina

3a peyenmom

UA/A740/01/01

239.

CONNAJAEIH

Tabnetku, no 12 tabnetok
y 6nicTepi; no 1 6nictepy
B KapTOHHI kopobuj

nakcoCmiTKnsiH
KoHcblomep Xernckep
(FOK) TpeigiHr
Niviteq

Benvka
BpuTtaHis

nakcoCmiTKnaiH
[JaHrapsaH Nimiteq

IpnaHgis

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHNX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIfA/IbHOT 32 34iICHEHHS
hapMakoHaragy; KOHTaKTHol

3a peyenmom

UA/4740/03/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&XEHOI
oco6w, BignoBiAabHOI 3a
3[jlicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy)- amiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAANLHOI 32
hapMakoHarnag:
MponoHoBaHa pepakuis — Ap.
MeHc-Ynbpix LLTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
ocobw, BiANoBiAanbLHOI 3a
thapmakoHarnsg. 3miHa Homepy
Ta MiCLie3HaxoMKeHHs macTep-
thaiina cuctemu chapmakoHarnsgy

240.

COTAMNON
CAHJ03®

TabneTku no 160 mr; no 10
Tabnetok y 6nictepi; no 5
6nicTepiB y KAPTOHHIl
Kopobui

CaHpos
dapmachbioTikans g.4.

CnoBeHis

Nek C.A., MNonbwa
(nepBuHHe i
BTOPWHHE
nakyBaHHS, BUNYCK
cepii); Cantotac
dapma 'méX,
HimeyunHa
(BUpPOGHULTBO 3a
MOBHWM LIVK/IOM)

Monbwa/
HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMaTtepianis: TeXHIYHa NoMusIKa
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) - BunpaBaeHo
TEeXHiYHy noMusky B n. 12 HOMEP
PEECTPALIVIHOIO
MNOCBIAYEHHA TekcTy
MapKyBaHHS 30BHiLUHbOI yNaKoBK/
nikapcbKoro 3acoby —
3anpornoHosaHo: "P. M. Ne
UA/4449/01/03".
3a3HayeHe BUMNpaB/eHHs
BignoBigae martepianiam
peecTpaLiiHoro Aocbe

3a peyenmom

UA/4449/01/03

241.

CTEPUNNIYM®

PO34MH HaLKipHWiA; no 100
mn, abo no 500 mn, abo
no 1000 mny
NAacTUKOBMX dh1akoHax;
no 5 11y nNacTMkoBmx
KaHicTpax

TOB "HBIM "Binan"

YkpaiHa

TOB "HBM "BINAH",
YkpaiHa (nakyBaHHs
i3 "in bulk" cpipmmn
BOJAE Xemi 'M6X,
HimeuunHa)

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
Marepianis: 3mMiHun | TMny - 3MiHN 3
AKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONenchbkili
thapmakonei/MoHorpadii. 3miHu,
noB'sAA3aHi 3 HEOOXIAHICTIO
npuBeLEeHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, a6o
iHLIOT HaujoHasIbHOT dhapmakonel
nepxasun €C (iHLWi 3MiHW) -
nocunaHHA Ha MeToANKY
BMNPOGYBaHHS B cneumdikauii Ha

6e3 peyenma

UA/5846/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

'N3 3a nokasHukamu «yctTnHa
npu Temneparypi 20 °C» Ta
«IHaekc pedppakuii 20/D» 6yno
OHOBJ/IEHO [/151 BiJ06GPaKeHHs
BiANOBIAHOCTI BUMOram NoTOYHOI
pegakuii EP*, y meTogax
KOHTPOJIO0 3a/IULLVHO fnLLe
MOCWNaHHS Ha MEeTOf;
HOPMyBaHHA Ta MeToAvKa He
3MIHWUCS; - MOCUIaHHS Ha
MeTOAMKY BUNPOBYBaHHS Ta
cneumadikaLilo 3a NOKasHNKOM
«MikpobionoriyHa unctora» 6yno
OHOBJIEHO A/15 BiJ06GPaKEHHS
BiAMNOBIAHOCTI BUMOram NOTOYHOI
pegakuii EP*, ctatTi 2.6.12 Ta
2.6.13 3arBepgxeHo: EP n. 5.1.4
(HaLKipHe BUKOpPUCTaHHSA) 2.6.12
Ta 2.6.13 EP 3anponoHoBaHo:
2.6.12 7a 2.6.13 EP* Sum TAMC
and TYMC [CFU/100 ml] < 10
Staphylococcus aureus [/1 ml]:
Absent Pseudomonas aeruginosa
[/1 ml]: Absent; 3miHu | TURy -
3MiHY 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y meTogax BUNpo6yBaHHA
rOTOBOrO JliKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEepPAKEHNX
MeTofAax BUNpobyBaHHS) -
BHECEHHS He3HaYHVX 3MiH A0
aHaniTMyHoi metoaukn GC006
«KinbkicHe BU3HauYeHHS. 1-
nponaHos. 2-NponaHos»; 3MiHu |
TUMY - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCbKOro 3acoby.
3MiHa napameTpiB cneuugikadiii
Ta/abo [oMyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (iHwWi 3MiHu) -
BUYYEHHSA 3i cneumdikauii MN3
nokasHukie: 3anax lgeHTudikauis
6apBHuKa E131 |geHTrdikavis
apomatusaTtopy OpaHis PH
loeHTudikauis 85 % rniuepuHy
KinbkicHuii aHanis Bmicty 1-
TeTpazekaHony KinbkicHuit BMiCT
Boan Abcopbuis (Amakc 632HM)
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

242,

CTPENTOLA-
JAPHULA

Tabnetku no 300 mr; no 10
Tab1eToK y KOHTYPHii
YapyHKOBIlA ynakosLj; no 1
KOHTYPHIli YapyHKOBIi1
ynakoBLji y nayui; no 10
TabNeTOK Y KOHTYPHUX
YapyHKOBMX ynakoBKax

MpAT
"®apmaueBTnyHa
ipma "OapHuus"

YkpaiHa

MpAT
"PapmavueBTnyHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAa/IbHOT 3a
3AjiCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa

YMOBHOBaXEHOI 0CO6V 3as1BHMKA,

BiANOBiAa/IbHOI 3a
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy

3a peyenmom

UA/5949/01/01

243.

CTPO®AHTVIH-
JAPHULA

pO34nH ANA iH'ekuiiA, 0,25
Mmr/mn no 1 ma B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLij; no 2
KOHTYPHi YapyHKOBI
ynakoBku B nauui; no 1 mn
B amnyni; no 10 amnyny
KOHTYPHIli YapyHKOBIl
ynakoBLi; N0 1 KOHTYpHIiA
YapyHKOBIli ynakoBLji B
nauui

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YKkpaiHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOT 33 34iICHEHHSA
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLLO
BOHa BifiMiHHA Bif, yNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeEHOT 0CO6U 3asBHMKA,
BiNOBIAA/IbHOI 32

3a peyenmom

UA/2352/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
hapmakoHarnsng.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuy
244. | CYNIb®AOUME | Ttabnetku no 500 mr; no 10 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/2999/01/01
TOKCWH- Tab1eToK y KOHTYPHii "®apmMaueBTNYHa "papmaLeBTUYHa martepianis: 3MiHU | TUNY - 3MiHK
AAPHULUA YapyHKoBili ynakosLj; no 1 ipma "fapHuua" dipma "AapHuus" Loao 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHIli YapyHKOBIl hapmakoHarssgy - BHECEHHS 3MiH
ynakosLi y nayui; no 10 00 po3giny “MapkyBaHHSA" MKA
Tab/1eToOK Y KOHTYPHUX na.
YapyHKOBUX ynakoBKax 3anponoHoBaHo: MAPKYBAHHA
BignosigHo [0 3aTBEPAKEHOTO
TEKCTY MapKyBaHHs. 3MiHK
BHECEHI B TEKCT MapKyBaHHs
yNakoBKM MikapCbKoro 3acoby
LLI0A0 3a3HaYeHHs OANHULB
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu
MicsILLiB NiCNsA 3aTBEPLPKEHHS
245. | TAMOKCU®EH | nopoLlok KpucTanivyHuii Ekcenna Mv6X eHg, HimeuunHa Ekcenna M'm6X eHpg, Himeuunna BHECEHHS 3MiH 40 peecTpaLinHux - UA/16595/01/01
Y ULNTPAT (cy6cTaHuis) y noagiiHMX Ko. KI Ko. KI MaTepianis: 3MiHU | TUMY - 3MiHK 3
nonieTuIeHoBMX nakeTax akocTi. A®l. Cuctema
ansa dhapmaueBTUYHOro KOHTeWHep/3aKynoptoBasbHWiA
3acTocyBaHHsA 3aci6b - 3MiHa hopMy/IHOBaHHS
po3gainy «Ynakoska» B MKA.
3anponoHoBaHo: [lBoliHble
NOSIM3ATU/IEHOBbIE MaKeTbl,
KOTOpblE NOMELLAITCA B
KapTOHHbI 6apabaH
246. | TAHTYM pO34uH BariHasnbHuiA 0,1 AsieHpe Kimike PiyHiTe ITania AszieHpe Kimike ITanis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/4012/02/01
PO3A® %; no 140 mn 'y dhnakoHi AHXeniHi dpaHyecko - PiyHiTe AHxeniHi marepianis: 3MiHU | TUMY - 3MiHK

OCHalLLeHOMY KaHIoneto 3
KPULLEYKOK A1 3aKpUTTS;
no 5 pnakoHis y
KapTOHHI KOpoo6Li

AKP.A®. -C.nA.

®paHyecko
AK.P.A®. C.nA.

Loao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo

cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy chapmakoHarnsgy,

3MiHa yNMOBHOB&XeHOi 0cobH,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BiANoBiAanbLHOT 3a
3pjiicCHeHHs chapmakoHarnaay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ta/abo 3MiHW Yy PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa
KOHTaKTHUX [AaHUX YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a 3fjiicHeHHs1 hapMakoHarnsay.
3MiHa Micus 34iICHEHHST OCHOBHOT
LOisbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLA 3HAXOMKEHHS
MacTep-thaina cuctemm
dhapmakoHarnsgy

247.

TAHTYM
PO3A®

rpaHynu Ans BariHasbHoro
po3umnHy no 500 mr; no 10
calle B KapTOHHIll kopobLi

AsieHge Kimike PiyHiTe
AHXeniHi dpaHyecko -
AKP.A®. -C.nA.

ITanisa

AsieHge Kimike
PiyHiTe AHXeniHi
PpaHyecko

AK.P.A®. C.nA.

ITanisa

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAAILHOT 33 34iICHEHHS
hapmakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHA Bif, yNOBHOBaXXeHOI
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEHHST dhapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI
0Cco6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a 3fjficHeHHs hapMakoHarnsgy.
3MmiHa MicLs 34jACHEHHS OCHOBHOT
LisiNbHOCTI 3 chapmakoHarnsgy.
3MiHa Micus 3HaXO4KEHHS
MacTtep-caiina cuctemu
dhapMakoHarsgy

6e3 peyenma

UA/4012/02/01

248.

TAYDOH-
JAPHULA

Kpanni 04Hi, po3unH, 40
mr/mn no 5 mn ao 10 mn
y hnakoHi; no 1 conakoHy
B nauui

MpAT
"®apmMaueBTnYHa
thipma "AapHnus"

YKpaiHa

MpAT
"papmaLeBTnUiHa
thipma "AapHnug"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHun | Tuny - 3iHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo
3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YMOBHOBaXKEHOT 0CO6MU,

3a peyenmom

UA/1894/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 3A4ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3iHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
hapMakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy

249.

TEMO30/0OMI
il

MOPOLLIOK (Cy6CcTaHLis) y
noABINHNX
nonieTUIeHOBMX NakeTax
ans chapmaueBTUYHOro
3acTOCyBaHHS

Ekcenna Mv6X eHg,
Ko. KI

Himeyunna

Ekcenna M'm6X eHp,
Ko. KI

HimeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
MaTepiasiB: 3MiHU | TUMy - 3MiHK 3
AKocTi. A®l. Cuctema
KOHTelHep/3akynoptoBasibHUI
3aci6 (iHWi 3miHW) - 3MiHa
hopMy/ItOBaHHSA pPo3ainy
«Ynakoska» B MKA.
3anponoHoBaHo: [1BOiHbIE
NOSIM3TU/IEHOBBIE NaKeTbl
B/IOXEHHbIE B KAPTOHHbIE
6apabaHbl

UA/16756/01/01

250.

TEPA®IIO BIf,
rPuny TA
3ACTYAM 3
CMAKOM
NVMOHA

MOPOLLIOK A1 OPasILHOrO
po3uunHy; 1 naket 3
nopoLukom; 10 nakeTis 3
MOPOLLKOM Y KapTOHHilA
Kopoo6Li

'CK KoHcbtomep
Xenckep C.A.

LLiBeiiuapis

OENb®APM
OPJIEAH

®paHuin

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeefeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa yNMOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAabLHOT 3a
3pjiicCHeHHs chapmakoHarnaay
(BK/THOYAKOYUM KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTtep-caiina cucrtemu
hapmakoHaraagy) - 3miHa

6e3 peyenma

UA/5529/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 3a
hapmakoHarnag;
MponoHoBaHa pepgakuis — Ap.
Menc-Ynbpix LLTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX [aHUX YNOBHOBaXEHOT
oco6w, BignoBiAabHOI 3a
hapmakoHarnag. 3miHa Homepy
Ta MicLe3HaxomKeHHs macTep-
dhaiina cuctemu hapmakoHarnsgy
251. | TETPAKCUM®! | cycneHsist 4ns iH'eKw;id, no CaHodi MacTep PpaHuis CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/13069/01/01
TETRAXIM 1 nonepeaHbLO dpaHuis (NoBHWI YropwmHa MaTepiasiB: 3MiHU | TUMy - 3MiHK 3
BAKUUHA ANA | 3anoBHeHOMY LINpuULy No LMKN BUPOOHULTBA, AkocTi. A®l. BUpo6bHMLTBO. 3MiHK
MPO®ITAKTUK | 0,5 mn (1 gosa) 3 KOHTPO/1b AKOCTI, B npotieci Bupo6HuuTea AdI
N QU TEPII, MPUKPINIEHOIO TO/IKOKO BTOPUHHE (He3HauHa 3MiHa y npoueci
NnPABLA, (abo 2-ma okpeMumun nakyBaHHs, BUMYCK BMPOGHMLTBA ADI) -
KALLJTFHOKY roniKkamu), Lo MicTUTb cepii); CaHoi- MpvBefeHHs y BiANOBIAHICTD
(ALENONAPH CYCMeHsito 415 iH'ekuild, B ABeHTic MpaisiT Ko. (3BYXEHHS ONYCTUMMX MEX) A0
nin KapTOHHI Kopo6uj; no 1 Nta., Nnatdopma OHOBJ/IEHOT BUPOGHMYOT
KOMMOHEHT) nonepeaHbO 3anoBHEHOMY NOTiCTUKN Ta [OKyMeHTaLii 4BOX napameTpis:
TA wnpuyy no 0,5 mn (1 ancTpubyuii y m. - 3MiHa TpMBasIOCTI iHKybaL,i
NONIOMIENITY | po3a) 3 NpuKpInIeHo Bypanewr, nepLUoT NpekybTypu nig vac
ALCOPBOBAH | ronkot (abo 2-ma YropLlmHa KynbTuByBaHHA Bordetella
A, OKpeMUMM rofikamu), Lo (BTOpUHHE pertussis (Stage 1) y npoueci
IHAKTUBOBAH | MicTuUTb cycneHsito ans nakyBaHHs, BUMYCK BMPOGHMLITBA OYNLLIEHOTO TOKCOIAY
A, PIOKA iH'EKLLi/i B KAPTOHHIV cepii) Kawntoka (PTxd): 3anpornoHoBaHo:

Kopo6Ui, B SKii MICTUTbCS
CTaHfapTHO-eKCnopTHa
ynakoBka Ta IHCTPYKLis
AN MenvHoro
3aCTOCYyBaHHSA

