MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
05.06.2018 Ne 1071
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIB 5, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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4. BimMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiasiB Ta Jlep>kaBHOTO DeECTPYy JIiKAapChKUX 3aco0iB YKpaiHu
MKapChbKHUX 3aCO0iB 3TiIHO 3 TIeperikoM (701aToK 4).

5. KOHTpO/1b 32 BUKOHaHHSAM LIbOT'O HaKa3y IOK/IaCTy Ha 3acTyrnmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



MEPENIK
3APEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHNX NPEMAPATIB), SKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

05.06.2018 Ne 1071

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakosKa) NocBi0YeHHs1
1. AJTTE3NKAM® Tabnetky no 15 mr Ne CAHBES3A ABCTpis KO "MATICTPA C PymyHis peecTpavuis Ha 5 pokis 3a He UA/16741/01/01
10 (10x1), Ne 20 NAB 'mbX eHg C"T. O. B. peyenmom | nidnseae
(10x2) y 6nictepax
2. AnonypPuHon nopoLUokK (cybcTaHuis) | TosapucTBo 3 Ykpaina IHAOKO PEME/AI3 IHAis peecTpauif Ha 5 pokis - He UA/16742/01/01
y NoABIliHMX 06MEXeHOo NIMITEL nidnsieae
nonieTuIeHoBuxX BignoBigabHi
naketax gns CTHO
thapmaueBTUYHOro "®apmaveBTn
3aCTOCYyBaHHSA YHa KoMnaHis
"3g0pos's"
3. BAVAYPEOH MOPOLUOK MO 2 Mr i AcTpa3eHeka LBeuis Bunyck cepii: Benvka peecTpauis Ha 5 pokis 3a He UA/16743/01/01
PO3YMHHMK AN Ab AcTtpa3eHeka HOK BputaHis/ MepioAnYHICTb NOAAHHS pPerynspHO peuenmom nionsieae
NPUroTyBaHHSA Nimitea, Benuka CLIA/ OHOB/IOBAHOrO 3BIiTY 3 6e3nekn
cycneHsii BpuTaHis; LBeuis/ BiANOBIAHO A0 Mopsaaky 34iMCHEHHS
NPOSIOHrOBaHOro Bupo6bHMLTBO "in Pecny6nika hapmakoHarnagy, 3aTBepaxeHoro
BMBI/TbHEHHA AN1A bulk", nepsuHHa IpnaHgjs Haka3oM MiHicTepcTBa OXOPOHY 340POB’'S

iH'EKLi1 y nonepeaHb0
HaroBHEHIN
0HOA030BIl LWNpuL-
pyuyui, no 1 wnpuu-
pyuyLi Ta ronuiy
3anevaraHivi
KOHTYPHIli YapyHKOBIl
ynakosLi, no 4
KOHTYPHUX
YapyHKOBUX YNaKoBKN
3 10AaTKOBOIO
3anacHolo rosikoio B
KapTOHHIlA KopoobLi

ynakoska
(HanoBHeHHA Ta
IHCMeKTyBaHHS),
BTOPWHHE
nakyBaHHs (36ip
LUNPUL-PYYKN,
MapKyBaHHs1, 36ip
KOMNJEKTY),
BMNPOGYBaHHSA
CTabiNbHOCTI:
Awinin Oraiio JINC,
CLLA;
Bunyckatoui
BMNPOGYBaHHSA
(BnpobyBaHHsA
iaeHTudikaui
MeTOA0M Macc-
CnekTpoMeTpii, KO
BMKOHYETbCS)):
EBpodpiHC

Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuLji
Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHMW 340P0B’'S YKpaiHu
Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3riHO 3i CTPpOKamu,
3a3HavYeHMU y NepiofnMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
MikpoKemi AB,
Lseuis;
Bunyckatoui
BMNpOGyBaHHS (3a
BUHATKOM
BMNPOGYBaHHSA
ineHTndikauit
MeToAoM Macc-
cnekTpomeTpii):
Mikpoxem
Nab6opaTtopi3
Nimiten, Pecnybnika
Ipnangis
4, BO3EHTAH TabneTku, BKPUTI AnBoreH IMKo | Jlokcembyp Bignosigae 3a Kinp/ peecTpauis Ha 5 pokis 3a He UA/16744/01/01
ANNBOrEH NAiBKOBOO C.ap.n r BUNYyCK cepii: KaHaga MepioAnYHICTb NOAAHHS PEryssipHO peyenmom nidnsieae
obonoHkoto, no 62,5 dapmacaiiHc OHOBJ/IHOBAHOTIO 3BITYy 3 6e3nekn
Mr Nel4 (14x1), Ne56 IHTEepHeLleHN BiANOBIAHO A0 MopsaaKy 34iNCHEHHS
(14x4), Ne112 (14x8) y Nimitea, Kinp; hapmakoHarnsgy, 3aTBepiKeHoro
6nicTepax BMPOGHMLTBO "in Haka3oM MiHicTepcTBa OXOPOHY 340POB’'S
bulk": Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
PapmacaiiHc IHK., 3apeecTpoBaHuii B MiHicTepcTBi locTuji
KaHaga; Ykpainu 19 rpyaHa 2016 poky 3a Ne
BUPOGHMLTBO "in 1649/29779 (y pepakuii Hakasy
bulk", TecTyBaHHs: MiHicTepcTBa OXOPOHM 340PO0B’'st YKpaiHu
["eHBioOH Bif 26 BepecHsi 2016 poky Ne 996),
KopnopeiiweHc, CTaHOBUTb: 3rifHO 3i CTPOKaMW,
KaHaga; 3a3HavYeHVMU y NepiognMYHOCTI NOAAHHS
nepBrHHE Ta perynsipHux 3BiTiB 3 6e3neku.
BTOPWHHE
nakyBaHHS:
Benneuk MekemkiHr
IHk. O/A Bennsuk
MekemkiHr
ConwowuHc, KaHaga;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
Menpodapma,
thinian ®apmacaiiHc
IHK., KaHaga;
TECTyBaHHS:
dapmacaiHc IHk.,
KaHaga
5. BO3EHTAH TabneTku, BKPUTI AnBoreH IMKo | Jllokcembyp Bignosigae 3a Kinp/ peecTpavuis Ha 5 pokis 3a He UA/16744/01/02
ANNBOrEH NAiBKOBOO C.ap.n r BMNYCK cepil: KaHaga MepioAnYHICTb NOAAHHST PEryspHO peyenmom nidnsieae
060/10HKO0, 10 125 mr dapmacaiiHc OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
Nel4 (14x1), Ne56 IHTEepHeLleHN BiANOBIAHO A0 MopsaaKy 34iMCHEHHS
(14x4), Ne112 (14x8) y Nimitea, Kinp; hapmakoHarnsay, 3aTBepKeHoro




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
6nictepax BMPOGHMLTBO "in Haka3oM MiHiCTepcTBa OXOPOHY 340POB’'S
bulk": Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
dapmacaiiHc IHK., 3apeecTpoBaHuii B MiHicTepcTsi rocTuuii
KaHaga; Ykpainu 19 rpyaHa 2016 poky 3a Ne
BMPOGHMLTBO "in 1649/29779 (y pepakuii Hakasy
bulk", TecTyBaHHs: MiHicTepcTBa OXOPOHMW 340P0B’'s YKpaiHu
[eHBioH Bif 26 BepecHsi 2016 poky Ne 996),
KopnopeiiweHc, CTaHOBUTb: 3riAHO 3i CTPOKaMW,
KaHaga; 3a3HavYeHVMU y NepiognMYHOCTI NOAAHHS
nepBrHHE Ta perynsipHux 3BiTiB 3 6e3neku.
BTOPWHHE
nakyBaHHS:
Benneuk MekemkiHr
IHk. O/A bennsuk
MekemKiHr
ConwowuHc, KaHaga;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Menpodapma,
chinian dapmacaiiHc
IHK., KaHaga;
TeCTyBaHHS:
dapmacaiiHc IHK.,
KaHaga
6. | AEKCKETOMNPO NopoLUOK (cybcTaHLis) TOB HB® Ykpaina Knapouem IpenaHg Ipnangis peecTpauis Ha 5 pokis - He UA/16745/01/01
DEHY y NoAgiliHWi nakeTax 3 "MIKPOXIM" nrp nionsizae
TPOMETAMON nNiBKW
nonieTnneHoBoil Ansa
hapmaLeBTUYHOro
3aCTOCYBaHHSA
7. E®EAPUHY 6inuii abo maiixe ToBapucTBO 3 Ykpaina Mannagi Apar3 eHg, IHais peecTpauis Ha 5 pokis - He UA/16746/01/01
riAPOXNMOPUL, 6inuii KpucTaniuHnin 06MexeHo dapmacbloTikens nionsizae
nopoLLoK abo BignosiganbHi Nimitepq,
6e36apBHi kKpuctanm cTHo
(cybeTaHuis) y "XapkiBcbke
noaBinHnX thapmaueBTny
nonieTnIeHoBuUx He
MilKax ans nigNPUEMCTBO
hapmaueBTUYHOTO "3a0poB's
3acToCyBaHHA Hapogay"
8. KABOMETUKC TabneTkn, BKPUTI INCEH dpaHuin Brnpo6HMuTBO, KaHapga/ peecTpauist Ha 5 pokis 3a He UA/16766/01/01
NNiBKOBOO PAPMA nepBuHHE Ta PpaHuis MepioAWYHICTb NOAAHHS PerynsapHO peuenmom niosnsieae
060/10HKOt0, N0 20 Mr BTOPUHHE OHOB/TIOBAHOrO 3BIiTY 3 6e3nekn
Ne28 (7x4) y nakyBaHHs1, BiAgMNoBigHO A0 MopaaKy 34iACHEHHS
6nictepax, Ne30 y BUNPOGYBaHHA Npu chapmakoHarnsgy, 3aTBepaxeHoro
nAsLKax BUMYCKY Ta Haka3oM MiHicTepcTBa OXOPOHU 340POB’S
CTabifIbHOCTI; Ykpainm Big 27 rpyaHst 2006 poky Ne 898,




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
MateoH IHk., 3apeecTpoBaHuii B MiHicTepcTBi locTuji
KaHaga; Ykpainu 19 rpyaHsa 2016 poky 3a Ne
Bunyck cepii: 1649/29779 (y penakuii Hakasy
MaTeoH dpaHuis, MiHicTepcTBa OXOpPOHM 34,0POB’A YKpaiHu
PpaHuis Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HayYeHMn y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3MneKu
9. | KABOMETUKC TabneTku, BKpUTI INCEH ®paHuis Brpo6HMLTBO, Kanaga/ peecTpauisf Ha 5 pokis 3a He UA/16766/01/02
N/1iBKOBOIO PAPMA nepBrHHE Ta ®paHuis MepioAnYHICTL MOAAHHS perynsipHo peyenmom | nionseae
060/10HKO0, N0 40 Mr BTOPWHHE OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
No28 (7x4) y nakyBaHHs, BiANOBIAHO A0 Mopaaky 34iNCHEHHS
6nictepax, Ne30 y BMMPOGYBaHHA Npu hapmakoHarnsgy, 3aTBepXeHoro
nAsLKax BUMYyCKy Ta Haka3oM MiHicTepcTBa OXOPOHM 34,0POB’A
CTabinbHOCTI: Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
MateoH IHk., 3apeecTpoBaHuii B MiHicTepcTBi locTuji
KaHaga; Ykpainu 19 rpygHsa 2016 poky 3a Ne
Bunyck cepil: 1649/29779 (y pepakuii Hakasy
MateoH dpaHuis, MiHicTepcTBa OXOpPOHM 34,0POB’A YKpaiHu
PpaHuin Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHMM y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
10. | KABOMETUKC TabneTku, BKpUTI INCEH ®paHuis Brpo6HMLTBO, Kanaga/ peecTpauisf Ha 5 pokis 3a He UA/16766/01/03
NNiBKOBOIO PAPMA nepBuHHE Ta PpaHuis MepioAnYHICTb NOAAHHSA pPerynsapHO peyenmom niossieae
060/10HKO0, N0 60 Mr BTOPVHHE OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
No28 (7x4) y nakyBaHHs, BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
6nictepax, Ne30 y BMNPOGYBaHHA Npu hapmakoHarnagy, 3aTBepaxeHoro
nAsLKax BUMyCKy Ta Haka3oM MiHicTepcTBa OXOPOHM 3,0POB’A
CTabiNbHOCTI: Ykpainm Big 27 rpyaHsa 2006 poky Ne 898,
MaTeoH IHK., 3apeecTpoBaHuii B MiHicTepcTBi locTuji
KaHaga; Ykpainn 19 rpygHsa 2016 poky 3a Ne
Bunyck cepii: 1649/29779 (y peaakuii Hakasy
MaTeoH ®paHLig, MiHicTepcTBa OXOPOHMW 3[0P0B’A YKPaiHu
PpaHuis Bif, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMK y NepiognyHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku
11. KIHCbKOro nopoLokK (cybcTaHuist) | ToBapuCTBO 3 YkpaiHa ®iHuenb6epr NM6X HimeuunHa peecTpauist Ha 5 pokis - He UA/16747/01/01
KALWUTAHY y NonieTuIeHoBNX 06MexeHo & Ko. KI niosnsieae
HACIHHA naketax gns BiANOBIAabHI
EKCTPAKT hapMaLeBTUYHOIO CTH0
CYXVIA 3acTocyBaHHA "®apmauesTn
CTAHOAPTN3OB YHa KOMMaHis
AHUI "3p10poB's”
12. HI®YPOKCA3UL, | kancynu TBepAi no ANKANOIL, PECNYB/I ANKANOIQ AL PECMNYB/IK peecTpauis Ha 5 pokis 3a He UA/16750/01/01
ANKANOIp, 100 mr Nel0 (10x1), Af Ckon'e KA Ckon'e A MepioAnYHICTb NOAAHHS PErynsapHO peyenmom nionsieae
Ne 20 (10x2), Ne 30 MAKELOHI MAKEAOHIA OHOBJIHOBAHOrO 3BiTY 3 6GE3NEKN




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
(10x3) y 6nicTepax A, , KONnwHA BiAMNOBIAHO A0 Mopsaaky 34iACHEHHS
KONMNLWHA HOrOCNABC thapmakoHarnagy, 3aTBepaxeHoro
IOrOCJ1IAB bKA Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
CbKA PECIMYBJIK Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
PECNYB/I A 3apeecTpoBaHuii B MiHicTepcTBi tocTuuji
KA Ykpaiuun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y penaxuii Hakasy
MiHicTepcTBa OXOPOHMW 340P0B’'S YKpaiHu
Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMmW,
3a3HayYeHMMK y NepiognyHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.
13. | HI®YPOKCA3WA, | karncynu TBepgi no AJTKANOIA, PECMYB/I ANTKANOIO ALL PECMYB/IK peecTpaujs Ha 5 pokis 3a He UA/16750/01/02
ANIKANOIA 200 mr Ne 10 (10x1), ALl Ckon'e KA Ckon'e A MepioAnYHICTb NOAAHHS pPerynsipHO peuenmom niosnsieae
Ne 20 (10x2) y MAKEJOHI MAKELOHIA OHOB/IOBAHOIO 3BIiTYy 3 6e3nekn
6nicTepax A, , KONNLWHA BiAMNOBIAHO A0 Mopsaaky 34iACHEHHS
KONMNWHA HOrOCNABC hapMakoHarnagy, 3aTBepaxeHoro
IOrOCJ1IAB bKA Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
CbKA PECMYBJIK Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
PECNYB/I A 3apeecTpoBaHuii B MiHicTepcTBi tocTuuji
KA Yxpaiuu 19 rpyaHs 2016 poky 3a Ne
1649/29779 (y penaxuii Hakasy
MiHicTepcTBa OXOPOHMW 340P0B’'S YKpaiHu
Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HayYeHMMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
14. | HI®YPOKCA3WNL, | cycneHsisi opasibHa, ANIKANOIL, PECNYBI ANKANOIL AL PECNYBNIK peecTpaujs Ha 5 pokis 3a He UA/16750/02/01
ANKANOIp, 200 mr/5 mn no 90 mn ALl Ckon'e KA Ckon'e A MepioAnYHICTb NOAAHHS perynspHO peuenmom nionsieae
y hf1akoHi B KOMMNIEKTI MAKELOHI MAKELOHIA OHOBJIIOBAHOrO 3BiTY 3 6Ge3neKku
3 MipHUM CTakaH4yMKOM A, , KONNWHA BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
Ne 1 KONMNWHA HOrOCNABC hapmakoHarnagy, 3aTBepaxeHoro
IOrOCJ1IAB bKA Haka3oM MiHicTepcTBa OXOPOHY 340POB’'S
CbKA PECMNYBJIK Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
PECNYB/I A 3apeecTpoBaHuii B MiHicTepcTBi tocTuuji
KA Ykpainun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOPOHMW 340P0B’'S YKpaiHu
Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3rifHO 3i CTPOKamu,
3a3HaYeHMMK y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
15. HOBOEWUT NMOPOLUOK A1 PO3YUHY A/T HoBo [JaHis NPUroTYBaHHS, [Oanisa/ peecTpauis Ha 5 pokiB. MNepiognyHiCcTb 3a He UA/16751/01/01
NS iH ekuii no 250 Hopgick po3nuB y NepBuHHE HimeuunHa NOAAHHA PerynsipHO OHOBJIIOBAHOTO 3BITY peyenmom nionsizae
MO y donakoHi Nely nakyBaHHs1, 3 6esneku BiANOBIAHO A0 MNopsaky

KOMMJIEKTi 3
po3unHHMKom (0,9 %
PO34MH HaTpito

niodpinisauia ta
nepesipka rotoBoro
NiKapcbKoro 3acooy,

3[jicCHeHHs1 hapmakoHariaay,
3aTBEpAKEHOro HakasoMm MiHicTepcTBa
OXOPOHU 310POB’A YKpaiHu Big 27 rpyaHs




n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayjiliHo2o
nocsioYeHHs

xnopugy) no 4 mny
nonepeAHL0
HarnoBHEHOMY LLNPUL
Nel, LUTOKOM MOPLLHA
Ta nepexigHMKoM ans
hnakoHa

KOHTPO/b SIKOCTI
(mikpob6ionoriyHi
BUNPOBYBaHHSA)
roToBOro
niKapcbKoro 3acooby,
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHS rOTOBOr0O
nNiKapcbKoro 3acooby,
[ofaBaHHSA LWKam
[0 wnpuya ansa
BBEJEHHS:

A/T Hoso Hopagick,
[JaHis;
KOHTPO/b AKOCTI
roToBOro
niKapcbKoro 3acoby:
A/T Hoso Hopgick,
[LaHist;
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHS roTOBOr0O
niKapcbKoro 3acooby,
[OfaBaHHA Wkam
[0 wnpuua ans
BBEJEHHS:

A/T Hoso Hopgick,
[anis;
BiANoOBigabHMI 3a
BUMYCK cepil
roToBOro
niKapcbKoro 3acoby:
A/T Hoso Hopgick,
[LaHist;
BUPOBHULTBO
PO3UYMHHMKA
(npuroTtyBaHHs,
po3/1uB, NepeB.ipka,
KoMMnekTauis,
MapKyBaHHA Ta
nakyBaHHS
Hepo3acoBaHoro
NpoaykKTy):
BeTTep ®apma-
®epTiryHr F'm6X i Ko.
KI, HimeyunHa

2006 poky Ne 898, 3apeecTpoBaHwWii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHW 340POB’A

YkpaiHu Bif 26 BepecHsi 2016 poky Ne

996), cTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HayYeHMn y NepiognyHOCTI NOAAHHSA

perynspHux 3BiTiB 3 6e3neku.

