MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA
HAKA3

Kuis
25 ciyng 2022 poky 153

IIpo aep>kaBHY peecTpariiio (IepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJUYHHX
iMyHOOio/1oriuHNX NpenapariB) Ta BHeCeHHsI 3MiH /I0 peecTpaljiiHUX MaTepiasiiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 10 Tlopsiaky pep>kaBHOI peectpariii (repepeecTtpailii) JTikapCbKuX 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376, moctaHoBu KabiHety MinictpiB Ykpainu Bifg 29 rpygus 2021 p. Ne 1446
«[lesiKi TIMTaHHS Jep>KaBHOI peecTpallii /TiKapchbKUX 3aco0iB, BakKIMH ab0 iHIINMX
MeJUUHMX iMyHOOiONOriyHMX TIperapariB [Ajs JTiKyBaHHS Ta/abo creludiuHol
npodisakTUKA rocTpoi  pecripaTopHoi  xBopoou COVID-19, chnpuunHeHoi
KopoHaBipycom SARS-CoV-2, mim 3000B’s3aHHS [jI1 €KCTPEHOr0 MeJUYHOTO
3aCTOCYBaHHS», ab3ally JBaJLATh CbOMOTO IMiNYyHKTY 12 TyHKTY 4 ITom0KeHHs Tpo
MiHicTepcTBO 0XOpPOHHU 370pOB’Sl YKpaiHU, 3aTBepKeHOro MocTaHoBO0 KabiHery
MinictpiB Ykpainu Bim 25 Oepe3ns 2015 poky Ne 267 (B pefakiiii mMocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacrasi
pe3y/IbTaTiB eKCIIePTHU3M peecTpaljiiHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHuX  rperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHeCEHHs 3MiH /10 peecTpalliiHUX MaTepiasiB, MpOBe/leHUX
[ep>xaBHUM MiATIPUEMCTBOM  «/lep>KaBHUM eKCIlepTHUM 1ieHTp MiHicTepcTBa
OXOPOHHU 370pOB’S YKpaiHW», BHCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, IJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpailii), 070
BHECEHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3YHO:
1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChKMX 3aco0iB

YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JoAaTok 1).
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2. TlepepeecTpyBaTy Ta BHeCTU 0 [lep)KaBHOTO peeCTpy JliKapCbKUX 3aco0iB

YKpaiHud JiKapckKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JJoAaToOK 2).

3. BHectu 3MiHM [0 peecTpauliHuX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha Jikapcbki 3acobu (MeawuHi iMyHOOGiosoriuHi
riperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTok 3).

4. KOHTpPOJIb 32 BUKOHAaHHSAM LIbOTO HaKa3y MOK/IACTU Ha MEepLIoro 3aCTyHUKa
Minictpa Komapigy O.O.

MinicTp BikTop JIAIIIKO



NMEPENIK

Aopatok 1

[0 Haka3y MiHicTepcTBa OXOPOHU
300poOB’A YKpaiHu «[po aepxaBHY
peecTpauiio (nepepeecTpaliiiio)
NniKapcbKNUX 3aco6iB (MeguYHUX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpavliiiHux

MaTepianis»

BiA 25.01.2022 poky Ne 153

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHUX NPEMNAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

KapTOHHI nayui, abo no
0,6 mn (60 mr), abo no
0,8 (80 mr) y
nonepeaHL0
HamnoBHEHOMY LINpUL,
no 2 wnpuum y énictepi,
no 1, abo no 5 6nictepis
B KapTOHHIi nauui, abo
no 1,0 mn (100mr) y
nonepeaHL0
HamnoBHEHOMY LINpUL,
no 2 wnpuum y énictepi,
no 1 6nictepy B
KapTOHHII nayui

Ko., NiTa, Kutai)

3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOB’A YKpainu Big, 27
rpyaHa 2006 poky Ne 898,
3apeEcTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHY
3[10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpoOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NOAAHHS
PErynsipHuX 3BiTiB 3

Ne Ha3sBsa nikapcbko2o dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsioYyeHHs1
1. ETOPUKOKCUB KpucTaniyHuin NopoLIoK MpAT YkpaiHa "nenmapk Nalidp IHais peecTpauis Ha 5 pokis - He UA/19166/01/01
(cybcTaHuis) y naketax "®apmaLeBTuyHa CalieHc Nimiteq nionsi2ae
noABINHNX ipma "JapHuus”
nonieTMNeHoBux ans
hapmaLeBTUYHOro
3aCTOCyBaHHSA
2. HAPAIH® PO34UH ANs iH'EKLA No TOB "HOpia-®apm” YkpaiHa TOB «HOpis- Ykpaina peecTpauis Ha 5 pokis 3a He UA/19167/01/01
100 mr/mn no 0,2 mn dapwm», peyenmom nionseae
(20wmr), a6o no 0,4 mn YkpaiHa MepioanyHICTb MOAaHHSA
(40mr) y nonepegHb0 (nakyBaHHs i3 perynspHoO OHOB/IKOBAHOrO
HanoBHEHOMY LUNPUL, chopmm in bulk 3BITY 3 6e3neku,
no 2 wnpuuun y énictepi, LLieHaxeH BignosigHo fo Mopsaky
no 1, aéo no 5, a6o no Tekpoy 3[jACHEHHS
25 6nicTepis B dapmacbloTukan thapmakoHarnagy,
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CMakoM JIMMOHY, No 5 1
NOpPOLLKY B calle, no 5
a6o no 10 cawe y
KapTOHHiA KOopooLi

MepioAnYHICTb NOAAHHSA
perynsipHoO OHOBJIOBAHOIO
3BITY 3 6e3neku,
BignoBigHo Ao Mopsaaky
34iiCHEeHHS
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa 0XOpOHU
3[,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTBi tocTuLil
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakazy
MiHicTepcTBa OXOpPOHU
300pOoB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKkamu, 3a3Ha4yeHuMun y

Ne HasBsa snikapcbko20 ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
ynakoska) nocsioYyeHHs
6e3neku.
3. NMPEBUMIC TabneTkn, BKpUTI Mepk Wapn i LLiBeiiuapis nepBuHHE Ta Benbrisi/ peecTpauist Ha 5 pokis 3a He UA/19168/01/01
NAiBKOBOK 060I0HKOHO, Joym IJEA TmM6X BTOPVHHE Ipnangis peyenmom nionsizae
no 240 wmr, 4 6nictepu nakyBaHHs1, MepioanyHICTb MOAaHHSA
no 7 TabneTok B [03BiN Ha perynsipHo OHOBJIOBAHOIO
KOXHOMY (28 TabneTok) BWMYCK Cepil: 3BITY 3 6e3neku,
B KQpPTOHHI kopobLj LWepiHr-Mnay BiAgnoBigHo fo Mopsaaky
Nla6o H.B., 3[jACHEHHS
Benebris; thapmakoHarnagy,
BUPOBHMNLITBO, 3aTBEPAKEHOIO Haka3oMm
aHaniTMuyHe MiHicTepcTBa OXOpPOHU
TECTYBaHHS: 300pOoB’A YKpaiHu Big 27
MCA rpyaHa 2006 poky Ne 898,
IHTepHeLLUHN 3apeEcTpoBaHoro B
v6X / MC/, MinicTepcTBi tocTuLi
Ipnangis Ykpainu 29 ciuHs 2007
(Bennigaiin), poky 3a Ne 73/13340 (y
Ipnangis pefakuii Hakasy
MiHicTepcTBa 0XOpOHY
3/10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
4, ®TIIOKONA® CALLE NOPOLLOK A5 Habpoc ®apma IHais Habpoc ®apma IHais peecTpauist Ha 5 pokis 6e3 lionsizae UA/19169/01/01
OpasIbHOro PO34UHY 3i MeT. N114. MeT. iTA. peyenma
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n/n

HasBsa snikapcbko20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPO6GHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsioYeHHs

nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6esneku.

B.o. I'enepanbHoro gupexkropa /lupekropary
(hapmanieBTUYHOrO0 3a0e3neyeHHs

Isan 3AZIBOPHUX




MEPENIK

Jopatok 2
[0 Hakasy MiHicTepcTBa OXOPOHU
3a00poB’a YKkpaiHu «[po aepxaBHY
peecTpaLuito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHNX
iMyHoOGionoriuHux npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpaviiiHuxX
martepianis»
Big 25.01.2022 poky Ne 153

NMEPEPEECTPOBAHUX NIKAPCbKX 3ACOBIB (MEAUNYHUX IMYHOBIONOTYHUX MPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

niKkapcbkoro
3acoby: Jendapm
Bnagen b.B.,
HigepnaHaw;
KoHTponb siKocTi
(3a BUHATKOM
Mikpo6ionoriyHoro
KOHTPO/I0),

BariTHocTi abo
rogysaHHsa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta fosun”,
"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
BignoBigHO 40
iHhopmauii

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK KpaiHa PeecmpayitiHa Ymosu Peknamys | Homep peecmpayiliHo2o
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 nocsioYyeHHs
3acoby ynakoska)
1. APUMINPA30N MOPOLLIOK KpUCTasTiYHUIA XKelizaH Xyaxaii KuTaii XKelzan Xyaxai Kutaii nepepeecTpauis Ha - He UA/16161/01/01
(cybeTaHuis) y dapmacbloTikan dapmacbloTikan HeobMeXeHW TepMiH nionsizae
nosnieTuIeHoBMX Ko., 114, Ko., 114,
naketax gns
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
2. IBYNPOM Ans CyCneHsisi opasibHa, No KOHina6, NN CLWA BupobHnyTBO, Icnanis/ MepepeecTpauis Ha 6e3 He UA/15878/01/01
LITEA 100 mr/5 mn no 100 mn, nepBuHHE Ta Higepnangu/ HEoOMEeXeHW TePMIH. peyenma niossieae
150 mn a6o 200 mn y BTOpPVHHE MonbLa
chnakoHi; no 1 dpnakoHy nakyBaHHs, OHoBEHO iHhopMaLiio
Y KOMMJIeKTi 3i KOHTPO/1b SIKOCTI, B IHCTPYKUiT Ans
LUMPULIOM-A03aTOPOM MO BUMyCK cepii MeAnYHOro
5 M B KapTOHHIi roToBOro 3aCcTOCyBaHHA
Kopoobui niKkapcbkoro nikapcbKoro 3acoby y
3acoby: po3ginax
Papmacbeppa "®apMaKonorivHi
MaHydekuypiH, BNacTMBOCTI",
C.J1., IcnaHis; "IpoTunokasaHHsa",
Brpo6HMLTBO, "B3aemogis 3 iHW1MK
nepBuHHE Ta nikapcbkvMu 3acobamu
BTOpPUHHE Ta iHWi B1an
nakyBaHHs, B3aemMogiji",
KOHTPO/1b SIKOCTI, "Oco6nnBOCTi
BUNYyCK cepii 3aCcToCyBaHHA",
roToBOro "3acTocyBaHHs y nepiof
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Ne Hassa Popma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys | Homep peecmpayiliHo20
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BionyckKy aHHs nocsioYeHHs
3acoby yrnakoBkKa)
BUNYyCK cepii pedepeHTHoro
roToBOro niKkapcbKoro 3acoby
NPOAYKTY: HYPO®EH® A/1A
dapmanigep, C.A., LOITEN (cycneHsis
IcnaHis; opasibHa 100 mr/5 mn).
Brpo6HMLTBO,
nepBuHHe Ta MepiognyHICTb NoAaHHA
BTOPVIHHE perynsipHo
nakyBaHHs, OHOB/IOBAHOTO 3BITY 3
KOHTPO/Ib SIKOCTI: 6e3neku, BiANoBiAHO A0
Enedgapm, C.J1., Mopsaky 34iiCHEHHs
Icnanis; Bunyck thapmakoHarnsgy,
cepii roToBoro 3aTBEPAKEHOIO Haka3oM
npopykty: TOB MiHicTepcTBa OXOpPOHU
OC dapmadis, 340pOB’A YKpaiHu Big 27
Monbua; rpyaHs 2006 poky Ne
AnbTepHaTMBHa 898, 3apeecTpoBaHoro B
LinbHUUA AnA MiHicTepcTBi tocTuuii
npoBefeHHs Ykpainu 29 ciuHs 2007
Mikpo6iosioriyHoro poky 3a Ne 73/13340 (y
KOHTPO/II0 pepakuii Hakasy
(cybporosip 3 MiHicTepcTBa OXOpPOHU
BMPOBHUKOM 3[10pOB's YKpaiHu Bif 26
dapmanigep, BepecHs 2016 poky Ne
C.A)): bionab 996), CTaHOBUTb: 3riHO
C.J1.,, IcnaHis 3i cTpokamu,
3a3HayYeHMN y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
3. KETOMPO®EH KpUcTaniuyHWii NOpOLLIOK TOB "TK "Aspopa" YkpaiHa UxeussH Peiibos Kutai nepepeecTpawis Ha - He UA/16413/01/01
(cybeTaHuifa) y naketax dapmacbloTikan He0BOMEXEHWI TePMIH nionsieae
NoABINHNX Ko., NT4.
nonieTMIeHoBuUx Ans
hapmaLeBTUYHOro
3acTOCyBaHHSA
4. KETOPO/IAKY KpUCTaniuyHWii NOpOLLIOK Caiivep, la63 IHAjs Caiivep la63 IHAis nepepeecTpauis Ha - He UA/15839/01/01
TPOMETAMIH (cybeTaHuis) y Nimiteq Nimiten HeobMexeHuli TepMiH nionsi2ae
nonieTnaeHoBoMy
naketi ans
thapmaLeBTUYHOro
3acToCyBaHHs
5. CUTrHI®OP NAP NOPOLLOK A/15 CyCneHsii PekopgaTi Pea dpaHuin BTOPUHHE LLBeiiuapis/ MepepeecTpavia Ha 3a He UA/15926/01/01
ONs1 iH ekuin no 20 mr; 1 [izizec nakyBaHHs, BUMNYCK Higepnanaw/ HEOOMEXEHWU TEPMIH. peyenmom nidnsieae
ch/1aKOH 3 MOPOLLKOM Y cepii: HoBapTic AscTpis/
KOMMNIeKTi 3 dapma LUTeliH AT, HimeyunHa OHoBNEHO iHhopmaLito
PO3YMHHMKOM MO 2 M/ Y Llseiiuapis; B IHCTPYKLU|i Ans
nonepegHL0 BUPOGHULITBO, MeAn4YHoro
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Ne Hassa Popma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys | Homep peecmpayiliHo20
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BionyckKy aHHs nocsioYeHHs
3acoby yrnakoBkKa)
3aMN0BHEHOMY LLIMPUL KOHTPO/Tb AKOCTI, 3acTocyBaHHS

(kapmenosa Hatpito,
MaHiT (E421),
nosnokcamep 188, Boga
Ans iH'ekuiid), 1 ronkoro
Ta 1l agantepom B
KapTOHHIl KopoobLi

nepBuHHe
nakyBaHHs
PO3UNHHVIKE Ta
BTOPUHHE
nakyBaHHs
roToBoro
npoaykty: A660TT
Bionogxukanc
B.B., HigepnaHaw,;
KOHTPO/Ib AKOCTI
3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM
Tecty
"BakTepianbHi
€HA0TOKCUHK",
nepBuHHe
nakyBaHHs
MOPOLLIKY:
CaHpo3 M'moeX/,
ABCTDIft; KOHTPO/b
AKOCTI 3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM
MOJIEKYNAPHOT
mMacu nonimepy Ta
Tecty
"BakTepianbHi
€HA0TOKCUHKN":
CaHpo3 M'M6X,
ABCTpIS;
BVPOGHMLTBO
nopowuky in bulk
Ons cycneHsii gns
iH'eKwin:
Hosaprtic ®apma
Ar, LLseliuapis;
KOHTPO/b SKOCTI
3a MOKa3HNKOM
"BakTepianbHi
€HA0TOKCUHKN":
EypodpiHC
Biochapma
Mpopakt TecTiHr
MioHix TM6X,
HimeuunHa,;
TepMiHa/ibHa

nikapcbKoro 3acoby B
po3ginax "Oco6mBocCTi
3aCToCyBaHHA",
"3acTocyBaHHSA y nepiof
BariTHoOCTi abo
roflyBaHHs
rpyaao” (yTouHeHHS
iHdhopmawii), "3gaTHicTb
BNVBaTK Ha WBUAKICTb
peaxuii npy KkepyBaHHi
aBTOTPaHCMOPTOM abo
HLIMK
MexaHisMamn" (yTOUHEeHH
A iHdpopmadi), "Croci6
3aCTOCYBaHHA Ta
0031"(YTOYHEHHSA
iHchopmawii) BignoBsigHO
00 iHdopmaLii CTOCOBHO
6e3neku, sika 3a3HavyeHa
B MaTepianax
peecTpaLiiHoro Aockbe
Ta PO3LLUMPEHO TEKCTOBY
YacTVHy Ha3Bu
thapmakoTepaneBTUHHOT
rpynu 3rigHo 3
MiXHapoAHUM
Knacudikatopom BOO3
6e3 3MiHu kogy ATX y
po3gini
"PapmakoTepanesTuyHa

rpyna. Kog ATX".

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaky 34iicHeHHA
hapmakoHarnsay,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
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npoaykTy: AG60TT
Bionomkmkanc
B.B., HigepnaHaw;
KOHTPO/b AKOCTI
3a Bcima
napameTpamu 3a
BUK/TIOYEHHAM
Tecty
"BakTepianbHi
€HAO0TOKCUHN",
nepBuHHE
nakyBaHHs
MOPOLLIKY:
CaHpo3 M'moX/,
ABCTpISl; KOHTPO/b
AKOCTI 3a BCiMa
napameTpamu 3a
BUK/IOYEHHAM
MOIEKYNAPHOT
macu nonivepy Ta
Tecty
"BakTepiasibHi
EHOO0TOKCUHN™:
CaHpo3 'm6X,
ABCTpiS;
BMPOGHMUTBO

rpyaaro" (yTouHeHHs
iHdhopmawii), "3gaTHiCTb
BN/IMBATW Ha LIBUAKICTb
peakLjii Npy KepyBaHHi
aBTOTpPaHcnopToM abo
HLIMK
MexaHisMamun"(yTOUHEHH
s iHchopmad,ii), "Cnocio
3acToCyBaHHA Ta
[031"(YTOUHEHHSA
iHhopmawii) BignoBigHO
[0 iHdhopmaLii cToCoOBHO
6e3neku, ska 3a3HavyeHa
B MaTepianax
peecTpaLiiHoro Aocbe
Ta PO3LLUMPEHO TEKCTOBY
4acTUHY Ha3Bu
thapmakoTepaneBTUYHOT
rpynu 3rigHo 3
MiXXHapOAHNM
Knacudikatopom BOO3
6e3 3miHn kogy ATX y
po3gini
"PapmakoTepanesTuyHa
rpyna. Kog ATX".

Ne Hassa Popma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys | Homep peecmpayiliHo20
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BionyckKy aHHs nocsioYeHHs
3acoby yrnakoBkKa)
cTepwisauis MiHicTepcTBa OXOpPOHU
hNaKoHiB: 3[10pOB's YKpaiHu Bif 26
CiHepgxun Xenc BepecHs 2016 poky Ne
[eHikeH Al, 996), CTaHOBUTbL: 3ri4HO
LLiBeiiuapis 3i cTpokamu,
3a3HayYeHMN y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
6. CUTrHI®OP NAP NOPOLLOK A1 CyCreHsii PekopgarTi Pea ®paHuin BTOPUHHE LLBeriuapis/ MepepeecTpavis Ha 3a He UA/15926/01/02
ANs iH ekuiid no 40 mr; 1 [izizec nakyBaHHs, BUMYCK Higepnanawn/ HeobMeXeHui TEPMIH. peyenmom nionsieae
(pN1akoH 3 MOPOLLKOM Y cepii: HoBapTic ABcTpisi/
KOMMNIEKTi 3 dapma LUTeliH AT, HimeyunHa OHoBEHO iHhopmaL,ito
PO3YMHHUKOM MO 2 M/ Y Lseliuapis; B IHCTPYKLU|i Ans
nonepeaHL0 BUPOGHULITBO, MeAnYHOro
3aMNOBHEHOMY LLMPWL KOHTPO/Tb SKOCTI, 3acTocyBaHHs
(kapmenosa HaTpito, nepBuHHe nikapcbKoro 3acoby B
MaHiT (E421), nakyBaHHsi posginax "OcobmBocCTi
nonokcamep 188, soga PO34YMHHUKA Ta 3aCcToCyBaHHSA",
NS iH'ekuild), 1 ronkoto BTOPUHHE "3acTocyBaHHA y nepiof
Ta 1 agantepom B nakyBaHHs BariTHOCTi abo
KapTOHHI KOpO6L roToBOro rogyBaHHs
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npoaykTy: A660TT
Bionomkmkanc
B.B., HigepnaHaw;
KOHTPO/b AKOCTI
3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM
Tecty
"BakTepianbHi
€HAO0TOKCUHN",
nepBrHHE

rpyaaro" (yTouHeHHs
iHdhopmawii), "3gaTHiCTb
BN/IMBATW Ha LWBUAKICTb
peakLjii Npy KepyBaHHi
aBTOTpPaHcnopToM abo
HLWIMMK

MexaHisMamun"(yTOUHEHH
s iHchopmad,ii), "Cnocio

3acToCyBaHHA Ta

[031"(YTOUHEHHSA
iHdbopmawii) BignoBigHO

Ne Hassa Popma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys | Homep peecmpayiliHo20
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BionyckKy aHHs nocsioYeHHs
3acoby yrnakoBkKa)
nopowuky in bulk MepioAnYHICTb NOAAHHSA
Ons cycneHsii gns perynspHo
iH'eKwin: OHOBJ/TOBAHOTO 3BITY 3
Hosaprtic ®apma 6e3neku, BiANoBiAHO A0
Ar, LLseliuapis; Mopsaky 34iiCHEHHs
KOHTPO/1b SKOCTI thapmakoHarnsgy,
3a NOKa3HNKOM 3aTBEPAKEHOIO Haka3oM
"BakTepianbHi MiHicTepcTBa OXOpPOHU
€HAOTOKCUHN': 340pOB’A YKpaiHu Big 27
EypodpiHC rpyaHs 2006 poky Ne
Biochapma 898, 3apeecTpoBaHoOro B
Mpopakt TecTiHr MiHicTepcTBi tocTuLi
MtoHix FmM6X, Ykpainu 29 ciuHs 2007
HimeyunHa,; poky 3a Ne 73/13340 (y
TepMiHa/ibHa pepakuii Hakasy
cTepwnisauis MiHicTepcTBa OXOpPOHU
hNaKoHiB: 3[10pOB's YKpaiHu Bif 26
CiHepgxun Xenc BepecHs 2016 poky Ne
[eHikeH AT, 996), CTaHOBUTbL: 3ri4HO
LLiBeiiuapis 3i cTpokamu,
3a3HayYeHMN y
nepiognYHOCTI NOAaHHA
perynsipHux 3BiTiB 3
6e3neku.
7. CUTrHI®OP NAP NOPOLUOK A1 CyCneHsii PekopgarTi Pea ®paHuis BTOPUHHE LLBeriuapis/ MepepeecTpauis Ha 3a He UA/15926/01/03
ANs iH ekuii no 60 mr; 1 [izizec nakyBaHHs, BUMNYCK Higepnanawn/ HeobMeXeHuit TEPMIH. peyenmom nionsieae
(pN1akoH 3 MOPOLLKOM Y cepii: HoBapTic ABcTpisi/
KOMMNEKTi 3 dapma LUTeliH AT, HimeyunHa OHoBNEHO iHhopmaLito
PO3YMHHWKOM MO 2 M1y Lseliuapis; B IHCTPYKLU|i AN
nonepeaHLo BUPOGHULITBO, MeAnYHOro
3aMN0BHEHOMY LLMPWLi KOHTPO/Tb SKOCTI, 3acTocyBaHHs
(kapmenosa HaTpito, nepBuHHe nikapcbKoro 3acoby B
MaHiIT (E421), nakyBaHHs po3ginax "Oco6mBocCTi
nonokcamep 188, soga PO34YMHHUKA Ta 3aCcToCyBaHHSA",
NS iH'ekuild), 1 ronkoto BTOPUHHE "3acTocyBaHHs y nepiof
Ta 1 agantepom B nakyBaHHs BariTHOCTi abo
KapTOHHI KOpO6L roToBOro rogyBaHHs
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MAKC

JIMMOHHMM CMakoMm no 4
I NOPOLLKY B calle; no
10 calue y KapTOHHii
nauui

OHoBEHO iHhopmaL,ito
y po3sginax
"dapMakonorivHi
BnacTmsocTi"
(yTOuYHeHHs iHchopmauii),
"MokasaHHs"(YTOYHEHHS

Ne Hassa Popma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys | Homep peecmpayiliHo20
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BionyckKy aHHs nocsioYeHHs
3acoby yrnakoBkKa)
nakyBaHHs 00 iHdopmaLii CTOCOBHO
MOPOLLIKY: 6e3neku, sika 3a3HavyeHa
CaHpo3 M'moeX/, B MaTepianax
ABCTDIft; KOHTPO/b peecTpaLiiHoro Aockbe
AKOCTI 3a BCiMa Ta PO3LLUMPEHO TEKCTOBY
napameTpamu 3a YacTVHy Ha3Bu
BUK/TIOYEHHAM hapmakoTepanesTU4HOT
MOJIEKYNAPHOT rpynu 3rigHo 3
macu nonimepy Ta MiXHapoAHUM
Tecty Knacudikatopom BOO3
"BakTepianbHi 6e3 3MiHu kogy ATX y
€HO0TOKCUHN™: po3gini
CaHpo3 'mbX, "PapmakoTepanesTuyHa
ABCTpIS; rpyna. Kog ATX".
BVPOGHMLTBO
nopowuky in bulk MepioAnyHICTb NOAAHHSA
Ons cycneHsii gns perynspHo
iH'eKwin: OHOBJ/IOBAHOTO 3BITY 3
Hosaprtic ®apma 6e3neku, BiANoBiAHO A0
Ar, LLseliuapis; Mopsaky 34iicHEeHHs
KOHTPO/b SKOCTI thapmakoHarnsgy,
3a MOKa3HNKOM 3aTBEPKEHOr0 Haka3oMm
"BakTepianbHi MiHicTepcTBa OXOpPOHM
€HAOTOKCUHN': 340pOB’A YKpaiHu Big 27
EypodpiHC rpyaHs 2006 poky Ne
Biochapma 898, 3apeecTpoBaHoOro B
Mpopakt TecTiHr MiHicTepcTBi tocTuLi
MtoHix FmM6X, Ykpainu 29 ciuHs 2007
HimeyunHa,; poky 3a Ne 73/13340 (y
TepMiHa/IbHa pepakuii Hakasy
cTepwisauis MiHicTepcTBa OXOpPOHU
hNaKoHiB: 3[10pOB's YKpaiHu Bif 26
CiHepgxun Xenc BepecHs 2016 poky Ne
[eHikeH AT, 996), CTaHOBUTb: 3ri4HO
LLiBeiiuapis 3i cTpokamu,
3a3HayYeHMN y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
8. XENMNEKC® NopoLUIoK ANs TOB «MoBi Xenc» YkpaiHa Annekc ®apma CA LBeiiLapis MepepeecTpavis Ha 6e3 rionszae UA/16014/01/01
AHTUKONA HEO OpaibHOro PoO3YnHy 3 HeobMexeHuli TepMiH peyenma




12

Ne Hassa Popma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys | Homep peecmpayiliHo20
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy aHHs nocsioYeHHs
3acoby yrnakoBkKa)
iHbopmawii),
"MpoTunokasaHHsa",

"B3aemogis 3 iHW1MK
nikapcbkvMu 3acobamu
Ta iHWi B1uAn
B3aemMogiji",
"Ocob6nuBocTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs
rpyaAr0" (YToUHEeHHS
iHchopmawii), "Cnocio
3acTOCyBaHHA Ta
[031"(YTOUHEHHS
iHbopmawii),
"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
IHCTPYKUiT Ana
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby
BigNoBIAHO [0
OHOB/IEHOT iHdhopmaLii
o0 6e3neku
3aCTOCYBaHHS Ajloumx
PEeYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iiCHEHHS
hapmakoHarnagy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakazy
MiHicTepcTBa OXOpPOHU
300pOoB'A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
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AHTUKONA HEO
MAKC

OpasIbHOTO PO3YUHY 3
Ma/IMHOBUM CMaKoM Mo
4 1 NOpOLLKY B callle; no
10 cawwe y KapTOHHIl
nauui

OHoBeHO iHhopmaLiiio
y po3ginax
"apmMakonorivHi
BnacTmsocTi"
(yTouHeHHs iHdopMaLii),
"Moka3aHHA"(YTOUYHEHHSA
iHcpopmawii),
"MpoTunokasaHHsa",
"B3aemogis 3 iHWMun
nikapcbkrMu 3acobamu
Ta iHWi BUAn
B3aemogiin",
"Oco6nuBocTi
3acTocyBaHHs",
"3acTocyBaHHSA y nepiof
BariTHocTi abo
roflyBaHHs
rpyaao” (yTouHeHHs
iHchbopmauii), "Cnoci6
3aCTOCyBaHHA Ta
[031"(YTOYHEHHSA
iHcpopmawii),
"MNepepno3syBaHHA",
"Mo6iyHi peakwyi
IHCTPYKUIiT ans
MeZNYHOro
3acTocyBaHHs
nikapcbKoro 3acoby
BigMNoBiAHO A0
OHOBJ1EHOT iH(hopmaLii
Lofo 6esneku
3aCTOCYyBaHHSA Ajlounx
pPEeYOBUH.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IOBAHOrO 3BITY 3
6e3neku, BiAMOBIAHO A0
Mopsiaky 34ilicHeHHs
thapmakoHarnagy,
3aTBEPAKEHOTO HAKa30M

Ne Hassa Popma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys | Homep peecmpayiliHo20
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA npoyeoypa BionyckKy aHHs nocsioYeHHs
3acoby yrnakoBkKa)
3a3HaveHumn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6e3nekn
9. XE/MMNEKC® nopoLuoK ans TOB «MoBi Xenc» YkpaiHa Annekc ®apma CA Lseiiapis MepepeecTpavis Ha 6e3 rionsiecae UA/16015/01/01
HeobMeXeHu TepMiH peyenma
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Ne Hassa Popma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys | Homep peecmpayiliHo20
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BionyckKy aHHs nocsioYeHHs
3acoby yrnakoBkKa)

MiHicTepcTBa OXOpPOHU
3/10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
YkpaiHu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakazy
MiHicTepcTBa 0XOPOHHM
3[10pOB'A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMN y
nepiogNYHOCTI NOAaHHS
perynspHux 3BiTiB 3
6e3nekn

B.o. I'enepanbHoro supexkropa /lupekropary
(hapmareBTUYHOTO0 3a0e3meyeHHs

Isan 3A/IBOPHUX




NMEPENIK

Aopatok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bif, 25.01.2022 poky Ne 153

NIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOTYHUX MPEMAPATIB), LLLOAO AKUX BY/TN BHECEHI 3MIHU 10
PEECTPALINHNX MATEPIANIB, AKI BHOCATbLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sionycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKA peecmpayiliHo
3acoby ynakoska) 20
nocsio4YeHHs1
1. AQEUVKNON nopowuok, 400 mr/5 mn KYMN®EP BIOTEX, JlnToBCbka BIOMEAIKA ITanis BHECEHHS 3MiH 0 3a peyernmom UA/15300/01/01
Ta PO3YMHHUK ANs YAB Pecny6nika ®OCKAMA peecTpauiiiHix maTepianis:
PO34UMHY NS iH'EKLR; 5 IHAYCTPIA KIMIKO 3MiHK | TRy - 3MiHW WOA0
hNaKoHIB 3 MOPOLLKOM i PAPMACBIOTIKA 6e3nekn/edeKTMBHOCTI Ta
5 amnyn 3 po34MHHUKOM CnA thapmakoHarnagy. BeegeHHs
(L-ni3nH (50 % BoAHWIA ab0 3MiHM [0 y3arasibHEeHNX
PO34uH), y [aHuX Npo cuctemy
nepepaxyBaHHi Ha L- hapmakoHarnsgy (BBefeHHs
Ni3VH, HaTpItO rigpoKCKA, y3ara/ibHeHNX AaHux npo
BOAY ANs iH'eKUiiA) no 5 cuctemy thapmakoHarnsgy,
M/1 Y KOHTYPHIiA 3MiHa yNoBHOBaXeHOI 0cobu,
YapyHKOBIli ynakoBLji; no Bi4NoBiAa/IbHOI 3a 34jACHEHHS
1 KOHTYpHIli YapyHKOBI thapmakoHarnsgy; KOHTakTHOI
ynakoBLji y nayi ocobu 3 hapmakoHarnagy
3asBHVKA 419 34iICHEHHS
thapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXEHOT 0CO6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapMakoHarnsgy (Bkiroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis: LWynbL
Onbra CepriiBHa
2. A3NTPO TabneTkn, BKPUTI CaHpo3 CnoBeHis C.K. CaHgos C.P.J1., PymyHis/ BHECEHHS 3MiH 40 3a peyenmom UA/11332/01/01
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nonieTneHoBoMy
nakeTi, BKNageHomy y
NOTRINHWIA NamiHOBaHWIA
nakeT, Lo MiCTUTb
nakeTvK 3 cunikarenem;
BKNaAEHUA y
nnacTvkKoBuii 6apabaH

Ta/abo agpecu micus
NPOBaPKEHHS AiSSIbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NikapcbKoro 3acoby, BKIOHaoum
LOinbHULL BUNYCKY cepii abo
MicLie NpoBefEeHHS KOHTPO/HO
AKOCTI. (AiS/IbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
BK/IOYA0UM BUMYCK Cepili) -
3MiHa Ha3BwW Ta agpecu
BUpo6HuKa MN3, 6e3 3miHu
MicLsl BUpobHUUTBA. BBEAEHHS

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
CAHAO3® NNiBKOBOK 000JI0HKOHD, dapmacbloTikan3 PymyHis HimeyunHa/ peecTpavuiiHux maTepianis:
no 250 mr no 6 TabneTok a.a. (B1pPOGHMLTBO 3a TypeyuunHa 3MiHM | TUny - 3mMiHa Ha3Bun
y 6nicTepi, no 1 MOBHUM LMK/IOM ); [OMOMDKHOI PEYOBMHU, L0
6nictepy B Kopobui Cantotac Papma BMKOPWUCTOBYETLCSA A/1A
'm6X, HimeyunHa NOKpUTTS TabneTkn 3 TOProsoi
(nepBuHHa Ta Ha3Bu «Opadry white OY-L-
BTOPVHHA YNakKoBKa, 28900» Ha MiXXHapoaHy
KOHTpONb cepii, HenareHToBaHy Ha3By «<HPMC-
[03BiN Ha BUMYCK based white coating premix».
cepii); CaHgo3s lnak Cknag, LONOMDKHOT peyoBUHU
CaHaii Be TikapeT 3anuwaeTbes 6e3 3MiH
A.C., TypeuunHa
(BUPOBHMLTBO
Hepo3dgacoBaHO!
npoAayKuii)
3. A3NTPO TabneTku, BKPUTI CaHpo3 CnoBeHis C.K. CaHgos C.P.J1., PymyHis/ BHECEHHS 3MiH 0 3a peyernmom UA/11332/01/02
CAHAO3® NAIBKOBOK 0B0/I0HKOHO, dapmacbloTikans PymyHis Himeuunna/ peecTpauiiHnx matepianis:
no 500 mr no 3 a6o 6 A.4., CnoseHis (BMpPOGHMLTBO 3a TypeuunHa 3MiHM | Tuny - 3mMiHa Ha3BM
Tabnetok y 6nictepi, no NOBHUM LMK/IOM ); [ONOMDKHOT peyoBUHU, L0
1 6nictepy B kopobLi Cantotac dapma BVIKOPVCTOBYETLCA A/1A
v6X, HimeyunHa NoKpUTTS TabNeTKM 3 TOProBoi
(nepBuHHa Ta Ha3Bu «Opadry white OY-L-
BTOpPVHHA yMnakoBKa, 28900» Ha MixXHapogHy
KOHTpOsb cepii, HenareHToBaHy Ha3By «<HPMC-
[03BiN Ha BUNYyCK based white coating premix».
cepii); CaHpo3 lnak Cknag, AONOMDKHOT pEYOBUHN
CaHaii Be TikapeT 3a/mwaeTbea 6e3 3miH
A.C., TypeuumHa
(BMPOGHNLTBO
Hepo3dacoBaHoi
npoAayKLuiT)
AUMNIMET TabneTku, BKPUTI AT "dapmak” YkpaiHa OmaH OmaH BHECEHHS 3MiH 40 - UA/18309/01/01
NAiBKOBOK 000I0HKOMO, PapmacbloTUkan peecTpauiiHux maTepianis:
no 50 mr/1000 wmr, in Mpopaaktc Ko. 3MiHu | TUNYy - AgMiHICTpaTVBHI
bulk: no 20 kry (3iHoBa) 3MiHW. 3MiHa HaliMeHyBaHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepiKeHHs.

AUTNIMET

TabneTku, BKPUTI
NAiBKOBOK 060I0HKOIO,
no 50 mr/850 wr, in bulk:
no 20 kry
nonieTMneHoBoMy
naketi, BKnageHomy y
NOTpPIliHWI NamiHoBaHWi
nakeT, Lo MiCTUTb
nakeTuk 3 cunikarenem;
BKNAAEHUA y
nnacTvkoBuii bapabaH

AT "dapmak”

YkpaiHa

OmaH
PapmacboTuKan
MpopakTtc Ko.
(3iHoBa)

OwmaH

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAeHHsI KOHTPO/0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiAnoBigae BMpPOGHMK/iMnopTep,
BK/IOUAOUM BUMYCK Cepild) -
3MiHa Ha3BwW Ta agpecu
BMpo6HUuKa MN3, 6e3 3miHn
Micus BUpobHUUTBA. BBEaeHHS
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKEHHS.

UA/18278/01/01

AWTNIMET

TabneTku, BKPUTI
NAiBKOBOK 0B0I0HKOIO,
no 50 mr/1000 mr no 7
Tabnetok y 6nictepi; no
4 6nicTepun y nayui

AT "dapmak”

YkpaiHa

AT "®dapmak”
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS1, BUMYCK
cepii 3 npoAayKuji in
bulk cpipmu-
BMpo6HUKa OmaH
dapmacbloTUKan
MpopaxTtc Ko.
(3iHoBa), OmaH)

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHY | TRy - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micua
NPOBaKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYycKy cepii abo
MicLie NpoBeAeHHsI KOHTPO/0
AKOCTI. (AiSNbHICTb, 3a Ky
BiAnoBigae BMpPOGHMK/iMnopTep,
He BK/Ilouatoun BUMYCK cepiid) -
BHECEHHS 3MiHM [0 MaTepianis
peecTpaLinHOro AoChbe LWoa0
3MiHN Ha3BW Ta agpecu
BMpo6HuKa in bulk, 6e3 3MiHK
MicL BUPO6HMLITBA. 3MiHM
BHECeHI B IHCTPYKL,t0 A4N1s
MeJUYHOr0 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ain
"BUpO6HMK" 3 BigMNOBIgHMY
3MiHaMW B TEKCTi MapKyBaHHS
ynakoBoK. BBeAeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS

3a peuernmom

UA/18310/01/01

AUTNIMET

TabneTkn, BKpUTI

AT "®dapmak”

YkpaiHa

AT "®apmak"

YKpaiHa

BHECEHHS 3MiH 40

3a peyenmom

UA/18279/01/01
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Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

BUPO6GHUKa

peecTpavuiiHux maTepianis:

20
nocsioYyeHHs

N1iBKOBOK 0GO/OHKOLO,
no 50 mr/850 mr no 7
TabneTtok y 6nictepi; no
4 6nicTepun y nayui

(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS1, BUNYyCcK
cepii 3 npoaykuii in
bulk chipmu-
BMPO6HUKa OMaH
dapmacbloTUKan
MpopaxTtc Ko.
(3iHoBa), OmaH)

AET JlabopaTtopi3

IHais

3MiHn | TURNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo afpecu micus
NPOBaKEHHA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IOYaoum
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAEeHHs1 KOHTPO/I0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiANoBigae BUPOGHMK/iMNopTep,
He BK/IoYatoum BUMYCK cepiid) -
3MiHa Ha3BwW Ta agpecu
BMpo6HUKa in bulk, 63 3MiHK
MicLl BUPOGHMLTBA. 3MiHM
BHECEHI B IHCTPYKL,t0 ANns
MEJUYHOr0 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ain
"BUpO6HMK" 3 BigMNOBIiAHMU
3MiHaMu B TEKCTi MapKyBaHHS
ynakoBOK. BBefeHHA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS.
BHECEHHS 3MiH [0

UA/17555/01/01

AUNrAIN®

Tabnetku no 50 mr; in
bulk: no 11,0 kry
6apabaHax

AT "dapmak”

YkpaiHa
MpaiiseT flimiTepq,

ITanis/

peecTpavuiiHux maTepianis:
YTOYHEHHS1 HanncaHHsA
ynakoBKu B Haka3i MO3
YKpaiHu
Ne 1843 Big 11.08.2020 B
npoueci BHECEHHSA 3MiH (3MiHU
| TNy - 3mMiHK 3 sIKOCTi. FoTOBWUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6 (iHWi 3MiHW) - BHECEHHSA
3MiH [0 p. «YNakoBka», a came
3MiHEHO pO3Mip yNakoBKM in
bulk: 3anponoHoBaHo: «[Mo 11 kr
TabneTok y NNacTmkoBmx
6apabaHax». BBeeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEpPMKEHHS). Pefakuis B
Hakasi: TabneTku no 50 mr; in
bulk: no 11,5 kr y 6apabaHax.
3anponoHoBaHa pegakLis:
Tabnetkv no 50 wr; in bulk: no
11,0 kr y 6apabaHax.

BHECEHHS 3MiH 0

3a peyenmom

UA/16952/01/01

AKICTAH

Kpansi o4Hi, 50 MKr/mn

Papmacesiekt

ABcTpis

BpycetTiHi C.P.J1.,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
no 2,5mvn B IHTEepHeLHN ITania ABCTpis peecTpavuiiHux maTepianis:
nonieTuneHosomy BeteniraHra Mi6X (BpPOGHMLTBO, 3MiHY | TUny - 3MiHK Woao
dnakoHi 3 nakyBaHHs1, 6e3nekn/edeKTMBHOCTI Ta
nosnieTuneHoBo KOHTpOnNb cepi'); thapmakoHarnagy. BeefeHHs
KpanesnbHULEeo i CrepigxeHike ITanis ab60 3MiHU [0 y3arasibHeHNX
noninponisieHoBO C.M.A., Itanis OaHVX Npo cuctemy
KpuLuKoto; no 1 a6o no 3, (cTepunizauin thapmakoHarnagy (BBefeHHs
ab6o no 6 hnakoHis B nepBUHHOT y3araslbHeHUX fAaHux npo
KapTOHHI KopooLi yMakoBKM); cuctemy chapmakoHarnsgy,
PapmacenekT 3MiHa YNOBHOBaXeHOI 0cobu,
IHTepHeLLHN BiiNOBIAaAbHOT 3a 34iICHEHHS
BeteniraHra Mv6X, thapmakoHarnsgy; KOHTakTHOl
ABCTpis (BUNYyCK ocobu 3 hapmakoHarnsgy
cepii) 3asBHUKA A9 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHOI 0co6m
3as1BHVKa, BiANOBiAA/IbHOT 32
hapmMakoHarnag B YKpaiHi.
MponoHoBaHa pegakuis:
Benbrow CeitnaHa MukonaisHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBigasibHOI 3a
thapMakoHarnsag B YkpaiHi
10. ANMNPOCTAH® KOHLieHTparT Ans TOB "CaHodhi- Ykpaina TOB "3eHrTiBa" Yecbka BHECEHHS 3MiH [j0 3a peyenmom UA/6956/01/01
PO34uHy ANs iHQy3il, ABeHTiC YkpaiHa" Pecny6nika peecTpauiiHux maTepianis:

0,1 mr/0,2 mn; Ne10
(5x2): no 0,2 mn B
amnyni, no 5 amnyny
6nicTepi; no 2 6nictepu
B KOpOO6Li

3MiHU | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/lE-
cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, L0
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ans
[0MOMDKHOT PEYOBUHHN

(cepTudpikat BiAMNOBIAHOCTI
€Bponelicbkili hapmakoner) -
HoBwuii cepTudikar Big Bxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHsA HOBOro cepTuddikara
BiANOBIAHOCTI EBPONEChKIl
thapmakonei Ne RO-CEP 2015-

302 - Rev 00 gna Al
annpocTaguny Bif Bxe

3aTBEPAKEHOTO BUPOOHMKA
CHINOIN Pharmaceutical and
Chemical Works Private Co.
Ltd., YropwuHa

11.

AMBPOKCO/NY
rAPOXOPU,

NopoLLOK (CybcTaHuis) y
NoABINHMX
nonieTNeHoBux
nakeTtax onasa
chapmaueBTUYHOIO
3aCcToCyBaHHS

LWinna Megikepe
NimiTen

IHgis

LWinna Megikepe
Nimiteq

IHais

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa
(BnacHvka peecTpadiiiHoro
noceigyeHHs) - 3MiHa agpecu
3asBHUKa (BnacHuKa
peecTpauiiiHoro NocBigYEHHS);
3MiHW | TMNy - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onycTUMNX MeX,
BM3HAYEHNX Y creundikauisx Ha
A®I, a60 BUXigHWIA/NPOMIKHWIA
npoaykT/peareHT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMpOOHULTBA AP| (BUTyYEHHS
He3HayHOro nokKasHuka sKocTi
(Hanpuknag BUIyYeHHs
3acTapifioro nokasHuka))
CynyTHS 3miHa
- 3miHu 3 gKkocTi. A®Il. KoHTposb
A®l. 3miHa y meTogax
BMnpobysaHHA AdI abo
BMXiAHOTO
mMaTtepiany/npombKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI

BUpo6HUUTBA AP| (HE3HAYHI

UA/11585/01/01




Ne Hassa

dopma sunycky

3asBHUK

KpaiHa

21

3acoby

n/n JliKapcbK0O20

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20

12. AMILUNTPOH®

TabneTku, BKPUTI

3MiHW Y 3aTBEpAKEHUX MeToAax
BUNPOBYBaHHS) - BUTyYEHHS

He3Ha4yHOro MokKasHuKa «Baxki
MeTanm» 3i cneunqikauii Ta

aHaniTMYHUX METOAMK

BiANOBIAHO [0 aKTyaslbHUX
MaTepianis BUpo6bHuka API

Shilpa Medicare Limited, India

nocsioYyeHHs

EKCTPATAB

13. AHANbIIH

NNiBKOBOK 060/I0HKOHO,
no 10 TabneTtok y
6nictepi; no 1 6nictepy
B nauuj

Tabnetku o 500 mr, nNo

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0,aTKOBOIO
BiANOBIA&BLHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX

[aHuX nNpo cuctemy

thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOI 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa

KOHTaKTHUX JaHnX
YMOBHOBaXeHOT 0cobwu,

BignoBiganbHOI 3a

hapmakoHarnsag

6e3 peyenma

UA/15430/01/01

10 Tabnetok y 6nictepi,
no 1 6nictepy B nauuj;
no 10 TabneTok y

6nictepax

TOB "Arpodhapm”

YkpaiHa

TOB "Arpodapm*

Ykpaina

BHECEHHSA 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKUiT 4NS MeanyYHOro

3aCToCyBaHHA I'IiKapCbKOFO

6e3 peyenma

UA/7018/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
3acoby Ao po3ginis
"Oco61mBOCTI 3aCTOCYyBaHHA",
"Mob6iuHi peakyii" wono 6esnekn
3acTocyBaHHA Ait04ol pevoBUHN,
BiNOBIAHO O pekoMeHAaau;
PRAC
14. AHACTPO30N TabneTku, BKPUTI Amaxkca T4 Benuka CTAOADAPM HimeyunHa BHECEHHS 3MiH 0 3a peyernmom UA/17320/01/01
AMAKCA NAIBKOBOK 0B0/I0HKOHO, BpuTtaHis vM6X, HimeuunHa peecTpauiiHnx matepianis:
no 1 mr no 10 TabneTok (Bunyck cepii); 3MiHM | TUny - 3MiHK Woao
y 6nicTepi; no 3 a6o 10 Xaynt ®apma 6e3nekun/edekTBHOCTI Ta
6nicTepiB y KAPTOHHIi MioHcTep M'm6X, thapmakoHarnagy - 3MiHu
Kopoo6Li HimeuunHa BHeCeHi [0 iHCTPYKUil Ans
(BMPOBHMLTBO MeAUYHOr0o 3aCTOCYBaHHs
roToBOI NiKapCbKoi NiKapcbKoro 3acoby y po3ain
chopmMu, NepBUHHE "Mo6iuHi peakwji" BigNoBigHO A0
Ta BTOPVHHE OHOB/EHOI iHthopMaLi Woao
nakyBaHHs, 6e3nekun Ajtoyoi pevOBUHN.
KOHTPO/b BBegeHHS 3MiH NpoTArom 6-tm
cepii/akocTi) MicAILiB nicns 3aTBepIKEHHS
15. AHAPOKYP® PO34nH oniliHni Ans Baitep Al HimeuunHa Bainep Al HimeuunHa BHECEHHS 3MiH 40 3a peyenmom UA/4848/02/01
AENO iH'ekuiin, 300 mMr/3 mn; no

3 mn B amnyni; no 3
amnysin B KapTOHHIl
navyi

peecTpauiiHux maTepianis:
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa(un) y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs abo iIHCTpyKLii ans
MeAMYHOro 3aCTOCYBaHHSA A5
nikapcbKoro 3acooby,
niyeH3oBaHoro y €C 3a
npoLieaypoto B3aEMHOro
BW3HAHHS (NikapCbkunii 3aci6 He
BXOAUTb A0 cdhepu Aii
npoLeaypu B3aEMHOro
BW3HAHHSA, asie 3MiHa BHOCUTbCS
K pe3ynbTart npoueaypm i Big,
B/laCHUKa TOProBoi fiLeHsii He
BMMAaraeTbCs HafaHHS XXOAHUX
HOBWX [04aTKOBUX AaHUX) 3MiHU
BHECEHO A0 IHCTPYKLUiT ANns
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"apmakonoriyHi BnactnsocTi”
("®apmakogunHamika"),
"MokaszaHHA" (3acTepexXeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

{00 3aCTOCyBaHHA ANsi
3HWKEHHSA CTATEeBOro noTsry),
"Oco6nMBOCTI 3aCTOCYBaHHSA",

"Cnoci6 3acTocyBaHHA Ta 4o3u",

"Mo6iuHI peakwji" BiANOBIAHO A0

OHOBJIEHOT iHdhopMaLii 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3aco6y. 3MiHu |
TMny - 3MiHN LWOA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHN BHECEHO A0 IHCTPYKLUl
ANA MeANYHOro 3acToCyBaHHs
nNiKapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHS"
BiANOBIAHO 4,0 OHOB/IEHOT
iHdhopmawuii 3 6e3neku
3aCTOCyBaHHSA NiKapCbKOro
3acoby.

16.

APIrOCY/Ib®AH
®

Kpem, 20 mr/r,no 15 r
abo 40y Ty6i; no 1
Ty6i B KAPTOHHI KOpo6Lyi

TOB "bayw Xenc"

YkpaiHa

dapmzasog Enba
AT.

MonbLa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUMY — 3MEHLUEHHS
nepiogy 36epiraHHs Ajtoyoi
peyoBuHM cynbatiazony

cpibna BogHa cycneHsis
(3anponoHoBaHo: 15 AHis);
3MiHu Il TMNY — nogaHo
oHoBeHUiA ASMF Ha fitouy
peyoBUHyY cynbaTiazony
cpibna Big 3aTBEpAKEHOr0
BMpobHuka Pharmaceutical
Works Jelfa S.A., Monbwa
(3anponoHoBaHo: ASMF AP
version 8 issued on July 2019;
ASMF RP version 9 issued on
July 2019);

6e3 peyenma

UA/1031/01/01

17.

BAPBOBA/I®

Kpanni opasbHi No 25 mn
y thriakoHi 3 Npo6Koto-
KpanenbHuLeto; no 1
dhnakoHy B nauui 3
KapToHYy

AT "dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMX MaTepiasnis:
3MiHu | TUNy - 3MiHa Tuny
aKLjoHepHoro TosapucTea Ta
afpecy BNpoOBamKeHHS
LiSNIbHOCTI BUPOGHMKa Aitoyol
PEYOBUHM €TUI0BOTO edipy o -
6pomizoBasiepiaHOBOI KNCIOTU
(3atBepmxeHo: MAT «dapmak»,
M. KuiB, Byn. ®pyH3e;

6e3 peyenma

UA/1196/01/01




24

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

3anpornoHoBaHo: AT «®apmak»,
M. Kunis, Byn. Kupuniscbka);
3MiHY | TUny - 3miHa Tuny
akLioHepHoro ToBapucTea Ta
afipecy BNpoBaXeHHS
LiS/TbHOCTI BUPO6HMKa Aito4oi
PEeyYOBMHN PO3UNHY MEHTONY B
MeHTON0BOMY edipi KUCAOTH
i30BasiepiaHoBOT (Banigosny)
(3aTBepmxeHo: MAT «dapmak»,
M. KuiB, Byn. ®pyH3e;
3anpornoHoBaHo: AT «®apmak»,
M. KuiB, Byn. Kupuniscoka);
3MiHW | TUMY - BUNYyYEHO
BMPOBHUYY AiNBbHULIO Ailoyol
pPEYOBUHM eTUI0BOTO eqipy o -
6pomizoBasiepiaHOBOT KUCIOTU Y
M. Kuesi; 3milm | Tvny - oo
crneuudikauii Ha aitouy
PEeYOBUHY PO3UMHY MEHTONY B
MeHTWUI0BOMY edipi KucnoTu
i3oBasiepiaHoBOT (Banifon),
[04aHOo NokasHWK «3aranbHa
30/1a» 3 HOPMYBaHHAM He
6inbLwe 0,1 %;
3MiHM | TUNYy - 3MiHEHO YacToTy
BUMPOOYBaHHSA 3a NOKa3HNKOM
«MikpobionoriyHa uncrota» B
cneuudikaLii Ha aitoyy
PEYOBVHY PO3UNH MEHTONY B
MEeHTNN0BOMY edipi KucnoTu
i3oBanepiaHoBOi (Baslifon) —
nepLuy Ta KOXHy fecaTty
HacTynHi cepii, ane He pigwe
OAHOro pasy Ha piK; 3MiHn | Tuny
- 3MiHEHO YacToTy
BUMPOBOYBaHHSA 3a NOKa3HWKOM
«Mikpob6ionoriyHa unctota» B
cneuudikauii Ha gitody
peyoBUHY eTunoBoro equipy o -
6pomizoBasiepiaHOBOT KNCMOTH i3
BU3HAYEHOK NepPioANYHICTIO —
nepLuy Ta KoXHy fecaTty
HacTyMHi cepii, ane He pigwe
O[HOTO pasy Ha pik; 3miHu | Trny
- B0JaHO BU3HAYEHHS By /ib-AKOT
OOMILLKV 3 IONYCTUMOI MEXEt0
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

He 6inbLue 0,1%, 6e3 3miHu
CYMW OMILLOK 33 MOKa3HUKOM
«CynpoBigHi AOMILLKMN»
BiANOBIAHO 4,0 OHOB/IEHOT
AokymeHTauii AN «3asog,
XiMIYHMX peakTVBiB» HayKOBO-
TEXHOMOTYHOr0 KOMMAEKCy
«IHCTUTYT MOHOKpUCTaniB» HAH
YKpaiHu»; 3miHW | Tuny - 3MiHK
[10 METOAMKY 3@ NOKA3HNKOM
«laeHTudikauis» (peaakuinHi
3MiHW, OCKI/IbKV BU3HAYEHHS
iAeHTUikaLlii NpoBoAATL pa3om
3 BU3HAYEHHAM NOKa3HMKa
«CynpoBigHi AOMILLKM») y
MeToAax KOHTPOJI0 Ha fitody
PEYOBUHY PO3UMH MEHTONY B
MeHTWUI0BOMY edipi KucnoTu
i3oBaniepiaHoBOI; 3MiHU | TUNY -
3MiHU METOAMKM 32 NOKA3HWMKOM
«CynpoBigHi AOMILLKMN»
(npo6onigroToBka, yMoBM Ta
NnopsfoK NPOBEAEHHS aHaUTi3y,
YMOBW NPUAATHOCTI
XpomartorpadivHoi cuctemu,
3MiHa CTaH4AapTHOro 3paska) y
MeToAax KOHTPOJI0 Ha firody
PEYOBUHY PO3UMH MEHTONY B
MeHTWU0BOMY edipi KUCNoTH
i30BasiepiaHoOBOT; 3MiHM | TUMNy -
3MiHU [0 METOAWKM 3a
NoKasHNKOM «KinbKicHe
BM3HAYeHHs» (MpoboniaroToBka,
YMOBW Ta MOPsiA0K NPOBeAEeHHS
aHanisy, yMoBU NpUAATHOCTI
XpomaTtorpadiyHoi cuctemu,
chopMyna po3paxyHky, 3mMiHa
CTaHAapTHOrO 3paska) y
MeToAax KOHTPOJI0 Ha firody
PEYOBUHY PO3UYMH MEHTONY B
MeHTWUI0BOMY edipi KUCNoTh
i30BasiepiaHoOBOT; 3MiHK | TUny -
BUYYEHO BUKAAEHHS NOBHOT
METOAVKM 38 NOKA3HNKOM
«MikpobionoriyHa uncrota» B
MeToAax KOHTPOsIo Ta fofAaHo
nocuiaHHA Ha 3arasibHi cTaTTi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

O®Y no 3aTBepaXeHoro
nocunaHHsa Ha EP; 3minm | Tuny
— 3 po3giny «ycTnHa» MeToAiB

KoHTposto /13 BUIyyeHo

NOCWNAHHS Ha METOLUKY
BU3HAYEHHS IYCTUHW. 3annLeHo

nocuNaHHA Ha 3arasibHy
cTarTio2.2.5.BigHocHa ryctuHa

AdY; 3miHm | TNY — 3 MeTogjB
KOHTPOJIHO SIKOCTi Ha KPULLKY
3aKyrnopoBasIbHO-HarBUHYYBaHy
3 KOHTPOJ1IEM NEPLLOTO BiAKPUTTA
BW/Ty4YEHO HOPMYBAHHS i
MeTOAVKM 3a NOKa3HUKaMu
«Po3mipu», «Maca»,
«Martepian» Ta BBefleHO
nocunaHHA Ha BiANoBIAHICTb
cepTudikaTy sIKOCTi BUPOGHMKa
NepPBUHHOTO NakKyBaHHS; 3MiHW |
TUNY - NOAAHO HOBWIA
cepTtudikaT BignoBigHocTi E®
No. R1-CEP 2003-017-Rev 03
AN Ailo4oi pevoBUHN
theHobapbiTany Ha 3amiHy DMF
(PDT-DMF-EP-SH-V2-10) Big,
3aTBEPAKEHOr0 BUPOGHMKA
HARMAN FINOCHEM LIMITED,
IHais

18.