Big 63 fo 68 roguH. - 3miHa
TpYBAanoCTi iHKy6aLii Ha eTani
AeTokeukawii
3anponoHoBaHo: Big 120 go 130
XBUNWH. TepMiH BBEEHHA 3MiH —
civyeHb 2023 p; 3miHu | TUNY -
3MiHK 3 AKOCTi. A®I. KOHTpob
A®|. 3miHa y napameTpax
cneyudikayin Ta/abo gonycTummx
MEX, BU3HAYEHMX Yy cneymdikavisx
Ha A®|, abo BMXigHWA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTBCSA Y NpoLECi
BMPOGHMLTBA ADI (iHLWi 3MiHK) -
[JopaBaHHA cneumdikauiii Ha
KiHeLb TepMiHy NpUAaTHOCTI 4/1s
Native Purified Pertussis Toxin Ta
Native Purified FHA, ski €
NPOMDKHUMM NPOAYKTaMu npu
BVMPOGHMLTBI Ail0UMX PevyoBUH, a
TakoX A5 [ilUNX PeYOBUH
Adsorbed Purified PTxd Ta
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

Adsorbed Purified FHA. TepmiH
BBE/IEHHS 3MiH — CiueHb 2023 p.
3MiHM | TURY - 3MiHW 3 AKOCTI.
Ceptucpikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHoCT abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoONechbkili
thapmakonei: gna A®l; ana
BUWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULUTBI A®I; ans
nonomixHoi pevoBuHn (ME-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei ans
Adl/BnxigHoro
matepiany/peareHTy/npoMiKHOIo
npoaykTy abo AONOMIXHOT
peyoBuHK) - BunyyeHHs
cepTudikaTis (y BUNaaky
HasBHOCTI MY/IbTUMNETHOrO
cepTudpikaTa Ha matepian) -
BUTYYEHHS cepTudikaTiB
BIANOBIAHOCTI EBpONenchbkili
hapmakonei ansa gpeTasibHoI
6uyavoi cuposaTkm (Foetal Bovine
Serum) R1-CEP 2000-384-Rev 00
Ta R1-CEP 2000-155-Rev 04 y
3B’A3KY 3 NPUMNUHEHHAM i
BVIKOPVCTAHHA 4719 BUrOTOB/IEHHS
heTyiHy Ha BNacHUX BUPOBGHUYMX
ninsHkax CaHodpi Mactep. TepMiH
BBE/leHHS 3MiH — CiyeHb 2023 p;
3MiHM | TUMY - 3MiHKW 3 AKOCTi. ADI.
Bypo6HULTBO. 3MiHK
BMNpobyBaHb abo A0MyCTUMUX
MeX y npoueci BupobHuutea Adl,
LLIO BCTAHOBNEHI Y cneuumdikaLisx
(3BY)XEHHS AONYCTUMUX MEX) -
3BY)XEHHS AONYCTUMUX MeX 3a
nokasHukom Optical density test
(OD), sikniA BUKOHYETBLCA /1A
KOHTPO/I0 pOCTy BakTepianbHOT
KynbTypu Ha Stages 2 —4 'y
npoteci KynbTuByBaHHsi Bordetella
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Ne

Hassa

Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

pertussis. 3anponoHoBaHo: Stage
2: 2nd pre-culture OD650: 0,55 —
0,9. Stage 3: 3nd pre-culture
0OD650: 0,5 — 1,0. Stage 4: 4nd
pre-culture OD650: 0,5 — 1,0.
TepMiH BBEAEHHS 3MiH — CiYEHb
2023 p.; 3MiHK | TUNY - 3MiHK 3
aKocTi. A®l. Bupo6HMLTBO. 3MiHM
BUNPO6YyBaHb abo A0NYyCTUMUX
MeX y npoueci BupobHuytea Adl,
LLI0 BCTAHOB/EHI y cneyudikauisix
(BMNYYEHHS HECYTTEBOTO
BUNPOGYBaHHS) - BUTYYEHHS TECTY
thapbyBaHHs 3a 'pamoM Ha eTani
nepLUoT NpekyIbLTYpu nig yac
KynbTuByBaHHA Bordetella
pertussis y npoueci BUpobHuLTBa
afcop60BaHOro OYMLLEHOIO
Tokcoigy kawntoka (PTxd).
TepMiH BBeZIeHHS 3MiH — CiYeHb
2023 p.; 3MiHK | TUNY - 3MiHK 3
skocTi. A®l. BUpo6bHMUTBO (iHLLUi
3MiHu) - OHoBneHHsA CTD po3ginis
[0CbE AN Ail040T PeYOBUHU 2-
Component Acellular Pertussis: -
peopraHisauis iHdopmauii
BignosigHo o copmaty CTD;

- pefakuiiiHi 3MiHM 415 KpaLLoro
PO3YMIHHS Ta Y3rO[KEHHS 3
BMPOGHMYOI AOKYMeEHTaLlieo 6e3
3MiH Y BUPOGHWYIl NpakTuLyj;

- BUMPaB/IEHHSA NOMUIOK a0
iICTOPUYHUX PO36GiXHOCTEIR; -
BUAa/IeHHS abo AofaBaHHSA
inchopmawuii BignosigHo oo Notice
to Applicants (Volume 2B on CTD-
Module 3). logasaHHs iHopmavji
LLIOZ0 3aBepLUEHHS NPOBeAEHHS
BMBYEHHS AaHWX CTabifibHOCTI ANs
nepiogy 48 micsuiB. Y3romkeHHs
iHchopmawuii y posginax 3.2.S,
3.2.A.2, 3.2.R, a Takox
BiANOBIAHMX po3Ainax moayns 2.
TepMiH BBEZIEHHS 3MiH — CiYeHb
2023 p; 3MiHu Il TURY - 3MiHK 3
akocTi. A®l. KoHTponb Adl. 3miHa
y napameTpax cneuudikayii
Ta/abo fonycTUMUX MeX,
BM3HAYEHNX Yy cneundikaLlisx Ha
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Ne
n/n

Hassa

JliKapcbKo20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoayKT/pearenT, wo
BMKOPWCTOBYIOTbCS y Npoueci
BMPOGHULTBa AD| (BUNYyYEHHS
napameTpa cneuudikauii, Skui
MOXe MaTu CyTTEBWIA BB Ha
AKiCTb A®| Ta/abo rotoBoro
nikapcbKoro 3acoby) -
BunyyeHHst Histamine-Sensitizing
Activity tests, siki BUKOHYyOTbCS in-
Vivo Ha MuLax (TecT Ha
3a/IMLLIKOBUIA TOKCWH KaLLOKY npuw
+ 5 ° C Ta TecT Ha BifiCyTHICTb
peBepcii TOKCOiAy KaLLIoKy npu +
37 ° C) 3i cneyudikauii Ha po3ymH
Purified Pertussis Toxoid, skuii €
NPOMDKHUM NPOAYKTOM Mpun
BUPOGHMLTBI aacop6oBaHOro
OUULLLEHOTO TOKCOTAY Kalusioka
(PTxd). TepmiH BBe,€HHS 3MiH —
ciyeHb 2023 p

252,

TUMornoeyni

H®

niochinisoBaHNMiA NOPOLLIOK
AN NPUroTyBaHHSA
KOHL,eHTpaTy 4719 PO34nHy
A8t iHdpysili no 25 mr Ne 1:
no 1 dpakoHy B KapTOHHii
Kopoo6Li

[bxeHsalim KOpon B.B.

Higepnanan

BMPOBGHULITBO
Hepo3acoBaHoro
NPOAYKTY, f03BINT HA
BUNYCK cepil:
[bxeH3zalim
Moniknonanc CAC,
dpaHuis;
nepBuHHA Ta
BTOPUHHA YNaKoBkKa,
[03BiN Ha BMMNYCK
cepii:
[xeH3alim lpnang
Nimiteg, lpnaxgis;
BTOPUHHA ynaKoBKa:
[LbxeHsarim Nimites,
Benvika bpuTtaHis

®paHuis/

Ipnangis/
Benuka

BpuTaHis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOSIHO SIKOCTI
roTOBOrO NikapCbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKa, LU0 BiANOBIAaE 3a
BBE3€EHHA Ta/abo BMnyck cepii) -
He Bkntovarouun
KOHTPO/b/BUNPOGYBaHHSA cepii -
[lofaBaHHs AibHUL Ha SKil
3[iICHI0ETbCA BUMYCK cepiil
[LbxeHsalim Ipnang Nivites,
IpnaHgis. 3MiHM BHECEHO B
IHCTPYKLi0 ANA MeguyHOro
3aCTOCYBaHHA WO40
HaliMeHyBaHHS Ta
MiCLie3HaxX0pKeHHS BUPOOHUKA 3
BiANOBIAHMMN 3MiHAMW Y TEKCTI
MapKyBaHHS YMakoBKV NiKkapcbKoro
3acoby.
BeefieHHs 3MiH NnpoTarom 6
MicsILiB Mic/s 3aTBEPAKEHHS.

3a peyenmom

UA/15575/01/01

253.

TIAPA YO

TabneTku, BKPUTI
nAiBKOBOK 060/I0HKOHD, MO
160 mr/25 wmr; no 14

MpAT
"®apmMaueBTnYHa
doipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
BHECEHIi 10 iIHCTPYKUji ans

3a peyenmom

UA/16280/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Tab1eToK y KOHTYPHii
YapyHKOBIl ynakosLj; no 1
a60 no 2 KOHTYpPHi
YapyHKOBI yNakoBKM B
naui

MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnactnsocTi”,

"MpoTunokasaHHs", "B3aemogis 3
iHWKMMKW NikapcbknMK 3acobamu Ta
iHLWi BMAY B3aemogiit",
"Oco6/MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog,

BariTHOCTi abo rogyBaHHs

rpyaar”, "3aatHicTb BIANBATY HA
LIBMAKICTb peakwii Npy KepyBaHHi
aBTOTPaHCNopTOM abo iHWKMKU
mMexaHizmamu', "Cnocié
3acTocyBaHHs Ta o3un",
"Mepeno3syBaHHs", "Mo6IYHI
peakuii" BianoBigHO A0 iHdopmaLi
pechepeHTHOro likapcbKoro
3acoby KO-IIOBAH®. BeefeHHSA
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHW BHECEHI A0 IHCTPYKUIT Ansa

MeJMNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu
"®apmMakonoriyHi BnactnsocTi”,
"Oco6/MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii" BignoBigHoO A0

OHOB/IEHUX AaHKX 3 6e3nekun
Ai040T peyvoBrHN. BBeAeHHS 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPMAKEHHS; 3MiHM | TVNY -
3MiHV BHECEeHI [0 IHCTPYKUiT Ans

MeANYHOr0 3aCTOCYBaHHS
NiKapcbkoro 3acoby y po3zainv
"Oco6/MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii" BignoBigHoO A0

OHOB/IEHUX AaHuX 3 6e3nekn
Aitoyoi pevoBuHV BBeeHHS 3MiH
npoTArom 6-Tm MicAuiB 3 gatu
3aTBEPAKEHHS

254,

TIAPA YO

TabneTkn, BKPUTI
N1iBKOBOK 060JI0HKOHO, MO
160 mr/12,5 wr, no 14
TabNeTokK y KOHTYPHIl
YapyHKOBIli ynakoBLj; no 1
ab0 Mo 2 KOHTYPHi
YapyHKOBI yNakoBKM B
nauvui

MpAT
"GapmaueBTnyHa
ipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
ipma "AapHnus”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
BHECeHi 10 iHCTPYKLiT Ans
MeJMYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ainu
"®apmMakonoriyHi BnactnsocTi”,
"MpoTunokasaHHs", "B3aemogis 3
iHWKMMKW NikapcbknMK 3acobamu Ta
iHWi BUAW B3aemogin",

3a peyenmom

UA/16280/01/02
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

3acoby

"Oco6/MBOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs

rpyaar”, "3aartHicTb BIANBATY HA
LIBMAKICTb peakwii Npy KepyBaHHI
aBTOTPaHCNopTOM abo iHWKMU
MexaHizmamu', "Cnoci6
3acTocyBaHHs Ta o3un",
"Mepeno3syBaHHs", "Mo6IYHI
peakuii" BianoBigHO A0 iHdopmaLi
pechepeHTHOro fikapcbKoro
3acoby KO-IIOBAH®. BeeaeHHSA
3MiH NPOTArom 6-Tu MicALiB nicas
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHW BHECEHI A0 IHCTPYKUIT Ans
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu

"®apmMakonoriyHi BnactnsocTi”,

"Oco6/MBOCTI 3aCTOCyBaHHA",

"Mo6iuHi peakwii” BignoBigHoO A0

OHOB/IEHUX AaHKX 3 6e3nekn
Ai040T peyvoBrHN. BBeAeHHS 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPMAKEHHS; 3MiHM | TUNY -
3MiHV BHECEeHI [0 IHCTPYKUiT Ans
MeAUYHOro 3acTOCYBaHHS
nNiKapcbkoro 3acoby y po3zainv
"Oco6/MBOCTI 3aCTOCYBaHHA",
"Mo6iuHi peakwii" BignoBigHoO A0
OHOB/IEHUX AaHKX 3 6e3nekn
Aitoyoi pevoBuHV BBeeHHS 3MiH
npoTArom 6-Tm MicAuiB 3 gatu
3aTBEPAKEHHS

3a peyenmom

UA/16280/01/03

255,

TIAPA YO

TabneTkn, BKPUTI
N1iBKOBOK 060JI0HKOHD, MO
80 mr/12,5 mr, no 14
TabNeTokK y KOHTYPHIl
YapyHKOBIli ynakoBLj; no 1
ab0 No 2 KOHTYPHi
YapyHKOBI yNakoBKM B
nauvui

MpAT
"®apmaueBTnyHa
dipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
dipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
BHECEeHI 10 iHCTPYKLiT Ans
MeJMYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ainu
"®apmMakonoriyHi BnactnsocTi”,
"MpoTunokasaHHs", "B3aemogis 3
iHLWMMKW NikapcbknMK 3acobamu Ta

iHWi BUAW B3aemogiit",
"Oco6/MBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHA y nepiog
BariTHocTi abo rofyBaHHs
rpyaare”, "34aTHicTe BNAMBaTK Ha
LUBUAKICTb peakLii npu kepyBaHHi

aBTOTPaHCNOPTOM a60 iHWKMU

198




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MexaHizmamu', "Cnoci6
3acTocyBaHHs Ta o3un",
"Mepeno3syBaHHs", "Mo6IYHI
peakuii" BianoBigHO A0 iHdopmaLi
pechepeHTHOro ikapcbKoro
3acoby KO-IIOBAH®. BeeaeHHSA
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHW BHECEHI A0 IHCTPYKUIT Ans
MeJNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu
"®apmMakonoriyHi BnactnsocTti”,
"Oco6/MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii” BignoBigHoO Ao
OHOB/IEHUX AaHuX 3 6e3nekn
Ai040T peyvoBrHN. BBeAeHHS 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
3MiHV BHECEeHI [0 IHCTPYKUiT Ans
MeANYHOrO 3aCTOCYBaHHS
NiKapcbkoro 3acoby y po3ainv
"Oc06/MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii" BignoBigHoO A0
OHOB/IEHUX AaHKX 3 6e3nekun
4itoyoi pevoBuHY BBeeHHS 3MiH
npoTarom 6-Tm MicAuiB 3 gatu
3aTBEPAKEHHS

256.

TIAPA YO

TabneTkn, BKPUTI
N1iBKOBOK 060JI0HKOHO, MO
160 mr/25 wmr; no 14
TabNeTokK y KOHTYPHIl
YapyHKOBIli ynakoBLj; no 1
ab0 Mo 2 KOHTYPHi
YapyHKOBI yNakoBKM B
nauvui

MpAT
"®apmaueBTnyHa
hipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
dipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarssgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHSA" MKA

13; 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo ao
3aTBEPAPKEHOrO TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby o0
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNsA 3aTBEPLPKEHHS

3a peyenmom

UA/16280/01/01

257.