16.

HOBOEWUT

MOPOLLIOK A/191 PO3YNHY
N8 iH ekuiin no 1000

A/T Hoeo
Hopgick

[JaHis

NPUroTyBaHHS,
pO3/I1B Y NepBUHHE

[Oanis/
HimeyunHa

peecTpadis Ha 5 pokiB. MNepiognyHicTb
NOAAaHHSA PerynsipHO OHOBJ/IFOBAHOTO 3BITY

3a
peyenmom

He
nidnsieae

UA/16751/01/03




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
MO y donakoHi Nel y nakyBaHHs, 3 6e3neku BignoBigHo Ao Mopaaky
KOMMNIeKTi 3 niocpinisauia Ta 3[jiCHEHHST hapMakoHariaay,

po3unHHMKoM (0,9 %
pO34MH HaTpito
xnopuay) no 4 mny
nonepeaHLo
HarnoBHEHOMY LUNPUL
Nel, LUTOKOM MOPLLHA
Ta nepexigHMKoOM Ans
chnakoHa

nepe.ipka rotoBoro
nikapcbKoro 3acooby,
KOHTPONb SIKOCTI
(mikpobionoriyHi
BMNPOOYBaHHS)
roToBOro
nNiKapcbKoro 3acooby,
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHS rOTOBOr0O
nikapcbKoro 3acooby,
[ofaBaHHSA LwKanm
[0 Wwnpuua ans
BBEJEHHS:

A/T Hoso Hopgick,
[Janis;
KOHTPO/b SIKOCTI
roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopagick,
[JaHis;
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHS rOTOBOr0O
NiKapcbKoro 3acooby,
[ofaBaHHSA LWKam
[0 wnpuya ansa
BBEJEHHS:

A/T Hoso Hopagick,
[aHis;
BiNOBIgaNbHWIA 3a
BMMYCK cepil
roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopagick,
[JaHis;
BMPOGHMLTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nuBe, nNepesipka,
KoMniekTauis,
MapKyBaHHSA Ta
nakyBaHHS
Hepo3acosaHoro
NPOAYKTY):
BetTep ®apma-

3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
O0XOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HavYeHMU y NepiofnYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
®eptiryHr F'm6X i Ko.
KI, Himeyunxa
17. | HOBOEUT MOPOLLIOK A/151 PO3YNHY AIT Hoso [Janis NPUroTyBaHHS, [Oanis/ peecTpauis Ha 5 pokis. MNMepiognyHicTb 3a He UA/16751/01/02
Ans iH ekuii no 500 Hopgaick pO3MVB Y NepBUHHE HimeuunHa NoAaHHsA perysiipHO OHOBJIIOBAHOTO 3BITY peyenmom | nidnseae
MO y chnakoHi Nely nakyBaHHs, 3 6e3neku BiANOBIAHO A0 MNopsaky

KOMMNEKTi 3
po3unHHmKom (0,9 %
PO34MH HaTpIto
xnopugy) no 4 mny
nonepegHL0
HanoBHEHOMY LLUNPUL
Nel, LUTOKOM MOPLUHSA
Ta nepexigHKom ans
hnakoHa

nioginisauis Ta
nepesipka rotoBoro
nNiKapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BUNPOBYBaHHS)
roToBOro
nikapcbKoro 3acooby,
MapKyBaHHA Ta
BTOPVHHE
nakyBaHHS rOTOBOrO
nNiKapcbKoro 3acooby,
[ofaBaHHsA LKanm
[0 wnpuua ansa
BBEJEHHS:

A/T Hoso Hopgick,
[LaHist;
KOHTPONb SIKOCTI
roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[Janis;
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS! rOTOBOrO
nikapcbKoro 3acooby,
[ofaBaHHSA LwKanm
[0 Wnpuua ans
BBEJEHHS:

A/T Hoso Hopgick,
[NaHis;
BignoBiganbHWi1 3a
BMNyCK cepil
roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[Janis;
BMPOGHMLTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3/uB, Nepesipka,
KoMnekTauis,
MapKyBaHHS Ta

3[jiCHEHHS hapmakoHariaay,
3aTBEPMAKEHOro Haka3oM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 34,0pOB’A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3HavYeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
nakyBaHHs
Hepo3dacoBaHoro
NPOAYKTY):
Bettep ®apma-
®epTiryHr Tm6X i Ko.
KI', HimeuwunHa
18. | TENMINAKC Tabnetku no 80 mr/ 25 M. BioTek Benuka AnbTepHaTVBHa Icnanis peecTpauis Ha 5 pokis 3a He UA/16754/01/02
nnoc Mmr Ne28 (14x2) y NimiTeq BpuTaHis OinbHUUA ANns MepioAnYHICTb NOAAHHS perynspHO peuenmom niosnsieae
6nictepax NpoBeAEeHHS OHOBJIIOBAHOrO 3BiTY 3 6Ge3neKku
AHaTITUYHNX BiAMNOBIAHO A0 Mopsaaky 34iACHEHHS
BMNPOOYBaHb: chapmakoHarnsgy, 3aTBepaxXeHoro
Na6opartopio Ap. ®. Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
EueBapHe, AHanicic, Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
C.A,, IcnaHisi; 3apeecTpoBaHuii B MiHicTepcTBi tocTuLji
Brpo6HWK, Lwo Ykpainu 19 rpyaHs 2016 poky 3a Ne
3[iACHIOE MOBHWI 1649/29779 (y penaxuii Hakasy
LMK BUpOBHULTBA | MiHicTepcTBa OXOPOHMW 3[40P0B’'S YKpaiHu
BignoBsigae 3a Big, 26 BepecHs 2016 poky Ne 996),
BWMNYCK Cepil: CTaHOBUTb: 3rifHO 3i CTpOKamu,
NNTABOPATOPIOC 3a3HavyeHVMU Y NepiognyYHOCTI NoJaHHsA
NIKOHCA, C.A., perynsipHux 3BiTiB 3 6e3neku.
IcnaHis
19. | TENMINAKC Tabnetku no 40 mr/ M. BioTek Benuka AnbTepHaTuBHa IcnaHis peecTpauis Ha 5 pokis 3a He UA/16754/01/01
nnc 12,5 mr Ne28 (14x2) y Niviteq BpuTtaHis AiNbHUUA Ans MepioAnYHICTb MOAaHHA perynsipHo peyenmom nionsizae
6nictepax npoBefeHHs OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
aHaTUYHNX BiANOBIAHO A0 MopsaaKy 34iMCHEHHS
BMNPOGYBaHb: hapmakoHarnsgy, 3aTBepXeHoro
Na6opartopio Ap. @. Haka3oM MiHicTepcTBa OXOPOHUW 3[40P0B’A
EueBapHe, AHanicic, Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
C.A., IcnaHis; 3apeecTpoBaHuii B MiHicTepcTBi tocTuji
Brpo6HWK, LWo Ykpainu 19 rpyaHs 2016 poky 3a Ne
3[iACHIOE MOBHWIA 1649/29779 (y penakuii Hakasy
LKA BUPOGHMLTBA i MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu
Bignosigae 3a Bif, 26 BepecHsa 2016 poky Ne 996),
BUNYyCK cepi: CTaHOBWTb: 3rigHO 3i CTpOKamu,
NNTABOPATOPIOC 3a3HavYeHVMU y NepiognMYHOCTI NOAAHHS
NIKOHCA, C.A., perynsipHux 3BiTiB 3 6e3neku.
Icnanis
20. | TENMINAKC Tabnetku no 80 mr/ M. BioTek Benvka AnbTepHaTNBHA IcnaHis peecTpauist Ha 5 pokis 3a He UA/16755/01/01
nntoc 12,5 mr Ne28 (14x2) y NimiTen BpuTaHis OinbHUUA ANns MepioAnYHICTb NOAAHHSA pPerynspHO peuenmom niosnsieae
6nictepax npoBeAeHHs OHOBJOBAHOrO 3BiTY 3 6e3neKku
AHaTITUYHNX BiAgMNoBigHO A0 MopaaKy 34iACHEHHS
BUNPOOYBaHb: chapmakoHarnsgy, 3aTBepaxeHoro
Na6opartopio Ap. ®. Haka3oM MiHicTepcTBa OXOPOHU 340POB’S
EueBapHe, AHaricic, Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
C.A,, IcnaHisi; 3apeecTpoBaHuii B MiHicTepcTBi tocTuji
Brpo6HuK, Lwo Ykpaiuu 19 rpyaHs 2016 poky 3a Ne
3[iiCHIOE MOBHUI 1649/29779 (y pefakuii Hakasy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1
LMK BUPOGHMLUTBA i MiHicTepcTBa OXOpPOHM 34,0POB’A YKpaiHu
Bignosigae 3a Bif, 26 BepecHs 2016 poky Ne 996),
BUNYCK cepil: CTaHOBWTb: 3riHO 3i CTpOKamu,
NNABOPATOPIOC 3a3Ha4YeHVMU y NepiogMYHOCTI NOAAHHS
NIKOHCA, C.A., perynspHux 3siTiB 3 6e3neku.
Icnanis
21. | TEMO30/10MIf, MOPOLLIOK (Cy6CTaHLis) Ekcenna HimeuunHa Ekcenna 'm6X eHpg, HimeuunHa peecTpauis Ha 5 pokis - He UA/16756/01/01
y noABiliHMX 'm6X eHp Ko. Ko. KI niosnsieae
nonieTuIeHoBmX Kl
nakeTtax Ans
dhapmaL,eBTU4HOro
3acToCyBaHHs
22, LEHTPABIH TabneTku, BKpUTI MAT Ykpaina Brpo6HMLTBO, IHais/ peecTpauis Ha 5 pokis 3a He UA/16757/01/03
NAiBKOBOIO "@apmak” nepBuHHe Ta ManbTa MepioAnYHICTb NOAAHHS pPerynspHO peyernmom nionsieae
o6onoHkoto, no 500 BTOPVHHE OHOB/IOBAHOIO 3BIiTY 3 6e3nekn
mr, no 10 TabneTok y nakyBaHHs: BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
6nictepax, no 12 IHTac chapmakoHarnsgy, 3aTBepaAxXeHoro
6nicTepiB y naui dapmachbloTikanc Haka3oM MiHicTepcTBa OXOPOHY 340POB’'S
NimiTeq, 1HAis; Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
KoHTposb Ta BUNycK 3apeecTpoBaHuii B MiHicTepcTBi tocTuLji
cepii: Ykpainn 19 rpyaHs 2016 poky 3a Ne
dapmakea Mpemiym 1649/29779 (y pepakuii Hakasy
nta, Mansta MiHicTepcTBa OXOPOHMW 340P0B’'S YKpaiHu
Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3riHO 3i CTpOKamu,
3a3HaYeHMMK y NepiognYHOCTI NOAAHHS
perynsipHMx 3BiTiB 3 6e3neku
23. LEHTPABIH TabneTku, BKpUTI MAT Ykpaina Brpo6HMLTBO, IHais/ peecTpavuis Ha 5 pokis 3a He UA/16757/01/01
nAiBKOBOO "Papmak” nepsuHHe Ta ManbTa MepioAnYHICTb NOAAHHS perynsipHO peyenmom nionsieae
060/10HKO0, 10 150 mr BTOPWHHE OHOBJ/IHOBAHOTO 3BITY 3 6e3nekun
no 10 TabneTok y nakyBaHHS: BiANOBIAHO [0 MopsAAKY 34iNCHEHHS
6nictepax, no 6 IHTac hapmakoHarnagy, 3aTBepaxeHoro
6nicTepiB y nayui dapmacbtoTikasic HakazoM MiHicTepcTBa OXOPOHMW 3[0P0B’s
NimiTen, 1HAis; Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
KoHTpO/ib Ta BUnyck 3apeecTpoBaHuii B MiHicTepcTsi tocTuuii
cepii: Ykpainn 19 rpyaHs 2016 poky 3a Ne
dapmakea Mpemiym 1649/29779 (y pepakuii Hakasy
nta, Mansta MiHicTepcTBa OXOpPOHM 340P0B’'S YKpaiHu
Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HavYeHMU y NepiofnMyYHOCTI NoAaHHSA
PerynsipHMx 3BiTiB 3 6e3neku
24, LEHTPABIH TabneTku, BKpUTI MAT Ykpaina Brpo6HMLTBO, IHais/ peecTpauis Ha 5 pokis 3a He UA/16757/01/02
nAiBKOBOO "Papmak” nepBuUHHe Ta ManbTa MepioAnYHICTb NOAAHHS PEryspHO peyenmom nionsieae
060/10HKO0, Mo 300 BTOPWHHE OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn
Mr; no 10 Tabnetok y nakyBaHHs: BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
6nictepax, no 6 IHTac hapMakoHarnagy, 3aTBepaxeHoro
6nicTepiB y nayui dapmacbioTikasac HakazoM MiHiCTepcTBa OXOPOHM 340P0B’st
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayjiliHo2o
nocsioYeHHs

NimiTeq, IHAis;
KoHTponb Ta Bumyck
cepii:
dapmakea MNpemiym
nta, Mansta

Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuji
Ykpaiuun 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y penakuii Hakasy
MiHicTepcTBa OXOPOHUW 340P0B’'S YKpaiHu
Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HaYeHMMK y NepiognyHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

25.

LEPUNHAK

TabneTkn, BKpUTI
NAiBKOBOO
06010HKOt0, N0 200 Mr
Ne10 (10x1) y
6nictepax

Abpun
dopmynenH
3 MBT. /114,

IHgis

HekTap
NaiidpcaiiHcia
Nimitea-tOHiT-VI

IHais

peecTpauis Ha 5 pokis
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IOBAHOIO 3BIiTY 3 6e3nekn
BiAMNOBIAHO A0 Mopsaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuuji
Yxpainu 19 rpyaHs 2016 poky 3a Ne
1649/29779 (y penaxuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B’'S YKpaiHu
Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/16758/01/01

26.

LEPNHAK

MOPOLLIOK A5
OpasibHOT cycneHsii
100 mr/5 mny
onakoHi Nel

Abpun
dopmynenwH
3 MBT. 114,

IHAjsA

HekTap
NaiicpcaiiHcia
Nimitea-tOHiT-VI

IHAjiA

peecTpauif Ha 5 pokis
MepioAnYHICTL NOAaHHSA perynsipHo
OHOB/IOBAHOIO 3BIiTY 3 6e3nekn
BiANOBIAHO A0 Mopsaaky 34iNCHEeHHS
hapmakoHarnagy, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuuji
Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B’'S YKpaiHu
Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3riHO 3i CTpOKamu,
3a3HavYeHMU y NepiofnMYHOCTI NOAaHHSA
perynsipHMx 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/16758/02/01

27.

LEPNHAK

TabneTku, BKpUTI
nAiBKOBOO
06010HKOt0, N0 400 Mr
Nel0 (10x1) y
6nictepax

Abpun
dopmMynenH
3 MBT. /ITA.

IHais

HekTap
NaiicpcaiiHcis
NimiTeg-tOHiT-VI

IHais

peecTpavuis Ha 5 pokis
MepioAnYHICTL NOAaHHA perynsipHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn
BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
hapmakoHarnagy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTsi tocTuuii
Ykpainn 19 rpyaHs 2016 poky 3a Ne

3a
peuyenmom

He
nionsieae

UA/16758/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsio4YeHHs1

1649/29779 (y penaxuii Hakasy
MiHicTepcTBa OXOPOHMW 340P0B’'S YKpaiHu
Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioAMYHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

HauanbHuK YnpaBniHHA chapMmaleBTUUYHOI

BIANBbHOCTI Ta AKOCTI (papmMaueBTUYHOT NpoAYKUiT

T.M. JIAcKOBCbKUM




MEPENIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
05.06.2018 Ne 1071

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
YMaKkoBsKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHsl

Homep
peecmpayiliHo2o
nocsioYeHHs

AYPOMITA3

MOPOLLIOK A/151 PO3YNHY
A8 iv'exui no 1000 mr; 1
(h/1aKOH 3 NOPOLLKOM Y
KapTOHHi KOpO6L

AypobiHao
dapwma /114

IHais

AypobiHao ®apma
Nimitea, HOHIT-VI

IHais

MepepeecTpavis Ha
HeoOMeXeHWn TepMiH.

MepiognyHICTb NOfAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6€3neku BigNoBigHO A0
Mopsaaky 34iicHeHHs
thapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300pOoB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK,
3a3HavyeHVMu1 y NepiognyHoCTi
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsieae

UA/13165/01/01

BENAAOHHN
EKCTPAKT

Cyno3uTopii pekTasibHi No
0,015 r, no 5 cynosuTopiis
y CTpuni; No 2 CTpunu B
naJui 3 KapToHy

NAT
"MoHdhapm"

YKpaiHa

MAT "MoHdapm”

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuin TepMiH

MepioanyHICTb NofAHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6€3Mneku BignoBiaAHO A0
Mopsiaky 34iCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B

6e3
peuyenma

nionsicae

UA/7335/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK,
3a3HavyeHVMU y nepiognyHoCTi
NOAAHHSA PerynsapHuX 3BiTis 3
6e3neku.