BIOCENAK

Kancysm BariHaslbHi
TBepAi; no 10 kancyn y
6nicTepi; no 1 6nictepy
Y KapTOHHIl1 kopobu,i; No
10 kancyn y dhnakoHi; no
1 chnakoHy y KapTOHHIl
Kopoo6Li

TOB «YOPN[,
MEANLUNH»

YkpaiHa

IHCTUTYT
BiotexHonorii
CupoBaTok Ta

BakumH BIOME/,
C.A. (IbCB BIOME/[,
C.A)

MonbLa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHa 3asBHMKa (BNacHuKa

peecTpauiiHoOro NoCBigYEHHS)
(3rigHO Haka3sy MO3 Big,
23.07.2015 Ne 460) 3miHn
BHECEHO B iHCTPYKL,il0 Ans
MeAMYHOro 3aCTOCyBaHHS LLLOAO
HalilMeHyBaHHS 3asiBHUKa 3
BiAMNOBIAHUMW 3MiHAMMW Y TEKCTi
MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. BeegeHHs
3MiH NpOTArom 6-Tu MicsuiB
nicnsa 3aTBepKeHHs.
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edreKTMBHOCTI Ta

chapmakoHarnsigy. BeefieHHs

6e3 peyenma

UA/17194/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

a60 3MiHM y3arasibHEHUX JaHuX
npo cuctemy papmakoHarnisgy
(BBEAEHHSA y3ara/IbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cucTemu chapmakoHarnsgy)
3MiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.

[itoua pepakuis: CasiweBa
Napuca / Savishcheva Larisa.
MponoHoBaHa pepgakuis: Myano
lanHa CTtanicnasiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CobM
3as1BHVKa, BiANOBIAA/IbHOT 32
thapmakoHarnag. 3miHa micus
3[jl/ACHEHHSI OCHOBHOI AifANIbHOCTI
3 chapmakoHarnsgy. 3miHa
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
thapmakoHarnsgy. 3miau | Tuny -
3MiHV Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHV BHECEHO B TEKCT
MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby, a came:
3a3HauyeHo iHhopmalLlito-
3acTepexeHHs LWoao
[OMOMDKHUX PEYOBWH Ta AaTy
BMPOOHULTBA Ha YNaKoBLL.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsAILiB Nic/1A 3aTBEPAKEHHS.

19.

BIOTEBAN

Tabnetkun no 10 mr, no
15 Tabnetok y bnicTepi;

dapmaLeBTUYHNI
3aBoj

MonbLa

dapmaLleBTUYHUI
3aBog

MonbLa

BHECEHHS 3MiH [0
peecTpaLiinHMX MaTepiasnis:

6e3 peyenma

UA/18951/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

no 2, 4 abo 6 6nictepis
Y KapTOHHi Kopobuj; no
20 Tabnetok y 6nicTepi,
no 6 6nictepis y
KapTOHHiiA Kopo6Li

"MOJIb®APMA"
CA.

"MONIbOAPMA"
CA

3MiHW | TUMY - OHOB/IEHHS TEKCTY
MapKyBaHHS1 Ha BTOPUHHiIlA
yMakoBLii likapcbKoro 3acoby, a
came y n. 17 "IHLWE" BHeceHHs
iHchopmaw,ii LLoAo nokasaHb
nikapcbkoro 3acoby Ta
[ONOBHEHHS iHhopmauii y n. 6
"IHLLE" TEeKCTy MaKyBaHHA Ha
NepBUHHINA ynakosL, "IHwa
TexHi4yHa iHdhopmauis”

20.

BOPTEBIH

NMOPOLLIOK A/15
NPUroTyBaHHSA PO3UYNHY
Ons iH'ekuii no 3,5 mMry
chnakoHi, no 1 chnakoHy
3 MOPOLUKOM Y KapTOHHIl
Kopoobui

Aypob6iHgo ®apma
nTg,

IHgis

Opxia dapma
Cnewieniti3 Nimiteq

IHais

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUNY - BHECEHHS 3MiH A0
marepianis peecTpauiiHoro
pocbe, p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynopBasbHWiA
3aci6, a came 3MiHa Kosibopy
noninponisIEHoOBOro AMNCKY Ha
aNtoMiHIEBOMY KOBMaukKy 3
4YepBOHOr0 Ha CUHI. Ak
HacnigoK, BHECEHHS BiAMNOBIAHOT
3MiHM o p. «Onunc» MKA N3;
3anpornoHosaHo: Onuc: Ao
pO34nHEeHHs Binnii abo maiixe
6inuiA niodpinizoBaHKii NOPOLLOK
abo TabneTka, LLO NOMILLEHNI B
Npo30puii CKISHUIA h/1aKoH,
SIKWIA YKYNOPEHWIA r'yMOBOIO
NPO6KOIO Ciporo KoNbopy Ta
3anevyaraHuii antomiHieBUMm
KOBMA4ykoM 3 NosiinpornisieHoBUM
[AVCKOM CMHBOTO Konbopy (Taxim
blue). BBeeHHS 3MiH NpoTArom
6-Tn MicALiB nicns
3aTBEPAKEHHS

3a peuenmom

UA/18782/01/01

21.

BPANJAH®

pO34uH NS iH'ekuiid, 100
Mr/MN; o 2 My
dnakoHi; no 10
(h/1aKOHIB Yy KapTOHHIl
ynakoBLi

Mepk Wapn i Joym
ILEA TMBX

LLiBefiuapis

BVMPOGHMLTBO
Hepo3dacoBaHOT
nNpoayKuii, NnepBnHHe
nakyBaHHs,
KOHTPONb cepii B
nepByUHHOMY
nakyBaHHi Ta nig yac
BMNPOGYBaHb
CTabiNIbHOCTI:
MaTeoH
MaHydek4ypiHr

CLUA/
HigepnaHnaun

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MmiHu | TNy - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKaA
(BnacHvika peecTpadiiHoro
NnocBigYeHHs) 3MiHa agpecu
3asBHVKa. 3MiHM | TUNY - 3MiHK
woao 6e3snekn/edpekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX

3a peuernmom

UA/10458/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
Cepsices En. En. [aHuX Npo cuctemy
Ci., CLLA; thapmakoHarnagy (BBe4eHHs
Bnpo6HMLUTBO 3a y3araslbHeHUX JaHux npo
MOBHUM LIIK/TOM, cuctemy dhapmakoHarnagy,
BK/lOYAI0UN [03BIN 3MiHa yNOBHOBaXEHOIT 0cobw,
Ha BUMYCK cepii: BignoBiAa/IbHOI 3a 34jACHEHHS
H.B. OpraHoH, hapmakoHarnagy; KOHTakTHoOl
HigepnaHgw; 0cobu 3 hapmakoHarnsgy
TecTyBaHHs 3aABHUKa 419 3AiICHEHHSA
cTabinbHoCT* thapMakoHarnagy B Ykpaii,
(*recTyBaHHsA AKLLIO BOHA BigMiHHA Bif,
Li/lICHOCTI 3aKpUTTS YMOBHOB&XEHOT 0cobw,
KOHTeliHepa ans BiANOBIAa/IbHOI 3a 34iiCHEHHS
BUPOBHNYOT hapMakoHarnagy (Bkirovaoun
nOinbHUuUi Patheon KOHTaKTHI faHi) Ta/abo 3MiHn y
Manufacturing po3MiLLieHHi MacTep-thaiina
Services LLC, USA): cucTemu chapmakoHarnsgy)
BecTt AHaniTikan 3MiHa KOHTaKTHMX JaHnX
Cepsices, CLLA YNOBHOB&XEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
3MiHa MicLs 3AiCHEHHS
OCHOBHOI fiS/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
dhapmakoHarnsgy.
22. BPOHXO- Kancynu Teepai no 3,5 CaHpo3 CnoBeHis Nex CnoseHis/ BHECEHHS 3MiH 0 6e3 peyenma UA/14268/01/01
MYHAN® N mr; no 10 kancyny dapmacbloTikan3 PapmaLeBTnyHa Llseiiuapis peecTpauiiHnx matepianis:
6nictepi; no 1 a6o 3 o.a. KOMnaHis 4.4, 3MiHW | TUnYy - 36iNbLIEeHHS

6nicTepun y KapTOHHiIl
Kopobui

CnoBeHisa (nepBrHHe
Ta BTOpPVHHE
nakyBaHHs,
KOHTPONb cepil,
BUMYCK cepii); OM
dapma CA,
LBeiiLapis
(BMPOGHMLTBO in
bulk, KoHTposb
cepir)

po3mMipy cepii 415 Nikapcbkoro
3aco6by npn6an3Ho Ha 10%.
Uepes He3HauHe 36i/bLUEHHS
KiNIbKOCTi NPOAYKTY HEOBXIAHOIO
[N BUrOTOBJ/IEHHSA cepil
6inbLLOro po3mipy, Yac
3MillyBaHHSA BigNoBiAHO 6yn0
CKOpWroBaHo, 3anponoHOBaHO:
183,40 kr (917000 kancynu) (yac
3MmiwyBaHHA 360 cek.); 3miHu 1l
TUMY - 3aMiHa TECTY A/17 OLiHKN
6i0N0rivyHOI aKTMBHOCTI AitoHoi
peyoBuHu (OM- 85 niodpinizar),
a came PFC Tect
iMyHOCTUMY/TIOI04a aKTUBHICTb
(6ionoriyHuii aHanis in vivo) Ha
meTtoa ELISA (aHTureHHuia




n/n

Hassa
JliKapcbKo20

dopma sunycky

3asBHUK

KpaiHa

30

3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

23.

BPY®EH®

cupon, 100 mr/5 ms; no
100 mn y dpnakoHi; no 1

AG6OTT Jlaboparopis
m6X

HimeuunHa

A66Bi C.p.n.

ITanis

aHanis in vitro); 3minHm Il Tuny -
3amiHa TeCTy A/15 OLiHKM
6i0/10r4HOT aKTUBHOCTI
nikapcbkoro 3acoby, a came
Tect PFC (BYK
6GNSALKOYTBOPIOKOYA K/ITHA)
6i0/10riYHa aKTUBHICTb
(6ionoriyHnii aHanis in vivo) Ha
meToa ELISA (aHTureHHuiA
aHanis in vitro).
* Kpim TOro, OHOBJ/IOETLCA
npumiTka y cneumdikauii M3
[ANs nokasHuka «laeHTrdikauis

dNakoHy 3 MipHUM
LUNPULIOM Y KapPTOHHIi
Kopoo6Li

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHY | TUnNY - 3MiHW 3 AKOCTI.
[oToBMIA nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa y cknagi
(JONOMDKHMX pevoBUHAX)
roTOBOrO NiKapCbKOro 3acoby
(iHLWi fOMOMDKHI peyoBUHM) -
3aMiHa ofHiel LONOMiKHOT
PEUYOBMHM Ha iHLWWY 3 TUMK
camvMu oyHKLLiOHaNIbHUMU
XapakTtepucTikamy Ta Ha Tomy
camomy piBHi - Bunyuntu 3i
cKnagy AOMOMKHUX PEYOBWUH
KaoniH nerkuii Ta 3amMiHMTK iioro

Ha BOAy, Y 3B'AI3Ky 3 TUM, LLO
BKasaHa [onomikHa pevyoBmHa
4acTo MICTUTb Y CBOEMY CK/1agj

BaKKi METaUTM, L0 MOXe
BM/IMBATW Ha Ki/TbKiCTb JOMILLOK
B /13 Ta 36i/1bLUyEe MOX/IMBICTb
YTBOPEHHS AOMILLKM 4-
ri4pPOKCMOEH30MHOI KACNOTU 3
KOHCepBaHTIB. 3MiHVW BHECEHO B
IHCTPYKLjO A48 MegnyHoro
3aCTOCYBaHHSA NiKapCbKOro
3acoby y posgin "Cknag"
(BONOMDKHI pEYOBUHN).
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNsA 3aTBEPOXKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.

3MiHM Y BUPOBHULITBI. 3MiHN Y

6e3 peyenma

UA/13154/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20

nocsi0YeHHs1

npoueci BUPOGHULTBA FOTOBOrO

NiKapcbKoro 3acoby, BKIOYaum

NPOMDKHUIA NPOAYKT, WO

3aCTOCOBYETbLCH NP
BMPOGHULITBI FOTOBOrO
nikapcbKkoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBa
BOAHOI cycnensii ans
nepopasibHOro 3acToCyBaHHA) Y
3B'A3KY i3 BUYYEHHAM
[ONOMDKHOT PEYOBUHY KaosiHy 3i
cknagy KiHLEeBOro npoaykTy i
3aMiHoI0 oro Ha Bogy, y npouec
BMPOBHMLTBA BHOCATHLCS
He3HauHi 3MiHu, a came 3miHa
Temnepartypu Ta yacy
3MiLLyBaHHSA. 3MiHM | TUny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuyudikauii
Ta/abo fonyCTUMUX MeX
roTOBOrO NikapCbKOro 3acoby
(monoBHeHHs cneumdikawii
HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNpPo6yBaHHS) 3rigHO BUMOT Ta
pekomeHpauiii ICH, no
cneuudikavii nikapcbKoro
3aco6y BHOCMTLCS MOKa3HUK
«Mpumechb J». BBeAEHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
3MiHK 3 sKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(oonoBHeHHs cneumndikauit
HOBUM MOKa3HUKOM 3
BiANOBIAHMM METOA0M
BUNPO6YBaHHS) 3rigHO BUMOT Ta
pekomeHaaLiii ICH, no
cneuudikayii nikapcbKoro

3ac06y BHOCMTbCA MOKa3HMK
«/ltobas apyras
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

VHAMBUAYyaNbHasA Hen3BecTHas
npumMecb». BBegeHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHK 3 SiKOCTi. TOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikadiii
Ta/abo JOMyCTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(monoBHeHHSA cnevmdikawii
HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNpo6yBaHHSA) 3rifHO BUMOT Ta
pekomeHgauiii ICH, go
crneundikaLii nikapcbkoro
3aco6y BHOCMTLCA MOKa3HUK
«Cyma npumeceii». BeefieHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
TUny - 3MiHM 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MeX
roTOBOrO NiKkapCbKOro 3acoby
(BWNYyYEHHSI HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro NokasHuKa, Takoro
AK 3anax Ta cmak, abo
iAeHTHdikalis 6apBHUKIB Un
cMakoBux A06aBok)) BuganeHo
NoKasHUK «/aeHTudmkaums:
MeTW-4-rnapokcnbeH3oaTs 3i
cneumdikaLii roToBoro
npoayKkTy. BeefeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuyudikauii
Ta/abo fonyCTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby
(BWNYyYEHHSI HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapiszioro NokasHMKa, Takoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

AK 3anax Ta cmak, abo
ifeHTudbikaLisa 6apBHUKIB UK
CMakoBUX J06aBOK))
BnaaneHo nokasHuk
«peHTndpukaumsa: nponun-4-
rmapokcnbeHsoar» 3i
cneuuaikaLii rotoBoro
NpoAyKTy.. BBEAEHHSA 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHK 3 SiKOCTi. TOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikadiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO JliKapCbKOro 3acoby
(BUYYEHHS HE3HAYHOrO
nokasHuka (Hanpvkniag,
3acTapifioro NokasHvika, Takoro
SIK 3anax Ta cMak, abo
ineHTudikaLis 6apBHUKIB UK
CcMakoBux f06aBoK)) BuganeHo
NoKasHUK «peHTucbmkaums
HaTpusi 6eH3oarta» 3i
cneuuaikaLii rotoBoro
NpoAayKTy. BBeAeHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEepMKEHHS. 3MiHK | TUny -
3MiHK 3 iKOCTi. TOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikadiii
Ta/abo JOMyCTUMUX MeX
roTOBOrO iKapCbKOro 3acoby
(BUYYEHHS HE3HAYHOrO
nokasHuka (Hanpvknag,
3acTapifioro NokasHvika, Takoro
SIK 3anax Ta cMak, abo
ineHTudikaLis 6apBHUKIB UK
CMakoBux A06aBoK)) BunyyeHHs
3i cneuyndikauii rorosoro /13
nokasHuka «aeHtndurkaums
néynpodeHa, metog VK», Tak sk
3aTBEPIXKEHO a/IbTEPHATUBHWIA
napametp «geHTudmkauymns
néynpodpeHa, metog TCX».
BBefeHHs 3MiH NpoTArom 6-Tu
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
MiCALB NiCNA 3aTBEPOXKEHHS.

3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOr0
nNikapcbKoro 3acoby (BUIyYEHHS
HEe3Ha4yHOro NokasHuka
(Hanpuknag, 3actapinoro
NoKasHMKa, Takoro sk 3anax Ta
cMak, abo igeHTudikauis
6apBHUKIB Y CMaKOBUX
[06aB0K)) BuganeHo nokasHuk
«KonnyectseHHoe
onpegeneHve metunas-
rmapokcmobeHsoara, nponun-4-
rMapokcnbeHsoara, 4-
TMAPOKCUOEH30MHOW KNCOThI»
3i cneumdikauii rorosoro
npoayKkTy. BeefeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MeX
roTOBOrO NikapCbKOro 3acoby
(BWNYYEHHSI HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro NokasHuKa, Takoro
AK 3anax Ta cmak, abo
iAeHTHdikalis 6apBHUKIB Un
cMakoBux A06aBok)) BuganeHo
nokasHuk «Macca/mn npu 20°C»
3i cneumdikauii rotoBoro
NPOAYKTY, HAsiBHUIA KOHTPO/b B
npoueci BupobHuuTtea M13.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOr0

nNikapcbKoro 3acoby (iHWi 3MiHK
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

y MeTogax BunpobyBaHb
(Bkntovaroun 3amiHy abo
[OMOBHEHHS))
3MiHeHO 3aTBeEpPAXEHNI MeTof,
BEPX, skuii BUKOPUCTOBYETLCS
Ans igeHTudikauji, KinbkicHoro
BM3HAYEHHS ibynpodeHy Ta
KifIbKICHOrO BU3HAYEHHS
OOMiLLKM 4-
i306yTMnaueToeHoH.
BeefieHHs 3MiH NpoTusirom 6-Tu
MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NniKkapcbkuMii 3aci6.
KOHTpPO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo
[0MNyCTUMUX MEX rOTOBOro
nikapcbkoro 3acoby (iHwWi 3MiHu)
3MiHa Ha3BM NokasHuKa
«peHTndmkaumsa: Kpacutenb»
Ha «igeHTudikauis E110» B
cneumdikauii nikapcboro
3acoby. MeTog BMNpobyBaHHS
He 3MiHeHO. BBeAeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS.
3MiHY | TUnNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikart BiAMNOBIAHOCTI
€Bponeicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa sBuxigHoro
mMarepiany/peareHTy/npomMibKHOro
NPOAYKTY, WO
BMKOPUCTOBYIOTbCSA Y
BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyYoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHOBNEeHWi cepTuddikaT Big yxe

3aTBEPKEHOr0 BUPO6HMKA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BBegeHHs OHOBMEHWI
cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei (R1-
CEP 2000-087-Rev 03) gns Ad®l
— ibynpocbery — ans
3aTBEPAKEHOTO BUPOOHMKA
BASF Corporation, USA. 3MiHn |
TMNYy - 3MiHM 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikarta BiZANOBIAHOCTI
€sponelicbkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUpPO6HUUTBI ADI; ans
[0MOMDKHOT pEYOBUHM
(cepTudikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTuddikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
BBegeHHs OHOBMEHWI
cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei (R1-
CEP 1996-061-Rev 13) gns Ad®l
— ibynpocbeny — ans
3aTBEPAKEHOTO BUPOOHMKA
SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India. (8
nonepeaHiii Bepcii ceptucikaty
BiANOBIAHOCTI EBpONeiiChKilt
hapmakonei (R1-CEP 1996-
061-Rev 12) Ha3Ba BNPOGHMKa -
Strides Shasun Limited, India).
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOr0
NiKapCbKOro 3acoby (3BY>KEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
[OMYyCTUMUX MEX)
3BYXEHO gonycTumi Mexi Ans

nokasHuka «KonmyecTseHHoe
onpegeneHve HaTpus
6eH3oarta» B cneumdikawii
niKapcbKoro 3acoby NpPoTArom
TEepMiHy nNpuaaTHoCTi,
(3aTBepmxeHo: Ha Bunyck 10,0-
15,0 /5 mn (80-120% 3asBneHoi
KINIbKOCTI); NPOTArOoM TEPMiHY
npugartHocti 10,0-20,0 /5 mn
(80-160% 3asBneHoi KinbKOCTI);
3anpornoHoBaHo: Ha BUMYCK
/npoTarom TepMiHy npuaaTHoCTi
10,0-15,0 /5 mn (80-120%
3asB/1eHOT KiNIbKOCTi). BBEAeHHS
3MiH NPOTArom 6-Tn Micsuis
nicns 3aTBepgkKeHHs. 3MiHu |
TUny - 3MiHK 3 AKocTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J/1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW) BuganeHo 3HOCKM
6ins NokasHUKIB «dur3nyeckme
XapakTepuctuku: Onvcaxue»,
«®un3nyeckme xapakTepuUCTUKN:
LiBeT», «®usmyeckme
XapakTepucTuku: 3anax»,
«aeHTudmkaumsa: NeynpodeH
MeToA0M BIXKX»,
«igeHTndmkauis: NoynpodeH
MeTtogoM TLUX»,
«MperTndmkaums: Kpacutenb»,
«pH npun 20°C»,
«KonnyecteeHHoe
onpegenenve (M6ynpodeH)»,
«KonnyectseHHoe
onpegenexuve 4-
1306yTUNaLeToheHOH,
«KonnyectseHHoe
onpegenexHve Metun-4-
rMapoKcnbeHsoar»,
«KonnyectseHHoe
onpegenexuve MNponun-4

rmapokcnbeHsoar» Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

«KonnyecteeHHoe
onpegenexve Hatpusa
6eH30at». 3HOCKy 6ins

nokasHuka
«Mukpobronoruyeckas
yncToTa» nepedpasoBaHo (6e3
3MiHM 3MiCTy). BBeeHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHn | Tuny -
3MiHu 3 sKocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBPONEChKIl
thapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei: ans

A®I; ons BuxigHoro

MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
OHoBNEHWIA cepTudikat
BiANOBIAHOCTI EBPONEChKIl
thapmakonei (R1-CEP 1996-
061-Rev 14) gns Ad| —
ibynpocheHy — ans
3aTBEPAKEHOTO BUPOOHMKA
SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India
3amictb (R1-CEP 1996-061-Rev
13)

24.

BAKCIFPUN®
TETPA |
VAXIGRIP TETRA
CNAIT-BAKLIMHA
ans
NPO®INAKTUKN
reyny
YOTUPLOXBA/
EHTHA,

CycneHsist gns iH'ekujin,
no 0,5 mn y nonepeaHLo
3aMoBHEHOMY LLUMPUL;
no 1 nonepegHsL0
3aMoBHEHOMY LINpULY 3
MPUKPINIEHOIO TOKOK Y
KapTOHHI Kopo6Lj; no
0,5 MmNy nonepeaHLO
3aMOBHEHOMY LUMPUL;

CaHodpi MacTep

®paHuis

CAHO®I BIHTPOI
IHOACTPIA,
®paHuia
(3anoBHeHHS,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI);
CaHocpi Nactep ,

®paHuis/
YropwmHa/
Benbris

BHECEHHS 3MiH [0

peecTpauiiHux maTepianis:

3MiHu Il TNy - OHOBAIEHHSA
KpUTWUYHMX NOKa3HUKIB AKOCTI
(Critical Quality Attributes) Ta
AHanisy KpUTUYHOCTI NpoLiecy
(Process Criticality Analysis) y
npoueci BUpobHULTBA Aitoyoi
peyoBuHW. TepmiH BBEAEHHS

3a peuyernmom

UA/16141/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
IHAKTUBOBAHA | no 1 nonepeaHbo ®paHLia (noBHWI 3MiH - MneHb 2022; 3MiHu I
3aMnoBHEHOMY LUMPULY LKA BUPOBHULTBA, TUNY - OHOB/IEHHS KpUTUYHMX
6€3 rofik1 y KapTOHHIi 3aMoBHEHHS, nokasHukiB sikocTi (Critical
Kopobui; no 0,5 mny nepBrHHe Ta Quality Attributes) Ta AHanisy
nonepegHL0 BTOPUHHE KpuTnyHOCTI npouecy (Process
3aMoBHEHOMY LUMPUL; nakyBaHHs1, Criticality Analysis) y npoueci
no 1 nonepeaHbO KOHTPO/b AKOCTI, BMPOGHMLITBA FOTOBOMO
3anoBHEeHOMy LINpuLy 3 BUMNYCK Cepil; nikapcbKoro 3acoby. TepmiH
MPUKPIN/IEHOIO TOKOK Y BTOPUHHE BBEAEHHS 3MiH - NvneHb 2022
KapTOHHI Kopo6uj; no nakyBaHHs,
0,5 M1y nonepesHbLO KOHTPO/Ib SIKOCTI,
3aMoBHEHOMY LUMPUL; BMNYCK cepil);
no 1 nonepeaHLo CaHochi-ABeHTiC
3anoBHEHOMY LUNpULy Mpaiisit Ko. /T4,
6€3 rofik1 y KapTOHHii Mnatdopma
Kopoobui NOricTuKM Ta
AncTpubyii y m.
Bypanewr,
YropumHa
(BTOPUHHE
nakyBaHHs, BUMYCK
cepii); CPHA CA,
Benbria (BTOpuHHE
nakyBaHHs)
25. BANIAON® Tabnetkun cybniHrBasibHi AT "dapmak” YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/2713/02/01

no 0,06 r, no 10
Tabnetok y 6nictepi; no
1 a6o 5 6nictepiB y
nauuj 3 kKapToHy; no 10
Tabnetok y 6nictepax

peecTpavuinHMx maTepianis:
3MiHM | TUNY - 3MiHa Ha3BK Ta
afipecy MiCLLe3HaxoMKeHHS
BMPO6HUKa API, 6€3 3MiHN MicLA
BUPOGHMLITBA; 3arMpOMNOHOBaHO:
AT «Dapmak», YkpaiHa; 3MiHu |
TUMY - AONOBHEHHS cneundikauii
A®| nokasHnKom «3arasibHa
30/1a» 3 HOPMYBaHHSM He
6inbLwe 0,1 % smpobHuuTBa Al
"3aBog ximpeakTugiB" HTK
"IHCTUTYT MOHOKpucTanis" HAH
YKpainu; 3MiHu | Tuny -
BUyYEHO 3i cneuundikauii AdI
NOKa3HWK «PO3YUHHICTb»; 3MiHN
| TMNy - 3anpoBagyKeHHs
nepiofnYHOCTI KOHTPOSO ANs
A®| 3a NoKasHMKOM
«MikpobionoriyHa uncrota», a
came nepLuy Ta KOXHy AecaTy
cepito B pouj, ane He pigwe
0HOro pasy Ha pik; 3MiHn | Tuny
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

- BBEIEHHSI NPUMITKV A0
cneuudikauii APl Big,
BMpobHuka 13 npo Te, Wo
nepiognYHICTb KOHTPOSI0, a60
BMKOPUCTaHHA pesy/bTartis
KOHTPO/10 BUPOBHMKA CUPOBUHY
ABNSETHCSA 30HOK0
BiANOBIA&/ILHOCTI
3asBHMKa/BMpO6HUKa 13, He €
[0CTaTHLO 06I'PYHTOBAHOL,
OCKI/TbKW KOHTPO/Tb BUXiJHUX
marepianis BiANOBIAHO 8O
cTaHAapTiB AKOCTI, WO
BW3HaYeHi y peecTpaviiiHomy
[0CbE, rapaHTyeTbCs Ta
perynieTbesa NpuHLMnamm
Ha/1eXHOI BUPOOHNYOI NPaKTUKK.
3anponoHoBaHa 3miHa He
pekoMeHayeTbCA A0
3aTBEPMKEHHS; 3MiHK | TUny -
3MiHn 3 sKkocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneumdikain Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha A®l, abo
BUXIZAHUA/NPOMiXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHMLTBA ADI; CynyTHSA
3MiHa - 3MiHu 3 sKocTi. AdI.
KoHTponb A®I. 3MiHa y meTogax
BMNpobysaHHA AdI abo
BMXiZAHOTO
mMaTtepiany/npomiKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHK Y
mMeTofax BUNPo6yBaHHSA
(Bkntovatoum 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXiZHOr0/MPOMIXHOr0
MPOAYKTY) - OHOB/IEHHSA
MeTOAVKM BUNPOBYBaHHSA ANst
A®| 3a NOKa3HMKOM
«lgeHTudikayis» BUpo6bHMLTBA
AN "3asog ximpeaktusis" HTK
"IHCTUTYT MoHOKpucTanis" HAH
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

YKpaiHu; 3miHu | Tuny - 3MiHu 3
akocTi. A®l. KoHTposnb AdI.
3miHa y napameTpax
cneundikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiAHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpo6HMLTBa ADI; CynyTHA
3MiHa - 3MiHu 3 akocTi. AdL.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA Ad®I abo
BUXiAHOrO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, WWo
BVIKOPVCTOBYETLCS Y NpoLeci
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpoGyBaHHSA
(Bkntovaroun 3amiHy abo
[0MnoBHeHHs) A®| abo
BUXiQHOro/NPOMIXHOro
nNpoAykKTy) - 3MiHU [0
cneundikauii Ta MeToanKM
BMNPo6yBaHHA AdI 3a
nokasHukom «CynposigHi
OOMILLKV»; 3MiHW | TUMY - 3MiHK
[10 METOAUKN BUMPOBYBaHHS
A®I 3a nokasHKoMm «KinbkicHe
BU3HAYEHHS»; 3MiHN | Tuny -
BBEJEHHS NepiognyHOCTI
KOHTpOsto /13 3a NoKasHUKOM
«MikpobionoriyHa uncrota», a
came neptuy Ta KoxHy 30
HacTymnHy cepito, ane He pigwe 1
pasy Ha piK; 3mMiHu | Tuny - 3MiHa
y meToauLi BunpobyBaHHsA Ans
N3 3a nokasHWKOM
«MikpobionoriyHa uncrota», a
camMe BWyYeHOo onuc
NpoBefEHHA METOAMUKN, OCKINTbKN
MeTOAWMKa KOHTPO/IIO 3a JaHnM
MOKa3HUKOM MPOBOAUTLCA
BignosigHo Ao sumor EP,
[IONOBHEHO MOCUIAHHAM Ha
OdY* (*- pitoye BUAAHHS);
KpUTEPii NPUAHATHOCTI 3a/IMLUEHI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

6e3 3MiH

26.

BATbMNPOKOM
300 XPOHO

TabneTku, BKPUTI
NNiBKOBOK 060/I0HKOHO,
NPOJIOHroBaHoI Aji No
300 wr; no 10 TabneTok
y 6nictepi; no 1, 3 a6o
10 6nicTepiB y nayui 3
KapToHYy

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt”

YkpaiHna

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKUIiT 4ns MeanyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby fo posginis:
"®apmakonorivyHi BnactmeocTi” ,
"MpoTunokasaHHA", "B3aemogis
3 iHWYMK NiKapcbKMMn
3aco6amm abo iHLWi Buan
B3aemogiin”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHA
y nepioa BariTHoOCTi abo
rofyBaHHs rpyaar”, "3aatHicTb
BMNAMBATY Ha LUBWAKICTb peakLil
npu KepyBaHHi
aBTOTPaHCNoOPTOM a60 iHWKMKU
mexaHismamu", "Cnoci6
3acTocyBaHHs Ta go3u", "Aitn",
"Mo6iuHI peakuii BigNOBIAHO A0
OHOB/IEHOI iHchopMmaLii
pedhepeHTHOro /likapcbKoro
3aco6by (denakiH XpoHo 300 mr
TabneTkn, BKPUTI 06OIOHKOH),
nposoHroBaHoi gii no 300 wmr,
3asBHNK TOB "CaHodi- ABEHTIC
YkpaiHa"). BBeAeHHs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPMKEHHS

3a peuyenmom

UA/2169/01/01

27.

BAHKOMIUWH-
DAPMEKC

niodpinisaT ANs po3umHy
Ans iHdy3iii no 500 wr,
no 1 cpnakoHy B
KOHTYPHIli YapyHKOBIi1
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji B nauLii

TOB "®APMEKC
reymn"

Ykpaina

TOB "®APMEKC
reymn"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNY - 4OAATKOBO A0

3apeecTpoBaHuX 06’eMiB cepii
roTOBOrO /iKapCbKOro 3acoby
BAHKOMILUVH-®APMEKC,
niodhinisat Ansa po3unHy Ans
iHdpysii no 1000 mr (3 n, 10 A,
25 n), BBOAMMO 36i/bLUEHI
po3wmipu cepii - 50 n Ta 100 n;
3anpornoHoBaHo: Jlioginisar ans
pO34nHy anst iHgysil: uex 1311,
BMPOGHMYA AinbHuLA Ne2 -10n
(2,0 Tnc. dhnakoHis); -20n (4,0

3a peuenmom

UA/13483/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

TUC. hnakoHiB), uex 131,
BMPOGHMYI AinbHULA Nel Ta Ne2
-10n (2,0 Tuc. dhnakoHi); -20 N

(4,0 TuC. hnakoHiB); 3MiHu |
TUMY - BBEIEHHA AOAATKOBOI
AinbHUUi Nel uexy iH'eKuinHnx
nikapcbknx 3acobiB (B Mexax
OZLHOTO LeXy) A5 YaCTUHU
BMPOGHMYOro npoLecy:
[inbHuus Nel (nopaTtkosa)
nigrotToBka oNakoHiB, X
HanoBHEHHS, niodinisauis Ta
3akaTka; QinbHuus Ne2
(3aTBEpMKEHA) NPUrOTYBaHHSA
pO3unHy, iNbTpauis po3ynHy

28.

BAHKOMILUWH-
DAPMEKC

niodpinizaT ANs po3umHy
Ans iHdysili no 1000 wr,
no 1 donakoHy B
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayi

TOB "®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHK | TUNY - 4OAATKOBO A0

3apeecTpoBaHnx 06’eMiB cepii
roTOBOrO NiKapCbKOro 3acoby
BAHKOMILIVH-®APMEKC,
niocpinizaT ANs po3vnHy ans
iHdbysivi no 1000 mr (3 n, 10 n,
25 1), BBOAUMO 36i/bLUEHI
po3mipu cepii - 50 n Ta 100 n;
Niodpinizat gns posunHy ans
iHcpysii: uex 13/1, Bupo6Huya
AinbHuua Ne2 -10n (1,0 Tuc.
thnakoHis), -25n (2,5 Tuc.
donakoHiB). Jliogpinizat ans
pO34unHy aNns iHgys3il: uex 1311,
BMPOGHWUYI AinbHNLA Nel, No2 -
10n (1,0 Tnc. donakoHiB), -25n
(2,5 Tnc. dhnakoHis), -50n (5,0
TUC. dON1aKOHIB)

-100n (10,0 Tuc. dhnakoHiB);
3MiHK | TUNY - BBEAEHHSA
[opatkosoi AinbHuui Nel uexy
iH'EKUIiHNX Nnikapcbknx 3aco6iB
(B MeXax ofHOro uexy) ans
YacTUHM BUPOBHMYOTO Npouecy:
LinbHnus Nel (gogaTkoBa)
nigrotoBka NakoHiB, X
HanoBHEHHS, niodinizauis Ta
3akaTka; QinbHuus Ne2
(3aTBEpPXKEHA) NPUrOTYBAHHS

3a peyenmom

UA/13483/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

PO34KrHy, (hinbTpauis po3unHy

29.

BIBPOLIN

cnpeli HazaNbHUIA,
[030BaHuit; no 15 mny
donakoHi 3
po3nuoBayem; no 1
h1aKoHy Y KapTOHHIiA
Kopoobui

'CK KoHcblomep
Xenckep CAP/

LLisefuapis

'CK KoHcblomep
Xenckep CAP/

Llseiiuapis

BHECEHHS 3MiH 0
peecTpauiiHux matepianis:
3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHMKa
(BnacHvka peecTpadiiHoro
nocBiAYEHHS) - 3MiHa Ha3BMW Ta
afpecu 3aaBHuKa (BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBeppkKeHHs); 3MiHu |
TUny - AAMIHICTPaTWBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo
agpecu Micus NpoBadKEHHSs
LisANbHOCTI
BMpOo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/0
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNopTep,
BK/IOUAOUM BUMYCK Cepild) -
3MiHa Ha3BW Ta agpecu
BMpOGHUKa 13, 6e3 3MiHK
MicLisi BUPOBGHULITBA. 3MiHU
BHECEHO B IHCTPYKLit0 4715
MeAMYHOro 3acTOCyBaHHS LLOAO
HaliMeHyBaHHA Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiAMNOBIAHUMW 3MiHAMMW Y TEKCTi
MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby (BeefeHHs
3MiH NpOTArom 6-Tu MicsuiB
nicns 3aTBePKEHHS)

6e3 peyenma

UA/4564/02/01

30.

BITATE 1000 MO

MOPOLLIOK Ta PO3UYNHHUK
AN PO34MHY ANA
iH'ekyjn no 100 MO/mn;
KapToHHa kopo6ka Ne 1:
no 1 dpnakory 3
MOPOLLKOM ANsi
NPUroTYBaHHS PO3YMHY
Ans iH'ekuii (1000 MO).
KapToHHa kopobka Ne 2:

OkTadhapma
dapmaveBTmKa
MpoaykTioHcrec.
M.6.X.

AscTpis

BUpo6HMK,
BignoBiganbHWA 3a
in bulk
BMPOGHMLITBO,
NepBUHHY YNakoBKy,
KOHTPO/b SKOCTI,
BK/IHOYAK0YM
Bi3yaUlbHY iHCNEKLit0
NOpPOLLKY AN

ABcTpisi/
Himeuuunna/
LLiBeuis

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHuM | TUny - 3amiHa PCR
MeTOoAy BM3HAYEHHS Bipycy

renatuty E (HEV) nig yac
BMPOOHULITBA; 3aMpOrnoHOBaHO:
NucliSens easyMAG extraction
method, QuantStudio 5 qPCR
system. UytnumsicTb 95% Ha

no 1 cpakoHy 3 PO3UunHY A8 25,5 MO/Mn. OHOBNEHHSA
PO34MHHKKOM (BOAa ANs iH'eKLN, BisyanbHy po3giny 3.2.A.2.4.4 Pathogen
iH'ekuii 3 0,1% iHCnekKujo Safety Evaluation; 3miHu | Tuny -

3a peuenmom

UA/17518/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
nonicop6arom 80) no 10 PO3UMHHMKA Ta 3MiHU 3 AKOCTi. ADI.
M/ Y KapPTOHHIlA KOpo6Li BTOPUHHE Brpo6HMUTBO. 3MiHM B npoueci
pa3oMm 3 KOMMIEKTOM nakyBaHHs, BUPOOHMLTBA AD| (He3HaUHa
AN PO3UYMHEHHA Ta MapKyBaHHS1, BUNYyCcK 3MiHa y npoLieci BUpOGHMLTBA
BHYTPILLIHbOBEHHOIO cepii 4ns KiHLeBoro A®I) - 3mMiHK y nigroTosLi Ta
BBEfeHHA. Komnnekt npoAyKTy (NopoLUoK ouvLLeHHI/pereHepauii KOIOHKM
AN PO3UYMHEHHA Ta 4NS po34nHy Ans ONSA eKCKNI03iliHOT
BHYTPILLUHbOBEHHOIO iH eKUili Ta xpomartorpadii (SEC)
BBE/IeHHS CKNafaeTbcs PO3UNHHVIK):
3: 1 wnpuy, Oktadapma
ofHopasoBuid, 1 dapmareBTuKa
KOMNIEKT 415 nepeHocy MpogaykTioHcrec.
(1 pByxkiHUeBa rosnka, 1 M.6.X., ABCTpis;
iNbTpyBasibHa rONKa), Bupo6HYK,
1 komnnekT Ans iHdysin BignoBigasibHWI 3a
(ronka-metenuk), 2 Bi3yasibHY iHCNeKLito
NpOCOYeHi CnMpTOM PO3UNHHYIKA,
TamnoHu. KapToHHa BTOPVIHHE
Kopobka Nel Ta nakyBaHHs Ta
KapToHHa Kopobka Ne2 MapKyBaHHA
06’€QHYIOTbCS MK KIHLLEBOrO NPOAYKTY
€060t0 NNaCTUKOBOI ( nopoLuky ons
nAiBKOK PO3UunHY A8
iH eKyil Ta
PO3YMHHKKA):
Oxktachapma [leccay
mM6X, HimeuunHa,;
Bnpo6HuK,
BiANOBifa/IbHWIA 32
in bulk
BMPOBHULTBO,
NepBUHHY YNakoBKy
Ta KOHTPO/Ib AKOCTI
PO3YMHHYKA:
Okrachapma AB,
LLIBeuis
31. BINTATE 500 MO NMOPOLLOK Ta PO3UYNHHUK Oktathapma ABCTpis Bupo6HMK, ABcTpisi/ BHECEHHS 3MiH 0 3a peyenmom UA/17518/01/01
0151 PO3YKHY AN PapmaLeBTnka BiANOBIAa/IbHUI 3a Himeuunna/ peecTpauiiHnx matepianis:
iH'ekyjin no 100 MO/mn; MpopykTioHcrec. in bulk LLisewjs 3MiHM | TUNYy - 3amiHa PCR
KapToHHa kopobka Ne 1: M.6.X. BMPOBHULTBO, MeTOAY BU3HAUYEHHS Bipycy

no 1 donakony 3
MOPOLLKOM /1A
NPUroTYBaHHA PO3YNHY
ans iH'ekuin (500 MO).
KapToHHa kopob6ka Ne 2:
no 1 cpnakony 3
PO34MHHKKOM (BOAA NS

NepBUHHY YNakoBKy,
KOHTPO/Tb AKOCTI,
BK/THOHAIOUM
Bi3yasibHY iHCMEKLIit0
NOpPOLLKY AN
pO34nHy Ans
iH'eKLi, BisyanbHy

renatuty E (HEV) nig vac
BUPOGHMLITBA; 3aMpONOHOBaHO:
NucliSens easyMAG extraction
method, QuantStudio 5 qPCR
system. YyTnumsictb 95% Ha
25,5 MO/Mn. OHOBNEHHSA
po3giny 3.2.A.2.4.4 Pathogen
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
iH'exuii 30,1 % iHCnekujto Safety Evaluation; 3miHu | Tuny -
nonicop6arom 80) no 5 PO3YMHHMKA Ta 3MiHK 3 AKOCTi. ADI.
MJ1y KapTOHHIil kopobu,i BTOPUHHE Brpo6HMUTBO. 3MiHM B Mpoueci
pa3oMm 3 KOMMNEKTOM nakyBaHHs1, BMPO6HMLTBA AD| (He3HaYHa
0151 PO3YMHEHHA Ta MapKyBaHHs, BUMYCK 3MiHa y npoueci BupobHuLTBa
BHYTPILLHbOBEHHOIO cepil 4ns KiHLeBOro A®I) - 3MiHK y NiAroToBLj Ta
BBefEHHSA. Komnnekt npoAyKTy (NOpoLUOK ouuLLeHHI/pereHepauii KONOHKM
[NA PO3UYNHEHHA Ta ONA po3unHy Ana [ONS eKCKN3iliHOT
BHYTPILLHbOBEHHOIO iH eKUii Ta xpomatorpadii (SEC)
BBE/EHHSA CKNafaeTbca PO3YNHHNIK):
3: 1 wnpwy, OkTadhapma
ofHopasosuii, 1 dapmaueBTuka
KOMNAEeKT ANs nepeHocy MpoaykTioHcrec.
(1 aByxkiHUeBa ronka, 1 M.6.X., ABCTpis;
hinbTpyBasibHa roska), Brpo6HuK,
1 koMnnekT Ans iHgysil BiANoBigabHUii 3a
(ronka-meTenuk), 2 Bi3yasibHY iHCMEKLiit0
MPOCOYEHi CIMPTOM PO3UMHHNIKa,
TamMnoHu. KapToHHa BTOPVIHHE
Kopo6ka Ne 1 Ta nakyBaHHA Ta
KapToHHa kopo6ka Ne 2 MapKyBaHHS
06’€|HYIOTLCA MK KiHLLeBOro NpoaykTy
€06010 NNaCTUKOBOKO ( nopoLuky ans
N/1iBKOKO pO34nHy Ans
iH eKUili Ta
PO3UYMHHMKA):
OxTtadapma Jeccay
M6X, HimeuunHa;
Bupo6HYK,
BignoBigasibHWI 3a
in bulk
BMPOGHMLITBO,
NepPBUHHY YNakoBKy
Ta KOHTPO/Ib AKOCTI
PO3YMHHYKA:
OkTachapma AB,
LLiBeuis
32. BYrinnsa Tabnetku no 250 mr, no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/3954/01/01
AKTUBOBAHE 10 TabneTok y 6nicTepi, akKujioHepHe akujioHepHe peecTpauiiHux maTepianis:
no 10 tabnetok y TOBapuUCTBO TOBapucTBo 3MiHU | TUNY - 3MiHW 3 AKOCTI.
KOHTYPHUX "HaykoBo- "HaykoBo- oTOBMIA NiKapcbKuii 3acio.
6e34apyHKOBUX BMPOGHWYMNIA LEHTP BMPOGHUYUIA LLEHTP Cucrtema
ynakoBKax "BopLyariBcbkuii "BopLuariBcbKuii KOHTeliHep/3aKynoproBasibHWi

XimiKO-
hapmaLeBTUYHNI
3asof”

Ximiko-
hapmaLeBTUUHNI
3asopg"

3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(BMNYYEHHS yNaKoBKW NEBHOTO

PO3Mipy) - BUIyYEHHS YNAKOBKU
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsio4YeHHs1
N3 in bulk: no 1kr Taénetok y
nakertax.
MponoHoBaHa pegakuis: no 10
Tabnetok y 6nictepi no 10
TabNETOK Y KOHTYPHIiA
6e34apyHKOBI ynakoBL,i
33. FEKCAKCUM® | CYCNeH3is AN iH'eKUil, CaHodpi MacTep PpaHLis CaHodpi MacTep, PpaHuin/ BHECEHHS 3MiH [0 3a peyernmom UA/13080/01/01

HEXAXIM no 0,5 mn (1 gosa) B ®paHLis (NoBHWI YropumHa peecTpauiiHnx matepianis:
BAKUWHA Ansa nonepegHL0 LMK BUPOOHNLTBA, 3MiHM | TUNy - 3MiHa
MPO®ITAKTUKN | 3anoBHEHMX LUNpuLax 3 BUNYyCK cepii); KaTeropiiHocTi BUNPo6byBaHHs
LANDTEPII, 1-e10 (a60 2-ma) CaHodi-ABeHTic Total antigen content, w0
nPABLUA, OKpPEMWUMMW rofikamu, no Mpaiisit Ko. NiT4,, npoBOAMTLCA Ha eTani
KALLUTHOKY 1 wnpuruy B KAPTOHHIN Mnatdpopma iOHOO6MIHHOT XpomaTtorpadii
(ALEENONAPHN ynakosLi; no 0,5 mn (1 NoricTvkn Ta (IEC) npu BUpOBGHWLTBI aKTUBHOI
1 KOMIMOHEHT), | fosa) B nonepesHL0 ancTpubyuii y m. Lil040T PEYOBVHN aHTUTEHY
FENATUTY B 3anoBHEeHUX LWnpuuax 3 Bypanewr, renatuty B (HBsAQ) 3 kaTeropii
PEKOMBIHAHTH | 1-eio0 (abo 2-ma) YropwmHa In-Process Control Ha kaTeropito
A, OKpPemMVMU rofikamu, no (BTOPUHHE MOHITOPUHTY Mif, yac npoLecy
noniomMieniTy 1 wnpuuy B nakyBaHHs, BUMYCK BUpo6HMUTBA In-Process
IHAKTUBOBAHA | cTtaHgapTHO-€KCMOPTHIi cepii) Monitoring. TepMiH BBeAEHHSA
TA yMakoBLji, fika MICTUTbCS 3MiH nuctonag, 2022; 3miHm |
3AXBOPHOBAHb, | y kapTOHHIli kopobLi 3 TUNy - oAaBaHHsA cepTudikary
CMNPUYUNHEHNX iHCTpYKUjieto ans BiANOBIAHOCTI €BpONENCHKIil
HAEMOPHILUS Megu4Horo dapmakonei woao ryéuaroi

T™ny B
KOH'IOrOBAHA,
ANCOPBGOBAHA,
PIOKA

3acTocyBaHHs; no 0,5
mn (1 gosa) B
nonepeaHL0
3anoBHEHMX LINpULax 3
1-eto0 (260 2-ma)
OKpPemMVMU rofikamu, no
10 wnpuLiB B KAPTOHHIl
ynakosLi; no 0,5 mn (1
[03a) B nonepefHsL0
3anoBHEHMX LINpULax 3
1-eto0 (260 2-ma)
OKpPemMVMU rofikamu, no
10 wnpwuis B
CTaHA4apTHO-EKCMOPTHIl
yMaKkoBLji, fika MICTUTbCS
Y KapTOHHiIl1 kopobu,i 3
iHCTpYKUieto ans
MeANYHOro
3acTocyBaHHs; no 0,5
M (1 gosa) y
dhnakoHax, no 10
(h/1aKOHIB Y KapPTOHHIl
ynakosLi; no 0,5 mn (1

eHuedanonarii gns
[Je3okcuxonaty Hatpito R1-CEP
2000-383 Rev 05 Big,
aNbTepHaTNBHOIO
noctavasnibHuka New Zealand
Pharmaceuticals Ltd. TepmiH
BBeEHHS 3MiH nnctonag 2022;
3MiHW | TUny - oHoBONeHHs E-
cepTudikaTy BignoBigHOCTI
Eponelicbkiin hapmakoner Big,
BXE 3aTBEP)KEHOro BUPOOHMKa
ans [lesokcuxonarty HaTtpito.
3anponoHosaHo: R1-CEP 2000-
335 Rev 03. TepMiH BBEAEHHSA
3MiH imcTonag 2022; 3minHn Il
TMNy - 4ofaBaHHSA
aNbTepPHaTUBHOIO PO3Mipy
BMPO6HUYOI cepii 250 n gns
npouecy KynbTUBYBaHHS Npu
BUPOBHULTBI 40401 peYOBUHU
NMOBEPXHEBOT0 aHTUrEHY BipyCy
renatuty B Ha fogatok fo
3apeecTpoBaHoro posmipy 50 n.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsio4YeHHs1
[03a) y hnakoHax, no TepMiH BBEEHHS 3MiH
10 dpnakoHis B nvctonag 2022; 3MmiHu 1l Tuny -
CTaHAAPTHO-EKCMOPTHIl 3MiHV 40 BMPOGHMYOro mpouecy
ynakoBLi, fika MiCTUTbCSA y BiZANOBiAHOCTI A0
Y KapTOHHIli kopobLi MaclTabyBaHHS Ta 36iMbLLIEHHS
BMPOGHNYMX NOTYXKHOCTEW Npu
BUPOGHULTBI Ait040T pe4YOoBUHU
NOBEPXHEBOIO aHTUreHy BipyCy
renatuty B. TepmiH BBEAEHHSA
3MiH nucTonag 2022.
34. FEKCAKCUM® | CyCneHsis gNs iH'ekuii, CaHodpi MacTep PpaHuis CaHodpi MacTep, PpaHuin/ BHECEHHS 3MiH 0 3a peyenmom UA/13080/01/01
HEXAXIM no 0,5 mn (1 go3a) B ®paHLis (NoBHWI YropwuHa peecTpauiiHux maTepianis:
BAKUWVHA Ana nonepenHL0 LK BUPOBHULTBA, 3MiHU | TUNY - 3BY)KEHHSA
MPO®ITAKTUKN 3anoBHEHUX LLNpuLax 3 BMNYCK cepil); [ONYCTUMUX MEX, BUSHAUYEHUX Y
DUNDTEPII, 1-et0 (abo 2-ma) CaHodpi-ABeHTiC cneundikauii, 4N NPoOBeAEHHS
NMPABLS, oKpemMumu rosikamu, no Mpaiisit Ko. NiT4,, BUNpobyBaHHA Antigenicity Test
KALLUJTHOKY 1 wnpwuy B KAPTOHHIN Mnatdopma ON151 OUMLLEHOI [il0Y0i PeYOBUHMN
(ALEENONAPHU ynakosui; no 0,5 mn (1 NoricTvkn Ta PT B po3uuHi. 3anponoHoBaHo:
N KOMMOHEHT), | fo3a) B nonepefHb0 ancTpnbyuii y M. Specific activity (EU/mg of
FENATUTY B 3aM0BHEHMX WnpuLax 3 Byaanewr, proteins) = one-sided lower
PEKOMBIHAHTH | 1-eto0 (a6o 2-ma) YropuHa specification limit calculated with
A, oKpemMumu ronikamu, no (BTOpUHHE a risk a =1% for a population
noniomMienity 1 wnpuuy B nakyBaHHs1, BUMYCK proportion p =99,73% i.e. 39,7
IHAKTUBOBAHA | cTaHgapTHO-eKCMOpTHIl cepii) EU/mg of proteins (or 1.5986
TA ynakoBLii, fika MiCTUTbCSA log10 EU/mg of proteins).
3AXBOPHOBAHb, | y kapTOHHil1 KopobL,i 3 TepMiH BBEAEHHS 3MiH -
CNPUYUNHEHUX iHCTpyKUi€eto aAns nvctonag 2022 poky; 3MiHu |
HAEMOPHILUS MeaNYHOro TMny - 3miHa cepii

T™ny B
KOH'IOFOBAHA,
AICOPBOBAHA,
PIOKA

3acTocyBaHHs; no 0,5
mn (1 posa) B
nonepeaHLo
3anoBHEHMX LINpULAaXx 3
1-et0 (abo 2-ma)
OKpemM1MU rofikamu, no
10 wnpuLiB B KAPTOHHIN
ynakosui; no 0,5 mn (1
[03a) B nonepeiHbL0
3anoBHEHMX LINpULAXx 3
1-et0 (abo 2-ma)
OKpPemMVMU rofikamu, no
10 wnpuuis B
CTaHAApPTHO-EKCMOPTHIl
ynakoBLi, fika MiCTUTbCSA
Y KapTOHHI kopobu, 3
iHCTpyKUi€eto aAns
MeAMYHOro

pedhepeHTHOro cTaHaapTy, skui
BVIKOPVCTOBYETLCA Y

BMNpo6YyBaHHi Antigenicity Test

ON151 OUMLLEHOT [il040i PeYOBUHMN

PT metogom ELISA 3 APG
FA491309 Ha CIC19R-RC14.
TepMmiH BBELEHHS 3MiH -

nuctonag, 2022 poky
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
3acTocyBaHHs; no 0,5
M (1 gosa) y
chnakoHax, no 10
(p/1aKOHIB Y KAPTOHHIl
ynakosLi; no 0,5 mn (1
[03a) y dhyiakoHax, no
10 donakoHiB B
CTaHapTHO-EeKCMOPTHIl
yMakoBLji, fika MICTUTbCS
Y KapTOHHIli kopobui
35. FENA-MEPL, rpaHynsaT, 3r/5rno5ry Mepy, HimeuunHa Mpogaykuis in bulk: LLsenuapis/ BHECEHHS 3MiH 0 6e3 peyenma UA/0039/02/01
nakerti; no 30 a6o 50 dapmachbloTikanc Knoke ®apwma- HimeuyunHa peecTpauiiHux maTepianis:
260100 nakeTiB y 6X Cepsic N'vbX, 3MiHKM | TUNY - 3MiHU 3 AKOCTI.
KapTOHHI Kopoo6Li HimeuunHa; oTOBMIA NiKapcbKuii 3acio.
AuuHo dapma AT, 3MiHM Yy BUPOGHMLTBI. 3amiHa
LLiBeiiLapis; ab0 BBeieHHA 104AaTKOBOI
lMepBuHHE Ta AiNbHULI BUpOBGHMLTBA 415
BTOPVIHHE 4acTVHM abo BCbOro
nakyBaHHs: BMPOGHMYOro NpoLecy rotoBoro
Mepy, ®apma MM6X i NiKapcbKoro 3acoby (ainbHMLUA
Ko. KlraA, 07151 BTOPVMHHOIO MakKyBaHHS) -
HimeuunHa,; BBE/leHHS a/ibTepHaTUBHOI
Knoke ®apma- AinbHuui X.E.J1.MN. TM6X,
Cepgic 'M6X, Himeuumnna (H.E.L.P. GmbH,
HimeuuunHa; Germany) Ansi BTOPUHHOTO
Brpo6HMK nakyBaHHs. 3MiHu | TUny - 3MiHK
BignoBiganbHMA 3a 3 AKOCTi. F0TOBWIA NiKapCbKNii
BMNyCK cepil 3aci6. 3MiHU y BUPOGHULLTBI.
KIHLLEBOro NPOAYKTY: 3amiHa abo BBeAEHHSA
Mepu, ®apma M'v6X i [04aTKOBOI Ai/TbHUL
Ko. KlaA, BMPOGHMLTBA A/151 YacTnHU abo
HimeuuunHa; BCbOr0 BUPOGHMYOro npoLecy
BTopuHHe roTOBOrO /iKapCbKOro 3acoby
nakyBaHHs: (BiNbHMLA AN BTOPUHHOTO
X.E.1.MN. Tm6X, nakyBaHHs) - BBE,EHHS
HimeuunHa; anbTepHaTUBHOI AiNbHULI
MpecTix MNpomMoyLUH MpecTix MNpoMoyLUH
Bepkaydcchoepaep BepkaydcoepaepyHr &
yHr & Bepbecepsic Bep6ecepsic 'M6X, HimeuunHa
'm6X, HimeyunHa (Prestige Promotion
Verkaufsfoerderung &
Werbeservice GmbH, Germany)
OiNbHWLS AN1A BTOPUHHOIO
nakyBaHHs1.
36. rigPOKOPTU30 CyCneHsist ANs iH'eKujiA, AT "BIONIK" YkpaiHa AT "BIOJIK" YkpaiHa BHECEHHSA 3MiH 40 3a peyernmom UA/5626/01/01
HY ALETAT 25 mr/mn no 2 mn B peecTpavuiiHux maTepianis:

amnyni 3i ckna; no 10

3MiHuM |l TMNy - BHECEHHS 3MiH A0
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

amnyn y navuj

npotiecy BYpo6HMLTBA
nikapcbKoro 3acoby, 3okpema:
3amiHa KoHAeHcauiiHoro
crnocoby OTpMMaHHA cycneHsii
Ha fucnepciliHnii (BpaxoBytouun,
L0 A4/15 BUPOBHMLTBA
npenapary 3acTOCOBYETbCA
MiKpOHi30BaHa CybCTaHLis).
[vcnepciinnii cnoci6 fo3Bonse
3HAYHO CKOPOTUTU TPUBANICTb
TEXHOSIOTYHOro LKy
BVMPOGHMLTBA, B @HOMy Cnoco6i
HeMae HeobXigHOCTi
3pilicHioBaTy cTagito
nepekpucTanisauii i BigMvBaHHS
Bifj, PO3YMHHMKA
ommeTtuncynsgokuna (AMCO)

37.

rAPOKCUKAPB
AMIA-BICTA

Kancynu no 500 mr no
10 kancyn y 6nictepi; no
10 6nicTepiB y
KapTOHHIA KOpooLi

Mictpan Kenitan
MeHeXMeHT
Niviteq

AHrniA

[LeBa XongiHr A.LLl.

TypeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMY - NoAaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONEiiChKilt
apmakonei Ne R1-CEP 2003-
015 - Rev 04 gna Aol
rinpokcukapbamigy Bif Bxe
3aTBEPAKEHOr0 BUPOGHMKA
OLON S.P.A., y Hacnigok
YTOUHEHHS afpecy BNacHuKa, a
came — 3MiHV NOYTOBOrO iHAEKCY

3a peuyenmom

UA/18217/01/01

38.

rAPOKCUCEYO0
BUHA MEAAK

Kancynu no 500 mr no
10 kancyn y 6nictepi; no
10 6nicTepiB y kopobui 3
KapToHYy

Megpak esenbliadpt
rop KNiHiwe
LLneuianbnpenapat
e M6X

HimeuunHa

Mepak NesenbwadT
dorop KNiHiwe
LLneuianbnpenapar
e M6X, Himeuunna
(BUMPOGHUK, LLO
Bignosigae 3a
BTOPVIHHE
nakyBaHHs1,
MapKyBaHHS
nepBUHHOI
yNaKkoBKM,
KOHTPO/b/BMNPOGYB
aHHA cepii Ta 3a
BUNycK cepii); Xaynt
dapma Amaper
m6X, HimeuunHa,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TURY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTPO/b roTOBOrO MiKapcbKoro
3acoby - OHOBJ/IEHHS BXe
3aTBEPMKEHVX MeTOAIB
KOHTPOJIH0 SAKOCTi NiKapCbKOro
3acoby, a came: BUKIaAEeHHS
TEKCTY ep>XXaBHO MOBOIO
3riJHO Cy4acHWX BUMOT

3a peuernmom

UA/6720/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
(BUPOGHUK, L0
Bignosigae 3a
BVPOGHMLTBO
nikapcbkoro 3acoby,
nepBUHHE, BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPONb/BUNPOGYB
aHHs cepii)
39. FNHOMAKC Cyno3uTopii BariHabHi, 3eHTiBa, K.C. Yecbka Ekcenric lnay CaHal TypeyunHa BHECEHHS 3MiH 0 3a peyernmom UA/15953/01/01
100 mr/150 mr no 7 Pecnybnika | Be TimpkapeT AHOHIM peecTpauiiHnx matepianis:
Cyno3uTopiiB y cTpunax LWipkeTi 3MiHM | TUny - AOMiHICTpaTWBHI
B KapTOHHI kopobLyi 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiANbHOCTI
BMpOo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKYaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEHHS KOHTPO/0
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNopTep,
BK/IOUAOUM BUMYCK Cepild) -
3MiHa agpecu BupobHuka M3
Ekcenric Inauy CaHai Be
TipxapeT AHoHIM LWipkeTi,
TypeuumnHa, 6€3 3mMiHN Micus
BMPOGHMLTBA. 3MiHV BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCTOCYBaHHSA Yy po34iun
«Bupo6HMK» Ta
«MicLe3Haxo4KeHHA BUPOGHMKa
Ta agpeca Micus NpoBaKEHHS
1A0r0 AisiNbHOCTI» 3
BiANOBIAHMMM 3MiHAMU Y TEKCTI
MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs
40. FNAYTAH Kpanni ouHi, 0,04 mr/mn AT "®apmak” YkpaiHa AT "dapmax” YkpaiHa BHECEHHS 3MiH [0 3a peyernmom UA/14725/01/01

no 2,5 mn 'y chaakoHi, no
1 donakoHy y nauuj

peecTpavuiiHux matepianis:
3MiHW | TURY - 3MiHX 3 SKOCTI.
A®l. CTabinbHicTb. 3miHa
nepiosy NOBTOPHUX
BMNpo6yBaHb/nepiogy
36epiraHHa abo yMoB
36epiraHHa A®I (3a BigCYTHOCTI
y 3aTBEPKEHOMY [0ChE
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

cepTudikara BiANoBIAHOCTI
€Bponeiicbkili hapmakoneli, Lo
BK/TIOHAE Nepiog, MOBTOPHOrO
BMNpo6yBaHHs) (nepios
NOBTOPHOTO
BMNpobyBaHHA/nepios
36epiraHHs) - 36iNbLUEHHS abo
BBe[leHHS Nnepiofy NOBTOPHOrO
BMNpOGYyBaHHsA/nepiogy
36epiraHHs Ha OCHOBI
pesynbTaTiB AOCNILDKEHDb Y
peaslbHOMYy Yaci - 36iNbLLUEHHS
nepiogy NOBTOPHOrO
BMNPOBYBaHHSA Ha OCHOBI
pe3ynbTaTiB [OC/iMKEHb Y
peasibHOMY Yaci ana Ad|
TpaBonpocTy BUPOOHULITBA
Industriale Chimica s.r.l., ITanis;
3anponoHoBaHo: 5 pokis

41.

FNEBO

TabneTkn, BKPUTI
060/10HKOI0, M0 250 Mr,
no 5 tabnetok y
6nicTepi; no 1 abo no 2
6nicTepun y KapTOHHIl
ynakoBLi

neHmapk
dapmMacboTVKan3
nra.

IHgis

neHmapk
PapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK |l TUNY - BBEAEHHSA
[04aTKOBOrO BUPOGHUKA
Shangyu Jingxin Pharmaceutical
Co., Ltd, China ana A®l
JNleBodhNIOKCaUMH 3 HAAAHHAM
Mavictep-chaiiny Ha AdI.
3anponoHoBaHo: Zhejiang
Apeloa Kangyu Pharmaceutical
Co., Ltd, China Shangyu Jingxin
Pharmaceutical Co., Ltd, China

3a peuenmom

UA/8751/02/01

42,

FNEBO

TabneTku, BKPUTI
060710HKOI0, M0 500 Mr,
no 5 Tabnetok y
6nicTepi; no 1 abo no 2
6nicTepun y KapTOHHIl
ynakoBLi

neHmapk
dapmMacboTVKan3
nra.

IHgis

rneHmapk
dapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK |l TUNY - BBEAEHHSA
[04aTKOBOrO BUPOBHUKA
Shangyu Jingxin Pharmaceutical
Co., Ltd, China ana A®l
JleBohIOKCALMH 3 HAOAHHAM
MavicTep-chaiiny Ha ADL.
3anponoHoBaHo: Zhejiang
Apeloa Kangyu Pharmaceutical
Co., Ltd, China Shangyu Jingxin
Pharmaceutical Co., Ltd, China

3a peuenmom

UA/8751/02/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1
UA/18738/02/01

43.

rMILEPVHOBI
CYMO3UTOPIi
rAILvK Ans
MAJTIOKIB

Cyno3nTopii peKkTasbHi
no0,6rno5
Cyno3uTopiiB y cTpuni,
no 1 cTpuny y KapTOHHii
Kopoo6ui

KYMN®EP BIOTEX,
YAB

JInToBCbKa
Pecny6nika

E.l. 3APBIC eHp
Ko., M

Ipeuis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iCHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobwy,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis: LWynby,
Onbra CepriiBHa

6e3 peyenma

UA/12010/01/01

rNILEPUHOBI
CYNO3UTOPII
AN AITENA

Cyno3nTopii peKkTasibHi
no 1405 wmr; no 6
Cyno3uTopiiB y CTpuUni;
no 1 abo no 2 ctpunun y
nauuj 3 KapToHy

KYTM®EP BIOTEX,
YAB

JlnToBCbKa
Pecny6nika

AT "AHTIiGiOTive"

PymyHis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,

6e3 peyenma
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis: LWynby,
Onbra CepriiBHa

45,

rNILEPVHOBI
CYNO3UTOPII
ANs fjoPocnnx

Cyno3nTopii peKkTasibHi
no 2100 wr; 6
Cyno3uTopiiB y CTpuUni;
no 1 a6o no 2 ctpunu B
nauuj 3 KapToHy

KYTM®EP BIOTEX,
YAB

JlnToBCbKa
Pecny6nika

AT "AHTIiGiOTive"

PymyHis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiovarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pefakuis: LWynbLy
Onbra CepriiBHa

6e3 peyenma

UA/12011/01/01

46.

FNIATOH®

PO34uH NS iH'eKUi, 250
Mr/Mn; no 4 mn B
amnyni; no 5 amnyn'y
6nictepi; no 1 abo 2
6nictepn y nauui 3
KapToHy; No 4 MmN B

amnyni; no 5 a6o 10

AT "dapmak”

YkpaiHa

AT "®dapmak”

Ykpaina

BHECEHHSA 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TUMY - BHECEHHS 3MiH B
MeToAuKy KoHTposto /13 3a
nokasHukoMm «CynpoBigHi
Jomiwkm» (AdPY, 2.2.27, TLIX).
KpuTepii NpuiAHATHOCTI He

3a peuernmom

UA/13359/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

aMmnyn y nauti 3 KapToHy

3MiHMAnCA

47.

FNIOKO3A

po3unH Ans iHdysiii, 100
mr/ma no 200 mny
NASALWKaX CKNAHNX

TOB "tOpis-®apm”

YkpaiHa

TOB "tOpis-®apm”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux matepianis:
3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(BMNYYEHHS yNaKoBKW NEBHOTO
po3mipy)

BW/TyYEHHS ynakoBok no 400 mn
y NAsWKax ckiaHux Ta no 200
M abo no 400 mny
KOHTeliHepax noniMepHux, 3
BiANOBIAHMMU 3MiHAMU B po3aini
«YnakoBka» MKA /13. TepmiH
BBE/IeHHS 3MiH - NPOTArom 6-Tn
MiCsILiB Micns 3aTBEpPAKEHHS

3a peuenmom

UA/6411/01/02

48.

rOAACAN®

Tabnetkn no 100 wmr; no
10 TabneTok y 6nicTepi;
no 2 a6o 5, a6o 10
6nicTepiB y KAPTOHHIi
KopooLi

[Op. Ndpnerep
ApuHaiimiTTens
6X

HimeuunHa

[p. Ndonerep
ApuHaiimiTTens
M6X

HimeuyunHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW BHECEHO A0
IHCTPYKLii 4ns MegnyHoro
3aCTOCYBaHHSA NiKapCbKOro
3acoby y po3gain "B3aemogis 3
IHLIMMK nikapcbkMKn 3acobamm
Ta iHWi BUAn B3aemogiin”
BiANOBIAHO 4,0 OHOB/IEHOT
iHchopmawuii 3 6e3neku gitouoi
PEyOoBWHW; 3MiHN | TUNY -
OHOB/IEHHS TEKCTY MapKyBaHHSA
yMakoBKM MiKapcbKoro 3acoby 3
BHECEeHHAM iHhopmMalii Wwoao
3a3HaYEHHS OAUHULL
BMMiplOBaHHS y cuctemi Sl

Ee3 peyenma —
mabnemku Ne 20; 3a
peyenmom — mabemku
Ne 50, Ne 100

UA/7763/01/01

49,

TPAHY®IHK®
MPOCTA

Kancynu teepai no 10
Kancyn y 6nictepi; no 3
abo 15 6nicTepiB y
KapTOHHIA ynakoBL,i; no
20 kancyn y 6nictepi; no
3 ab6o 6, abo 10
6nicTepiB y KAPTOHHIi
ynakoBLi

TOB «IMEPPIITO
YKPAIHA»

YkpaiHa

Owmera dapma
MeHbroghekyepiHr
m6X i Ko. KI

HimeyunHa

BHECEHHS 3MiH 0
peecTpavuiiHux maTepianis:
3MiHK | TUNy - AOMiHICTpaTHBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micuga
NPOBaKEHHS AiS/TbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
LiNbHUL BUNYCKY cepii abo
MicL,e NPOBEeAEHHS KOHTPOSHO
AKOCTI. (AISNBHICTb, 3a AKY

6e3 peyenma

UA/16190/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
BiANOBigae BUpPOGHMK/iMNopTep,
BK/THOHAIOUMN BUMYCK CEPINA) -
3MiHa agpecu BupobHuka N3
Owmera ®apma MeHbloghekyepiHr
m6X i Ko. KI, HimeuunHa, 6e3
3MiHM Micusl BUpOGHMUTBA
50. FPAHY®IHK® Kancynu Teepai no 10 TOB «MEPPIFO YkpaiHa Owmera dapma HimeyunHa BHECEHHS 3MiH 0 6e3 peyenma UA/16225/01/01
YPO kancyn y énictepi; no 5 YKPATHA» MeHbtodhekyepiHr peecTpavjiiHux maTepianis:
6nicTepiB y KAPTOHHIi v6X i Ko. KI' 3MiHY | TUny - AAMiHICTpaTUBHI
ynakoBLi; no 20 kancyn 3MiHW. 3MiHa HaliMeHyBaHHs
y 6nicTtepi; no 5 a6o 8 Ta/abo agpecu micus
6nicTepiB y KAPTOHHIi NPOBaKEHHS AiANbHOCTI
ynakoBLi BMpO6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOHaum
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEeHHSI KOHTPO/0
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBigae BMPOGHMK/iMNopTep,
BK/IOUAOUM BUMYCK Cepild) -
3MmiHa agpecun BupobHuka MN3
Owmera ®apma MeHblodiekyepiHr
'M6X i Ko. KI', HimeuunHa, 6e3
3MiHM Micus BUpO6HULITBA
51. FPU3EODY/bBI Tabnetkn no 125 mr, no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 3a peyernmom UA/1280/01/01
H 20 Tabnetok y 6nictepi; akuioHepHe akuioHepHe peecTpavuiiHux maTepianis:
no 2 6nictepu y nauuj 3 TOBapUCTBO TOBapuncTBo 3MiHY | TURy - NokasHuk "Onuc",
KapTOHY "HaykoBo- "HaykoBo- "BTpata Macu npu BUCYyLLYBaHHI"

BUPOGHNYMIA LIEeHTP
"BopLuariscbkuii
Ximiko-
hapmaueBTUYHNIA
3asof”

BUPOGHNUNIA LLEHTP
"BopLuariBCcbkuii
Ximiko-
hapmaLeBTUYHNIA
3asofa”

"KinbkicHe Bu3HaveHHA"
(3aTBEPAXEHO: rPU3E0dDyNbBIHY
He MeHLwe 97,0% i He Ginblue
102,0% B nepepaxyHKy Ha Cyxy
pPeyoBUHyY, 3anponNoOHOBAaHO:
rpr3eodynNbBiHy He MeHLe
94,0% i He 6inbLwe 102,0% B
nepepaxyHKy Ha CyXy peyoBUHY,
3MiHEHO Yy 3B'A3KY 3
nNpuBeAEHHAM Yy BiANOBIAHICTb
Ao sumor EP; 3MiHu | Tuny -
BW/TyYeHHS 3i cneuudikauii APl
nokasHukis "laeHTudikadisa (B)
(konbopoBa peakuis)",
"PeyoBUHU, PO3YNHHI Y
neTponeiHomy ecipi”,
"AHOMasIibHa TOKCUYHICTB" Y
3B'A3KY 3 NPVUBEAEHHAM Y
BignoBigHicTb A0 BuMor EP;
3MiHM | TUNY - 3MiHK Y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

crneundikauii A®I
(rpu3eodpynbBiH) Ans T.
CynpoBiAHi AOMILLKN Y 3B'A3KY 3
npusefeHHsaM Ao sumor EP,
(3anponoHoBaHo: cynpoBigHi
[LOMILLK/: AoMilLKa A He Ginblue
< 2,0 %; powmiwka B He 6inbLie
< 3,0 %; powmiwka C He 6inblue
< 0,75 %; 6yap-aka
HecrneungikoBaHa AOMilLKa He
6inblwe < 0,15 % AnA KOXHOT
Aomiwwky; Cyma fOMILIOK He
6inbwe < 5,0 %); 3miHK | TUNY -
3MiHK 3 SiKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikadiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO /liKapCbKoro 3acoby;
CYNyTHS 3MiHa - 3MiHM 3 IKOCTi.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHUX MeToAax
BMNPOOYBaHHS) - 3MiHN Y
cneuudikavii Ta meTogax
BMNpobyBaHHA 0 T. CynpoBsigHi
[OMLUKM, Npodpini OoMILLOoK
y3rompKeHi 3 npocpinsamu
[OMILLOK y cybcTaHLjii Ta
npuBeeHi 0 BUMOT MOHorpadii
E

52.

FPUHTEPON®

Kancysnu TBepgi no 250
mr no 10 kancyny
6nictepi; no 5 a6o 10
6nicTepiB y nauui 3
KapToHYy

AT "T'piHgekc"

Narsis

AT "IpiHgekc"

Nartsia

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUMY - BUNYYEHHS
BMPOBHMKA YPCOAE30KCMX0NEBOT
kncnotn JS Company
«Grindeks», Latvia y 3B'A3Ky i3
BigknvkaHHaM CEP RO-CEP
2015-310-Rev 01 3a 6axaHHAM
BnacHuka CEP; 3miHu | Tuny -
nofaHHs OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkiii hapmakonei Ne

3a peuenmom

UA/15941/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

R1-CEP 2004-108-Rev 06 ans
A®I ypcoae3okcmxonesoi
KNCNOTK Bif BXXe 3aTBEPAKEHOro
BMpo6Huka Dipharma Francis
S.r.L., y Hacnifgok BUganeHHs i3
cneuudikauii Ta MeToAiB
aHaUi3y nokasHuka «Baxki
MeTasIn»; 3a3Ha4YeHHs
BiICYTHOCTI 3aHECEHHS
e/leMeHTapHUX AOMILLOK 3rigHO
knacudikauii ICH Q3D; 3MiHW y
MeTOAWLi BU3HAYEHHS 3a
nokasHukom «BTpaTa B Maci npu
BUCYLLYBaHHI»; BK/IIOYEHO
iHchopmawii Lwoao ynakoBkm Ta
CTabiNbHOCTI; 3MiHK | TUNy -
NoAaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
RO-CEP 2015-310-Rev 01 gns
A®| ypcoae30KcnMxonesoi
KNCNOTK Bif BXe 3aTBePAKEeHOro
BMpo6HMKa JS Company
«Grindeks», Latvia, y Hacnigok
HaJaHHA 3BITY 3 OLiHK/ PU3MKIB
LLLOA0 BMICTY €/1EMEHTHUX
[LOMILLIOK BignoBiAHO 40 BUMOT
HactaHosM ICH Q3D;
BUAaNIEHHS1 BUNPOOYBaHb Ha
Temneparypy nnaBfeHHA Ta
BavKKi MeTasn; 36iNbLUEeHHSA
nepiogy NOBTOPHOTO TECTYBaHHSA
C 2 80 4 pokiB; 3MiHM | TUMy -
nofaHHs OHOBIEHOTO
cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne
RO-CEP 2012-057-Rev 03 Ta
R1-CEP 2012-057-Rev 00 gns
AD| ypcoae30KcMxonesoi
KNCNOTK Bif BXe 3aTBePAKEeHOro
BMpo6HMKa JS Company
«Grindeks», Latvia, y Hacnigok
BBEJEHHS BUPOOHUYOT AiNbHALL
npomikHoro npoaykty ARCH
PHARMALABS LIMITED;
HaJaHHA 3BITY 3 OLiHKV/ PU3NKIB

L1010 BMICTY €/1IEMEHTHUX
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

[OMILLOK BiANOBIAHO A0 BUMOT
HacTaHosM ICH Q3D;
BUAa/IEHHs BUNPoOyBaHb Ha
Temneparypy nnaBfeHHsA Ta
Bavkki meTasin. Ceptudikar
BiANOBIAHOCTI EBPONEChKIl
thapmakonei Ne RO-CEP 2012-
057-Rev 03 He
BUKOPWCTOBYBAaBCS Npu
BMPO6HULTBI A®I Ta nogaHuii Ha
3aTBEPMKEHHS Nnwe Ans
BHeceHHs B Moaynb 3

53.

JDEHILED

MOPOLLOK A4/15 PO3YNHY
ans iH'ekuiino 1 r, 1
ch/1aKoH 3 NOPOLLKOM B
KOpo6Li 3 KapTOHY

BITA CAH NTA

Benukobput
aHis

AHaHTa Megikeap
Nimitea, IHgia; Csicc
MNepeHTepanc N14,.,

IHais

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUMy - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguuHoro
3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ain "MobiyHi
peakuii” BignosigHO A0
OHOB/IEHOT iHdhopMaLiii 3
6e3neku Ajtoyoi pevOBUHN.
BBefeHHS 3MiH NpoTAroMm 3-x
MiCALIB MIiCNSA 3aTBEPLKEHHS

3a peyenmom

UA/15264/01/01

54.

JIECMA30N

niodpinizat ANs posymHy
Ons iH'ekuii no 40 wr; 1
h/1akoH 3 MOPOLLKOM Y
nauui 3 KapToHy

M.BioTek fMlimiTeq

Benuka
BpuTaHis

Hanpop Naiidp
CaeHcec lB.T. /114,

IHAjA

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHU | TUMY - OHOB/IEHHS TEKCTY
MapKyBaHHS NiKapcbKoro 3acoby
yNaKkoBKM Yy 3B'A3KY 3
JeTanizaujieto nyHkTiB: "Aarta
3aKiHYEeHHsI TepMiHY
npugatHocTi", "Homep PI1",
"Homep cepii nikapcbkoro
3acoby"”, B nyHkTH "IHLIE"
[0[aHHA TEXHIYHOT iHdhopMauii
Ta KOMNaHii, sika 34iiCHI0e
MapKeTUHT B YKpaiHi

3a peuernmom

UA/12116/01/01

55.

ANTOKCUH

Tabnetku no 0,1 mMr no
50 TabneTok y 6aHkax;
no 50 TabneTok y
KOHTelHepax; no 50
Tabnetok y 6aHui abo
KOHTeliHepi, no 1 6aHui
a60 KoHTeliHepy B naui

ToBapucTeo 3
06MexeHot
BiANOBIAA/IbHICTIO
"papmMaLeBTUYHa
KoMnaHis "3gopos'a”

YkpaiHa

BCi cTagil
BMPOGHULTBA,
KOHTPO/Ib SIKOCTI,
BUMNYCK cepil:
ToBapucTtso 3
06MexeHo
BiANOBIA&LHICTIO

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuinHMX MaTepiasnis:
3MiHa 3asBHVKa (B/1aCHMKa

peecTpavLiiHoro NoCBigYEHHS)
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) BeeaeHHs
3MiH NpoTArom 6-Tu Micsuis

3a peyenmom

UA/5751/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
3 KapToHyY; no 25 "[locnigHwii 3aBof nicnsa 3aTBepmXeHHs; 3MiHu |
TabneTtok y bnicrepax; "THUACY, TMny - 3MiHKU Woao
no 25 tabneTok y YkpaiHa; 6e3nekn/edeKTMBHOCTI Ta
6nicTepi, no 2 6nictepu BCi cTagii thapmakoHarnagy. BeefeHHs
y nadui 3 kapToHy; no 10 BMPOGHMLITBA, ab60 3MiHU [0 y3arasibHeHNX
Tabnetok y 6nictepi, no KOHTPO/Ib SIKOCTI, OaHVX Npo cuctemy
5 6nicTepiB y nayui 3 BUNYCK cepil: thapmakoHarnagy (BBefeHHs
KapToHYy ToBapucTBO 3 y3araslbHeHUX fAaHux npo
0bMeXeHoo cuctemy dhapmakoHariagy,
BiANOBIA&/IbHICTIO 3MiHa YNOBHOBaXeHOI 0cobu,
"®APMEKC IPy11" BiiNOBIAaAbHOT 3a 34iICHEHHS
YKpaiHa; thapmakoHarnsgy; KOHTakTHOl
BCi cTagii ocobu 3 hapmakoHarnsgy
BMPOGHMLITBA, 3asBHUKA A9 3AiACHEHHS
KOHTPO/Ib SIKOCTI, thapmakoHarnagy B YkpaiHi,
BUNYCK cepil: AKLLO BOHA BiAMIHHA Bif
ToBapucTBO 3 yNOBHOBaXeEHOI 0cobwu,
06MEXeHOo BignoBiAa/IbHOI 3a 34jACHEHHS
BiANOBIA&/ILHICTIO hapMakoHarnagy (Bkirovaroum
"®apmMaLeBTnyHa KOHTaKTHI fiaHi) Ta/abo 3MiHN y
KOMMaHis po3MilLieHHi macTep-chaina
"3popos'a", cuctemu chapmakoHarnagy) -
Ykpaina 3MiHa ynoBHOBaXKeHOT 0cobun
3as1BHVKa, BiANOBiAA/IbHOT 32
thapmakoHarnag. ditova
pepakuis: MnakciHa OneHa
BonogmmupisHa. MponoHoBaHa
pepakuis: LLieBueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, BiANOBIAA/IbHOT 38
34jiicHeHHs hapmakoHarnaay
56. AUrOKCUH Tabnetku no 0,1 mr in ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 - UA/12140/01/01

bulk: no 10000 Ta6neTtok
Y KOHTelHepax

06MexeHoto
BiANOBIAA/LHICTIO
"PapmaueBTuyHa

KoMnaHis "3gopos'a”

06MeXeHo
BiANOBIA&LHICTIO
"[ocnigHnii 3aBof
"rHUNAC"

peecTpavuiiHux maTepianis:
3MiHa 3asBHMKa (B1acHMKa
peecTpauiiHoro NocBigYEHHS)
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) BeegeHHs
3MiH NpOTArom 6-Tu MicsuiB
nicnsa 3aTBepAXeHHS; 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHuX AaHnx npo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iICHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag. fitoua
pepakuisi: MnakciHa OneHa
BonogumupisHa. NponoHoBaHa
pepaxuisi: LLleBueHko OneHa
IropiBHa. 3MiHa KOHTaKTHMX
[aHuX yrnoBHOBaXXeHO! 0cobu
3a8BHVKa, BigNoBigabHOT 3a
3fiicHEHHS1 hapMakoHaraagy

57.

ANTOKCUH

NMopoLLIOK a6o KpucTasin
(cybeTaHuis) y naketax
NoABINHMX
nonieTuNeHoBux ans
hapmaLeBTUYHOrO
3acToCyBaHHS

ToBapucTso 3
06MEXEHOI0
BiANoBiAA/IbHICTIO
"®apmaueBTuyHa
KomnaHis "3gopos'a”

YkpaiHa

HOBIYC EHT

MonbLa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTI.
CepTtudikat BignosigHocTI/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeicbkili
hapmakonei/MoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTuchikata BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; pns BuxigHoro
mMaTepiany/peareHTy/MpomMiKHOIro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MOMIKXHOT PEYOBUHM
(cepTudpikat BIANOBIAHOCTI
€sponelicbkin hapmakone) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOIO BUPOOHMKA -
NoAaHHA OHOB/IEHOTO

UA/17736/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

cepTudikara BiANoBIAHOCTI
€Bponeiicbkiii hapmakonei Ne
R1-CEP 2010-042-Rev 04
(3aTBepaxeHo: R1-CEP 2010-
042-Rev 02) gns AdI. Ak
Hacnifok peAakuiiie yTOUHEHHS
agpecu BupobHuuTBa APl
(ctano: Metanosa 6A MonbLya-
99-300 KyTHo, MonbLua/
Metalowa 6A Poland-99-300
Kutno, Poland) Ta yTOUHEHHS
po3giny «Ynakoska» y MKA, a
cawve: fofaHO AOAATKOBY
BTOPUHHY YNakKoBKy (CTasio:
BTOpuHHa — kapTOHHMIA 6apabaH
abo nonieTnneHoBwi
KOHTelHep)

58.

JVUrOKCUH

MOPOLLIOK abo KpucTasn
(cybeTaHuin) y
noABINHNX
nonieTNeHoBUxX
naketax gns
hapmaLeBTUYHOrO
3acToCyBaHHSA

ToBapucTso 3
06MexeHoto
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KoMnaHis "3gopos'a”

YkpaiHa

[EKKAH
HYTPACBIOTIKAN3
MBT NTA (MAT O®

ANKANOIA3
KOPMAPEWLLH)

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHK | TMNYy - 3MiHK 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTuduikara BiZNoBILHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUpPO6HULTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponelicbkiin hapmakonei) -
OHoBneHn cepTuddikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA -
nofaHHA OHOB/IEHOTO
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
R1-CEP 2010-298-Rev 01
(3atBepaxeHo: RO-CEP 2010-
298-Rev 01) ansa Adl. Ak
HacnigoK, yTOYHEeHHSs Ajtoyol
MeTOAVKM BU3HAYEHHS

UA/14618/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

nokasHuka “3a/InLLIKOBI KiNIbKOCTi
OpraHiYHNX PO3YMHHMKIB";
[00aBaHHA a/lbTepHaTUBHOI
METOANKN BU3HAYEHHSA
nokasHuka “3asIMLLKOBI KifIbKOCTI
OpraHiYHUX PO34YNHHUKIB";
BBEJEHHS NokKasHuka “Po3Mip
YacTVHOK"; yTOYHEHHS nepiogy
NMPOBEAEHHS NMePEeKOHTPOIIO
cybcTaHuii (ctano: Ans
MiKPOHi30BaHOi cy6cTaHLi 2
poku; [ns HeMIKpPOHi30BaHOT
cybcTaHuii 3 poku)

59.

APOCNIPEM® 20

TabneTkn, BKPUTI
NAiBKOBOK 000I0HKOMO,
no 0,02 mr/3 mr; no 28
Tabnetok y 6nictepi (24
aKTUBHI TabneTkn
pOXeBoro Konbopy + 4
Tabnetkv nnaue6o
6inoro kosbopy); no 1,
abo no 3, abo no 6
6nicTepis B KAPTOHHIN
yMakoBLi

TOB «MIBE
YKPAIHA»

YkpaiHa

mi6e MmbeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY
npuaaTHOCTi FOTOBOrO
nikapcbKoro 3acoby) - [Ans
TOProsOl ynaxkoBku
(nigTBEPAXYETLCA AaHUMU
peanibHOro yacy) - 4151 TOpro.oi
ynakoBKu (NigTBEPAKYETLCA
[JaHVMK peanbHOro yacy) -
36iNbLUEHHS TEPMIHY
NpWAATHOCTI FOTOBOrO
nikapcbKoro 3acoby.
3arBepaKeHo: 3 PoKu.
3anponoHoBaHo: 4 pokn. 3MiHU
BHECEHI B iHCTPYKLiito AN
MeANYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain
"TepMmiH npugaTtHocTi”.
BBegeHHS 3MiH NpoTArom 6-tm
MiCSILiB Micns 3aTBEpPIKEHHS

3a peuenmom

UA/15867/01/01

60.

LPOCHI®PEM® 30

TabneTkn, BKPUTI
NAiBKOBOK 000I0HKOMO,
no 0,03 mr/3 mr; no 21
Tabnetui y 6nictepi; no
1, abo no 3, abo no 6
6nicTepiB y KAPTOHHIi
ynaKkoBLi

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e MmeX
ApuHaiimiTTens

HimeuyunHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHs roToBoro

3a peuenmom

UA/15868/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

nikapcbkoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOIO
nikapcbKoro 3acoby) - Ans
TOProBOi yNnakoBku
(nigTBEPOAXKYETLCA AaHUMMN
peasibHOro 4Yacy) - 36iNbLUEeHHs
TEepMiHy NpUAATHOCTI FOTOBOTO
nikapcbKkoro 3acoby
3arBepaKeHo: 3 poku
3anponoHoBaHo: 4 poku. 3MiHn
BHECEHI B iHCTPYKLito ANs
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"TepMiH npugaTtHocTi"(BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepiXeHHs)

61.

EBKABAN®
BA/Ib3AM

emynbcis, 3 /10 r B 100
r, no 25 mn, a6o no 40
M, abo no 100 mn B
Ty6i, no 1 Ty6i B
KapTOHHIA KOopoo6Li

Ecnapma M'm6X

HimeuunHa

Ecnapma M'mbX,
HimeuuunHa (Bunyck
cepii); NixteHxenbar
mM6X
dapmaLeBThyHa
habpuka,
HimeyunHa
(BUPOBHMLTBO
Hepo3dhacosaHoro
NPOAYKTY, NEPBUHHE
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI)

HimeyunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarniagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBAXEHOI 0CO6M,

6e3 peyenma

UA/5753/01/01




65

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BignoBiganbHOI 3a
hapmakoHarnsag

62.

EBKABAN®
KPAMN/MI

Kpanni, 1 mr/mn no 10
M1y ¢pnakoHi; no 1
hNakoHy B KAPTOHHIl
yMakoBLi

Ecnapma M'm6X

HimeuunHa

dapma BepHirepoge
mM6X

HimeyunHa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHosaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

bes peyenma

UA/13241/01/01

63.

EBKABAN®
KPAM/II ANSA
JITEN

Kpanni, 0,5 mr/mn no 10
My doiakoHi; no 1
(p/1aKOHY B KapPTOHHii
ynakoBLi

Ecnapma M'm6X

HimeuunHa

dapma BepHirepoge
r6X

HimeuyunHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHyX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHnX fiaHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0cobw,
BiANOBIga/IbHOI 3a 34iiCHEHHS

bes peyenma

UA/13241/01/02




66

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iICHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobwy,
BignoBiganbHOI 3a
hapmakoHarnsag

64.

EBKABAN®
cupon

cupon, 3r/15rB 100,
no 100 mn y donakoHi i3
ckna; no 1 dpnakoHy B
KapTOHHIA KopooLi

Ecnapma M'm6X

HimeuunHa

dapma BepHirepoae
mM6X

HimeyunHa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOI 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOi 0Co6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHosaHa peaakuis: Dr.

6e3 peyenma

UA/5754/01/01




67

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

Susanne Becker. 3miHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsg

65.

EBKABA/I®
CMNPEMN

PO34MH HasabHWA, 1
mr/mn no 10 mny
chnakoHi; no 1 conakoHy
3 103aTOPOM B
KapTOHHI ynakoBLi

Ecnapma M'm6X

HimeuunHa

dapma BepHirepoae
mM6X

HimeyunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0COo6M,
BignoBigasibHOI 3a
hapmakoHarnag

bes peyenma

UA/13241/02/01

66.

EBKABA/I®200
CALLE

NOPOLLIOK ANs
OpaU1bHOro PO34MHY Mo
200 mr, no 31y calle;
no 20 a6o no 50 caule B
KapTOHHI ynakoBLi

Ecnapma M'm6X

HimeuunHa

Ninpodhapm M6X

HimeuyunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHyX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cucTemy chapmakoHarnsgy,

bes3 peyenma

UA/16272/01/01




68

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

3MiHa YNOBHOBaXeHOI ocobu,
BiNOBIAabHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVIKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOI 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

67.

EBKABA/I®600
CALLE

NOPOLLIOK ANsi
Op&asIbHOTO PO3YMHY MO
600 mr; no 3 1 B calle;
no 10, a6o no 20, a6o
no 50 calue B KapTOHHIl
ynakoBLi

Ecnapma M'm6X

Himeuunna

Ninpodhapm M6X

HimeuyunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKA, BigNoBiAaIbHOI 3a

6e3 peyenma

UA/16272/01/02




69

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

68.

EAAPBIKNOP®

TabneTkn, BKPUTI
NAiBKOBOK 060I0HKOIO,
40 mr/25 wr; no 14
Tabnetok y 6nictepi; no
1 abo no 2 6nictepn y
KapTOHHIA Kopoo6Li

AciHo ®apma Al

LLisefuapis

Takepa lpnaHgis
Ntp, lpnaHgis
(BUPOGHMLTBO 3a
MOBHWM LMK/I0M)

IpnaHgjs

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiouyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHs macTep-
tharina cuctemmn
thapmakoHarnsgy Ta iioro
HoMepa. 3MiHa Micus
3[iACHEHHSI OCHOBHOT AiSNbHOCTI
3 dpapmakoHarnsgy

3a peuenmom

UA/15205/01/01

69.

E3OHEKCA®

niodpinizaT ANs po3umHy
ONA iH eKUiin Ta iHdysii

AT "dapmak”

YkpaiHa

Na6opaTtopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [0
peecTpaLiinHMX MaTepiasis:

UA/16029/01/01




70

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

no 40 mr in bulk: no 564
hnakoHn y kopobu

3MiHu |l TUNY - 3MiHK 3 AKOCTI.
A®I. BupobHuLTBO. 3MiHa
BMPOGHMKa
BUXiQHOro/NPOMIXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpPOGHMYOMY npoLieci A®I, abo
3MiHa BMPOGHWMKa (BKIHOYaouu,
e HeobxiaHo, micue
NpoBeAeHHSA KOHTPOSII0 AKOCTI)
A®I (3a BigcyTHOCTI
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOTO BMPOGHMKA
A®I 3 HagaHHAM MacTep-thaiina
Ha AQ®l) - BBEEHHA
a/IbTEPHATNBHOIO BUPOBHMKA
A®| E3omenpa3son Hatpito,
Nosch Labs Pvt. Ltd., India,
3anponoHoBaHo: Union Quimico
Farmaceutica S.A., IcnaHisi;
Nosch Labs Pvt. Ltd., India

70.

E3OHEKCA®

niodpinisat Ans po3unHy
ONs iH ek Ta iHdysii
no 40 mrno 10 mny
dhnakoHi; no 1, 5 a6o 10
donakoHiB y navui

AT "dapmak”

YkpaiHa

AT "®apmak” ,
YKpaiHa
(BMPOGHMLTBO 3
nakyBaHHs in bulk
hipMn-BUpPOBHMKA
Na6opaTtopioc
HopmoH C.A.,
IcnaHis)

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW Il TURY - 3MiHKX 3 SKOCTI.
A®|. BupobHuuTBO. 3MiHa
BUPOGHMKa
BVIXiZLHOr0/MPOMiXXHOr0
npoayKTy/peareHTy, Wo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHMKa (BKJTHOHatouM,
e HeobxiaHo, micue
NPOBELEHHS KOHTPO/IHO SKOCTI)
A®I (3a BigcyTHOCTI
cepTuduikara BiZNoBILHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEA,EHHA HOBOIO BUPOGHMKA
Ad| 3 HagaHHAM MacTep-thainna
Ha A®l) - BBEAEHHSA
albTEPHATUBHOIO BUPOBHMKaA
A®| E3omenpa3on HaTpito,
Nosch Labs Pvt. Ltd., India,
3anponoHoBaHo: Union Quimico

3a peuyenmom

UA/16030/01/01




71

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

Farmaceutica S.A., IcnaHis;
Nosch Labs Pvt. Ltd., India

71.

EKBATOP

Tabnetku, 10 mr/5 mr, no
10 Tabnetok y 6nictepi;
no 1, aéo no 3, abo no 6
6nicTepiB y naui

BAT "T'eneoH
PixTep"

YropmHa

BAT "TeneoH
PixTep"

YropwmHa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHU | TUNY — BBEAEHHSA
a/IbTEPHATUBHOIO BUPOBHMKaA
A®I nisuHonpuny aurigpary
Richter Themis Medicare (l.)
PVT. Ltd. 3 cepTudikatom
BiANOBIAHOCTI EBpONEiiChKilt
Papmakonei RO-CEP 2018-223-
Rev 00; 3minHu | Tvny -
[LOMOBHEHHSA cneumdikauii Ha
A4y PeyoBUHY Ji3UHONPUA
AvriapaT nokasHMKOM
«3a/INLLKOBI PO3YMHHUKIN» Ta
BiANOBIAHUM METOA0M
BMNPOGYBaHHS; 3MiHu | TUny —
[LOMOBHEHHSA cneumdikauii Ha
nisuHonpwa gurigpat
nokasHukom "Pd (Palladium)" ta
BiANOBIAHUM METOA0M
BMNPOOYBaHHS;
3MiHV | TUMY — HE3HAYHI 3MiHN Y
mMeTogi BunpobysaHHsA APl 3a
NOKa3HUKOM «CynyTHi JOMILLKM»
(momiwka G); 3miHu | TMNy —
3MiHM y cneuudikauii Ha girouy
PeyoBUHY ni3nHONpWAN avrigpar
3a NoKasHMKOM «CynyTHi
LOMILLKM» (foMmilka G) y 3B'A3KY
i3 3MiHamu y cneuudikauii €8p.
dapwm. Ta y BignoBigHOCTI f0
CEP Bupo6Huka Richter Themis
Medicare (l.) PVT. Ltd

3a peuyenmom

UA/3211/01/01

72.

EKBATOP

Tabnetkn, 20 mr/10 mr
no 10 tabnetok y
6nictepi; no 1, abo 3,
abo 6 6nicTepiB y navui

BAT "TepeoH
PixTep"

YropLmHa

BAT "TeneoH
PixTep"

YropumHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUMY — BBEAEHHSA
a/lbTePHATUBHOIO BUPOBHMKaA
A®I nisuHonpuny gurigpaty
Richter Themis Medicare (l.)
PVT. Ltd. 3 cepTudikaTtom
BiANOBiAHOCTI EBpONeiiChKilt
dapmakonei RO-CEP 2018-223-
Rev 00; 3miHu | Tuny -
[0MNOBHEHHS cneumdikauii Ha

3a peuernmom

UA/3211/01/02




Hassa

72

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep

peecmpayitiHo
20

nocsi0YeHHs1

73.

EPrO®EPOH

Tabnetkn no 20

LioYy peyoBUHY Ni3UHONPU
AvrigpaT NoKasHUKOM
«3a/INLLKOBI PO3YMHHUKN» Ta
BiANOBIAHUM METOA0M
BMUNPOOGYBaHHS; 3MiHu | TUNy —
[OMNOBHEHHSA creumdikavii Ha
nisvHonpun aurigpat
nokasHukom "Pd (Palladium)" Ta
BiANOBIAHMM METOA0M
BMNPOBYBaHHS; 3MiHW | TUNY —
He3HauHi 3MiHW y meTogi
BMNpoGyBaHHA AdI 3a
NOKa3HNKOM «CyMyTHi JOMILLKWN>»
(oomiwka G); 3miHun | Trny —
3MiHM Y cneumdikauii Ha gitouy
peyoBUHY Ni3vHONPWA aurigpar
3a NOKa3HUMKOM «CynyTHI
OOMiLKn» (goMiwka G) y 3B'A3Ky
i3 3miHamu y cneuudikauii €sp.
®apwm. Ta y BiANOBIAHOCTI J0
CEP Bupo6Huka Richter Themis
Medicare (I.) PVT. Ltd

Tabnetok y 6nictepi; no
1, 2 a6o 5 6nicTepiB y
KapTOHHI Kopoo6Li

TOB "Martepia
Mepguka-YkpaiHa"

YkpaiHa

3AT CaHToHika

NntBa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUNY - OHOBMEHHA Y
nigposgini 3.2.S.4 KoHtpornb

L0401 pevOBMHU: 3a3HAYEHHS
KOHTpONo AP| «AHTUTING A0
ramma iHTepdepoHy N0AUHN

ahiHHO OuUMLLIEH: CyMiLLl
romeonaTn4yHux po3segeHs C12,
C30 Ta C50; aHTuTINa Ao
ricTamiHy agpiHHO OYWLLEHi:
CyMiLLl TOMEONaTNYHNX
po3eefeHb C12, C30 Ta C50;
aHTuTiNa go CD4 adhiHHO

OYNLLEHI: CyMill roMeonaTUyHmX
po3sefieHb C12, C30 ta C50»;

3MiHW | TUNY - BBEAEHHSA
[0AaTKOBOrO MeToay

BMNPOGYBaHHA /19 AOMNOMKHOI

PEyYOoBMHM 1aKTO3M MOHOTIApaT
(Identification test Raman

spectrometry Ph. Eur. 2.2.48);

3MiHun Il TMny - 3MiHa

[0NyCTUMUX MEX A5 NOKa3HUKa

«YuncToTa», BU3HAYEHOrO Y

6e3 peyenma

UA/12931/01/01




73

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

cneuudikauii Ha BUXigHWIA
NPOAYKT «AHTUTINA A0 raMmma
iHTepcepoHy nanHN adiHHO
OUMLLEHI», WO
BVIKOPVCTOBYETLCS Y NpoLeci
BMpo6HULTBa A®I, 06ymoBeHa
BHECEHHSIM YTOYHEHHS LLOA0
MOX/IMBOCTi MOSIBY CMYTU 3
BifJlOMOI0 KOHTPO/IbOBAHOIO
[OOMILLKOIO - KPONSAUUM
anbOymiHOM; 3MiHW Il TUny -
3anponoHOBaHO YTOYHEHHS
[OMYCTUMUX MEX 3a NOKa3HWKOM
«MonekynsapHo-MacoBwii
po3nogin», BU3HAYEHOTO Y
cneumdikauii Ha BUXigHWIA
NPOAYKT «AHTUTINA A0 ramMma
iHTepcepoHy nanHN adiHHO
OYMLLEHI», WO
BVIKOPVCTOBYETLCS Y NpoLeci
BMPOGHMLTBA ADI; peaakuiiHy
npaBKy B Ha3Bi napameTpy
«MonekynsapHo-MacoBwii
pO3M0AiN»; BHOCATLCA HE3HAYHI
pefakLiiiHi NpaBKu WoA0 NEBHUX
nokasHukiB cneuudikawii
BWXiAHOTO NPOAYKTY «AHTUTINA
[0 ramma iHTepepoHy SI0ANHN
ahiHHO OuMLLEHI», sIKi He
TArHYTb 3a CO60I0 3MiH,
3asB/IeHi 3 METO NPUBEAEHHS
Yy BifnoBigHICTb pegakuii
marepianis peecTpauiiHoro
[0CbE 3 JOKYMEHTaL€l0
BMPOGHUKA BUXIAHOrO NPOAYKTY;
3MiHM Il TMny - 3MiHa
[0MNYyCTUMUX MEX A5 NOKa3HUKa
«YucToTa», BU3HAYEHOro Y
cneumdikauii Ha BUXigHWIA
NPOAYKT «AHTUTINA A0 ricTamiHy
athiHHO oumnLLeHI», Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULUTBa APl, 06yMoBIeHa
BHECEHHSIM YTOYHEHHS LLOA0
MOX/IMBOCTi MOSIBY CMYTU 3
BifJlOMOIO KOHTPO/IbOBAHOIO
[OOMILLIKOHO - KPONSiYUM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

anb6ymiHOM; 3MiHuM Il Tuny -
3anponoHOBaHO YTOUHEHHS
[OMYCTUMUX MEX 3a NOKa3HNKOM
«MonekynapHo-MacoBuii
po3nogin», BU3HAYEHOTO Y
cneumdikauii Ha BUXigHWIA
NPOAYKT «AHTUTINA A0 ricTamiHy
ahiHHO oumLLieHI», Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI; pefakuiiiHy
npasKy B Ha3Bi NapameTpy
«MonekynsapHo-MacoBuii
po3nofiny»; BHOCATLCA HE3HAYHI
peaakuiiiHi npaBKm LLOA0 NEBHUX
nokasHuKiB cneumdikauii
BUXiHOro NPOAYKTY «AHTUTINA
[0 rictamiHy adiHHO OUYMLLEHI»,
AKi He TATHYTb 3@ CO6O0H0 3MiH,
3asB/IeHi 3 METO NPUBEAEHHS
Yy BifnoBigHICTb pegakuii
marepianis peecTpauiiHoro
[0CbE 3 JOKYMEHTaLj€0
BMPOGHUKA BUXIAHOrO NPOAYKTY;
3MiHM Il TMny - 3MiHa
[0NYyCTUMUX MEX A5 NOKa3HUKa
«YuctoTta» Ta «lgeHTudikavis»,
BM3HAYEHOro y cneuudikauii Ha
BUXiHWI NPOAYKT «AHTUTINA A0
CD4 achiHHO OuuLLEHI», L0
BMKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULUTBa APl, 06yMoBIeHa
BHECEHHSIM YTOYHEHHS LLOA0
MOX/IMBOCTi MOSIBY CMYTU 3
BifJOMOIO KOHTPO/IbOBAHOIO
[OOMILLIKOO - KPONSiUUM
anb6ymiHOM; 3MiHuM Il Tuny -
3anponoHOBaHO YTOYHEHHS
[OMYyCTUMUX MEX 3a NOKa3HWKOM
«MonekynsapHo-MacoBuii
po3nogin», BUSHAYEHOro Yy
cneumdikauii Ha BUXigHWIA
npoaykT «AHTuTINa go CD4
aiHHO ouKLLEHI», WO
BVIKOPVCTOBYETLCS Y NpoLeci
BMPOGHMLTBA ADI; peaakuiiHy
npaBKy B Ha3Bi napameTpy
«MonekynspHo-MacoBuii




75

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
po3noiny»; BHOCATLCA HE3HAYHI
peaakuiiiHi npaBKm LLLOA0 NEBHUX
nokasHuKiB cneumdikauii
BUXiHOIo NPOAYKTY «AHTUTINA
[0 CD4 adhiHHO ouunLLeHi», AKi
He TArHYTb 3a COB0I0 3MiH,
3asB/IeHi 3 METO NPUBEAEHHS
Yy BifnoBigHICTb pegakuii
marepianis peecTpauiiHoro
[0CbE 3 JOKYMEHTaL€l0
BMPOGHMKA BUXIAHOTO NMPOAYKTY
74. EPOTEKC cyno3uTopii BariHabHi CninbHe yKpaiHCbKO- YkpaiHa CninbHe yKpaiHCbKo- YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/4026/01/01
i3 3anaxomM nasaHaM no icnaHcbke icnaHcbke peecTpauiiHux maTepianis:
18,9 mr; no 5 nigNpPMEMCTBO nignpveMCTBO 3MiHW | TUNy - 3MiHa
Cyno3uTopiiB y CTpuni; "Cnepko Ykpaina" "Cnepko YkpaiHa“, nepioguYHOCTI KOHTPOIO 3a
no 2 cTpunu y nadui 3 YkpaiHa (noBHuiA nokasHnkom "MikpobionoriuHa
KapToHYy LKA BUPOBHMLTBA, yncToTa" 3 WOCePINHOro Ha
BWMYCK Cepil, nepiognyHnin (BUNpo6yBaHHI0
KOHTPO/1b SIKOCTI) nignsrae koxHa 10-Ta cepis,
ane He meHLue 1 cepii B pik) B
Cneuudpikauii M3
75. EPOTEKC cynosuTopii BariHaibHi CninbHe yKpaiHCbKO- YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 40 6e3 peyenma UA/4027/01/01
i3 3anaxom TposHAM No icnaHcbke icnaHcbke peecTpauiiHux maTepianis:
18,9 mr;no 5 nignpUeMCcTBO nigNPUEMCTBO 3MiHu | TUNy - 3MiHa
Cyno3uTopiiB y CTpuni; "Cnepko Ykpaina" "Cnepko YkpaiHa", nepiognYHOCTI KOHTPOIO 3a
no 2 cTpunu y nadi 3 YkpaiHa (noBHui nokasHukom "MikpobionoriyHa
KapToHYy LK BUPOGHULTBA, yuctoTa" 3 WoCcepirHOro Ha
BWMYCK Cepil, nepiognyHnin (BUNpo6yBaHH0
KOHTPO/b AKOCTI) nignsarae koxHa 10-Ta cepis,
ane He meHLe 1 cepii B pik) B
Cneuucpikanii M3
76. EPOTEKC cynosuTtopii BariHasibHi CninbHe yKpaiHCbKO- YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [0 6e3 peyenma UA/4028/01/01

i3 3anaxom siMmMoHa no
18,9 mr; no 5
Cyno3uTopiie y cTpuni;
no 2 cTpunu y navi 3
KapToHY

icnaHcbke
nignpUeEMCTBO
"Cnepko YkpaiHa"

icnaHcbke
nigNPUEMCTBO
"Cnepko YkpaiHa",
YkpaiHa (noBHwuiA
LMK BUPOOHNLTBA,
BUMNYCK cepil,
KOHTPO/b SIKOCTI)

peecTpavuinHMX MaTepianis:
3MiHM | TUNY - 3MiHa
nepiognuyYHOCTI KOHTPOSIO 3a
nokasH1kom “MikpobionoriyHa
yncToTa" 3 WOoCepIHOro Ha
nepioAnYHWiA (BUNPOGYBaHHIO
nignsrae koxxHa 10-Ta cepis,
ane He meHLe 1 cepii B piK) B
Cneuucpikauii 13
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

77.

ECNA-TUBON®

TabneTkn no 2,5 mr; no
28 Tabnetok y bnicTepi;
no 1 6nictepy B
KapTOHHI KOopoo6Li

Ecnapma M'm6X

Himeuunna

Ninpodhapm M6X

HimeuyunHa

BHECEHHS 3MiH 0
peecTpauiiHux matepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiouyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
hapMakoHarnsg

3a peuenmom

UA/17004/01/01

78.