TIAPA AYO

TabneTkun, BKpUTI
NNiBKOBOK 060/0HKOI0, MO
160 mr/12,5 mr, no 14
Tab/1eToOK Y KOHTYPHIi
YapyHKOBIl ynakosLy; no 1

MpAT
"GapmaueBTMyHa
thipma "apHuug"

YKpaina

MpAT
"@apmaueBTuyHa
thipma "apHnus"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - BHeCeHHs 3MiH
00 po3giny “MapkyBaHHs” MKA

3a peyenmom

UA/16280/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
a60 Mo 2 KOHTYpHi 13; 3anponoHoBaHo:
YapyHKOBI YNakoBKU B MAPKYBAHHA BignosigHo fo
nauui 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby LWoao
3a3Ha4YeHHs 0AVHWLb
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicSLB NicNs 3aTBEPAKEHHS
258. | TIAPA AYO TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/16280/01/03
N/1iBKOBOK 060J1I0HKOIO, MO "®GapmMaleBTNUYHa "papmaLeBTniHa marepianis: 3MiHU | TUMY - 3MiHW
80 mr/12,5 mr, no 14 ipma "JapHuus” ipma "JapHuus” Lofo 6e3nekn/ed)eKTMBHOCTI Ta
TabNeTOK Yy KOHTYPHIiA chapmakoHarnsgy - BHECeHHs 3MiH
YapyHKoBili ynakosLj; no 1 [0 po3sgainy “MapkysaHHA" MKA
a60 Mo 2 KOHTYpHi /13; 3anponoHoBaHo:
YapyHKOBI yNakoBKkM B MAPKYBAHHSA BignosigHo fo
nauuj 3aTBEPPKEHOTO TEKCTY
MapKyBaHHs. 3MiHU BHECEHI B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby o0
3a3HayeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALB NicNna 3aTBePAKEHHS
259. | TIAPA AYO TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/16280/01/01
NiBKOBOK 060JI0HKOIO, MO "®apmMaueBTnYHa "papmaLeBTnUiHa marepianis: 3MiHu | TUNY - 3MiHW

160 mr/25 mr; no 14
Tab1eToK y KOHTYPHii
YapyHKoBili ynakosLj; no 1
ab0 no 2 KOHTYpHiI
YapyHKOBi YNakoBKu B
nauuj

thipma "AapHnus"

thipma "AapHnus"

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo

cuctemy dhapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy hapmakoHarnsgy,

3MiHa yNMOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAabLHOT 3a
3pjiicCHeHHs chapmakoHarnaay
(BK/IHOYAKOYM KOHTaKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnsgy) - nponoHoBaHa
pefakuisi: Typok B'avecnas
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

B'ayecnaBoBuy

260.

TIAPA YO

TabneTku, BKpUTI
nNiBKOBOK 060/I0HKOIO, NO
160 mr/12,5 mr, no 14
Tab1eToK y KOHTYPHii
YapyHKoBili ynakosLj; no 1
a60 Mo 2 KOHTYpHi
YapyHKOBi YNakoBK/ B
nayuj

MpAT
"®apmMaLeBTUYHa
ipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edheKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBiganbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko

BOHa BiMiHHA Bif, YNOBHOBa)XEHOI

oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)

Ta/abo 3MiHW y PO3MILLEHHI

MacTtep-caiina cuctemu
hapMakoHarssgy) - nponoHoBaHa
pepakuis: Typok B'auecnas
B'ayecnaBoBuY

3a peuenmom

UA/16280/01/02

261.

TIAPA AYO

TabneTkun, BKpUTI
NNiBKOBOK 060/0HKOI0, MO
80 mr/12,5 wr, no 14
Tab/1eToOK Y KOHTYPHIi
YapyHKOBIli ynakoBLj; no 1
a60 No 2 KOHTYPHi
YapyHKOBi YNakoBKu B
nauui

MpAT
"GapmaueBTMyHa
thipma "apHuug"

YKpaina

MpAT
"@apmavueBTuyHa
thipma "apHmus"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiniHmx
martepianis: 3mMiHK | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, Ko

BOHa BifIMiHHA Bif, yNTOBHOB&XeHOI

ocobw, BigNoBiAa/IbHOT 3a
3[jiCHEeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)

Ta/abo 3MiHW y PO3MILLEHHI

macTep-haiina cuctemm
thapmakoHarnsgy) - nponoHosaHa
pepakuis: Typok B'suecnas
B'ayecnasosuy

3a peyenmom

UA/16280/01/03

262.

TIAPA TPIO®

TabneTku, BKPUTI
NAiBKOBOK 060/10HKOK, MO

MpAT
"PapmaueBTMyHa

YkpaiHa

MpAT
"PapmaueBTMyHa

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHmnx
mMartepianis: 3MiHU | TUMY - 3MiHK

3a peyenmom

UA/15069/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

10 mr/12,5 mr/160 mr, no
14 TabneToK y KOHTYpHIli
YapyHKOBIlA ynakosLj, no 1
a60 no 2 KOHTYpHiI
YapyHKOBi YNakoBK/ B
naui

thipma "apHnug"

thipma "AapHnus"

Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOB/EHHS
TEKCTY MapKyBaHHS ynakoBKm
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH o po3giny
“MapkyBaHHsA" MKA N13;
3anpornoHosaHo: MAPKYBAHHA.
BignosigHo 4o 3aTBEpPKEHOrO
TEKCTY MapKyBaHHs. TepMiH
BBE/IeHHS 3MiH: NpoTArom 6
MiICALIB 3 AaTV 3aTBEPLKEHHSA

263.

TIBOMAKC® A

pO34uH opasbHuiA, 200
mr/mn no 100 mn a6o no
200 mn y cdhnakoHi; no 1
hnakoHy 3 MipHOIO
NIOXKOI abo MipHUM
CTaKaH4MKOM y naui

MpAT
"®GapmMaLeBTnYHa
ipma "JapHuus”

YKpaina

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/ed)eKTMBHOCTI Ta

chapmakoHarnsagy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa

YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,

BiANOBiAa/IbHOI 3a
hapMmakoHarnsng,.
[MponoHoBaHa pepakuin: Typok
B'ayecnas B'auecnaBosuy

6e3 peyenma

UA/16994/01/01

264.

TIOKTOAAP

pO34nH A4NA iH'eKUii 3 %,
no 10 mn y chnakoHi; no 5
h/1aKoHIB y BriicTepHIl
YapyHKOBIl ynakosLj; no 1
abo no 2 6nictepHi
YapyHKOBI yNakoBKMN B
nauui

MpAT "Mo

BMPOGHULITBY iHCYNIHIB

"IHOAP"

Ykpaina

MpAT "Mo
BMPOGHMLITBY
iHcyniHiB "IHOAP"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM MiKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BMMiptoBaHHSA y cuctemi Sl

3a peyenmom

UA/3005/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

265.

TPUMETA3WNA,
WH-0APHULIS

TabneTku, BKPUTI
060/10HKOI0, No 20 Mr, Mo
10 TabNeToK Y KOHTYpHiIl
YapyHKOBIV ynakosLyj; no 6
KOHTYPHUX YapyHKOBUX
yNakoBOK y nauLli

MpAT
"®apmaueBTnyHa

ipma "OapHuus"

YkpaiHa

MpAT
"PapmavueBTnyHa

hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAa/IbHOT 3a
3AjiCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa

YMOBHOBaXEHOI 0CO6V 3as1BHMKA,

BiANOBiAa/bHOI 32
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasoBuy

3a peyenmom

UA/2256/01/01

266.

YNbTPAKAIH®
A-C ®OPTE

PO34MH ANA iH'eKUiA, Ans
BMpo6HMKa CaHodi-
ABeHTIC [loitunaHg Mm6X,
HimeyunHa, amnynu:
Ne100 (10x10): no 2 mn B
amnyni; no 10 amnyny
KapTOHHIiA YapyHKOBIi
yNakoBLi; N0 1 KapTOHHIN
YapyHKOBIli ynakoBLj B
KapTOHHii kopobuj; no 10
KapTOHHMX KOPOOOK,
06TATHEHWX MANIBKOKO
LMhNEHOBOIO; KapTPUAXI:
Ne 100 (10x10): no 1,7 mn
y kapTpugxi; no 10
KapTPULKIB y KAPTOHHIi
YapyHKOBIN ynakoBL,i; No
10 KapTOHHMX YapyHKOBUX
YNaKoBOK Y KapTOHHIiiA
KOpo6Ui; ANns BUPOGHMKa
OENb®APM ADKOH,
PpaHuis, amnynan: Ne100

TOB "CaHogi-ABEHTIC

YkpaiHa"

YkpaiHa

CaHoi-ABeHTIC

[Loliunang Mv6X,

HimeuunHa;
LOENBDAPM

[ODKOH, ®dpaHujs

Himeuumnna/
dpaHuis

BHECEHHS 3MiH [JO peecTpaLifiHnX
MaTepiasiB: BUNPaB/eHHS
TEXHIYHOT MOMWSIKN B OHOBJIEHNX
MKS, ski 3aTBEpMKEH Hakaszammn
MO3 Ykpainm Ne 1925 Big
23.10.2018 Ta Ne 231 Big
30.01.2019 npu npoBefeHHi
npoueayp BHECEHHS 3MiH.
Momunka gonylieHa B
Cneuudpikauii MKA B po3gini
"KonmyecTBeHHOE cofepaHune
anuHedprHa (aapeHasinHa)
rmgpoxsopuaa” (Mpu BbIMycKe 1 B
KOHL,e CpOKa rogHoOCTH)

3a peyenmom

UA/3406/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(5x2x10): no 2 mn B
amnyni; no 5 amnyny
noNiCTUPONOBIl yNakoBL;
no 2 nNonicTMposoBi
YMakKoBKN B KAPTOHHIl
Kopo6Li; no 10 KapTOHHMX
KOpPO6OK, O6TArHEHNX
N/iBKOK LUNdIEHOBOK
267. | YPOHE®POH® | Tabnetku, BKpUTI AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [JO peecTpaLifiHnX 6e3 peyenma UA/14570/01/01
NAiBKOBOK 060/I0HKOI MO marepianis: 3miHu | Tuny -
10 TabneTok B 6nicTepi; BBEJIEHHS [,0AAaTKOBOro po3mipy
no 3 abo 6 6nictepis y cepii roToBoro NMikapcbKoro
nadui 3 KapToHy 3acoby. 3anponoHoBaHo: 189,00
Kkr (180,000 Tuc. Tabn.); 400,00 kr
(846,577 Tuc. Tabn.)
268. | ypPconiB kancynv no 250 wr; no 10 Mera NaidcalieHci3 TainaHg Mera faiichcaineHcis TainaHpg, BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/12805/01/01
kancyny 6nictepi; no 5 Ma6nik KomnaHi Ma6nik Komnani MaTtepianis: 3mMiHu Il Tuny - 3miHK 3
ab6o no 10 6nictepiB y Nimiteq Nimiteq sIKOCTi. FoTOBWIA Nikapcbkuii 3aci6.
KapTOHHI KOpoo6Li Cuctema
KOHTelHep/3aKynoptoBasbHWiA
3aci6. 3MiHa po3mipy ynakoBku
rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHW) - BBEAEHHSA [04aTKOBOI
ynakoBkn Ne100 (10x10), 6e3
3MiHU NEPBMHHOTO NakKyBaslbHOro
mMartepiany, 3 BignoBigHUMU
3MiHaMK y p. «YnakoBKa»
(BBEAeHHs 3MiH NpOTAroM 6-Tn
MicALiB Nicnsa 3aTBepIKEHHS)
269. | YPConiB kancynu no 250 wmr; no 10 Mera MaiicpcalieHci3 TainaHg Mera JflaiichcaiteHcis TainaHpg, BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/12805/01/01
kancyny 6nictepi; no 5 Mabnik KomnaHi Mabnik Komnani marepianis: 3MiHU | TUMY - 3MiHW
ab6o no 10 6nictepiB y Nimiteq Nimiten oo 6e3snekn/edeKTMBHOCTI Ta
KapTOHHiiA KOpo6Li thapmakoHarnsgy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. 3amiHa po3giny «IpadivHe
0hOPMNEHHS YNaKOBKU» Ha
po3ain «MapkyBaHHs» B MKA N13:
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHA. TepMiH BBELEHHS
3MiH: NPOTArom 6 Micauis 3 gatu
3aTBEPAKEHHS
270. | ®A3/MNOAEKC pO34nH ANA iH'ekuiid, 250 AcTpa3eHeka HOK Benuka Brpo6HuK Himeuunna/ BHECEHHS 3MiH 0 peecTpaLliiiHux | 3a peyenmom UA/5440/01/01
Mr/5 M1, N0 5 M po3UnHy Nimiten BpuTaHis niKapcbkoro 3acoby Benvka MaTtepianis: 3miHu 1l TUNYy - 3MiHK
B nonepesHb0 "in bulk", nepBrHHa BpuTaHia Lof0 6e3nekn/ed)eKTMBHOCTI Ta
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3arnoBHEHOMY CK/ITHOMY yMnaKoBka, thapmakoHarnsagy. 3mMiHu y
LUMPWLI 3 KOHTPOIEM Bi3yasbHUI TepaneBTUYHMX NOKa3aHHAX
nepLLoro BigKPUTTS; No 2 KOHTPO/1b, KOHTPO/Ib (hopaBaHHs HOBOTO
nonepegHbO 3anoBHeHI AKOCTI 3a TepaneBTUYHOTO MokasaHHs abo

LUNPULM B KOHTYPHIi
YapyHKOBIli ynakoBLj 3
ABoma 6e3nevyHnmmn
ronkamu «BD
SafetyGlide™»; no 1
KOHTYPHIli YapyHKOBIi1
yMaKkoBLi B KAPTOHHIl
Kopobui

nokasHMKaMu: onwc,
iaeHTuikauis,
KiflbKicHe
BU3HAYEHHS
ynBecTpaHTy,
NpoAyKTU
Aerpagauii, 06°em
iH eKuiT B
KOHTeliHepax,
MeXaHiuHi
BK/TIOYEHHS
(HeBMAMMI YacTkm),
CTEpPUIbHICTD,
©HA0TOKCUHM,
oyHKLiOHaNbHe
BMNpobyBaHHA PFS,
BMICT eTaHony,
BMICT CnMpTy
6eH3110BOro, BMIiCT
6eH3nnbeHsoara:
BetTep ®apma-
®epTuryH N'mbX Ta
Ko. KI', HimeuunHa;
BUpOo6GHNK,
BiANOBiAa/bHWIA 3a
BTOPWHHY YNaKoBKY,
KOHTPO/1b SIKOCTI,
BWMYCK Cepil:
AcTpa3eHeka tOK
NimiTen, Benvka
Bputatis;
Bnpo6HYK,
BiANOBigabHNIA 3a
Bi3yasibHUIA aHani3:
BeTTep ®apma-
®epTuryH M'mbX ta
Ko. KI', HimeuuunHa;
Bnpo6HYK,
BiANOBigabHNIA 3a
TecTyBaHHSA
CTepWIbLHOCTI:
BetTep ®apma-
®epTuryH N'mbX Ta
Ko. KI', HimeuunHa;
BUpPOGHKK,

3MiHa Y 3aTBEpAKEHOMY
nokasaHHi) 3MiHU BHECEHO 0
IHCTPYKUIiT AN MefuuHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
0o posginis "lMokasaHHs",
"®apMakosioriyHi BnacTneocTi”,
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3u",
"Mo6iuHi peakuji". BBeAeHHS 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPLKEHHSA. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapMakoHarnagy. 3miHn y
KOPOTKIiil xapaktepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii AnA
MeJMNYHOro 3aCTOCyBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
AKOCTi, AOKMIHIYHUMM, KIHIYHUMUN
JaHVMU Ta faHuMK 3
hapmakoHarnsgy - 3miHM BHeCEHO
00 IHCTPYKUiT ANS MeAUYHOro
3acTOCyBaHHSA NikapCcbKoro 3acoby
[0 po3ainy "3actocyBaHHs y
nepiopg, BariTHOCTi abo rofyBaHHs
rpyaare”. BBeaeHHs 3miH
NpoTArom 6-T MicAUIB micns
3aTBEPLKEHHSA. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapMakoHarnagy. 3miHn y
KOPOTKiil xapaktepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans
MeJMNYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
AKOCTI, AOKMIHIYHUMM, KIHIYHUMUN
JaHVMU Ta faHuMK 3
hapmakoHarnsgy - 3miHM BHECEHO
00 IHCTPYKUiT ANS MeAUYHOro
3acTOCyBaHHSA NikapCcbKoro 3acoby
[0 po3ainis "®apmMakosnoriyHi
BnactusocTi", "Mo6iuHI peakuir”.
BBefieHHs1 3MiH NpoTArom 6-Tn
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBigabHNI 3a
KOHTPOJIb AKOCTi (3a
noKasHMKamm
CTEpPUbHICTb,
MeXaHiuHi
BK/THOUYEHHS,
€HJO0TOKCUHMW):
BetTep ®apma-
depTuryH Nm6X ta
Ko. KI', HimeuunHa

MiCALIB NiCNA 3aTBEPLKEHHS.