BAJIEPIAHN
HACTOUMKA

HacToiika no 25 mny
CKNAHMX hnakoHax-
KpanenbH1usa abo
noniMepHux oiakoHax; rno
1 cbnakoHy B nauui 3
KapToHy; Mo 25 Mmny
CKNSAHUX (hprakoHax-
KpanesnbHuus abo y
nonimepHux dpriakoHax

TOB
"TepHochapm"

YKpaiHa

TOB "TepHodapm"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWin TepMiH. 3MiHu |
MRy - 3MiHu WoAao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3acToCyBaHHSA Nikapcbkoro
3acoby B nmicnspeecTpauiiiHuii
nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IIKEHD,
npoBefeHUX BigNoBigHO A0
nnaaHy negiaTpuyHux
pocnigkens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLT
ANA MEeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posgainy
"Oco6nMBOCTI 3aCcTOCYBaHHA"
BiNOBIAHO 4O OHOBMEHOT
iHhopMmaLii 3 6e3nekun airoyoi
PEYOoBUHM.

MepioagnyHICTb NofAHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6€3Mneku BignoBiaAHO A0
Mopsiaky 34iCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHU
340poB’sA Ykpainu Big 27

6e3
peuyenma

nionsicae

UA/8419/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
4. | BAHKOMIUVHY MOPOLLIOK (Cy6CTaHLis) y NiB3oH pyn Kutaii NiB3oH pyn ®ymxoy Kutaii MepepeecTpauis Ha - He nidnsizae UA/13328/01/01
rigpoxnoruvj NOMIHIEBUX NNsWKax ansa | Pymkoy PyKCiHr PyKCiHr HeobMeXeHunit TepMiH
thapmavLeBTUYHOro PapmacboTukan PapmacboTukan
3aCcToCyBaHHsA Ko., Jlta. Ko., fita.
5. | AEHTA KPAN/I PO34uH 3y6HWi no 10 mny TOB YkpaiHa TOB "TepHodapm" YkpaiHa MepepeecTpavis Ha bes nionseae UA/8722/01/01
chnakoHax; no 10 mny "TepHochapm" HeoOMeXeHWn TepMiH. peyenma
hnakoHi; no 1 dpnakony y
naJui 3 KapToHy; no 20 mn MepiognyHICTb NOgaHHSA
y hnakoHax- perynsipHo OHOB/IOBAHOTO
KpanenbHuusx; no 20 mny 3BiTy 3 6€3Mneku BignoBiaAHO A0
donakoHi-kpanensHuLi; no Mopsaaky 34iACHeHHS
1 chnakoHy-KpanesibH1Lj y hapmakoHarnagy,
nautii 3 KapToHy 3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM
300poB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMu1 y NepiognyHoCTi
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
6. | AYCNATANIH® Kancynu nposioHroBaHol A660TT Xenckea | HigepnaHngn MaiinaH PpaHuis MepepeecTpavis Ha 3a He nidnsieae UA/8813/02/01
4ii, TBepai no 200 mr; no Mpopaktc 6.B. Na6opaTtopiz CAC Heo6MeXeHniA TepMiH. 3MiHu | peyenmom

10 kancyn y 6nictepi; no 3
6nicTepy B KApPTOHHii
Kopobui; no 15 kancyny
6nictepi; no 1, 2, abo 4
6nicTepy B KAPTOHHii
KopooLi

MRy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs
ab0 3MiHM [0 y3arasibHeHuX
[aHnx npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3araJibHeHVX AaHnx npo
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0co6H,
BiNOBIfa/1bHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 34iACHEHHS
hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXXEHOT 0CO6U,
BiAgNOBiga/IbHOI 3a 3AiACHEHHSI
hapmMakoHarnagy (Bkiovaioum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina
cucTemu dhapmMakoHarnsagy).

MepiognyHICTb NogaHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3Mneku BigNoBiaAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnagy,
3aTBEPAKEHOrO HaKka3oMm
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU y NepiogNYHOCTI
noJaHHsA perynsapHuxX 3BiTiB 3
6e3neku.

EMIBIP™

TabneTku, BKpUTI

060/10HKO10, No 150 mr; no

60 TabneToK y dh1aKkoHi;

no 1 dpnakoHy B KapPTOHHIl

Kopobui

BiiB Xenckep
IOK Nimite,

Benuka
BpuTaHis

"nakco OnepefwHc
HOK Nimiten, Benuka
BpuTaHis;
nakcoCmiTKNAiiH
dPapmacboTrKan3
C.A., Monba

Benuka
BpuTaHis/
MonbLla

MepepeecTpauis Ha
HeobMeXeHut TepMiH.
MepiognyHICTb NOgaHHSA

perynspHo OHOBJ/TIOBAHOrO
3BiTy 3 6e3neku BiANoBiAHO A0

Mopsiaky 34iCHEeHHS

thapmakoHarnsagy,
3aTBePPKEHOr0 HaKa3om
MiHicTepcTBa OXOpPOHK
3[,0p0B’A Ykpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B

3a
peyenmom

He nionsiecae

UA/7473/01/01
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n/n

Hassa
JNliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby

MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK,
3a3HavyeHVMU y nepiognyHoCTi
NOAAHHSA PerynsapHuX 3BiTis 3
6e3neku.

nionsicae

UA/12949/01/01

ECMIKO/1 BEBI

Kpanni opasibHi no 15 mn
a60 no 30 mn y chnakoHi;
no 1 dpnakoHy y KapTOHHIl
Kopo6Li pa3oM 3 MipHOIO
niNeTKo B iHAMBIAYasIbHIl
yrakoBLi

€Bpo flaiidkep
nrp,

Benvka
BputaHis

IHaoKo Pemegic
NimiTeq

IHais

MepepeecTpauis Ha
HeobMeXeHWn TEpPMiH.
3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3acToCyBaHHSA Nikapcbkoro
3acoby B nmicnspeecTpauiiiHuii
nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IIKEHD,
npoBefeHUX BigNoBigHO A0
nnaaHy negiaTpuyHux
pocnigxenb (PIP) (iHLi 3miHW) -
3MiHM BHECEHO [0 IHCTPYKLUIT
ONA MeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao
po3ginis "OcobanBoCTi
3acTocyBaHHs",
"Mepeno3yBaHHs", "TMOGIYHI
peakujii "BignoBigHo 4o
OHOBJIEHOT iH(hopmaLi 3
6e3nekun Ailo4oi peHOBUHW.
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6€3neKku BigNOBIgHO A0
Mopsaaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPKEHOTO HaKa3oM
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27

rpyaHsa 2006 poky Ne 898,

6e3
peuyenma
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep

peecmpayiliHo2o

nocsi04YeHHs

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3HavYeHVMU y NepiognNyYHOCTI
NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

KANEHAYNN
HACTOUMKA

HacTolka no 40 mn a6o no
50 mMn y donakoHax
CKNAHMX ab0 NoMiMepPHUX

TOB
"TepHochapm"

YkpaiHa

TOB "TepHodhapm"

YkpaiHa

MepepeecTpavis Ha
HeoOMeXeHWn TepMiH.

MepiognyHICTb NOgaHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANOBiAHO A0
Mopsiaky 34iCHEeHHS
thapmakoHarnsagy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHK
3[,0p0B’A Ykpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMK y NepiognyHoCTi
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.

6e3
peyenma

nionsiecae

UA/8418/02/01

10.

KUCEHb _
MEANYHUIA
PIOKWIA

piguHa (cybcTaHuis) y
KpioreHHOMy pe3epByapi
NS BUPOGHULITBA KUCHIO
MeAMYHOro razonofibHoro

OouipHe
nignpMeMcTBO
"Meccep
YkpaiHa"

YKpaiHa

"Meccep YkpaiHa

LOYipHE
niANPMEMCTBO

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuin TepMiH

He nionsieae

UA/13394/01/01

11.

KONIAOH 17 PF

NMopoLloK (cybcTaHuis) y
NOTPIAHMX NaMiHOBaHMX
MiLLKax A/19 BUpobHULTBA
CTEPUSIbHUX NIKAPCbKNX
dhopm

TOB "Toprosa
KOMMaHis
"ABpopa"

YKpaiHa

BAC® CE

HimeyunHa

MepepeecTpayis Ha
HeobMeXeHuin TepMiH

He nionsiecae

UA/13258/01/01

12.

KYMNNATOH

Kpanni opasibHi (300
mr/m) no 30 mny
hnakoHi; no 1 dpnakony y
KapTOHHI KOpO6L

OpioH
KopnopeiiwH

PiHNAHAIA

OpioH KopnopeiiwH,

diHNsaHAjN;
AnbTepHaTUBHUIA
BMPOBHMUK, LLO

3[iiCHIOE KOHTPO/Ib

diHnagis/
Yecbka
Pecny6nika

MepepeecTpavis Ha
HeoOMeXeHW TepMiH.
3MiHV Wwoao
6e3nekn/edeKTBHOCTI Ta
dhapmMakoHarnsay. 3miHn y

6e3
peyenma

nignarae

UA/7479/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

AKOCTI (TiSTbKN
KinbkicHuiA BMiCT Ta
laeHTudikauis):
KBiHTa - AHaniTika
c.p.o.,
Yecbka Pecny6nika

KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOr0 3aCTOCYBaHHA y
3B'A3KY i3 HOBUMUW JaHNMU 3
SAKOCTi, AOKNIHIYHUMMY,
KNiHIYHUMY aHMK Ta 4aHMK
3 (hapmakoHarnsgy
3MiHU BHECEHO [0 IHCTPYKLT
AN19 MEeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao
po3ginis "lMNokasaHHA
"(YTOUYHEHHS1 hOPMY/IHOBaHHS),
"3acTocyBaHHA y nepiog
BariTHOCTI Ta rogyBaHHs
rpyAAi0" (YTOUHEHHS
iHbopmauii), "Cnoci6
3acToCyBaHHA Ta
[031"(YTOUHEHHSs iHdhopmaLii),
"Mo6ivHi peakuii " BignosigHO
[0 MaTepianiB peecTpauiiHoro
[0CbE.

MepiognyHICTb NOgaHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
Mopsaaky 34iicHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300pOoB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamy,
3a3HavyeHVMuU y nepiognyHoCTi
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.

13.

KycTogaion

po3uuH ansa nepdyaii, no

500 mn a6o 1000 mny

nAsALWKax ckNaHmx; no 1 n,

abo2n,abo5ny
nakeTax

Op. ®paHu
Kbonep Xewmi
mM6X

HimeuyunHa

Op. ®paHLy, Kbonep
Xemi F'm6X

HimeuyunHa

MepepeecTpauis Ha
HeobMeXeHWin TepMiH. 3MiHu |
MRy - 3MiHu WoAao
6e3nekn/edeKkTMBHOCTI Ta

hapmakoHarnsgy. BeegeHhs

3a
peyenmom.

Ans
3acmocysaH
HS 8 yMoBax

He nionsieae

UA/6672/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

ab0 3MiHM [0 y3araslbHeHNX
JaHuxX nNpo cuctemy
hapmakoHarnsagy (BeefeHHs
y3ara/ilbHeHUX JaHnx npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXeHOi ocobu,
BiAgNOBiga/IbHOI 3a 3AiACHEHHSI
hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iCHEeHHS
thapmakoHarnagy B Ykpaii,
AKLLLO BOHA BigMiHHA Big,
YMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarniagy (Bkiovaum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0cobu 3
dhapmakoHarnsgy 3asBHUKa
ONs 30iACHEHHS
thapmakoHarnagy B Ykpaii:

MepiognyHICTb NOgaHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
Mopsaaky 34iicHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300pOoB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamy,
3a3HavyeHVMuU y nepiognyHoCTi
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.

cmayioHapy.

14.

NMPOrECTEPOH

nopoLUoK (cybeTaHLis) B
MiLLKax noABINHNX
nonieTMIeHoBUX ans

BUPOGHULITBA CTEPUSTEHUX

Nikapcbknx gopm

MAT "dapmak”

YKpaiHa

Xebeii epsHb
XblOMeHBesN
dapmacsbtoTikan Ko.,
nTg

Kutait

MepepeecTpauis Ha
HEeobMeXeHuin TepMiH

He nionsieae

UA/12994/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
15. | PMUMHOBA onist opasibHa o 30 r abo MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa MepepeecTpauis Ha 6e3 He nionsizae UA/9198/01/01
onid no 100 r y chnakoHax "®ITOPAPM" HeobMexeHni TepMiH. 3MiHu | peuyenma
T™Mny - 3MiHu WoAo
6e3nekn/edeKTUBHOCTI Ta

hapMakoHarnagy. 3miHa y
KOPOTKili XapakTepucTui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUT An1s
MeJMNYHOro 3acTOCyBaHHSA Ha
nigcrasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA NiKapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNiIMKEHD,
npoBefeHnX BignoBifHO A0
nnaxy negiaTpuyHux
pocnimpkeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO [0 iHCTPYKLT
015 MeAUUYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby fo po3giny
"Oco611MBOCTI 3aCTOCYBaHHSA",
BiANOBIAHO [0 OHOBNEHOT
iHchbopmawii 3 6esnekn
3acToCcyBaHHSA Aitoyoi
peyoBUHN.

MepiognyHICTb NOgaHHSA
perynspHo OHOBJ/IIOBaHOroO
3BiTy 3 6e3neku BiANoBiAHO A0
Mopsaaky 34iAcCHEeHHS
thapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
300pOoB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne

MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 26

1649/29779 (y pepakuii Hakasy

BepecHs 2016 poky Ne 996),
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMu1 y NepiognyHoCTi
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.
16. CEHTOP® TabneTku, BKPUTI BAT "T'efeoH YropwumHa BAT "l'egeoH YropwmHa/ MepepeecTpavis Ha 3a He nidnsizae UA/7042/01/01
nAiBKOBOK 060/I0HKOID, MO PixTep" PixTep", MonbLla Heo6MeXeHU TepMiH. 3MiHu | peyenmom
50 mr no 10 TabneTtok y YropLmHa;

6nictepi; no 1 a6o no 3
61icTepy y KapTOHHIN
yMakoBLi

TOB "TeneoH Pixtep
Monbwa", NMonba

MRy - 3MiHM WoAao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TekcTi

MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3acToCyBaHHSA Nikapcbkoro
3acoby B nmicnspeecTpauiiiHui
nepiog, abo sk pesynbrart
OLjiHKM 3BITY 3 AOC/IMKEHD,
npoBefeHUX BigNoBigHO A0
nnaHy negiaTpuyHux
pocnigkens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEeHO A0 IHCTpyKLii
ANA MEeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao
po3sginis "®apmakonoriyHi
B/acTneocTi”,
"MpoTunokasaHHA", "Cnoci6
3acTocyBaHHA Ta fo3n"

(BHeceHi pepakuiiiHi
YTOUHEHHS), "B3aemogis 3
HLWMK NTiKapCbKMMK 3acob6amm
Ta iHWi B1AM B3aemogjin”,
"Oco61MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHA",
"Mo6iuHi peakwji" BigNoBigHO
[10 OHOBJIEHOT iHdhopMmaLi 3
6e3nekun 4it4oi pevyoBuHU
nikapcbKoro 3acoby.

MepioAMYHICTb NOfAHHS
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
Mopsaaky 34iicHeHHs
thapmakoHarnsagy,
3aTBEPAKEHOr0 HakasoMm
MiHicTepcTBa 0XOpOHK
300poB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMu1 y nepiognyHoCTi
NOAAHHSA PerynsapHuX 3BiTis 3
6e3neku

17.

CEHTOP®

TabneTku, BKPUTI
MNNiBKOBOK 060/10HKOI0, MO
100 mr no 10 TabneTok y
6nictepi; no 1 a6o no 3
61icTepy y KapTOHHIN
yMakoBLi

BAT "TeneoH
PixTep"

YropLmHa

BAT "TeaeoH
PixTep",
YropwuHa;
TOB "TeneoH Pixtep
Monbwa", NMonba

YropwmHa/
MonbLla

MepepeecTpauis Ha
HeobMeXeHuin TepMiH. 3MiHu |
MRy - 3MiHu WoAao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3acToCyBaHHSA Nikapcbkoro
3acoby B nmicnspeecTpauiiiHuii
nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IIKEHD,
npoBefeHUX BigNoBigHO A0
nnaaHy negiaTpuyHux
pocnigkenb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECeHO A0 IHCTpyKLii
ANA MEeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao
po3ginis "®apmakonoriyHi
B/acTneocTi”,
"MpoTunokasaHHa", "Cnoci6
3acToCyBaHHA Ta fo3n"

3a
peyenmom

He nionsieae

UA/7042/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

(BHeceHi pepakuiiiHi
YTOUHEHHS), "B3aemogis 3
HLWMK NTiKapCbKMMK 3acob6amm
Ta iHWi B1AW B3aemogjin"”,
"Oco611MBOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHA",
"Mo6iuHi peakwji" BigNoBigHO
[10 OHOBJEHOT iHdhopMmaLi 3
6e3neku gjtoyoi peyoBmnHN
nikapcbKoro 3acooby.

MepiognyHICTb NOgaHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiAnNoBiAHO A0
Mopsaaky 34iAcCHEeHHS
thapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300poB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamy,
3a3HavyeHVMuU y nepiognyHoCTi
NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku

18.

cnnePT .
MYPALUNHUN

PO34MH A1 30BHILUHBOrO
3aCTOCyBaHHs, CNNPTOBWIA
no 50 mn y dpnakoHi; no 1
dhnakoHy B nauui 3
KapToHy; no 50 mny
donakoHax

TOB "OKMN
"®apmaueBTuyH
a pabpuka"

YKpaiHa

TOB "OKnN
"papmaueBTnyHa
habpuka"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuin TepMiH

6e3
peuyenma

nionsicae

UA/8562/01/01

19.