ETAM3UNAT

pO34uH ANs iH'ekyin 12,5
%; no 2 MmN B amnyni; no
10 amnyn y navui 3
KapTOHy; Mo 2 M B
amnyni; no 10 amnyn y
6nictepi; no 1 6nictepy
y nauui 3 kKapToHy; no 2
M B amnysi; no 5
amnyn y 6nictepi; no 2
6nictepn y nauui 3
KapToHy

ToBapucTso 3
0bMexeHot
Bi4nNoBIAANbLHICTIO
"®apmaueBTnyHa

KomnaHis "3gopos'a”

YkpaiHa

KOHTPO/Ib AKOCTI,
BWMYCK Cepil:
ToBapucTBo 3
06MexeHo
BiANOBIAABLHICTIO
"[ocnigHnii 3aBof
"rHuac,
YkpaiHa,;

BCi cTagii
BMPOBHULTBA,
KOHTPO/Ib SIKOCTI,
BUNYCK cepil:
ToBapuCTBO 3

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHa 3asBHUKa (B/1acHUKa

peecTpavLiiiHoro NocBigYEHHs)
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) TepmiH
BBEJIeHHS 3MiH NPOTArom 6
MicsLiB NicNs 3aTBEPAYKEHHS;
3MiHM | TUNY - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHeHNX
[aHuX Npo cuctemy

3a peyenmom

UA/5470/01/01




77

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
06MeXeHo thapmakoHarnagy (BBefeHHs
BIANOBIAA/ILHICTIO y3arasibHeHUX AaHux npo
"dapmaLeBTnyHa cuctemy dhapmakoHariagy,
KOMnaHis 3MiHa YNOBHOBaXeHOI ocobu,
"3p0pos'a”, BiiNOBIAabHOT 3a 34iICHEHHS
YKpaiHa thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa yNnoBHOBaXKeHOT 0cobun
3as1BHVIKa, BiANOBiAa/IbHOT 32
thapmakoHarnag. ditova
pepakuis: MnakciHa OneHa
BonogmmupisHa. MponoHoBaHa
pepakuis: LLieBueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, BiANOBIAA/IbHOT 38
3AjiicHeHHs hapmakoHarnaay
79. IHCMPA® TabneTku, BKPUTI AMNOXOH tOC 1 CLA Mdpaiizep CLUA/ dpaHuis BHECEHHS 3MiH 0 3a peyenmom UA/3752/01/01
NNiBKOBOK 060/I0HKOHO, nnc dapmactoTikans peecTpavuiiHux maTepianis:
no 25 wmr; no 10 NNC, CWA 3MiHW Il TRy - 3MiHW BHECEHO B
Tabnetok y 6nictepi; no (BMpPOGHMLTBO IHCTpYKLj0 A8 MegnyHoro
3 6nicTepu B KAPTOHHiIl npenapary in bulk, 3aCTOCYBaHHSA NikapcbKoro
Kopoo6Li Ta KOHTPO/Ib SKOCTI); 3acoby fo po3ginis "Bsaemogis
dapeBa Ambyas, 3 iHWKMK NiKapcbKuMn
®paHuisa (Bunyck 3acob6amu Ta iHLWi Buan
cepii, naKyBaHHs, B3aemogiin", "OcobamsocTi
MapKyBaHHs, 3aCTOCyBaHHA" 3rifHO 3
KOHTPO/b SKOCTI Npu OHOBJIEHOO IHOpPMALLED LLOA0
BUNYCKY) 6e3nekn 3acTocyBaHHs Ajtoyoi
Ta JONOMDKHUX PEYOBUH.
BBefeHHA 3MiH NPOTArom 6-11
MiCALIB MiCNSA 3aTBEPL)KEHHS
80. IHCNPA® TabneTku, BKPUTI AMNIKOH HOC 1 CLWA Mdpaiizep CLA/ ®paHuis BHECEHHS 3MiH [0 3a peyernmom UA/3752/01/02
NNiBKOBOK 060/1I0HKOHO, nnc dapmactoTikan3 peecTpavuiiHux maTepianis:
no 50 mr; no 10 NNc, CWA 3MiHM |l TRy - 3MiHW BHECEHO B
TabneTtok y 6nictepi; no (BMpPOGHMLTBO IHCTPYKUiO AN MeguyHoro

3 6nicTepU B KAPTOHHIl

npenapary in bulk,

3aCToCyBaHHA I'IiKapCbKOFO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

Kopoobui

Ta KOHTPOJS1b AKOCTI);
dapeBa Ambyas,
®paHLia (BUNyCcK
cepil, NnakyBaHHs,

MapKyBaHHs,

KOHTPO/b SIKOCTi Npu

BUMYCKY)

3acoby A0 posainis "B3aemogis
3 iHWYMK NiKapcbKuMn
3acob6amu Ta iHWi Buan
B3aemogiin", "OcobmBocTi
3acTocyBaHHS" 3rigHoO 3
OHOBJIEHOIO iH(hOpMaLElD LWOoA0
6e3nekun 3acTocyBaHHs Aitoyoil
Ta AONOMDKHUX PEYOBUH.
BBegeHHA 3MiH npoTArom 6-tm
MicAILiB Micns 3aTBepPIKEHHS

81.

IHTATPA® IC

TabneTtkn, BKPUTI
060/10HKO0, M0 25 Mr Mo
1 abo no 2 TabnetTkn y
6nicTepi; no 1 6nictepy
B NauLii 3 KapTOHy; No 2
Tabnetkn y 6nictepi; no
2 6nicTepu B navy, 3
KapToHy

ToBapucTso 3
[04aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOIO
BiANOBIA&/ILHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiovarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

3a peuenmom

UA/12352/01/01

82.

IHTATPA® IC

TabneTkn, BKPUTI
060/10HKOH0, No 50 Mr no

ToBapucTso 3
[0[aTKOBOKO

Ykpaina

ToBapucTBo 3
[0[aTKOBOIO

YkpaiHa

BHECEHHS 3MiH 0
peeCTpaLiiiH1X MaTepianis:

3a peuenmom

UA/12352/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

1 a6o no 2 TabneTkn y
6nicTepi; no 1 6nictepy
B NauLii 3 KapTOHy; No 2
Tabnetku y 6nictepi; no
2 6nicTepu B nayy 3
KapToHY

BiANOBIAA/IbHICTIO
"IHTEPXIM"

BiANOBIA&/ILHICTIO
"IHTEPXIM"

3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnisgy
3asBHUKa ANA 3AiICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXeEHOT 0co6Y,
BiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnagy (Bko4yakum
KOHTaKTHi faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&aXXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOI 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag,

83.

IHTATPA® IC

TabneTkn, BKPUTI
060/10HKO0, Mo 100 mr
no 1 a6o no 2 Tabnetkn
y 6nicTepi; no 1
6nictepy B nauui 3
KapTOHY; No 2 TabneTku
y 6aicTepi; no 2
6nictepu B navuj 3
KapTOHY

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOIO
BiANOBIA&/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iICHEHHS

3a peuenmom

UA/12352/01/03
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120 donakoHis B
rpynoBiii ynakoBsLj

BTOPVIHHE
nakyBaHHs, [03BiN
Ha BUMycK cepii);

MC/ IHTepHeLHN

HafaHo AeTasbHuii onuc
CUCTEMU YNPaBAIHHS PU3NKaMM
y BUrNsiZi OHOB/eHoro MnaHy

ynpaBsniHHA pU3ukamun Bepcist

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
thapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOBaXeEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag
84. ICEHTPECC TabneTku, BKPUTI Mepk LWapn i Joym LLiBeiiuapis Mepk Wapn i Joym Higepnanawn/ BHECEHHS 3MiH 0 3a peyenmom UA/9325/01/01
NAiBKOBOK 0B0I0HKOHO, I0EA TM6X B.B., Higepnanam Cinranyp/ peecTpauiiHnx matepianis:
no 400 wmr; no 60 (nepBuHHE Ta IpnaHgjs 3MiHuY | TUNY - 3a9BHUKOM
TabneTok y hnakoHi; no BTOPVHHE Ha/JaHo AeTanbHWi onuc
1 donakoHy B KapTOHHIi nakyBaHHs, [03BiN CMCTEMU YNPaBiHHA pUsnkamm
Kopoo6Li Ha BUMycK cepii); y BUrNS4j oHoBNeHoro MnaHy
MC/ IHTepHeLwHN ynpaBniHHA pu3ukamun Bepcist
v6X (cinis 16.0 ons nikapcbKoro 3acoby.
Cinranyp), Cinranyp 3MiHM BHeceHi o yacTuH: |l
(BUPOBHWK "Cneumdikauia 3 6esnekun”, 111
Hepo3chacoBaHol "Mnan 3 chapmakoHarnagy"”, V
npoaykuii Ta "3axoay 3 MiHimi3auii pu3nkis",
KOHTPO/b AKOCTI); VI "Pe3tome nnaHy ynpasniHHA
MC/ IHTepHeLwHN pusnkammn" Ta flogatky 8 'y
v6X / MCJ, 3B'A3KYy 3 MepersgomM pusmnkiB Ta
IpnaHgis HafgaHHaM MYP BignosigHo fo
(Bennigain), Guideline on good
IpnaHgis (BMpo6HMK pharmacovigilance practices
Hepo3dhacoBaHOT Rev.2
npoaykuii Ta
KOHTPO/b SIKOCTi)
85. ICEHTPECC TabneTkn, BKPUTI Mepk LWapn i Joym LLiBeiiuapis Mepk Wapn i Joym Higepnanaw/ BHECEHHS 3MiH 0 - UA/14320/01/01
NAiBKOBOK 060SI0HKOHO, I0EA TM6X B.B., HigepnaHnam Cinranyp/ peecTpauiiHnx matepianis:
no 400 wr; in bulk: no 60 (nepBuHHe Ta IpnaHgis 3MiHu | TUNYy - 3aABHUKOM
TabneTok y donakoHi; no
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
'M6X (chinis 16.0 oNns nikapcbkoro 3acoby.
Cinranyp), Cinranyp 3MiHV BHECeHi 40 YacTuH: I
(BMPOGHYMK "Cneundikauis 3 6esnekun”, Il
Hepo3dhacoBaHOT "MnaH 3 chapmakoHarnagy”, Vv
npoaykuii Ta "3axoau 3 MiHiMi3auii pu3nkis",
KOHTPO/Ib SKOCTI); VI "Pe3tome nnaHy ynpas/iHHA
MC/ IHTepHeLHN pusvkamun” Ta logatky 8 'y
meX / MCA 3B'AI3KY 3 MepernsigoM pusmkie Ta
Ipnaxgis HagaHHaM MYP BignosigHo ao
(Bennigaiin), Guideline on good
Ipnangis (BUpOGHMK pharmacovigilance practices
Hepo3dacoBaHoi Rev.2
npoaykuii Ta
KOHTPO/b SIKOCTI)
86. KABIBEH emynbCia AN iHdysiii; ®peseHiyc Kabi HimeuunHa ®peseHiyc Kabi Ab LLisewjs BHECEHHS 3MiH 0 3a peyenmom UA/9045/01/01
NMEPUPEPUYHUN no 1440 mn, a6o no [oiunang Tm6X peecTpauiiHux maTepianis:
n 1920 mn, a6o no 2400 3MiHu | TMNY - 3MiHK 3 AKOCTI.
M1 eMy/bCii y [oTOBMIA NikapcbKuii 3acio.
TprKkamepHoMy Cucrema
KOHTeliHepi "Biocin"(1 KOHTeliHep/3aKynopoBasibHWi
Kamepa — 885 mn, abo 3aci6. 3MiHa po3mipy ynakoBku
1180 mn, abo 1475 mn roTOBOrO NiKapCbKOro 3acoby
11 % po34nHY INHOKO3U; (BUNYYEHHS YNakoBKy NEBHOrO
2 kamepa — 300 mn, abo po3mipy)
400 mn, a6o 500 mn YTOUYHEHHSs (hopmMynoBaHHS
BamiHy 18 Hosym; 3 KOMM/IEKTHOCTI YNakoBK, a
Kamepa — 255 mn, abo came BU/TyYeHHS KapTOHHOI
340 mn, abo 425 mn yNakoBKU 3 BifNoBigHMU
IHTpaninigy 20 %), akvi 3MiHamn y p. Ynakoska
pa3oMm 3 aHTVOKUCHVKOM 3MiHM BHECEHO B IHCTPYKLiO ANs
BMILLYYIOTb B 30BHiLLHilA MeAUYHOro 3acToCyBaHHS
NAacTUKOBUI MiLLIOK NiKapcbKoro 3acoby y po3ain
«YnakoBKka» (BUyYEHHA
yNakoBKW NEBHOIO PO3Mipy).
BBefeHHs 3MiH NpoTArom 6-Tu
MicALB Nic/1a 3aTBepAKEHHS.
87. KABIBEH emynbCis Ans iHysiid; ®pe3seHiyc Kabi HimeuunHa $pe3seHiyc Kabi Ab LLiBeuis BHECEHHS 3MiH 0 3a peyenmom UA/9044/01/01
LEHTPANBHUIA no 1026 mn, a6o no [onunang MmeX peecTpauiiHnx matepianis:

1540 mn, abo no 2053
M, abo no 2566 mn
emynbeii y
TpyKaMmepHoMy
KOHTeliHepi "BiodpiH" (1
Kamepa — 526 mn, abo
790 mn, a6o 1053 mn,
abo 1316 mn 19 %
PO34MHY [1H0KO3K; 2

3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(BMNYyYEHHS YyNaKOBKW MEBHOTO

po3mipy)
YTOYHEHHs1 (hopMytoBaHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
Kamepa — 300 mn, abo KOMMNEKTHOCTi yNakoBKu, a
450 mn, a6o 600 mn, camMe BU/TyYeHHS KapTOHHOT
a6o 750 mn Baminy 18 yMakoBKM 3 BiANOBIAHUMY
HosymMm; 3 kamepa — 200 3MiHamu y p. YnakoBka
mn, abo 300 mn, abo 3MiHM BHECEHO B IHCTPYKLiO ANna
400 mn, a6o 500 mn MeANYHOro 3acToCyBaHHS
IHTpaninigy 20 %), Skuii nikapcbKoro 3acoby y po3ain
pa3om 3 aHTUOKUCHUKOM «YNaKkoBka» (BUTyYEHHS
BMILLYIOTb B 30BHILLHiiA yMakoBKM MEBHOIO PO3MIpY).
NAacTUKOBUIA MiLLOK BBegeHHA 3MiH NpoTArom 6-tu
MiCALIB MiCNsA 3aTBEPKEHHS
88. KAKCITA TabneTku, BKPUTI CaH IHgis CaH IHais BHECEHHS 3MiH g0 3a peyenmom UA/17459/01/01
NNiBKOBOK 060/I0HKOHO, $apmacbloTukan PapmacbloTUkan peecTpauiiHux maTepianis:
no 500 wmr; no 10 IHpacTpi3 Nimiteq, IHpacTpi3 N14. 3MiHW | TUMy - 3MiHW BHECEHO [0
Tabnetok y 6nictepi; no IHCTPYKUIiT 4Nns Mean4Horo
12 6nictepiB y 3aCTOCYBaHHSA NikapcbKoro
KapTOHHI Kopoo6Li 3acoby fo posginy "Mo6iyHi
peakujii" oao 6e3nekun
3acToCyBaHHA Ail040l pevOBUHN,
BiANOBIAHO [0 pekomeHaaLin
PRAC. BBegeHHs1 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS
89. KANIKO XNorPnpa KOHUEHTpaT ans TOB "tOpia-®apm” YkpaiHa TOB "tOpia-Papm” YkpaiHa BHECEHHS 3MiH [0 3a peyernmom UA/11206/01/01
pO34uHy ans iHgysili, 75 peecTpavuiiHux maTepianis:
mr/mn no 10 mn, 20 mny TEeXHIYHY NOMWJ/IKY BUNPaB/IEHO
thnakoHax; no 10 mn, 20 B TEKCTi MapKyBaHHS Ha
M/ Y KOHTeliHepax NepBUHHI ynakosL, y n.4.
NIKAPCbKA ®OPMA TA
KINbKICTb OANHULIb B
YTMNAKOBLII; 3anponoHoBaHo:
KoHueHTpaT A41a po3uvHy ans
iHdpysinn 75 mr (mg)/mn (ml) 10
M (ml)
90. KANbLUIV -43 TabneTkn XyBasibHi Mo AciHo ®apma Al LLIseliyapis Takega AC Hopseris BHECEHHS 3MiH 0 6e3 peyenma UA/3541/01/02
HIKOME], 30, abo 60, a6o 120 peecTpauiiHux maTepianis:
POPTE TabneTok y osiakoHi; no 3MiHM | TUNYy - 3MiHa B MeToaMLi

1 chnakoHy B KapTOHHIl
KopooLi

BMNpob6yBaHb AdI, a came-
[0[aBaHHA paMaHiBCbKOT
cnekTpockonii (BignosiAgHO A0
EP 2.2.48) B sikocCTi
a/bTepHaTVBHOIO MeToay
ineHTudikauii kanbLjto
KapboHaTy; 3MiHM | TUNY - 3MiHa
B MeToAuLi BUnpobyeaHb AP, a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

came- foaBaHHS pamMaHiBCbKOl
cnekTpockonii (BignosigHO A0
EP 2.2.48) B sKOCTi
anbTepHaTUBHOrO MeToAy
ineHTudiKauii KoHUeHTpaTy
xonekanbuudepony
(nopowukoBa chopma); 3MiHn |
MRy - 3MiHa B MeToauLi
BMNpPo6yBaHb AOMNOMIKHOT
peyoBMHM, a came- A0AABaHHS
pamaHiBCbKOi cnekTpockonii
(BignoBigHo go EP 2.2.48) B
AKOCTi @NbTepHATMBHOrO MeToay
ineHTudbikauii marHito cteaparty;
3MiHM | TUNy - 3MiHa B MeToamLi
BMNPo6YBaHb AONOMIXHOT
peyoBuUHM, a came- fofaBaHHsA
pamaHiBCbKOi cnekTpockonii
(BignosigHo fo EP 2.2.48) B
AKOCTi @NbTePHATUBHOIO MeToaY
ineHT1dpikaLii NoBiAOHY; 3MiHM |
TMny - 3MiHa B MeToauLi
BMNpobyBaHb A0MNOMDKHOT
peyoBMHM, a came- A0AAaBaHHSA
pamaHiBCbKOi cnekTpockonii
(BignoBigHo o EP 2.2.48) B
AKOCTi @NlbTePHATUBHOrO MeToay
iaeHTuiKaLii Kennity;
3MiHM | TUNYy - 3MiHa B MeToamLi
BMNpPo6yBaHb AOMNOMIKHOT
peyoBMHM, a came- A0AAaBaHHSA
pamaHiBCbKOi cnekTpockonii
(BignoBigHo go EP 2.2.48) B
AKOCTi @bTepHATUBHOrO MeToay
iaeHTudiKalii cykpanosu; 3miHu
| Tuny - 3miHa B meToguui
BMNpPo6YyBaHb A0NOMIXHOT
peyoBuHM, a came- fofaBaHHsA
pamMaHiBCbKOi cnekTpockonii
(BignosigHo fo EP 2.2.48) B
AKOCTi @NbTePHATMBHOIO MeToay
iaeHTudikauii TMMOHHOro
apoMaTU30BaHOro rpaHynsTy

91.

KANBLIIO
FMIOKOHAT

Tabnetkn no 500 mr, no
10 TabneTtoky
6nictepax; no 10
TabneTtok y bricrepax,

AT "Nly6Hnhapm"

YkpaiHa

AT "ly6Hndhapm"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY - 3MiHK Yy NpoLeci
BMPOBGHMLTBA rOTOBOrO

Ne 10 - 6e3 peyenma, Ne
100 - 3a peyenmom

UA/6048/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

no 10 6nicTepis B nayw,

nikapcbKoro 3acoby, siki
BK/IlOYalOTb HOBE 061aHaHHSA
0N NpUroTyBaHHsA Ta
thacyBaHHA /13 (TBepAmnX
nikapcbkux dhopm) Liexy Ned;
3MiHM | TUnYy - 36iNbLIEeHHS
po3Mipy NpoMUCNOBOI cepil,
3anponoHosaHo: Big 159,00 kr
0o 160,62 kr, a6o Big 29,500 T.
wTt. go 30,500 T. wT. Ne 10; Big,
200,8 kr go 201, 2 kr, abo Bif
37,478 T. wrt. fo 37, 760 T. wWr.
Nel0/ Big 3,748 1. WT. 8o 3,776
T. wT. Ne100; 3minu | Tuny -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHML,
BMPOGHMLTBA AJ151 YACTUHU abo
BCbOr0 BUPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(minbHMUSA, Ha AKili NpoBOASATLCA
6yAb-aKi BUPOGHUWYI cTagii, 3a
BMHATKOM BUWMYCKY CepiiA,
KOHTPO/II0 AKOCTi, NePBUHHOTO
Ta BTOPMHHOTIO NakyBaHHSA, A1
HeCTepUsIbHNX NiKapCbKunx
3aco6iB); cynyTHA 3MiHa - 3MiHK
3 AIKOCTi. FOTOBUIA NnikapcbKuii
3aci6. 3MiHV Yy BUPOOHULITBI.
3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(ZinbHUUSA ANA BTOPUHHOMO
nakyBaHHs) - 3MiHU 3 IKOCTi.
FOTOBWIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3aMiHa
ab60 BBeieHHA [04aTKOBOI
AiNbHULI BUPOBGHMLTBA 415
4acTHM abo BCbOro
BMPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULA
[N NePBUHHOTO NaKyBaHHS)
3aTBEPKEHO: AiNbHMLA
NPWUroTyBaHHs Ta fiNlbHNUA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

hacyBaHHSA Lexy Ne4 - 3
BMPOOHULITBA TBEPANX
nikapcbknx popm AT
«Jly6HMdhapm» YkpaiHa, 37500,
MonTascbka 061., M. JTy6HUY,
Byn. bapsiHkoBa,16
(BUroTOB/IEHHSA NiKAPCHKMX
3acob6is, BKOYaoumn ctagii
hacyBaHHs Ta NakyBaHHs);
3anponoHOBaHO: AiNbHALA
NPpUroTyBaHHs Ta fiNTbHNLA
hacyBaHHs Lexy Ne4 - 3
BUPOGHMLITBA TBEPANX
nikapcbkux dpopm AT
«Jly6Hndhapm» YkpaiHa, 37500,
MonTaBcbka 06/1., M. Jly6HM,
Byn. bapsiHkoBa,16
(BUroTOBNEHHSA NiKAPCHKNX
3aco6iB, BK/OYaun cTagii
hacyBaHHs Ta nakyBaHHs);
AiNbHMLA npurotyBaHHA Ne2 Ta
AinbHUUSA pacyBaHHA Ne2 uexy
Ne4 - 3 BUPOGHMLTBA TBEPANX
nikapcbknx popm AT
«Jly6HMdhapm» YkpaiHa, 37500,
MonTascbka 061., M. JTy6HY,
Byn. bapsiHkoBa,16
(BUroTOB/IEHHSA NiKAPCHKMX
3acob6is, BKOYaoumn ctagii
chacyBaHHS Ta NakyBaHHs)

92.

KAPJAK

TabneTkn BKpUTI
NAIBKOBOK 0B0/I0HKOHO,
no 10 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepun y nayyi 3
KapToHYy

Aypob6iHgo dapma
nrp,

IHais

AypobiHgo dapma
Nimiteq - LOHIT 1,
IHAis; AypobiHao
®apwma /114,
dopmynenwH KOHIT
XV, IHgis

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHU | TUMY - 3MiHX 3 SKOCTI.
CepTtudpikat BignosigHocTi/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeicbkili
hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHS
cepTuchikata BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: Ans
A®I; pns BuxigHoro
mMaTepiany/peareHTy/MpomMiKHOIro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y

3a peyenmom

UA/11834/01/01
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dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep

peecmpayitiHo
20

nocsi0YeHHs1

BUPO6HUUTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHS) - NOAAHHS HOBOrO
cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne
R1-CEP 2006-232-Rev 03 gnisa
Aitoyoi pevoBuHM Simvastatin
Bif HOBOro BMpo6HMka HENAN
TOPFOND SCI-TECH CO.,
LTD.(80NOBHEHHS)

Ne Hassa
n/n JliKapcbK0O20
3acoby
93. KAPOAK
94. KAPOAK

TabneTky BKpUTI
NiBKOBOK 060JI0HKOIO,
no 20 mr, no 10
TabneTtok y 6nictepi, no
3 6nicTepun y nayui 3
KapToHYy

Aypo6iHgo ®apma
nrp,

IHgis

Aypob6iHgo ®apma
Nimiteq - FOHIT 1,
IHAin; Aypobingo
®apwma /114,
dopmyneiH KOHIT
XV, IHgia

IHais

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHM | TURY - 3MiHX 3 SKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikara BiZnNoBILHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HULTBI ADI; Ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponelicbkiin hapmakonei) -
Hoswii cepTudikar Big, HOBOro
BMPOGHMKa (3amiHa abo
[OMOBHEHHS) - NOAAHHS HOBOrO
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei Ne
R1-CEP 2006-232-Rev 03 gns
Aitoyoi peyoBuHM Simvastatin
Bif HOBOro BMpo6Hmka HENAN
TOPFOND SCI-TECH CO.,
LTD.(80NOBHEHHS)

3a peuyernmom

UA/11834/01/02

TabneTky BKpUTI
NNiBKOBOK 060/10HKOHO,

no 40 mr, no 10

Aypo6iHgo ®apma
nrtp,

IHAisA

Aypob6iHgo ®apma
Nimiteq - FOHIT 1,
IHAin; AypobiHao

IHAjA

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:

3MiHM | TMRY - 3MiHK 3 SKOCTI.

3a peuernmom

UA/11834/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

Tabnetok y 6nictepi, no
3 6nicTepun y nayui 3
KapToHYy

®apma /114,
dopmyneiH FOHIT
XV, IHgis

CepTudpikat BignosigHocTi/lE-
cepTudikaTt BiAMNOBIAHOCTI
€Bponeicbkili
thapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: Ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakoner) -
HoBwii cepTudikar Big HOBOrO
BMpo6HUKa (3amiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2006-232-Rev 03 gns
[ilo4oi peyoBrHM Simvastatin
B4 HOBOro BMpo6HMka HENAN
TOPFOND SCI-TECH CO.,
LTD.(40NOBHEHHS)

95.

KAPAOHAT

Kancynu, no 20 a6o 30
Kancyn y KOHTenHepi; no
1 koHTelHepy B nNauuj 3
KapToHYy

CniflbHe yKpaiHCbKO-
icnaHcbke
niaNpMEMCTBO
"Cnepko YkpaiHa"

YkpaiHa

CnisibHe yKpaiHCbKO-
icnaHcbke
nignpyeMCcTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUMY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO
nNiKapcbKoro 3acoby - 3MiHa
nepiogNYHOCTI KOHTPOSIIO 3a
nokasHnkom "MikpobionoriyHa
yncToTa" 3 WOCepINHOro Ha
nepioanyHMit (BUNPoGyBaHH0
nignarae koxHa 10-Ta cepis,
ane He MeHLue 1 cepii B pik) B
Cneuumdpikanii M3

6e3 peyenma

UA/6386/01/01

96.

KAPI3BOH®

Kpem 0,5 mr/lrno 15,
abono30r, abono50r
y Ty6i; no 1 Ty6i B

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e MmeX
ApuHaiimiTTens

HimeuyunHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - AAMIHICTpaTUBHI

3a peuenmom

UA/10950/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

KapTOHHIA Kopoo6Li

3MiHW. 3MiHa Ha3BW NikapCbKoro
3acoby - 3arBepaxeHo: KapizoH
3anponoHoBaHo: Kapi3oH®
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiC/sA 3aTBEP)KEHHS

97.

KAPI3OH®

ma3b 0,5 mr/rno 15 r
a6o 30r,a6050ry
Ty6i; no 1 Ty6i B
KapTOHHIM navui

TOB «MIBE
YKPAIHA»

YkpaiHa

mibe Mm6X
ApuHalimiTTens

HimeyunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NiKapCbKOro
3acoby - 3arBepaxeHo: KapizoH
3anponoHoBaHo: Kapi3oH®
BBegeHHS 3MiH NpoTArom 6-tm
MiCsILiB Micns 3aTBepAKEHHS

3a peuyenmom

UA/10950/03/01

98.

KBETUKCON

TabneTkn, BKPUTI
N/1iBKOBOK 06GO/IOHKOIO,
no 25 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y KapTOHHii
nauui

3AT "dapmnira”

JlnToBCbKa
Pecny6nika

AxTasic /114,

ManbTa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeTofax BUNpobyBaHHs AdI
abo BuxigHoro
mMaTepiany/npombKHOro
npoaykTy/peareHty, Lo
BVKOPUCTOBYETLCA Y NpoLieCi
BMPO6HMLTBA AD| (HE3HAYHI
3MiHW y 3aTBEPKEHNX METofax
BMNPOBYBaHHS) -
3MiHW Yy 3aTBEpAKEHNX MeTofax
BUMNPOOYBaHHA 3aMLLKOBUX
po34MHHUKIB AP KBETIaniHy
pymapaTy BUPOGHMKA YHIOH
Kimiko ®apmaceyTika C.A.
(Yxidpa C.A.), IcnaHis Big
BMpOGHUWKa M3

3a peuenmom

UA/13882/01/01

99.

KBETUKCO/

TabneTku, BKPUTI
NAiBKOBOK 0B0I0HKOIO,
no 100 wmr, no 10
TabneTtok y 6nictepi, no
3 6nicTepn y KapTOHHIl
nauui

3AT "®apmnira”

JlnToBCbKa
Pecny6nika

AkTasic /114.

MasibTa

BHECEHHS 3MiH 0
peecTpavuiiHux matepianis:
3MiHK | TURY - 3MiHK 3 AKOCTI.
A®I. KoHTposnb A®L. 3miHa y
mMeTofax BUnpobysaHHs AdI
abo BuUXigHoro
mMartepiany/npomiKHOro
npoAykTy/peareHTy, Lo
BVIKOPVICTOBYETbLCS Y NPOLECi
BMPOGHMLTBA AD| (HE3HAYHI
3MiHW Yy 3aTBEPAKEHNX MeTofax
BMNPOOYBaHHS) -
3MiHW Yy 3aTBEpAKEHMX METoax
BUNPo6YyBaHHA 3aNMLLKOBUX

3a peyenmom

UA/13882/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

po34MHHUKIB AP KBETIaNiHY
pymapaTy BUPOGHMKA YHIOH
Kimiko ®apmaceyTika C.A.
(Yxidpa C.A.), IcnaHis Big
BMPOGHUMKa M3

100.

KBETUKCON

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 200 wmr, no 10
TabneTtok y 6nictepi, no
3 6nicTepu y KapTOHHii
navu,i

3AT "dapmnira”

JlnToBCbKa
Pecny6nika

AkTasic /1Ta.

MasibTa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TURY - 3MiHX 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeTofax BUNpobyBaHHA Ad|
abo BuxigHoro
Marepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETLCS Y NpOLECi
BMPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEpAKEHUX MeToaax
BMNPOGYBaHHS) -
3MiHN Y 3aTBEPAKEHUX MeToaax
BUNPOOYBaHHA 3aNMLLKOBUX
po3unHHMKIB AP kBETianiHy
hymapaTy BUpOOHMKa YHIOH
Kimiko ®apmaceyTika C.A.
(Ykidpa C.A.), IcnaHis Big
BMpOGHMKa M3

3a peuyenmom

UA/13882/01/03

101.

KETAHIKC

pO34nH aNs iH'ekuiin, 30
Mr/mMa no 1 mn B amnyni;
no 10 amnyn y naywi; no
1 mn B amnyni; no 100
amnyn y nayui; no 1 mn
B amnyni; no 5 amnyn B
6nicTepi; no 2 6nictepu
B nauu,i

MNpvBaTHe
akujioHepHe
TOBapuUCTBO "J1EKXiM
- XapkiB"

YkpaiHa

MNpuBaTHe
akujioHepHe
TOBapuCTBO "J1eKXiM
- Xapki"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHK | TUNY - AOMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NikapCbKOro
3acoby - 3miHa Ha3su J13:
3aTtBepmkeHo: Ketalgin long /
KeTanbrmH® noHr
3anponoHoBaHo: Ketanix /
KeTaHikc BBeeHHSA 3MiH
npoTArom 3-X MicsALiB nicns
3aTBEPMKEHHS; 3MiHN | Tuny -
AMiHICTpaTVBHI 3MiHW.
BunyuyeHHs BUPOGHNYOI
AinbHUUI (BKIOYAOYM AiNbHUL
ansa A®l, NpoMixXHOro NpoayKTy
abo roToBoro NikapcbLKoro
3aco6y, AinbHuui Ans
NpOBefeHHs NaKyBaHHSA,
BMPOGHMKa, BIANOBIA&/ILHOMO 3a
BWMNYCK Cepiid, MicLe
NpoBeAEHHSI KOHTPOJIHO cepii)

3a peyenmom

UA/3314/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

abo nocrtavasibHUKa BUXiLHOro
maTepiany, peareHTy abo
[L,0NOMIXHOT peYyoBUHU (SIKLLO
3a3HayeHo y JOCbE) -
BUNYYEHHS BUPOOHUKa ADI
(KeToponaky TpomeTamiHy)
Quimica Sintetica S.A., Spain.
3arBepmKeHa BUPOGHMYa
AiNbHULA, WO 3a/Mwmnach
Vasudha Pharma Chem Limited,
India — BUKOHYE Ti cami cpyHKLT,
Lo BUIyYeHa. BeegeHHs 3MiH
npoTArom 3-X MicsAwis nicas
3aTBEPKEHHS

102.

KETOZH

Kpem, 20 mr/rmo 151y
Ty6i; no 1 Ty6i B nauyui 3
KapToHY

CninbHe yKpaiHCbKO-
icnaHcbke
nigNpPMEMCTBO
"Cnepko Ykpaina"

YkpaiHa

CninbHe yKpaiHCbKo-
icnaHcbke
nignpveMCTBO
"Cnepko YkpaiHa"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHW | TUNy - 3MiHK B
cneumdikauii KoHTposto AdI
KeTokoHas3on Bupo6Huka M3y
3B'A3KY 3 NPUBELEHHAM Y
BiANOBIAHICTb A0 MOHOrpadil
«Ketoconazole» €BponeiicbKoi
thapmakonei, gitoue B1uaaHHs 3a
nokasHukom «CynpoBigHi
OOMiLLKu» (pigvHHA
xpomarorpadis, 2.2.29);
3anponoHoBaHo: Jowmiwka D He
6inbLe 0,2 % HecneuudikoBaHi
[OMiLLKM He Ginble 0,10 %
KOXHOT Cyma [AOMILLOK He
6inbLue 0,3 %

bes peyenma

UA/5825/02/01

UA/5825/01/01

103.

KETOAIH

cyno3uTopii BariHabHi
no 400 mr, no 5
Cyno3nTopiiB y CTpuni;
no 2 cTpunu B nauuj 3
KapToHYy

CninbHe yKpaiHCbKO-
icnaHcbke
nignpUeMCcTBO
"Cnepko YkpaiHa"

Ykpaina

CninbHe yKpaiHCbKO-
icnaHcbke
nigNPUEMCTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNY - 3MiHK B
cneundikauii KoHTposto API
KeTokoHason Bupo6Huka M3y
3B'AA3KY 3 NPUBELEHHAM Y
BIANOBIAHICTb A0 MOHOrpadil
«Ketoconazole» €BponeiicbKoi
hapmakonei, ajitoue BuaaHHA 3a
nokasHukom «CynpoBigHi
OOMiLKv» (pigvHHA
Xxpomatorpadis, 2.2.29);
3anponoHoBaHo: Jomiwwka D He
6inbLue 0,2 % HecneuudikoBaHi

OOMILLKM He 6inbe 0,10 %

6e3 peyenma
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
KOXHOI Cyma [OMILLOK He
6inbLe 0,3 %
104. | KIOBII po3uunH Ans iHdoysiii 100 Bakctep Al ABcTpis Bakcanta Bengxiym Benebrisi/ BHECEHHS 3MiH 0 3a peyenmom UA/16884/01/01
mr/mn, no 10 mn (1 r/10 MaHydekTypiHr CA, ABCTpist peecTpauiiHux maTepianis:
mn) abo no 25 mn (2,5 Benbrisa 3MiHM | TRy - 3mMiHa po3Mipy
r/25 mn), abo no 50 mn (BMpOGHMLTBO, BHYTPILLUHbOI PeTEHLiiHOT Tpy6u
(5 r/50 mn), a6o no 100 nepBrHHe Ta ynbTpadinbTpawii/giadinsTpawi
m (10 r/100 mn), abo BTOPUHHE 3000 L (BL5-P5) 3 meTot0
no 200 mn (20 r/200 nakyBaHHs1, 3MEHLLEHHS MiIHOYTBOPEHHS
M), abo no 300 mn (30 KOHTPO/1b AKOCTI
r/300 mn) y donakoHi; no N3, Bunyck cepii);
1 donakoHy B KOpOOGL Bakctep Al', ABCTpis
(KOHTPO/Ib SIKOCTI
rNn3)
105. | KOAEIHY Tabnetku no 0,03 r, no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 3a peyernmom UA/11811/01/01
DPOCDAT 10 Tabnetok y 6nictepi; [04aTKOBOK [0[aTKOBOIO peecTpavuiiHux maTepianis:
no 1 6nictepy y nauui 3 BiANOBIAA/ILHICTIO BiANOBIAABLHICTIO 3MiHW | TURy - 3MiHK Woao
KapToHy "IHTEPXIM" "IHTEPXIM" 6e3nekn/edeKTBHOCTI Ta

thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3aranibHeHNX
[OaHvX npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHuX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
hapmakoHarnagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnagy (Bkiroyaroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOi 0Co6U
3asBHMKa, BiANOBIfa/IbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOBaXEHOT 0coby,
Bif4NoBiganbHOI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

hapmMakoHarnsag,

106.

KOAECAH® IC

Tabnetku no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHY

ToBapucTso 3
[04aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOIO
BiANOBIA&/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux matepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiouyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

3a peuenmom

UA/8687/01/01

107.

KOHTPO/JIOK®

MOPOLLOK A4/151 PO3YUHY
ons iH'ekyin no 40 mr; 1
(h/TaKOH 3 NOPOLLKOM Y
KapTOHHI Kopoo6Li

Takega M'm6X

HimeuunHa

BMPOGHULITBO 3a
MOBHUM LMK/IOM:
Takena Mm6X,
HimeuunHa;
BVMPOGHMLTBO
Hepo3dacoBaHO!
npoayKuii, NnepBnHHe
nakyBaHHS:
MateoH ITanis
C.M.A., lTanis;
Baccepbyprep
ApuHaiimiTTeNbBEepK

Himeuuunna/
ITania/
MopTyranis

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AIS/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NikapcbKoro 3acoby, BKIOHaoum
LOinbHULL BUNYCKY cepii abo
MicLe NpoBefEeHHS KOHTPO/HO
AKOCTI. (AiS/IbHICTb, 3a AKY

Bignosigae BUPOGHUK/iMNopTep,

3a peuenmom

UA/0106/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

M6X, HimeuunHa;
Xikma
dapmachbloTika
(MopTyranis), C.A.,
MopTyranis;
BVPOGHMK
BiANoBiganbHUii 3a
KOHTPO/Ib SIKOCTI:
Nabop /1C CE eHg
Ko. KI', HimeuyunHa

He BK/Iouatoun BUMYCK cepiid) -
3MiHa agpecu BUPOGHMKa
Baccepbyprep
ApuHaiimiTTensBepk M6X,
HimeuunHa (BUPO6GHULITBO
Hepo3dhacoBaHOT MPOAYKLii,
nepBMHHE NakyBaHHS), 6e3
3MiHW MicLs BUPOOHULITBA.
BBegeHHA 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHY | TUny - AOMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOGHUYOI
OinbHUUI (BKOYAKOUN AiNbHUL
ana A®l, npoMiXXHOro NpoAyKTy
abo roToBOro slikapCcbKoro
3acoby, AinbHuLi Ans
NPOBEeEHHS NaKyBaHHs,
BMPOGHWKA, BiAMOBifaIbHOTO 3a
BWMNYCK Cepiid, MicLe
NpPOBeLEHHS KOHTPO/O cepii)
abo nocrtavanibHuKa BUXiAHOTO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT peqyoBUHN (SIKLLO
3a3HayeHo y fOCbE) -
BW/yYeHHs BUPOGHMKa MaTeoH
ITania C.MN.A., Itanis,
BignoBigasibHOro 3a
BMPOGHULITBO Hepo3dacoBaHoi
NPoAyKLUii, KOTPO/b AKOCTI.
Bupo6HuK, Lo
3a/IMLLNBCSA, BUKOHYE Ti X caMmi
chYHKLUIT, WO i BUNYyYeHni
BBegeHHs 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHY | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTelHep/3aKynopoBasibHUiA
3aci6. 3miHa nocTavasibHNKa
nakyBanbHUX marepianis abo
KOMMNIEKTYHUMX (SKLLLO
3a3Ha4yeHo B JOCbE) (BUTyYEHHS
noctavasibHuka) - Cuctema
KOHTelHep/3aKynoproBasIbHUiA
3aci6, a came- BU/Ty4YEHHS Ha3B
noctayasibHUKIB NePBUHHOTO
nakyBaHHs (p/1akoHiB Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

06XMMHUNX KOBMaYKiB A/1s
roTOBOrO NPOAYKTY). BBEAEHHSA
3MiH NpOTArom 6-Tu MicsLiB
nicnsa 3aTBepkeHHs

108.

KOPBAON®K

Kancysm m'siki no 10
Kancyn y 6nictepi; no 1
abo no 3 6nictepn y
navu,i

AT "®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 36iNbLIEHHS

TepMiHy 36epiraHHa A®| Onis
Xmento 3 6 micsauiB go 12
MicaLiB; 3MiHU | TUNY - BBEAEHHSA
[04aTKOBUX pO3MipiB cepiii [N13.
3anponoHosaHo: 180 Tuc.
kancyn, 370 Tuc. kancyn, 555
TuC. Kancyn, 740 Tuc. Kancyn,
925 tuc. kancyn, 1095 Tuc.
Kancyn; 3miHu Il Tuny - BHeCEHHs
3MiH go Cneumdikavi
[0MOMIKXHOT PEYOBUHM
Apomartun3aTop SIMMOH, 30Kpema:
3MiHa KpuUTepiiB NPUIAHATHOCTI 3a
NOKa3HUKOM «['yCTUHa» 3 «Bif,
0,961 o 0,981» Ha «Big 0,961
r/mn go 0,991 r/mn»
06YMOB/IEHO CTATUCTUHHUMM
OaHumK pe3ynbTartiB aHanisy;
pefakuiiHi 3MiHM 3a po3ainom
«Oonuec»

6e3 peyenma

UA/14667/01/01

109.

KOPBANTAB

Tabnetku; no 10
TabneTtok y bnicrepax;
no 10 TabneTok y
6nictepi; no 2 a6o 10
6nicTepiB y nauui 3
KapToHYy

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMX maTepianis:
3MiHW | TUNY - BHECEHHSA 3MiH Y
cneyudikadito Ha A®| eTunosuii
echip o -6pomizoBasiepiaHOBOI
KMcnotu BupobHuyTea TOB
«®apmxim», YkpaiHa, a came T.
«lgeHTucpikauis» (peakuis Ha
6pom) nprBegeHo [0 BUMOT
MeToay (PipMU-BUPOGHMKA, SIKWIA
po3pobeHnii Ha ocHoBI AdY,
po3gin 2.3.1 N (metoguky 3
BMKOPUCTaHHSM peareHTy
X/I0PHOI BOAY, AKWIA He
onucanuii y dY 3miHeHo Ha
METOf, i3 BUKOPUCTaHHSAM
peareHTy xniopaminy P, skwuii
onucanuii y AdY); 3miHu | Tuny -
BHECEHHS 3MiH [0
peecTpauiiiHux matepianis

6e3 peyenma — Ne 10 ma
Ne 10x2; 3a peyernmom —
Ne 10x10

UA/1028/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

[0Cbe, a came BBeAEHHS
aNlbTepHaTMBHOI YNaKoBKK AN1A
nakyBaHHs cybcTaHLUil eTnnosuii
edip o -6pomizoBasiepiaHOBOI
Kncnotu: no 25 kr B MeTanesi
60ukn micTkicTio 20 n1ino 40 kr B
meTanesi 604kn micTkicTio 35 n.
3anponoHoBaHo: Mo 11,1 kr B
KaHicTpu micTkicTio 10 1, mo 25
Kr B KaHiCTpu micTkicTio 20 n1i no
40 kr B KaHicTpu micTkicTio 30 n
3 NONIeTUNIEHY HU3bKOTO TUCKY. 3
repMeTUYHOK KPULLIKOIO, Ska
HarBMHYYy€ETLCA | Mae NOSCOK
NepLUOro Po3KpUTTA. Ha KoXHY
OZVHULIIO Tapy HakNewTb
eTUKEeTKY 3 nanepy
KaHuenspcobkoro. Mo 25 kr B
MeTasieBi 604kM MiCTKICTIO 20 N
no 40 kr B MeTasieBi 604kn
MmicTkicTio 35 /1. Ha KOXHY
OAVHULIIO Tapy HakewTb
eTUKEeTKY 3 nanepy
KaHLLeNsapCcbKoro; 3miHu | Tuny -
BUYyYEHHSI BUPO6HUKa AdI
eTunoswii ecpip o -
6pomi3oBanepiaHoOBOI KNCIOTK
TOB «TexHonapk-LieHTp»,
Pocilicbka ®efepauis
(3auIMLIaeTbea 3aTBEPAKEHWI
BUPOGHMK TOB «®apmxim»,
YKpaiHa, L0 BUKOHYE Taky camy
OyHKLIO, L0 71 BUTYYEHWIA);
3MiHW | TUMY - BUNYYEHHS
BUPO6HMKa A®| eTnnoBuii edip
o -6pomizoBasnepiaHoBOl
Kncnotn BAT «Yconbe-
CunbipcbKuid XiMiko-
hapMLEeBTUYHWIA 3aBOA»,
Pocilicbka ®epepauis
(3anMLwaeTbes 3aTBEPKEHWIA
BMPO6HUK TOB «®dapmxim»,
YKpaiHa, L0 BUKOHYE TakKy caMmy

dOyHKLtO, LU0 i BUNYYEHWIA)

110.

KOPBANTAB

Tabnetku; in bulk: no 7
Kr TabneToK y

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt”

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux MaTepianis:

UA/3760/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

nonieTuneHoBoMy
nakeTi; no 1 nakeTy B
KOHTeliHepi

3MiHU | TUNY - BHECEHHS 3MiH Y
cneumdikadito Ha A®| eTunosuii
edip a -6pomiszoBasiepiaHOBOI
KMCNoTN BUpo6HMLTBA TOB
«®apmxim», YkpaiHa, a came T.
«lpeHTudikalis» (peakuis Ha
6pom) npuBeAeHo A0 BUMOT
MeToay (PipMU-BUPOGHWMKA, SIKWIA
po3pobneHnii Ha ocHoBi AdY,
po3ain 2.3.1 N (meToguky 3
BMKOPUCTa@HHSM peareHTy
XJI0PHOI BOAY, SKUIA He
onucaHuii y dY 3miHeHO Ha
METOZ, i3 BUKOPUCTaHHAM
peareHTy xsiopaminy P, skwuii
onucanuii y AdY); 3miHu | Tuny -
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
[0Cbe, a came BBeAEHHS
aNlbTepHaTMBHOI YNaKoBKK AN1A
nakyBaHHs cybcTaHLUil eTnnosuii
edip o -6pomizoBasiepiaHOBOI
Kncnotu: no 25 kr B MeTanesi
60ukn micTkicTio 20 n1ino 40 kr B
meTanesi 604kn micTkicTio 35 n.
3anponoHoBaHo: Mo 11,1 kr B
KaHicTpu micTkicTio 10 1, o 25
Kr B KaHiCTpu micTkicTio 20 n1i no
40 kr B KaHicTpu micTkicTio 30 n
3 NONIeTUIEHY HU3bKOTO TUCKY. 3
repMeTUYHOK KPULLIKOIO, Sika
HarBMHYYy€ETLCA | Mae NOSCOK
MepLLOro Po3KpUTTA. Ha KOXHY
OAVHULIIO Tapy HakewTb
eTUKeTKy 3 nanepy
KaHuenspcobkoro. Mo 25 kr B
MeTasieBi 604kM MiCTKICTIO 20 N
no 40 kr B MeTasieBi 604kn
MmicTkicTio 35 /1. Ha KOXHY
OZVHULIIO Tapy HakewTb
eTUKeTKy 3 nanepy
KaHLLeNsapCcbKoro; 3miHu | Tuny -
BUYyYEHHSI BUPO6HUKa AdI
eTunoswii ecpip o -
6pomi3oBanepiaHoOBOI KNCIOTK
TOB «TexHonapk-LieHTp»,
Pociiicbka ®efiepauis
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

(3annLwaeTbCs 3aTBEPIKEHWIA
BMPO6HUK TOB «dapmxim»,
YKpaiHa, L0 BUKOHYE TakKy camy
OYHKLHO, L0 71 BUTYYEHWIA);
3MiHW | TUMY - BUNYYEHHS
BMpOGHMKa AP| eTnnosuii edoip
o -6pomizoBanepiaHoBOI
kucnotn BAT «Yconbe-
CunbipcbKuiA XiMiKo-
hapMLEeBTUYHWI 3aBOA»,
Pociiicbka ®epepauis
(3ayIMLIaeTbea 3aTBEPAKEHWI
BUPOGHMK TOB «®apmxim»,
YKpaiHa, L0 BUKOHYE Taky camy
hYHKL,HO, LLO 1 BUSTyYEHWIA)

111.

KOPBANTAB
EKCTPA

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 10 TabneTok y
6nictepi; no 1 a6o 2
6nicTepn B KApTOHHI
nauuj

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY | TUMY - BHECEHHS 3MiH Y
cneuudikadito Ha A®| eTunosuii
edhip o -6pomizoBasiepiaHOBOI
KMcnotu BupobHuyTea TOB
«®apmxim», YkpaiHa, a came T.
«lgeHTucpikauis» (peakuist Ha
6pom) NpuBeaeHo 40 BUMOT
MeToay (PipMU-BUPOGHMKA, SIKWIA
po3pobeHnii Ha ocHoBi AdY,
po3gin 2.3.1 N (MeToauky 3
BUKOPWCTaHHAM peareHTy
XJI0PHOI BOAY, AKWIA He
onucaHuii y dY 3miHeHo Ha
MeTOZ, i3 BUKOPUCTaHHAM
peareHTy xniopaminy P, skuii
onucanuii y AdY); 3miHu | Tuny -
BHECEHHS 3MiH [0
peecTpauiiiHmx matepianis
[0CbE, a came BBeAEeHHS
a/IbTEPHATUBHOT YNaKoBKX AN
nakyBaHHs cybcTaHLii eTnnosuii
edip a -6pomisoBasiepiaHOBOI
KMCNoTu: no 25 Kr B MeTasiesi
60u4kmn micTKicTo 20 n1i no 40 kr B
mMeTanesi 604kn micTkicTio 35 .
3anponoHosaHo: Mo 11,1 kr B
KaHicTpu micTkicTio 10 11, no 25
Kr B KaHicTpy MmicTkicTio 20 i no
40 Kr B KaHicTpu micTkicTio 30 1

6e3 peyenma

UA/14729/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
3 NONIeTUNEHY HU3bKOTO TUCKY. 3
repMEeTUYHOK KPULLIKOIO, sika
HarBMHYy€eTbLCS | Mae NOACOK
NepLLOro po3KpUTTA. Ha KoXHY
OZMHULIIO Tapy HakK/ewTb
eTUKeTKy 3 nanepy
KaHuenspcbkoro. Mo 25 kr B
mMeTanieBi 604kM MicTKicTio 20 N
no 40 kr B MeTasieBi 604KM
MicTKicTiO 35 1. Ha KoXHY
OZMHULIIO Tapy HaK/ewTb
eTUKeTKy 3 nanepy
KaHL,ensipcbKoro
112. | KOPOHABAK CyCneHsis gNs iH'ekujii; CuHoBak Naiid Kutalicbka CuHoBak Jlaid Kutalicbka BHECEHHS 3MiH 0 3a peyenmom UA/18630/01/01
BAKUWHA Ansa 0,5 mn cycneHsii ans CaeHcis Ko., /ITa,. HapogHa CaeHcis Ko., /ta,. HapogHa peecTpauiiHux maTepianis:
MPO®ITAKTUKN iH'eKLji1 y nonepeaHb0 Pecny6nika Pecny6nika 3MiHu | TUNYy - 3MiHK WoA0
COVID-19 HanoBHeHOMY 6e3nekn/edeKTMBHOCTI Ta
(BUPOLLEHA 3 0iHOPa30BOMY LUMPUL 3 thapmakoHarnagy (iHwi 3MiHn) -
BUKOPUCTAHH ronkoto a6o 0,5 mn (1 BHeceHo iHdhopmaLito fo
AM KNITUH [03a) cycnensii gns posginis "Cknag", "/likapcbka
VERO), iH'eKLjn y chnakoHi abo chopma”, "O6'exTU LeneHHs",
IHAKTUBOBAHA | 1,0 mn (2 fosu)

cycnensii 4ns iH'ekuin y
dh1akoHi; nonepeaHsL0
HanoBHEHW
0iHOPA30BMIA LUNPUL, 3
ronkoto no 1 wnpuuy y
Kopo6bui aéo no 10
LwnpuuiB y kopobui abo
no 40 chnakoHiB y
KOpo6Li 3 MapKyBaHHAM
iHo3emHo
(aHrniicbkoto) Ta/abo
YKPaiHCbKOK MOBOH

"MopafoK NpoBeAeHHA
iMmyHi3auii Ta go3a", "MobiuyHi
peakuii”, "3acTepexeHHs",
"3acTocyBaHHsA npenapaTty
cnevujasibHUM kaTeropism oci6",
"KniHiuHi BUNpobyBaHHA"
(peparyBaHHA TEKCTY Ta
YTOUHEHHS iHdopmaLii 6e3 i
haKTUYHOT 3MiHM) KOPOTKOT
XapaKTepucTuky NikapcbKoro
3acoby Ta go posginis "Cknag",
"Nikapcbka gopma”, "O6'exTn
wenneHHs", "Mopagok
npoBefeHHs iMyHi3auii Ta gosa",
"Mob6iuHi peakwii”,
"3acTepexeHHsa",
"3acTocyBaHHSA npenaparty
cnewjanbHUM KaTeropisim oci6"
(peparyBaHHsA TEKCTY Ta
YTOUHEHHS iHdopmaLii 6e3 i
haKTUYHOT 3MiHW) IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby BiAnoBigHO
[0 pekomeHaau,ii
KOHCYNbTaTUBHO-EKCNEPTHOI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

rpynu Ta peecTpaviiHnix
marepianis. 3miHu Il Tuny -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHUiA
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO iKapCbKOro 3acoby
(3miHa macu/o6'emy BMiCTY
KOHTelHepa 6aratof030B0ro
CTepUILHOTO NiKapcbKoro
3acoby (abo ogHOL030BOrO,
4aCTKOBOrO BUKOPUCTaHHSA) Ta
6araTo,030B0ro /likapCbKoro
3acoby
6ion10riYHOro/iMyHONOriIYHOrO
NOXOMKEHHA ANs
napeHTepasibHOro
3aCTOCyBaHHS) - fofaBaHHSA
ynakoBku no 1,0 mn (2 gosun) y
chnakoHax. BHeceHO OHOBNEHY
iHhopmauito go posginis
"Nikapcbka chopma”,
"XapaktepucTukum",
"3acTepexeHHs", "36epiraHHs",
"YnakoBka" KOpPOTKOT
XapaKTepucTuKy NikapcbKoro
3acoby, IHCTpyKuUii ans
MeAUYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby Ta
BiAgMNOBiAHO A0AAETLCA
nepeknag TeKCTy MapKyBaHHs
ynakosku rno 1,0 mn (2 gosun) y
chnakoHax. 3a3HayeHi 3MiHu
BiANOBIAATb 3MiHaM,
3aTBEPAXKEHVM B KPaAiHi
BUPOOHYKA Y 3B'A3KY 3
[0[aBaHHAM ynakosku no 1,0
M (2 go3un) y donakoHax

113.

KOPOHA/N® 10

TabneTku, BKPUTI
NAiBKOBOK 060I0HKOIO,
no 10 mr no 10 TabneTok
y 6nicTepi; no 3 abo no
6 6nicTepiB y KApTOHHIA
Kopobui; no 15 TabneTok
y 6nicTepi; no 2 a6o no
4 6nicTepu B KAPTOHHIl
Kopoo6ui

TOB "CaHodi-
ABeHTIC YKpaiHa"

YkpaiHa

AT "CaHeka
dapmacbioTikans",
Cnosaubka
Pecny6nika; C.C.
"3eHTiBa C.A"

PymyHis

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHW | TUMY - BHECEHHSA 3MiH 40
po3gainy 3.2.S.2.1 Bupo6Huku, a
came-BU/1yYeHHs BUPOBHNYOT
AinbHuui A®I (6iconponony
dymapaty) UNICHEM
LABORATORIES LIMITED,
India BUpo6HuK, L0 3aivwmBcs,

3a peuyernmom

UA/3117/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BMKOHYE Ti X cami pyHKLUiT, WO i
BUTYYEHWIA; 3MiHW | TUny -
noAaHHsa HOBOro cepTudikata
BiANOBIAHOCTI EBpONeiiChKilt
hapmakonei R1-CEP 2008-022-
Rev 02 ans HoBOro BUpoGHMKa
A®| AREVIPHARMA GMBH,
Germany; 3MiHu | Tuny -
BHECEHHS 3MiH 40 MeTofiB
KOHTponto APl Ha BMIiCT
3a/IMLLKOBUX PO3UYMHHUKIB.
HoBum Brpo6HMKOM AdI
AREVIPHARMA GMBH,
Germany fo4aTkoBo
NPOBOAATLCSA BUMPOOYBaHHA Ha
BMICT 3aUIMLLKOBUX PO3YNHHVIKIB
3a METOAMKOI BUPOOHMKA

114.