271.

DPAPMALON®

Tabnetku, no 10 TabneTok
y 6nictepax; no 10
TabneTtok y 6nictepi; no 1
abo 3, abo 5 6nictepiB y
nauuj 3 KapToHy

AT "®dapmak”

YKpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvKa
peecTpavuiitHOro NocBig4YeHHs) -
3MiHa Ha3BW i agpecu 3asBHUKa
N3 (BBefeHHs 3MiH NpoTArom 6-
TV MiCALB NiCNa 3aTBEPAXKEHHS);
3MiHu | TUNYy - AOMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotosBoro
NiKapCcbKoro 3acoby, BK/OHaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeEHHS KOHTPOJIIO AKOCTI.
([isNbHICTb, 3a 5Ky BiANOBIZAaE
BMPOGHMK/iMNOpTEp, BKOYaUn
BUMYCK Cepilf) - 3MiHa Ha3BMK i
agpecv BupobHuka M3
(BBefeHHs 3MiH NpoTArom 6-Tu
MICALLIB MiCNA 3aTBEPKEHHS);
3MiHK | TUNY - 3MiHK Woa0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu);
3amiHa po3giny "MapKyBaHHs.
Bignosigae HagaHoMy TekCTy
MapKyBaHHS" Ha po3fin
«MapkyBaHHS1. 3rigHo
3aTBEPPKEHOrO TEKCTY
MapKyBaHHS1» B 3aTBEPAKEHNX
MKSA 3. 3MiHn BHECEHI B TEKCT
MapKyBaHHS YMakoBKV NikapcbKoro
3aco6y LWoA0 3a3HaYEeHHS
MDKHapPOAHUX NO3HAYeHb OAMHNULb
BMMIipIOBaHHA. BBeAeHHS 3MiH
NpoTArom 6-T1 MicALIB Micns
3aTBEPMAKEHHS; 3MiHVM | TUNy -

6e3 peyenma

UA/8183/01/01

206




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3MiHu 3 sKocTi. FoToBUi

nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y meTogax BUNpo6yBaHHSA
roTOBOrO JlikapcbKoro 3acoby (ans
npuBeLEeHHs y BiANOBIAHICTb 3
[®Y abo €sponeicbkoto
thapmakoneeto Ta BUNyYEHHS
nocuNaHHA Ha 3acTapinuii
BHYTPILLHI MeToA BUNPOOYBaHHS i
I0ro HoMep) - BHECEHHS 3MiH A0
Cneuudpikauii/MeTopgis
BunpobyBsaHHA 13 3a
napameTpoM “Mikpob6ionoriyHa
yucToTa', 30Kkpema: BUTyHeHHs
MOBHOrO OMMCY NMPOBEAEHHS
METOAWKM; [ONOBHEHHS
Bi4NOBIAHMM NOCUNAHHAM Ha
aitouy pegakuito 4dY; 3miHn | Trny
- 3MiHK 3 aKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikaiii
Ta/abo fonyCTUMUX MEeX roTOBOro
NiKapcbKoro 3acoby (iHLwi 3MiHu) -
3MiHa NepiogNYHOCTI KOHTPOSIO
13 3a noka3HMKOM
"MikpobionoriyHa uncrorta".
3aTtBepaKeHo: MikpobionorivHumia
KOHTPO/1b NPOBOAUTU BUBIPKOBO:
nepLuy Ta KOXHy N'aTy HacTynHa
cepii.
3anponoHoBaHo:
Mikpo6ionIoriuyHMi KOHTPO/b
npoBOAMTM BUBIPKOBO: NepLuy Ta
KOXHY TPUAUATY HACTynHy cepil,
ane He pigwe 1 pasy B pik; 3MiHu |
TUny - 3MiHK 3 skocTi. AdI.
KoHTponb A®L. 3miHa y MeToAax
BMnpo6ysaHHA A®| abo BUXigHOro
Marepiasy/nmpoMixXHOro
NpoAayKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA Y NPOLIEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMAXEHNX MeTodax
BUNPOOYBaHHS) - BHECEHHS 3MiH
no Cneuundpikauii/MeTogis
BMNpo6yBaHHA A®I MNapauetamon

3a nokasHukom "laeHTudikauis”,
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
30Kpema: BUJIyYEeHHs TeCTy

thapmakonei/MoHorpadii. 3mMiHu,
npuBELEHHS Y BiANOBIAHICTb A0
€BponeiceKoi hapmakonei, abo

iHLIOT HaujoHabHOT chapmakonel

BMNpobyBaHHA A®I Mapauetamon

ineHTudbikauii 3a TemnepaTypoto
nnaBfieHHs Bi4NOBIAHO BUMOT
MoHorpadii EP (Mepwa
iaeHTUdikauis); 3amiHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoONeichbkili
thapmakonei/MoHorpadii. 3mMiHu,
NnoB'sA3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii AdY abo
€BponeiceKoi hapmakonei, abo
iHLIOT HaujoHabHOT chapmakonel
nepxasu €C (3miHa y
cneumdikauisx, nos'asaHa 3i
3MiHamu B AdY, abo
€Bponeiicbkili hapmakonei, abo
iHWWI HaujioHanbHiv hapmakonei
nepxasun €C) - BHECEHHS 3MiH 10
Cneuudpikauii A®| Mapavuetamon
3a nokasHukom "CynpoBigHi
OOMiLLKM", 30KpemMa: NpuBeAeHHS
KpUTEpIiB NPUAHATHOCTI y
BiANOBIAHICTb 40 BUMOT
MoHorpadii EP; 3minu | Tuny -
3MiHu 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoONechbkili

NnoB'sA3aHi 3 HEOOXIAHICTIO
MoHorpadii AdY abo
nepxasun €C (iHLWi 3MiHW) -
BHECEHHS 3MiH 4o MeToay

3a nokasHukoMm "CynpoBigHi
OOMILLKK", 30Kpema: 3MiHN B

npo6oniAroToBLi PO34KMHIB, 3MiHU B
yMOBax XxpomarorpadyBaHHs,
3MiHM CK/1agy PO3YMHHKKA; 3MiHN |

TUny - 3MiHK 3 skocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo

BUXIiAHWIA/NPOMIKHWIA
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTBCSA y Npoueci
BUpo6HUUTBA AP (iHLLI 3MiHK) -
BBEJEHHS NepiogNYHOCTI
KoHTposo A®I AueTuncaniumnosa
KMcnoTa 3a NokasHukamu
"Mpo3opicTb po3ynHY",
"KonbopoBicTb po3unHy”,
"CynbhaTHa 30na" — «[Mpuiimatu
pesynbTaTyi KOHTPO/II0 BUPOBHYKA.
KOHTpO/1Ib NPOBOANTY AN51 KOXHOI
n'ATOl cepil, ane He piglwe ofHiel
cepii B pik»; 3MiHK | TUny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa
y MeTogax BunpobysaHHa AP abo
BMXifHOro marepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMHKEHNX MeTodax
BUNPOOBYBaAHHS) - BHECEHHS 3MiH
[0 MeTogis BUNpobyBaHHS Ans
A®| KodpeiH Big BUpo6HUKa
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA , 30Kkpema: 3a nokasHuKoM
"lpeHTudpikauis” Tect "Btparta B
Maci Npu BUCYLLYBaHHI" HE3HAYHI
3MiHV B NPUrOTYBaHHI PO3UnHy S;
3MiHU | TUNY - 3MiHK 3 AKOCTI.
CepTucpikat BignosigHocTi/TE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MOHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaIbHOT thapmakonei
aepxasun €C (iHLi 3MiHN) -
BHECEHHS 3MiH 0 MeTogy
BunpobysaHHs APl KodeiH 3a
nokasHukom "CynpoBigHi
OOMILLKM", 30Kpema: 3a3HayeHHs
cknagy Hepyxomoi gasu; 3MiHu B
p. MpugaTHicTb XpomatorpacivuHoT
CUCTEMMU; YTOUHEHHS HOPMYBaHHS
CYyMV IOMILLOK; 3MiHU | TURy -

3MmiHK 3 sKocTi. CepTudikar
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechbkili
thapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBMIEHOTO
cepTudpikaTa BignosigHocTi abo
BW/IyUYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei: ans A®l; ans
BUXiAHOIO
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMIXHOT pEYOBUHN
(cepTudpikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) -
OHoBreHuii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHMKA -
nojaHHs OHOBIEHOT0
CepTtudpikata R1-CEP 2012-148-
Rev 00 A®I MapaueTtamon Big Bxe
3aTBepxeHoro Bupo6Hrka HEBEI
JINENG (GROUP)
PHARMACEUTICAL CO., LTD.,
CHINA. 3aTtBepaxeHo: RO-CEP
2012-148-Rev 00
3anponoHoBaHo: R1-CEP 2012-
148-Rev 00; 3MiHuM | TUNY - 3MiHK 3
skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiAANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHoOCTi a6o
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoONeichbkili
thapmakonei: gna A®l; ana
BUWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLUTBI A®I; ans
[0MOMIXHOT pEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA -
NoAaHHs OHOB/IEHOTO
CepTtudpikata R1-CEP 2012-148-
Rev 01 A®I Napauetamon Bif Bxe

3aTBEpPKEHOro BUpo6HMKa HEBEI
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

JINENG (GROUP)
PHARMACEUTICAL CO., LTD.,
CHINA. Sk HacnifoK BUIy4YeHHs
KOHTPOJIIO SIKOCTi 3@ MOKA3HMKOM

"Baxki meTtanu"; 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoONeichbkili
thapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBMIEHOTO
cepTudpikaTa BignosigHocTi abo
BW/IyUYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei: ans A®l; ans
BUXiAHOIO
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMIXHOT pEYOBUHN
(cepTudpikaT BignoBigHOCTI
€Bponeiicbkii hapmakoner) -
OHoBreHuii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHMKA -
nojaHHs OHOBIEHOTO
CepTtudpikata R1-CEP 2001-210-
Rev 04 ans A®I
AueTuncaniumnosa KucnoTa Big,
B)XE 3aTBEPKEHOr0 BUPOOHMKA
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA. 3areBepgxeHo: R1-CEP
2001-210-Rev 03
3anponoHosaHo: R1-CEP 2001-
210-Rev 04; 3MiHW | TUny - 3MiHK 3
skocTi. CepTudpikar
BignosigHocTI/TE-cepTucpikat
BIANOBIAHOCTI EBpONenchbkili
thapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHoCcTi abo
BUyYEHHS cepTudikata
BiAANOBIAHOCTI EBpoNechkili
thapmakonei: gns A®l; ana
BUXiAHOIO
matepiany/peareHTy/npoMiKHOIo
NpPOAyKTY, L0 BUKOPUCTOBYIOTLCSA
y BUPOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudpikaT BigNoBigHOCTI
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoAaHHs OHOB/IEHOTO
CepTtudpikata R1-CEP 2001-210-
Rev 05 ans A®I
AueTuncaniumioBa KucoTa Big,
BXe 3aTBEePPKEHOro BUPO6HMKa
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA. Sk HacnifoK BUNyYeHHs
KOHTPOJIIO0 AKOCTi 3@ NOKa3HUKOM
"Baxxki meTtanu"; 3miHu | Tuny -
3MiHn 3 sKocTi. CepTudikar
BignosigHocCTI/TE-cepTucpikat
BIANOBIAHOCTI EBpONenchbkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHoCcTi abo
BUyYEHHS cepTudikaTa
BiAANOBIAHOCTI EBpoNechkili
thapmakonei: gns A®l; ana
BUXiAHOIO
matepiany/peareHTy/nPoOMiKHOIo
NpPOAyKTY, L0 BUKOPUCTOBYIOTLCSA
y BUPOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOrO BUPOGHYKA -
nofaHHs OHOB/IEHOTO
Ceptucpikata R1-CEP 2003-027-
Rev 03 gna A®l KocbeiH Big BXxe
3aTBEPKEHOI0 BUPOGHMKA
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA. Sk HacnifoK BUNyYeHHs
KOHTPOJIIO0 AKOCTi 3@ NOKa3HUKOM
"Baxki meTanu". 3aTBepakeHo:
R1-CEP 2003-027-Rev 02
3anponoHosaHo: R1-CEP 2003-
027-Rev 03; 3MiHW | TUMy - 3MiHK 3
akocTi. A®l. KoHTponb A®I (iHwi
3MiHW) - BUyYEHHS KOHTPO/I0
akocTi 3i Cneuudikauii / MeTogis
BMNpobyBaHHA A®I Mapauetamon
3a NOKa3HWMKOM "PO34MHHICTL" Bif
BMpo6Huka HEBEI JINENG
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

(GROUP) PHARMACEUTICAL
CO., LTD., CHINA.; 3miHu | Tuny -
3MiHu 3 siKocTi. APl. KoHTponb
A®I (iHWi 3MiHN) - BUNYYEHHS
KOHTpO/It0 sKOCTi 3i Cneuumdpikauii /
MeTogis BunpobyBaHHs API
MapaueTamon 3a NoKasHMKOM
"PO34mMHHICTBL" Bif BUPOGHMKA
ANQUIL LU'AN
PHARMACEUTICAL CO., LTD.,
CHINA, 06yMOBnEHO TVM, LU0
nokasHuK He 060B'A3KOBUM Ta Ma€e
iHthopmaTnBHWIN XxapakTep; 3MiHu |
TUny - 3MiHK 3 skocTi. AdI.
KoHTposnb A®I (iHLWi 3MiHK) -
BW/TyYEHHSI KOHTPOJO SKOCTI 3i
Cneuudpikauyii / MeTopgis
BMNPO6YyBaHHA AdI
AueTuncaniyunosa kucnota 3a
NMOKa3HNKOM "PO34YMHHICTL" Bif
Bupo6bHMka SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA 06ymoBneHO TUM, L0
nokasHuK He 060B'A3KOBUM Ta Mae
iHchopMaTnBHWI XapakTep.; 3MiHN
| TMny - 3miHK 3 AkocTi. ADI.
KoHTposib A®I (iHLWi 3MiHK) -
BW/TyYEHHSI KOHTPOJO SKOCTI 3i
Cneuudpikauyii / MeTopgis
BunpobysaHHs APl KodeiH 3a
NoKasHUKOM "PO3UMHHICTL" Big,
BMpo6HMka SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA 06ymoBnieHo TUM, L0
nokasHWK He 060B'A3KOBUM Ta Ma€e
iHchopMaTunBHMI xapakTep; 3MiHK |
IRy - 3MiHu 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
MaTepiany/npoMiXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMHKEHNX MeTodax
BUNPOBYBaAHHS) - BHECEHHS 3MiH
[0 MeTogis BUNpobyBaHHSA Ans
A®| KodpeiH Big Bupo6Huka JILIN
SHULAN SYTHETIC PHARM.
CO,, LTD, CHINA, 30kpema: 3a
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nokasHukom "laeHTudikauis" tect
"BTpaTta B Maci npy BUCYLLYyBaHHi"
He3HauHi 3MiHW B NPUroTyBaHHi
po3unHy S; 3miHu | TUny - 3MiHK 3
skocTi. CepTudpikar
BignosigHocTI/TE-cepTucpikat
BIANOBIAHOCTI EBpONenchbkili
hapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHoCcTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei: gns A®l; ana
BUXiAHOIO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS
y BUPOGHULUTBI A®I; ans
[L,0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOrO BUPOGHYKA -
MogaHHA OHOBIEHOTO
Ceptucpikata R1-CEP 2000-124-
Rev 08 ans A®l MapaueTtamon
ANQUIL LU'AN
PHARMACEUTICAL CO., LTD.,
CHINA. K HacnifokK BUNyYeHHs 3i
cneuudikaLii KOHTPOIO 3a
noKasHUKoM "Badkki metanmn".
3artBepaxeHo: R1-CEP 2000-124-
Rev 07. 3anponoHosaHo: R1-CEP
2000-124-Rev 08

272.