TYBEPKYNIH
nna RT 23 SsSi

PO34UH A5 iH'EKL 2
TO/0,1 mn (no 1,5mny
hnakoHax Nel ta NelO)

CrareHc Cepym
IHCTUTYT

[aHia

Eii Oxein BakunHec
Eli/Ec

[aHia

MepepeecTpavis Ha 5 pokiB.
3MiHn | TURY - Nikapcbki
3aco6u. 3MiHM [0 iCHYHYOI
cucTemMun thapmakoHarnagy, sik
3a3HayeHo B Onuci cuctemn
hapmakoHarnsagy (3miHa
YNOBHOBaXEHOT 0co6M,
BiANOBiA&/IbHOI 3a

3a
peyenmom

He nionsieae

UA/16739/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
thapmakoHarnag). CynyTHs

NOKa3HWKIB AKOCTI Ta NOCUaHb

3MiHa - Jlikapcbki 3aco6u.
3MiHK [0 iCHYO4Oi cucTemu
thapmakoHarnsgy, sk
3a3HayeHo B Onuci cuctemn
thapmakoHarnsgy (3miHa B
KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0cobu,
BiANOBIA&IbHOI 3a
hapmakoHarnag). 3miHu | tuny
- FoToBWMIA Nikapcbkuii 3aci6.
Cunctema ynakoBka/yKynopka.
3MiHa po3Mipy yrnakoBKu
roTOBOrO /liKapCbKoro 3acoby
(BWNYYEHHS YNakKoBKW NEBHOrO
po3mipy). 3miHu | Trny - 3MiHK
3 AKOCTi. F0TOBUIA NiKapCbKuii
3aci6. KoHTponb rotosoro
nikapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikauiii
Ta/abo [onycTUMUX MeX
rOTOBOrO J1iKapCbKoro 3acoby
(iHWi 3miHW)- JoaaBaHHSA
cneuudikauii Ha TepMiH
NPUAATHOCTI A4/19 NOKa3HMKa
"AKTUBHICTb". 3MiHu | TNy -
3MiHu 3 siKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roToBOrO Nikapcbkoro 3acoby.
3miHa napameTpiB..
cneuudikauiv Ta/abo
[0MyCTUMMX MEX roTOBOro
nikapcbkoro 3acoby (iHLwi
3MiHW) - MpuBeAeHHs Ha3B

y MKA y BignosigHicTb o
marepianis peecTpaujiiHoro

pocbe. CynyTHA 3MiHa - 3MiHK
3 AKOCTI. FOTOBUIA NiKapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa y
MeTofAax BUNPO6yBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHM y meTogax

BMNpoGyBaHb (BKOYaUn
3aMiHy abo JOMOBHEHHS)) -
MNpusepeHHa y MKA meToauk

BUNPOBYBaHHA 3a NOKa3HMKaMM
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

«AKTUBHICTb» Ta
«loeHTUdikavis» y
BIANOBIAHICTL A0 MaTepianis
peecTpauiiiHoro Aocbe. 3miHu |
MY - AGMIHICTPaTUBHI 3MiHW.
3MiHa Ha3BM MiKapcbKoro
3aco6y - 3miHa ToproBesibHOI
Ha3BW JiKapCbKOro 3acoby y
3B'A3KY 3 BUIYYEHHAM
aHrnifcbkoi Ha3eu. Mitova
pepakuisi: Tyéepkynin MNN4 RT
23 SSI [Tuberculin PPD RT 23
SSI. 3miHn | Tuny - 3miHn 3
sKoCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cucrema
KOHTeliHep/3aKynopoBanbHuii
3aci6 (iHWi 3MiHK) - logaBaHHA
iHchopmauii LWoA0 HasABHOCTI
NoNiNpPonisIEHOBOI KPULLIKU
"dhnin-op" y po3ain MKA
«[lMakyBaHHs». 3MiHKW | TUny -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
chapmakoHarnsgy. BunyyeHHs
(cwna gji) - CynyTHSA 3miHa -
3MiHK 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBabHuWii
3aci6. 3MiHa po3mipy ynakoBku
roTOBOro NikapCbKoro 3acoby
(BWNYyYEHHS YNaKoBKW NMEBHOIO
po3Mipy) - BunyueHHs cunu gji
10 TO/0,1 mn Ta, K HAcNifoK,
BUIYYEHHSA YNakoBOK Mo 1,5 mn
y thnakoHax Nel Ta NelO ans
cvam gii 10 TO/0,1 Mn.3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHs1 Ta/abo
afpecu Micus NPoBaKEHHS
LisiNbHOCTI
BMpOOHUKa/imnopTepa
roTOBOrO JIiKapCbKOro 3acoby,
BK/IOYAI0UM OiNbHUL BUMYCKY
cepii abo micLe npoBeneHHs
KOHTPOJO AKOCTI. (BisIbHICTb,
3a AKy Bignosigae
BMpoGHUK/iMnopTep,
BK/THOHAK0UM BUMNYCK CEPINA) -
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3MiHa HaliMeHyBaHHS Ta
afpecu MicLis NPoBaKeHHA
AiSNbHOCTI BUPOOHMKa
rOTOBOrO JTiKapCbKOro 3acoby y
3B'A3KY 3i 3MiHOKO Ha3BU
nignpuemcrea. TexHiyHa
nomunka MIBI (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460).
MpvBEeAEHHA Ha3BW AjtoyOoi
PEeYOBUHM Y BiAMNOBIAHICTb A0
marepianis peecTpauiiiHoro
[10CbE.

20.

YPCO/IB

kancynu no 250 mr no 10
Kancyn y 6nictepi; no 5
6nicTepis y KopoobLi

Mera
NaiicpcaiteHcis
Mab6nik Komnawi
Nimiteq

TainaHg

Mera /laiichcaiieHcis
Mab6nik KomnaHi
NimiTeq

TainaHg

MepepeecTpauis Ha
HeobMeXeHui TepMiH. 3MiHu |
T™Mny - 3MiHM WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3mMiHM [0 y3aranbHeHWX
JaHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YyNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHSA
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKa AN5 34IACHEHHS
chapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXXEHOT 0CO6U,
BiANOBiga/IbHOI 3a 34iACHEHHSI
hapmakoHarnagy (Bkiovaiouu
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHI MacTep-gaiina
cucTemu chapmakoHarnsay)

MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTYy 3 6€3neKku BigNoOBIgHO A0
Mopsaaky 34iiCHEeHHS
thapmakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHa 2016 poky 3a Ne

3a
peyenmom

He nionsiecae

UA/12805/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3HavYeHVMU y NepioanNYHOCTI
NOAAHHS PerynsipHuX 3BiTiB 3
6e3neku.

HayanbHuK YnpaBniHHA (papmaleBTUYHOT AiANBbHOCTI Ta
AKOCTI papmaueBTUYHOI NPOAYKLT

T.M. IACcKOBCbKUA




NEPENIK

Aopatok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

05.06.2018 Ne 1071

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX MPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 4,0 PEECTPALINHUX MATEPIAJIB, SKI
BHOCATLCA A0 AEP>XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa ®dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayjiliHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
1. AAEHOMPOCUH Cyno3uTopil pekTasibHi No KO "bioTexHoc" PymyHis TOB "®apmanpim” Pecny6nika BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/16035/01/01
150 mr; no 5 cynosutopiis AT. Mongosa 3MiHu | TURY - 3MiHK WoAao peyenmom

y 6nicTepi; no 2 6nictepu
Y KapTOHHIi1 ynakoBLi

6e3nekn/edpekTMBHOCTI Ta thapmakoHarnisgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (sBefeHHs
y3ara/lbHeHUX faHyx npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cO6M 3 thapmakoHarnagy 3asBHuKa
[ANs 3ajiicHeHHs dhapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS hapmakoHarnsay
(BK/IHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
po3milLeHHi MacTep-thaiina cucremm
hapmakoHarnsgy) - 3miHa cuctemm
chapmakoHarnsgy 3asBHuka: 6yno — cuctema
hapmakoHarnagy HototoH Jlaboparopis /1T4,.,
cTano — cuctema thapmakorarnagy KO
«bioTexHoc» A.T. 3MiHa ynoBHOBaXeHOI 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapmakoHarnsgy:
npornoHoBaHa pefakLisi — loaHa Panyka
Manakokea, Ta 3MiHa ii KOHTaKTHUX AaHuX. 3MiHa
KOHTaKTHOI 0c0o6K, BiANOBIfa/IbHOT 3a 34iCHEHHS
hapMakoHarnsay B YkpaiHi: nponoHoBaHa
pepakuis — Hectepeub Onekciii MukonaiioBuy,
Ta 3MiHa I KOHTaKTHUX AaHnx. 3miHa agpecu
3[iiCHEHHS1 OCHOBHOI AisifIbHOCTI Ta agpecu
36epiraHHA MaiicTep-daliny 3 hapmakoHarnsgy.
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edpeKTNBHOCTI Ta hapMakoHarisaay
(iHWi 3mMiHW) - 3MiHK BHECeHI y pp. "3asaBHUK" Ta
"Micue3HaxomKeHHs 3asBHMKA" B IHCTPYKLiO A5
MeAMYHOro 3acTOCYBaHHS, SIK HaC/ifoK —
BiAMNOBIAHI 3MiHW Yy TEKCT MapKyBaHHs
nikapcbKoro 3acoby. 3MiHa MapKyBaHHs, a came:
BW/TyYEHHS1 3 BTOPMHHOT YNakoBKM iHchopmalii
CTOCOBHO CyXOr0 eKCTpakTy - AfeHONpPOCUH
CyXWIA eKCTPaKT i3 nymMHOK Lymantria dispar; 3




32

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NepBUHHOT yNakoBKM BUTyHYEHO iHchopmalLito
CTOCOBHO AaTvi BUPOGHMLTBA Ta norotuny. 3MiHa
3asBHUKa (B1acHMKa peecTpauiiiHoro
NoCBIgYEHHS)
2. AJEHYPIK® 120 TabneTku, BKPUTI MeHapiHi Nokcembypr Brvpo6HMUTBO «in PpaHuin/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13527/01/01
Mr nAiBKOBOK 060/I0HKOID, MO IHTEepHeLoHan bulk» Ta KOHTpONb HimeuyunHa YTOUYHEHHS HanMcaHHsA peecTpauiiHux HoMepiB B peyenmom

120 wr, no 14 TabneTtok y OnepeiiwoHc cepiii: Hakasi MO3 Ykpainu Ne 506 Big 19.03.2018 B

6nictepi, no 2, a6o no 4, IMokcembypr MaTteoH ®paHLis, npoueci BHECEHHS 3MiH: 3MiHK | TUny - 3MiHK 3

abo no 6 6nictepis y PpaHuis; akocTi. A®l. KoHTponb A®I. 3miHa y meTogax

KapTOHHIli KopoobLi

Brpo6HMLUTBO «in
bulk», nepsrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepiii:
MeHapiHi-®oH
XeligeH TM6X,
HimeuunHa

BunNpobyBaHHa APl abo BMXigHOTO
mMaTtepiany/npomiKHOro NPoAyKTy/peareHTy, LWo
BVKOPVCTOBYETbLCS Y NpoLieci BUPo6HuLTBa ADI

(He3HauHi 3MiHN y 3aTBEpPKEHUX MeToAax
BMNPO6YBaHHS) (3MiHW aHaNiTUYHOI MEeTOAMKM 3a
NoKasHUKOM «/liana3oH niaBneHHs» AN AiroYoi

peyoBuHM chebykcocTaty (BUpPo6HUK F.1.S/ -
Fabbrica Italiana Sintetici S.p.A., ITanisa) (3miHa
TeMnepaTypHOro pexviMy anapary gns
nna.neHHs); 3MiHn | Tuny - 3miHK 3 AkocTi. AdI.
KoHTposnb A®I. 3miHa y MeToAax BUNpo6yBaHHSA
A®| abo BMXigHOrO matepiany/npomMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHMLTBa APl (HE3HAUHI 3MIHU Y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) (3MiHM
aHauTiITMYHOT METOAMKN 33 NOKa3HNKOM
«[liana3oH nnaBneHHs» A5 Ailo40I peHOBUHU
pebykcocTaty (BUpo6HMK Esteve Quimica S.A.,
Icnanis) (3mMiHa TemnepaTypHOro pexnmy
anapary A1 nnasfeHHs); 3MiHu | Tuny - 3miHu 3
akocTi. A®l. BupobHMUTBO. 3MiHa BUPOGHUKA
BMWXiHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCH Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BUpoOHWKa (Bkovaroun, ae
HeobXxiAHO, MicLie NPoBEAEHHS KOHTPOJTHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudcbikata BianoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[0CbE)(3anponoHoBaHUii BUPOOHMK HANTEXUTb [0
Tiei camoi BUPOBHMYOT rpynu NigNpuemMCTB, Lo I
3aTBEPAXKEHNI) (BBEAEHHS a/lbTEPHATUBHOI
BMPO6HUYOI ainbHULi Weifang Hishine
Pharmaceutical Co., Ltd, Kutaii BignoBigasbHoi
3a BUrOTOB/IEHHS NPOMDKHOTO MPOAYKTY
MOXiHOro i306yTNAY); 3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeJMYHOro 3aCTOCYBaHHS Ha NiAcTasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3NeKun NiKapcbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

3acoby, abo gocnimxeHb 3 6esnekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiliinii nepiog, abo sk pesysbTart
OL|iHKM 3BITY 3 AOC/iDKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy negiaTpuyHNX AOCiAKeHb
(PIP) (iHwi 3MiHK) (3MiHK 3a pekoMeHJaLliero
PRAC BHeceHO [0 IHCTpyKLi 415 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y po3gain
"Mo6iuHi peakwyii") (TepMiH BBEAEHHSA 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMAKEHHS);
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3miHW) (3MiHKM BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA MikapCcbKoro 3acoby y
po3ain "Bupo6Huk" (BunyyeHo: "MakyBaHHs,
KOHTPO/b Cepiii, BUNycK cepiit:"). MpacpiuHe
306paKeHHs YNakoBKM 3aMiHEHO Ha TeKCT
MapKyBaHHsA A48 NePBUHHOI Ta BTOPUHHOT
ynakoBku) (TepMiH BBEAEHHS 3MiH MPOTArOM 6-Tu
MicALiB nicna 3aTBepAkeHHs); 3MiHu | Tuny -
3MiHM 3 IKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHN
y BUPO6GHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOBHULITBA A/19 YACTUHN
ab0 BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHUUSA, Ha AKil
npoBoAATbLCA ByAb-AKi BUPOOHMYI cTajil, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NepPBUHHOTO Ta BTOPVMHHOIO NakyBaHHSA, 415
HecTepw/bHUX JiKapCbknx 3aco6iB) (BBEAEHHSA
[0[aTKOBOI fiNbHUL BUPO6HMLTBA Menarini —
Von Heyden GmbH, HimeuyunHa, sika Bignosigae
3a BMPO6HULTBO in bulk Ta yTOUHEHHSA pyHKUIT
nakyeaHHs) (TepMiH BBeiEHHS 3MiH NPOTArom 6-
TV MicsLiB nicns 3aTBepkeHHs); 3MiHu | Tuny -
3MmiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM y NpoLeci BUPOGHULTBA
roTOBOrO /1iKapCbKOro 3acoby, BK/I0Yaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6HMLTBA) (3MiHa
nopsaaKy AoAaBaHHA AOMOMIXKHUX PEYOBUH
MIKPOKPUCTa/TIYHOI LieNton103n Ta HaTpito
Kpockapmesnosu); 3miHu | Tuny - 3MiHM 3 AKOCTI.
[0TOBWIA Nlikapcbkuii 3aci6. 3MiHW Y BUPOOHULITBI.
3MiHKU y npoLieci BUPO6HMLITBA FOTOBOIO
NiKapCcbKoro 3acoby, BKIHOHYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI
roTOBOIO JIiKAPCbKOro 3acoby (He3HayHa 3MiHa y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

npoueci BUpobHULTBA) (3MiHa Yacy Ta LIBUAKOCTI
Ha cTagisx 3MillyBaHHA Ta 3MallyBaHHs); 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMUTBI. 3MiHM Y NpoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby,
BK/TOHAKOUM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA) (BBEAEHHSA [0AATKOBOI CTagji
NpOCitOBaHHA NicnsA cTagii 3milyBaHHs); 3MiHu |
TUMy - 3MiHM 3 AKOCTi. TOTOBWIA NikapcbKuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHK Y NpoLieci
BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAK0UN MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) (BBEAEHHS [0AATKOBOI CTaAji
npocitoBaHHSA NiCNA CTagji rpaHyNtoBaHHSA); 3MiHK
| TMNy - 3MiHW 3 AKOCTIi. FOTOBWUIA NiKapCbKMiA
3aci6. 3MiHM y BUPOBGHULITBI. 3MiHa po3mipy cepil
(BKtOYAOUM fdiana3oH po3Mipy cepii) roToBoro
nikapcbKkoro 3acoby (3mMeHLweHHs go 10 pasis)
(3MeHLLeHHA po3Mmipy cepii N3 ana
BMPOGHMLTBA MeHapiHi — ®oH XeligeH TM6X,
HimeuyunHa); 3miHu | Tuny - 3MiHM 3 AKOCTI.
[0TOBWIA Nlikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHu BNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
BMPOOGHULITBA rOTOBOTO NiKapCbKoro 3acoby
(BUNYyYEHHA HECYTTEBOIO BUNPOOYBaHHSA B
npoueci BUpo6HNLTBA) (BMTyYEHO
BUNpPo6yBaHHA «OAHOPIAHICTb Macu», sike
BVKOHYETbCSA Ha CTafil HAHECEHHS NOKPUTTA Ha
BMPO6HMLTBI MeHapiHi — ®oH XeligeH MM6X,
HimeuunHa); 3miHu | TNy - 3MiHK 3 AKOCTI.
[oTOBWI1 NiKapcbkMii 3aci6. 3MiHW Y BUPOGHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHMX Y cneumdikayisx, nig yac
BMPOGHMLITBA FOTOBOTO /iKapPCbKOro 3acoby
(BMNYyYEHHSI HECYTTEBOTO BUNPOBYBaHHS B
npoweci BUPo6HULTBA) (BUTyYEHO
BUNpobyBaHHA «CepeHs Maca», ake
BMKOHYETbLCA Ha CTafii HAaHECEHHS NOKPUTTA Ha
BMPOGHULTBI MeHapiHi — ®oH XeligeH Mv6X,
HimeuunHa); 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasbHuii 3aci6. 3MiHa y
NepPBUHHIlA yNakoBLji rOTOBOr0 NikapcbKoro
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3aco06y (SKicHWIA Ta KinbkicHWiA ckiag) - Teepai
nikapcbki hopmu (BBEAEHHA [0AATKOBOIO
a/1bTepHaTUBHOIO TUMY NEPBUHHOI YNAKOBKM
(PVC/Pe/PVDCI/AI); 3miHu Il TRy - 3miHn Wwoao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
3MiHW y KOPOTKili XapaKTepucTuL Nikapcbkoro
3aco6y, TEKCTi MapKyBaHHA Ta iHCTPYKUiT A51s
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBYMMU
[aHVMU 3 SKOCTi, JOKNIHIYHAMMW, KATHIYHUMN
OaHVMU Ta fjaHumuy 3 chapmakoHarnsgy (3miHu
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3acTOCyBaHHs NikapcbKoro 3acoby Ao po3ginis
"®apmakonoriyHi BractusocTi", "B3aemogis 3
IHLWMMK niKkapcbknmy 3acobamu Ta iHLWi B1uan
B3aemogiin", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHS Ta fo3un", "3acTocyBaHHs
y nepiog BariTHOCTi abo rogyBaHHsA rpyaar”,
"[iTn", "Mo6iyHi peakuii") (TepmiH BBEAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS)
(Pepaxuis B Hakasi: ansi 060X 103yBaHb 6yB
3a3Ha4veH Homep - UA/13527/01/02;
3anponoHoBaHa pegakuis: ADEHYPIK® 80 mr -
UA/13527/01/02; ABEHYPIK® 120 wmr -
UA/13527/01/01)

AA-M-BIONIK

cycneHsis ons iH'ekuii no
0,5wmn (1 po3a) abo 1 mn
(2 po3n) B amnynax NelO

MAT
"®APMCTAHIA
PT-BIONIK"

YkpaiHa

MAT
"OPAPMCTAHOAPT-
BIOJIK"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAAui peecTpauiiHoro noceigYeHHs,
BK/HOYatouM MnaH ynpaBniHHA pusvkammy
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
noAanbLIoro 06rpyHTYBaHHS HOBUMU
[04AaTKOBUM AaHVIMK, L0 MatoTb HajaBaTucs
KOMMNETEHTHUM OpraHoM, OCKI/TbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHomMm) -
BukoHaHHS 3060B'A3aHb BiAMOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2
poaartky 15 o MNMopAagky nposefeHHA
eKCnepTn3n peecTpaviiHnx maTepiasiB Ha
nikapcbki 3acobwu, WO NogalnTbCs Ha AepXaBHy
peecTpadito (nepepeecTpalito), a Takox
eKkcnepTM3n martepianis NPo BHECEHHS 3MiH A0
peecTpauiiHnux mMaTepianis NpoTAarom Aii
peecTpauiiHoro nocBifg4YeHHs, 3aTBePAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/15846/01/01

A3UTPO
CAHJ03®

NOPOLUOK A1 OpasIbHOI
cycneHsii, 200 mr/5 ma no

CaHpo3
PapmachbloTikan

CnoseHisa

C.K. CaHpo3s C.P.J1.

PymyHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MmiHu | TMny - 3MiHK 3 AKocTi. FoToBUIA

3a
peyenmom

UA/4764/02/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

17,1 r nopoLuky ans 20 mn
OpasIbHOT cycneHsii y
donakoHi; no 1 dpnakony y
KOMMN/IEKT 3 aganTepom Ta
LUNPULLOM 1A [03YBaHHA
Y KapTOHHii kopobuyj;

no 24,8 r nopoLuky gns 30
MJ1 OpasibHOI cycneHsii y
donakoHi; no 1 dpnakoHy y
KOMMN/IEKT 3 aganTepom Ta
LUNPULLOM 4719 [03YBaHHA
Y KapTOHHii Kopobuj.

34.4.

nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO JliKapCbKOro 3acoby
(3miHa macun/o6'emy BMICTy KOHTellHepa
6araTof030B0ro NikapCcbKoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHs (abo
OfHOA,030BOr0, YaCTKOBOIO BUKOPUCTaHHS)) -
36i/bLUEHHSA HAZ/TLLIKOBOI KifIbKOCTi CyCneHsii y
dnakoHi 3 3,33% po 7,0% pns cdonakoris 20mn,
[ONA TOro, Wo6 rapaHTyBaTy AiekiapoBaHuii Ha
pviHKax 06°eM roToBoi cycneHsil. Lle npusogutb
[0 3MiHM Macu HanoBHeHHs 3 16,5r Ha 17,1r gnsa
ynakoBku 1o 20 M/ nig Yac BUPOOHNLTBA, 3MiHW
nokasHuka «CepefiHsi Maca HanoBHEHHS» 3
16,09-16,91 o 16,67-17,52r B cnevucpikauii nig,
Yyac BUpOOHULTBA, 3MiHIi 06 EMy BOAW,
Heob6XiAHOT ANS OTPUMAaHHS BigHOBNEHOI
cycneHsii 3 10,0mn go 10,5M1 B MeToAax
KOHTPO/IHO | iHCTPYKUii. CynyTHS 3MiHa - 3MiHK 3
sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHW BUNpobyBaHb abo
[OMYyCTUMNX MEX, BCTAHOB/IEHNX Y
crneundikalisx, nig yac BUPO6HULTBA FOTOBOTO
NiKapCbKOro 3acoby (3BY>KEHHS A0MYCTUMUX
MeX) - 3MiHU 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa y
MeTofax BUNPO6YyBaHHS TOTOBOIO JliKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeTofax BUNPoOyBaHHSA) - BeAEHHS 3MiH
NpOTArom 6-Tn MIiCALIB NiCNA 3aTBEPIXKEHHS.
3MiHun |l Tuny - 3MiHK 3 AKkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbkoro 3acoby. 3mMiHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3acoby (3MiHa 3HaxXoAMTbCA No3a
3aTBEPMKEHVMI JONYCTMUMU MEXAMU
cneumdikawin)
«CepegHsa Maca HanoBHEHHA»

A3UTPO
CAHJ03®

NOPOLUOK A/15 OpasIbHOI
cycneHsii, 100 mr/5 mn no
17,1 r nopowky ansa 20 mn
opasibHOT cycneHsii y
chnakoHi; no 1 chnakoHy y
KOMMNIEKTi 3 aganTepom Ta
LUMPULIOM 151 LO3YBaHHS
Y KapTOHHiIll kopobui

CaHpo3
dapmacbloTikan
3 4.4

CnoBeHisa

C.K. Canpgos C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MmiHu | TMNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWIA 3acib. 3miHa
pO3Mipy ynakoBK/ rOTOBOrO JlikapCbKoro 3acoby
(3miHa macun/o6'eMy BMICTy KOHTeliHepa
6arato030B0Oro fikapcbkoro 3acoby ans
HenapeHTepasbHOro 3acTocyBaHHA (abo
0HO/A,030BOr0, YaCTKOBOTO BUKOPUCTaHHS)) -
36isbLUEHHS HA/IMLIKOBOI KifIbKOCTi CycneHsii y

3a
peyerimom

UA/4764/02/01
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hapmaLeBTUYHWI

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
dhnakoHi 3 3,33% g0 7,0% ansa donakoHis 20mn,
ONA TOro, Wo6 rapaHTyBaTy AeknapoBaHuii Ha
puvHKax 06 €M roToBoi cycneHasii. Lie npueBognTb
0,0 3MiHM Macu HanoBHeHHs1 3 16,5r Ha 17,1r gns
ynakoBku no 20 MA nig, Yac BUPOGHNLTBA, 3MiHM
nokasHuka «CepefiH Maca HanoBHEHHS» 3
16,09-16,91 go 16,67-17,52r B cneyudikau,i nig,
Yyac BUpOBHULTBA, 3MiHIi 06 €My BOAN,
HeobXiAHOI AN OTPYMAaHHS BiAHOBNEHOI
cycneHnsii 3 10,0mn go 10,5mMn B meTogax
KOHTPO/IKO i IHCTPYKUii. CynyTHA 3MiHa - 3MiHM 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BMPO6HULTBI. 3MiHN BUNpobyBaHb abo
[OMYyCTUMNX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOGHULITBA FOTOBOMO
NiKapCcbKOro 3acoby (3BY>XEHHS AOMYCTUMMNX
MeX) - 3MiHU 3 KOCTi. FoToBUIA Nnikapcbkuid 3aci6.
KOHTpO/ib rOTOBOrO Nikapcbkoro 3acoby. 3mMiHa y
MeTogax BUNpobyBaHHSA rOTOBOTO JliKapCbKOro
3aco0by (He3HayHa 3MiHa y 3aTBepKeHnX
MeTofax BUNPOOYBaHHS) - BEEeHHS 3MiH
NpOTArom 6-Tu MiCALIB MiCNA 3aTBEPIXKEHHS.
3MiHu Il TUny - 3MiHK 3 AKoCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
NiKapcbKoro 3acoby (3MiHa 3HaxoAMTbLCA No3a
3aTBEPMHKEHVIMU AONYCTVMUMU MEXaMU
cneumdikadliin)
«CepefiHa Maca HarnoBHEHHA»

6. | AKCOTUNIH PO34MH A4 iH e no My6niyHe YkpaiHa My6niyxe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/15289/01/01
500 mr/4 mn no 4 mn B akuioHepHe akuioHepHe 3MiHu | TUNy - 3MiHa NocTavasibHUKa peuenmom
amnyni, no 5 amnyn y TOBapuCTBO TOBapUCTBO nakyBaslbHUX MaTtepianiB abo KOMMIEKTYHUMNX -

KaceTi, no 1 kaceTi B "HaykoBo- "HaykoBo- BW/TyYEHHSI HaliMeHyBaHHS MocTavyasibHUKIB
naJui, no 4 mn B amnyni, BMPOGHNYMIA BMPOGHUUNIA LLEHTP nakyBasIbHUX MaTepianis 3 peecTpaviiHoro
no 5 amnyn y kaceri, no 2 LeHTp "Bopuiariscbkuii [ocke, 30kpema nigpo3giny 3.2.P.7. Cuctema
KaceTu B maui "BopLuariBcbKuii Ximiko- ynakoBka/ykynopka
XiMiKo- hapmavLeBTUYHWI
hapmaueBTUYHN 3asog"
1 3aBog"

7. AKCOTUNIH PO34MH A5 iH e no My6niyHe Ykpaina My6nivHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15289/01/02
1000 mr/4 mn no 4 mn B akujioHepHe akujioHepHe 3MiHM | TMNY - 3MiHa NocTavYasbHKKa peyenmom
amnyni, no 5 amnyny TOBapUCTBO TOBapUCTBO nakyBaslbHVX MaTepianiB abo KOMNIEKTYIOUNX -

Kaceri, no 1 kaceTi B "HaykoBo- "HaykoBo- BWJ/TyYEHHSI HaliMEHYBaHHSA NocTavyasibHUKIB
nauuj, no 4 mn B amnyni, BVPOGHWYNIA BMPOGHNUNIA LLeHTP nakyBas/lbHUX MaTepianis 3 peecTpailiHoro
no 5 amnyn y kaceri, no 2 LeHTp "BopLyariBcbKuii [ocbe, 30Kpema nigposginy 3.2.P.7. Cuctema
KaceTu B nauu,i "BopLiariBcbKuii XiMiKo- ynakoBka/ykynopka

XiMikO-
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

hapmaueBTUYHN
i 3aBoa”

3asop"

ANEPOH

TabneTkun, BKpUTI
060/10HKO0, N0 5 Mr, Mo
10 TabneTok y 6nicTepi;
no 1 a6o no 3 6nictepu B
KapTOHHIli KopoobLi

AxTtasic rpyn AT

Icnangis

Emkitop
dapmacbloTikanc
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MmiHu |l TURy - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BHeceHHs abo 3miHa(1) Ao 3060B'si3aHb Ta YMOB
BMAAYi peecTpauiiiHoro noceig4YeHHs,
BK/OYaouM MnaH ynpasniHHA pusnkammy
(3acTocyBaHHs 3MiH(1), sKi(a) BUMararTb(€)
noAasIbLLIOro 06r'pyHTYBaHHS HOBUMU
[0AaTKOBUM AaHVMK, L0 MatoTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbkU BUMaraeTbCcs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoM)
(BrikoHaHHSA 3060B'A3aHb BiANOBIAHO 40
nignyHkTy 1.13 nyHKTY 1, NigNYHKTY 2.3 NyHKTY 2
popartky 15 o MopAagky nposedeHHA
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3acobwm, Lo NoganTbCs Ha AepXaBHy
peecTpadito (MepepeecTpaviio), a Takox
eKcnepTM3n mMmartepiasiiB NPo BHECEHHS 3MiH A0
peecTpauiiHnx matepianis NpoTArom aii
peecTpauiiHoro NocBigYEHHS, 3aTBEPAKEHOT0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/5615/01/01

ANNYHA

TabneTku, BKpUTI
N1iBKOBOK 060/I0HKOIO, MO
10 TabneTok y 6nictepi;
no 1 a6o 3 6nictepu B
KapTOHHIlA KopooLi

Amakca dapma
nTa

Benuka
BpuTaHis

BMPOGHULITBO 3a
NMOBHUM LK/IOM:
Makc Llennep 3boHe
Ar, LLBeliuapis;
nepBuHHe
nakyBaHHs
(thbacyBaHHs),
BTOPWHHE
nakyBaHHs1,
MapKyBaHHS:
lHcaHa CA,
LLBeiuapis;
KOHTPO/b SIKOCTI:
Na6op UonniHrep
Arl, WseliLapis;
KOHTPO/b Ccepili:
IHTepnabop benn
AT, Wseiiuapis

LLiBeiiuapis

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHM | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
Ha3su APl abo AONOMIXHOT peyoBUHU - 3MiHa
Hassu A®I, a came 3a3HauyeHHA Ha3BM HATUBHOTO
EeKCTPaKTy Ta HaTUBHOIO CNiBBiAHOLIEHHSA
KifIbKOCTi POC/IMHHOI CUPOBUHU [0 KiSTbKOCTi
oTpuMaHoro ekcTpakty (DER native) BignosigHo
00 KepiBHuutBa EMA 3 SKOCTi POCAIMHHUX
NiKapCbKNX 3ac06iB Ta KepiBHWUX NPUHLMNIB ANS
[eknapyBaHHA POC/TIMHHUX CyOCTaHLil Ta
POCNNHHMX Npenaparis, Lo BXOAWUTb [0 cknaay
POCNUHHKX Nikapcbkux 3acobis (EMA / HMPC/
585558/2007 Corr.1 , (EMA / HMPC/CHMP/
CVMP /287539/2005 Rev.1. BBegeHHs 3MiH
NpOTArom 6-T1 MIiCALIB MiCNA 3aTBEPAXEHHS.
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
Ha3su APl abo JONOMDKHOI peYoBUHM - 3MiHA
Ha3su A®I, a came 3a3Ha4YeHHA Ha3BM HATUBHOIO
EKCTPaKTy Ta HaTUBHOrO CNiBBiAHOLIEHHSA
KiNNbKOCTI POCNIMHHOI CUPOBUHM A0 Ki/TbKOCTI
oTpumaHoro ekctpakTy (DER native) BignosigHo
00 KepiBHuuTBa EMA 3 AKOCTiI POCIMHHUX
niKapcbknx 3acobiB Ta KepiBHUX NPUHUMMIB AN
JeknapyBaHHS POC/IMHHUX Cy6CcTaHLili Ta

6e3
peyenma

UA/11711/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

POC/IMHHVX Mpenaparis, WO BXOAUTb A0 cknagy
POCNUHHKX Nikapcbkux 3acobis (EMA / HMPC/
585558/2007 Corr.1, (EMA / HMPC/CHMP/
CVMP /287539/2005 Rev.1). BBefeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK 3 AKkoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo foNyCTUMUX MEX FOTOBOrO
NikapcbKoro 3acoby (4ONOBHEHHSA cneundikauii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNPOOGYBaHHSA) - [loNOBHEHHA cneundikavii
HOBWM MOKA3HWKOM 3 BifMOBIAHUM METOA0M
BMNPO6YBaHHA 3a n. "[ineHHs Tabnetok" (npu
BUMNYCKy) 3MiHK Ao n. "Onuc", 3miHa napameTpis
cneuudikayin 4o po3ainis: "Bmict Bogun”,
p."OfHOPIAHICTb A030BaHNX OAUHULL", p.
"Mikpob6ionoriyHa uncrora" 3miHeHO
NepiofNYHICTb KOHTPOSIIO, 3aTBEPAKEHO: He
PYTUHHWIA TecT ( Ha TepMIH NpuAaTHOCTI) ,
3anpornoHOBaHO: Ha BUMYCK - BUNPOOYBaHHS
NPOBOAATb A1 KOXHOT 5-i cepii; Ha TepMiH
NpVAATHOCTI — BUNPOBYBaHHA NPOBOAATb,
NpVHaiMHi, Ha NoYaTKy Ta B KiHLj TepMiHY
npugaTHocTi. Ta AK HacNifOK 3MiHU A0 IHCTPYKUIT
0N MeAUYHOro 3acTocyBaHHs y po3ain "OCHOBHI
dhi3nko-XiMiuHi BnacTmBocTi". BBefeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 AKocTi. A®Il. KOHTpob
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
[OMNyCTUMMX MEX, BU3Ha4YeHuX y cnewmdikauisax
Ha A®|, abo BYXiZHWIA/NPOMIXKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTHCA Y
npoueci BupobHuuTea A®| (BUny4YeHHs
He3HaYyHOro NoKasHuKa SIKOCTi (Hanpukiag,
BW/IYUYEHHS 3aCTapifioro nokasHuka)) -
BuiyyeHHs He3HaYHOro nokasHuka sAKoCTi
«Cmak» 3i cneumaikauii A®I cyxoro ekcTpakty
LUMLIOK XMesto. 3MiHM | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLiin Ta/abo gonycTUMUX MEX,
BMU3HAYeHuX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(iHWi 3MmiHW) - 3miHa y napameTpax cneuudikawii
A®| (Valeriane officinalis L., radix (kopiHHS
BasiepiaHn) 3a n. 3a/ILLKOBI PO3YUHHUKM
(meTaHony 3 0,05% go 0, 3%) BiANOBIAHO BUMOT
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

(ICH guideline Impurities Guideline for Residual
Solvents CPMP/ICH/283/95). 3miHu | Tuny -
3MiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y

napameTpax cneuudikauii Ta/abo gonycTummx

MeX, BU3HaYeHuX y cneuudikauisx Ha Adl, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo

BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|

(iHWi 3miHW) - 3MiHa y NapameTpax cneuudikaw,i
A®I, (cyxoro ekcTpakTy LUMLLIOK XMESHo 3a n.