KOPOHA/N® 5

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 5 mr no 10 TabneTtok
y 6nicTepi; no 3 a6o no
6 6nicTepiB y KApTOHHIlA
Kopobui; no 15 TabneTok
y 6nicTepi; no 2 a6o no
4 6nicTepun B KAPTOHHIl
Kopoo6Li

TOB "CaHodi-
ABeHTIC YKpaiHa"

YkpaiHa

AT "CaHeka
dapmacbioTikans",
Cnosaubka
Pecny6nika; C.C.
"3eHTiBa C.A"

PymyHis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMY - BHECEHHSA 3MiH 40
po3gainy 3.2.S.2.1 Bupo6Huku, a
came-BU/1yYeHHs BUPOBHNYOT
AinbHuui A®I (6iconponony
dymapaty) UNICHEM
LABORATORIES LIMITED,
India Bupo6HuK, L0 3aivwmBcs,
BMKOHYE Ti X cami (pyHKLUT, L0 i
BUIYYEHWIA; 3MiHW | Tuny -
nofaHHsA HOBOro cepTuddikara
BiANOBIAHOCTI EBpONeiChKil
thapmakonei R1-CEP 2008-022-
Rev 02 ans HoBoro B1po6HuKa
A®| AREVIPHARMA GMBH,
Germany; 3miHu | Tuny -
BHECEHHS 3MiH 1O METO/jB
KOHTponto A®I Ha BMiCT
3/INLLIKOBUX PO3UMHHNKIB.
Hosum Brpo6HMKOM AdDI
AREVIPHARMA GMBH,
Germany f04aTKOBO
NPOBOAATLCA BUNPOOYBaHHS Ha
BMICT 3a/IMLLIKOBUX PO3UYNHHVIKIB
3a METOAVKOI BUPOGHUKA

3a peuyenmom

UA/3117/01/02

115.

KOPCAP® H

TabneTkn, BKPUTI
NiBKOBOK 060/10HKOHD,

AT "®apmak”

Ykpaina

AT "®apmak”,
YKpaiHa

YkpaiHa

BHECEHHS 3MiH 0
peeCTpaLiiiH1X MaTepianis:

3a peuenmom

UA/14293/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

80 mr/12,5 mr no 10
Tabnetok y 6nictepi; no
3 abo no 6 6nictepiB y
nauui

(chbacyBaHHA Ta
nakyBaHHs 3 in bulk
thipM-BNpPOGHYKa
BankaHdapma
AynHnua AT,
Bonrapis)

3MiHK | TUNY - NogaHHA
oHosneHoro CEP Ne R1-CEP
2012-338-Rev 01 gnsa Adl
BancaprtaHy Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Divi's Laboratories Limited
3arsepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHu | TUny -
BHECEHHS 3MiH 40 MeTofiB
BMNpobyBaHHA A®I| BancapTaHy
BMpo6HuLTBa Divi's Laboratories
Limited, a came meToq,
Bu3HauyeHHs NMPA ta NDBA
metogom HPLC-MSD posgineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTogom MX-MC (HoBwWit MeTog);
3MiHM | TUNy - AaHa 3miHa
nofjaeTbecs y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HAYEHNX Yy cneundikauii Ha
A®| BasicapTaH Bif, BUPO6HUKA
Divi's Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy
powmiwok NDMA T1a NDEA 3
0.300 ppm go 0.03 ppm

116.

KOPCAP® H

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
160 mr/25 mr no 10
Tabnetok y 6nictepi; no
3 abo no 6 6nictepis y
navu,i

AT "dapmak”

YkpaiHa

AT "dapmak”,
YKpaiHa
(dbacyBaHHA Ta
nakyBaHHs 3 in bulk
hipm-B1pOBHUKa
BankaHdapma
AynHnua AT,
Bonrapist)

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMY - NoAaHHA
oHossieHoro CEP Ne R1-CEP
2012-338-Rev 01 gns Adl
BancaptaHy Big BXe
3aTBEPAKEHOrO BUPOOHMKA
Divi's Laboratories Limited
3arBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHM | TUny -
BHECEHHS 3MiH 10 MeTofiB
BunpobysaHHA APl BancapTaHy
BMpo6HMLTBa Divi's Laboratories
Limited, a came meTop,
BM3HayeHHss NMPA ta NDBA
meTogom HPLC-MSD po3gineHo
Ha 2 metogun: NDBA meTonom
BEPX MC (6e3 3miH) Ta NMPA
meTogom MX-MC (HoBuiA meTof);
3MiHuM | TMNY - faHa 3miHa

3a peuyernmom

UA/14293/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

nofJaeTbecs y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HAYEHVX Yy cneundikauii Ha
A®| BasicapTaH Bif, BUPO6HUKA
Divi’'s Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy
powmiwok NDMA T1a NDEA 3
0.300 ppm go 0.03 ppm

117.

KOPCAP® H

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOHO,
80 mr/12,5 wir; in bulk:
no 10 kr TabneTok y
MiLLIKax

AT "dapmak”

YkpaiHa

BankaHdapma
OynHuus AT

Bonrapis

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHW | TUMY - NoAaHHA
oHossieHoro CEP Ne R1-CEP
2012-338-Rev 01 gns Ad|
BancaptaHy Big BXe
3aTBEPAKEHOrO BUPOOHMKA
Divi's Laboratories Limited;
3arBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHM | TUny -
BHECEHHS 3MiH 10 MeTofiB
BunpobysaHHA APl BancapTaHy
BMpo6HMLTBa Divi's Laboratories
Limited, a came meTop,
BM3HayeHHss NMPA ta NDBA
meTogom HPLC-MSD po3gineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTogom MX-MC (HoBuiA meTof);
3MiHuM | TUNY - faHa 3miHa
NoAaETbCA y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HauYeHnx y cneyndikauii Ha
A®| BasicapTaH Bif BUPOGHMKA
Divi's Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy
pomiwok NDMA 1a NDEA 3
0.300 ppm go 0.03 ppm

UA/14291/01/02

118.

KOPCAP® H

TabneTkn, BKPUTI
NAiBKOBOK 060SI0HKOHO,
160 mr/25 wmr; in bulk: no
10 kr TabNeToK y Milkax

AT "dapmak”

YkpaiHa

BankaHdapma
OynHuus AT

Bonrapis

BHECEHHS 3MiH 0
peecTpavuiinHMx maTepianis:
3MiHKM | TUNY - NOAaHHA
oHossieHoro CEP Ne R1-CEP
2012-338-Rev 01 ana Adl
BasnicapTtaHy Big BxXe
3aTBEPAKEHOr0 BUPOGHMKA
Divi's Laboratories Limited;
3arBepakeHo: R1-CEP 2012-

UA/14291/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

338-Rev 00; 3MmiHu | TUny -
BHECEHHS 3MiH [JO METO/iB
BunpobyBaHHA A®| BancapTaHy
BMpOGHULTBA Divi's Laboratories
Limited, a came meTog,
Bn3HayeHHs NMPA Ta NDBA
meTtogom HPLC-MSD po3gineHo
Ha 2 metoan: NDBA meTonom
BEPX MC (6e3 3miH) Ta NMPA
meTogom MX-MC (HoBuiA meTon);
3MiHM | TUNY - AaHa 3miHa
noAJaeTbCs Y 3B'A3KY 3i
3BY)XXEHHAM [0NYyCTUMUX MEX,
BM3HAYEHWX Yy cneundikauii Ha
A®| BasicapTaH Bif, BUPO6HUKaA
Divi’s Laboratories limited, India,
a came 3BY)XEHO MeXi BMICTY
nowmiwok NDMA Ta NDEA 3
0.300 ppm go 0.03 ppm

119.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK 060/TI0HKOIO,
320 mr/12,5 mr no 10
Tabnetok y 6nictepi; no
3 abo 6 6nicTepiB y
nauui

AT "®apmak”

YkpaiHa

AT "®apmak”,
YKpaiHa
(thbacyBaHHA Ta
nakyBaHHs 3 in bulk
hipM-BUPOBHUKIB
BankaHdapma
AynHnua AT,
Bonrapisi)

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - NoAaHHSA
oHosneHoro CEP Ne R1-CEP
2012-338-Rev 01 gna Adl
BancapTtaHy Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Divi's Laboratories Limited
3arBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHu | Tuny -
BHECEeHHS 3MiH 40 MeTofiB
BUNpobyBaHHsA APl BasicapTaHy
BMpo6HuLTBa Divi's Laboratories
Limited, a came meToq,
Bu3HayeHHs NMPA t1a NDBA
meTtogom HPLC-MSD posgineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTtogom MX-MC (HoBuiA meTog);
3MiHM | TURY - faHa 3MiHa
noJaeTbecs y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HAYEHWX Yy cneuundikauii Ha
A®| BasicapTaH BiJ BUPOOHMKA
Divi's Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy
powmiwok NDMA 1a NDEA 3

3a peuenmom

UA/14295/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

0.300 ppm go 0.03 ppm

120.

KOPCAP® H

TabneTkn, BKPUTI
NNIBKOBOK 060/TI0HKOIO,
320 mr/12,5 wr in bulk:
no 10 kr TabneTokK y
MilLKax

AT "®apmak”

YkpaiHa

BankaHndapma-
AynHuua AT

Bonrapis

BHECEHHS 3MiH 0
peecTpauiiHux matepianis:
3MiHU | TUNY - NoAaHHSA
oHosneHoro CEP Ne R1-CEP
2012-338-Rev 01 gna Adl
BancapTtaHy Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Divi's Laboratories Limited.
3arBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHu | Tuny -
BHECEeHHS 3MiH 40 MeTofiB
BUNpobyBaHHsA APl BasicapTaHy
BMpo6HuLTBa Divi's Laboratories
Limited, a came meToq,
Bu3HayeHHs NMPA t1a NDBA
meTtogom HPLC-MSD posgineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTogom MX-MC (HoBwiA meTog);
3MiHM | TURY - faHa 3MiHa
nofJaeTbecs Y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HAYEHWX Yy cneuundikauii Ha
A®| BasicapTaH BiJ BUPOOHMKA
Divi's Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy
nowmiwok NDMA T1a NDEA 3
0.300 ppm go 0.03 ppm

UA/14292/01/01

121.

KOPCAP® H

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOHO,
160 mr/12,5 wmr; in bulk:
no 10 kr TabneTok y
MilLIKax

AT "dapmak”

YkpaiHa

BankaHndapma-
OynHuua AT

Bonrapis

BHECEHHSA 3MiH [0
peecTpavuiiHux matepianis:
3MiHM | TMNY — NoAaHHsA
oHossieHoro CEP Ne R1-CEP
2012-338-Rev 01 gnsa Adl
BancapTaHy Big BXe
3aTBEPAKEHOTO BUPOOHMKA
Divi's Laboratories Limited;
3aTBepaxeHo: R1-CEP 2012-
338-Rev 00; 3miHu | TUNY —
BHECEHHS 3MiH 0 MeTofiB
BunpobysaHHA APl BancapTaHy
BMpOo6HMLTBA Divi's Laboratories
Limited, a came meTop,
BM3HayeHHss NMPA ta NDBA
meTtogom HPLC-MSD po3gineHo
Ha 2 metoam: NDBA meTogom

UA/14290/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BEPX MC (6e3 3miH) Ta NMPA
meTogom MX-MC (HoBwWit MeTog);
3MiHK | Tuny - JaHa 3miHa
nofJaeTbecs y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HAYEHNX Y cneundikauii Ha
A®| BasicapTaH Bif, BUPO6HUKA
Divi’'s Laboratories limited, India,
a came 3BY)XEHO MeXi BMICTy
powmiwok NDMA Ta NDEA 3
0.300 ppm go 0.03 ppm

122,

KOPCAP® H

TabneTku, BKPUTI
NNiBKOBOK 060/I0HKOHO,
320 mr/25 wir; in bulk: no
10 kr TabneToK y Millkax

AT "dapmak”

YkpaiHa

BankaHdapma-
OynHuus AT

Bonrapis

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHM | TNy — NoAaHHA
oHossieHoro CEP Ne R1-CEP
2012-338-Rev 01 gns Ad|
BancaptaHy Big BXe
3aTBEPAKEHOIO BUPOOHMKA
Divi's Laboratories Limited;
3aTBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHu | TURNY —
BHECEHHS 3MiH 0 MeTofiB
BunpobysaHHA APl BancapTaHy
BMpo6HMLTBa Divi's Laboratories
Limited, a came meTop,
BM3HayeHHss NMPA ta NDBA
meTogom HPLC-MSD po3gineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTogom X-MC (HoBuiA meTof);
3MiHu | TNy - JaHa 3MiHa
NoAAaETbCA y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3Ha4YeHUx y cneyndikauii Ha
A®| BasicapTaH Bif BUPOGHMKA
Divi's Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy
pomiwok NDMA 1a NDEA 3
0.300 ppm go 0.03 ppm

UA/14290/01/02

123.

KOPCAP® H

TabneTkn, BKPUTI
NAiBKOBOK 060SI0HKOHO,
320 mr/25 wmr, no 10
Tabnetok y 6nictepi; no
3 abo 6 6nicTepiB y
navi

AT "dapmak”

YkpaiHa

AT "®apmak”,
Ykpaina
(chbacyBaHHA Ta
nakyBaHHs 3 in bulk
thipM-BNPOGHYKa
BankaHdapma

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuiinHMx maTepianis:
3MiHuW | TUNY — NogaHHA
oHossieHoro CEP Ne R1-CEP
2012-338-Rev 01 gna Adl
BasicaptaHy Bif BXe

3a peyenmom

UA/14294/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

AynHnua AT,
Bonrapis)

3aTBEPAKEHOTO BUPOOHMKA
Divi's Laboratories Limited
3artBepaxeHo: R1-CEP 2012-
338-Rev 00; 3miHu | TUNY —
BHECEHHS 3MiH [JO MEeTO/iB
BunNpobyBaHHA A®| BancapTaHy
BMpoGHULTBA Divi's Laboratories
Limited, a came meTog,
Bn3HayeHHs NMPA Ta NDBA
metogom HPLC-MSD posgaineHo
Ha 2 metoan: NDBA meToaom
BEPX MC (6e3 3miH) Ta NMPA
meTogom MX-MC (HoBuiA meTof);
3MiHM | Tuny - aHa 3miHa
noAaeTbCs Y 3B'A3KY 3i
3BY)XXEHHAM [0NYyCTUMUX MEX,
BM3HAYEHWX Yy cneundikauii Ha
A®| BasicapTaH Bif, BUPO6HUKaA
Divi’s Laboratories limited, India,
a came 3BY)XEHO MeXi BMICTY
nowmiwok NDMA Ta NDEA 3
0.300 ppm go 0.03 ppm

UA/14294/01/01

124.

KOPCAP® H

TabneTkn, BKPUTI
NNIBKOBOK 060/1I0HKOIO,
160 mr/12,5 mr, no 10
Tabnetok y 6nictepi; no
3 abo 6 6nictepiB y
nauui

AT "®apmak”

YkpaiHa

AT "®apmak”,
YKpaiHa
(chbacyBaHHA Ta
nakyBaHHs 3 in bulk
thipM-BNpOGHYKa
Bankandapma
AynHnua AT,
Bonrapisi)

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY — NogaHHA
oHosneHoro CEP Ne R1-CEP
2012-338-Rev 01 gna Adl
BancapTtaHy Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Divi's Laboratories Limited
3arBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHu | TURY —
BHECEeHHS 3MiH 40 MeTofiB
BUNpobyBaHHA APl BasicapTaHy
BMpo6HuLTBa Divi's Laboratories
Limited, a came meToq,
Bu3HayeHHs NMPA 1a NDBA
meTtogom HPLC-MSD posgineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTtogom MX-MC (HoBwiA meTog);
3MiHM | TNy - JaHa 3miHa
noJaeTbecs y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HAYEHNX Y cneuundikauii Ha
A®| BasicapTaH Bif BUPOGHMKA

3a peuenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
Divi’s Laboratories limited, India,
a came 3BY)XEHO MeXi BMICTY
nowmiwok NDMA Ta NDEA 3
0.300 ppm go 0.03 ppm
125. | KOCTAPOKC TabneTkn, BKPUTI TOB "CaHpo3 YkpaiHa BMPOGHMLTBO "in IHgis/ BHECEHHS 3MiH 0 3a peyenmom UA/17232/01/01
NAiBKOBOK 060I0HKOIO, YkpaiHa" bulk", nepBuHHe Ta Manbta/ peecTpauiiHux maTepianis:
no 30 mr, no 7 TabneTok BTOPUHHE HimeyunHa 3MiHM | TUNY - 3MiHU 3 AKOCTI.
y 6nicTepi; no 4 nakyBaHHs: oTOBMIA NiKapcbKuii 3acio.
6nicTepy B KApTOHHIA Kagina 3MiHM Yy BUPOGHMLTBI. 3MiHa
Kopoobui dapmacbioTikans iMnopTepa/amiHu, Lo
Nimiten, IHais; CTOCYHOTbCSl BUMYCKY Cepii Ta
TecTyBaHHS: KOHTPO/IH0 AKOCTi rOTOBOTO

dapmakep Mpemiym
n1a., ManbTa;
BUWMYCK Cepiii:
Cantotac dapma
'M6X, HimeuunHa;
TecTyBaHHS:
idon MpiBatec
IHCTUTYT dorop
MpopykTkBanitTeT
'M6X, HimeyunHa;
TECTyBaHHS:
AHaniTiwec
LleHTpym Biodhapm
'M6X BepniH,
HimeyunHa

nikapcbKoro 3acoby (3amiHa abo
[oAaBaHHA AifIbHUL, Ha KR
34iACHIOETBCSA
KOHTPONb/BUNPOBYBaHHSA cepil) -
BBefeHHA [04aTKOBOTO
BMPOGHMKA BifNOBifaIbHOTO 3a
MiKpOG6i0M0oriYHUIA KOHTPOb
roTOBOro NPoAyKTy ichn
MpiBatec IHCTUTYT dhrop
MpoaykTkBaniter NM6X BarHep-
Pereni-LTpacce 8, 12489
BepniH, HimeuwunHa/ifp Privates
Institut fuer Produktqualitaet
GmbH Wagner-Regeny-Strasse
8, 12489 Berlin, Germany; 3miHu
| Tuny - 3miHK 3 AkocTi. FoToBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo
[oAaBaHHA AifIbHUL, Ha KR
30iACHIOETbCSA
KOHTPONb/BUNPOBYBaHHSA cepil) -
BBefeHHA [04aTKOBOrO
BMPOGHMKA BifNOBifaIbHOTO 3a
PI3NYHNIA/XIMIYHMIA KOHTPOSb
roTOBOro NPoAyKTy AHaniTilec
LleHTpy™m Biochapm Mm6X BepniH
Bittepchensaep LWTtpacce 19,
12681 bepniH,
HimeuunHa/Analytisches
Zentrum Biopharm GmbH Berlin
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
Bitterfelder Strasse 19, 12681
Berlin, Germany
126. | KOCTAPOKC TabneTku, BKPUTI TOB "CaHpo3 YkpaiHa BMPOGHMLTBO "in IHgis/ BHECEHHS 3MiH A0 3a peyenmom UA/17232/01/02
NNiBKOBOK 060/I0HKOHO, YkpaiHa" bulk", nepBrHHe Ta ManbTta/ peecTpauiiHux maTepianis:
no 60 mr, no 4 TabneTkun BTOPUHHE HimeuunHa 3MiHK | TMNYy - 3MiHK 3 AKOCTI.
y 6nicTepi; no 1 nakyBaHHs: [oTOBMIA NikapcbKuii 3acio.
6nicTepy B KAPTOHHIi Kagina 3MiHM Y BUPOOHULTBI. 3MiHa
Kopobui dapmacbioTikans iMnopTepa/amiHu, Lo
Nimitea, IHais; CTOCYOTbCS BUMYCKY Cepii Ta
TecTyBaHHS: KOHTPO/I0 SIKOCTi FOTOBOTO
dapmakep Mpemiym nikapcbkoro 3acoby (3amiHa abo
Nta., ManbTa; 00JaBaHHs Ai/TbHULI, Ha SKil
BUMYCK Cepii: 3iACHI0ETbCS
Cantotac dapma KOHTPONb/BMNPOGYBaHHSA cepii) -
'M6X, HimeuumnHa; BBepneHHA fgogarkosoro
TeCTyBaHHS: BMpo6HUKa BiANOBIAA/ILHOTO 3a
icon Mpisatec MiKpOG6IONOriYHUIA KOHTPOb
IHCTUTYT dorop roTOBOro NPoAyKTy ichn
MpoaykTkBanitet MpiBatec IHCTUTYT dotop
v6X, HimeyunHa; MpopgykTkBanitetr MM6X BarHep-
TEeCTYBaHHS: PereHi-LLTpacce 8, 12489
AHaniTilwec BepniH, HimeuunHa/ifp Privates
LleHTpym Biochapm Institut fuer Produktqualitaet
'm6X BepniH, GmbH Wagner-Regeny-Strasse
HimeuyunHa 8, 12489 Berlin, Germany; 3miHu
| Tuny - 3miHK 3 AkocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHn y
BUPOBHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo
00JaBaHHS Ai/TbHULI, Ha SKil
3iACHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) -
BBefeHHs1 oaaTkoBOro
BMpOo6HUKa BiANOBIAA/ILHOTO 3a
PI3NYHWIA/XIMIYHWI KOHTPOSb
roTOBOro NPoAyKTy AHaniTilec
LleHTpy™m Biodhapm Mv6X BepniH
Bitrepcensaep LWTtpacce 19,
12681 bepniH,
HimeuunHa/Analytisches
Zentrum Biopharm GmbH Berlin
Bitterfelder Strasse 19, 12681
Berlin, Germany
127. | KOCTAPOKC Tab1eTkn, BKPUTI TOB "CaHfo3 YkpaiHa BMPO6HMLTBO "in IHgis/ BHECEHHS 3MiH 0 3a peyenmom UA/17232/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
NNiBKOBOK 000JI0HKOHD, YkpaiHa" bulk", nepBrHHe Ta ManbTta/ peecTpavuiiHux maTepianis:
no 90 mr, no 7 TabneTok BTOPUHHE HimeuunHa 3MiHY | TUNY - 3MiHK 3 SKOCTI.
y 6nicTepi; no 1 a6o 4 nakyBaHHs: [oTOBMIA NiKapcbKuii 3acio.
6nicTepy B KApTOHHIA Kagina 3MiHM Y BUPOOHULTBI. 3MiHa
Kopobui; no 10 TabneTok dapmacbioTikans iMnopTepa/amiHu, Lo
y 6nictepi; no 10 Nimiten, IHajs; CTOCYHOTbCS BUMYCKY Cepii Ta
6nicTepiB y KAPTOHHIi TeCTyBaHHS: KOHTPOJIO SIKOCTi FOTOBOro
Kopo6bui dapmakep Mpemiym nikapcbKoro 3acoby (3amiHa abo
Nta., ManbTa; [0JaBaHHs Ai/TbHULI, Ha SKil
BUMNYCK Cepii: 34iACHI0ETbCS
Cantotac dapma KOHTPONb/BUNPOGYBaHHSA cepii) -
'M6X, HimeuunHa; BBepneHHsA poparkosoro
TeCTyBaHHS: BMpO6HUKa BiANOBIA&/ILHOTO 3a
icon Mpisatec MiIKpPOBIONOTiYHNIA KOHTPOSb
IHCTUTYT dorop roTOBOro NpoAyKTy ichn
MpoaykTkBanitet MpiBatec IHCTUTYT dotop
M6X, HimeyunHa; MpopykTkBanitetr MM6X BarHep-
TEeCTYBaHHS: PereHi-LUTpacce 8, 12489
AHaniTilwec BepniH, HimeuunHa/ifp Privates
LleHTpym Biochapm Institut fuer Produktqualitaet
'v6X BepniH, GmbH Wagner-Regeny-Strasse
HimeuyunHa 8, 12489 Berlin, Germany; 3miHu
| TNy - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPOJIH0 SKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo
O0JaBaHHs Ai/TbHULI, Ha SKil
34iACHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
BeefeHHs1 foaaTkoBoro
BMpOOHUKa BiANOBIA&/ILHOTO 3a
Pi3NYHWIA/XIMIYHWIA KOHTPOSTb
roTOBOro NPoAyKTy AHaniTilec
LleHTpy™ Biochapm Mm6X BepniH
Bittepcensaep LWTtpacce 19,
12681 bepniH,
HimeuunHa/Analytisches
Zentrum Biopharm GmbH Berlin
Bitterfelder Strasse 19, 12681
Berlin, Germany
128. | KOCTAPOKC TabneTkn, BKPUTI TOB "CaHpo3 YkpaiHa BMPOGHMLTBO "in IHgis/ BHECEHHS 3MiH 0 3a peyenmom UA/17232/01/04
NAiBKOBOK 060I0HKOIO, YkpaiHa" bulk", nepBuHHe Ta Manbta/ peecTpauiiHux maTepianis:
no 120 mr, no 7 BTOPUHHE HimeyunHa 3MiHKM | TUNY - 3MiHU 3 AKOCTI.

TabneTok y 6aictepi; no

NnakyBaHHA:

oTOBMIA NiKapcbKuii 3acib.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
1 a6o 4 6nicTepu B Kagina 3MiHM Y BUPOOHULTBI. 3MiHa
KapTOHHI Kopoo6Lli dapmacbioTikans iMnopTepa/amiHu, Lo
Nimiten, IHajs; CTOCYHOTbCS BUMYCKY Cepii Ta
TecTyBaHHS: KOHTPO/IH0 SKOCTi FOTOBOTO
dapmakep MNpemiym nikapcbKoro 3acoby (3amiHa abo
Nta., ManbTa; [0JaBaHHs Ai/TbHULI, Ha SKil
BUMNYCK Cepii: 34iACHI0ETbCS
Cantotac dapma KOHTPONb/BUNPOGYBaHHSA cepii) -
'M6X, HimeuunHa; BBepneHHsA pgoparkosoro
TeCTyBaHHS: BMpO6HUKa BiANOBIA&/ILHOTO 3a
icon Mpisatec MiIKPOBIONOTiYHNIA KOHTPOSb
IHCTUTYT dorop roTOBOro NpoAyKTy ichn
MpoaykTkBanitet MpiBatec IHCTUTYT dotop
M6X, HimeyunHa; MpopykTkBanitetr MM6X BarHep-
TEeCTYBaHHS: PereHi-LUTpacce 8, 12489
AHaniTilwec BepniH, HimeuunHa/ifp Privates
LleHTpym Biochapm Institut fuer Produktqualitaet
'm6X BepniH, GmbH Wagner-Regeny-Strasse
HimeuyunHa 8, 12489 Berlin, Germany; 3miHu
| TNy - 3MiHK 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/II0 SKOCTi FOTOBOTO
nikapcbKkoro 3acoby (3amiHa abo
[0JaBaHHs Ai/TbHULI, Ha SKil
34iACHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
BeefeHHs1 oaaTkoBoro
BMpOOHUKa BiANOBIA&/ILHOTO 3a
Pi3NYHWIA/XIMIYHWI KOHTPOSTb
roTOBOro NPoAyKTy AHaniTilec
LleHTpy™ Biochapm Mm6X BepniH
Bitrepcensaep LWTtpacce 19,
12681 bepniH,
HimeuunHa/Analytisches
Zentrum Biopharm GmbH Berlin
Bitterfelder Strasse 19, 12681
Berlin, Germany
129. | KPEMIEH Masb; N0 15ra6o 30ry | CninbHe yKpaiHCbKO- YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/2099/01/01

Ty6i; no 1 Ty6i B navu,i

icnaHcbke
nignpPUeEMCTBO
"Cnepko YkpaiHa"

icnaHcbke
nigNPUEMCTBO
"Cnepko YkpaiHa"

peecTpauiiHux maTepianis:
3MiHu | TUNy - 3MiHa
nepiogNYHOCTI KOHTPOIO 3a
nokasHukom "MikpobionoriyHa
yncToTa" 3 WOCEpINHOro Ha
nepiognyHnin (BUNpo6yBaHH0
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
nignsarae koxxHa 10-Ta cepis,
ane He meHLue 1 cepii B pik) B
Cneuudpikauii M3
130. | KYNPEHIN® TabneTku, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 0 3a peyernmom UA/8546/01/01
NAIBKOBOK 0B0/I0HKOHO, OnepeiwH3 peecTpauiiHnx matepianis:

no 250 mr, no 100
Tabnetok y nnsAwui; no 1
NAAWUI B KAPTOHHIMN
Kopoo6Li

MonaHg, Monbwa
(BUPOGHMLTBO 3a
MOBHWM LIMK/I0M)

3MiHM | TUMY — 3aMiHa KPULLIKK
6in0ro KonbLopy 6e3 /1IoroTUny Ha
KPULLIKY 3e/1eHOT0 KOJbopy 3
norotunom TEVA. Matepian, o
3HaXO0ANTLCA BCePenHi KPULLIKM
Ta BKI1a4uLL, KA 3aKpuBae
rOpAIOBYHY MASALWKK (MaTepiasn,
LLIO0 KOHTAKTY€E 3 NiKkapCbKnM
3ac060M) 3a/IMLWaeTbCs 6e3
3MiH. OHOBriEHHS p. 3.2.P.7.
Cuctema koHTeliHep/
3aKyrnoproBasibHWi1 3acib, 3
METOI0 BK/TOYEHHS 0AATKOBOrO
cepTuguikaty aHanisy,
KpecneHHs Ta geknapaduito woao
AKOCTi 7191 HOBOT KPULLIKW,
OHOBJIEHHE 306paKEHHS MASLLKN
HDPE 100 cm3. BeeAeHHs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPMKEHHS; 3MiHM | TURY -
BBEJEHHS TEPMiIHY NpuAaTHOCTI
Hepo3hacoBaHOro NPoAyKTy
ynakoBaHOro y Npo3opi nakeTu 3
nonieTuneHosoi onbrn B
KOHTeliHepi (12 micAuiB) Ha
nigcTasi NO3UTUBHUX
pe3ynbTaTiB AOC/iMKEHHS
cTabinbHOCTI, OTPYMaHUX ANs
[1BOX KOMepL,iiH1X cepiid, nepen
CTaficlo NePBMHHOIO MakKyBaHHS.
BunpasneHHss NOMUIIKV B OMNKUCI
BMPOGHMYOro npoLecy,
npeacrasneHoro y p. 3.2.P.3.3.
Onuc BMpo6HMYOro npouecy Ta
KOHTPO/II0 NpoLecy, a came B
3aresepgxeHomy p. 3.2.P.3.3.
NMOMWJIKOBO NpefcTasneHa
iHhopmawis, wo BiabyBa€eTbCA
romoreHisauis nepeg,
[ofaBaHHAM 3MaLLlyBaslbHUX
KOMMOHEHTIB (3anponoHOBaHO:




Hassa

112

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep

peecmpayitiHo
20

nocsi0YeHHs1

131.

NA®AKCUH® XR

Tabnetkn

«[OTOBMIA NpOAYKT
BUrOTOB/SIETLCA METOAOM
BOJIOrOro rpaHy 1loBaHHS.

BucyLieHuid rpaHy ST 3MiLlyoTb
i3 3MaLLyBasibHUMMU
KOMMOHeHTamu, Ta NoTim
nponyckatlTb Yepes
3MillyBasIbHUIE MexaHi3m, 106
oTpUMaTV OAHOPIAHY CyMill Anis
TabnetyBaHHs)

NPOJIOHroBaHoi Aji o 75
Mmr, no 14 TabneTok y
6nicTepi 3 kKaneHgapHo
LUKasnoto; no 2 6rictepu
Y KapTOHHIli kopobLi

[Jekcenb ®apma
TexHonopxus Jita.

I13painb

[ekcenb /T4,

I13painb

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHMKa
(BnacHvka peecTpadiiiHoro
noceigyeHHs) - 3MiHa agpecu
3a8BHMKA; 3MiHU | TUNY - 3MiHK
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLieHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3mMiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsag dirova
pegakuist: Dr Claire Webster
MponoHoBaHa pepakuis: Dr
Zanna Sutenko 3miHa
KOHTaKTHUX AaHnX

YNOBHOBaXEHOI 0cobu,

3a peuenmom

UA/13444/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
BignoBiganbHOI 3a
thapmakoHarnag 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKeHHSA MacTep-
thaiina cuctemu
hapmakoHarnsgy
132. | NA®AKCUH® XR | Tabnetku [Jekcenb ®apma I3painb [ekcenb N1T4. I13painb BHECEHHS 3MiH 0 3a peyenmom UA/13444/01/02

NPOJIOHroBaHoI Aji No
150 wr, no 14 TabneTtok
y 6nicTepi 3
Kau1eHAapHO0 LLIKaUTOH;
no 2 6nicrepun y
KapTOHHI Kopoo6Li

TexHonopxus Jita.

peecTpauiiHux maTepianis:
3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHMKa
(BnacHvka peecTpadiiiHoro
noceigyeHHs) - 3MiHa agpecu
3a8BHMKA; 3MiHU | TUNY - 3MiHK
oo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3mMiHa yNnoBHOBaXkKeHOT 0cobum
3asBHVKa, BiANOBIAA/ILHOT 38
thapmakoHarnsag dirouva
pegpakuist: Dr Claire Webster
MponoHoBaHa pepakuis: Dr
Zanna Sutenko 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
thapmakoHarnsg 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI

3 thapmakoHarnsgy. 3miHa




114

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
dhapmakoHarnsgy
133. | NA®EPOBIOH® cynosuTopii no 1 000 TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH [0 - UA/14695/01/03
000 MO, in bulk "BIO®APMA" "BIO®APMA" peecTpauiiHnx matepianis:
Ne 1230: no 3 YTOUHEHHS peecTpauiiiHoro
cynosutopiino 1ry HOMepa B Hakasi MO3 YkpaiHu
6nictepi; no 410
6nicTepis B rpynosiii i Ne 43 Big 11.01.2022 B
TpaHCMNOpPTHIl Tapi; in npoueci BHECEHHA 3MiH (3MiHU
bulk Ne 1250: no 5 | TMRy - 3MiHK WoAao0
cynosutopiiBno 1ry 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 250 thapmakoHarnagy. BeefeHHs
6nicTepiB B rpynoBiii i a60 3MiHM [0 y3arasibHEeHMX
TpaHCMNOpPTHIl Tapi; in [OaHyX Npo cuctemy
bulk Ne 1250: no 10 thapmakoHarnagy (BBefeHHs
cynosutopiiBno 1ry y3arasibHeHUX AaHux npo
6nictepi; no 125 cuctemy chapmakoHarnsgy,
6nicTepiB B rpyno.iii i 3MiHa yNOBHOBaXeHOI ocobu,
TPaHCMOpPTHIl Tapi BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOI 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
thapmakoHarnsg,. MponoHoBaHa
pegakuisi: oy, TeTsHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHnX
yMNOBHOBaXEHOI 0co6Yu
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnag). Pepakuis B
Hakasi: UA/14695/01/02.
3anponoHoBaHa pegakLis:
UA/14695/01/03.
134. | NEBAHA®IC Tabnetku no 0,5 mMr no ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 3a peyernmom UA/11175/01/01

10 Tabnetok y 6nicTepi;
no 2 6nictepu B navuj 3
KapToHYy

[04aTKOBOO
Bif4nNoBIAANbLHICTIO
"IHTEPXIM"

[04aTKOBOO
Bi4NoOBiAA/IbHICTIO
"IHTEPXIM"

peecTpavuiinHMx maTepianis:
3MiHK | TUNY - 3MiHW WOoA0
6e3nekn/edekTBHOCTI Ta

hapmakoHarnsgy. BeegeHxs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

a60 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnisgy
3asBHUKa 419 3AiAICHEHHS
thapmakoHarnagy B Ykpaii,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&aXXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOI 0CO6M,
BignoBigasibHOI 3a
hapmMakoHarnsag,

135.

NEBAHA® IC

Tabnetkn no 1 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHY

ToBapucTso 3
[04aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOIO
BiANOBIA&/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,

3a peuenmom

UA/11175/01/02
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep

peecmpayitiHo
20

nocsi0YeHHs1

136.

NEBAHA® IC

Tabnetkn no 2 mr no 10

BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag,

TabneTtok y 6nictepi; no
1 6nicTepy B nauuj 3
KapTOHY

ToBapucTso 3
[04aTKOBOO
BiANoBiAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLieHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6U
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0cobu,

3a peyenmom

UA/11175/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BignoBiganbHOI 3a
hapmakoHarnsag

137.

NEBOKOM
PETAPA ACIHO

TabneTkn
NPONOHIoBaHol Aji No
100 mr/25 wmr, no 10
TabneTtok y 6nictepi, no
3 a6o 10 6nictepiB y
KapTOHHIM nayui

AciHo ®apma Al

LLiBefiuapis

AciHo ®apma AT,
LBeiiLapis
(nepBuHHa Ta
BTOPVHHA
ynakoBka); AciHO
®apma Arl',
LLiBefiuapis (noBHUIA
LK1 BUpOBHULTBA)

LBeiiuapis

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHosaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHux
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapMakoHarnag. 3miHa
MiCLiE3HaxXOMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnagy

3a peuyenmom

UA/16260/01/01

138.

NEBOKOM
PETAPA ACIHO

Tabnetku
NPONOHIoBaHoI Aji No
200 mr/50 mr, no 10
Tabnetok y 6nictepi, no
3 a6o 10 6nicTepiB y

AciHo ®apma Al

LLiBefuapis

AciHo ®apma AT,
LBeiiLapis
(nepBuHHa Ta
BTOPUHHA
ynakoska); AciHO

LLseiiuapis

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs

3a peuenmom

UA/16261/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

KapTOHHII navui

®apma Arl',
Liseliuapis (NoBHWIA
LMK BUPOGHNLTBA)

a60 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnisgy
3asBHUKa 419 3AiAICHEHHS
thapmakoHarnagy B Ykpaii,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&aXXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3miHa
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta ioro
HoMepa. 3MiHa Micus
3[jl/ACHEHHSI OCHOBHOI AifANIbHOCTI
3 (hapmakoHarnagy

139.

NEBOMIH® 30

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 0,03 mr/0,15 mr no 21
Tabnetui y 6nictepi; no
1 a6o no 3, abo no 6
6nicTepiB y KAPTOHHIi
Kopoobui

TOB «MIBE
YKPAIHA»

YkpaiHa

Mi6e Mm6X
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TMny - AgMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NikapCbKoro
3acoby 3aTBepa)KeHo:
JleBomiH 30 3anponoHoBaHo:
NeBoMiH® 30 BBeaeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.

3a peyenmom

UA/16583/01/01

140.

NEBOMILETUH

Tabnetkun no 500 mr, no
10 Tabnetok y 6nicTepi;
no 1 6nictepy B naui

My6niyHe
akujioHepHe
TOBapuCTBO

"HaykoBo-

YkpaiHa

My6niyHe
akujioHepHe
TOBapuCTBO

"HaykoBo-

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHK | TUNY - 3MiHW WOoA0
6e3nekn/edpeKTUBHOCTI Ta

3a peyenmom

UA/3621/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BMPOGHUYMNIA LLEHTP
"BopLyariBCbkuii
XiMiKo-
hapmaLeBTUYHNIA
3asof”

BUPOGHWNYNIA LLeHTP
"BopLyariBcbkuii
XiMiKO-
hapmaLeBTUYHNI
3asofg"

thapmakoHarnsgy -
3aTBEPKEHHA
a/IbTEPHATMBHOIO TEKCTY
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby i3
3a3HayYeHHsIM 10roTuny
anctpub'totopa

141.

NIBEPIA® IC

Tabnetkn no 0,5r no 10
Tabnetok y 6nictepi; no
2 6nictepn y nauui 3
KapToHY

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOIO
BiANOBIA&/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiouyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

6e3 peyenma

UA/13164/01/01

142.

NIJOKAIH

pO34nH NS iH'ekuin, 10
mr/mn; no 3,5 mn abo no
5 mn B amnyni; no 10
amnyn y nauui 3
KapToHy; no 3,5 mn abo

MpuBaTHe
akuioHepHe
TOBapuCTBO "J1ekxiMm
- Xapkis"

Ykpaina

MpusaTHe
akuioHepHe

TOBapuCcTBO "J1ekxiMm

- Xapkis"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHu | TUnNy - AgMiHICTpaTVBHI
3MiHW. BunyyeHHs BMpOoGHUYOT
OinbHUUI (BKIKOYAKYM AiNbHULL

3a peuenmom

UA/15384/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
no 5 mn B amnyni; no 5 ans A®l, NpoMixXHOro NpoayKTy
amnyn y 6aictepi; no 2 a60 roToBOro NikapcbLKoro
6nictepu y nauui 3 3acoby, AinbHuULi Ans
KapToHy; no 3,5 mn abo npoBefeHHs NakyBaHHs,
no 5 mn B amnyni; no BMPO6HMKa, BiANOBIA&/ILHOTO 3a
100 amnyn y nayui 3 BWMNYCK Cepiid, MicLe
KapToHy NpoBefeHHs KOHTPOSIO cepil)
abo noctavasibHUKa BUXIAHOTO
mMarepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (SAKLLO
3a3HayYeHo y JOCbE) -
BWyYEHHS BUPO6HUKa AdI
(Nipoxainy rigpoxnopuay
MoHorigpaty) S.I.LM.S. S.R.L.,
ITanis. 3aTBepaKeHi BUPO6HUYI
OiNbHUL, WO 3aNUWLNANCE —
BMKOHYIOTb Ti cami hyHKL,i, L0
BUIyYeHa
143. | NIAOKAIH PO34UH A8 iH'eKLii, 10 MpuBaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 0 - UA/19165/01/01
mr/mn in bulk: no 3,5 mn akujioHepHe akujioHepHe peecTpauiiHnx matepianis:
abo no 5 mn B amnyni; TOBapUCTBO "“JlekxiM TOBapucTBO “J1ekxiMm 3MmiHu | TNy - AgMiHICTpaTUBHI
no 100 amnyn y kopoo6uj; - XapkiB" - XapkiB" 3MiHW. BunyyeHHst BUpOOHUYOT
no 3,5mnabono5wmvns AinbHUUI (BKIOYAOYM AiNbHUL
amnyni, no 5 amnyn'y ana A®l, npoMiXXHOro NpoAayKTy
6nictepi, no 20 a60 roToBOro NikapcbLKoro
6nicTepis y kopobu,i 3acoby, AinbHuui Ans
NpoBefeHHs NakyBaHHs,
BMPOGHMKa, BiANOBIA&/ILHOIO 3a
BWMNYCK Cepiid, MicLe
NpoBeLEeHHS KOHTPOSO cepii)
abo noctavasibHUKa BUXiLHOro
maTepiany, peareHTy abo
[L,0MOMIXHOT peYyoBUHU (SIKLLO
3a3HayeHo y JOCLE) -
BWNYYEHHS BUPOOHUKa AdDI
(Nigokainy rigpoxnopugy
MoHorigpaty) S.I.LM.S. S.R.L.,
ITanis. 3aTBepaKeHi BUPO6HUYI
OiNbHUL, WO 3aNUWNANCE —
BMKOHYIOTb Ti caMi (oyHKLi, Lo
BUyYEHA
144. | NIAOKAIH PO34uH NS iH'eKLii, 10 MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 - UA/19165/01/01
mr/mn in bulk: no 3,5 mn akuioHepHe akuioHepHe peecTpavuiiHux maTepianis:
abo no 5 mn B amnyni; TOBapUCTBO "JlekxiMm TOBapuUCTBO "J1ekxiMm 3MiHu | TURY - 3MiHK 3 SKOCTI.
no 100 amnyn y kopo6uy; - XapkiB" - XapkiB" [oTOBMIA NikapcbKuii 3acio.

no 3,5mvnaéono5mns
amnyni, no 5 amnyn y

Cucrema
KOHTeliHep/3aKynopoBabHWi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
6nictepi, no 20 3aci6. 3MiHa po3mipy ynakoBku
6nicTepis y kopobu,i rOTOBOrO J1iKapCbKOro 3acoby

(iHLWi 3MiHW) - BBEAEHHSA
ynakoBku in bulk: no 3,5 mn a6o
no 5 mn B amnyni; no 100 amnyn

nomiLLaloThb Y KOPObKY 3
KapTOHY, Sika Mae Neperopoakm
abo no 5 amnyn nomMiwarTb y

6nicTep; no 20 6nicTepis
NoMiILLaI0Tb y KOPOOKY, 3
BiAMNOBIAHMMW 3MiHamMK [0 p.
«YnakoBka». MNepBuHHUI
nakyBaslbHWI1 MaTepian He

3MiHVBCS.

3arBepmkeHo: Mo 3,5 ma abo no
5 mMn B amnynu 3 Tpy6yactoro
6e36apBHOro, MPO30pOro ckna.

Ha amnynv HaknewTb
eTUKETKY, Lo caMi KnesTbes,

abo eTUKeTKM 3 nanepy
eTUKETKOBOro abo NMCbLMOBOTO.
Mo 10 a6o 100 amnyn pasom 3
IHCTPYKLi€0 ANS MegnyHoro
3aCTOCyBaHHA NOMILLAITb Y
nayky 3 kapTtoHy. o 5 amnyn
nomilatoTb B 61icTep 3 NNiBKK
MET®/MNBX, no 2 6nictepn
pa3om 3 iHCTpYKLie Ans
Me[NYHOro 3aCTOCyBaHHS
MOMILLAIOTh Y NauKy 3 KapTOHY.
Mpwu BiACYTHOCTI Ha amnynax
Kinbusa 3namy abo kparnku
3namy, y nayky Bk1afaioTb
ckapudikaTop amnynbHWi abo
HiXX amnynbHUIA kepamivyHuii, abo
OVCK piXy4nid kepamivyHui
3anponoHoBaHo: Mo 3,5 mn abo
no 5 mn B amnysnuv 3
TpybuacToro 6e36apBHoOro,
npo3oporo ckna. Ha amnynu
HaKewTb eTUKETKN, LLIO caMi
KNeaTbecs, abo eTUKeTKN 3
nanepy eTMKeTKoBOro abo
nucobmoBoro. Mo 10 a6o 100
amnys pa3oM 3 iHCTPYKLUiEo Ans
MeAUYHOro 3acTOCYBaHHS

NOMILLIAIOTb Y MayKy 3 KAPTOHY.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

Mo 5 amnyn nomiwatoTs B
6nictep 3 nnisku MNET®/MBX, no
2 6nicTepn pasom 3 iHCTPYKLE

ANA MeANYHOro 3acToCyBaHHs
MOMILLAIOTb Y NauKy 3 KapTOHY.
in bulk: no 100 amnyn
NoMmiLLaoThb y KOPObKyY 3
KapTOHY, sika Ma€e NeperopoaKm
abo no 5 amnyn nomiwarTb y
6nictep 3 nniskv MNET®/MBX, no

20 6nicTepis NomilaTb y

KOPOO6KY (/19 NoAasTbLIoro
thacyBaHHs). Mpu BiACYTHOCTI Ha

amnynax Kisibus 3namy abo
Kparnkv 3namy, y nauky

BK1a4atoTb ckapudikatop
amMnysibHW abo HiXX amnybHWIA
KepamiyHuii, abo AUCK PixXyUuii

KepaMiyHUiA. Y 3B’A3Ky 3
BBEAEHHSIM ynakoBok in bulk,
BHOCUTbCS BignoBigHe
KoperyBaHHs [o p.
«MapKyBaHHsA»: 3aTBepAXeHO:
3riAHO 3aTBEpLKEHOTO TeKcTa
MapKyBaHHS. 3anponoHoBaHo:

[ns roToBOro nikapcbkoro

3acoby: BignosigHo go
3aTBEPAKEHOrO TEKCTY
MapkyBaHHS. [Insa nikapcbkoro
3acoby y copmi in bulk:
BignosigHo fo 3aTBEpAKEHOr0
TEKCTY MapKyBaHHS, L0
[0Aa€ETbCA.

145.

NIAOKAIH

PO34UH A8 iH'eKLii, 10
mr/mn; no 3,5 mn abo no
5 mn B amnyni; no 10
amnyn y navui 3
KapToHy; no 3,5 M1 abo
no 5 mn B amnyni; no 5
amnyn y 6nictepi; no 2
6nictepn y nauui 3
KapToHy; no 3,5 mn abo
no 5 mn B amnyni; no
100 amnyn y nayuyi 3
KapToHYy

MNpvBaTHe
akujioHepHe
TOBapUCTBO "“JlekxiM
- XapkiB"

YkpaiHa

MNpuBaTHe
akujioHepHe
TOBapucTBO "“J1ekxiMm
- XapkiB"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO liKapCbKOro 3acoby
(iHLWi 3MiHW) - BBEAEHHSA
ynakoBku in bulk: no 3,5 mn a6o
no 5 mn B amnyni; no 100 amnyn
nomiLLaloThb Y KOPObKY 3
KapTOHy, fika Mae NeperopoaKm
abo no 5 amnyn nomiwaTb y

3a peyenmom

UA/15384/01/01
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PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

peecmpayitiHo
20
nocsi0YeHHs1

6nicTep; no 20 6nictepis
noMiLLaloTb y KOPOOKY, 3
BiAMOBIAHMMM 3MiHaMK [0 p.
«YnakoBka». MNepBUHHUIA
nakyBaslbHWI1 MaTepian He
3MiHMBCS. Y 3B’A3KY 3
BBeAEHHAM ynakoBok in bulk,
BHOCUTbCS BiANoBigHe
KOperyBaHHs [0 p.
«MapKyBaHHs»: 3aTBEpAKEHO:
3rigHO 3aTBEpAKEHOro TekcTa
MapKyBaHHS. 3anponoHoBaHo:
[insA roToBoro nikapcbkoro
3acoby: BignosigHo ao
3aTBEPAKEHOIO TEKCTY
MapkyBaHHS. [lnsa nikapcbkoro
3acoby y chopmi in bulk:
BignoBigHo fo 3aTBEpPAXEHOrO
TEKCTY MapKyBaHHS, L0
[ofaeTbes.
BHECEHHS 3MiH [0

3a peuyernmom

UA/18320/01/01

146.

NINCTEP®

Tabnetkn no 200 mr, no
10 Tabnetok y 6nictepi,
no 2 6nictepu B nayLj

AT "dapmak”

YkpaiHa

AT "dapmak"

YkpaiHna

peecTpauiiHux maTepianis:
3MiHW | TUMY - NoAaHHA
OHOBJ/IEHOrO cepTudikaty
BignosigHocTi €EP Ne R1-CEP
2012-090-Rev 01 gna A®l
Auuknosip, Bif BXe
3aTBEPAKEHOTO BUPOOHMKA
Hetero Drugs Limited, IHgis, Ta
AK HACNiJOK BHECEHHS 3MiHU Y
cneuungikauito A®I 3a
nokasHukom «CynposigHi
[JOMILLKM» 3MIHEHO BU3HAUYEHHS
«Makcumym OKpeMoT HeBifOMOT
OOMilWKM» Ha «Bbyab-ska okpema
HecneuudikoBaHa JOMilLKa»
6€e3 3MiHM JONYCTUMNX MEX.
OHoBMeHa aHasliTuyHa
MeToAVIKa NOKa3HWKIB
«3anunLLKoBa KinbkicTb
OpraHiYHNX PO3YNHHMKIB»,
«Boga», Ta OHOBNIEHHA nepiogy
nepe-koHTpono AdI 3 48
MicauiB Ha 60 micauis

UA/18320/01/02

147.

NINCTEP®

Tabnetku no 400 mr, no

AT "dapmak”

YkpaiHa

AT "®dapmak”

Ykpaina

BHECEHHS 3MiH [0

peecTpaLiiHux MaTepianis:

3a peuernmom

10 Tabnetok y 6nictepi,
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Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

BUPO6GHUKa

3MiHM | TUMY - NoAaHHA
OHOB/IEHOTO cepTudikaTy

nocsioYyeHHs

no 2 6nictepu B navui

YkpaiHa

AT "dapmak"

YkpaiHa

BignosigHocTi €Ed Ne R1-CEP
2012-090-Rev 01 gns AdI
Auuknosip, Bif Bxe
3aTBEPAKEHOTO BUPOOHMKA
Hetero Drugs Limited, IHgis, Ta
AK HACNIAOK BHECEHHS 3MiHU Y
cneumdikauito Ad| 3a
nokasHukoMm «CynpoBigHi
[OOMILLKN» 3MIHEHO BU3HAUYEHHS
«Makcumym OKpeMoi HeBIgOMOT
JoMilkm» Ha «Byab-sika okpema
HecneuwuikoBaHa AOMiLLKa»
6€3 3MiHN JOMYCTUMUX MEX.
OHOB/eHa aHaniTuYHa
MeTOAMKa NOKa3HYKIB
«3a/IMLLKOBA Ki/lbKICTb
OpraHiYHUX PO3UYNHHWUKIB,
«Bopa», Ta OHOBNEHHs nepiogy
nepe-kKoHTposito Ad| 3 48
MicsLiB Ha 60 micauis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:

3a peuenmom

UA/18320/01/03

148.

NINCTEP®

Tabnetkun no 800 mr, no
10 Tabnetok y 6nicTepi,
no 2 6nictepu B navui

AT "®apmak”

3MiHU | TUNY - NoAaHHSA
OHOB/IEHOTO cepTudikaTy
BignosigHocTi €Ed Ne R1-CEP
2012-090-Rev 01 gns Ad|
Auuknosip, Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
Hetero Drugs Limited, IHgis, Ta
AK HACNIAOK BHECEHHS 3MiHU Y
cneundoikauito A®| 3a
nokKasHUKoM «CynpoBigHi
OOMILLKM» 3MIHEHO BU3HAUYEHHS
«Makcumym OKpeMoi HeBIgOMOT
JoMmilkm» Ha «Byab-sika okpema
HecneuudikoBaHa AOMiLLKa»
6€3 3MiHM JOoMYCTUMUX MEX.
OHoB/eHa aHaniTuyHa
MEeTOAMKa NOKa3HYKIB
«3a/IMLLKOBA Ki/lbKICTb
OpraHiYHUX PO3UYMHHWUKIB,
«Bopa», Ta OHOBMEHHS nepiogy

nepe-kKoHTpoao AdI 3 48
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

MicsLiB Ha 60 micauis

149.

NOPNHAEH® A

Masb no 15 r B Ty6i; no 1

Ty6i B KOPOOGL

TOB "bayw Xenc"

YkpaiHa

dapmzasog Enba
AT.

MonbLa

BHECEHHS 3MiH 0
peecTpauiiHux matepianis:
3MiHW | TUMNY - BHECEHHS 3MiHU
[0 po3giny
3.2.5.2.1.Bupo6Huk(n), a came -
3MiHa Ha3BMW BUPOGHNYOIT
AiNbHWL, BignoBiganbHOI 3a
MikpoHi3auito Al (Kucnota
caniumnosa), 6e3 3miH1 Micus
BMPOOHMLITBA: 3aMPONOHOBAHO:
Siec Badawcza Lukasiewicz —
Instytut Nowych Syntez
Chemicznych Zaklad Chemii
Nieorganicznej i Inzynierii
Procesowej Laboratorium
Mikronizacji

3a peuenmom

UA/1717/01/01

150.

MAA/IOKC®

Tabnetkn Ne 40 (10x4):

no 10 tabnetok y

6nicTepi; no 4 6nictepn

B KapPTOHHI kopobui

TOB "Onenna
Xernckea YkpaiHa"

YkpaiHa

CAHO®I C.P.J1.

ITanisa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby fo0 po3ginis "B3aemogis
3 IHLWMMK NiKapCbKMKU
3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocCTi
3actocyBaHHs" Ta "lMobiuHi
peaxuii” BignosigHO A0
OHOB/IEHOT iHdhopMaLiii 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tn MicsLiB
nicnsa 3aTBepikeHHs

6e3 peyenma

UA/9220/02/01

151.

MEAOBIOTUH®

TabneTtkn no 2,5 mMr no

10 Tabnetok y 6nictepi;

no 3 a6o 6 6nictepis y
KapTOHHiiA KOpo6Li

TOB «MIBE
YKPAIHA»

YkpaiHa

Bupo6HuK,
BignoBigasibHWI 3a
BVMPOGHMLTBO
Hepo3gacoBaHoro
NpPoAyKTY, NEPBUHHE
Ta BTOpPVHHE
nakyBaHHs:
mi6e MmbeX
ApuHalimiTTens,
HimeuunHa,;
BUpO6HMK,
BiANoBiganbHWI 3a

HimeuyunHa

BHECEHHS 3MiH [0
peecTpavuinHMX MaTepianis:
3MiHK | TUNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NikapCbKOro
3acoby - 3aTBepKeHO:
Meno6ioTMH 3anpornoHoBaHo:
Mepo6ioTMH ® BeefieHHs 3MiH
nNpoTsArom 6-Tv MicsLiB nicns
3aTBEPKEHHS

6e3 peyenma

UA/2432/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
BUNYCK cepil,
BK/IHOHA0YM
KOHTPO/b/BMNPOGYB
aHHsA cepii:
AHTOH Xi06HEp
v6X & Ko. KT,
HimeuunHa
abo
mibe Mm6X
ApuHalimiTTens,
HimeuynHa
152. | MEMATOH IC TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/16535/01/01
NNiBKOBOK 060/I0HKOHO, [04aTKOBOKO [0[1aTKOBOIO peecTpauiiHux maTepianis:
no 10 mr no 10 TabneTok BiANOBIAA/ILHICTIO BiANOBIA&LHICTIO 3MiHW | TUny - 3MiHK Woao
y 6nicTepi; no 3 "IHTEPXIM" "IHTEPXIM" 6e3nekn/edreKTMBHOCTI Ta
6nictepun y nauui thapmakoHarnagy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapmakoHarnsag
153. | MEMATOH IC TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 3a peyenmom UA/16535/01/02

NNiBKOBOK 060/10HKOHO,

[10[1aTKOBOKO

[101aTKOBOKO

peecTpaLiiHux MaTepianis:




127

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

no 20 mr no 10 TabneTok
y 6nicTepi; no 3
6nictepu y nauui

BiANOBIAA/IbHICTIO
"IHTEPXIM"

BiANOBIA&/ILHICTIO
"IHTEPXIM"

3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnisgy
3asBHUKa ANA 3AiICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXeEHOT 0co6Y,
BiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnagy (Bko4yakum
KOHTaKTHi faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&aXXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOI 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag,

154.