O-TENb®

renb, 25 mr/r; no 30 ry
Ty6i; no 1 Ty6i B nayw,j

MpAT
"®apmaueBTnyHa
hipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
dipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta

hapmakoHarniagy - 3amiHa
po3giny «IpadpiuHe odpopmneHHs
yNakoBKM» Ha «MapKyBaHHsI» B
3aTBepmkeHnx MKA N13.
3anponoHoBaHo: MAPKYBAHHA
BignosigHo o 3aTBEpPKEHOrO
TEKCTY MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHGhopMauii Woa0
3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH MPOTAroM 6-Tu

3a peyenmom

UA/8589/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MicSLiB NicNs 3aTBEPAKEHHS

273.

PE3AM®

Kancynu teepai no 10
Kancyn y 6nictepi, no 2
abo 6 6nicTepiB y
KapTOHHIA KOpoo6Li

TOB «TeBa YkpaiHa»

YKpaiHa

BankaHdapma-
AOynHuusa AT

Bonrapis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny -
AAMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOT AibHNL
(Brtovatoun ginbHuui ans Adl,
NPOMIXXHOr0 NPOAYKTY abo
roTOBOro Nikapcbkoro 3acoby,
AiNbHUL 415 NPOBEAEHHS
nakyBaHHs1, BUPOOHNMKa,
BiANOBIAA/ILHOrO 3a BUMNYCK Cepil,
MicLie NpoBeAEHHSA KOHTPOII0
cepii) abo nocTavasibHMKa
BUXIAHOIO MaTepiasty, peareHTy
ab0 JONOMIXKHOT PevyoBUHN (SKLLO
3a3HayeHo y foCbe) BunyyeHHs
BUPOOHVKa rOTOBOTO /liKapCbKOro
3acoby AT «dapmaLeBTyHa i
XimiuHa IHaycTpis, 3gpaBne»,
Cepbis. BBegeHHS 3MiH MPOTSArom
6-TV MicsLIB NiCNsA 3aTBEPLPKEHHS.

3a peuenmom

UA/3371/01/01

274.

®EPBEKC ANAl
ITEN

MOPOLLIOK /151 OPasILHOrO
po3uunHy, 8 calle y
KapTOHHiiA KOpo6L

YMNCA CAC

PpaHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Yy3arasIbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHVKA AN 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHA Bif, yNTOBHOB&XeHOI
ocobw, BigNoBiAabHOT 3a
3[jliCHEeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa

YMOBHOB&XEHOT 0CO6Y 3as1BHMKA,

BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy: MNponoHosaHa
pepakuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX JaHuUX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA,

6e3 peyenma

UA/7600/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 3a 3AiiCHEHHS
dhapmakoHarnsgy

275.

®EPBEKC 4514
AOPOCNX

NOPOLLOK A/19 OpasIbHOr0
po3uunHy; 8 cawe y
KapTOHHIA KOpoo6Li

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHLis

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOT 33 3iICHEHHS
hapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHS dhapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa

YMNOBHOBaXeHOT 0CO6U 3as1BHMKA,

BigNoBiga/IbHOI 32 34jACHEHHSI
dhapmakoHarnsgy: MponoHosBaHa
pepakuis: Lilit Khatchikian, MD,
MS. 3MiHa KOHTAKTHUX JaHnNX
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAAILHOT 33 34iICHEHHS
dhapMakoHarsgy

6e3 peyenma

UA/7741/01/01

276.

®EPBEKC A/1Al
JOPOC/NX
BE3 LYKPY

MOPOLLOK 1151 OpasIbHOro
po3uunHy, no 8 cawe 3
MOPOLLKOM Y KapTOHHIl
KopooLi

YINCA CAC

PpaHuin

YINCA CAC

PpaHuin

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa yNMOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAabLHOT 3a
3pjiicHeHHs chapmakoHarnaay
(BK/1KOYAKOYM KOHTAKTHI AaHi)

6e3 peyenma

UA/5441/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ta/abo 3MiHW Yy PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
dhapmakoHarnsgy: MponoHoBaHa
pegakuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX JaHNX
YNOBHOBaXEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
dhapmakoHarnsgy

2717.

®EPBEKC 4514
AOPOCNX 3
MAMNHOBUM
CMAKOM

NOPOLLOK A/191 OpasIbHOr0
po3uunHy, 8 cawe y
KapTOHHiA KOpoo6Li

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHLis

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAAILHOT 33 34iICHEHHS
hapmakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHA Bif, yNOBHOBaXXeHOI
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEHHST dhapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnagy)- amiHa

YMNOBHOBaXeEHOT 0CO6U 3as1BHMKA,

BigNoBiga/IbHOI 32 34jACHEHHSI
dhapmakoHarnsgy: MponoHosBaHa
pegakuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTAKTHUX JaHnNX

YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOT 33 3iICHEHHS

dhapMakoHarsgy

6e3 peyenma

UA/3128/01/01

278.

DEPOKCUJ,

pO34nH ANa iH'ekuiid, mo 20
mr/mn, no 5 mn B amnyni;
no 5 amnyn B naui 3
KapToHYy

M.BioTek JlimiTeq

Benvka
BpuTtaHis

XENM C.A.

Mpeuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

BHeceHHs 3MiH 40 po3giny
«MapkyBaHHA» MKHA /13.
3anponoHosaHo: MAPKYBAHHA.
3rigHO 3aTBEPAXKEHOrO TEKCTY

MapKyBaHHS. OHOB/IEHHSA TEKCTY

3a peyenmom

UA/15804/01/01
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

3acoby

TOB TeBa

Monbwa

MapKyBaHHS YMakoBK/ NikapcbKoro
3aco6y 3 BHECEHHSAM iHchopMmalii
LLIO0A0 3a3HAYEHHS OANHNLb
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsrom 6-Tn
MiCALIB Nicna 3aTBepKEHHS
BHECEHHS 3MiH 4O peecTpauiiHnx

3a peyenmom

UA/6800/01/01

279.

®IHNENCUH®

Tabnetku no 200 mr no 10
Tabnetok y 6nictepi, no 5
6nicTepis y KOpoobLi

TeBa ®apmaueBTikan
IHpacTpi3 T4,

I13painb

OnepeiiwH3 MNonaHg,

mMartepianis: 3miHu | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta
hapMakoHarsagy. - 3MiHu
BHECEHO B iHCTPYKL,il0 AN
MeJMYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby o po3ainis
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAm
B3aemMogii", "OcobnnBocCTi
acTocyBaHHs", "Cnoci6
3aCcTOoCyBaHHA Ta f03n"
(AonoBHeHO iHGhopMaLieto 3
6e3neku), "OiTn" (3MiHEHO BiK
[iTeld, 3 AKOro 3aCTOCOBYETLCA
nikapcbKuii 3acid, a came:
3aTBEPAKEHO: 3 5 pPOKiB;
3anpornoHoBaHo - 3 6 pokis),
"Mo6ivHi peakuii" BigNoBigHO A0
OHOBNEHOT iHhopMaLii 3 e3neku
3aCTOCYBaHHS fil040I PevyoBUHM
nikapcbkoro 3acoby. BeeaeHHsi
3MiH NpoTArom 3-X MicALiB nicns
3aTBEPKEHHSA
BHECEHHS 3MiH A0 peecTpaLinHmx

3a peyenmom

UA/9848/01/01

280.

®IHNENCNH®
200 PETAPA

TabneTkn NPosIOHroBaHoI
4ii no 200 wr, no 10
Tabnetok y 6nictepi; no 5
abo 10, abo 20 6nicTepis
y Kopo6uj

Tesa PapmareBTikan
IHpacTpi3 T4,

13painb

TOB TeBa
OnepeiiwH3 MNonaxg,

Monba

martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1M BHECEHO
B IHCTPYKLiO AN MeMYHOro
3acToCyBaHHSA MikapcbKoro 3acoby
[0 po3gainis "B3aemogis 3 iHWNMK
nikapcbkuMK 3acobamu Ta iHLWi
BMAM B3aemogiit”, "OcobnmeocTi
acTocyBaHHs", "Cnoci6
3aCcToCyBaHHA Ta fo3n"
(AonoBHeHO iHdopMaLieto 3
6e3neku), "OiTn" (3MiHEHO BiK
[iTell, 3 AKOro 3acTOCOBYETLCA
nikapcbkuii 3aci6, a came:
3aTBepAXeHO: 3 5 pokiB;
3anponoHoOBaHo - 3 6 PokiB),
"Mo6iuHi peakwyii" BigNoBigHO A0

OHOB/IEHOI iHdhopMaLii 3 6e3nekn
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aCTOCYBaHHSA Ait040i peHOBUHMN

nikapcbKoro 3acoby. BBegeHHs

3MiH NpoTArom 3-X MicALiB nicns
3aTBEPAKEHHS

281.

®IHNENCUNH®
400 PETAPJ,

TabneTky NPosIOHroBaHol
Aii no 400 mr, no 10
TabneTtok y 6nictepi; no 5
a6o 10, abo 20 6nicTepis
y Kopobuj

TeBa ®apmaueBTikan

IHpacTpi3 /T4,

13painb

TOB TeBa
OnepeiiwH3 MonaHg,

MonbLa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta

hapmakoHarnagy. 3miHa y
KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi An1A
Me/[IMYHOro 3acTOCyBaHHSA Ha
nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHS NiKapcbKoro 3acoby
B nicnspeecTpavjiiituii nepiog, abo
SIK pe3y/ibTar OLiHKN 3BITY 3
AocnimkeHb, NPoBeAeHNX
BIZANOBIAHO A0 nnaHy
negiatpnyHmx gocnigxkeHns (PIP)
(iHWi 3MiHW) - 3MiHW BHECEHO B
IHCTPYKLi0 ANA MenyHOro
3aCcTOCyBaHHS /likapcbKoro 3acoby

[0 po3ginis "B3aemMogis 3 iHWMMK
nikapcbknumy 3acobamu Ta iHLi
BMAM B3aemogiin”, "Oco6mBoCTi

3acTocyBaHHs", "Cnoci6
3aCcTOoCyBaHHA Ta f03n"
(AonoBHeHO iHGhopMaLieto 3
6e3neku), "OiTn" (3MiHEHO BiK
[iTeld, 3 AKOro 3aCTOCOBYETLCA
nNiKkapcbKuiA 3acid, a came:
3aTBEPAKEHO: 3 5 pPOKiB;
3anpornoHoBaHo - 3 6 pokis),
"Mo6ivHi peakuii" BigNoBigHO A0

OHOBJIEHOI iHChopMalLii 3 6e3nekn
3aCTOCYBaHHS fil04O0I PevyOoBUHM
nikapcbkoro 3acoby. BeeaeHHsi
3MiH NpoTArom 3-X MicALiB nicns

3aTBEPPKEHHS.

3a peuenmom

UA/9848/01/02

282,

®/TIABOBIP®

cupon no 30 ms, abo no
50 mn, abo no 60 mny
onakoHax 3 cknia abo
nnacTvky; no 1 dpnakoHy
pasoMm 3 [,03Y40t0
EMHICTIO y nayui 3
KapTOHHY

TOB "HBK "Exodpapm"

YKpaina

TOB "HBK
"Exohapm”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHAM

iHdhopMmauii Woa0 3a3Ha4YeHHs

6e3 peyenma

UA/5510/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBe€HHS 3MiH NpoTArom 6-Tu
MicALiB nicnsa 3aTBepKEHHS

283.

®JIOKCAN®

Kpansi o4Hi, posunH 0,3 %;
no 5 mny dnakoHi 3
KpanenbHuLeto; no 1
donakoHy 3 KpanenbHULe
B KapTOHHI kopobui

TOB "Bayw Xenc"

Ykpaina

Op. F'epxapg MaHH,
Xewm.-chapm. Pabpuk
M6X

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMauii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH go po3giny MKA:
"padhnyeckoe ochopmneHune
ynakosku. MponoHoBaHa
pegakuisi: MapkyBaHHs.
BignosigHo [0 3aTBEPAKEHOTO
TEKCTY MapKyBaHHS.
TepMiH BBEAEHHS 3MiH NPOTAroM 6
MiCALiB Nicna 3aTBepIpKEHHS

3a peyenmom

UA/8528/01/01

284,

®JTIOKCAN®

Kpanni o4Hi, po3unH 0,3 %;
no 5 mn y chnakoHi 3
KpanenbHuLeto; no 1
donakoHy 3 KpanenbHULe
B KapTOHHI kopobuj

TOB "bayw Xenc"

YkpaiHa

Ap. F'epxapg MaHH
Xewm.-chapm. Pabpuk
rM6X

HimeuunHa

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/ILHOT 32 3iICHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, yNOBHOBaXeHOI
ocobw, BigNOBiAabHOT 3a
3[jicCHeHHs hapmakoHarnagy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy) - amiHa

YMOBHOBaXEHOT 0CO6V 3asBHMKA,

BiANOBIAA/IbHOI 32
hapmakoHarnag,.

MponoHoBaHa pepakuis: bapmiHa

aHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
ocobw, BiANOBiAaIbHOI 3a

3a peyenmom

UA/8528/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

hapmakoHarnag. 3miHa Homepa
MacTtep-caiina cuctemu
dapmakoHarnsgy

285.

®JIOKCAN®

Ma3b 04Ha 0,3% no 3ry
namiHoBaHii Ty6i; no 1
Ty6i B KAPTOHHI KOpoo6Li

TOB "Bayw Xenc"

Ykpaina

Op. F'epxapg MaHH,
Xewm.-chapm. Pabpuk
M6X

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeeaeHHsi abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsagy); 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
hapmakoHarnag.

MponoHoBaHa pepakuis: bapmiHa

aHHa OnekcaHpgpiBHa. 3MiHa

KOHTaKTHUX A@HWX YNOBHOBaXKEHOI

ocobw, BigNoBiAa/IbHOT 3a
thapmakoHarnag. 3miHa Homepa
MacTtep-caiina cuctemu
dhapMakoHarsgy

3a peyenmom

UA/8528/02/01

286.

®J1I0TTO

Kpanni ByLWHi no 15 mn
po3unHy y dhNakoHi-
KpanenbHuLj; no 1
dhnakoHy-KkpanenbHuLi y
KapTOHHiiA KOpo6L

[enbta Megiken
MpomoyLH3 Al

LLiBeiiuapis

K.O. Pomdapm
KomnaHi C.P.J1.

PymyHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNy -
nofaHHs OHOBNIEHOTO
CepTudbikaty BignosigHOCTI
€Bponeiicbkiii hapmakonei R1-
CEP 1996-020-Rev 07(nonepegHs
Bepcisa R1-CEP 1996-020-Rev 06)
Bif, BXeE 3aTBEPKEHOrO
BMpOo6HMKAa MOEHS CATALANA
S.L., IcnaHia gnsa A®l nigokaiHy
rigpoxnopuay i3 BBeEHHAM
[04aTKoBOT AinbHULi MOEHS
BCN, S.L., IcnaHis; 3MiHu | Tuny -
NoAaHHA OHOB/IEHOTO
CepTudikaty BignoBigHOCTI

6e3 peyenma

UA/15844/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

€Bponeiicbki hapmakonei R1-
CEP 2002-093-Rev 03
(nonepepaHs Bepcis R1-CEP 2002-
093-Rev 02) Bif BXE
3aTBEPKEHOr0 BUPOGHUKA
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
Kutaii gns A®| doeHasoHy

287.