3a/IMLLKOBI PO34MHHMKKM (MeTaHony 3 0,05% o 0,
3%) BignosigHo Bumor (ICH guideline Impurities
Guideline for Residual Solvents
CPMP/ICH/283/95). 3miHn | Tvny - 3MiHu 3
AKkocTi. FoTOBWMIA Nikapcbkuii 3aci6. Onuc Ta
cknag, (iHwi 3MiHK) - YToUYHeHHs Ao p. Onuc 6e3
3MiHM NiKapcbkoi )OpMK BifNOBIAHO
3aTBEPAKEHNM MeToAaM KOHTPOSI0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby , 3amiHa
«1Tabnetka MiCTUTb» Ha

«1 TabneTtka , BKpUTa NAIBKOBOIO 060/IOHKO0».
BHeceHo 3miHn Ao p. Cknag, — BunpasfieHHs

NMOMWJIKM CTOCOBHO KifIbKOCTi AONOMIKHOT
PEYOBUHM - Ma/IbTOAEKCTPUHY 3a paxyHoK

OKpYT/IeHHS BMICTY , 6€3 3MiHM Y CKNagi cyxoro
HaTMBHOrO eKCTPakTy BasiepiaHn «3 25% Ha
24,8%» Ta, AIK HACNiA0K, YTOYHEHHS KiSTIbKOCTI

LLI0A0 CYXOro HaTMBHOro ekcTpakTy 3 (Valeriane

officinalis L.,radix (kopiHHs BanepiaHn);
BUMPaB/IEHHS MOMUJIK CTOCOBHO KiNlbKOCTIi
[0NOMDKHOT PEYOBMHU - Ma/IbTOAEKCTPUHY 3a
paxyHOK OKPYT/IEHHSI BMICTY B CyXOMY

HEHaTMBHOMY EKCTPaKTi LUMLLOK XMento «3 30%
Ha 29,8%», Ha OCHOBI 3aTBEPKEHUX AaHNX

Banigavyii npoyecy A®l (3.2.S.2.5).
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

10.

AMMOICYNbBIH®

MOPOLLOK A/15 PO3UUHY
ans iH'ekuiino 1,51y
nakoHi; no 1,5ry
chnakoHi, no 10 cpnakoHis
3 MOPOLLKOM Y KOHTYPHIfA
YapyHKOBIli ynakosLj, no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji B nayi

NAT
"Knismegnpenap
at"

YkpaiHa

MAT
"Knismegnpenapar”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHKM | TUNY - 3MiHW 0 IHCTPYKUIT AN
MeLMYHOro 3aCTOCYBaHHS y po3Ainu:

"®apmakonorivyHi BnactmsocTi”,
"MpoTunokasaHHa", "B3aemogis 3 iHW1Mmn
nikapcbkvMmn 3acobamm Ta iHWi BUAn B3aemogiii',
"Oco6MBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMNOPTOM abo iHLWMMK
MexaHismamu”, "Cnoci6 3acTocyBaHHs Ta 031",
"Mepeno3yBaHHA", "Mo6iYHI peakuii”,

3a
peyenmom

UA/3858/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
"HecymicHicTb" BignoBigHo Ao iHhopmauii wozao
MeAMYHOro 3acTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby (YHA3VH®, nopolwok ans
po3unHy ANns iH'ekuin, 1,5 ).
BBeAeHHA 3MiH NpoTArom 6-Tu micauiB nicns
3aTBEpPAKEHHSA
11. | AHA®EPOH Tabnetku no 20 TabneTok TOB "Marepia YkpaiHa 3AT CaHToHiKa NuTtea BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 UA/7756/01/01
ANTAYNIA y 6nictepi; no 1 6nictepy Meguka- 3MiHu | TMNy - 3MiHKW 3 KOCTi. FoTOBUIA peuyenma
Y KapTOHHIl Kopobui YkpaiHa" nNiKkapcbKkuii 3aci6. 3mMiHM Yy BUPOOHMLUTBI. 3amiHa

abo BBeEeHHS 404aTKOBOI AiNbHULI
BUPOGHMLITBA A/151 YACTUHM ab0 BCbOro
BMPOGHMYOTrO NpoLecy roToBOro NikapcbKoro
3aco0y (AinbHMLSA, Ha Sk NpoBOAATLCA By Ab-AKi
BMPOGHUUI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJIO0 SKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHS, 4151 HECTEPUSIbHUX NIKAPCbKUX
3ac006iB) (3amiHa AiNbHUL BUPOGHULTBA, Ha SKilA
npoBoAUTLCS byab-AKi BUPOOHWYI cTagii, 3a
BVIHSITKOM BWMYCKY Cepiii, KOHTPO/IO SKOCTI,
NepPBUHHOTO Ta BTOPMHHOIO NakyBaHHSA); 3MiHu |
TUny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs
BVMPOGHWYOT AinbHNL (BKIHOYAKYMN AiNbHALI ANS
A®I, NpoOMiXHOro nNpoaykTy abo rotoBoro
nNikapcbKoro 3acoby, AibHNLi AN NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BigNoBifabHOMO 3a
BUMYCK CepiiA, MiCLLe NPOBEAEHHA KOHTPOSIO
cepii) abo nocTtavyasibHMKa BUXiAHOTO MaTepiany,
peareHTy abo AOMOMIKHOI PEHOBUHY (SIKLLO
3a3HayYeHo y 0CbE) (BUTYHEHHS BUPOBHMYOT
AinbHuLi TOB «<HB® «MATEPIA MEAVKA
XONJWHI», Pocilicbka ®epepauis); 3miHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapcbKuMii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKTHOYAtOUM diana3oH po3mipy cepii) roToBOro
nNiKapcbKoro 3acoby (iHwi 3MiHW) (BUYyYEHHS
po3mMipy cepii 75000 6nicTepis, WO BigNoBiAaE
1500000 Ta6n., 450 Kr i3 OHOBEHOro NiApo34iny
3.2.P.3.2. Cknag Ha cepito); 3MiHun | Tuny - 3MiHu
3 AKocCTi. [oTOBWIA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3viHa abo gogaBaHHA WTamnis,
NOTOBLUEHb a60 iHLUNX MapKyBaHb, YK/TH0Haoum
3amiHy abo gogasaHHs hapb Ans MapKyBaHHSA
nikapcbKkoro 3acoby (3MiHa Wwramnis, NOTOBLYEHb
a60 HWKX MapKyBaHb) (BUAaNEHHS HanUCy
"MATERIA MEDICA" 3 mapkyBaHHsi TabneTku, sK
Hacnifok 3MiHa onucy TabneTkn y cneumdikadii
'N3); 3miHn 1l TUNy - 3MiHK 3 AKocTi. ADL.
Brpo6HMUTBO. 3MiHa BUPOOHMKA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMXiHOro/MpoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOGHUYOMY npoueci AdI,
abo 3miHa BUpOoOHWKa (BKkNoYaroun, ae
HeobXxiAHO, MicLie NpoBeAEeHHS KOHTPOJ/THO SKOCTI)
A®I (3a BigcyTHOCTI cepTudcpikata BianoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaxeHOMy
[0CbE)(iHLWi 3MiHKM) (3MiHa BUPOOHMKA fito4oi
peyoBUHM "AHTUTING 4,0 raMMa iHTepepoHy
NOAVHN athiHHO OUMLLIEHI: CYMiLL roMeonaTUYHUX
po3sefeHb C12, C30 ta C50" 3 TOB "HB®
"MATEPIA MEAVKA XONAWHI™, Pocilicbka
Pepepauis Ha 3AT CaHToHika, JIuTBa)
12. | AHTUPNY® TabneTku, BKpUTI TOB "baiiep” YkpaiHa nepBuHHA Ta CWA BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 UA/4910/01/01
NNiBKOBOK 060/I0HKOID, MO BTOPVHHA yNnakoBkKa, 3MiHM | Tuny - 3MiHa y 6e3nocepe/Hiit ynakosLi peuyenma
12 TabneTok y 6nicTepi; [03BiN Ha BUMYCK A®| - BHeceHHs 3MiH 0 maTepianis
no 1 6nicTepy B KAPTOHHIi cepii: KoHTpakT peecTpaujiHoro gocke p. 3.2.5.6. Cuctema
Kopobui dapmakan KOHTeliHep/3aKynopoBa/ibHWI 3aci6: 3MiHa
KopnopeiiwH, CLUA; pO3Mipy NepBUHHOT YNakoBKM Ta 3MiHa PO3Mipy
BMPOGHULITBO in Ta KoHdpirypaujii BTOpMHHOI ynakoBku ans Ad|
bulk: KoHTpakT AueTtamiHoeH, 6e3 3MiHU NePBUHHOIO
Papmakan nakyBasiIbHOrO MaTepiany Ta cneumdikauii Ha
KopnopeiiwH, CLUA YNakoBKy
13. APTHIHY NOPOLLIOK KpMCTaniuHuii ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/4106/01/01
FNYTAMAT (cybeTaHuis) y nakeTax 0bMexeHot 06MexeHo 3MiHM | TUNY - NoAaHHA HOBOro cepTudikaty
nonieTnneHoBux Ans BignosiganbHicT BiNOBIAA/IbHICTIO BiAgNoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-
hapmaLeBTUUYHOIO 10 "®apmaueBTnyHa CEP 1998-104-Rev 04 Bif HOBOro BUPO6GHUKa
3aCTOCYyBaHHA "papmMaueBTUYH KomnaHis "3gopos'a” BWXiAHOrO matepiany
a KoMnaHist
"3p0pos'a”
14. ACMAHEKC® MOPOLUOK A5 iHransuyin, LepiHr-Mnay LLIseliyapis KOHTPO/b SKOCTI, Benbrisi/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9255/01/01
[o30BaHwuit, 200 Mkr/go3y CeHtpan Ict Al BTOPUHHE CiHranyp 3MiHuM | TNy - 3MiHK WoA0 peyenmom

no 30 fo3 a6o no 60 f03 B
iHranaTopi Teuctxennep®,
ynakoBaHoMy B
antoMiHieBy donbry; no 1
ynakoBaHOMy iHransTopy
B KapTOHHIl kopo6uyi

nakyBaHHs, BUNYCK
cepii: WepinHr-Mnay
Na6o H.B., benbris;

BMPOGHUK in bulk,
nepBuHHE
nakysaHHsa: MC[,

IHTepHewHn M6X

(chinis Cinvranyp),
CiHranyp

6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BBegieHHs1 ab0 3MiHM A0 y3arasibHEeHUX JaHnX
npo cucTemy drapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHux npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHuKa
0N 30iCHEHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiiNOBIfaNbLHOI 3a 3jiICHEHHS hapmakoHarnsgy
(BK/KOUAOYM KOHTAKTHI faHi) Ta/abo 3MiHn y
pO3MilLieHHi MacTep-thaiina cuctemu
thapmakoHarnagy) - firova pegakuis:
yNOBHOBaXKeHa 0co6a, BignoBiganbHa 3a
3ailicHeHHs chapmakoHarnsagy: XXaxet
Xopmb6peii. MponoHoBaHa peaakL;is:
YNOBHOBaXKEHA 0c06a, BignoBigasbHa 3a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3pificHeHHs hapmakoHarnsagy: fokrop ai
[emon. 3MiHa KOHTaKTHUX AaHuX. 3MiHa Y
po3MilLeHHI MacTep-chaiiny
15. | ACMAHEKC® MOPOLLIOK AN iHraNALiA, LWepiHr-Mnay LLiBefiuapis KOHTPO/b AKOCTI, Benebrisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/9255/01/02
[030BaHwuit, 400 Mkr/go3y CeHtpan lct Al BTOPUHHE CiHranyp 3MiHKM | TNy - 3MiHK WoA0 peyernmom
no 30 o3 a6o no 60 fo03 B nakyBaHHs, BUMYCK 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
iHransaTopi TBUCTXeinep®, cepii: WWepiHr-Mnay BBefeHHs1 ab0 3MiHU [0 y3arasibHeHUX AaHKX
ynakoBaHoMy B Na6o H.B., benbris; npo cucTemy dhapmakoHarnsgy (BBeAeHHs
antomiHiesy donbry; no 1 BMPOGHMK in bulk, y3arasibHeHNxX AaHnx npo cucrtemy
ynakoBaHOMy iHransaTopy nepBuHHE chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
B KapTOHHIi Kopo6Lyi nakyBaHHsA: MC/, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
IHTepHewHn M6X KOHTaKTHOT 0CO6M 3 papMakoHarnsay 3asBHMKa
(cpiniss Civranyp), [ONA 3aiicHeHHs dhapMakoHarniagy B YkpaiHi,
CiHranyp AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOHAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MilLieHHI MacTep-thaiina cuctemu
thapmakoHarnagy) - [irova pegakuis:
yrNoBHOBaXeHa 0cob6a, BiAnoBiasibHa 3a
3ailicHeHHs thapmakoHarnsagy: Xawet
Xopmb6peii. MponoHoBaHa pegakuis:
yMoBHOBaXeHa 0co6a, BiAnoBigasibHa 3a
3pilicHeHHs hapmakoHarnsagy: Jokrop ai
[Jemon. 3miHa KOHTakTHUX AaHunx. 3miHa y
PO3MiLLEHHI MacTep-goaiiny
16. AYPOKCETUN TabneTku, BKPUTI AypobiHao IHais AypobiHao dapma IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/12973/01/01
NAiBKOBOK 060/I0HKOID, MO Papma /114, Nt FOHIT VI, Bnokn 3MiHKM | TUNY - NOAAHHSA OHOB/IEHOTO cepTudlikaTa peyenmom
250 wr; no 10 Tabnetok y DtaE BiANoBigHOCTI EBponeiickbkiin hapmakonei Ne R1-
6nictepi; no 1 6nictepy B CEP 2002-252-Rev 03 o115 Aito4oi pevyoBuHn
KapTOHHIl KopoobLi Cefuroxime axetil Big BXe 3aTBepAXeHoro
Brpo6HMKa AUROBINDO PHARMA LIMITED., sk
Hacnigok 3mMiHW B afpeci BUPO6GHMKa
17. AYPOKCETUN TabneTkn, BKPUTI Aypob6iHa0 IHgis Aypob6iHgo ®apma IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/12973/01/02
N/1iBKOBOK 060/I0HKOK, NO dapma /114, Ntp. FOHIT VI, Bnokn 3MiHuM | TUNY - NOAAaHHA OHOBIEHOTO cepTudikaTa peyenmom
500 wr; no 10 TabneTok y DtaE BiiNOBIAHOCTI E€Bponelickkiit hapmakonei Ne R1-
6nictepi; no 1 6rictepy B CEP 2002-252-Rev 03 gn1s Aito4oi pevyoBuHN
KapTOHHIlA KopoobLi Cefuroxime axetil Big Bxe 3aTBeppKeHoro
Brpo6HMKa AUROBINDO PHARMA LIMITED., sk
HacnigoK 3MiHV B agpeci BUPOGHMKa
18. AUETUNCANIUN | TabneTku AkTasic rpyn AT IcnaHpis AxTasic NTA, Manbta/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/14167/01/01
NOBA KUCNOTA | KULUIKOBOPO3YMHHI N0 75 ManbTta Bonrapis TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyenma
mr, no 10 TabneTok B BankaHdapma- 23.07.2015 Ne 460). BunpaBneHHs TEXHIYHOT
6nictepi; no 3 6nictepu B [ynHuus AT, NOMUNKK, 3rigHo nn.4 n.2.4. po3giny VI Hakasy
KapTOHHIli KopoobLi Bonrapis MO3 Ykpainu Big 26.08.2005p. Ne 426 (y

pepakuii Hakazy MO3 Ykpainu Big 23.07.2015p.
Ne 460) — nomunkn y MK#, nos'asaHi 3

nepeknagomMm abo nepeHeceHHaM iHchopmadii, ski

Oynn gonyLleHi Npy npoueaypi peectpauii (Hakas
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Ne105 Big 03.03.2015p.), a came: BUNpaB/IEHHS
TeXHi4YHOI NoMW/IKK B po3gini "Cknag"
NiKapcbKoro 3acoby, OCKisibkM, 3a3HaveHa y
cknagi Hasea EygpariT e He peyosBuHa, a Ha3sa
060/10HKM, LLIO CKNaAaeTbCA 3 METAKPUIATHOTO
cononimepy gucnepcii, nonicopbaty 80, HaTpito
naypuncynbary, TpueTnaumuTparTy, TasibKy.
BunpaBneHo TexHiYHY NOMW/IKY B IHCTPYKLT oNs
MEeAMYHOro 3acTOCyBaHHSA MikapcbKoro 3acoby

19.

ALETUICANILN
NOBA KUCNOTA

TabneTku
KMLLKOBOPO34MHHI no 100
Mmr, no 10 TabneTok B
6nicTepi; no 3 6rictepu B
KapTOHHIlA KOpooLi

AxTasic rpyn AT

IcnaHgis

AkTasic 1T/,
ManbTta
BankaHdapma-
AynHunua AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
TexHiyHa nomuska (3rigHo Hakaszy MO3 Big,
23.07.2015 Ne 460). BunpaBneHHs TeEXHIYHOT
NOMW/IKY, 3rigHo nn.4 n.2.4. po3giny VI Hakasy
MO3 Ykpainu Big 26.08.2005p. Ne 426 (y
pegakuii Hakasy MO3 Ykpainu Big 23.07.2015p.
Ne 460) — nomunku y MK, nos'sasaHi 3
nepek1agom abo nepeHeceHHsM iHdopmaLii, sk
6ynn gonyLueHi Npu npoueaypi peecTtpaduii (Hakas
Ne105 Big 03.03.2015p.), a came: BUNpaB/IEHHS
TeXHi4YHOI NoMW/IKK B po3gini "Cknag"
NiKapcbKoro 3acoby, OCKisibkKM, 3a3HaveHa y
cknagi Hasea EygpariT e He peyosBuHa, a Ha3sa
060/10HKM, LLIO CKNafaeTbCsA 3 METAKPUIATHOTO
cononimepy gucnepcii, nonicopbaty 80, HaTpito
naypuncynbary, TpueTnaumuTpary, TasibKy.
BunpaBneHo TeXHIYHY NOMW/IKY B IHCTPYKLT Ans
MeAMYHOro 3acToCcyBaHHA NiKapCbKoro 3acoby:

6e3
peyenma

UA/14167/01/02

20.