MEHOBAS3WH

po34nH Ans
30BHIiLUHBOrO
3acToCcyBaHHs,
cnupToBMiA No 40 mn
a6o no 100 mn y
donakoHax; no 50 mny
KY/bKOBWX (priakoHax

AT "Nly6Hnhapm"

YkpaiHa

AT "ly6Hndhapm"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUNY - BBEAEHHSA
nepioguyHocTi koHTposto MN3
MeHoBa3WH, po3unH Ans
30BHILLHLOrO 3aCTOCYBaHHS,
CMMPTOBWIA 3a M.
«MikpobionoriyHa uncrota», a
came - nepLuy Ta KOXHy AecsTy
HaCTyMHy cepito, asne He pigLe
HiXX 1 cepito B pik

6e3 peyenma

UA/8824/01/01

155.

MEMI®PYH-
3[0POB'AA

PO34uH A8 iH'eKLiid, 30
mr/mnno 1,7 mny
amnyni; no 10 amnyn y

ToBapucTso 3
0bMexeHot
BifNOBIAANLHICTIO

YkpaiHa

ToBapucTBo 3
06MexeHo
BiZNOBIAA/IbHICTIO

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHM | TUMy - NogaHHsA

3a peyenmom

UA/10776/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
KOpo6Li 3 KapTOHY; No "®apmaueBTuyHa "®apmaveBTUyHa OHOBJIEHOTO cepTudikaTy
1,7 mn y amnyni; no 5 KomnaHis "3gopos'a” KoMnaHis BignosigHocTi E® Ne R1-CEP
amnyn y 6nictepi; no 2 "3popoB'sa", YkpaiHa 2010-129-Rev 02 gnsa Adl
6nictepu y kopobui 3 (Bci cTapgji MeniBakaiHy rigpoxiopuz Big,
KapToHy; no 1,7 mny BUMPOGHMLITBA, BXE 3aTBEP)KEHOro BUPOOHMKa
kapnyni; no 10 kapnyn y KOHTPO/Ib SIKOCTI, S.LM.S. S.R.L., ITanis, Ta sk
6nictepi; no 1 abo no 5 BUNYyCK cepii); HacnifoK, yTOYHEHHS Ha3Bu Ta
6nicTepiB y KopobL,i 3 ToBapucTBO 3 agpecu BupobHuka A®I (byno
KapTOoHY obmMexeHot Localita Filarone, 50066
BiANOBIA&/IbHICTIO Reggello (Firenze), Italy, ctano
"®APMEKC IPy1", Localita Filarone Italy-50066
YkpaiHa (Bci cTtagii Reggello, Firenze, Italy). Kpim
BMPOGHULTBA, TOro 3MiHU Y BXiIHOMY KOHTPOAi
KOHTPO/b SKOCTI) Ai040T peyoBrHY 3a
nokasHukamu: «Onue»,
«lpeHTudikayis», «CynpoBigHi
LOMILLKM», «[loMiluka A»,
«Baxkis meTann», Ta
«3asINLLKOBI KifIbKOCTI
OpraHiYHUX PO3UNHHUKIB».
Brpo6Huya ainbHuus, npowec
BMPOBHMLITBA Ta CXeMa CUHTEe3y
3a/MwaoTbCa 6e3 3MiH.
BHeceHHs 3MiH 3a po3ainom
MK#A «Cknag»: NponoHoBaHa
pegakuisi: S.I.M.S. S.R.L., Italy
156. | MEPAJIC®AABA | cnpeli Ha3aNbHWiA, AapaH-TaneHcbknii XopBarTis AppaH-TaneHcbknit XopBaris BHECEHHS 3MiH 0 6e3 peyenma UA/17967/01/02

HC

po3umH 0,1 %, no 10 mn
y thnakoHi 3 £O3yHUUM
npucTpoem Nel

Na6opaTopiit 4.4,

Na6oparopiit 4.4.

peecTpavuiiHux maTepianis:
3MiHW | TUMY - BHECEHHSA 3MiH 40
pO3Mipy [,03yt040ro NpucTporo
(3miHa 3arasnbHOI BUCOTH,
[L0BXWHW MOrPYXHOI TPy6KM);
3MiHW | TUMY - BHECEHHS 3MiH JO
po3mipy donakoHa (3miHa
OiameTpy 30BHILLHbLOI Pi3bou,
TOBLLMHW CTiHKM A9 donakoHa
10 mn);
3MiHU | TUNY - BBEAEHHS
[0[,aTKOBOro BMpO6HUuKa Steris -
Synergy Health Marseille gns
cTepunisauii dnakoHis (Tun
cTepunizauji — ramma
OMPOMIHEHHS, TakuiA camui, sIK y
paHille cxBasieHOMy MicLi
cTepunizadii). OHOBMEHHS
[aHnX BUPOGHNKIB,
BiANOBIga/IbHMX 38




129

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

cTtepunizauito 3 K
pPO3nuBasIbHOIO Hacoca: -
Sterigenics Belgium (Petit-
Rechain) SA, Zoning Industriel
de Petit-Rechain, Avenue Andre
Ernst 21, Verviers, Liege, B-
4800, Belgium: 3miHeHa Ha3Ba
BY/IWL, ie po3TalloBaHuii
3aBog, Sterigenics (3 Avenue du
parc 29, B-4800 Verviers Ha
Avenue Andre Ernst 21, B-4800
Petit-Rechain). - Pfm medical
msg GmbH, Am Soterberg 4,
66620 Nonnweiler/Otzenhausen,
Germany: 3MiHeHO Ha3By 3 Msg
medical sterilization GmbH Ha
Pfm medical msg GmbH, 6e3
3MiHM agpeca, BiAnoBiAabHOro
nepcoHany Ta 06nagHaHHA

157.

MEPA/NIC®ALABA
HC

cnpeli HazaNbHUIA,
po3uuH 0,05 %, no 10
M1y hakoHi 3
[03YH04MM MPUCTPOEM
Nel

AapaH-TaneHcokni
Na6opaTopit 4.4,

Xopsaris

AppaH-TaneHcobkuin
Na6oparopiin 4.4,

Xopsaris

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - BHECEHHS 3MiH A0
pO3Mipy [,03yt0H0ro NpUcTporo
(3miHa 3arasibHOi BUCOTH,
LOBXWHW NOTPYXHOT TPY6KN);
3MiHW | TUMY - BHECEHHSA 3MiH 40
po3mipy dpriakoHa (3MiHa
OiameTpy 30BHILLHBOI Pi3bbu,
TOBLLMHW CTiHKM A4N1a dhnakoHa
10 mn);
3MiHW | TUNY - BBEAEHHSA
[,04aTKOBOro BUPOGHWMKa Steris -
Synergy Health Marseille ons
cTepunisauii hniakoHis (Tun
cTepunisauii — ramma
OMPOMIHEHHS, TakuiA camui, sK y
paHile cxBasieHoMy MicLi
ctepwunisayii). OHOBNEHHS
[JaHnX BUPOOHUKIB,
BignoBiganbHUX 3a
cTepunizauiio 3 K
po3nMN0BasILHOTO Hacoca: -
Sterigenics Belgium (Petit-
Rechain) SA, Zoning Industriel
de Petit-Rechain, Avenue Andre
Ernst 21, Verviers, Liege, B-

6e3 peyenma

UA/17967/01/01
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OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa BuxigHoro
Marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO
BMKOPUCTOBYIOTbCH Y
BMPOGHMLTBI A®I; ons
[L0MOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPXEHOr0 BUPOOHUKA -
nofaHHA OHOBIEHOTO
cepTuduikara BiZNoBILHOCTI
€sponevicbkin hapmakonei Ne
R2-CEP 1995-043-Rev 04
(3aTBEpaxeHo: R2-CEP 1995-
043-Rev 03) gns AdI. Ak
HacnifoK yTOUHEHHs agpecu
BMPOBHUYOT AiNbHULI (CTano:
YHTepe bpronbLlutpacce 4
LliBeiiuapis-4800 LiodiHreH,

Lseiiuyapis/ Untere Bruhlstrasse

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
4800, Belgium: 3miHeHa Ha3Ba
BY/IWL, ie po3TalloBaHuii
3aBog, Sterigenics (3 Avenue du
parc 29, B-4800 Verviers Ha
Avenue Andre Ernst 21, B-4800
Petit-Rechain). - Pfm medical
msg GmbH, Am Soterberg 4,
66620 Nonnweiler/Otzenhausen,
Germany: 3MiHeHO Ha3By 3 Msg
medical sterilization GmbH Ha
Pfm medical msg GmbH, 6e3
3MiHM agpeca, BiAnoBigabHOro
nepcoHany Ta 0bnagHaHHsA
158. | METAAOHY MOPOLLIOK KpUCTaUTIYHWIA TOB "XapkiBcbke YkpaiHa 3irdpig N4 Llseiiuapis BHECEHHS 3MiH 0 - UA/13730/01/01
riaPOXnoPua (cybcTaHuis) y hapmaneBTUUHe peecTpauiiHux maTepianis:
noABiliHMx nignpPUeEMCTBO 3MiHKM | TUNY - 3MiHU 3 AKOCTI.
nonieTnIeHoBmx "3p0p0oB's Hapoay" CeptudpikaT BignosigHocTi/lE-
naketax gns cepTudikaTt BiAMOBIAHOCTI
hapmaLeBTUYHOIO €Bponeiicbkili
3aCTOCyBaHHA thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

4 Switzerland-4800 Zofingen,
Switzerland); 3miHu B po3gini
«YnakoBka» (CTas10: y NoABINHNX
nonieTusIeHoBMX nakeTax);
3amiHa TepMiHy npugaTtHocTi — 5
pOKIB Ha TEPMiH NePEeKOHTPOSIO
— 5 pokiB; 3MiHN y crieyudikauii
Ta MeTofax KOHTPO/IO 3a
rokasHukom «BTpaTa B maci npu
BUCYLLIYBaHHI»

159.

META®IH® IC

Tabnetkn no 5 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHY

ToBapucTso 3
[04aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOIO
BiANOBIA&/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiovarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
hapmakoHarnag,.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

3a peuenmom

UA/14448/01/01

160.

META®IH® IC

Tabnetku no 10 mr no
10 TabneTok y 6nicTepi;
no 1 6nictepy B nauui 3
KapToHY

ToBapucTso 3
[04aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBo 3
[0aTKOBOO
BiANOBIA&/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta

3a peuenmom

UA/14448/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX faHux npo
cuctemy hapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiiNOBIAabHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXeHOI 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
thapmakoHarnag,.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsag

161.

META®IH® IC

TabneTku no 25 Mr no
10 Tabnetok y 6nictepi;
no 1 6nictepy B nauui 3
KapToHYy

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0,aTKOBOIO
BiANOBIA&LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edreKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBAXEHOI 0CO6M,

3a peuyernmom

UA/14448/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
hapMakoHarnsg
162. | METOTPEKCAT PO34uH A8 iH'eKLii, 10 EBEBE ®apma ABCTpis NOBHUIA LMK ABcTpisi/ BHECEHHS 3MiH 0 3a peyernmom UA/0513/02/01
"EBEBE" mr/mn; no 1 mn (10 wmr), Fec.m.6.X. Hoor Kl BMPOGHMLTBA: HimeuunHa peecTpauiiHnx matepianis:
no 5 mn (50 mr) y EBEBE dapma 3MiHM | TUMy - 3MiHW BHECEHO 0
donakoHi; no 1 dpnakoHy lec.m.6.X. Hdor. KT, IHCTPYKUIT ANS MeanYHOro
B KQpPTOHHI kopo6uj; no ABCTpis; 3aCTOCYBaHHS NiKapCbKoro
0,75 mn (7,5 mr), no 1 TecTyBaHHsA: MM/ 3acoby Ao po3ainy
M (10 wmr), no 1,5 mn Mikpo6ionoriwec "Oco611BOCTi 3acTOCyBaHHA"
(15 mr), no 2 mn (20 mr) Mptochnabop M6X, LoA0 6e3nekn 3acToCyBaHHS
y nonepefHb0 ABCTpiS; [ito40i peyoBVHY, BiANOBIAHO A0
3anoBHEHOMY LUNPULL; TecTyBaHHs: Jlabop pekomeHaauii PRAC. BeefeHHs
nola6ono5 n+CAI, 3MiH NPOTArom 6-Tn MicsLis
nonepeaHL0 HimeyunHa nicnsa 3aTBepiKeHHs
3anoBHEHUX LINPpULB Yy
KapTOHHI Kopoo6Li
pasom 3i CTEPU/IbHO
iH'eKLiliHOIO TO/IKOK Ta
cepseTkamu
163. | METOTPEKCAT Tabnetku no 2,5 mr, no EBEBE ®apma ABCTpiIs BUNYCK cepil: ABcTpisi/ BHECEHHS 3MiH [0 3a peyernmom UA/0513/01/01
"EBEBE" 50 Tabnetok y Fec.m.6.X. Hpr.KI EBEBE dapma HimeyunHa peecTpavuiiHux maTepianis:
KOHTeliHepi; no 1 lec.m.6.X. Hor. KT, 3MiHW | TUMy - 3MiHW BHECEHO [0
KOHTEWHepy y KapTOHHiIl ABCTpist; BUNYCK IHCTPYKUiT 4NS MeanyYHOro
KopoobLi cepii: Cantotac 3aCTOCYBaHHSA NikapCcbKoro
dapma N'vbX, 3acoby Ao po3giny
HimeuunHa,; "Oco6nMBOCTI 3aCTOCyBaHHS"
BMPOBHULTBO in oo 6e3neku 3acCToCyBaHHsA
bulk, ynakoBska, [ito40i peyoBrHY, BiANOBIAHO A0
TecTyBaHHsa: [aynt pekomeHgauiii PRAC. BeeeHHS
dapma Amaper 3MiH NPOTAroM 6-Tu MicALiB
vM6X, HimeuunHa nicns 3aTBepaKeHHs
164. | METOTPEKCAT Tabnetku no 5 mr, no 50 EBEBE ®apma ABCTpiIs BUNYCK cepil: ABcTpisi/ BHECEHHS 3MiH 0 3a peyernmom UA/0513/01/02
"EBEBE" TabneTokK y KOHTelHepi; lec.m.6.X. Hoor Kl EBEBE ®apma HimeyunHa peecTpauiiHix MaTepianis:
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
no 1 KoHTeliHepy y lec.m.6.X. Hopr. KT, 3MiHK | TUNY - 3MiHW BHECEHO A0
KapTOHHiiA Kopo6Li ABCTPpIs; BUMYCK IHCTPYKUiT 4Nns MeanyHoro
cepii: Cantotac 3aCTOCyBaHHS NiKapCbKOro
$apma N'vbX, 3acoby [0 po3giny
HimeuunHa,; "Oco61BOCTi 3acTOCyBaHHA"
BMPOGHMLITBO in L1040 6e3nekn 3acToCyBaHHs
bulk, ynakoBka, [itoY0i pevyoBuHY, BignoBigHO A0
TecTyBaHHA: MaynT pekomeHaaLii PRAC. BeefieHHs
dapma Amaper 3MiH NpPOTArom 6-Tu MicsLiB
'm6X, HimeyunHa nicnsa 3aTBepaXeHHs
165. | METOTPEKCAT Tabnetku no 10 wmr, no EBEBE ®apwma AscTpis BWMYCK Cepil: AscTpis/ BHECEHHS 3MiH 0 3a peyenmom UA/0513/01/03
"EBEBE" 50 TabneTtok y lec.m.6.X. Hoor Kl EBEBE dapma HimeuyunHa peecTpauiiHux maTepianis:
KOHTeliHepi; no 1 lec.m.6.X. Hdpr. KT, 3MiHK | TUNY - 3MiHW BHECEHO A0
KOHTEHepy y KapTOHHIl ABCTpIs; BUMYCK IHCTPYKUIiT 4NnA MeanyHoro
Kopoo6Li cepii: Cantotac 3aCTOCYBaHHS NiKapCbKOro
$apma N'vbX, 3acoby [0 po3giny
HimeyunHa,; "Oco61BOCTi 3acTOCyBaHHA"
BMPOGHULITBO in LoA0 6e3nekun 3acTocyBaHHs
bulk, ynakoBka, [ito40i pevyoBuHY, BignoBigHO A0
TecTyBaHHA: MaynT pekomeHgauii PRAC. BeegeHHs
dapma Amaper 3MiH NpOTArom 6-Tu MicsuiB
'm6X, HimeyunHa nicnsa 3aTBepAXXeHHs
166. | MIJlIIKCON PO34MH NS iH ekuii, 15 3AT «dapmnira» NnToBCbKa XENMN C.A. Ipeuis BHECEHHS 3MiH 0 3a peyenmom UA/15309/01/01
mr/1,5 mn; no 1,5 mn B Pecny6nika peecTpauiiHux maTepianis:
amnynax; no 5 amnyn B 3MiHu | TUNYy - AgMiHICTpaTVBHI
KapTOHHIN navuj 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA
(BnacHvka peecTpadiiHoro
nocBigyYeHHs) 3MiHW BHECEHO B
IHCTPYKUiO AN MeguyHoro
3acToCcyBaHHSA Y po34in
«MicLe3HaxoMmKeHHs 3asiBHMKa»
3 BiAMNOBIAHUMU 3MiHAMW Y TEKCTI
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby. TepmiH
BBE/IeHHSA 3MiH - MPOTArom 6
MiCALB NiC/A 3aTBEPIAKEHHS.
167. | MOBIKCUKAM® PO34MH NS iH ekuii, 15 Mogi Xenc Tm6X LLIBeliyapis Xenn CA Ipeuis BHECEHHS 3MiH 0 3a peyenmom UA/14916/01/01

mr/1,5 mn no 1,5 mn B
amnyni; no 5 amnyn y
n1acTUKoBOMY
KOHTEWHepi B KApTOHHIiA
Kopoo6Li

peecTpauiiHux maTepianis:
3MiHU | TUNY - NoAaHHSA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONEiChKil
apmakonei Ne RO-CEP 2014-
261 - Rev 03 gnsa Aol
MenoKCMkamy Bif BXe
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

3aTBEPAKEHOTO BUPOOHMKA
SWATI SPENTOSE PVT. LTD.,
IHAjA, Y HacnigoK BuganeHHs
BMPOGHUKIB MPOMIKHUX
npoaykTiB

168.

MOP®IHY
CYNNb®AT

Tabnetku no 0,005 r no
10 Tabnetok y 6nictepi;
no 5 6nictepis y navuyi 3
KapToHYy

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOO
BiANOBIA&LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapmMakoHarnsg

3a peuyenmom

UA/12735/01/01

169.

MOP®IHY
CYNb®AT

TabneTku no 0,010 r no

10 Tabnetok y 6nictepi;

no 1 a6o no 5 6nictepis
y nauyui 3 kapToHy; rno 10
TabneTtok y 6nictepi; no
14 6nicTepis y rpynosii

Tapi

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOO
BiANOBIAABLHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0

peecTpavuiiHux matepianis:

3MiHKM | TRy - 3MiHW WOA0

6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX

[aHuX Npo cuctemy

hapmakoHarnagy (BBefeHHs

3a peuernmom

UA/12735/01/02
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep

peecmpayitiHo
20

nocsi0YeHHs1

170.

MYKANTUH®

y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa ANA 3AiAICHEHHS
thapmakoHarnagy B Ykpaii,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLieHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

®OPTE 3
BITAMIHOM C

TabneTku xysasbHi; No
10 Tabnetok y 6nicTepi;
no 2 a6o 10 6nictepiB y
navu,i

MNAT "Tanndcpapm”

YkpaiHa

MAT "Tannucbapm”,
Ykpaina; MAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/HoYaoUn
AianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro 3acoby
(36inbLleHHs fo 10 pasis

MOPIBHAHO i3 3aTBEPIAXEHUM
po3mipom); 3anponoHosaHo: 100
Kr, Wo cTaHoBuTbL 250 000
TabneTok (3 gonycTummm
BigXuneHHsm Big 225 000
Tabnetok 1o 275 000 TabneTok)
200 «r, wo craHoBuTL 500 000
TabneTok (3 4onycTUMmMM
BigxuneHHsam Big 450 000
Tabnetok fo 550 000 TabneTok)
800 «r, wo cTtaHoBUTL 2000 000
Tabnetok (3 fonycTMMUM

BigxvuneHHam Big 1800 000

6e3 peyenma

UA/4038/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

Tabnetok fo 2200 000
TabneTok); 3MiHW | TUny - 3MiHKU
B MeToAuLi KoHTpono Ad|

(MykanTVH) nokasHuka
«MikpobionoriyHa uncrota,
3MiHM | TUNy - 3MiHK B MeToaMLI
KOHTPOIO NOKa3HUKa
«Mikpob6ionoriyHa unctota» B
rns;
3MiHU | TUNY - NepeHoC JaHnX
KOHTPO/II0 AKOCTI TabneTok
Hepo3dhacoBaHux B AaHi
KOHTPO/I0 SIKOCTi FOTOBOrO
nikapcbKoro 3acoby, Kpim
nokasHukiB «Onme» Ta
«MikpobionoriyHa uncToTa,
KOHTPONb 3a faHnMmn
nokasHMKaMu NPoOBOANTLCA AN
N3, ynakoBaHoro B 6nictepu Ta
nayku; 3mMiHu | TNy - OHOB/NIEHHS
cneuudikauii 4nsa nnisku
NOAIBIHINIXT0pPUAHOT Ta hoNbru
aIOMIHIEBOT 3 APYKOM
NaKoBaHoi; 3MiHW | TUny - 3MiHK
[0 po3giny «Cuctema
KOHTelHep/3aKynopoBasibHUiA
3aci6», a came BHECEHHS
anbTepHaTVBHWIA TN Matepiany
NepBMHHOTO NakKyBaHHS -
TpYLIAPOBUIA MaTepian
(noniamig/antomiHiii/nonisiHinxn
opwva); 3MiHK | TUNY - OHOBNEHO
p. 3.2.P.7 cuctema ynakoska, a
came gofaTkosa iHhopmavis
Npo BTOPWHHE MakKyBaHHS
(cneuudpikauisi, meToamn
KOHTPO/IKO i T.4.) BUyYeHa,
OCKiSIbKN HEe ABNSAETLCA
HeobXigHo Ans
npeAcTaBfeHHa B
peecTpauiiiHoMy [0Cbe 3rigHO
pekomeHgauii ICH; 3miHn | Tuny
- TecT «lgeHTudikauis» APY,
2.2.48 HafilaHo SK
anbTepHaTUBHUI MeTof ANs
iaeHTuiKaLii TapHoro micugs

cybcTaHLUil ackopbiHoBOI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
KMCnoTn
171. | MYUUTYC kancynu no 300 wmr, no 6 Makneogc IHgis Makneogc IHais BHECEHHS 3MiH 0 3a peyenmom UA/5589/01/02
Kancyn y ctpuni; no 2 dapmacbloTrKasc dapmacboTrKanc peecTpauiiHux matepianis:
abo no 5 cTpunis y Nimiten Nimiteq 3MiHU | TUNY - 3MiHW 3 AKOCTI.
KapTOHHI ynakosLii [oTOBMIA NiKapcbKuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BkHo4aoUn
AianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro 3acoby
(36inbLeHHs fo 10 pasis
MOPIBHAHO i3 3aTBEPAXEHUM
pO3MipoM) - BBEAEHHS
[oaaTkoBoro posmipy cepii 3.
3anponoHosaHo: 150.000
kancys; 750.000 Ta6neTok
172. | HANNBY®IH PO34uH A8 iH'ekuii, 10 AT "dapmak” YkpaiHa AT "dapmax" YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/14321/01/01

mr/mn no 1 mn abo 2 mn
B amnyni; no 5 amnyn y
nadui; no 1 mn a6o 2 mn
B amnyni; no 5 amnyny
6nictepi; no 1 6nictepy
B nayyi; no 1 mny
wnpuui; no 1 wnpuuy 3
rosikoto y 6nictepi; no 1
abo 2 6nictepu y nauui;
no 1 mn y wnpwuuj; no 1
LUNpULY B Of4HOMY
6nictepi Ta no 1 ronui B
iHWOMY 6nicTepi y
KomnekTi; no 1 abo no
2 KOMNeKTV y nayuj; no
1 mny wnpwyj; no 1
LUMPWLY 3 FOSIKO Y
Tybyci; no 1 a6o 10

Ty6yciB y nauuj

peecTpavuiinHMx maTepianis:
3MiHW | TUNY - BHECEHHS 3MiH A0
Cneuundpikanii APl Hanbydiny
rigpoxnopug, 3okpema: -
[OMOBHEHHA PO3Ainy
"lgeHTundpikauis" tTectom BEPX; -
[0AaBaHHsA nokasHuka
"KinbkicHe BU3HaYeHHs.
Xnopuaun" 3 BignosigHUM
MEeTOAO0M MOTEHL,iOMETPUYHOIO
TUTPYBAaHHS; - BUyYEHHS
KOHTPO/IO 38 MOKa3HWUKOM "Baxki
meTanu"; 3minu | Tuny -
OHOB/IEHHA DMF Ha A®I
Han6ydiHy rigpoxnopug, 3 sepcii
QUA-AR-2013-36483 Ha VV-
QUAL-0628827; 3MmiHu | Tuny -
BHECEHHS 3MiH 10 MeTopis
BMNpo6yBaHHsA A®| HanbydiHy
rigpoxnopug, 3okpemMa: -
[OMNOBHEHHA PO3Ainy
"lgeHTundpikauis” tTectom BEPX; -
BBE/leHHs MeToay
NOTEeHL,iOMETPUYHOrO
TUTPYBaHHSA 4151 BUSHAYEHHS
KiNIbKiCHOro BMICTY X/10pUAiB; -
BU/TYYEHHS METOLMNKN
BMNPOOYBaHHA 3a NOKa3HUKOM
"BaxkKi MeTasin", ocKifibkv faHuii
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

NOKa3HUK BUMYYEHWIA; -
OHOBJ/IEHHSI METOANKMN
BUMPOOYBaHHSA 3a NOKa3HNKOM
"CynpoBigHi fOMiLLKN"; -
He3HauHi 3MiH1 B MeToAuL,i
BUMPOOYBaHHSA 3a NOKa3HNKOM
"KinbkicHe BU3HaYEeHHA"

173.

HATPIIO ALETAT
TPUTIAPAT

Kpuctanum (cybecraHuis) y
NoABINHMX
nonieTNeHoBux
nakeTax gns
chapmaLeBTUYHOro
3acTOCyBaHHSA

MpAT
"PapmaueBTuyHa
chipma "JapHuus”

YkpaiHa

Ap. Naynb JloxmaHH
'M6X eHa Ko. KraA

HimeuyunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHu | TUNY - AgMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AISNIbHOCTI
BMPOGHMKa (BK/IOYaoUM, 3a
HeobXigHOCTI, Micue
NpoBefleHHsA KOHTPOSIK0 AKOCTI),
ab0 BnacHvka mactep-caina
Ha A®l, abo noctavasibHuKa
Adl/BuxigHOro
mMaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (AKLWLO
3a3HayeHo y [J0CbE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikara BiZnNoBILHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY AOCbE, ab0
BUPOBHMKa HOBOI LONMOMIXHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y
[0CbE) 3MiHa HaliMeHyBaHHs
BMpobHUuKa A®| Hatpito auetat
TpurigpaTt, 6e3 3mMiHu Micua
BMPOGHMUTBA

UA/17272/01/01

174.

HIKOPE/Ib®

Tabnetku no 10 mr; no
10 Tabnetok y 6nicTepi;
no 3 abo 6 6nictepis B
KapTOHHII nayui

[Jekcenb ®apma
TexHonomxus Jita,.

13painb

BUNPOBYBaHHSA
KOHTPOJTH0 SKOCTI
(mikpobionorivHwmia
KOHTPO/b):
TOB IHcTUTYT
Xap4oBoi
Mikpo6iosorii Ta
CMOXMBYMX TOBApIB,
13pains;
BMPOBHULTBO,
nakyBaHHs,
BMNpPO6YBaHHS
KOHTPO/IHO AKOCTI
(chi3vKo-XiMi4HWI

13painb

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHK | TUNY - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA
(BnacHvika peecTpadiiHoro
NnocBigYeHHs) - 3MiHa agpecu
3a8BHMKa; 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edpeKkTBHOCTI Ta
chapmakoHarnsigy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3arasibHeHuX AaHux npo

3a peyenmom

UA/17691/01/01
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep

peecmpayitiHo
20

nocsi0YeHHs1

175.

HIKOPE/Ib®

KOHTPO/b) Ta BUNYCK
cepii:
[Jekcenb NITA4.,
13painb

cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iICHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBaXkKeHOT 0cobm
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag. fitoua
pepakuisi: Dr Claire Webster.
MponoHoBaHa pepakuis: Dr
Zanna Sutenko. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNbHOCTI
3 thapmakoHarnsagy. 3miHa
MiCLIe3HaxXOpKeHHs1 macTep-
thaiina cuctemu
dhapmakoHarnsagy

TabneTkun no 20 mr, no
10 Tabnetok y 6nictepi;
no 3 abo 6 6nictepis B
KapTOHHIN nayui

[Jekcenb ®apma
TexHonoaxus Jita.

13painb

BMNpPOOYBaHHS
KOHTPO/IIO AKOCTI
(mikpobionoriuHwmi
KOHTPO/b):
TOB IHCTUTYT
Xap4oBoi
Mikpobiosorii Ta
CNOXMBYMX TOBApIB,

13pains;
BMPOGHMLITBO,
nakyBaHHs1,
BMNpPOByBaHHSA
KOHTPO/IHO AKOCTI
(chizuKo-ximiuHMi
KOHTPO/Ib) Ta BUMYyCK

13painb

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHY | Tuny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKaA
(BnacHvika peecTpadiiHoro
nocBeigyeHHs) - 3MiHa agpecu
3asBHYKA; 3MiHW | TUNy - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,

cepii: 3MiHa yNOBHOBaXeEHOT 0cobw,
Oexcenb NTA., BiANOBIAA/IbHOI 3a 34iiCHEHHS
I13painb drapmakoHarnsgy; KOHTakTHol

3a peuyernmom

UA/17691/01/02
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20

176.

HIMECYNI-

Tabnetku no 100 wmr; no

MPAT "®ITO®APM"

ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3LiACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa yNnoBHOBaXKeHOT 0cobun
3as1BHVKa, BiANOBiAA/IbHOT 32
thapmakoHarnag. ditova
pegakuisi: Dr Claire Webster.
MponoHoBaHa pegakuis: Dr
Zanna Sutenko. 3miHa
KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0cobwy,
BignoBiganbHOI 3a
thapmakoHarnag. 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoMKeHHSA MacTep-
thaiina cuctemu
hapmakoHarnsgy

nocsioYyeHHs

177.

DITOPAPM

HI®YPOKCA3UA-

12 Tabnetok y 6nicTepi;
no 1 6nictepy y nauui

kancynu no 200 mr; no

YkpaiHa

MPAT "®ITO®PAPM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUNY - BHECEHHS 3MiH A0
Cneuudpikauii/MeTogis
KOHTpO/t0 AKocTi /13, a came —
3amiHa Cd-meToay Ha BEPX
ansa n. lgerTudikadis,
Po3unHeHHs Ta KinbkicHe
BU3HAYEHHSA 3 METOHD
onTUMI3aLii KOHTPO/I AKOCTI;
CyNyTHS 3MiHa - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO
nikapcbKkoro 3acoby

3a peyernmowm

UA/2963/01/01

CNEPKO

12 kancyn B KOHTeWHepi;
no 1 koHTeliHepy B naui

CniflbHe yKpaiHCbKO-
icnaHcbke
nignpPUeEMCTBO

"Cnepko YkpaiHa"

YkpaiHa

CnisibHe yKpaiHCbKO-
icnaHcbke
nigNpPUeEMCTBO

"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
[OTOBMIA NiKapCbKuii 3acib.

3a peyenmom

UA/8638/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneundikauivi Ta/abo
[0MyCTUMUX MEX rOTOBOr0
NikapcbKoro 3acoby - 3MiHa
nepioguYHOCTI KOHTPOIO 3a
nokasHukom "MikpobiosnoriyHa
yucroTa" 3 WocepirHoro Ha
nepiognyHnin (BUNpoGyBaHH0
nignsrae koxxHa 10-Ta cepis,
ane He meHLue 1 cepii B pik) B
Cneuudpikauii M3

178.

HI®YPOKCA3NA-
CNEPKO

cycneHsisi opasibHa, 200
Mr/5 mn no 100 mny
KOHTeliHepi; no 1
KOHTelHepy 3 [03Y040t0
JIOXKKOIO B nauLj 3
KapToHYy

CniflbHe yKpaiHCbKO-
icnaHcbke
niaNpMEMCTBO
"Cnepko YkpaiHa"

YkpaiHa

CnisibHe yKpaiHCbKO-
icnaHcbke
nignpyeMCcTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUMY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO
nNiKapcbKoro 3acoby - 3MiHa
nepioaNYHOCTI KOHTPOSIIO 3a
nokasHnkom "MikpobionoriyHa
yncToTa" 3 WOCepIHOro Ha
nepioanyHMit (BUNPoGyBaHH0
nignarae koxHa 10-Ta cepis,
ane He mMeHLue 1 cepii B pik) B
Cneuumdpikanii M3

3a peyenmom

UA/13326/01/01

179.

HOKCMNPEN

HasanbHuiA cnpeir 0,05
% no 10 mny
KOHTeliHepi 3 NpobKoto-
po3nuoBayem; no 1
KOHTelHepy B nauui 3
KapToHYy

CninbHe yKpaiHCbKO-
icnaHcbke
nignpUeMCcTBO
"Cnepko YkpaiHa"

Ykpaina

CninbHe yKpaiHCbKO-
icnaHcbke
nigNPUEMCTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHU | TUNY - NoAaHHS
OHOB/IEHOTO cepTudikata
BiANOBIAHOCTI EBpONeiiChKil
hapmaxonei Ne R1-CEP 2008-
064 - Rev 02 gna A®I
OKCUMeTa30NiHy rigpoxnopuay
Big, Aitovoro BMpo6Huka Siegfried
Pharmachemikalien Minden
GmbH, HimeyunHa, y Hacnigok
36iNbLUEHHS nepioay
NOBTOPHOrO TECTYBaHHA A0 5
pokiB

6e3 peyenma

UA/1703/01/01

180.

HOKCIPEN

HasasibHuii cnpeii 0,05

CninbHe yKpaiHCbKO-

YKpaiHa

CninbHe yKpaiHCbKO-

YKpaiHa

BHECEHHS 3MiH Ao

6e3 peyenma

UA/12675/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
AKTVB % no 10 mny icnaHcbke icnaHcbke peecTpavuiiHux maTepianis:
KOHTelHepi 3 Hacocom 3 nignpPMEMCTBO nignpYeEMCTBO 3MiHM | TUMY - NOAAaHHA
posnuaoBayem; no 1 "Cnepko Ykpaina" "Cnepko Ykpaina" OHOBJ/IEHOTO cepTudikaTa
KOHTEHepy B KapTOHHIl BiANOBIAHOCTI EBpONeiiChKilt
nauui apmaxonei Ne R1-CEP 2008-
064 - Rev 02 gna Aol
OKCUMeTa30NiHy rigpoxnopuay
Bif Ajtovoro B1pobHuka Siegfried
Pharmachemikalien Minden
GmbH, HimeuunHa, y Hacnigok
36iNbLUEHHS Nepiogy
NMOBTOPHOrO TECTYBaHHA 0 5
pokiB
181. | HOKCNPEN cnpeii HasasbHuiA 0,025 | CninbHe yKpaiHCbKOo- YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/1703/01/02
ANTAYNIA % no 15 mny icnaHcbke icnaHcbke peecTpauiiHux maTepianis:
KOHTeliHepi i3 Npo6Koto- nignpPUeEMCTBO nigNPUEMCTBO 3MiHKM | TUNY - NOAaHHSA
po3nu/oBayem Ta "Cnepko YkpaiHa" "Cnepko YkpaiHa" OHOBJIEHOTO cepTudikaTa
KPULLIKOIO 3 KOHTPOJ/IEM BiANOBIAHOCTI EBpONeiChKil
nepLUoro BigKpUTTA, No thapmakonei Ne R1-CEP 2008-
1 koHTelHepy B nNauuj 3 064 - Rev 02 gna A®I
KapToHYy OKCMMETa30/iHy rigpoxnopuay
Big, Aitovoro Bupo6Huka Siegfried
Pharmachemikalien Minden
GmbH, HimeuunHa, y Hacnigok
36iNbLUEHHS nepioay
NOBTOPHOr0 TeCTyBaHHA [0 5
pokiB
182. | HOKCMPEMN Kpanni HasasnbHi 0,01 % CniflbHe yKpaiHCbKO- YkpaiHa CnisibHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/12781/01/01
MAHOK no 5 mn y ckisiHomy icnaHcbke icnaHcbke peecTpauiiHnx matepianis:
KOHTeMHepi 3 KPULLKOLO- nignpuemMcTeo nianpueMcTBO 3MiHU | TUNY - NoAaHHA
nineTkoto; no 1 "Cnepko YkpaiHa" "Cnepko YkpaiHa" OHOB/IEHOTO cepTudikaTa
KOHTeliHepy B KApTOHHIl BiANOBIAHOCTI EBpONEChKil
nauui thapmakonei Ne R1-CEP 2008-
064 - Rev 02 gna A®I
OKCMMEeTa30/iHy rigpoxnopuay
Bif Ajtovoro B1upo6Huka Siegfried
Pharmachemikalien Minden
GmbH, HimeuunHa, y Hacnigok
36inbLUEHHs nepiogy
NOBTOPHOrO TECTYBaHHA 0 5
pokis
183. | HOOBYT®IC Tabnetku no 0,25 r, no ToBapucTso 3 YkpaiHa ToBapucTseo 3 Ykpaina BHECEHHS 3MiH 0 6e3 peyenma UA/8831/01/01

10 Tabnetok y 6nictepi;

[0faTKOBOKO

[10[1aTKOBOO

peecTpaLiiHux MaTepianis:
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

no 2 6nictepun y nayui 3
KapToHYy

BiANOBIAA/IbHICTIO
"IHTEPXIM"

BiANOBIA&/ILHICTIO
"IHTEPXIM"

3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnisgy
3asBHUKa ANA 3AiICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXeEHOT 0co6Y,
BiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnagy (Bko4yakum
KOHTaKTHi faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&aXXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOI 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag,

184.

HOOBYT® IC

Tabnetkn no 0,1 r, no 10
Tabnetok y 6nictepi; no
2 6nictepn y nauui 3
KapToHY

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOIO
BiANOBIA&/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta

chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iICHEHHS

6e3 peyenma

UA/8831/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

thapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOBaXeEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag

185.

OKTArAM

po3uunH ans iHgysiid, 50
mr/mn; no 50 mn, a6o no
100 mn, a6o no 200 mn
y nAawyi; no 1 naawui y
KapTOHHI KOopoo6Li

OKTA®APMA
PapmaLeBTnka
MpopykTioHcrec.
M.6.X.

ABCTpis

OkTadapma
PapmaLeBTnka
MpoaykTioHcrec.
M.6.X., ABCTpisi;

BUPOBHUK,
BignoBiganbHMA 3a
BMPOBHMLTBO 3a
MOBHWUM LMK/IOM, 38
BUK/IOYEHHAM
BTOPUHHOI YNaKoBKN:
OKTA®APMA AB,
LLBeuist;
Bnpo6HMK,
BiANOBiga/IbHUI 3a
BMPOGHULITBO 3a
NOBHUM LWK/IOM, 3a

BUK/IOYEHHAM

BMPOGHMLTBA
po3unHy in-bulk,

BTOPVHHOI YNaKOBKMW.

AnbTepHaTuBHO,
BUPOOGHMLTBO
KIHLLEBOrO NPOAyKTY
3 in-bulk po3unny,
BUPOGIEHOr0 Ha
OkTadhapma
dapmaueBTuKa
MpoaykTioHcrec.

ABcTpisi/

Lseuis/

®paHuis/
HimeuyunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu | TUNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO liKapCbKOro 3acoby
(BMNYyYEHHS yNAaKOBKW MEBHOTO
po3mipy)

BunyuyeHHsa ynakosku no 20 mn.
3MiHM BHOCATLCA [0
peecTpaLiiiHOro NocBig4eHHs,
MKS, iHCTpyKLUii Ana meanyHoro
3aCTOCyBaHHS, TEKCTY
MapKyBaHHS 0 peecTpaLiiHoro
nocBifyeHHs. TepMiH BBEEHHS
3MiH - NpoTAroM 6 MicAuiB micns
3aTBEPMAKEHHS.
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn)
3MiHN BHECEHO A0 IHCTPYKLUT
ANA MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby [0 po3zinis
"®apmakonoriyHi BractneocTi”,
"MokazaHHs" (BUyHYEHHS
iHdbopMmaLii WoA0 anoreHHol

3a peyenmom

UA/13905/01/01




146

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
M.6.X., ABCTpis: TpaHcnnaHTauil KicTKoBoro
OkTachapma, MO3Ky), "MpoTunokasaHHa", "
®paHLis; B3aemogis 3 iHWMMKn
AnbTepHaTuBHa nikapcbknmu 3acobamm Ta iHLWi

BMPOGHUWYA finsHKa
47151 BTOPMHHOIO
nakyBaHHs:
Oxtachapma [eccay
v6X, HimeyunHa

BMAM B3aemogiii", " OcobmBoCTi
3acTocyBaHHA ", "3acTocyBaHHs
y nepioa BariTHOCTi abo
rofyBaHHs rpygar”, "3aatHicTe
BMIMBATY Ha LUBUAKICTb peakLil
npu KepyBaHHI
aBTOTPaHCNOPTOM a60 iHWKMK
mexaHizmamu ", "Cnoci6
3acToCyBaHHA Ta 031",
"Mepeno3yBaHHA", "T0O6IYHI
peakuii”, "HecymicHicTb" o0
OHOB/EHHS iHopMmaLii 3
6e3nekun Aito4oi pevoBUHN
BignoBigHo go Guideline on core
SmPC for human normal
immunoglobulin for intravenous
administration (IVIg) EMA
EMEA/CHMP/BPWP/94038/200
7 Rev.5 28 June 2018. TepMiH
BBEJIEHHS 3MiH - NPOTArom 6
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHu Il TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHwn)
3MiHN BHECEHO [0 IHCTPYKLT
4719 MeANYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby [0 po3zainis
"®apmakonoriyHi BnactnsocTti”, "
B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamm Ta iHLWi
BMAM B3aemogiii", "OcobnmBocCTi
3acTocyBaHHs", "Cnoci6
3aCcToCyBaHHSA Ta 031",
TepMiH BBELIEHHS 3MiH -
npoTsArom 6 micAuis nicns
3aTBepMKEHHS. 3MiHn Il Tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
dhapmakoHarnsgy. BHeceHHs
a60 3MiHa(1) 40 3060B'A3aHb Ta
YMOB BMadi peectpauiiHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBiHHA puU3nKamu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMaratTb(€) NogasbLLIOro
06r'pyHTYBaHHS HOBUMM
[0AATKOBUM AaHVIMU, L0 MatoTb
Ha/JaBaTnCA KOMMNETEHTHUM
opraHoMm, OCKiflbK/ BUMaraeTbCcs
CyTTEBA OLiHKa KOMNETEHTHUM
opraHom) 3asiBHMKOM HaAaHo
OHOB/IEHWIA 3TigHO
pekomeHaauiii Guideline on
good pharmacovigilance
practices (GVP) Module V —
Risk management systems (Rev
2.0.1) Ta pe3ynbTartiB KNiHIYHUX
[ocnigpKeHb NnaH ynpas/liHHA
pusmkamm Bepcis 11.0. Pestome
MYP Bepcia 11.0 gogaetbes.
3MiHn |l Tuny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOr0o 3aCTOCYBaHHS y
3B’A13KY i3 HOBUMM AaHUMK 3
SAKOCTi, AOKTIHIYHMMM,
KNiHIYHUMW JaHMK Ta JaHuMuy 3
thapmakoHarnagy - 3MiHu
BHECEHO [10 IHCTPYKLi ANns
MeJMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3zainis
"®apmakonoriyHi BnactnsocTti”, "
Mo6iyHi peakuii" OHOBNEHHS
iHcbopmauii BignoBigHO A0
pe3ynbTaTiB KAiHIYHOro
pocnigpxeHHs "Gam-34". TepMiH
BBEJEHHA 3MiH - NpoTArom 6
MicSLiB NiCNsA 3aTBEPAYKEHHS.
3MiHn |l Tuny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. [Hwi 3miHu,
AKi He BBIALLAW y Lei po3gin, aki
BK/TIOHAI0Tb NOAAHHS
pe3ynbTaTiB AOCAIAKEHb A0
KOMNETEHTHOro OpraHy - 3miHu
BHECEHO [0 IHCTPYKUiT ANns
Me/[IM4HOro 3aCTOCyBaHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

nikapcbKoro 3acoby [o po3zainis

"MokasaHHs". TepmiH BBEAEHHS

3MiH - NpOTAroM 6 MicAuiB micns
3aTBEPKEHHS.

186.

NAMIAON

PO34nH NS iH'EKLiA No
300 mr/mn, no 50 mn
a60 no 100 M po3ynHy
y donakoHi; no 1
h1aKoHy Y KapTOHHIiA
Kopoobui

"FOHiK
PapmacboTuKan
Na6opaTtopis", IHais
(BipgineHHs dipmmn
"Ix. B. Kemikana
eHp
PapmacboTVKan3
NTa.)

IHgis

"FOHik
dapmacboTuKa
Nab6opaTtopisz", IHajs
(BiggineHHs dipmm
"Ix. B. Kemikans
eHp,
PapmacboTrKan3
nTa.)

IHais

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
BUNpaB/fieHa B iIHCTPYKUiT ons
MEJUYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby.
3anponoHoBaHo: «YMOBU
36epiraHHs». 36epiraty B
opuriHanbHili ynakoBLji npu
Temnepartypi He Bule 30 °C, B
3axuULLEeHOMY Bif CBiT/1a Ta
BOJIOTU MicL,i. «<BUPOBHUK».
«kOHiK ®apmacbloTvKan
JNlabopaTtopis» (BigaineHHs
dhipmu «[x. B. Kemikans eHg
$apmacbioTukans Jrg.»),
IHais/Unique Pharmaceutical
Laboratories (a division of J.B.
Chemicals & Pharmaceuticals
Ltd.), India.
«MicLe3HaxomKeHHs1 BUPOOHMKa
Ta agpeca MicLs NPOBaAKEHHS
oro gisinbHocTi». finsHka Ne 4,
daza-IV, Oxi. Ai. [i. Ci.
IHpacTpian Ecteiit, micto
MaHoni — 394 116, okpyr
Bxapyx, IHgis/Plot No.4, Phase-
IV, G.I.D.C. Industrial Estate,
City: Panoli — 394 116, Dist:
Bharuch, India. 3asHaueHe
BUNpaB/ieHHs Bignosigae
marepianam peecTpauiiHoro
[0Cbe

3a peuenmom

UA/15509/01/01

187.

NMNAMIAON

PO34UH A5t iH'EKLA No
370 mr/mn; no 50 mn
a6o no 100 Mn po3ynHy
y thnakoHi; no 1
h1aKoHy Y KapTOHHIi
KopooLi

"FOHik
dapmacbloTukan
Na6opaTtopis”, IHajsa
(BigLineHHs chipmmn
"x. B. Kemikan3
eHf
PapmMacboTVKan3
nrat)

IHais

"FOHiK
dapmacbloTUKan
Na6opaTopis", IHzjs
(BigAineHHs chipmu
"Ix. B. Kemikan3
eHf
PapmacboTrKan3
nrat)

IHAis

BHECEHHS 3MiH 0
peecTpavuiinHMX MaTepiasnis:
BUNpaBsieHa B iHCTPYKLiT ons
MeJUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby.
3anponoHoBaHo: «YMOBHU
36epiraHHa». 36epirati B
opuriHasbHili ynakoBsLj npu
Temneparypi He Buule 30 °C, B
3axuLLEeHOMY Bif CBiT/1a Ta

3a peyenmom

UA/15509/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

BOJIOMY MiCLi. «BUPOBHUK».
«HOHik ®apmacbloTrKan
NabopaTtopi3» (BigdineHHs
ipmu «x. B. Kemikans eHp,
dapmacbloTvkans 1T4.»),
IHais/Unique Pharmaceutical
Laboratories (a division of J.B.
Chemicals & Pharmaceuticals
Ltd.), India.
«MicLe3Haxo4KeHHA BUPOBGHMKa
Ta agpeca Micus NpoBaKEHHS
oro gisinbHOCTI». finsHka Ne 4,
daza-1V, [xi. Ai. 4i. Ci.
IHgacTpian EcTeiit, micTo
MaHoni — 394 116, okpyr
Bxapyx, IHgis/Plot No.4, Phase-
IV, G.I.D.C. Industrial Estate,
City: Panoli — 394 116, Dist:
Bharuch, India. 3azHauyeHe
BUNPaB/IEHHS BignoBigae
martepianam peecTpauiiHoro
[0Cbe

188.