DIIYTAMI],

Tabnetkn no 250 mr no 21
Tabnetyi y 6nictepi; no 4
6nicTepn B KapTOHHIi
Kopoo6ULi

OpioH KopnopeiiLuH

PiHNAHAIA

OpioH KopnopeiiwH,
DiHNAHLgIA
(AnbTepHaTUBHUIA
BUPOBHUK, LLIO
3[iiCHIOE MEPBUHHE,
BTOPWHHE
nakyBaHHS Ta
BUNyckK cepii); OpioH
KopnopefiwH,
PiHNAHAiA
(BpO6HMK, Lo
3[iliCHIO€E BCI
BMPOGHMUYI cTagii, 3a
BUHATKOM BUMYCKY
cepir)

PiHNAHAIA

BHECEHHS 3MiH [JO peecTpaLifiHnX
marepianis: 3miHu | Tuny -
noJaHHA OHOB/IEHOTO cepTudlikaTy
BiNOBIAHOCTI €BpONelicbKol
thapmakonei Ne R1-CEP 2002-
134-Rev 03 Big yxe
3aTBEpPKEHOro BUPO6HMKa API
dnyTamigy BMpobHULTBa Fermion
OY, ®iHnAHAiA (3aTBEpLXKEHNI
cepTudikart BiAnNoBIiAHOCTI
€poneiicbkoi thapmakonei Ne R1-
CEP 2002-134-Rev 02). B
OHOBMIEHOMY cepTucpikati 6yno
NepernsHyTO HaCTYMHi MyHKTU:

- Risk Management Summary gns
efleMeHTapHnX AOMILLIOK
BKJ/THOYEHWIA y BiANOBIAHOCTI A0
sumor ICH Q3D. - Agpec
BMPOGHNYOI AiNbHULj 6yB
BMNpaBieHnin 3 OpioHIHTIe Ha
OpioHiHKaTy. Lis 3miHa
06yMoB/ieHa TunorpadivuHoo
NOMWJIKOO, MPO 5Ky 6y0
NPOiIHPOPMOBAHO YNOBHOBaXEHI
opraHu nig, yac nonepesHboi
nogadi oHossieHoro CEP (CEP Ne:
R1-CEP 2002-134-Rev 02) Ta
HeMage XO/HOro BM/MBY Ha
BMPOGHMYI onepaviii CTOCOBHO
hnytamigy. Bupo6Huya AinbHuui
He 3miHunacs - posgin 3.2.5.4.1
«Cneumndikauisi» 6yB OHOB/IEHWI
3rigHO Aitoyoi MoHorpagii
€sponeiicbkoi Papmakonei. 3MiHn
He BM/IMBaKOTb Ha SKICTb, 6e3neky
Ta epeKTUBHICTb NiKapCbKOro
3acoby

3a peyenmom

UA/0488/01/01

288.

DNYUNHAP®

renb, 0,25 mr/r; no 15ry
Ty6i; o 1 Ty6i B KApPTOHHIlA
Kopoo6Ui

TOB "bayw Xenc"

YKpaina

dapmsasog Enbda
AT.

Monba

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edekTMBHOCTI Ta

3a peyenmom

UA/2878/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnsgy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YyNOBHOBaXeHOI
ocobw, BiANOBiAaIbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemun
hapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0CO6V 3as1BHMKA,
BiANOBiAA/bHOI 32
hapMakoHarnsag.
MponoHoBaHa pepakuis: bapmiHa
aHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
ocobw, BiANOBIAa/IbHOT 3a
thapmakoHarnsg.3miHa Homepa
macTep-chaiina cuctemm
thapmakoHarnsgy

289.

DPNYUMNHAP®

Masb, 0,25 mr/r; no 15ry
Ty6i; No 1 Ty6i B KAPTOHHIlA
Kopobui

TOB "bayw Xenc"

YKpaiHa

$apmsasog Enbha
AT.

MonbLa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/ed)eKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
dhapmakoHarsiagy) - 3miHa

3a peuenmom

UA/1720/01/01

223




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBiAA/bHOI 32
hapMakoHarnsag.

MponoHoBaHa pepgakuis: bapmiHa

aHHa OnekcaHgpiBHa. 3miHa

KOHTaKTHUX A@HNX YNOBHOBaXKEHOI

ocobw, BiANOBIAa/IbHOT 3a
thapmakoHarnsg,. 3miHa Homepa
macTep-chaiina cuctemm
thapmakoHarnsgy

290.

PNYUMHAP® N

mMasb no 15 ry Ty6i; no 1
Ty6i B KAPTOHHI KOpoo6Li

TOB "bayw Xenc"

YKpaina

$apmsasog Enbha
AT.

Monba

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUNY - 3MmiHa
YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
hapmakoHarnsg. MponoHosaHa
pegakuisi: bBapmiHa MaHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeEHOT 0cobu,
BiAMNOBIAA/IbHOT 32
thapmakoHarnag. 3miHa Homepa
MacTtep-caiina cuctemu
dhapMakoHarsgy

3a peuenmom

UA/2879/01/01

291.

DOPTALE®D

MOPOLLOK /151 PO3UNHY
ANs iH ekuiin, no 500 wmr,
no 1 a6o no 10 dp1akoHiB 3
MOPOLLUKOM Y KapTOHHilA
Kopoo6Li

IPKEHO®APM T/,

Benvka
BpuTtaHis

HCHC Xe6eli
XyamiH
dapmachboTikan
KomnaHi Mimiteq,

Kutait

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: TEXHIYHa NOMUIIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - TeXHIYHY
NMOMW/IKY BUNPAaB/IEHO B [HCTPYKL,i
O719 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gini
"Cnoci6b 3acTocyBaHHs Ta go3n" Y
Tabnmui 2; 3anponoHoBaHo: 2 1
BHYTPILLHLOBEHHO
(3acTocoByeTbCA B KOMGIiHALLT 3
METPOHIAa3onom). Y tabnuui 4;
3anponoHOBaHO: HYTPILLHbOBEHHE
BefieHHs 1000 mr/chnakoH
BHyTpilWHbOM'A30BE BBEAEHHS
1000 mr/chnakoH. 3a3HaveHe
BUNpaB/ieHHS BignoBigae
martepianam peecTpauiiiHoro
[0Cbe

3a peyenmom

UA/16854/01/01

292,

®OPTALE®

NOPOLLOK A9 PO3UNHY
ONs1 i ek, no 1000 wr,
no 1 a6o no 10 nakoHis 3
NOPOLLKOM Y KapTOHHilA
KopooLi

IDKEHO®APM /T,

Benvka
BpuTtaHis

HCMC Xe6el
XyamiH
dapmachbioTikan
Komnani Mlimiteq

KuTait

BHECEHHS 3MiH O peecTpaLiiHmnx
mMarepianis: TEXHIYHa MOMWIIKa
(3rigHo Haka3y MO3 Big
23.07.2015 Ne 460) - TexHiuHy
NOMWJIKY BUNPAaB/IEHO B IHCTPYKL,i
0119 MeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gini
"Cnocib 3acTocyBaHHs Ta gosun" Y

3a peyenmom

UA/16854/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Tabnuui 2; 3anponoHoBaHo: 2 T
BHYTPILLHLOBEHHO
(3acTocoByeTbCA B KOMGIHALLT 3
METPOHIAa30nom). Y 1abnuui 4;
3anponoHOBaHO: HYTPILLHbOBEHHE
BefieHHs 1000 mr/dpnakoH
BHyTpilWHbOM'A30BE BBEAEHHS
1000 mr/chnakoH. 3a3HaueHe
BUNpaBfeHHs Bignosigae
marepianam peecTpauiiHoro
[0CbE
293. | POTUN® Kpanni o4Hi; no 5 mny CaHTeH AT PiHNAHAIA MaHyhakTypiHr HigepnaHngn BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/2384/01/02
POPTE noslieTuIeHoBOMy MaxkariHr ®apmaka | ®diHnAHgISA marepianis: 3MiHU | TUMY - 3MiHK
donakoHi-kpanenbHuLi, no (MNo®) b.B., Loao 6e3nekn/edyeKTUBHOCTI Ta
1 h1lakoHy B KapPTOHHiiA Higepnanaun hapmakoHarnagy. BeeaeHHs abo
Kopo6ui (anbTepHaTUBHMIA 3MiHM [0 y3arasibHeHVX AaHuxX Npo
BUPOGHWK, cuctemy dhapmakoHarnagy
BiANOBIAaNbHUIA 3a (BBEAEHHSA Y3araslbHEHUX AaHuX
BTOPWHHE npo cucTemy hapmakoHarnsgy,
nakyBaHHs); 3MiHa YNOBHOB&aXXEHOT 0co6M,
Hekct®apma AT, BiANOBIAAILHOT 33 34iICHEHHS
DiHNAHLgIA hapmakoHarnagy; KOHTaKTHoI
(BUPOGHUK, ocobu 3 hapmakoHarnagy

BiANOBIfaNbHWUIA 3a
BMPOBHMUTBO in
bulk, nepBuHHy Ta
BTOPWHHY YNaKoBKY,
KOHTPO/Tb SIKOCTI);
CaHTeH AT,
PiHNAHAiA
(BUPOGHWMK
BiANOBiAaNbHWIA 3a
BUMNYCK cepil)

3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHA Bif, yNOBHOBaXXeHOI
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEHHST dhapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI
ocobw, BigNoBiAa/IbHOT 3a
thapmakoHarnag,. 3miHa
KOHTaKTHOI 0COBU YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a thapmakoHarnsg, B YkpaiHi.
MponoHoBaHa pepakuis:
CaBueHko AmnTtpo. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6U YNOBHOBaXXEHOI 0CO6YU
3as1BHVIKA, BignoBiAa/IbHOT 32
thapmMakoHarnag B YkpaiHi. 3miHa
MiCLie3HaxXOMKEHHS MacTep-
tharina cuctemmn
thapmakoHarnagy. 3miHa micus
3[ilACHEHHSI OCHOBHOI AifA/IbHOCTI 3
dhapMakoHarsgy
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

294,

DYPACON

obnonickysay, MOPOLLOK
0,1 r/naketTvk no 1 r
npenapary y naketuky, no
15 nakeTukiB y nayui

AT "OnaiiHchapm"

Natsis

AT "Onaiincpapm"

Nartsia

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAa/IbHOT 3a
3AjiCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa

KOHTaKTHOT 0COBU YNOBHOBaXXEHOT

0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (hapmakoHarnsg B YkpaiHi.
[itoua pepakuis. NponoHoBaHa
pegfakuis: Mpuckoka AHApIN
Onerosuy. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0co6u
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
hapmakoHarnsg B Ykpaini

3a peyenmom

UA/1627/01/01

295,

XxnopooininTt
®

PO34UH OAiliHWIA, 20 Mr/miT;
no 25 mn a6o 30 mny
donakoHi; no 1 dpiakoHy y
nauvui

MAT "Tanuucapm”

YKpaiHa

MAT "lranuudapm"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
mMarepianis: 3MiHu | TMny - 3MiHK 3
AkocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasbHWiA
3aci6. 3miHa y 6e3nocepeHili
ynakoBLi A®| - BHECEHHS 3MiH 40
marepianis peecTpauiiiHoro Aockbe
N3 Xnopoinint®, po3ynH
onifiHuiA, 20 mr/mn, a came
YTOYHEHHSA onucy ynakosku A®I
XnopodininTy ekCTpakT rycTuii
(cybcTaHuis); 3anponoHoBaHo: Mo
20 - 50 kr y 604ky nonimepHi
eMKicTio 50 1. Ha KoxHy 604Ky
HakNeTb ETUKETKY

6e3 peyenma

UA/4551/01/01

296.

X10PO®ININT
Y EKCTPAKT
rycTtun

€KCTPaKT rycTuii
(cybeTaHuis) y 604kax
nosiMepHuX ans

MAT "Tanuuchapm”

YKpaiHa

MAT "lranuudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHu | Tvny - 3MiHK 3
AkocTi. A®l. Cuctema

UA/9744/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BMPOGHMLTBA KOHTeWHep/3aKynoptoBasbHWi
HEeCTepPW/IbHUX JTiKapCbKMX 3aci6. 3miHa y 6e3nocepesHiii
hopMm ynakoBLi A®| - BHECEHHS 3MiH 10
mMaTtepianis peecTpayiiHoro gockbe
A®I, 3 BiANOBIAHNMY 3MiHAMU A0
p. «¥YnakoBka» MKA /13, a came
YTOYHEHHS ONMCY YNaKoBKMK;
3anpornoHoBaHo: Mo 20 - 50 kr y
604Ky nonimepHi emkicTio 50 n. Ha
KOXHY GOUKY HaK/IelTb eTUKETKY
297. | XOMBIO®- Tabnetku, no 25 TabneTok Xomsiopa HimeuyunHa MayepmaHH - HimeuunHa BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/7319/01/01
HEPBIH y 6nicTepi; no 2 6nictepu ApuHaiimiTrens Ap. ApuHaiimitrens K marepianis: 3MiHU | TUMY - 3MiHW
B KQPTOHHIli Kopobu,i XaregopH M'm6X i Ko. Lofo 6e3nekn/ed)eKTMBHOCTI Ta
KI hapmakoHarnagy - BBeeHHs
po3giny «MapkysaHHs1» B MKA
N13: nponoHoBaHa peakuis:
MapkyBaHHs 3rigHO
3aTBEPPKEHOTO TEKCTY
MapKyBaHHs. 3MiHU BHECEHI B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby o0
3a3HayeHHs OAVHNLb
BMMIipIOBaHHA y cuctemi Sl
298. | XOMBIO®- Kpanni opasibHi no 50 mny Xowmsiopa HimeuunHa Cintepa [4-p. Himeuunna BHECEHHS 3MiH O peecTpaLiiHnx 6e3 peyenma UA/7321/01/01
PEBMAH ch1akoHi - kpanenbHUL; ; ApuHaiimitTens Ap. ®pigpixc Mv6X i Ko. marepianis: 3MiHU | TUMY - 3MiHK
no 1 chnakoHy- XarefopH M'm6X i Ko. KIr Loao 6e3nekn/edeKTUBHOCTI Ta
KpanesibHWLj B KAPTOHHIl K thapmakoHarnsgy - BBejeHHs
Kopoo6Li po3giny «MapkyBaHHs1» B MKA
N3: nponoHoBaHa pejakuis:
MapkysaHHs 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. 3MiHU BHECEHI B
TEKCT MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby woao
3a3HaYeHHs 0AUHULb
BMMiptoBaHHSA y cuctemi Sl
299. | XYMOAAP® P po34nH A4Na iH'ekuid, 100 MpAT «[Mo YkpaiHa MpAT «[Mo YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiHux | 3a peyenmom UA/1232/01/01
100P MO/mn no 3 mny BUPOBHULTBY iHCY/iHIB BMPOBOHULTBY martepianis: 3MiHU | TUNY - 3MiHK
KapTpuaxi; no 3 abo no 5 "IHpap” iHcyniHiB "lHaap" Loao 6e3nekn/edeKTMBHOCTI Ta
KapTpuaXiB y nauui 3 chapmakoHarnsgy - OHOB/IEHHS
KapToHy; no 10 mny TEKCTY MapKyBaHHS ynakoBKm
donakoHi; no 1 dpnakoHy B NiKapcbKoro 3acoby 3 BHECEHHAM
nauuj 3 KapToHy; o 5 mn'y iHchopmauii LWoao 3a3HaueHHs
dhnakoHi; no 1 abo no 5 OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
chnakoHiB y nauui 3 Sl
KapToHY
300. | UE®UHAK NMOPOLLIOK A/151 OpasIbHOI Abpun ®opmyneiiH3 IHAjs HekTap IHAis BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/16758/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

cycnensii, 100 mr/5 mn 1
dhnakoH 3 NOPOLLKOM A/1A
npurotysaHHsa 50 mn
cycneHsii abo 1 dnakoH 3
MOPOLLKOM A/1A
npurotysaHHa 100 mn
cycneHsii; no 1 dpnakoHy 3
MIPH/M CTaKaH4YMKoM Ta
MipHOKO NTOXKOIO B
KapTOHHI ynakosL,i

Met. N14.