ALVIKNOBIP-
JAPHULA

TabneTku no 200 mr no 10
Tab1eToK Y KOHTYPHii
YapyHKOBIli ynakoBLyj; no 2
KOHTYPHI YapyHKOBI
ynakoBKM B nauLli

MpAT
"®apmaueBTUYH
a chipma
"fapHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
thipma "lapHnua”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
nprBeAeHHs HanncaHHA HOMepy peecTpaLiiiHoro
nocBig4eHHs B Hakasi MO3 YkpaiHu Ne 553 Big,
27.03.2018 y BigNOBIgHICTb 4,0 3aTBEPKEHNX
peecTpauiiHnx Matepianis (pefakuis B Hakasi:
UA/0991/0101; 3anponoHoBaHa pegakuis:
UA/0991/01/01) B npoLeci BHECEHHS 3MiH - 3MiHU
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn go
y3arasibHeHVX AaHunx npo cuctemy
thapmakoHarnagy (BBefjeHHs y3arasibHeHux
[JaHnX npo cuctemy dpapmakoHarnsgy, smiHa
YNOBHOBaXEHOI 0co6y, BiANOBiAabHOI 3a
3[jiCHEHHS1 hapMakoHariaay; KOHTakTHOT 0cobu
3 thapmakoHarnsgy 3asBHVKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BigMiHHa
BiJ, yNOBHOBaXEHOI 0c06M, BignoBigansHoi 3a
3fjiicHeHHs hapmakoHarnsagy (Bknoyaryn
KOHTaKTHi AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
MacTep-halina cuctemu hapmakoHarnisay) -
3MiHa yNnoBHOBaXeHOi 0cobu, BiAMNOBIAa/IbHOI 3a

3a
peyenmom

UA/0991/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnag: fitova pegakuis - CMOBX
CraHicnaBa AHaTorniiBHa; MponoHoBaHa
pegakuis - Cipaxos Irop OnekcaHgpoBmY
21. | BETA3SOH masb no 15 ry 1y6i; no 1 ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/14023/01/01
YNbTPA Ty6i y KOpOO6Li 3 KAPTOHY 06MeXeHo BUPOGHMLTBA, 3MiHu | TUNy - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuenmom
BiANOBIga/IbHICT KOHTPO/b AKOCTI, HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
10 BWMYCK Cepii: (BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3mMiHa
"papmMaueBTUYH ToBapucTBO 3 aapecu 3asaBHuKa) (TepMiH BBeeHHSA 3MiH
a KoMnaHis 06MexeHo NpOTArom 6-Tn MIiCALIB NiCNA 3aTBEPMAKEHHS);
"3popos'a” BiANOBIAA/IbHICTIO 3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
"®apMaueBTUYHA HaliMeHyBaHHs Ta/abo agpecu micus
KOMMNaHis NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
"3p0pos'a”, rOTOBOrO JliKapCbKoro 3acoby, BK/IYaum
YkpaiHa; OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
BCi cTagii KOHTPOIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANoBigae
BMPOGHMLITBA, BMPOGHMK/IMNOpTep, BK/IOYAUM BUMYCK Cepiid)
BMNYCK cepil: (3miHa agpecu BUpOGHMKa ToBapuCTBO 3
ToBapucTBO 3 06MexeHolo BignosiganbHiCTIO "®apmaleBTuyHa
0bMexeHot KoMnaHis "3gopoB's”, YkpaiHa, 6e3 3MiHu Micus
BIANOBIA&/IbHICTIO BMpo6HUUTBA) (TepMiH BBEAEHHS 3MiH NPOTAromM
"®apmMaueBTnYHa 6-Tv MicALIB NicnsA 3aTBEPAXKEHHSR); 3MiHM | Tuny
KOMMaHis - AgMiHICTpaTuUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
"3p0poB'a", YkpaiHa; Ta/abo agpecu Micusa NPOBamXeHHs AiSIbHOCTI
KOHTPO/b SKOCTi: BMpPOGHUKa/iMnopTepa roToBOro /ikapcbkoro
ToBapucTBo 3 3aco6y, BK/IIOYAKuM Ai/bHULL BUNYCKy cepii abo
06MeXeHo MicLLe NpOBeAEHHS KOHTPOJIKO AKOCTI.
BIANOBIAA/TLHICTIO (AisnbHICTB, 3a SKy BignoBigae
"®APMEKC Irpyn, BMPOGHMK/IMNOpTEp, He BK/IOYaoUM BUMYCK
Ykpaina cepiii) (3mMiHa agpecy BUpPOGHMKa ToBapUCTBO 3
obmexeHoto BignosiganbHicTio "PAPMEKC
FPYMN", YkpaiHa, 6e3 3MiHV Micus BUPOOHMLITBA)
(TepMiH BBEAEHHS 3MiH MPOTArOM 6-TU MicALIB
nicns 3aTBepMKEHHS)
22, BIKATEPO TabneTku, BKpUTI [eTepo /1a63 IHais [eTepo /1a63 IHais BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/14356/01/01
NAiBKOBOK 0H60/I0HKOID, NO Nimiteq Nimiteq 3MiHM | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuenmom

50 wmr; no 10 TabneTok y
6nicTepi; no 1 a6o no 3
6nicTepy B KAPTOHHii
Kopobu,i

HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaum
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAnosigae
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUMYCK Cepild) -
3MiHa agpecu BupobHuka N3, 6e3 3MiHn Micua
BMPOGHMLTBA (3MiHA Ha3BW LWTaTy 3 AHApa
Mpagelw Ha HoBwWiA WTaT TenaHraHa) Ta
npuBeaeHHs Yy BiANOBIAHICTb A0 BUCHOBKY LW040
niaTBEpAXEHHS BiANOBIAHOCTI BUPOGHMLTBA
nikapcbknx 3acobiB BUMOraM HasiexHol
BMPO6HMYOI NpakTukm (GMP), BugaHoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[lepxaBHot0 cyx6010 YKpaiHu 3 NikapCbkux
3acob6is
23. BIKATEPO TabneTkn, BKPUTI leTepo /1a63 IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14356/01/02
NNiBKOBOK 060/I0HKOID, MO Nimiteq Nimiteq 3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenmom
150 wmr; no 10 Tabnetok y HalilMeHyBaHHs Ta/abo agpecu micus
6nictepi; no 1 abo no 3 NPOBaKEHHSA AiS/IbHOCTI BUpOOHMKa/imnopTepa
6nicTepy B KAPTOHHIi rOTOBOrO JliKapCbKoro 3acoby, BK/IYa4m
Kopobui OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/O AKOCTI. (AiANbHICTb, 3a Ky BiAnoBigae
BMPOGHUWK/IMNOpPTEp, BK/IOYA0UM BUMYCK Cepiid) -
3MiHa agpecu BUpo6bHuKa 13, 6e3 3MiHn MicuA
BMPOGHMLTBA (3MiHa Ha3BW WTaTy 3 AHApa
Mpagew Ha HoBwWiA WTaT TenaHraHa) Ta
npvBeLeHHs y BIANOBIAHICTb A0 BUCHOBKY LLOA0
niATBEPMAKEHHS BiANOBIAHOCTI BUPOGHMLTBA
NikapcbKnx 3ac06iB BUMOraM Has1eXHOT
BMPO6HUYOI npakTukn (GMP), BugaHoro
[lepxaBHOI Cy>60t0 YKpaiHW 3 NliKkapCbKnx
3acobis
24, BIcOonPONON- TabneTku, BKPUTI TeBa 13painb AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/6407/01/01
TEBA NAiBKOBOK 060/I0HKOID, MO dapmaueBTikan dapmaueBTUYHN 3MiHKM | TUMY - NOAAHHSA OHOBEHOTO cepTudikaTy peyenmom
5 mr no 10 TabneTok y IHpacTpi3 fTg,. 3aBog, TEBA BiAgNoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-
6nictepi; no 3 6nictepu B CEP 2009-044-Rev 01 Big, 3aTBEpPIKEHOIO
KapTOHHI Kopobui BMpo6HUka A®I Giconponony dymaparty
25. BlconPONoOnN- TabneTku, BKpUTI TeBa 13painb AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/6407/01/02
TEBA nAiBKOBOK 0H60/I0HKOID, MO dapmaLeBTikan dapmaLleBTUYHNI 3MiHKM | TUNY - NOAAHHSA OHOBMEHOTO cepTudikaTy peyenmom
10 mr no 10 TabneTok y IHgacTpi3 /Tg,. 3aBog TEBA BigNoBIAHOCTI €Bponelicbkoi thapmakonei Ne R1-
6nicTepi; no 3 6rictepu B CEP 2009-044-Rev 01 Big, 3aTBEPIKEHOIO
KapTOHHI KOpo6Li BMpo6HUKa A®I iconponony dymaparty
26. | BI®PEH® kancynv no 250 wmr, no 10 TOB "dapma YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/12087/01/01
Kancyn y 6nictepi; no 1 Crapt" 3MiHu Il TUny - 3MiHK Woao0 peuyenma

abo no 2 6nictepun y nauui
3 KapToHY

6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAAui peecTpauiiHoro nocBigYeHHs,
BK/IOYatouM MnaH ynpaBniHHA pusvkamm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
noAasnbLIoro 06rpyHTyBaHHS HOBUMU
[0AATKOBUM AaHVMU, L0 MatoTb HajaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKi/TbK/ BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
(BrikoHaHHS 3060B'A3aHb BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2
poaartky 15 o MNMopagky nposefeHHA
eKCnepTn3n peecTpauiiHux Matepianis Ha
nikapcbki 3acobwm, WO NogalnTbCs Ha AepXaBHy
peecTpadito (nepepeecTpaLito), a Takox
eKkcnepTM3n martepianis NPo BHECEHHA 3MiH A0
peECTpaLiiiHMX MaTepianis NpoTsArom Aji
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

peecTpauiiHoro NoCBigYEHHS, 3aTBEPAKEHOT0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

27.

BPABAAVH®

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOID, MO
5 Mr no 14 Tabnetok y
6nicTepi; no 2 abo 4, abo
no 6 6nicTepiB y KAPTOHHIl
Kopobu,i

KPKA, 4.4.,
HoBo mecTto

CnoBeHis

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BMnyckK cepii: KPKA,
n0.4., HoeBo mecTo,
Cr0BEHif; KOHTPO/Ib
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHK | TUNYy - 3MiHa BUPOOHUKA
BWXiHOro/MpOMKHOro NpoAyKTy/pearenTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOBHUYOMY npoveci AdI,
a60 3MiHa BMPOGHWMKa (BKOYaoun, ae
HeobXxifHO, MiCLie NPOBEAEHHS KOHTPO/IHO SKOCTI)
A®I (3a BiAgcyTHOCTI cepTudikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[0Cbe)(3anpOonoHOBaHWI BUPOOHUK HANEXNTb A0
Tiei camoi BUpOBHMYOT rpynu MigNpUeEMCTB, LLO I
3aTBEPMXEHNIN) - AofaBaHHA BUPOOHNYOI
AiNbHULI ANA HeouunLeHoro IBabpaguHy
rigpoxnopuay; 3mMiHu | Tuny - 3miHa po3mipy cepii
(BKNtovaroun gianasoHun) APl abo NpomiKHOro
NpPoAyKTY, KW 3aCTOCOBYETLCS Y MPOLECi
BMPOGHMLTBA ADI (36inbweHHA fo 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHNUM PO3MIPOM) -
36iNbLUEHHS po3Mmipy cepii ADI; 3MiHu | Tuny -
3MiHa BUPO6HUKA BUXiAHOro/NPOMKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPO6HMYOMY npotieci A®l, abo 3miHa
BMPO6HMKa (BK/IOYaOUM, e HeobXigHo, micue
NpoBeAEeHHS KOHTPO/IO AkocTi) APl (3a
BiACYTHOCTI cepTudikara BifnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoMy
[0Cbe)(3anponoHoBaHUii BUPOGHUK HANTEXUTb 10
Tiei camoi BUPOBHMYOT rpynu NignpuemMcTs, Lo 1
3aTBEPMAKEHNI) - AoAaBaHHA [04ATKOBOI
BUPOBHUYOT AINAHKM 415 TPOMDKHOIO NPOAYKTY
1B04

3a
peyenmom

UA/16224/01/01

28.

BPABAAVH®

TabneTku, BKpUTI
NAiBKOBOK 0H60/I0HKOID, NO
7,5 Mr no 14 TabneTtok y
6nicTepi; no 2 abo 4, abo
no 6 6nicTepiB y KAPTOHHIl
Kopobu,i

KPKA, 4.4.,
HoBo mecTto

CnoseHisa

BMPOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BMNyckK cepii: KPKA,
n0.4., HoeBo mecTo,
C0BeHis; KOHTPO/Tb
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoseHis

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHa BUPOBOHUKaA
BMWXiHOro/MpoMiKHOro NpoAyKTy/pearenTy, Lo
BMKOPWCTOBYHOTbCS Y BUPOBHUYOMY npoveci AdI,
a60 3MiHa BMPOGHWMKa (BKOYatouu, ae
HeobXxiAHO, MicLie NPoBEAEHHS KOHTPO/IIO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikata BiAnoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
[[0Cbe)(3anponoHOBaHWI BUPOOHUK HANEXUTb A0
Tiei camoi BUpOBHMNYOT rpynu NigNpUeEMCTB, LLO I
3aTBEPXEHNI) - AofaBaHHA BUPOOHNYOI
AiNbHULI ANA HeouuLeHoro IBabpaguHy
rigpoxnopuay; 3MiHu | Tuny - 3amMiHa po3mipy cepii
(BKNtovatoun gianasoHun) APl abo NpomiKHOro
NpoAyKTY, SKWIA 3aCTOCOBYETLCS Y MpoLeci

3a
peyenmom

UA/16224/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BMPOG6HMLTBA ADI (36inbweHHsA fo 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHNM PO3MIPOM) -
36iNbLUEHHA po3Mmipy cepii ADI; 3MiHu | Tuny -
3MiHa BUPO6HUKA BUXiAHOro/NPOMKHOrO
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®|, abo 3miHa
BMPO6HMKa (BK/IHOYaKUM, e HeobXigHo, micue
npoBeAeHHSA KOHTPO/I0 AkocTi) APl (3a
BifICYTHOCTI cepTudikara BifnoBigHOCTi
€Bponelicbkii hapmakonei y 3aTBepaKeHoOMy
[0Cbe)(3anponoHoBaHUii BUPOOHUK HANTEXUTb 10
TiEl camoi BUPOGHMYOT rpynu NigNPUEMCTB, LLO i
3aTBEPMAKEHN) - AoAaBaHHA [04aTKOBOI
BUPOBHUYOT AINAHKM 4118 NTPOMDKHOIO NPOAYKTY

1B04
29. | BPIHTENNIKC TabneTku, BKpUTI NyHabek [Janis BMPOGHMLITBO 3a [Oanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/14150/01/01
NAiBKOBOK 060/I0HKOID, MO Ekcnopt A/IC NOBHUM LMK/IOM: PpaHuin/ 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom
5 wr, no 14 Tabnetok y X. NyHp6ek A/C, [JaHis HalilMeHyBaHHs Ta/abo agpecu micus
6nicTepi; no 2 6rictepu 'y [JaHis; NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
KapTOHHIlA KopooLi nepBrHHe Ta roTOBOrO NikapCcbKoro 3acoby, BKIYauu
BTOPVHHE AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
nakyBaHHs: KOHTPOJI0 AIKOCTI. (ZiANbHICTb, 3a Ky BifnoBigae
Enasdapm, BUPOGHMK/IMIOPTEP, HE BKOYAOUM BUMYCK
PpaHuis; cepili) (3MiHa HalilmeHyBaHHs BUPOobHuKa M3,
BMNPOGYBaHHS 3a SIKWIA BignoBigae 3a BUNpobyBaHHs 3a
NOKa3H1KOM nokasHMkom «MikpobionoriyHa yictoTa», 6e3
"MikpobionoriuHa 3MiHW Micus BUPO6HULTBA); 3MiHW | Tuny - 3MiHK
yucrora'™ 3 AkocTi. A®l. KoHTponb A®l. 3miHa y
EypodiHc Biothapma napameTpax cneuudikadii Ta/abo gonycTummx
MpogakT TecTiHr MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
Oenmapk A/C, flaHisa BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo

BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTBa AdI
(3BY)XEHHS AONYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauii) (3By)XKeHHS ONYCTUMUX MEX,

BM3HaueHux y crneundikauii A®| 3a nokasHuKkamm

«Assay, HPLC, as is, % w/w» Ta «QOrganic
impurities in Total, % w/w>; 3miHK | TURY - 3MiHK

3 AkocTi. A®l. KoHTponb A®I. 3miHa y MeTofax

BunpobysaHHa APl abo BMXigHOTO
mMarepiany/npoMiXKHOrO NPOAYKTy/peareHTy, Wwo

BMKOPUCTOBYETLCA Y NpoLieci BUpobHuLTea AdI

(iHwWi 3mMiHW y MeTogax BUNpobyBaHHSA

(BkNtOUaKOUM 3aMiHy abo fonoBHeHHS) APl abo
BUXIAHOro/NPOMIXHOTO NPOAYKTY) - AOLAHHS

aNbTepPHaATUBHOIO METOAY BU3HAYEHHS PO3MIpY
yacTok AdI, KpuTepii NPUIAHATHOCTI 3a AaHUM

NOKa3HWKOM 3a/MLInnncs 6e3 3miH); 3MiHu | Tuny
- 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BMPOGHMKA BUXIZHOr0/NPOMIKHOTO
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPO6HMYOMY npotieci A®|, abo 3miHa
BMPO6HMKa (BK/IHOYaOUM, e HeobXigHo, micue
npoBeAeHHS KOHTPO/I0 AkocTi) APl (3a
BifICYTHOCTI cepTudikara BifnoBigHOCTi
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMy
[0Cbe)(BBEAEHHSA HOBOI Ai/bHULI, e
3AilicHI0ETLCSA MiKpOHi3auis) (JofaHHs
anbTepHaTuBHOI AinbHuui Lundbeck
Pharmaceuticals Italy S.P.A., Viale della Idustria
54, Padova (PD), Italy, ae 3gilicHOeTbCS
MikpoHi3sauiss A®I)

30.