MEHTAKCUM®
BAKLUWHA Ansd
MPO®ITAKTUKN
ONOTEPI,
NMPABLS,
KALLTFOKY
(ALENIONAPHN
A KOMIMOHEHT),
nonioMIENITY
IHAKTVBOBAHA
TA BAKLUVHA
ana
MPO®INAKTUKN
IHOEKLLIA,
CMPUYMHEHNX
HAEMOPHILUS
TMny B
KOH’IOrOBAHA,
ALLCOPEOBAHA

nopowok Haemophilus
influenzae Tuny b Ta
CYyCneH3ist aNst iH'eKwiin
(0,5 mn), no 1 chnakoHy
3 nopowkom Ta 1
nonepeaHLo
3anoBHEHOMY LUMPULY
(0,5 mn) 3 NpuUKpINIEHO
ronkoto (a6o 2
OKpEMUMU rofiKamu), Lo
MICTUTb CyCrneH3ito aAns
iH'eKUil, B KAPTOHHIl
Kopo6bui; no 1 dhnakoHy 3
nopowkom T1a 1
nonepeaHLo
3anoBHEHOMY LUMPULY
(0,5 mn) 3 NpuUKpINIEHO
ronkoto (a6o 2
OKpEMUMU rofiKamu), Lo
MICTUTb CyCrneH3ito aAns
iH'eKUili, B cTaHAapTHO-
€KCMOPTHI ynakosL,
Aka MiCTUTbCS Y
KapTOHHI kopobui (3

CaHodpi MNactep

PpaHuis

CaHodpi MNactep,
®paHLia (noBHWI
LK BUPOGHMLTBA,
3arnoBHeHHs Ta
niodpinizauis
(donakoHm),
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BMNYCK cepil);
CaHodpi-ABeHTiC
Mpaiisit Ko. NiT4,.,
Mnatcpopma
noricTuky Ta
ancTpnbyuii y M.
Byaanewr,
YropumHa
(BTOpUHHE
nakyBaHHs, BUMYyCK
cepii)

PpaHuin/
YropwmHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - OHOB/IEHHS
posgainis Moaynis 2 Ta 3 3T/, 3
MEeTOI rapMoHisadii iHdhopmadii,
OHOB/IEHHA JaHuX Ta
BMMNpPaB/IeHHS pedakuinHnx
NOMWIIOK, ANS NPUBEAEHH: Y
BigNOBIAHICTb iHChopMaLii fo
BMPOBHNYOT NpaKTuKK, 6e3 3MiH
y NpOMUC/IOBOMY Npoueci ans
roTOBOro NikapcbKoro 3acooby;
3MiHW Il TUny - BNpOBa)KEHHS
TPLOX NapameTpiB npouecy
(TpuBanicTb KOHTaKTy hinbTpa /
nNpoAyKTy; CNiBBiAHOLEHHSA
BUTpaTK / NOBepXHi hinbTpavii;
ChiBBiAHOLLEHHSA 06'eM /
nosepxHs inbTpawii), sxi
nignaraioTb KOHTPOSO Nig, vac
CcTepunisyoyoi inbTpauii
KOMMOHEHTIB, L0
KOHTPONIOIOTLCA NpY
BUPOGHMUTBI BakumHn DTacP-

3a peuenmom

UA/13010/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsio4YeHHs1
IHCTpYKUieo ans IPV (Final Bulk Product) Ha
MeAnYHoro BUPOGHWYIN ainbHULI Mapci
3aCTOCYBaHHS) NETyauib
189. | NEHTAKCM® nopowuok Haemophilus CaHodpi Nactep dpaHuin CaHodpi MNactep, dpaHuia/ BHECEHHS 3MiH 0 3a peyernmom UA/13010/01/01
BAKUWHA Ansa influenzae Tnny b Ta ®paHLis (NoBHWI YropumHa peecTpauiiHnx matepianis:
MPO®ITAKTUKWN | cycneHsis gns iH'ekuii LMK BUPOOHNLTBA, 3MiHW | TUMY - 3BYXXEHHS
DUNOTEPII, (0,5 mn) no 1 chnakoHy 3 3anoBHeHHs Ta [ONYCTUMUX MEX, BUSHAUYEHUX Y
NMPABLA, nopotukom Ta 1 niodpinizauis cneundikauii, 4N NPoBeAeHHs
KALLUTIOKY nonepegHL0 (chnakoHm), BunNpobyBaHHA Antigenicity Test
(ALENONAPHU 3anoBHEHOMY LUNpULLY BTOpPVHHE [O/151 OYMLLLEHOT Ailo40T pevyoBrHA
W KOMMOHEHT), | (0,5 Mn) 3 npukpinneHoto nakyBaHHs, PT B po3uuHi. 3anponoHoBaHo:
noniomienitTy rosnkoto (abo 2 KOHTPO/Ib SIKOCTI, Specific activity (EU/mg of
IHAKTUBOBAHA | okpemuMu rosikamu), Lo BUNYyCK cepii); proteins) = one-sided lower
TA BAKUVHA MICTUTb CyCMeH3ito aAns CaHodi-ABeHTiC specification limit calculated with
ansa iH'EKLi, B KAPTOHHIM Mpaiisit Ko. NiT4,, a risk a =1% for a population
MPO®ITAKTUKN Kopo6Li; no 1 dpnakoHy 3 Mnatdopma proportion p =99,73% i.e. 39,7
IHDEKLLIA, nopowkom Ta 1 NoTicTUKY Ta EU/mg of proteins (or 1.5986
CNPUYUNHEHUX nonepegHL0 ancTpubyuii y m. log10 EU/mg of proteins).
HAEMOPHILUS 3anoBHEHOMY LUNpULLY Bypanewr, TepMiH BBEAEHHS 3MiH -
TANY B (0,5 mn) 3 NpuUKpinIeHo YroplmHa nvctonag 2022 poky; 3MiHu |
KOH’IOTOBAHA, rosnkoto (abo 2 (BTOPUHHE TMny - 3MiHa cepil
AACOPBEOBAHA OKpemMumu ronkamu), Lo nakyBaHHs, BUMYCK pechepeHTHOro cTaHaapTy, Akui
MICTUTb CyCMeH3ito Ans cepii) BUKOPUCTOBYETLCA Y
iH'eKLjiA, B cTaHAAPTHO- BMNpoGyBaHHi Antigenicity Test
€KCMOPTHIl ynakoBLi, [O/151 OYMLLLEHOT Ailo40T peyoBrHA
Aka MiICTUTbCS Y PT metogom ELISA 3 APG
KapTOHHI kopobui (3 FA491309 Ha CIC19R-RC14.
IHCTpYKUieto ans TepMiH BBEAEHHS 3MiH -
MeguyHoro nnctonag 2022 poky
3acTOCyBaHHs)
190. | NIAPOH cycneHsisi opasibHa, 120 TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/9270/02/01
mr/5 mn no 100 mny PAPM" PAPM" peecTpauiiHnx matepianis:
donakoHi: no 1 dpnakony 3MiHM | TUNY - 3MiHa NocKIaHHA
3 MiPHOI CK/IIHOYKOIO Y Ha hapmakoneto Ans
KapTOHHI ynakosLi [0MNOMDKHOT peyoBuHK Kucnota
A61y4YHa 3 MeTO YHidpikawii
cneumdikauii Bif pisHUX
nocTavyasibHuKIB.
3anponoHoBaHo: Grade: BP/EP
191. | N/1ABIKC® TabneTtkn, BKPUTI TOB "CaHodi- YkpaiHa CAHO®I BIHTPOI PpaHuis BHECEHHS 3MiH 0 3a peyenmom UA/9247/01/01

060/10HKOI0, MO 75 Mr;
Ne 28 (14x2): no 14
Tabnetok y 6nictepi; no
2 6nictepn y KapTOHHil
Kopo6Li

ABEHTIC YKpaiHa"

IHOACTPIA

peecTpavuinHMX MaTepiasnis:
3MiHu | TUNy - 3MiHK Wwoao
6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKIil XapaKTepuCTULL
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
nikapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro
3acoby B mic/speecTpavyiiHmii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3 AOC/IKEHD,
npoBefeHnX BigNoBiAHO 40
nnaHy negjiaTpuyHnX
pocnigmxeds (PIP) (iHWwi 3MiHW)
3MiHU BHECEHO B IHCTPYKLit0 AN1s
MeAUYHOr0o 3acTOCYBaHHS
nNiKapcbKoro 3acoby A0 po3ainy
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamm Ta iHLWi
BMAW B3aemopiii" (iHpopmauis
oo onioigis) BiANOBIAHO A0
OHOBNEHOT iHthopMaLi 3
6e3nekun Ajtoyol pevOBUHN.
BBegeHHs 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
3MiHN BHECEHO B IHCTPYKLiO ANna
MeJMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"B3aemogis 3 iHWmMu
nikapcbknMmn 3acobamm Ta iHLWi
BMAV B3aemogiii" (iHchopmais
oo naujieHTis Ha BIJI-
nNiKyBaHHi) BignoBigHO Ao
OHOBNEHOT iHhopMaLi 3
6e3nekun Ajtoyol pevOBUHN.
BBegeHHA 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHu Il TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili xapakTepucTu,i
NiKapCcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKLUi AnA

MEeZMYHOIo 3aCTOCYBaHHS Y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

3B’A13KY i3 HOBUMM AaHUMK 3
SAKOCTi, AOKTIHIYHMMM,
KNiHIYHUMW JaHMK Ta JaHuMuy 3
thapmakoHarnagy - 3MiHu
BHECEHO B IHCTPYKLit0 415
MeJNYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby [0 po3zainis
"B3aemogis 3 iHWmMu
nikapcbknMmn 3acobamm Ta iHLWi
BMAW B3aeMogiin" Ta
"Oco6nMBOCTI 3aCTOCYBaHHA"
(iHdopmauis wopo
puchbamniumHy) BignosigHo A0
maTepianiB peecTtpauiiHoro
focbe. BBefieHHs 3MiH NpoTsArom
6-Tn MicAaLiB nicns
3aTBEPKEHHSA. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOr0o 3aCTOCYBaHHS y
3B’A13KY i3 HOBUMM AaHUMK 3
SAKOCTi, AOKTIHIYHMMM,
KNiHIYHUMW JaHMK Ta JaHuMuy 3
thapmakoHarnagy - 3MiHu
BHECEHO B IHCTPYKLit0 415
MeJMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3zainis
"®apmakonoriyHi BnactnsocTi”
("®apmakoguHamika”,
"®apmakokiHeTuka"),
"MokasaHHa" (BUAaNEHHA
hpasu: ypaxxeHHs: apTepiid i
aTtepoTpoM603 CYAMH HIKHIX
KIHLiBOK), "B3aemogis 3 iHwmmun
nikapcbknMmn 3acobamm Ta iHLWi
BMAM B3aemogijin”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHA
y nepioA BaritTHoOCTi abo
rofyBaHHs rpyaat” (BUganeHHs
pasun: AvB. Nigpo3ain
«[loKniHiYHI faHi 3 6e3nekn»),
"OiTn" (BHECEHHSA YTOUYHEHHS
Lo BiKy: BikOM 0 18 pokiB),
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
"Cnoci6 3acTocyBaHHA Ta 4o3u",
"Mo6iuHi peakuyii" (iHchopmavis
HOBUX AOCAiIAKEHb, BMICT
NaKTo3n Ta pefakTopChbki MpaBku
B 3a3HaYeHMX po3zinax)
BiANOBIAHO A0 MaTepiasis
peecTpaLjiiiHoro AOCbeE.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsAILiB Nic/1A 3aTBEPAKEHHS.
192. | NPAKCIC® TabneTku, BKPUTI TOB "AcTpadapm” YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH 0 3a peyernmom UA/14845/01/01
NAiBKOBOK 060/I0HKOHO, peecTpauiiHnx matepianis:
no 500 mr, no 7 3MiHN | TUNY - BBEAEHHS
Tabnetok y 6nictepi; no [,04aTKOBOro po3mipy cepii
2,3 abo 4 6nictepn y roTOBOrO NikapCbKOro 3acooby.
KapTOHHIA KOpoo6Li 3anponoHoBaHo: TeopeTuyHwuii
po3mip cepii: 30 800 O4N13.
OuikyBaHuii po3mip cepii: 28 000
O/ZIN3 2 000 Nel4 (7x2) 1 333
Ne21 (7x3) 1 000 Ne28 (7x4) Ta
TeopeTnyHuii po3mip cepii: 176
400 OAN3. OuikyBaHWi1 po3Mip
cepii: 168 000 O3 12 000
Nel4 (7x2) 8 000 Ne21 (7x3) 6
000 No28 (7x4).
193. | NPONAHOPM® TabneTku, BKPUTI MPO.MEQA.LIC Yecbka AJ1C Yecbka Yecbka BHECEHHS 3MiH 0 3a peyenmom UA/5421/01/01
060/10HKOI0, Mo 150 wmr, Mpara a.c. Pecny6nika Pecny6nika c.p.o., Pecny6nika/ peecTpauiiHnx matepianis:
no 10 TabneTok y Yecbka Pecnybnika CnoBaubka 3MiHu | TUNY - 3MiHa KpUTEPIiB
6nictepi, no 5 6nictepis (KOHTPO/Ib SIKOCTI); Pecny6nika NPUAHSATHOCTI 3@ NOKa3HWKOM

Y KapTOHHIl kopoobLi

MPO.ME/A.LIC
MNpara a.c., Yecbka
Pecny6nika
(BMPOGHMLTBO ,
nepBuHHE i
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI,
BMnNyck cepii); X6M

®apwma c.p.o., [OOMOMDKHWX PEYOBVH, a came
Cnosaubka npuBefeHHs cneundikauii Ha
Pecny6nika [ONOMDKHI pEHOBUHY LLeNtono3sy

(BMpOGHMLTBO, MiKpOKPUCTaniyHy, HaTpito

KOHTPO/Tb AKOCTI, Kpockapmenosy, KOMnoBifoHY,

nepBuHHE MarHito ctTeaparty, Kpoxmasb
nakyBaHHs, KYKYPYA3SHWUIA, BOAY OUULLEHY Y
BTOPUHHE Bi4NOBIAHICTb A0 BUMOT
nakyBaHHs) MoHorpadiii «Cellulose

«HacunHa ryctuHa»
(3aTBEepmkeHo: 40 — 55 r/100
MA; 3anponoHosaHo: 0,40 — 0,55
r/mn) Ta BUIYYEHO NOKa3HMK
«Po3mip yacTok» 3 cneuudikauii
Ha fjtoyy peyoBUHY
nponadeHOoHy riapox/I0puaYy;
3MiHU | TUMY - OHOB/IEHHA
po3giny 3.2.P.4.KoHTponb
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

microcrystalline»,
«Croscarmellose sodium»,
«Copovidone», «Magnesium
stearate», «Maize starch»,
«Water purified» Ta
cneumdikauii Ha emysnbCito
cumMmeTukoHy, Opadry White
02F28310 g0 BMMOT 3arasibHUX
ctareii EP; 3mibu | Tvny -
YTOYHEHHS 40 pO34iny
3.2.P.1.0nuc i cknag
nikapcbkoro 3acoby, a came
[ofaHo iHdopmaLiio woao
TEXHIYHOI [,OMOMDKHOI Pe4YOBUHMN
BO/AV OYMLLEHOT

194.

NMPOMAHOPM®

TabneTku, BKPUTI
060/10HKO0, no 300 wmr,
no 10 TabneTok y
6nictepi, no 5 6nicTepis
Y KapTOHHIl kopoobLi

MPO.MEA.LC
Mpara a.c.

Yecbka
Pecny6nika

AJ1C Yecbka
Pecny6nika c.p.o.,
Yecbka Pecnybnika
(KOHTPO/Ib SIKOCTI);
MPO.ME/A.LIC
Mpara a.c., Yecbka
Pecny6nika
(BUPOGHMLTBO ,
NepBUHHE i
BTOPVHHE
naxkyBaHHs,
KOHTPO/Tb AKOCTI,
BMnyck cepii); X6M
dapwma c.p.o.,
Cnosaubka
Pecny6nika
(BpPOGHMLTBO,
KOHTPO/Tb AKOCTI,
nepBuHHE
naxkyBaHHs,
BTOPVIHHE
nakyBaHHs)

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUMy - 3mMiHa KpUTepIiB
NPUIAHATHOCTI 38 NOKa3HVKOM
«HacunHa ryctuHa»
(3aTBepmxeHo: 40 — 55 r/100
Mn; 3anponoHosaHo: 0,40 — 0,55
r/mn) Ta BUIYYEHO NOKa3HMK
«Po3mip yacTok» 3 cneuudikauii
Ha fito4y pevyoBuHYy
nponadeHOoHy rigpoxsIopuaYy;
3MiHW | TUMY - OHOB/IEHHSA
po3giny 3.2.P.4.KoHTponb
[OOMOMDKHWX PEYOBVH, a came
npuBefeHHs cneundikauii Ha
[ONOMDKHI peYOBUHY LLentonosy
MiKPOKPUCTai4Hy, HaTpito
Kpockapmesnosy, KOMnoBifoHY,
MarHito cTeapary, Kpoxmasb
KYKYPYA3SHWUIA, BOAY OUNLLEHY Y
BiANOBIAHICTb A0 BUMOT
MoHorpadiii «Cellulose
microcrystalline»,
«Croscarmellose sodium»,
«Copovidone», «Magnesium
stearate», «Maize starch»,
«Water purified» Ta
cneumaikavii Ha emynbCito
cumeTukony, Opadry White
02F28310 0 BMMOT 3arasibHUX
ctarteii EP; 3miHm | Tvny -

3a peyenmom

UA/5421/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

YTOYHEHHS 0 pO34iny
3.2.P.1.0nuc i cknag
nikapcbkoro 3acoby, a came
[ofaHo iHdopmadiio woao
TEXHIYHOI [,OMOMDKHOI Pe4YOBUHMN
BO/AV OYMLLEHOT

195.

MATUPYATKA®
IC

Tabnetku, no 10
Tabnetok y 6nictepi, no
1 6nicTepy B nauuj 3
KapToHy

ToBapucTso 3
[04aTKOBOO
BiANoBiAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[04aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLieHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
pMiHa yNOBHOBaXeHOT 0cobu
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
thapmakoHarnag,

3a peyenmom

UA/8698/01/01

196.

PABE30/1

TabneTku
KMLLKOBOPO34MHHI no 20
Mr; no 14 Tabnetok y
6nicTepi, no 2 6nictepu
y nauui

KYMN®EP BIOTEX,
YAB

JlnToBCbKa
Pecny6nika

ATAIC ®APMA,
C.J1., IcnaHis
(oopaTkoBa
OinbHUUSA 3
BTOPVHHOIO
nakyBaHHs);

Icnanis/ IHgjs

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHK | TUNY - 3MiHW WOA0
6e3nekn/edekTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araJlbHEHNX

3a peyenmom

UA/18871/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
NNABOPATOPIO [aHuX Npo cuctemy
EXEBAPHE, C.A,, thapmakoHarnagy (BBe4eHHs
Icnanis (gopaTkosa y3araslbHeHUX JaHux npo
AinbHNUA 3 cuctemy dhapmakoHarnagy,
KOHTpOsIH0 cepil); 3MiHa YNOBHOBaXXeEHOI 0cobu,
Na6opaTopioc BignoBiAa/IbHOI 3a 34jACHEHHS
NikoHca, C.A., hapmakoHarnagy; KOHTakTHoOl
Icnanis ocobu 3 hapmakoHarnagy
(BMPOGHMLTBO 3as1BHMKa 415 34iCHEHHS
nikapcbkoro 3acoby, thapMakoHarnagy B Ykpaii,
nepBrHHe Ta AKLLIO BOHA BigMiHHA Bif,
BTOPUHHE YMOBHOB&XEHOT 0cobw,
nakyBaHHs, BiANOBIAa/IbHOI 3a 34iiCHEHHS
KOHTPO/Ib SAKOCTi hapMakoHarnagy (Bkirovaoun
cepii, KOHTaKTHI faHi) Ta/abo 3MiHn y
BiANoBigabHUii 3a po3MiLLieHHi MacTep-thaiina
BUNYCK cepil); cuctemu chapmakoHarnsgy) -
MAHAHTIANb 3MiHa YNOBHOBaXEHOI 0CO6U
IHTEIPA, C.J1Y., 3asBHVKa, BiANOBIAA/IbHOT 38
Icnania (gogatkosa thapmakoHarnag.
AinbHNUA 3 MponoHoBaHa pegakuis: LLynbLy
BTOPVHHOrO Onbra CepriiBHa
nakyBaHHs); XEMO
IHAIA
OOPMIOMENLLH3
MBT. NTA., IHais
(moparkoBa
OinbHUUSA 3
KOHTPO/10)
197. | PEBONAA™ TabneTku, BKPUTI HoapTic ®apma Al LLiBefiuapis nakco Bennkom Icnanisa/ BHECEHHS 3MiH 0 3a peyenmom UA/11300/01/01
NNiBKOBOK 060/I0HKOHO, C.A., IcnaHist Benvka peecTpauiiHux maTepianis:
no 25 mr; no 7 TabneTok (BUPOGHYKK Ans BputaHis 3MiHM | TURY - 3MiHK 3 SKOCTI.

y 6nicTepi; no 4
6nicTepy B KAPTOHHIA
Kopobui

NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHS Ta
BMNyCK cepii);
nakco OnepeiiLHe
IOK NTA, Benuka
BputaHis
(BUPOBHMLTBO,
KOHTPO/b SIKOCTI)

[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa 6yab-AKOi YacTUHU
mMartepiany NnepBUHHOT yNaKkoBKu,
LLIO HEe KOHTaKTY€e 3 FOTOBUM
nNikapcbkM 3ac060Mm
(Hanpukiag Konip KpULLIEYokK 3
KOHTPO/IEM NEPLLOro BiAKPUTTS,
KOMip KOJOBMX KineLb Ha
amnynax, KoHTeiiHepa A1 ronok
(pi3Hi BUAM nnactmack) (3minHa,
Aka He BM/IMBAE Ha KOPOTKY
XapakTepucTuky nikapcbkoro
3acoby) - 3amiHa APYKY4O0ro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
npaiiMepa, LWo MICTUTb
HITpOLLE/10N103Y Ha APYKYUMiA
npaiimep 6e3 HiTpoLenoa103un
ONs antoMiHieBOT chonbru, Wo €
OCHOBO Ans 6nicTepy 3
PA/AL/PVC pnsi rotoBOro
NpoAyKTy
198. | PEBONAA™ TabneTkn, BKPUTI HosapTic ®apma Al LLisefuapis nakco Bennkom Icnanis/ BHECEHHS 3MiH 0 3a peyenmom UA/11300/01/02
NAiBKOBOK 060I0HKOIO, C.A., IcnaHis Benuka peecTpauiiHux maTepianis:
no 50 mr; no 7 Tabnetok (BMPOGHUK aniA BpuTaHis 3MiHU | TUNY - 3MiHW 3 AKOCTI.
y 6nicTepi; no 2 NepBUHHOIO Ta oTOBMIA NiKapcbKuii 3acio.
6nicTepy B KApTOHHIA BTOPUHHOTO Cucrtema
Kopoobui nakyBaHHs Ta KOHTeliHep/3aKynoproBasibHWi
BMNYCK cepil); 3aci6. 3miHa 6yAb-AKOi YacTUHU
nakco OnepeiilHe marepiany NepBMHHOI YNaKkoBKY,
IOK NTA, Benuka L0 HEe KOHTaKTY€E 3 rOTOBUM
BputaHis nNikapcbkM 3ac060M
(BMpPOGHMLTBO, (Hanpvkniag Kosip KpyLLIeYoK 3
KOHTPO/1b SIKOCTI) KOHTPOMEM MEepLUoro BiAKPUTTSA,
KOMIp KOAOBWX Kineub Ha
amnynax, KoHTeilHepa A1 ronok
(pi3Hi BUAM nnacTmacw) (3miHa,
sika He BM/IMBAE Ha KOPOTKY
XapakTepucTuky nikapcbkoro
3acoby) - 3amiHa ApyKy4oro
nparimepa, Lo MIiCTUTb
HITpOLLEN0103Y Ha APYKYUMii
npalimep 6e3 HiTpoL.entn03un
0151 atOMiHIEBOT (honbrn, Wo €
OCHOBOIO A5 6nicTepy 3
PA/AL/PVC pnsi rotoBOro
NpoaykTy
199. | PE®/IIONAHT niodpinizat ANs posymHy My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 3a peyernmom UA/18818/01/01
Ans iH'ekuii no 40 mr, no akuioHepHe akuioHepHe peecTpavuiiHux maTepianis:
1 donakoHy B navui TOBapUCTBO TOBapuncTBo 3MiHY | TRy - AOMiHICTpaTWBHI
"HaykoBo- "HaykoBo- 3MiHW. 3MiHa Ha3BW NikapCbKoro
BMPOGHWYMNIA LLEHTP BMPOGHUYUIA LEHTP 3aco6y - 3MiHV BHECeHI o040
"BopLuariscbkuii "BopLuariBCcbkuii Has3BW NiKkapCbKoro 3acoby
XiMiKO- XiMiKO- 3aTtBepmxkeHo: MAHTOMPON /
hapmaueBTUYHNIA hapmaLeBTUYHNIA (PANTOPROL)
3asof” 3asofa” 3anponoHoBaHo:
PE®IOMAHT / (REFLUPANT)
200. | PUHA3ONIH® cnpei HasanbHuid, 0,5 AT "dapmak" YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 6e3 peyenma UA/7191/02/01

mr/mn no 15 mny
h1akoHi

peecTpavuinHMX MaTepiasnis:
3MiHK | TMNY - NoAgaHHs
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
nosnieTuIeHoBOMY, OHOBJIEHOTO cepTudikaTy
3abe3neyeHomy BignosigHocTi E® Ne R1-CEP
HacafKow 3 403aTOPOM i 2008-064-Rev 02 gna Ad|
3aXMCHMM KOBMAYKOM OKCUMeTas0/IiHy TiApPOXIopua,
a60o no 10 mn y chnakoHi Bif, BXe 3aTBEPAKEHOro
CK/ISHOMY 6pyHaTHOro BMpo6HUuKa Siegfried
KONbopYy, PharmaChemikalien Minden
3ab6e3neyeHomy GmbH, HimeuunHa, Ta siK
HacoCcoM-[03aTOpPOM 3 Hacnigok 3MiHa nepiogy
po3nunioBavyemM petecTtyBaHHA ADI 3 «3 poKku»
HasasibHoro Ha «5 pokiB»
npu3HadeHHs; no 1
dhnakoHy B nauui 3
KapToHY
201. | PUHA3ONIH® Kpanni HazanbHi, 0,5 AT "®apmak” YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/7191/01/01
mr/mn, no 10 mn y peecTpauiiHux maTepianis:
dhnakoHi 3 Mpo6Koto- 3MiHW | TUMY - NoAaHHA
KpanenbHuueto abo y OHOBJ/IEHOrO cepTudikarty
dhnakoHi 3 go3aTopawm; BignosigHocTi €EP Ne R1-CEP
no 1 cprakoHy B navui 2008-064-Rev 02 gna A®|
OkcrmeTasoniHy rigpoxnopug,
Bif}, BXE 3aTBEPXEHOr0
BMpO6HUKa Siegfried
PharmaChemikalien Minden
GmbH, HimeuunHa, Ta sk
Hacnigok 3MiHa nepiogy
petecTtyBaHHA AD| 3 «3 pokn»
Ha «5 pokiB»
202. | PUHA3ONIH® Kpanni HazanbHi, 0,25 AT "dapmak” YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 40 6e3 peyenma UA/7191/01/02
mr/mn, no 10 mn y peecTpauiiHux maTepianis:
donakoHi 3 Npo6Koto- 3MiHKM | TUNY - NOAaHHSA
KpanenbHuueto abo y OHOB/IEHOrO cepTudikaty
dhnakoHi 3 go3aTopaw; BignosigHocTi €E® Ne R1-CEP
no 1 cpnakoHy B navui 2008-064-Rev 02 ans Adl
OkcrmeTasoniHy rigpoxnopug,
Bif} BXE 3aTBEPAKEHOr0
BMpobHuka Siegfried
PharmaChemikalien Minden
GmbH, HimeuunHa, Ta K
Hacnigok 3miHa nepiogy
petectyBaHHA ADI 3 «3 poKkn»
Ha «5 pokiB»
203. | PUHA3ONIH® Kpanni HaszanbHi, 0,1 AT "dapmak" YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 6e3 peyenma UA/7191/01/03

mr/mn, no 10 mny
hnakoHi; no 1 dpnakoHy

peecTpavuinHMX MaTepiasnis:
3MiHK | TMNY - NoAgaHHs
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
B Mauui 3 KApTOHY OHOBJIEHOTO cepTudikaTy
BignosigHocTi E® Ne R1-CEP
2008-064-Rev 02 gna Ad|
OKcumeTasosiHy rigpoxnopug
Bif, BXe 3aTBEPAKEHOro
BMpo6HUuKa Siegfried
PharmaChemikalien Minden
GmbH, HimeuuunHa, Ta sk
Hacnigok 3MiHa nepiogy
petecTtyBaHHA ADI 3 «3 poKku»
Ha «5 pokiB»
204. | PUOAMMOILNH/ TabneTku, BKPUTI Makneogc IHgis Makneoac IHais BHECEHHS 3MiH g0 3a peyenmom UA/16427/01/01
IBOHIA3U], NNiBKOBOK 060/I0HKOHO, dapmacboTUKanc dapmacbloTukanc peecTpauiiHux maTepianis:
no 150 mr/75 mr no 500 Nimiten Nimiteq 3MiHKM | TRy - 3MiHW WOA0

a6o 1000 TabneTtok y
namiHoOBaHOMY nakeTi,
no 1 naketyy
n1acTKoBOMy
KOHTeMHepi 3 KPULLIKOHO;
no 10 TabneTtok y
6nictepi, no 10
6nicTepiB y KAPTOHHIi
ynakosLi; no 28
TabneTtok y 6nictepi, no
3 abo 24 6nictepu y
KapTOHHI ynakosLii

6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarnagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
hapMakoHarnag. 3miHa
KOHTaKTHOI 0CO6W 3asiBHUKA,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy B YKpaii.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
MponoHoBaHa pepfakuis: Kyunba
TeTsaHa BacuniBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI
3a hapmakoHarnag B Ykpaii.
3miHa Homepa macTep- dhaiina
cuctemu dhapmakoHarnsgy
205. | PIBONTAH® Tabnetku no 10 mr; no 3 TOB "ACIHO YkpaiHa TOB "®apma Ctapt” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/15160/01/01
Tabnetkn y 6nictepi; no YKPAIHA" peecTpauiiHux maTepianis:

1, 2 a6o 3 6nictepu y
KapTOHHIN nayuyi; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHii
navu,i

3MiHW | TUMY — YTOYHEHHSA
iHchopmawii cTocoBHO
HaHeceHHs1 Homepy cepii Ta
TEepMiHy NpuaaTHOCTI Ha CTagisax
«®acyBaHHA» Ta «[lakyBaHHA»,
1110 06YMOB/IEHO TEXHO/IONYHOO
MOX/IBICTIO HAHECEHHS HOMepY
cepii Ta TepMiHy npuaaTHOCTi —
MeTOAOM APYKY B [ONOBHEHHS
[10 METoZly HAHECEHHS BiATUCKY;
3MiHuM | TNy — 3miHa BMMor Ao
NoKa3HUKa «PO3YMHEHHS» Y
cneumdikaLii KOHTPOO
TabneTok Hepo3dacosaHux,
roTOBOro NPOAYKTY NpW BUMYCKY
Ta NPOTArOM TEPMiHY
NPUAATHOCTI, MPU BUBYEHHI
cTabinbHOCTI. 3anponoHOBaHo:
He MeHLe 85 % (Q)
pusaTpunTaHy 6eH3oaTy Yyepes
15 xB; 3MiHM | TURNY —
BMpOBaMKEeHHS NepiogNYHOCTI
KOHTpOsIt0 /13 3a NoKasHUKOM
«MikpobionoriyHa yncrora» , a
came Ha nepLuili cepii B poLi i He
pigLwe, HX Ha KOXHili 10-i cepii;
3MiHY | TUMY — 3MiHW A0 po3ainy
3 3.2.P.5.1 Cneuudikauii, a
came npegcrasneHo
cneundikauii Ha BUMyCcK Ta Ha
NPOTAroM TepMiHy NpuAaTHOCTI
y BUrNSAj ogHiel Tabnumui ta
BWyYeHO cneuudikauii ons
KOHTPONO TabneTok
Hepo3chacoBaHux TabneTok Ta
'N13 NpoTArom BMBYEHHSA
cTabinbHOCTI. KOHTpO/1b




161

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

Tabnetok Hepo3acoBaHuXx
onucaHuii y posginax 3.2.P.3.4.
Ta 3.2.P.3.5. Cneuundpikauisi Ha
BMBYEHHS CTabiNbHOCTI HagaHa

y po3gini 3.2.P.8.1.

UA/1751/02/01

206.

PIHA3AN®

cnpeii Ha3asTbHUIA,
[030BaHuit 0,5 Mr/mMn no
10 mn y chnakoHi, no 1
chnakoHy 3 [03y0UnM
HacocoM y nadui

MpAT
"®apmaueBTuyHa
ipma "AapHuus"

YkpaiHa

MpAT
"®apmaueBTnyHa
thipma "apHnua"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUNy - B MeToauuj
KOHTpO/0 "CynyTHi AOMiLLKK"
ONTVMI30BaHO NPUrOTYBaHHS
po3unHy nopiBHsAHHSA (b), a
came: 3aMiCTb HaBaXKKm
3anNpONOHOBHA0 PO3YMHATU
BMICT Bia/ln CTaHA4apTHOro
3paska benzalkonium chloride
for system suitability EP CRS 3
noJasibLLIOro pPo3BELEHHS [0
HeobXiAHOI KOHLeHTpaLii.
KiHLEeBY KOHLIEHTpaLito po3UnHY
3a/MLIEeHO 6e3 3MiH; 3MiHu |
TUny - 3MiHM 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acooby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
roTOBOro NikapCbKOro 3acoby;
CyNyTHS 3MiHa - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro nikapcbkoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
NiKapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHUX MeToAax
BUNPO6YBaHHS). MNMoka3HUK
"Mikpob6ionoriyHa uncrora”
NpuBELEHO Y BiANOBIAHICTb A0
Bumor €9, 2.6.12, 2.6.13, 5.1.4.

6e3 peyenma

UA/12935/01/01

207.

PO3YBACTATVH
KAMbLJIO

NopoLLOK (CybCcTaHuis) y
NoABINHMX
nonieTNeHoBux
nakeTtax ons
thapmaueBTUYHOIo
3aCTOCyBaHHS

BIOKOH NIMITEA

IHgis

BIOKOH NIMITEL,
IHgia; BIOKOH
NIMITEL, IHais

IHais

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo

OHOBJIEHOTO cepTudikaTa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BiANOBIAHOCTI ab0 BUTyYEHHS
cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakoner) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2015-114-Rev 00

208.

PO34MH
PIHFTEPA

pO34uH ANs iHdysili no
200 mn a6o 400 mn y
nAsLwKax

TOB "tOpis-®apm”

YkpaiHa

TOB "tOpis-®apm”

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(BMNYyYEHHS yNaKOBKW NEBHOTO
PO3Mipy) BUTyHEHHS YNAaKOBOK
no 250 mn, 500 mn Ta 2500 mny
KOHTeliHepax noniMepHux, 3
BiANOBIAHUMY 3MiHaMV B PO34ini
«Ynakoska» MKA N3
BBefeHHs 3MiH NpoTArom 6-Tu
MicALB Nic/1a 3aTBepAKEHHS.

3a peuyenmom

UA/2400/01/01

209.

POKCUNEP

TabneTkn, BKPUTI
N1iBKOBOK 060/10HKOI0,
10 mr/8 mr/2,5 wr, no 10
Tabnetok y 6nictepi, no
3 abo 9 6nictepiB y
KapTOHHI Kopoo6Li

KPKA, a.4., Hoso
MECTO

CnoBeHis

KPKA, a.4., Hoso
mecTo, CrioBeHis
(BMPOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTPOb
cepiii (isnuHi Ta
XiMiYHi meToaN
KOHTPO/110))

CnoseHis

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHuM | TUny - nepeknag MK 3
pOCilicbKOi MOBM Ha YKpaiHCbKy
MOBY /191 IPUBEAEHHS Y
BiZANOBIAHICTb i3 BUMOrammu
UYMHHOI pefakuii Hakasy MO3
Ykpainn Ne 426 Big 26.08.2005 3
BUMNPaBIEHHAM [JesAKNX
TEXHIYHMX MOMMWIOK Ta
He3HaYHMMK KopekLismu onucy
MeToA,iB.

BBefeHHA 3MiH NpOTArom 6-11

3a peyenmom

UA/17731/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHW | TUMY - BHECEHHSA 3MiH [0
Cneuudpikauii / MeTtogy
BMNpoGyBaHHA A®I IHpanamig
3a NoKa3HMKoM "Po3mip YacTok",
30Kpema: BBejeHHAA HOBOT
mogeni npunagy (Malvern
Mastersizer 3000) gna nasepHoi
Andbpakuii NpoBeAeHOro Cyxum
ancnepryBaHHAM. OCKiNbky
PO3Mip YaCTUHOK 3a/1eXUTh Bif
MeToAy aHanisy, TOMy 3aBAsKN
HOBOMY TUMy 06/1aAHaHHSA, AKUiA
Mae iHLWIi HanawTyBaHHsA
MOPIBHSHO 3 NonepeAHbLO0
MoAenbto, pesynbratu
BiIPi3HATLCS, TOMY 3MiHEHI
ponyctumi Mmexi cneumdikaui.
BBefeHHA 3MiH NPOTArom 6-1n
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHK | TUNY - NOA@HHS HOBOrO
CepTtudikata RO-CEP-2018-
077-Rev 01 gns AdI
Po3yBacTuTuH kanbLjto Big BXe
3aTBEPAKEHOTO BUPOBHMK
KRKA, d.d., Novo mesto;
3MiHK | TUNY - NpUBEAEHHSA
crneundikauii A®I
Po3syBacTatuHy KanbLjio y
BiAMNOBIAHICTb 40 OHOBMEHOT
MoHorpadgii EP Ta BHeceHHs
He3HauyHWX NpaBoK [0 MeToay
BM3HA4YEeHHS 6eH30/1y; 3MiHu |
UMy - 3MiHa y MeTopj
BMNPOGYBaHHA roTOBOrO
nikapcbKoro 3acoby «CynyTHi
OOMILLKM nepuHaonpuny,
iHganamigy, posyBacTtaTuHy», a
came meTof, 6yB OHOB/IEHUI
HeBU3HAYEHO0 AOMILLKOK
posysactaTtuHy CPZ, aka
eneTbeAa npu RRt 1,27
BiAMNOBIAHO A0 NiKy
nepvHgonpuny; ans
CMOPIJHEHNX PEYOBWH CKNag
PO34MHY ANa npuaaTHoCTi
cucteMu 6yB 3MiHEHUIA 3 METOD




Hassa
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep

peecmpayitiHo
20

nocsi0YeHHs1

210.

POKCUNEP

3a6e3neyeHHs BigNoBigHOI
CeNeKTUBHOCTI MK [OMILLKO
nepurgonpuny E, gomilkoro
CPZ 1a pgowmilkoto iHganamigy
B; nopaeTtbes NpubAnsHMiA yac
yTpumanHs (Rt), BigHOCHMIA Yac
yTpumaHHs (RRt) Ta
nonpasoyHuii koediuieHT (Cf)
nowmiwkn CPZ Ta gogaetbes
cnekTp gomiwkn CPZ. BBeaeHHs
3MiH NPOTArom 6-Tn micsuis
nicnsa 3aTBepKeHHs

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
20 mr/8 mr/2,5 wmr, no 10
Tabnetok y 6nictepi, no
3 abo 9 6nictepiB y
KapTOHHIA KOpoo6Li

KPKA, a.4., Hoso
MECTO

CnoBeHis

KPKA, a.4., Hoso
mecTo, CroBeHis
(BMpPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTPO/b
cepiii (hisnuHi Ta
XiMiYHi MmeToaN
KOHTPO/110))

CnoseHis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUNY - nepeknag MKA 3
pOCiicbKOT MOBM Ha YKpaTHCbKY
MOBY [/17 NPUBEAEHHSA Y
BiAMNOBIAHICTb i3 BUMOramm
UYMHHOI pefakuii Hakasy MO3
Ykpainn Ne 426 Big 26.08.2005 3
BUMPaBIEHHAM AKX
TEXHIYHMX NOMW/IOK Ta
He3HaYHMMK KopekLismu onucy
MeTogiB.

BBefeHHA 3MiH NPOTArom 6-Tu
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHW | TUMY - BHECEHHS 3MiH JO
Cneuundikauii / Metoay
BMNpo6yBaHHA Ad| IHganavig
3a NokasHMKoM "Po3mip YacTok",
30Kpema: BBeEHHA HOBOI
mogeni npunagy (Malvern
Mastersizer 3000) gnsi nasepHoi
Andopakuii npoBefeHoro cyxmm
avcnepryBaHHAM. OCKinbku
PO3Mip YaCTVMHOK 3a/1eXWTh Bif,
MeToAy aHanisy, TOMy 3aBAsKN
HOBOMY TuMNy 06nagHaHHS, KNl
Mae iHLWi HanawTyBaHHs

MOPIBHSHO 3 NonepeaHbLO
MoZenbio, pesynbTartn
BiIpi3HATHLCSH, TOMY 3MiHEHI
nonyctumi mexi cneuudikawi.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCcNs 3aTBEPAXKEHHS;

3MiHM | TUNY - NoAaHHs HOBOTO

3a peyenmom

UA/17731/01/03
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep

peecmpayitiHo
20

nocsi0YeHHs1

211.

POKCUNEP

CepTtudikata RO-CEP-2018-
077-Rev 01 gns Adl
Po3yBacTuTuH kanbLjio Big BXe
3aTBEPAKEHOTO BUPOBHMK
KRKA, d.d., Novo mesto;
3MiHK | TUNY - NpUBEAEHHSA
crneundikauii A®I
Po3syBacTatuHy KanbLjio y
BiAMNOBIAHICTb 40 OHOBMEHOT
MoHorpadii EP Ta BHeceHHs
He3HauyHWX NpaBoK [0 MeToay
BM3HA4YEeHHS 6eH30/1y; 3MiHu |
UMy - 3MiHa y MeTopaj
BMNPOGYBaHHA roTOBOrO
nikapcbKoro 3acoby «CynyTHi
OOMILLKM nepuHaonpuny,
iHganamigy, posyBacTaTuHy», a
came meTog, 6yB OHOB/IEHUI
HeBU3HAYEHO0 AOMILLKO
posysacTtaTtunHy CPZ, aka
enteTbeA npu RRt 1,27
BiAMNOBIAHO A0 NiKy
nepuHgonpuny; ans
CMOPIJHEHNX PEYOBWH CKNag
PO34MHY ANa npuaaTHoCTi
cucteMu 6yB 3MiHEHUIA 3 METOIO
3a6e3neyeHHst BiANOBIAHOT
CeIeKTUBHOCTI MK JOMILLKOIO
nepuHgonpuny E, AOMILLKO0
CPZ Ta gomiwkoto iHganamigy
B; gogaeTtbca npubnnsHuii vyac
yTprMaHHs (Rt), BigHOCHWI Yac
yTpumaHHs (RRt) Ta
nonpaeoyHuiA koedilieHT (Cf)
fomiwkn CPZ Ta gogaetbesn
cnekTp gomiwkn CPZ. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepaKeHHs

TabneTku, BKPUTI
NAiBKOBOK 060I0HKOIO,
10 mr/4 mr/1,25 mr, no
10 Tabnetok y 6nicTepi,
no 3 abo 9 6nictepis y

KapTOHHI Kopoo6Li

KPKA, a.4., Hoso
MecTo

CnoBeHis

KPKA, a.4., Hoso
mMecTo, CroBeHis
(BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPVHHE
naxkyBaHHs,
KOHTPO/b Ta BUMYCK

cepiid); KPKA, a.a.,

CnoBeHisi

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHM | Tuny - nepeknag MKA 3
pOCiiCbKOT MOBM Ha YKPaiHCbKY
MOBY A/19 NPUBEAEHHS Y
BiANOBIAHICTb i3 BUMOramm
YMHHOT pefakuii Hakasy MO3

Ykpainu Ne 426 Big 26.08.2005 3

3a peuyernmom

UA/17731/01/04
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
HoBo mecTo,

CnoBeHis (KOHTPONb
cepiii (isnyHi Ta
XiMiYHi MeTOAU
KOHTPO/10))

BUMPaBEHHAM AKX
TEXHIYHWX MOMMWOK Ta
He3Ha4YHMMU KOpPeKLisiM1 onucy
MeToaiB.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS;
3MiHW | TUNY - BHECEHHS 3MiH A0
Cneuudpikauii / MeTogy
BMNpo6yBaHHA Ad| IHpanamvig
3a nokasHuKoM "Po3Mip YacTok",
30Kpema: BBejeHHsA HOBOT
mogeni npunagy (Malvern
Mastersizer 3000) gna nasepHoi
Andppakuii NpoBefeHoro Cyxmm
ancnepryBaHHAM. OCKiNbKn
PO3Mip YaCTUHOK 3a/1eXUTh Bif
MeTo4y aHasi3y, TOMy 3aBAsKN
HOBOMY TuMy 06/1aHaHHS, SKWIA
Mae€ iHLi HanawTyBaHHsA
NOPIBHAHO 3 NONepeaHbO
MOAernbio, pesynbTatu
BIAPI3HATLCA, TOMY 3MiHEHI
ponyctumi Mmexi cnevmdikaui.
BBegeHHs 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPAXEHHS;
3MiHY | TUNY - NOAaHHSA HOBOTO
Ceptudikata RO-CEP-2018-
077-Rev 01 gna Adl
Po3yBacTUTUH KanbLijto Bif BXe
3aTBEPAKEHOTO BUPOOHUK
KRKA, d.d., Novo mesto;
3MiHY | TUNY - NpuBeAeHHS
cneuudikayii API
PosyBacTaTuHy KabLiito y
BIANOBIAHICTb 40 OHOBNEHOT
MoHorpadii EP Ta BHeceHHs
He3Ha4yHMX NpaBoK A0 MeToay
BM3HAYEeHHS 6eH30/1y; 3MiHu |
UMy - 3MiHa y MeTogi
BUMPOOYBaHHA rOTOBOr0
nikapcbkoro 3acoby «CynyTHi
OOMILLKM NepuHAonpuny,
iHganamigy, posyBactaTviHy», a
came MeTof 6yB OHOB/EHUI
HEeBU3HAYEeHO0 AOMILLKO
po3ysactatuHy CPZ, aka

eneTbesa npu RRt 1,27
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BiAMNOBIAHO A0 NiKy
nepvHaonpuny; ans
CMOPIJHEHNX PEYOBWH CKNag
PO34MHY ANa npuaaTHoCTi
cucteMu 6yB 3MiHEHUIA 3 METOIO
3a6e3neyeHHst BiANOBIAHOT
CeIeKTUBHOCTI MK JOMILLKOIO
nepuHgonpuny E, AOMILLKO
CPZ Ta gomiwkoto iHganamigy
B; gpogaeTtbca npubnnsHuii yac
yTprMmaHHs (Rt), BiGHOCHWI Yac
yTpumaHHs (RRt) Ta
nonpaeoyHuiA koedilieHT (Cf)
fomiwkn CPZ Ta gogaetbes
cnekTp gomiwku CPZ. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBeppKeHHs

212.

POKCUNEP

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
20 mr/4 mr/1,25 mr, no
10 Tabnetok y 6nicTepi,
no 3 abo 9 6nictepis y
KapTOHHI KOopoo6Li

KPKA, a.4., Hoso
MecTo

CnoBeHis

KPKA, a.4., Hoso
mMecTo, CroBeHis
(BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepiid); KPKA, a.4.,
Hoso mecTo,
CnoBeHis (KOHTPO/b
cepiii (isnuHi Ta
XiMiuHi MmeToam
KOHTPO/10))

CnoBeHisi

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | Tuny - nepeknag MKA 3
pOCiiCbKOT MOBM Ha YKPaiHCbKY
MOBY A/19 NPUBEAEHHS Y
BiANOBIAHICTb i3 BUMOramm
YMHHOT pefakuii Hakasy MO3
Ykpainu Ne 426 Big 26.08.2005 3
BMNPAaBNEHHAM AEAKNX
TEXHIYHMX NOMWU/IOK Ta
He3Ha4YHMMK KOpeKLisiM1 onucy
MeTozjB.

BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNsA 3aTBEPLXKEHHS;
3MiHW | TUMY - BHECEHHSA 3MiH 40
Cneuudpikauii / MeTogy
BMNpobyBaHHA AdI IHaanamig,
3a NokKasHuKoMm "Po3mip yacTok",
30Kpema: BBejeHHAA HOBOT
mogeni npunagy (Malvern
Mastersizer 3000) gna nasepHoi
Andppakuii NpoBeAeHOro Cyxum
ancnepryBaHHAM. OCKiNbKn
PO3Mip YaCTUHOK 3a/1eXUTh Bif
MeToAy aHanisy, TOMy 3aBAsKN
HOBOMY TUMy 06/1aAHaHHS, AKUiA
Mae iHLWIi HanawTyBaHHSA
MOPIBHSHO 3 NonepeAHbLO0
MoAenbto, pesynbTatu

3a peuyenmom

UA/17731/01/01




3asiBHUK KpaiHa

168

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20

nocsi0YeHHs1

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

BIAPI3HATLCA, TOMY 3MiHEHI
ponyctumi Mmexi cneumdikaui.

HosapTic ®apma Al LLisefuapis

HosapTic ®apma
LWTeiH Al

Llseiuapis

BBegeHHs 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHU | TUNY - NOAA@HHS HOBOTO
Ceptudpikata RO-CEP-2018-
077-Rev 01 gna Adl
Po3yBacTUTUH KanbLijto Bif BXe
3aTBEPAKEHOTO BUPOOHUK
KRKA, d.d., Novo mesto;
3MiHK | TUNY - NPUBEAEHHS
cneuudikayii API
PosyBacTaTuHy KanbLiito y
BIANOBIAHICTb 40 OHOBNEHOT
MoHorpadii EP Ta BHeceHHs
He3Ha4yHMX NpaBoK A0 MeToay
BM3HAYEeHHS 6eH30/y; 3MiHu |
UMy - 3MiHa y MeTogi
BUMPOOYBaHHA rOTOBOr0
nikapcbkoro 3acoby «CynyTHi
OOMILLKM NepuHAonpuny,
iHganamigy, posyBactaTviHy», a
came MeTof 6yB OHOB/EHUI
HEeBU3HaYEeHO0 AOMILLKOK
po3ysactatuHy CPZ, aka
enoeTbea npu RRt 1,27
BiANOBIAHO O Miky
nepuHgonpuny; ans
CMOpiAHEHNX PEYOBWH CKag
PO34MHY 415 NpuaaTHOCTI
cuctemu 6yB 3MiHEHUIA 3 METOH
3abe3neyeHHs BiAnoBigHOT
CeNIeKTUBHOCTI MiXK AOMILLKOO
nepuHgonpuny E, gomilkoro
CPZ Ta gomiwkoto iHganamigy
B; nogaeTtbcsa NnpubansHnii yac
yTpumMaHHs (Rt), BigHOCHMIA Yac
yTpumaHHs (RRt) Ta
nonpasoyHuiA koediuieHT (Cf)
nomiwkm CPZ Ta gofaetbes
cnekTp Aomiwkn CPZ. BBegeHHs
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepiKeHHs

BHECEHHS 3MiH 0

3a peuenmom

peecTpauiiHux maTepianis:

UA/3165/02/01

213.

CAHAIMYH

KOHLeHTpaT Ans

po3uunHy Ans iHgysiii, 50

mr/mn, no 1 mn B

3MiHM | TNy - 3a3HaYeHHs!
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

amnyni; no 10 amnyn B
KapTOHHiiA Kopo6Li

MapKy BUKOPUCTaHHSA
PO34YMHHKKIB (CBKOrO abo
BiZIHOB/IEHOrO) Ha BiAMoBigHOMY
eTani poboTu, TO6TO CBIXKOro
ab60 BiIHOBNEHOIO PO3YMHHMKA
07151 PO3YVIHEHHS, | BiAHOBIEHOIO
PO3YMHHMKA AN eNioloBaHHA Ta
BiJHOBNIEHHA KOJTIOHKW Ha cTagi
CYREA B/pOGHMYOro npouecy;
BUJ&NEHHSA TUMNOBKWX [iana3oHiB
obcsAriB AN dpakuiii
xpomatorpacii Ha eTani CYREA
Ta CYREA ZL B1Mpo6HUY0ro
npouecy; 3miHu | TuMy - BHECEHO
B onvc npouecy [Jliana3oH
KoedilieHTy 3aBaHTaXeHHS
KpuctanisoBaHoro cuporo
umknocnopviHy B Cunikareni 2-
3,3,7% (OHOBNEHHA p. 3.2 S.
2.2); 3minm | TNy - BUAaNEHHA
TMNOBUX AianasoHiB 06csriB ans
opakuiint xpomaTorpadii Ha
etani CYREA 1a CYREA ZL
BMPOGHNYOro Mpouecy; 3miHu |
T™Mny - 3MiHM Y MeTodax
BMNPOGYBaHHA BUXiJHOIO
maTepiasly, a caMe OHOBJIEHHS
mMeToay "BTparta B Maci npu
BUCYLLYBaHHI" A/17 BUXIAHOrO
matepiany CYSPAR (3.2.S.2.3);
3MiHU | TUNY - OHOB/IEHHS
meToay "laeHTudikauis,
KifIbKiCHE BM3HAYEHHA Ta CynyTHi
Oomiwkn metogom BEPX" ansa
BuxigHoro matepiany CYSPAR
(3.2.5.2.3)

214.

CEBOPAH

pigvHa ans iHransuin
100 %; no 250 mny
naacTvKoBOMY (D1aKOHi
3 KOBMAYKOM cucTemMu
Quik fil; no 1 donakoHy B
KapTOHHIA KopooLi

EGO6BI
BiodhapmacbioTikan3
v6X

LLiBeiiuapis

E668BI C.p.N.

ITanis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TNy - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinbHULI (BKIOYAOYM AiNbHUL
ana A®l, npoMiXXHOro NpoAayKTy
abo roToBoro NikapcbLKoro
3aco6y, AinbHuui Ans
NpOoBefeHHs NakyBaHHs,
BMPOGHMKA, BiANOBIAa/IbLHOIO 3a

3a peyenmom

UA/4139/01/01
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Ymosu sidnycky

Homep

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

BWMNYCK Cepiid, MicLe

peecmpayitiHo
20
nocsi0YeHHs1

NpPOBeLEHHS KOHTPO/O cepii)
abo nocrtavanibHuKa BUXiAHOTO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT peqyoBUHN (SIKLLO
3a3Ha4YeHo y [OCbE) BUYHYEHHS
BVMPOGHMYOI AiNbHUL,
BiiNOBIAANbHOT 32 MOBHUIA LK
BMPOGHMLTBA /13 Aecika
KeiH6opo /1T, BenukobpuTaHis.
3arBepaKeHa BUPOGHMYa
AiNbHMLA, WO 3asmwmnacs —
BVKOHYE Ti cami QoyHKL;T, Lo
BU/lyYeHa. 3MiHM BHECEHO B
IHCTPYKLjl0 A8 MegnyHoro
3aCTOCYBaHHA Y po3ainu
«BUpo6HMK» Ta
«Micue3HaxomKeHHs1 BUpOGHMKa
Ta afpeca MicLs NPOBaAKEHHS
oro AisanbHOCTI» 3
BIAMNOBIAHUMW 3MiHAMMW Y TEKCTi
MapKyBaHHS yNakoBKu
nNikapcbKoro 3acoby (BUIyYEHHSN
BMPOGHMYOI AiNbHNLL).
BBefeHHA 3MiH NPOTArom 6-Tu
MicAUIB Micnsa 3aTBeKEHHS

6e3 peyenma

UA/13150/01/01

215.

CEOAPNCTOH®
KAMNCYNn

kancynm no 10 kancyny
6nictepi; no 3 abo 6,
abo 10 6nictepiB y
KapTOHHIA KopooLi

Ecnapma M'm6X

HimeuunHa

AfBaHc ®apma
'm6X, HimeuyunHa
(BMPOGHNLTBO
Hepo3dacoBaHOro
NPOAYKTY, NePBUHHE
naxkyBaHHs,
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BMNyCK cepii);
ecnapma ®apma
Cepsices 'M6X,
HimeuyunHa
(BTOpUHHE
nakyBaHHs); ®apma
BepHirepoge 'vbX,
HimeuyunHa
(KOHTpO/Ib AKOCTI)

HimeyunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarniagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum

KOHTaKTHI AiaHi) Ta/abo 3MiHn y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsag

216.

CENTE®PUN

TabneTkun no 0,2 Mr no
10 Tabnetok y
6nictepax; no 10
TabneTtok y 6nictepi, no
1 6nicTepy B nauuj

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHNYMIA LIEHTP
"BopLuariscbkuii
XiMiKo-
hapmaLeBTUYHNIA
3asof”

YkpaiHa

My6niyxe
akuioHepHe
TOBap1CTBO

"HaykoBo-

BUPOGHNUNIA LEEHTP
"BopLuiariBCcbkuii
XiMiKO-
hapmaLeBTUYHNI
3aBof", YKpaiHa,
TOB "Arpochapm"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHW | TUNY - BHECEHHS
He3HauHMX 3MiH B npoLiec
BMpo6HULUTBa AP, 30Kpema: Ha
cTagii TN5 Kpuctanisauis
[lekaMeTOKCMHY OCHOBHi ocaau
NPOMMBaOTH aL,EeTOHOM 3aMiCTb
aueToHITpuNy. 3MiwyoTb ocaan
[ekaMeTOKCMHY 3 aLeTOHOM 3
BUTPVMKOIO Y XONOAUNbHIlA
wadyi BNpoA0BX HE06XifHOro
yacy. MNig yac NPOMUBKK, aLEeToH
BMMMBAE aLeTOHITPW/, Bif AKOrO
BaXXKO N036aBUTUCH Mif Yac
BMCYLLYBaHHS, LLIO BifnoBigHO
3MEHLLUTb Yac BUCYLLYBaHHS
ocafiB AeKaMeTOKCUHY

6e3 peyenma

UA/7930/01/01

217.

CUBA3OH® IC

TabneTku no 0,005 r no
10 Tabnetok y 6nictepi;
no 2 6nictepu B naywj 3
KapToHY

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOO
BiANOBIAABLHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHSA 3MiH [0
peecTpavuiiHux matepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[OaHvX npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnsay B Ykpaii,

3a peuernmom

UA/4828/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOI 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXeEHOi 0Co6U
3as1BHVKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsag

218.