NaiidpcaitHcis
Nimitea-tOHIT VI

marepianis: 3miHu | Tuny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHsi Ta/abo agpecu
MiCLA NPOBaMKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIO SKOCTI.
([isnbHICTB, 3a Ky BignNoOBifaE
BMPOGHMK/IMNOPTEpP, BKOYaUN
BWMYCK cepiil) 3miHa
HaliMeHyBaHHS Ta agpecu Micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa, 6€3 3MiHM Micusa
BUPOGHMLTBA. BBEAEHHS 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBepMKeHHs. 3MiHu | TNy -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn)
OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MiKapCbKoro 3acoby 3
BHECEHHSM iHchopMallii Lwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
“MapkyBaHHa" MKA N13.
3aTtBepaKeHo: MapKyBaHHA Y
BiANOBIAHOCTI 3 3aTBEPAKEHVM
TEKCTOM MapKyBaHHS, L0
[0[A€ETbCA. 3anponoHOBaHo:
MapkyBaHHs 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs1. BBeeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPAKEHHS.

301.

LE®PUNHAK

TabneTkn, BKPUTI
NNiBKOBOK 060/0HKOI0, MO
200 mr no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI ynakoBLi

Abpun dopmyneiiH3
Mer. Ni14,.

IHgis

Hekrap
NavidpcaiiHcis
Nimitea-tOHIT VI

IHais

BHECEHHS 3MiH 40 peecTpauiiHnx
mMaTtepianis: 3miHu | TNy -
AAMiIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MicUs NPOBaKEHHS [iANbHOCTI
BMPOGHMKa/iMnopTepa rotosBoro
NiKapCcbKoro 3acoby, BK/OHaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeEHHS KOHTPOJIIO AKOCTI.
([isNbHICTb, 3a 5Ky BiANOBIZAaE
BMPOGHMK/iMNOpTEp, BKOYaUn
BUMYyCK cepiii) 3miHa
HaliMeHyBaHHS Ta agpecu micus

3a peyenmom

UA/16758/01/01
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Ne

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

302.

NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa, 6e3 3MiHM Micusa
BUPOGHMLTBA. BBEAEHHS 3MiH
NpOTArom 6-Tv MicAUIB micns
3aTBepMKeHHS. 3MiHu | TNy -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn)
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM MiKapCbKoro 3acoby 3
BHECEHHSM iHchopMalLlii Lwoao
3a3HaYeHHs 0AUHULL
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
“MapkyBaHHa" MKA N13.
3aTtBepaKeHo: MapkKyBaHHA Y
BiANOBIAHOCTI 3 3aTBEPAKEHVM
TEKCTOM MapKyBaHHS, L0
[0[A€ETbCA. 3anponoHOBaHO:
MapkyBaHHs 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. BBeeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPAKEHHS.

LE®PUNHAK

TabneTkn, BKPUTI
NNiBKOBOK 060/0HKOI0, MO
400 mr no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI ynakoBLi

Abpun dopmynenH3
Mer. Ni14,.

IHgis

Hekrap
NavidpcaiiHcis
Nimitea-tOHIT VI

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
mMaTtepianis: 3miHu | TUny -
AAMiIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MicUs NPOBaKEHHS [iANbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NiKapCcbKoro 3acoby, BK/OHaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeEHHS KOHTPOJIIO AKOCTI.
([isNbHICTb, 3a 5Ky BigNOBIZaE
BMPOGHMK/iMNOpTEp, BKOYaUn
BUMYyCK cepiii) 3miHa
HaliMeHyBaHHS Ta agpecu micus
NPOBaPKEHHA AiS/IbHOCTI
BMPOGHMKA, 6e3 3MiHM Micusa
BMPOGHMUTBA. BBEAEHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBepKEHHS. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn)
OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM NliKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii LLoa0
3a3HayYeHHs OAVHWLb

3a peyenmom

UA/16758/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
“MapkyBaHHa" MKA N13.
3aTtBepakKeHo: MapkyBaHHA Y
BiANOBIAHOCTI 3 3aTBEPAKEHVM
TEKCTOM MapKyBaHHS, L0
[0[A€ETbCA. 3anponoHOBaHO:
MapkyBaHHs 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. BBeAeHHS 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPAKEHHS.
303. | ULE®POTAKCUM | mOpOLIOK A5t PO3UMHY MpuBaTHE akujioHepHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/17286/01/01
ans iH'ekuin 1,0r; no 1 TOBapuUCTBO "J1EKXiM- akuioHepHe martepianis: 3mMiHU | TUNY - 3MiHK
abo no 5, abo 50 Xapkis" TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
(oNakoHIB 3 MOPOLLKOM Y "Nlekxim-Xapkis", hapmakoHarniagy (iHwi 3MiHK) -
naui YkpaiHa BHECEHHS 3MiH [0 po3ainy MKA:
(BUPOGHMLTBO 3 MAPKYBAHHA
nakyBaHHs in bulk [MponoHoBaHa pepaku,is:
ipMun-BMPOGHMKa MAPKYBAHHSA BignosigHo fo
PetoHr 3aTBEPPKEHOIO TEKCTY
dapmacboTrKan MapKyBaHHSA. OHOBJ/IEHHS TEKCTY
Ko., NiTa., Kutaiicbka MapKyBaHHS yNakoBKM NiKapCbKoro
HapogHa 3ac06y 3 BHECEHHAM iHthopmalii
Pecny6nika) LLIOA0 3a3HAYEHHsT OANHULb
BMMIpIOBaHHA y cuctemi Sl.
BeefieHHA 3MiH NpoTArom 3-x
MiCALIB Nic/a 3aTBePAKEHHS
304. | LE®OTAKCUM | nopoLloK ANnsi pO3ynHy My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/4252/01/01
-BX®3 Anst iH'ekuiii no 500 wr; TOBapuncTeo "HayKoBo- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHW
chnakoH Ne 1 (6e3 nauku): BMPOGHNUNIA LLEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
no 55 donakoHis 3 "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHK) -
NMOPOLLKOM Y KOPO6Li; XimiKo- BMPOGHWYNIA LEHTP BHeceHHs 3MiH 40 po3giny
chnakoH Ne 1 (y nauuj): no hapmaLeBTUYHNI "BopLyariBcbKuii “MapkyBaHHs" MKA N3.
1 chnakoHy 3 NOPOLLKOM Y 3asofg" XiMiKo- 3anponoHoBaHo: MapKyBaHHs.
nauuj; pnakoH Ne 1 (y chapmaLeBTUYHMIA BignosigHo o 3aTBEpPKEHOrO
nauyui): 1 dpnakoH 3 3asoq” TEKCTY MapKyBaHHS yNakoBKU.
MOPOLLKOM Y KOMMNJIEKTi 3 OHOB/IEHHSI TEKCTY MapKyBaHHS
PO34MHHMKOM (BOAA NS yNakoBKM MiKapCbKoro 3acoby 3
iH'ekuiin) Mo 5 mn B amnyni BHECEHHSAM iHthopMmalLlii Lwoao
B MaYLi 3 KAPTOHHO 3a3HaYeHHs 0AUHULb
neperopoakoro BMMIpIOBaHHS y cuctemi Sl.
BBeieHHs 3MiH npoTsArom 6-tu
MiCALB Nic/a 3aTBepIKEHHS
305. | LE®POTAKCUM | nopoLloK A5 po3unHy My6niuHe akuioHepHe YKpaina My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpaliintHmx 3a peyernmom UA/4252/01/02
-BX®3 Ans iH'exuii no 1000 wmr; ToBapucTBO “"HaykoBo- akujioHepHe marepianis: 3MiHU | TUMY - 3MiHK
honakoH Ne 1 (6e3 naykm): BMPOGHUUUIA LLEHTP TOBapuCTBO oo 6e3nekn/edeKTMBHOCTI Ta
no 55 chnakoHis 3 "BopLyariBCbkuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHn) -

NMOPOLLKOM Y KOpo6L;

XiMiKO-

BUPOBHNYMNIA LEHTP

BHeceHHs 3MiH 40 po3giny
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
chnakoH Ne 1 (y nauuj): no hapmaLeBTUYHNI "BopLyariBcbkuii “MapkyBaHHA" MKA N13.
1 dhnakoHy 3 MOPOLLUKOM Y 3asofg" Ximiko- 3anponoHoBaHo: MapkyBaHHS.
naJui; donakoH Ne 1 (y thapmaueBTUYHWIA BignosigHo [0 3aTBEPKEHOTO
nauuj): 1 conakoH 3 3aBog" TEKCTY MapKyBaHHA YNakoBKW.
MOPOLLKOM Y KOMMNJIEKTi 3 OHOB/IEHHS TEKCTY MapKyBaHHS
pO34MHHMKOM (BOAa ANA yNaKkoBKM NikapCbKoro 3acoby 3
iH'ekUin) no 5 mn B amnyni BHECEHHSM iHghopMaLii Woa0
B MauLi 3 KAPTOHHO 3a3HaYeHHs OAUHULL
neperopoKoto BUMIpIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 6-tu
MicsILLIB NicNs 3aTBEPPKEHHS
306. | LE®TASNANM NOPOLLOK A1 PO3UYNHY MpuBaTHe akuioHepHe YkpaiHa MpusaTHe YKpaiHa BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/17818/01/01
onsiiH'ekdimnolr,nolr TOBapUCTBO "J1eKxiM- akuioHepHe marepianis: 3MiHU | TUMY - 3MiHK
nopoLLKy Yy chriakoHi; 1 abo Xapkis" TOBapuCTBO Loao 6e3nekn/edyeKTUBHOCTI Ta
5, a6o 50 chnakoHis y "Nlekxim-Xapkis", hapmakoHarnsagy - BHECeHHs 3MiH
nauui YkpaiHa 0o posginy MKA: MAPKYBAHHA
(BMpPOGHMLTBO 3 BignosigHo [0 3aTBEPAKEHOTO
npoAykuii in bulk TEKCTY MapKyBaHHs, LLIO
ipMU-BNPOGHMKA [ogaetbes. NponoHoBaHa
PetoHr pepaxuis MAPKYBAHHSA.
dapmacboTrKas BignosigHo o 3aTBEpPKEHOrO
Ko., NT4., Kutalicbka TEKCTY MapkyBaHHA. OHOBEHHSA
HapogHa TEKCTY MapKyBaHHS ynakoBKm
Pecny6nika) NiKapCbKOro 3aco6y 3 BHECEHHAM
iHchopMmauii Wwoao 3a3HaveHHs
OAVHULb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBefieHHs 3MiH NpoTArom 3-x
MiCALB Nicna 3aTBePAKEHHS
307. | LE®TA3NANM | nopoLloK ANnsi pO34nHy My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/17972/01/01
ansiH'ekuiino 1ry TOBapuncTeo "HayKoBo- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHW
chnakoHi, no 1 chnakoHy B BMPOGHNUNIA LLEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
nauui "BopLuariBcbKuii "HaykoBo- hapmakoHarnagy - OHOB/IEHHS
XiMiko- BUPOBHNUUIA LEHTP TEKCTY MapKyBaHHS ynakoBKu
hapmaLeBTUYHNI "BopLyariBcbKuii NiKapCbKOro 3aco6by 3 BHECEHHAM
3aBof" XiMiKo- iHbopMauii Wwoao 3a3HaYeHHs
chapmaLeBTUYHWMIA OAVHMLb BUMIPIOBAHHSA Y CUCTEMI
3aBog" Sl. BHeceHHs 3MiH A0 po3ainy
“MapkyBaHHa" MKA /13.
3AMPOMNOHOBAHO:
MapkyBaHHs. BignosigHo o
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS ynakoBku. TepMiH
BBEJeHHS 3MiH - NPOTArom 6
MiCALiB Nicnsa 3aTBepKEHHs
308. | LE®PTA3NANM NOPOLUOK A/1 PO3UYUHY DKEHOPAPM NTA Benuka HCIC Xebeit Kutai BHECEHHS 3MiH 40 peecTpaliintHmx 3a peyernmom UA/17046/01/01
A8 iH'exuii no 1000 mr no BpuTaHis XyaMiH mMartepianis: 3MiHU | TUMY - 3MiHK
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
1 a60 10 chnakoHis 3 dapmachbtoTikan ofo 6e3nekn/ed)eKkTMBHOCTI Ta
MOPOLLKOM Y KapTOHHIl KomnaHi fimiteq thapmakoHarnsgy (iHwi 3MiHn) -
KOpOO6Li OHOB/IEHHSA TEKCTY MapKyBaHHS
yMakoBKM MiKapCcbKoro 3acoby 3
BHECEHHSM iHchopMallii Lwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl,
iHchopmauii Wwoao 3anBHMKa Ta
anctpub*otopa
309. | UE®TASUANM | mOpOLIOK ANs1 PO3YMHY HKEHODAPM NTA, Benvka HCMC Xeb6eli Kutaii BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/17046/01/02
Ans iH'exuii no 2000 Mr no BpuTaHis XyaMiH martepianis: 3MiHU | TUNY - 3MiHK
1 a60o 10 chnakoHis 3 dapmacbloTikan Loao 6e3nekn/edeKTMBHOCTI Ta
MOPOLLKOM Y KapTOHHIi Komnani flimiteq hapmakoHarniagy (iHwi 3MiHK) -
KOpoo6Li OHOBJIEHHSA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHGhopMaLii Woa0
3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl,
iHchopMaLii Wwoao 3asBHMKA Ta
AncTpub*oTopa
310. | UE®TPUAKCO MOPOLLOK A1 PO3UNHY MpuBaTHe akuioHepHe YkpaiHa MpusaTHe Ykpaina BHECEHHS 3MiH O peecTpaLiiHnx 3a peyenmom UA/17237/01/01
H Ans iH'ekuiii no 1r; 1 abo TOBapMCTBO "Jlekxim- akujioHepHe marepianis: 3MiHU | TUMY - 3MiHK
5, a6o 50 ¢pnakoHis 3 Xapkis" TOBapuCTBO Loao 6e3nekn/edeKTUBHOCTI Ta
MOPOLLKOM Yy nayLi "Nlekxim-Xapkis", thapmakoHarnsagy (iHwi 3MiHn) -
YkpaiHa (nakyBaHHs BHECEHHS 3MiH 40 po3ainy MKSA:
3 in bulk chipmu- MAPKYBAHHA
BMPOGHUMKa Reyoung MponoHoBaHa pepakuis:
Pharmaceutical Co., MAPKYBAHHSA BignosigHo ao
Ltd., Kutaiicbka 3aTBEPAKEHOrO TEKCTY
HapogHa MapKyBaHHS. OHOB/IEHHSA TEKCTY
Pecny6nika) MapKyBaHHS1 yNakoBKW J1ikapCbKoro
3acoby 3 BHeCEHHSAM iHdhopMauii
LLIOAO 3a3HaYeHHs OANHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBefeHHSA 3MiH NPOTArom 3-x
MicsILLiB NiCNs 3aTBEPKEHHSA
311. | UE®PTPUAKCO | nopoLIOK A/ PO3YUHY MprBaTHe akuioHepHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux | 3a peyenmom UA/13240/01/01
H ans iH'exkuii no 1,0 r; 1, TOBapuCTBO "J1eKXiM- akuioHepHe martepianis: 3MiHU | TUNY - 3MiHK
ab6o 5, abo 50 dhnakoHiB 3 Xapkis" TOBapuCTBO oo 6e3nekn/ed)eKTMBHOCTI Ta

MOPOLLKOM Y naui 3
KapToHy; 1 chnakoH 3
nopotukom Ta 1 amnyna 3
pO34nHHMKOM (JligokaiH,
pO34uH AN iH ey, 10
mr/mn, no 3,5 mn) y
6nicTepi; no 1 6nictepy y
nauui 3 KapToHy;