CUBA3OH® IC

Tabnetku no 0,01 r, no
10 Tabnetok y 6nictepi;
no 2 6nictepu B naywj 3
KapToHYy

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0,aTKOBOIO
BiANOBIA&LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX AaHux npo
cuctemy dhapmakoHarniagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa

3a peuyenmom

UA/4828/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
KOHTaKTHUX AaHnX
YNOBHOBAXEHOI 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag,
219. | CUMOAA Kancynm 3AT «dapmnira» NnToBCbKa BANTKAHOAPMA- Bonrapis BHECEHHS 3MiH 0 3a peyenmom UA/15445/01/01
racTpope3nCTEHTHI Pecny6nika AynHMUA AL, peecTpauiiHux maTepianis:
TBepAi, no 30 mr; no 7 3MiHu | TUNY - AgMiHICTpaTUBHI
Kancyn y énictepi; no 4 3MiHU. 3MiHa HaliMeHyBaHHS
6nicTepun y KapTOHHIl Ta/abo agpecy 3asiBHMKa
nauui (BnacHvka peecTpadiiiHoro
nocBigYeHHs) 3MiHW BHECEHO B
IHCTpYKLj0 A8 MegnyHoro
3acTocyBaHHA Y po3gin
«MicLe3HaxoMmKeHHs 3asiBHMKa»
3 BiANOBIAHNMMN 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. TepmiH
BBEJIEeHHS 3MiH - NPOTArom 6
MiCALB NiC/1A 3aTBEPAXKEHHS.
220. | CAMOAA Kancynm 3AT «dapmnira» NnToBCbKa BANTKAHOAPMA- Bonrapis BHECEHHS 3MiH 0 3a peyenmom UA/15445/01/02
racTpope3nCTeHTHI Pecny6nika AYNHUUA AL peecTpauiiHux maTepianis:
TBepAi, no 60 mr; no 7 3MiHu | TUNYy - AgMiHICTpaTVBHI
Kancyn y énictepi; no 4 3MiHW. 3MiHa HaliMeHyBaHHS
6nicTepun y KapTOHHIl Ta/abo agpecy 3asBHMKa
nauui (BnacHvka peecTpadiiHoro
nocBigyYeHHs) 3MiHW BHECEHO B
IHCTPYKUiO AN MeguyHoro
3acToCcyBaHHSA Y po34in
«MicLe3HaxoMmKeHHs 3asiBHMKa»
3 BiAMNOBIAHUMU 3MiHAMW Y TEKCTI
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby. TepmiH
BBE/IeHHSA 3MiH - MPOTArom 6
MiCALB NiC/A 3aTBEPAKEHHS.
221. | COTANoON Tabnetku no 40 mr; no CaHpo3 CnoBeHis Cantotac dapma HimeyunHa BHECEHHS 3MiH 0 3a peyenmom UA/4449/01/01
CAHAO3® 10 TabneTok y bnicTepi; PapmacbloTikan3 M6X, HimeuunHa peecTpauiiHux maTepianis:
no 5 6nictepis y 4.0 (B1POGHULTBO 3a 3MiHW | TUMY - NoAaHHA

KapTOHHI Kopo6Lji abo
no 25 tabneTok y
6nicTepi; no 2 6nictepu
Y KapTOHHIl Kopobui

MOBHVM LUK/TOM)

oHoeneHoro CEP Ne R1-CEP-
2002-049-Rev 06 Big, BXe
3aTBEPAXEHOr0 BUPOGHMKA
Moehs Iberica S.L., Spain, Ta sK
Hacnifok AofaBaHHsA BUPOOHMKA
iHTepmepgiaty Moehs Cantabra,
S.L., Spain, a TakoX BU/TyYEHHSsI
nokasHuka «Baxkki meTanm»
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
222. | COTANonN Tabnetku no 80 mr no CaHpo3 CnoBeHis Cantotac ®apma HimeyunHa BHECEHHS 3MiH 0 3a peyernmom UA/4449/01/02
CAHAO3® 10 Tabnetok y 6nictepi; dapmacbloTikans vM6X, HimeuunHa peecTpauiiiHix maTepianis:
no 5 6nictepiB y a.o. (BMpPOGHMLTBO 3a 3MiHM | TUMY - NoAaHHA
KapTOHHIA Kopoo6Li NMOBHUM LUK/IOM) oHoBneHoro CEP Ne R1-CEP-
2002-049-Rev 06 Big, BXe
3aTBEPAKEHOTO BUPOOHMKA
Moehs Iberica S.L., Spain, Ta sik
Hacnigok foAaBaHHS BUPOGHMKA
iHTepmepgiaty Moehs Cantabra,
S.L., Spain, a Takox BU/TyYEeHHs
nokasHunka «Baxkki meTanm»
223. | COTANON Tabnetky no 160 Mr no CaHpo3 CnoBeHis BMPOGHULITBO 3a HimeuunHa/ BHECEHHS 3MiH g0 3a peyenmom UA/4449/01/03
CAHAO3® 10 Tabnetok y 6nictepi; dapmacbloTikan3 NMOBHWUM LMKIOM: Monbwa peecTpauiiHux maTepianis:
no 5 6nictepis y o.a. Cantotac dapma 3MiHKM | TUNY - NOAAHHSA
KapTOHHIA KOpoo6Li v6X, HimeuunHa; oHoBnieHoro CEP Ne R1-CEP-
nepBuHHE i 2002-049-Rev 06 Big, Bxe
BTOPVHHE 3aTBEPMAKEHOT0 BUPOOHUKA
nakyBaHHs, BUNYyCK Moehs Iberica S.L., Spain, Ta siK
cepii: lek C.A., Hacnigok foAaBaHHS BUPOGHMKa
Monbua iHTepmepgiaty Moehs Cantabra,
S.L., Spain, a TakoX BUTyYEeHHS
nokasHuka «Baxki MeTann»
224. | CTUNEH TabneTkn, BKPUTI KYMN®EP BIOTEX, JInToBCbka [onr-A CT Ko., iTa. Pecny6nika BHECEHHS 3MiH 0 6e3 peyenma UA/15426/01/01
NAiBKOBOK 000I0HKOMO, YAB Pecny6nika Kopes peecTpauiiHux maTepianis:

no 60 mr; no 30
TabneTok y KOHTeWHepi;
no 1 KoHTelHepy B nauui

3MiHK | TURy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHnX fiaHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BiMiHHa Big
YNOBHOBAaXEHOT 0CcobM,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-harina
cuctemu chapmakoHarnsgy) -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
3MiHa YNOBHOB&aXXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pefakuis: LWynbLy
Onbra CepriiBHa
225. | CYNbBAKTOMAK | nopoLioK Ansi po3ynHy Mini Xenckepe Benwvka BeHyc Pemegic IHAis BHECEHHS 3MiH 40 3a peyenmom UA/6154/01/01
C Ans iH'ekuid, 500 mr/250 Nimiten BpuTaHis Nimites, IHAis; Ceicc peecTpavuiiHux maTepianis:
mr 1 conakoH (Ha 10 mn) MepeHTepanc /14., 3MiHW | TUMy - 3MiHW BHECEHO [0
3 MOPOLUKOM Y KapTOHHIl IHAisa IHCTPYKUIiT 4ns Mean4Horo
Kopoobui 3aCTOCYBaHHSA NikapcbKoro
3acoby Ao po3giny "MobiyHi
peakujii" oao 6e3nekun
3aCTOCyBaHHS fjil0UnX PEYOBWH,
BiANOBIAHO [0 pekomeHaaLin
PRAC. BBegeHHs 3MiH
npoTArom 3-X MicALis nicns
3aTBEPMKEHHS
226. | CY/IbBAKTOMAK | nopoLoK /151 po3ymHy Mini Xenckepe Benuka BeHnyc Pemegic IHais BHECEHHS 3MiH [0 3a peyernmom UA/6154/01/02
C Ans iH'ekuiid, 1000 Nimiten BpuTaHis Nimites, IHais; Ceicc peecTpavuiiHux maTepianis:
Mr/500 mr 1 chnakoH (Ha MepeHTepanc /114., 3MiHK | TNy - 3MiHW BHECEHO A0
20 M/1) 3 NOPOLLUKOM Y IHais IHCTPYKUiT 4NS MeanyYHOro
KapTOHHIA Kopoo6Li 3aCTOCYBaHHSA NikapCcbKoro
3acoby Ao po3giny "MobiyHi
peakuii" oao 6e3nekun
3aCTOCYBaHHS Ajl0UnX PEYOBWH,
BiAMNOBIAHO A0 pekomeHaaLii
PRAC. BBefieHHS 3MiH
npoTArom 3-X MicsALiB nicns
3aTBEPAKEHHS
227. | CYNbUE® NOPOLLOK A/19 PO3UYUNHY Megokemi T4 Kinp Brpo6HMLTBO 3a Kinp/ BHECEHHS 3MiH 0 3a peyernmom UA/11158/01/01
ansin'ekuiino1r/ir; 1 MOBHUM LINKNOM: B'eTHam peecTpauiiiHix maTepianis:

a6o 10, a6o 50, a6o 100
hNakoHiB 3 NOPOLLKOM B
KapTOHHiiA KOpo6Li

Megokemi NT/,
(3aBog C), Kinp;
Brpo6HMLUTBO
roTOBOro
nikapcbkoro 3acoby,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
Mepokemi (Pa lcT)
NTA., (AcenTik
LiechanocnopuH
Paciniti), B'eTHam

3MiHK | TURY: 3MiHM 3 SIKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Yy BUPOBHMLTBI. 3aMiHa
ab0 BBeAEHHS [04aTKOBOI
AiNbHULI BUpOGHMLTBA AN1S
4yacTuHu abo BCbOro
BMPOBGHNYOro NpoLecy rotosoro
nikapcbKoro 3acoby (ginbHMULA
07151 BTOPMHHOIO MakyBaHHS) -
BBEAEHHS 40AATKOBOI AiNbHUL
BMpoGHULTBa Meaokemi (Pa IcT)
NTA.,(AcenTik LiechanocnopuH
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

®aciniti), B'eTHam (BTOpUHHE
nakyBaHHs). BBejeHHsA 3MiH
npoTsArom 3-x MicAuiB micas
3aTBEPMKEHHS; 3MiHM | TUNy:
3MiHK 3 SiKOCTi. TOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3mMiHa y meToAax BunpobyBaHHS
rOTOBOrO J1iKapCbKOro 3acoby
(He3HauyHa 3MiHa y
3aTBEPMKEHNX MeToAax
BMMNPOGYBaHHS) - HE3HAYHI 3MiHM
y 3aTBEPMXEHNX MeTodax
BMNPOGYBaHHA roTOBOrO
nikapcbKoro 3acoby Ans
BU3HAYEHHS CYNpPOBIAHOI
[OMiLLKM cynbbakTamy (6-
amiHOMeHILWIIaHoBOI KUC0TH).
BBefeHHs 3MiH NpoTArom 3-x
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHM | TUMy: 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOBHMLTBI. 3aMiHa
a60 BBeAEHHS [04aTKOBOI
AiNbHULI BUpOGHMLTBA 415
4acTVHM abo BCLOro
BMPOBHNYOro NpoLecy rotosoro
niKapcbkoro 3acoby (aAinbHuLSA,
Ha siKiii npoBoOAATLCA ByAb-AK
BMPO6HUYI CTaAji, 38 BUHATKOM
BUNYCKY cepii, KOHTPOJIHO AKOCTI
Ta BTOPMHHOTO MakKyBaHHS AN
CTEPWIbHUX JTiKapCbknx 3aco6iB
(BKKOYaOUM BUPOG/IEHi
acenTUYyHUM METOAO0M), Kpim
nikapcbknx 3acobis
6ionoriyHOro/iMmyHo1orvyHoro
NMOXOMKEHHS) - BBELEHHS
[04aTKOBOI Ai/TbHUL
BMpo6HUUTBa Megokemi (Pa IcT)
NTA.,(AcenTik LiechanocnopuH
daciniti), B'eTHam
(BMPOBHMLTBO rOTOBOrO
nikapcbKoro 3acoby, nepBuHHe
nakyBaHHs1) BBegeHHs 3MiH
npoTArom 3-X MicsAwis nicas

3aTBEPLKEHHS; 3MiHM | TMNY:
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

3MiHu 3 aKocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BMNpo6yBaHHA Adl abo
BMXiAHOrO
mMaTepiany/npombKHOro
npoayKTy/pearenTy, Wo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HUMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEPAKEHUX METoAax
BMNPOBYBAHHS) - HE3HAYHI 3MiHU
y 3aTBEPMKEHUX MeTogax
BUMNPOOYBaHHA 4719 BU3HAYEHHS
CYNpPOBIAHOT AOMILLIKK
cynbbaktamy (6-
amiHOMEeHILMIIaHOoBOI KUC0TH)
ons A®l. BBefieHHs 3MiH
npotArom 3-x MicauiB nicns
3aTBEPKEHHS; 3MiHW | TUNY:
3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. CTabifnbHICTb.
3miHa y TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHs
roTOBOrO NikapCbKOro 3acoby
(3MiHa y 3aTBEpAKEHOMY
NPOTOKO/i CTabisIbHOCTI) -
BUJIyYEHHS NapameTpy
"BakTepianibHi eHA0TOKCMHN" 3
NPOTOKO/Y AOCNIMKEHD
CTabiNbHOCTI, OCKINbKN AaHWi
TECT He NPOBOAMTLCA Nif vac
[ocnigpkeHb cTabinbHOCTI.
Posgain 3.2.P.5.1. Cneuundikauis
6yn0 nepernsHyTo Ans
BK/TIOYEHHS BUHOCKM [10
napameTpi., SKi He
KOHTPO/IOKTLCA Nif yac
nocnimpkeHb cTabiNbHOCTI

UA/8943/01/01

228.

TAMINYN®

Kancynu, no 10 kancyny
6nictepi, no 1 6nictepy
B KapTOHHII nauui

NMPO®APMA
IHTEpHELUHN
TperguHr fivites

ManbTa

AT "lpiHgekc"

Nartsia

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY - 3MiHW BHECEHO A0
IHCTPYKLii 4na MegnyHoro
3aCTOCYBaHHSA NiKapCbKOro
3acoby Ao po3ginis
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"Mo6iyHi peakwyji" BigNoBigHO A0
pekomeHgauili PRAC oHOBNEHO

iHchopmauito woao 6e3neku

6e3 peyenma
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

Liro4oi pevoBuHK "ibynpodpeH”
(PU3MK BUHWMKHEHHS TOCTPOro
reHepasii3oBaHoro
eK3aHTeMaTO3HOro nycTy/ibo3y).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS;
3MiHK | TUNY - 3MiHW BHECEHO A0
IHCTPYKUii 4na MeguyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3ginis
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"Cnoci6 3acTocyBaHHS Ta 4o3mn "
BiANOBIAHO [0 pekomeHaaLii
PRAC oHoBneHo iHthopmaLito
Loao 6e3nekun Ajtoyoi pevyoBmnHN
"ibynpodpeH" (MackyBaHHs
CUMMNTOMIB OCHOBHWX iHCDEKLIiNA).
BBegeHHs 3MiH npoTArom 6-tm
MicAILiB Micns 3aTBepoKEHHS

229.

TAY®DOH

Kpanni o4Hi, 40 mr/mn no
5 a6o 10 mn y donakoHi;
no 1 cpnakoHy y nauwi 3
KapToHYy

AT "®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax
36epiraHHs roToBOro
nNiKapcbKoro 3acoby (3MeHLIeHHS
TepMiHy NpuAaTHOCTI rTOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOI YNakoBKW - 3MEHLLEHHSA
TepMiHy npuaaTHocTi
nikapcbKoro 3acoby.
3arBeppkeHo: 3 poku. TepMmiH
NpUAATHOCTI NicNs PO3KpUTTA
nakoHy 28 gi6.
3anponoHoBaHo: 2 poku. TepMiH
npuaaTHoCTI npenapary nicns
po3kpuTTa chnakoHy 28 aib.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNsA 3aTBEPLXKEHHS;
3MiHW | TMNYy - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CT1abinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
NiKapcbKoro 3acoby (3MiHa B

3a peuenmom

UA/6779/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
yMoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby abo nicns
PO3YMHEHHA/BILHOBEHHS) -
3MiHa B yMoBax 36epiraHHs M13.
3MiHW BHECEHI B IHCTPYKLitO ANs
MeJNYHOr0o 3acTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"TepMiH npuaartHocTi" Ta
"YMoBU 36epiraHHsA" 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS1 YNaKkoBOK.
BBegeHHs 3MiH npoTArom 6-tm
MiCSILiB Micns 3aTBepPAKEHHS
230. | TEPADJIEKC® kancynu, no 30, abo 60, TOB "BANEP" YkpaiHa KoHTpakT dapmakan CWA BHECEHHS 3MiH 0 6e3 peyenma UA/7749/01/01
a6o 120, a6o 200 KopnopeiiwH, CLUA peecTpauiiHux maTepianis:
Kancyn y nnacTmkoBomy (BMPOBHWK, 3MiHK | TUNY - BBEAEHHSA
chnakoHi; no 1 conakoHy BiANOBIAa/IbHUI 3a [04aTKOBMX albTePHATUBHUX
B KQpPTOHHI kopobuj BMPOGHULITBO in noctayasibHUKIB KPULLIOK A1
bulk); KoHTpakT thnakoHis AlphaMed Bottles Inc,
dapmakan USA; Phoenix USA, 3
KopnopeiiwH, CLUA paLjioHanizaTopCcbKo METOH,
(BUPOBHUK, 106 3a6e3neunTy 6e3nepebiiiHe
BiANOBIAa/IbHUI 3a nocravaHHs nakyBasibHUX
nakyBaHHs1, marepianis
KOHTPO/b Ta BUMYCK
cepii)
231. | TPUPEAPUH® IC | TabneTtkn no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 3a peyernmom UA/9233/01/01
Tabnetok y 6nictepi; no [04aTKOBOK [0[aTKOBOIO peecTpavuiiHux maTepianis:
1, 3 abo 5 bnictepis y BiANOBIAA/ILHICTIO BiANOBIAAbHICTIO 3MiHY | TURy - 3MiHK Woao
nauui 3 KapToHy "IHTEPXIM" "IHTEPXIM" 6e3nekn/edeKTBHOCTI Ta

thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[OaHvX npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHuX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay; KOHTaKTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
hapmakoHarnagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnsgy (Bkiroyaoun
KOHTaKTHi AiaHi) Ta/abo 3MiHn y




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa

180

Bupo6Huk

Kpaina

ynakoska)

3asiBHUKa

BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

232.

YNbTPEKC

kancynu no 150 mr no 8
Kancyn y énictepi; no 2
6nicTepun y KapTOHHIl

Pisochapm CA

LLiBeiiuapis

Pisocpapm CA

LBeiiLapis

po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
hapMakoHarnsg
BHECEHHS 3MiH [0

233.

YNbTPEKC

Kopoobui

Kancysn no 300 mr no 8

Pisochapm CA

LLisefuapis

Pisochapm CA

peecTpavuinHMx maTepianis:
3MiHK | TUNY - BBEAEHHS HOBOrO
IE-cepTuchikaty BignosigHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 2000-050-Rev 02 Big,
HOBOro BMpo6Huka GELITA
Group 4151 [OMOMIKHOT
PEYOBWHW XeNaTuH, Lo
BMKOPWUCTOBYETLCSA AN1A
BMPOGHULITBA MYCTUX
xenaTtnHoBmx kancyn Qualicaps
ons paHoro MN3; 3MiHK | Tuny -
BBe[leHHs1 HoBoro NE-
cepTtudikaTy BignoBigHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2000-027-Rev 02 Big,
HOBOro BMPOGHMKa
ROUSSELOT gns AonoMikHoT
PEYOBUHM XeNaTuH, Lo
BMKOPWUCTOBYETLCSA A/1A
BUPOGHMLITBA NMYCTUX
XenatnHoBux kancyn Qualicaps
Ansa gaHoro 'N3; 3Miny | Tuny -
BBe/leHHs HoBoro E-
cepTtudpikaTy BignoBigHOCTI
€Bponeiicbkiit hapmakonei Ne
R1-CEP 2002-110-Rev 00 Big,
HOBOro BMpo6Huka PB Gelatins
AN JONOMDKHOI peYOBUHU
XXenaTuH, L0 BUKOPUCTOBYETbLCS
AN BUPOBHMLTBA NyCTUX
xenaTtnHoBmx kancyn Qualicaps
ana gadoro N3

Lseiiuapis

BHECEHHS 3MiH 0

3a peyenmom

UA/14647/01/01

3a peyenmom

UA/14647/01/02



3asBHUK

KpaiHa

181

Bupo6Huk

3asiBHUKa

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

234.

TOB «MIBE

YkpaiHa

Mibe TM6X

peecTpavuiiHux maTepianis:
3MiHW | TUNy - BBEAEHHS HOBOTO
IE-cepTudikaTy BignoBigHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2000-050-Rev 02 Big,
HOBOro BMpo6HUka GELITA
Group 4151 fOMNOMDKHOT
PEYOBUHM XeNaTuH, Lo
BMKOPWUCTOBYETLCSA AN1A
BUPOGHMLITBA NMYCTUX
xenatuHoBux kancyn Qualicaps
Ansa gaHoro 'N3; 3MiHy | Tuny -
BBe/leHHs HoBoro E-
cepTtudpikaTy BifnoBigHOCTI
€Bponeiicbkii hapmakonei Ne
R1-CEP 2000-027-Rev 02 Big,
HOBOro BMPOGHMKa
ROUSSELOT pansi AonomMixkHoT
PEYOBMHW XeNaTuH, Lo
BVIKOPWCTOBYETLCA A/1A
BUPOGHMLITBA MYCTWX
xenatuHoBux kancyn Qualicaps
ons paHoro M3; 3miHm | Tuny -
BBEeLEHHSA HoBoro E-
cepTuduikaty BignoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne
R1-CEP 2002-110-Rev 00 Big
HOBOro BMpo6Huka PB Gelatins
0151 [ONOMDKHOI pevoBUHM
XenaTuH, Lo BUKOPUCTOBYETLCSA
AN BUPOGHULITBA NYCTUX
XenatuHoBux kancyn Qualicaps
onsa gadoro M3

Ne Ha3ssa dopma sunycky
n/n JliKapcbK0O20 (nikapcbka ¢hopma,
3acoby ynakoska)
Kancyn y énictepi; no 2
6nicTEPY Y KAPTOHHIl
Kopoo6Li
YPEOTOMN® mMasb 12 %; no 50 r a6o
no 100 r y Ty6i; no 1 Ty6i
B KQpPTOHHI kopobLj

YKPAIHA»

ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu Il Tuny - oHoBNeHHA ASMF
BUPOGHMKA Ajl040T peyoBUHU
A®| cevyoBmHa SKW
Stickstoffwerke Piesteritz GmbH,
Germany (ASMF Urea Issue: 04
Date of Issue: June, 30th 2020)
(3aTtBepmxeHo: ASMF Urea
Issue: 03 Date: September, 30th
2018) TakoX BHECEHi 3MiHM B
po3ginu 3.2.S.4.1.
Creundikanis Ta 3.2.5.4.4.

AHanisu cepiii BUpobHuka M3

6e3 peyenma

UA/11751/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
mibe GmbH Arzneimittel gns
npuseaeHHs fo sumor EP,
MoHorpadii Urea (gjtoue
BUJAHHS)
235. | PIOKCIYM® pO3unH aNs iHdysii, 5 MAT YkpaiHa MAT "Fanuudpapm” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/11163/01/01

mr/ma no 100 mny
nasawui, no 1 nnswwi B
navu,i

"Kvismegnpenapar”

peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneupndikauii Ta/abo
OOMyCTUMUX MEX NEPBUHHOT
yMakoBKN FOTOBOrO NiKapCbKoro
3aco6yNe; cynyTHs 3MiHa -
3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y meTogax
BMNPOGYBaHHA NEPBUHHOT
yNakoBKM rOTOBOTO /liKapCbKOro
3aco0by (iHLWi 3MiHK y MeTogax
BMNPOGYBaHb (BK/IOYAKYM
3amiHy abo gogaBaHHs)) -
BHECEHHS 3MiH 10 MaTepianis
peecTpaLiniHoOro 4ockbe, a came y
p. 3.2.P.7. Cnctema koHTelHep/
3aKynoproBasibHWIA 3acib BHECEHI
3MiHM g0 cneuudikauii Ta
METOZAiB KOHTPO0 A1 NAALLIOK
(dbnakoHIB) CkNAHMX: 3@ M.
«ApCeH» - METOAMNKY AN
NpOBefeHHS KOHTPO/IO apCeHy
afanToBaHO A0 HasiBHOTO Ha
niANPMEMCTBI aTOMHO-
eMICIliHOro cneKkTpomeTpa 3
iHOYKUHO 3B’s13aHOK0 N1a3MOK0
AEC-I3IM (noka3Huk
KOHTpO/toBaBCs hipMoto
BMPOBHUKOM); 3a M. «TOBLUMHA
CTiHKW Ta TOBLUMHA AHa» Ha
niaNPUEMCTBI 3aKynieHo
TOBLUMHOMED, BignoBigHO
BMHUK/IA HEOOXIAHICTL BHECTYU
3MiHM B cneupudikadito, Wwoao
BUKOHA@HHS1 KOHTPO/0 (Ha AaHuii
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

4yac KOHTPO/Ib NPOBOANTb
thipma-BMPOGHUK);
- npuBeaeHHs n. «igponiTnyHa
CTiliKicTb» 0 BUMOr A

236.

DTYMIBAKT IC

TabneTku BariHaibHi No
10 wr; no 6 TabneTtok y
6nictepi; no 1 6nictepy
B nauu,i

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0aTKOBOIO
BiANOBIA&/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

6e3 peyenma

UA/15786/01/01

237.

DOTUN®

Kpanni o4Hi; no 5 mny
dhnakoHi-KpanenbHuUL;
no 1 cpnakoHy y
KapTOHHI Kopoo6Li

CaHTeH AT

PiHNAHAIA

MaHyhakTypiHr
MaxariHr ®apmaka
(MMo) B.B.,
HigepnaHngu
(anbTepHaTUBHWIA
BUPOBHUK,
BiANoOBigaIbHUIA 3a
BTOPVIHHE

Higepnangun/
DiHNAHAIA

BHECEHHS 3MiH 40

peecTpauiiHux maTepianis:

3MiHK | TURy - 3MiHK WoA0

6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX

[AaHyX Npo cuctemy

cthapmakoHarnsgy (BBefeHHs

3a peuenmom

UA/2384/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
nakyBaHHs); y3arasibHeHUX JaHuX npo
Hekct®apma AT, cuctemy hapmakoHarnsagy,
DiHNAHAA 3MiHa yNMOBHOBaXEHOT 0cobw,
(BUPOGHUK, BiANOBIAa/IbHOI 3a 34iiCHEHHS
BiANoBigabHUii 3a hapmakoHarnagy; KOHTakTHol
BMPOGHMLITBO in 0ocobu 3 hapmakoHarnsgy
bulk, nepBuHHy Ta 3asBHMKa ANs1 34iAICHEHHS
BTOPVHHY YMakoBKy, thapmakoHarnagy B Ykpaii,
KOHTPO/Ib SKOCTI); SIKLWO BOHA BiAMIHHA Bif
CaHTeH AT, YMOBHOBaXEHOT 0co6Y,
PiHNAHAIA BiiNOBIAaAbHOT 3a 34iICHEHHS
(BMPOGHYMK thapmakoHarnsgy (Bkio4yarum
BiANoBiganbHUii 3a KOHTaKTHi faHi) Ta/abo 3MiHN y
BUMYCK cepii) po3MilLleHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnsg. MponoHosBaHa
pepakuis: JenbgiHa BepTtpam,
O.00.H., JOKTOP HayK. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag
238. | XITAK ®OPTE Kpanni opasibHi, poO34uH TOB "TeBa YkpaiHa" YkpaiHa Mepkne M'vbX, HimeyunHa BHECEHHS 3MiH 0 6e3 peyenma UA/1013/01/01
peecTpavuinHMx maTepianis:

no 30 mn a6o no 100 mn
y donakoHi 3 NpobKoto-
KpanesnbHuLeto; no 1
nakoHy y KopoobLii

HimeuumnHa (Bunyck
cepii); Mepkne
mM6X, HimeuunHa
(BMPOGHMLTBO in
bulk); Mepkne MméX,
HimeuunHa
(nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI)

3MiHW | TUNy - aAMiHICTPaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiANbHOCTI
BMpOGHUKa (BK/IOYaoUK, 3a
HeobxigHOCTI, Micue
NpoBefeHHS KOHTPOJIH0 SKOCTI),
abo BracHuka mMactep-caiina
Ha A®l, abo noctavasibHuKa
Adl/BMXigHOrO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, LU0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y OCbEe Ha
nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponeiickkili hapmakonei y
3aTBEpAKEHOMY AOCbE, 260
BMPOGHMKA HOBOI JOMOMIKHOI

PEYOBMHM (SIKLLO 3a3HAYEHO Y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
[OCbeE) - 3MiHa B agpeci Ta
HaliMeHyBaHHi nMocTavasibHuKa
LTamy KMiTUHHUX KYSibTyp
Eschericia coli Ta Enterococcus
faecalis; 3anponoHoBaHo:
Leibniz Institut DSMZ -
Deutsche Sammlung von
Mikroorganismen und
Zellkulturen GmbH
Inhoffenstrafe 7B 38124
Braunschweig Germany
239. | X1I0PO®ININT po3uuH cnvupToBwii, 10 ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/1556/05/01
mr/mn no 100 mny 06MeXeHo BMPOBOHULTBA, peecTpauiiHux maTepianis:
cnakoHax, no 1 Bi4NOBIAA/IbHICTIO KOHTPO/Ib SIKOCTI, 3MiHa 3asBHMKa (BacHMKa
dhnakoHy B naui 3 "®apmaneBTUYHa BWMYCK Cepil: peecTpauiiHOro NoCBigYEHHS)
KapToHYy KoMnaHis "3gopos'a” ToBapucTBO 3 (3rigHO Haka3sy MO3 Big,
06MexeHo 23.07.2015 Ne 460) BeegeHHs
BiANOBIAA/IbHICTIO 3MiH NpOTArom 6-Tn MicsuiB
"®apmaueBTnyHa nicnsa 3aTBepAXeHHS; 3MiHu |
KOMNaHis TMny - 3MiHK Woa0
"3popos'a”, 6e3nekn/edreKTMBHOCTI Ta
YKpaiHa,; thapmakoHarnagy. BeefeHHs
KOHTPO/Ib SIKOCTI, a60 3MiHN [0 y3arasibHeHNX
BUMYCK cepii: [aHuX nNpo cuctemy
ToBapucTBo 3 chapmakoHarnsgy (BBeAeHHs
06MexeHo y3araslbHeHNX AaHux npo

BiANOBIAA/IbHICTIO
"[locnigHnii 3aBof
"rHUAC,
YKpaiHa

cuctemy dhapmakoHarniagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa yNnoBHOBaXKEHOT 0cobmn
3asBHMKa, BiANOBiAA/IbHOT 32
thapmakoHarnag. ditova
pepakuis: MnakciHa OneHa
BonogmmupieHa. MponoHoBaHa
pefakuisi: LLleByeHko OneHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

IropiBHa. 3MiHa KOHTaKTHUX
[aHvX YNOBHOB&XeHOI 0cobu
3as1BHVKa, BiANOBiAa/IbHOT 32
3[jiCHEHHs1 hapMakoHarnsay

240.

XnopooininTt

po3unH cnupToswuid, 10
mr/mn, in bulk: no 50 ny
60oukax

ToBapucTso 3
06MeXeHOI0
BiANOBIAANILHICTIO
"papmMaueBTUYHa
KomnaHis "3gopos'a”

YkpaiHa

ToBapucTBo 3
0bMexeHot
BiANOBIA&/ILHICTIO
"[ocnigHnii 3aBof
"rTHUaCt

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHa 3asBHUKa (B/1acCHUKa

peecTpavinHOro Noceig4YeHHs)
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) BeeaeHHs
3MiH NPOTArom 6-Tn MicsLis
nicns 3aTBepaKeHHs; 3MiHu |

My - 3MiHK Woa0

6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBA&XEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiovarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOi 0cobu
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsg,. ditoua
pepakuis: NnakciHa OneHa
BonogmmupisHa. MponoHoBaHa
pepakuis: LesyeHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
3[iiCHEHHs1 hapMakoHarnsay

UA/11848/01/01

241.

LE®ENIM

MOPOLLOK A4/15 PO3UUHY
ons iH'ekuii no 1,0 rin
bulk: 50 cpnakoHis 3
NOPOLLKOM Y KopobLi

MpuBaTHe
akuioHepHe
TOBapuCTBO

"Jlekxim-Xapkis"

Ykpaina

Ksiny
dapmaueyTikan Ko.,
nra.

Kutai

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acib.

UA/13348/01/01




187

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

Cucrema
KOHTelHep/3aKynoproBasibHUiA
3aci6. 3miHa 6yab-AKOi YacTUHU
mMartepiany NnepBUHHOT ynakoBKu,
LLI0 HEe KOHTaKTY€ 3 FOTOBUM
NikapcbkM 3ac060Mm
(Hanpukniag Konip KpULLIEYokK 3
KOHTPO/MIEM NEPLLOro BiAKPUTTS,
KOMip KOJOBMX KineLb Ha
amnynax, KoHTeiiHepa A1 ronok
(pi3Hi BUAM nnacTmacw) (3miHa,
AIka He BM/IMBAE Ha KOPOTKY
XapakTepucTuky nikapcbkoro
3aco6y) - 3mMiHa Ko/bopy
NNAaCTUKOBOI KPULLIKMA KOBMauka
/IIOMIHIEBOTO 3 CUHLOIO Ha
4yepBOHUIA. MepBUHHWIA
nakyBaslbHWUIA MaTepian He
3MiHMBCA. 3anponoHOBaHO:
Aluminium Plastic Combined
Caps Color of the plastic: red.

3a peyenmom

UA/13564/01/01

242,

LE®EMIM

MOPOLLIOK A4/15 PO3YNHY
ans iH'ekuiino 1,0r; 1
abo 5, abo 50 chnakoHiB
3 NMOPOLLKOM Yy navuj 3
KapToHy; 1 donakoH 3
nopoLukom Ta 1 amnyna
3 PO3UMHHUKOM (BOZa
Ans iH'ekui) no 10 mn 'y
6nictepi, no 1 6nictepy
y nauLii 3 kKapToHy

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

MNpuBaTHe
akujioHepHe
TOBapUCTBO

"JlekxiM-XapkiB",
YkpaiHa (nakyBaHHs
i3 doopmu in bulk
hipMn-BUpPOBHMKA
Ksiny
dapmaueyTikan Ko.,
Ntp, Kutaii)

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHU | TUMY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa 6yAb-AKOT YaCTUHU
mMartepiany NepBMHHOT yNaKoBKMU,
LLIO He KOHTaKTY€e 3 rOTOBUM
nikapcbkrM 3aco6omM
(Hanpvknag Komip KpuLLIEYoK 3
KOHTPO/IEM MEpLLOro BiAKPUTTS,
KONIp KOJOBUX Kinelb Ha
amnynax, KOHTelHepa A1 rofok
(pi3Hi BUAM nnactmacwu) (3miHa,
AIka He BM/IMBA€E Ha KOPOTKY
XapaKkTepuCTUKY NiKapCbKoro
3aco6by) - 3MiHa Kosibopy
NNaCTUKOBOI KPULLIKA KOBMauka
/1IIOMIHIEBOTO 3 CUHBOIO Ha
YepBOHWUIA. MNepBUHHNI
nakyBaJ/lbHWI MaTepian He
3MiHMBCS. 3anponoHOBaHo:

Aluminium Plastic Combined
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

Caps Color of the plastic: red.

243.

LE®TA3NIUM

MOPOLLOK A4/151 PO3YUHY
ons iH'exkuii no 1,0 r; in
bulk: 50 cpnakoHis 3
NMOPOLLKOM Y KOpobLi

MpuBaTHe
akKujioHepHe
TOBap1CTBO

"Nlekxim-Xapkis"

YkpaiHa

Ksiny
dapmaueyTikan Ko.,
nra.

Kutai

BHECEHHS 3MiH 0
peecTpauiiHux matepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa 6yAb-AKOi YacTUHU
marepiany NepBMHHOI YNaKkoBKY,
LLI0 He KOHTaKTYy€e 3 FOTOBUM
nNikapcbkM 3ac060M
(Hanpvkiag Kosip KpyLLIeYoK 3
KOHTPO/IEM MEepLLOro BiAKPUTTS,
KOMIp KOAOBWX Kinelb Ha
amnynax, KoHTeilHepa A/1a ronok
(pi3Hi BUAM nnacTmacy) (3miHa,
AIKa He BM/IMBAE Ha KOPOTKY
XapakTepucTuky nikapcbkoro
3acoby) - 3MiHa KoNbopy
NNAaCTUKOBOI KPULLIKA KOBMayka
/TIOMIHIEBOTO 3 CUHLOTO Ha
6inuii. NMepBUHHNIA NaKyBabHWIA
mMaTtepian He 3MiHMBCS.
3anponoHoBaHo: Aluminium
Plastic Combined Caps Color of
the plastic: white.

UA/13654/01/01

244,

LE®TAININM

MOPOLLIOK A4/151 PO3UUHY
ons iH'ekuii no 1,0r; 1,
abo 5, abo 50 chnakoHis
3 MOPOLLKOM Yy navuj 3
KapToHy, 1 chnakoH 3
nopoLukom Ta 1 amnyna
3 PO3UYMHHUKOM (BOZA
Ans iH'ekuiid) no 10 mn B
6nictepi, no 1 6nictepy
B NauLli 3 KapTOHY

MNpvBaTHe
akuioHepHe
TOBapuCTBO

"JlekxiM-Xapki"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim-XapkiB",
YkpaiHa (nakyBaHHs
i3 hopmu in bulk
ipMm1-BMPOGHMKA
KBiny
dapmaueyTikan Ko.,
N1a., Kntaii)

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TURY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa 6yab-AKOi YaCTUHU
mMartepiany NnepBMHHOT yNakoBKu,
LLIO HEe KOHTAaKTYE 3 rOTOBUM
NikapCbkvM 3ac060M
(Hanpuknag Konip KpULLEYokK 3
KOHTPO/IEM NEPLLOro BiAKPUTTS,
KOJp KOJOBUX Kineub Ha
amnynax, KoHTeiHepa A5 ronok
(pi3Hi BUAM nnactmacwk) (3miHa,
Aka He BM/IMBAE Ha KOPOTKY
XapakTepucTuky nikapcbkoro
3aco6y) - 3mMiHa Ko/bopy
NNaCTUKOBOI KPULLIKW KOBMayka

3a peuernmom

UA/13768/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
/IIOMIHIEBOTO 3 CUHLOIO Ha
6inwiA. MepBUHHUIA NakyBanbHUIA
marepian He 3MiHVBCS.
3anponoHoBaHo: Aluminium
Plastic Combined Caps Color of
the plastic: white
245. | UE®TPIAKCOH- NOPOLLOK A1 PO3UNHY My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 3a peyernmom UA/4174/01/01
BX®3 Ans iH'ekuii no 500 wmr, akujioHepHe akujioHepHe peecTpauiiHnx matepianis:
chniakoHu 3 nopoLukom; 1 TOBapWCTBO TOBapUCTBO 3MiHU | TUNY - BHECEHHS 3MiH Y
hNakoH 3 NOPOLUKOM B "HaykoBo- "HaykoBo- cneumaikalito 415 KOHTPOIO

nauyj; 1 donakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHKKOM (BOAa AN
iH'ekyjn) no 5 mn B
amnyni B navwyj 3
KapTOHHOI0
neperopogKo

BMPOGHNYNIA LEHTP
"BopLyariBcbkuii
XiMiKo-
hapMaLeBTUYHWI
3asof”

BMPOGHNUNIA LLEHTP
"BopLuariBcbkuii
Ximiko-
hapmaLleBTUYHNI
3asofg”

NepPBUHHOTO NakKyBaslbHOro
Marepiany «[pobka rymosa», a
came 1o p. «laeHTudikayis»: n.

«EnactnyHicTb maTepiany»
3amiHeHo Ha n. «Abcop6ujiHa
cnekTpodoTOMeTPIS»; M.
«CyXM1il 3a/IMLLOK» 3aMiHEHO Ha
n. «3a/IMLWOK nicns
BMMNapIOBYBaHHSA», @ Takox
BHECEHO pefakLiiiHi npasku

po3giny «Onuc» (MpuBeaeHHs y
BignoBigHiCTb A0 BUMOr AdY);

3MiHW | TUMY - YTOUYHEHHS
METOAVKN A58 KOHTPO/0
NepBUHHOTO NaKyBaslbHOrO
marepiany «[pobka rymosa» n.
«JleTki cynbpign», a came
YTOYHEHHS MPUTOTYBaHHA
PO34unHy eTasioHy B MeToAuL,i

BM3HAYEHHS «J1eTkn cynbdign»;

3MiHU | TUNY - BHECEHHS 3MiH Y

cneumdikaLito A5 KOHTPOO
NepPBUHHOTO NaKyBaslbHOro

mMatepiany «pobku rymoBi», a

came [0[aTKoBO BBOAUTBLCA [0
BXE ICHYIOUMX NepioguyHNX
BMNPO6YBaHb, NepiogNYHi

BMNPOBYBaHHA 41 N.
«lgeHTudikayis. A. AbcopbuiiHa
cnekTpooToMeTpis» Ta «BMicT
3arasibHOl 30/11»; YTOYHEHO
npoBefeHHsA NepiognyHNX
BUNpobyBaHb, a came
«KOHTPO/IOKOTb NepLUy cepito
KOXHOTO POKY Bifi KOXHOIo
BMPOGHUKa» (6yN0 3aTBEPKEHO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
- «KOHTPOSIIOKOTb NEpPLLY Ta
HacTYMHY KOXHY N'ATY cepito

NOCTaBKMN MOTOYHOTO POKY»);
3MiHU | TUNY - BHECEHHS 3MiH Y
cneumdikaLito g1 KOHTPOO
NepPBUHHOTO NaKyBaslbHOro
matepiany «pobku rymoBi», a
came 3MiHW KpuTepito
NPUAHATHOCTI N. «BmicT
3arasibHOT 30/11»; 3MiHU | TUny -
BHECEHHS 3MiH Y crneumdikauito
[ON19 KOHTPO/I0 AMnyn 3
TPY6HOro ckna eMHICTIO 5 Mn
a6o 10 m, a came 3MiHK
KpUTEpIto NPUAHATHOCTI M.
«MakcumasibHe NponyckaHHs
cBiTna (%)», «ligponitnuHa
CTifikicTb» (MprBeAeHHS y
BignoBigHiCTb A0 BUMOr AdY);
3MiHU | TUMY - BHECEHHS 3MiH Y
cneumdikauito A1 KOHTPOSO
amnys, a came BBeEHHSA TecTy
«ApCEH», SKUIA KOHTPOIOTb
3rigHo cepTudpikata BUPOGHMKa,;
3MiHM | TUMY - peaakLiiHi npaBku
Ta [ON0OBHEHHA B Crneumndikauii
[N KOHTPOJIO NEePBUHHOTO
nakyBaslbHOrO mMaTtepiany
«Amnynu 3 TpybHOro ckna
emMHicTio 5 M Ta 10 mn» B
po3gini «Onuc». 3MiHu B
Cnevyucpikauii 4na KOHTPOso
NepPBUHHOTO NaKyBaslbHOro
maTepiany «AMnynu 3 Tpy6HoOro
cKkna emHicTio 5 mn Ta 10 mn», a
came 3MiHM B MepioanYHOCTI
NnoKasHUKiB «MakcumasibHe
nponyckaHHs csitna (%)» Ta
«ligponiTuyHa CTilikicTb» -
KOHTPOJTIOIOThL KOXHY nepLuy Ta
N'ATYy cepito NOTOYHOrO POKY
KOXHOTO BUPOGHMKA KOXHOTO
po3mipy. (TecT "MakcumarnbHe
nponyckaHHs ceitia (%)"
BUKOHYETBLCA A/15 amnysi
6pyHaTHOro KONbopy)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsio4YeHHs1
246. | UE®TPIAKCOH- NOPOLLOK A9 PO3UYNHY My6niyHe YkpaiHa, My6niyHe YkpaiHa BHECEHHS 3MiH 0 3a peyernmom UA/4174/01/02
BX®3 AN iH'ekuili no 1000 wmr, aKujioHepHe akujoHepHe peecTpauiiiHix maTepianis:
chnakoHu 3 nopoLukom; 1 TOBapWCTBO TOBapUCTBO 3MiHU | TUNY - BHECEHHS 3MiH Y
hNakoH 3 NOPOLUKOM B "HaykoBo- "HaykoBo- cneumaikauito 415 KOHTPOO

nauuj; 1 donakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHKKOM (BOAa ANs
iH'eKUili) no 5 mn a6o no
10 mn B amnyni B navw,i
3 KAPTOHHOIO
neperopogkoto; 1
h/1aKOH 3 NOPOLLKOM Y
KOMM/EKTi 3
PO3YMHHUKOM (NigoKaiHy
rigpoxnopug, po3yvH
Ans iH'ekuid, 10 mr/mn)
no 3,5 mn B amnyni B
nauLi 3 KAPTOHHOK
neperopoaKoto

BUPOGHNYMIA LIEHTP
"BopuyariBcbkuii
XiMiKo-
hapmaueBTUYHWIA
3asof”

BUPOGHNUNIA LLEHTP
"BopLuariBCcbkuii
Ximiko-
thapmaueBTUYHUIA
3asopg”

NepPBUHHOTO NaKyBasIbHOrO
mMarepiany «[pobka rymosa», a
came 1o p. «laeHTudikayis»: n.

«EnacTnyHicTb maTepiany»
3amiHeHo Ha n. «Abcop6ujiHa
CneKkTpodoTOMETPISA»; M.
«CyXni1 3aNMLLIOK» 3aMiHEHO Ha
n. «3a/IMLWOK Micns
BMMNapPIOBYBaHHSA», a Takox
BHECEHO pejakLiiiiHi npaBku

po3giny «Onuc» (MpuBeaeHHs y
BignoBigHiCTb A0 BUMOr AdY);

3MiHU | TUMY - YTOUHEHHS
METOAVKN A58 KOHTPO/0
NepBUHHOTO NaKyBasIbHOro
marepiany «pobka rymosa» n.
«JleTki cynbpign», a came
YTOYHEHHS MPUTOTYBaHHA
PO34unHY eTasioHy B MeToauL,i

BM3HAYEHHS «J1eTkn cynbdign»;

3MiHU | TUNY - BHECEHHS 3MiH Y

cneumdikaLito g5 KOHTPOO
NepPBUHHOTO NaKyBaslbHOro

matepiany «pobku rymoBi», a

came [0faTKOBO BBOAUTLCA [10
BXE ICHYIOUMX NepioguYHNX
BMNpOGYBaHb, NepioAnNYHi

BMNPOGYBaHHA 41 N.
«lgeHTudikayis. A. AbcopbuiriHa
cnekTpohoToMeTpis» Ta «BmicT
3arasibHO1 30/11»; YTOYHEHO
NpoBefeHHsA NepiognyHNX
BUNpobyBaHb, a came
«KOHTPO/IOKOTL NepLUy cepito
KOXHOTO POKY Bifi KOXHOIO
BMPOOHUKa» (6yN0 3aTBEPKEHO
- KKOHTPOJIIOIOTH NepLly Ta
HaCTyMHY KOXHY N'ATYy Cepito
NoCTaBKN NOTOYHOTO POKY»);
3MiHU | TUMY - BHECEHHS 3MiH Y
cneumdikauito A5 KOHTPOSO
NepBUHHOTO NaKyBasIbHOro
marepiany «po6ku rymosi», a
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Kpaina

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

BUPO6GHUKa

came 3MiHU KpuTepito

20
nocsioYyeHHs

VioppaHis

NPUIAHATHOCTI N. «BmicT
3arasibHOI 30/11»; 3MiHu | TNy -
BHECEHHS 3MiH Y cneuudikadito
[L/19 KOHTpOo AMnyn 3
TPYyBHOro ckna EMHICTIO 5 Mn
a6o 10 mn, a came 3mMiHU
KpUTEpIto NPUAHATHOCTI M.
«MakcumasibHe NponyckaHHs
cBiTna (%)», «ligponitnyHa
CTiliKicTb» (MpUBEAEHHS Y
BigNoBigHICTL A0 BUMOT AdY);
3MiHU | TUNY - BHECEHHS 3MiH Y
cneumdikaLito g1 KOHTPOO
amnys, a came BBeeHHS TecTy
«ApCeH», KNI KOHTPOSTIOKTb
3rigHo cepTucpikata BUPOGHWKA,;
3MiHM | TUMy - pegakuiiHi npaBku
Ta [OMNOBHEHHSA B Cneuudikadii
AN KOHTPOSIIO NEPBUHHOIO
nakyBasibHOro martepiasny
«AmMnynu 3 Tpy6HOro ckna
€MHicTio 5 Mn1 Ta 10 mn» B
po3gini «Onuc». 3MiHu B
Cneuudpikauii 415 KOHTPOSO
NePBUHHOIO NaKyBaslbHOro
marepiany «Amnynn 3 Tpy6Horo
cKna emMHicTio 5 mn ta 10 mn», a
came 3MiHW B NepioAnYHOCTI
NokasHukiB «MakcumasibHe
nponyckaHHs ceitna (%)» Ta
«TigponiTyHa CTiliKicTb» -
KOHTPOJTIOITb KOXHY nepLuy Ta
M'ATY Cepito MOTOYHOrO POKY
KOXHOrO BUPOOHMKA KOXHOTO
po3wmipy. (TecT "MakcumasnbHe
nponyckaHHsa csitna (%)"
BMKOHYETBLCA 419 amnyn
6pyHAaTHOrO KObopy)

BHECEHHS 3MiH ao

3a peyenmom

UA/8893/01/02

247.

LEDYTUN®

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 250 mr, no 10
Tabnetok y 6nictepi, no
1 6nicTepy y KapTOHHii
Kopoo6Li

Papma
IHTepHeLueHan
Komnari

Voppakis

Papma
IHTepHelweHan
Komnari

peecTpavuinHMx maTepianis:
3MiHM Il TURy - 3MiHKX 3 SKOCTI.
A®I. BUpo6bHMLTBO. 3MiHa
BMPOGHMKA
BVIXiZLHOr0/MPOMIXKHOr0

npoayKTy/peareHTy, Lo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHMKa (BKTOHaouM,

e HeobxiaHo, micue
NPOBefEHHS KOHTPO/IO AKOCTI)

A®I (3a BigcyTHOCTI
cepTudikara BiZNoOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHS HOBOTO BUPOGHMKA
A®I| 3 HagaHHAM MacTep-taiina
Ha A®l) - BBEAEHHSA
albTePHATUBHOIO BUPOBHMKA
Aito40i peyoBrHY LedypoKeUm
KoBaneHT labopatopi3 MBT.
NtAa., IHAis 3 HagaHHAM MacTep-
(haiina Ha AdI

248.

YEMMIKC

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 0,5 mr + Tabnetku,
BKPUTi NNIBKOBOO
060/10HKOI0, MO 1 Mr;
abo TabneTkun, BKpPUTI
N/1iBKOBOK 060/TOHKOIO,
no 1 mr; no 11 TabneTok
(0,5 mr) Tano 14
Tabnetok (1 mr) y
6nictepax B KApTOHHIlA
ynakoBLji, Lo
po3knagaeTbCa; no 14
Tabnetok (1 mr)y
6nicTepi; no 2 6nictepn
B KapPTOHHIlA ynakoBL,
LLI0 pOo3KNafaeTbes

Mdpaiizep IHK.

CLWA

Brpo6HMLTBO 3a
MOBHUM LIMIK/TOM:
P-®apm JxepmaHi
mM6X, HimeuunHa,;
Bupo6HuuTBO,
TECTYBaHHS npn
BUMYCKY:
Mdpaiizep ITanis
C.p.n., Itanis;
MepBuHHE Ta
BTOPVHHE
nakyBaHHs1,
MapKyBaHHS Ta
BMNYCK cepil:
Mdcpaiizep
MeHtochekuypuHr
Loiunena rmoéX,
HimeuumnHa;
TecTyBaHHsa npu
LOCNIAKEHHI
CTabifIbHOCTi:
Mdpaiizep IHk., CLUA

HimeuunHa/
ITania/
CLA

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUMy: 3MiHK 3 AKOCTI.

[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3amiHa
abo BBeAEHHA 404ATKOBOI
AiNbHULI BUpOGHMLTBA A/1S
4acTVHM abo BCbOro
BMPOBHMYOrO NPOLEeCy roToBOro
nikapcbKoro 3acoby (finbHMLA
AN BTOPUHHOTO MakKyBaHHS) -
BBE/IEHHS a/lbTEPHATUBHOIO
BUPOOBHMKa [151 BTOPUHHOTO
nakyBaHHs Mdpaiizep
MeHtocbekuypuHr foliuneHs,
'mM6X, Himeuunna / Pfizer
Manufacturing Deutschland
GmbH, Germany. BeegeHHs
3MiH NpOTArom 6-Tu MicsuiB
nicnsa 3aTBepAXeHHS; 3MiHu |
TMny: 3MiHW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOBHUUTBI. 3amiHa abo
BBEJEHHS A0AAaTKOBOI AiNbHUL
BVMPOGHMLTBA A1 YaCTUHU abo
BCbOro BMPOBHMYOro npouecy
roTOBOrO liKapCbKOro 3acoby
(AinbHUUSA ANA NEPBUHHOIO
nakyBaHHs1) - BBE,EHHSA

3a peuyenmom

UA/9398/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1
anbTepHaTVBHOMO BUPOGHMKA

[ONS NePBUHHOTO MakKyBaHHS
Mdpaiizep MeHodeK yprHr
[Loiunena Mv6X, HimeuwunHa /
Pfizer Manufacturing
Deutschland GmbH, Germany.
BBefeHHA 3MiH NPOTArom 6-Tu
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHM | TUMy: 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHN Y BUPOGHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPO/HO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
fofaBaHHsA BUPOGHMKA, LU0
BiANOBiAaE 3a BBE3EHHA Ta/abo
BMMYCK cepii) - He BkIoyaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
BBEJIEHHSA a/lbTEPHATUBHOIO
BMPOGHMKa, LU0 Bignosigae 3a
Bunyck cepii Mdpalizep
MeHtodpekuypuHr Jounens,
m6X, Himeuunna / Pfizer
Manufacturing Deutschland
GmbH, Germany. 3miHu
BHECEHO B iHCTPYKL,il0 AnA
MeAMYHOro 3acTOCyBaHHSA LLOAO
HaliMeHyBaHHSA Ta
MiCLLe3HaXOKEHHS BUPOOHUKA 3
BiANOBIAHMMU 3MiHAMU Y TEKCTI
MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby (BBeAEHHS
anbTepHaTMBHOMO BUPOGHNKA).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS;
3MiHK | TUNy: 3MiHK 3 SKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3aMiHa
ab60 BBeieHHA [04aTKOBOI
AiNbHULI BUPOBGHMLTBA 415
4acTHM abo BCbOro
BMPOBHNYOro NpoLecy rotoBoro
nNikapcbKoro 3acoby (AinbHULA,
Ha SKiii NpoBOAATLCA by Ab-SKi
BMPOGHUYI CTagjl, 3a BUHATKOM

BUNYCKY Cepili, KOHTPOJIO AKOCTI,




195

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

NepBUHHOTO Ta BTOPYHHOIO
nakyBaHHS1, 4151 HECTePUbHUX
NiKapCbKNX 3aco6iB) - BBEAEHHSA
albTepPHATUBHOIO BUPOBHMKaA
BiANOBIAa/IbHOIO 3a
BMPOG6HMLTBO bulk Mdaiizep
ITania C.p.n., Itania / Pfizer Italia
S.r.l., ltaly. BBegeHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEPMKEHHS; 3MiHK | TUny:
3MiHK 3 SiKOCTi. TOTOBMIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SKOCTi FOTOBOrO
nikapcbKkoro 3acoby (3amiHa abo
[0JaBaHHs Ai/TbHULI, Ha SKil
34iACHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
BBE[IEHHSA a/lbTePHaTUBHOIO
BMpOOHUKa BiANOBIA&/ILHOTO 3a
KOHTpO/b cepii Mdchaiizep ITanis
C.p.n., Itania / Pfizer Italia S.r.l.,
Italy. BBeieHHs 3MiH NPOTArom
6-T MicAUiB nmicns
3aTBEPKEHHS; 3MiHW | TUNY:
3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha SAKIRA
3[iACHIOETbCS
KOHTPO/b/BUNPOGYBaHHSA cepii) -
BBE[EHHSA 104aTKOBOro
BMpOGHMKa MNdpaiizep IHK.,
CLUA/Pfizer Inc., USA,
BiAANOBIAA/IbHOrO 3a TECTYBaHHSA
npu gocnigpkeHi cTabinbHOCTI.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHM | TUMy: 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHW Y BUPOGHULITBI. 3MiHN Y




196

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

npoueci BUPOGHULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbLCH NP
BMPOGHULITBI FOTOBOrO
nikapcbKkoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
3MiHW Y BUPOBHUYOMY npoLeci
ans Bupo6Huka Mdpaisep ITanis
C.p.n., Itanisa, a came 3miHeHO
nopsLoK AOoAaBaHHSA
KOMMOHEHTIB Tab/1eTKOBOI
CyMiLLi Ta Ha nepLlomMy eTani
BMPOBHMYOrO nNpoLecy cTagito
noApibHEHHs BUXIAHUX
mMartepianis NPoBOAATL Nepes
CTagji€eto 3MiLlyBaHHS; 3MiHW |
TMny: 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHMLITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y mpoueci BUpo6bHNULTBA) -
y npoLeci BUpo6bHULTBa, a came
Ha cTagji 3MalleHHs Ta
3MillyBaHHS foAaHo BibpaTop;
3MiHK | TUNy: 3MiHK 3 SKOCTI.
FOTOBWIA NniKkapcbkuMii 3aci6.
3MiHN Y BUPOOHULTBI. 3MiHN Y
npoueci BUpOGHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbLCS NP
BMPOGHULITBI FOTOBOrO
nikapcbKkoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
3MiHa Tuny obnagHaHHa ons
NNIBKOBOrO MOKPUTTS B MeXax
OflHOro Kfacy Ta nigknacy 3rigHo
SUPAC (Scale-Up and Post-
Approval Changes; 3miHu | Tuny:
3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPO6GHUKa

PeecmpayjitiHa npoyedypa

Ymosu sidnycky

Homep
peecmpayitiHo
20
nocsi0YeHHs1

BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKNOYaOun gianasoH
po3mipy cepii) rotoBoro
nikapcbkoro 3acoby (iHwWi 3MiHu)
— 3MiHa po3mipy cepil
(3aTBepmxeHo: 115 kr ta 700 kr;
3anpornoHoBaHo: AianasoH
po3wmipy cepii Big 115 kr go 700
Kr); 3mMiHu | Trny: 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneundgikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO
niKapcbKoro 3acoby (iHLwi 3MiHW)
- [0 NoKasHuka «MpoaykTn
po3nagy» cneuudikauii Ha
TEepMiH NpUAaaTHOCTI foAaHO
BM3HAYeHHs cnewumgivyHoro
npoaykty posnagy CP-536,363
(N-meTun BapeHukniHy) 3
[ONYyCTUMOK MeXelo He GinbLue
0,5%. BBefieHHs1 3MiH NpOTArom
6-TK micAwiB nics
3aTBEPMKEHHS; 3MiHM | TUNy:
3MiHK 3 SiKOCTi. TOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3mMiHa y meToax BunpobyBaHHS
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax
BMNPOGYBaHHS) - 3MiHU
MeTtoaukm V 27.03 ana
ineHTudikauii Ta KinbkicHoro
BU3HAYEHHS BapeHWUKiHY
meTogom BEPX (mogaHo
iHchopmavito cTocoBHO
NPUroTyBaHHS PO3YMHHUKA 415
CTaHfapTy Ta BHECEeHi
pefakuiiiHi npasku). BBefeHHN
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepXeHHs; 3MiHu |
Tuny: 3MiHKn 3 siKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3mMiHa y MeToAax BUNpobyBaHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsi0YeHHs1

BUKOPWCTOBYETLCSA BUPOOHNKOM

roTOBOrO JiKapCbKOro - 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BMNPOGYBaHHS) - 3MiHU
metoaukm V 27.04 ana
BU3HAYEHHS MOKa3HUKa
«[MpoaykTn po3nagy» MeToaoM
BEPX 3 06epHeHMK dhasamm
(yTouHeHo napameTpu
NpUAATHOCTI CUCTEMM).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS;
3MiHK | TUNy: 3MiHK 3 SKOCTI.
FOTOBWIA NniKkapcbkuMii 3aci6.
KOHTpPO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN
y MeTogax BunpobyBaHb
(Bkntovaroun 3amiHy abo
[OMOBHEHHS)) - AOAAHO
MeToAunKy BUnpobysaHHA TM-
7075A/MA-0416 ans
BU3HAYEHHSA cneumndiyHoro
npoaykty posnagy CP-536,363
(N-meTun BapeHuKniHy)
meTogom BEPX. BeegeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPLKEHHS; 3MiHM | Tuny:
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3miHa y MeToAax BUNpobyBaHHS
roTOBOrO iKapCbKOro 3acoby
(iHwWi 3MmiHM y MeTogax
BMNpOGYBaHb (BK/IHOYaK4M
3aMiHy abo JOMOBHEHHSA)) -
[0AaHO anlbTepHaTUBHY
metoauky MA-0403 ans
iaeHTudikauii Ta KinbkicHoro
BM3HAYEHHS BAPEHUKNIHY
MeTogom BEPX 3 o6epHeHMU
thazamu, sKuii

Mdpaizep Itania C.p.n., ITanis.
BBefeHHA 3MiH NPOTArom 6-1n

MicsILLiB NiCNs 3aTBEPAKEHHS;
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu sidnycky Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA peecmpayitiHo
3acoby ynakoska) 20
nocsio4YeHHs1
3MiHK | TUNy: 3MiHK 3 SKOCTI.

FOTOBWIA nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nNikapcbKoro 3acoby (OHOB/EHHS
npoeaypy BUNpobyBaHHs Ans
npuBeAeHHs Y BiANOBIAHICTD 3i
3MIHEHOIO 3araibHO0 CTaTTen
A®Y abo EBponencbkoi
thapmakoner)
npvBeAEHHS MEeTOANKM 3a
NoKasHUKOM «BMicT Bogu» y
BiANOBIAHICTb 40 BUMOT
3araibHoi cTaTTi
2.5.12.Bu3HayveHHs Boau
HaniBMikpomeToA0M (MeTog, A)
EP ans Bupo6Huka MNdaiizep
ITania C.p.n., ITanis; 3mium |
Tuny: 3MiHn 3 siKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHW) - 3aTBEPAKEHI
MeToAn KOHTposto skocTi MN3 i3
3MiHaMu, NpeacTaBneHo
YKpaiHCbKOK MOBOIO. BBeAeHHs
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepKeHHs

B.o. I'enepanbHoro gupexkropa /lupekropary
(hapmanieBTUYHOr0 3a0e3neyeHHs

Isan 3A/IBOPHUX
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