1 chnakoH 3 NOPOLLUKOM Ta
1 amnyna 3 poO34MHHUKOM

"Jlekxim-Xapkis",
(nakyBaHHS i3
dhopmum in bulk

ipMKn-BMPOGHMKa

Qilu Pharmaceutical
Co., Ltd, KuTaif)

thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po3ainy MKA:
MAPKYBAHHSA
MponoHoBaHa pegakuis
MAPKYBAHHSA BignosigHo fo
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBKv NikapcbKoro
3ac06y 3 BHECEHHAM iHthopMmalyii
LLO0A0 3a3HAaYEHHS OANHNLB
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(Bopa ans iH'exuiid, no 10 BMMIpPIOBaHHS y cuctemi Sl.
M B amnyri) y 6nictepi; BBeaeHHs 3MiH NpoTArom 3-x
no 1 6nictepy y nauui 3 MicALiB nicnsa 3aTBepKEHHS
KapToHy
312. | UE®YPOKCUM | nopowlok Ans po3ymHy MpuBaTHe akujoHepHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/17287/01/01
Ans iH'ekuiii no 0,751 no 1 TOBapUCTBO "Jlekxim- akujioHepHe marepianis: 3MiHU | TUMY - 3MiHW
a60 5, abo 50 dh1akoHiB 3 Xapkis" TOBapUCTBO “J1ekxiMm Lofo 6e3nekn/edyeKTMBHOCTI Ta
NOpPOLLKOM Y nayli — Xapkis”, YkpaiHa, thapmakoHarnagy (iHwi 3MiHK) -
(BMPOGHMLTBO 3 OHOBJ/IEHHS TEKCTY MapKyBaHHS
nakyBaHHs in bulk yNakKoBKM NiKapCbKOro 3acoby 3
ipMun-BMPOGHMKa BHECEeHHAM iHdhopMaui Wwoao
PetoHr 3a3HayYeHHs OAVHNLb
dapmacbloTukan BMMIPIOBaHHS y cuctemi Sl.
Ko., N1A., Kutalicbka BHeceHHs 3MiH fo po3giny MKA:
HapogHa MAPKYBAHHSA NponoHoBaHa
Pecny6nika) peaakuis MAPKYBAHHA
BignosigHo [0 3aTBEPAKEHOTO
TEKCTYy MapKyBaHHs. BeefeHHs
3MiH MpOTArom 3-x MicsuiB nicns
3aTBEPAKEHHS
313. | UE®YPOKCUM | nopoLloK Asisi PO3UnHY MpuBaTHe akuioHepHe YkpaiHa MpusaTHe Ykpaina BHECEHHS 3MiH O peecTpaLiiHnx 3a peyenmom UA/17287/01/02
ansiHekuinno1,5rno 1 TOBapMCTBO "Jlekxim- akujioHepHe marepianis: 3MiHU | TUMY - 3MiHK
a6o 5, abo 50 pnakoHiB 3 Xapkis" TOBapuCTBO Loao 6e3nekn/edeKTUBHOCTI Ta
MOPOLLKOM Yy nayLi "Nlekxim-Xapkis", thapmakoHarnsagy (iHwi 3MiHn) -
YkpaiHa BHECEHHS 3MiH 40 po3ainy MKSA:
(BUPOBHMLTBO 3 MAPKYBAHHA
nakysaHHs in bulk MponoHoBaHa pepakuis
ipMn-BMPOGHMKa MAPKYBAHHA BignosigHo fo
PetoHr 3aTBEPAKEHOrO TEKCTY
PapmacbtoTukan Ko. MapKyBaHHsi. OHOB/IEHHSA TEKCTY
N1g., Kutaiicbka MapKyBaHHS YMakoBKV NikapcbKoro
HapogHa 3acoby 3 BHeCEHHSAM iHdhopMauii
Pecny6nika) LLIOAO 3a3HaYeHHs OANHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBefeHHSA 3MiH NPOTArom 3-x
MicsILLiB NiCNs 3aTBEPKEHHSA
314. | UE®YPOKCUM | nopoLloK A/ PO3YUHY MprBaTHe akuioHepHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiHux | 3a peyenmom UA/15365/01/02
ans iH'ekuinno 1,5, no 1, TOBapuCTBO "J1eKXiM- akuioHepHe martepianis: 3MiHU | TUNY - 3MiHK
5 a6o 50 chnakoHis 3 Xapkis" TOBapuCTBO oo 6e3nekn/ed)eKTMBHOCTI Ta
MOPOLLKOM y navui 3 "Jlekxim-Xapkis", thapmakoHarnsgy (iHwi 3MiHn) -
KapToHYy YkpaiHa (nakyBaHHs BHECEHHS 3MiH [0 po3ainy MKA:
i3 chopmu in bulk MAPKYBAHHA
ipMKn-BMPOGHMKa MNMponoHoBaHa pepakuis
Ksiny MAPKYBAHHSA BignosigHo fo
dapmaueyTikan Ko., 3aTBEPKEHOr0 TeKCTY
N1g., Kutai) MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBKv NikapcbKoro
3ac06y 3 BHECEHHAM iHthopMmalyii
LLO0A0 3a3HAaYEHHS OANHNLB
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BVMIptOBaHHA y cuctemi Sl.
BBegeHHSA 3MiH npoTArom 3-x
MicALB Nicna 3aTBepKEHHS
315. | UE®YPOKCUM | mopowioK Ansi po3ymHy MpuBaTHE akujioHepHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/15365/01/01
Ans iH ekuin no 0,75, no TOBapuCTBO "J1EKXiM- akuioHepHe martepianis: 3MiHU | TUNY - 3MiHK
1, 5 a6o 50 chnakoHis 3 Xapkis" TOBapuCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
MOPOLLKOM Y navi 3 "Nlekxim-Xapkis" , hapmakoHarnagy (iHwi 3miHK) -
KapToHy; 1 chnakoH Ta 1 YkpaiHa (nakyBaHHs BHeceHHs 3MiH fo po3giny MKA:
amnyna 3 Po34MHHUKOM i3 chopmu in bulk MAPKYBAHHA
(Boga s iH'ekuiii, mo 10 ipMU-BUPOBHMKA lMponoHoBaHa pegakuis
M B amnyri) y 6nicTepi, Ksiny MAPKYBAHHS4A BignosigHo fo
no 1 6nictepy y nauuj 3 dapmaueyTikan Ko., 3aTBEPPKEHOIO TEKCTY
KapTOHY Nita., Kntait) MapKyBaHHSA. OHOBJ/IEHHS TEKCTY
MapKyBaHHS YMakoBK/ NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
OO0 3a3HAaYEHHS OANHNLL
BMMIpIOBaHHA y cuctemi Sl.
BeefieHHs 3MiH NpoTArom 3-x
MiCALIB Nic/1a 3aTBePAKEHHS
316. | LE®YPOKCUM | nopoLloK ANnsi po3ymHy My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/0565/01/01
-BX®3 Ans iH'ekuiii no 250 wmr, 1 TOBapuncTeo "HayKoBo- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHW
h/1aKOH 3 NOPOLLKOM Y BMPOGHNUNIA LLEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
nadui 3 KapToHy; 5 "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHK) -
h/1aKOHIB 3 NMOPOLLKOM Y XiMiko- BUPOBHNUUIA LEHTP OHOBJIEHHSA TEKCTY MapKyBaHHsA
KaceTi; no 1 kaceTi y hapmaLeBTUYHNI "BopLyariBcbKuii yMakoBKM NMiKapCbKoro 3acoby 3
neHani 3 KapToHy 3aBof" XiMiKo- BHECEHHSAM iHdhopMauii Wwoao
chapmaLeBTUYHWMIA 3a3Ha4YeHHs oANHNLb
3aBog" BVMIpIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHa" MKA 13.
3AMPOMNOHOBAHO:
MapkyBaHHs. BignosigHo fo
3aTBEPPKEHOTO TEKCTY
MapKyBaHHS YNakoBKW.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauis nicns 3aTBepAkKeHHs
317. | UE®YPOKCUM | nopoLloK A7 PO3YUHY My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiHux | 3a peyenmom UA/0565/01/02
-BX®3 Ans iH'ekuii no 750 mr, 1 TOBapuncTBo "HaykoBo- akuioHepHe martepianis: 3MiHU | TUNY - 3MiHK
h/1aKoOH 3 NOPOLLUKOM Y BUPOGHNUUIA LEHTP TOBapuCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
nauuj 3 KapToHy; 5 "BopLuariBcbkuii "HaykoBo- thapmakoHarnsgy (iHwi 3MiHn) -

hNakoHIB 3 NOPOLLKOM Y
KacerTi; no 1 kaceTi y
neHani 3 KapToHy

XiMiKo-
thapmMaueBTUYHUIA
3asofg”

BUPOGHWNUUIA LLEHTP
"BopLyariBCbkuii
XiMiKO-
thapmaueBTUYHWI
3aBofg”

OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM MiKapcbKoro 3acoby 3
BHECEHHSM iHchopMmalLlii Lwoao
3a3HaYeHHs OAUHULL
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
“MapkyBaHHa" MKA N13.
3AMPOMNOHOBAHO:
MapKyBaHHs1. BignoBigHo go
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aTBEPKEHOTO TEKCTY
MapKyBaHHS YNakoBKM.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauis nicns 3aTBepAkKeHHs

318.

LE®YPOKCUM
-BX®3

MOPOLLOK A9 PO3YNHY
ansiH'ekuiino 1,5r, 1
oNakoH 3 MOPOLLUKOM Y
nauti 3 KapToHy; 5
h/1aKOHIB 3 NMOPOLLIKOM Y
KaceTi; no 1 kaceTiy
neHani 3 KapToHy

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-

BMPOBHNYMNIA LEHTP
"BopLuariBcbKuii
XimiKo-
hapmaueBTUYHMI
3asofg”

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-

BUPOGHNUUIA LLEHTP
"BopLuariBcbkuii
XiMiKo-
dhapmaLeBTUYHWMIA
3aBofg”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNakKoBKM NiKapCbKOro 3acoby 3

BHECEeHHAM iHdhopMaui Wwoao
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHA" MKA J13.
3AMPOMOHOBAHO:
MapkyBaHHs. BignosigHo fo
3aTBEPPKEHOTO TEKCTY
MapKyBaHHS YNakoBKW.

TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauis nicns 3aTBeppkeHHs

3a peuenmom

UA/0565/01/03

319.

LJAHOKOBATIA
MIH-AAPHMLIA
(BITAMIH B12-

LAPHULS)

pO34nH A4NA iH'ekuiid, 0,2
Mr/mn no 1 ma B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIl ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yrnakoBKM B nauLli

MpAT
"GapmaueBTMyHa
thipma "apHuug"

Ykpaina

MpAT
"@apmavueBTuyHa
thipma "apHnus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Yy3arasIbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHA Bif, yNTOBHOB&XeHOI
ocobw, BigNoBiAabHOT 3a
3[jliCHEeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemm
hapmakoHarnagy) - 3amiHa

YMOBHOB&XEHOT 0CO6Y 3as1BHMKA,

BiAMNOBIAA/IbHOT 32
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuy

3a peyenmom

UA/3471/01/01

320.

LIAHOKOBANA
MIH-JAPHULIA

pO34nH ANs iH'ekuiid, 0,5
Mr/mn no 1 mMa B amnyni;

MpAT
"PapmaueBTMyHa

YkpaiHa

MpAT
"PapmaueBTMyHa

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHmnx
mMartepianis: 3MiHU | TUMY - 3MiHK

3a peyenmom

UA/3471/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(BITAMIH B12- no 5 amnyn y KOHTYpHIi thipma "apHnug" thipma "AapHnus" Loao 6e3nekn/edeKTMBHOCTI Ta
AAPHNUSA) YapyHKOBIl ynakoBLj; no 2 hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo

KOHTYPHI YapyHKOBI
yMakoBKM B nauLi

cuctemy chapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/bHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&X€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAabLHOT 3a
hapmakoHarnsng.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuy

FeHepasibHUIA QUPEKTOp
AuvpekTopaTty chapmaLeBTUUHOro 3a6e3neyYeHHs
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Aopartok 4
[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

Big, Ne
NEPENIK
NIKAPCbKINX 3ACOBIB, AKI HE PEKOMEHAOBAHI 4O BHECEHHA 3MIH 40O PEECTPALLIMHNX MATEPIA/IB
Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa riocmasa lMpoyedypa
n/n JNliKapcbKo20
3acoby

AOP3ITIM® OYHi Kpanni, po34unH, AT Ykpaiva AT "KUIBCbKWI BITAMIHHWW YKpaiHa 3acigaHHa HTP He peKoMeHAYBaTU [0 3aTBepPKEHHA - 3MiHW | Tuny -
no 5 MmNy donakoHi "KUIBCbKW 3ABOJ", (BUpO6HULTBO 3 Ne 2 Big, 3MiHM 3 SKOCTi. [OTOBWIA nikapcbkuiA  3aci6. KoHTposb
noslieTuIeHoBOMY 3 BITAMIHHUIA npoaykuii in bulk "Padhapm 21.01.2021 rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHM) - BHECEHHS! 3MiH
KpanesibHULE Ta 3ABOA" C.A.", Ipeuis) [10 KOHTPO/IH0 NOKa3HMKIB «O6'eM BMICTy ynakoBku», «O6'em
KOHTPOJIEM NepLLoro Kkpanni», «OCMONANbHICTb»,  «MeXxaHiuHi  BK/IIOUYEHHS:
pO3KpUTTS; No 1 HEBUAVMI YaCTUHKM», «CTepubiCTb» B NPOAYKLUIi 3 in bulk, a
dhnakoHy y nauui 3 came: NepeHeceHHsI KOHTPO/O MnokasHuka 3 ceptudikarty
KapTOHY BMPOOHMKa npogykuii in bulk, wo npoBoguTb yci cragii
TEXHO/OrYHOro NPoLecy, BK/IOYAUM NEPBUHHE NakKyBaHHS,
[o ceptudpikaty BupobHuMka /13 3 npopykuii in bulk, Ha
nigcTasi HeraTMBHOrO BWCHOBKa EKCMNEepTHOI KOMicil Lwoao
BHECEHHSI 3MiH [0 peecTpauiliHnx wmartepianis Ta 3
ypaxyBaHHAM PpilleHHs1 3acigaHHs HaykoBO-TexXHiYHOi paaun

JELL MO3 Ykpainu Big 21.01.2021 npoTtokos Ne02
TPABIHOP® OYHi Kpansi, PO34uH, AT YkpaiHa AT "KMIBCbKN BITAMIHHA Ykpaina 3acigaHHa HTP He peKOMeHAyBaTW A0 3aTBEpPKEHHSsI - 3MiHu | Tuny -
0,040 mr/mn no 2,5 mn "KNIBCbKM 3ABOJ", (BUp0o6HULTBO 3 Ne 2 Big, 3MiHM 3 SKOCTi. [OTOBMIA nikapcbkuii 3aci6. KoHTposb
y thnakoHi BITAMIHHWIA npoaykuii in bulk "Pacbapm 21.01.2021 rOTOBOrO NiKapCbKoro 3acoby (iHWi 3MiHW) - BHECEHHSI 3MiH
noninponineHoBomy 3 3ABOA" C.A.", 'peuis) [10 KOHTPO/IH0 NOKa3HWKIB «O6'eM BMICTy ynakoBku», «O6'em

KpanesibHuLelo Ta
KOHTPO/IeM NepLLoro
po3KpuTTA; No 1
(hnakoHy B naul 3
KapTOHY

Kpanni»,  «OCMOMANbHICTb»,  «MeXaHiuHi  BK/IHOUEHHS:
HeBUAVMI YaCTVHKN», «CTepunbiCTb» B NpoAyKuii 3 in bulk, a
came: NepeHeceHHs KOHTPO/I0 MokasHuka 3 ceptudikarty
BMpoOHUKa npoaykuii in bulk, wo nposoauTb yci cTagii
TEXHO/IOMNYHOro NpoLecy, BKYaUM NEPBUHHE NakKyBaHHS,
[o ceptudpikaty BupobHuka /13 3 npoaykuii in bulk, Ha
nigcrasi HeraTMBHOrO BWCHOBKA €KCNEepTHOI KOMiIcCil Lwoao
BHECEHHS 3MiH [0 peecTpauiiiHx Matepianis Ta 3
ypaxyBaHHAM pilleHHA 3acifjaHHa HaykoBO-TeXHIYHOI pagn
[ELL MOS3 Ykpainu Big 21.01.2021 npoTokos Ne02

FeHepasibHUIA OUPEKTOpP
AvpekTopaty chapmaLeBTUUHOro 3a6e3neyYeHHs
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