BPIHTEN/IKC

TabneTku, BKPUTI
MNNiBKOBOK 060/10HKOI0, MO
10 wmr, no 14 Tabnetok y
6nictepi; no 2 6nictepn y
KapTOHHI Kopoobui

NyHpbek
Ekcnopt A/IC

[JaHis

BMPOBHMLTBO 3a
NMOBHWM LMK/IOM:
X. Nynp6ek A/C,
[aHis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
Enasdhapm,
dpaHujs;
BUNPOOYBaHHA 3a
NOKa3HUKOM
"MikpobionoriyHa
yucrora™
EypodpiHc Biochapma
MpogakT TecTiHr
[enmapk A/C, daHis

[anisa/
PpaHuin/
[OaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaPKeHHS AiS/IbHOCTI BUpoBHUKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BKIYaKYM
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SiKy BiAgnosigae
BMPOGHMK/IMNOPTEP, HE BK/IKOYAKOUN BUMYCK
cepili) (3MiHa HaliMeHyBaHHs BUpobHuka 13,
SIKWIA BigMNoBifae 3a BUNPObYBaHHSA 3a
nokasHNKom «Mikpo6ionoriyHa yicToTar», 6e3
3MiHM Micus BUpO6HUUTBA); 3MiHW | Tuny - 3MiHK
3 AkocTi. ADI. KoHTposnb APL. 3miHa y
napameTpax cneuucikauin Ta/abo gonycTUmmnx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea API
(3BYXXEHHSA AOMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauii) (3ByXEHHS ONYCTUMUX MEX,
BM3HAYeHWX y cneundikauii A®| 3a nokasHukamm
«Assay, HPLC, as is, % w/w» Ta «Organic
impurities in Total, % w/w>; 3MiHK | TUNY - 3MiHK
3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMaTtepiany/npombKHOro NPoAyKTy/peareHTy, LWo
BVKOPVCTOBYETbLCS Y NpoLieci BUPo6HuLTBa ADI
(iHwWi 3MiHW y MeToaax BUNpobyBaHHSA
(BKtOUALOUM 3aMiHy abo f0NoBHEHHs) APl abo
BVIXiZHOro/NpoMiKHOro NpPOAYKTY) - A0AaHHSA
a/IbTEPHATUBHOIO METOAY BU3HAYEHHA PO3MIpY
yacTok A®I, KpuTepii NPUIAHATHOCTI 3a AaHUM
MOKa3HUKOM 3asmLunamncs 6e3 3miH); 3minm | Tuny
- 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa
BUPOBHMKA BUXIAHOrO/NMPOMIXHOro
npoAayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y

3a
peyenmom

UA/14150/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMPOGHMYOMY npotieci A®l, abo 3miHa
BMpOOHUKa (BK/ItOYaoUn, e HeobxigHo, Micue
NpoBefEeHHS KOHTPONto AkocTi) APl (3a
BiICYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[0Cbe)(BBEAEHHS HOBOI AiNTbHULI, Ae
3[iiCHI0ETbCA MiKpOHi3auis) (JogaHHs
anbTepHaTMBHOT AinbHuULi Lundbeck
Pharmaceuticals Italy S.P.A., Viale della Idustria
54, Padova (PD), Italy, ae 3gilicHeTbCA
MikpoHi3auis A®I)
31. BYCTPUKC™ cycneHsis gns iH'ekuin, 0,5 nakcoCwmitKns Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14955/01/01
KOMBIHOBAHA mn/go3y no 1 gosiy nH Exkcnopt BpuTaHis Bionomxkikans C.A. 3MiHu Il TNy - 3MiHK B Npouieci BUpo6HMuTBa Adl |  peyenmom
BAKUWHA And nonepegHL0 Nimiteq (3MiHa CTOCYETLCA aKTUBHOT PeYOBUHN
MPO®ITAKTUKN HarnoBHEHOMY LUNPULL; NO 6i010ri4YHOro/iMyHO/ONYHOrO MOXOKEHHS abo
DUNOTEPII, 1 nonepegHbO BVIKOPVCTAHHSA XiMiyHMX AD| y BUPOOHNLTBI
NPABLSA, HanoBHEHOMY LUNpULY Y niKapcbkoro 3acoby 6i0N0rivYHOro/iMyHo0r4Horo
KALLJTHOKY KOMMNEKTi 3 ABoMa MOXOPKEHHS, IKa MOXE MaTn 3HaYHWUIA BNIMB HA
(ALENONAPHA rosiKkamu B Na1acTKOBOMY AKICTb, 6e3neky Ta eheKTUBHICTb JlikapCbKOro
1 KOMMOHEHT) KOHTeliHepi; no 1 3acoby, | He CTOCY€ETbCSA NPOTOKOANY) -
(AACOPBOBAHA | koHTellHepy Yy KapTOHHIi BMNPOBaKEHHSA HOBOIO BYMXiJHOrO NOCIBHOMO
, 31 Kopobui marepiany, BiflbHOr0 Bif pe4OBUH TBAPUHHOIO
SMEHLUEHUM NOXOKEHHS, ANS OTPUMaHHA PO60UYMX NOCIBHUX
BMICTOM cepiil y npoueci BUpO6HMLTBA MPOMDKHOTO
AHTUTEHIB) NpoAyKTy AMPTEPIAHOr0 aHaTOKCKHY; 3MiHu 1
TNy - NPOEKTHWI NPOCTIp Ta
nicnapeecTpauiiHiii IPOTOKO/ yNpaBAiHHSA
3MiHamMu. BHeceHHs 3MiH y nicnsipeecTpavinHuii
NPOTOKON YNpaBniHHA 3MiHaMu ansa AP| -
BHECEHHS 3MiH Yy nicnspeecTpaLiiHnii NpoToKon
ynpas/iHHA 3MiHaMu Ana A®| Ta npeacTaBeHHs
NPOTOKO/Y YNpaB/liHHA 3MIHOK A/18 BUXIAHOTO
NOCIBHOTO Matepiasy i 3anpoBafXeHHSA HOBYMX
pO60UMX NOCIBHUX Cepiil. BHECEHHSA peaaKLiiHuX
npasok B po3ginu 3.2.S Ta 3.2.R peecTpaujitHoro
[0Cbe
32. BYCTPUKC™ cycneHsia ons iH'ekuiid, 0,5 | nakcoCmiTKnA Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/14955/01/01
KOMBIHOBAHA mn/go3y no 1 gosiy H EkcnopT BpuTaHis Bionogxikan3 C.A. 3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHS peuenmom
BAKUWHA And nonepeaHsL0 Nimiteq A®| abo BMXigHOrO Matepiany/npomMiKHOro
MPO®INTAKTUKN HanoBHEHOMY LLUNPWL; NO NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
ONDTEPII, 1 nonepefHbLO npoueci BupobHuuTBa APl - foaaBaHHsS
NPABLA, HanoBHEHOMY LUNPULY Y aIbTePHATUBHOIO peareHTy "KOMM/ieKc
KALLUTHOKY KOMMNJIeKTi 3 ABOMa cTpenTasifiH-nepokcuaasa XpoHy" ans
(ALLEENONAPHA roniKkamu B N1acTnkoBomy BUKOPUCTAHHS NPU SAKICHOMY Ta KiNlbKiCHOMY
A KOMIMOHEHT) KOHTeliHepi; no 1 BM3HayeHHi PRN aHTureHy metogom ELISA.
(AACOPBOBAHA | koHTeliHepy Y KapTOHHiiA BHeceHHs pefakuiiiHuX NpaBoK y po3Ainv AoCbe
, 3l Kopobui 3.2S54.2T1a3.2P5.2

SMEHLUEHM
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMICTOM
AHTUTEHIB)
33. BYCTPUKC™ cycneHsis gns iH'ekuiin no nakcoCwmiTKns Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/15071/01/01
nonio 1 posi (0,5 mn/go3y), no 1 nH Exkcnopt BpuTaHis Bionopxikans C.A. 3MiHM | TUNY - 3MiHa y MeToAax BUNpoGyBaHHS peyenmom
KOMBIHOBAHA [003i y nonepegHb0 Nimiteq A®| abo BMXiAHOrO MaTepiany/MpoMiKHOro
BAKUWHA And HarnoBHEHOMY LUNPULL; NO npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
MPO®DINTAKTUKU 1 nonepefHbLO npoueci BupobHuuTea Ad| - fogaBaHHsA
DUNOTEPII, HarnoBHEHOMY LINpULY Y a/IbTEPHATUBHOIO peareHTy "KoMnnekc
NPABLA, KOMMNJEKTi 3 ABOMa cTpenTasigiH-nepokcuaasa XpoHy" ans
KALLUJTHOKY rofikamMmv B N1acTMKkoBoMy BVIKOPVCTaHHS Npu SKICHOMY Ta KiZlbKiCHOMY
(ALLEENONAPHA KOHTeliHepi; no 1 BM3HayeHHi PRN aHTureHy metogom ELISA.
1 KOMMOHEHT) KOHTENHepy Y KapTOHHIN BHeceHHs pefakLuiliHnx NpaBoK Y PO34i/in fOChE
TA Kopobui 3.2S542T1a3.2P52
noniomienitTy
(IHAKTMUBOBAHA
)
(AACOPBOBAHA
, 3l
SMEHLLUEHUM
BMICTOM
AHTUTEHIB)
34. BYCTPUKC™ cycneHsis 4ns iH'ekuii no "nakcoCmiTKnsa Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/15071/01/01
nonio 1 posi (0,5 mn/gosy), no 1 H EkcnopT BpuTaHis Bionogxikan3 C.A. 3MiHu |l TUny - 3mMiHK B npoueci BupobHuuTea APl peuenmom
KOMBIHOBAHA [003i y nonepegHsb0 Nimiteq (3MiHa CTOCYETLCA aKTUBHOT PEYOBMHN
BAKUWHA An4d HanoBHEHOMY LLUNPWL; NO 6i010ri4YHOro/iMyHO/OrNYHOr0 MOXOKEHHS abo
MPO®ITAKTUKN 1 nonepefHbO BUKOPUCTAHHSA XiMiYHUX AP y BUPOOHULTBI
BNOTEPII, HaNOBHEHOMY WNpuLY Y NiKapcbKoro 3acoby 6io/10ri4HOro/iMyHOOMNYHOro
NPABLUA, KOMMAEKTi 3 gBoMa NMOXOMKEHHS, sIka MOXKe MaTu 3Ha4YHWI BNMB Ha
KALLUJTIOKY rofikamv B nacTykoBOMY AKICTb, 6e3neky Ta e(peKTUBHICTb liKapCbKOro
(ALLEENKONAPHN KOHTeliHepi; no 1 3acoby, i He CTOCY€ETbCS NPOTOKOAY) -
1 KOMMOHEHT) KOHTEiHepy y KapTOHHIi BMPOBaXEHHS HOBOro BMXiJHOr0 NociBHOro
TA Kopobui marepiany, BiIbHOrO BiJ, PeYOBUH TBAPUHHOIO
noniomMmienity NOXOXEHHS, A1 OTPUMaHHSA po60YMX MOCIBHUX
(IHAKTUBOBAHA cepiii y npoueci BUpoGHNLTBA NPOMDKHOMO
) NpoAyKTY AMDTEPINHOrO aHaTOKCKHY; 3MiHu 1
(AACOPBOBAHA TUMY - BHECEHHSA 3MiH Y nicnsapeecTpauiiiHuii
, 3l NPOTOKO/ yNpaB/iHHA 3MiHaMu Ana APl Ta
SMEHLUEHUM npeacTaBfeHHs NPOTOKONY YNpaB/liHHA 3MiHO
BMICTOM A5 BUXIAHOrO MOCIBHOTO Marepiany i
AHTUIEHIB) 3anpoBapKeHHS HOBMX PO60OUYMX MOCIBHUX CEpild.
BHeceHHs pefakuiiiHux npaBok B po3ginu 3.2.S
Ta 3.2.R peecTpauiiiHoro Aocbe
35. BA30MNPO® kancynu no 500 mr, no 10 MAT "®dapmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/11505/02/02
Kancyn y énictepi; no 6 3MiHM | TUNYy - 3MiHa po3mipy cepii (BKIOYaouM peuyenmom

6nicTepiB y nayui 3
KapTOHY

JianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3aco6y - 36ibLIEeHHS po3mipy cepii,
3anponoHoBaHo: 108,8 kr (200 Tuc. kancyn), 350
Kr (643,382 Tuc. kancyn); 3miHu | TMNy - KOHTPO/b
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

rOTOBOrO JliKapCbKOro 3acoby — 3MiHEHO YacToTy
BUMNPOOYBaHHA 3a NokasHWkoM «MikpobionoriuHa
yuctoTa» B cneymdikaLii roToBOro Nikapcbkoro
3aco06y i3 BU3HAYEHO NEePIOANYHICTIO — MepLuy
Ta KOXHY M'ATY HacTynHy cepii; 3MiHu | Tuny -
3MiHa y MeTogax B1npobyBaHHA roTOBOr0
NiKapCcbKOro 3acoby — MeTOANKY 3a NOKa3HNKOM
«MikpobionoriyHa unctoTa» nNpuBeseHo y
BiANoBigHICTb A0 BUMOr APY/EP

36.

BAKCITPUM |
VAXIGRIP
CNMIT-BAKLIMHA
ans
NPODINAKTUKN
revny
IHAKTUBOBAHA
PIOKA

cycneHsis 4ns iH'ekwujin no
0,25 mn Nel a6o no 0,5
M Nel B nornepenHs0
3arMoBHEHVX LUNpuLax 3
NPUKPINIEHO FOKOH

CaHodi MNacTep
C.A.

®paHuis

CaHodi MacTep

®paHuia

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAAui peecTpauiliHoro noceigYeHHs,
BK/HOYatouM MnaH ynpasniHHA pusvkamm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
noAasnbLIoro 06rpyHTYBaHHS HOBUMU
[04AaTKOBUM AaHVMK, L0 MatoTb HajaBaTucs
KOMMNETEHTHUM OpraHoM, OCKI/TbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrikoHaHHS 3060B'A3aHb BiAMNOBIAHO A0
nignyHkTy 2.3 nyHKTY 2 gogatky 15 go Mopsagky
NpoBefeHHs ekcnepTn3n peectpauiiHnx
mMarepianis Ha fikapcbki 3acobw, Lo nogatTbes
Ha AepXaBHy peecTpadito (nepepeecTtpauito), a
TaKoX eKCrnepTM3n MaTepiasliB Npo BHECEHHS
3MiH [0 peecTpauiliHix martepianis NpoTArom fii
peecTpauiiHoro NoCBigYEHHS, 3aTBEPAKEHOT0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/16356/01/01

37.

BIKACON-
JAPHULA

pO34MH A4 iH'ekuUid, 10
Mmr/mn no 1 mn B amnyni;
no 5 amnyn y KOHTYpHIi
YapyHKOBIli ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yMakoBKU B mauLli

MpAT
"®apmaueBTUYH
a chipma
"fapHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
thipma "lapHnua”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHK | TNy - 3MiHa y MeToAax BUNpobyBaHHS
rOTOBOrO /iKapCbKOro 3acoby; CynyTHs 3MiHa:
3MiHa napameTpiB cneuudikauii Ta/abo
[0MyCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby;
3MiHM | TUNY - 3mMiHa y MeToAax BUNpo6yBaHHSA
A®| abo BMXigHOrO MaTepiany/npomMixKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuuTea AP (iHwi 3MiHM y MmeTogax
BUNPOOYBaHHA (BK/IIOUa0OUM 3aMiHy abo
[0noBHeHHS) AD| abo BMXiAHOTO/NPOMIXHOro
NpoAyKTY); CynyTHA 3MiHa: 3MiHa y napameTpax
cneuudikaLiin Ta/abo gonycTMMNX MeX,
BM3HaUYeHUX y cneyndikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BMKOPUCTOBYHOTbCS Y Mpoueci BupobHuutea Adl;
3MiHM | TUny - 3MiHa y napameTpax cneuudikauiii
Ta/abo AoNyCTUMMNX MEX, BU3HAYEHUX Y

3a
peyenmom

UA/6004/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

cneuudikauisix Ha Adl, abo BMXigHWA/MPOMDKHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BUpobHuuTea APl (3ByeHHA
O0NyCTUMKX MEX, BU3HauYeHux y cneuudikauii);
3MiHM | TUny - 3MiHa y napameTpax cneuudikadiii
Ta/abo JonyCTUMMNX MEX, BU3HAUEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWA/MPOMDKHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoveci BupobHuuTea AP (iHWi 3MiHW); CynyTHA
3MiHa: 3MiHa y MeTodax BunpobyBaHHs AD| abo
BUXIAHOIO MaTepiany/npomixXHOro
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®| (iHwi 3MiHM y MmeTogax
BMNPOB6YBaHHs (BKIOUaloun 3aMiHy abo
[0noBHeHH:A) A®| abo BUXiAHOro/NPOMIKHOTO
NpoAykKTy); 3MiHM | Tuny - 3mMiHa nepiogy
NOBTOPHMX BUNPOBYBaHb/nepiogy 36epiraHHsA
a60 ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
3aTBEPAKEHOMY [OCbE cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/ItOYAE Nnepiof, NOBTOPHOTO BUNPOGYBaHHS) —
3MiHM B yMoBax 36epiraHHs A®l; 3milu | Tvny -
onuc Ta cknag — pefakuiiiHi BUnpaBneHHs Ta
[OMNOBHEHHSA Y po3aini «Cknag» MK rotoBoro
nikapcbKoro 3acoby, 6e3 3miHu cknagy
nikapcbKoro 3acoby

38.

FATUNNH

po3unH Ans iHdysii, 200
mr/100 mn no 100 mn y
KOHTeliHepi, no 1
KOHTENHepy B KaPTOHHIM
Kopo6ui

AHaHTa
Megikeap /1T4.

Benvka
BpuTaHis

€sponaii
Xentkeap MBT. JITA,.

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHM | TUNY - 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOrO J1iKapCbKOro 3acoby - 3aMiHa nokasHuka
AkocTi MiporeHHicTb Ha bakTepiasibHi
€HA0TOKCUHM

3a
peyerimom

UA/8743/02/01

39.

FATUNNH

pO34uH ans iHgysili, 400
Mr/100 mn no 100 mny
KOHTeliHepi, no 1
KOHTEiHepy B KapTOHHiIl
Kopobui

AHaHTa
Megikeap /T4.

Benvka
BpuTtaHis

€sponaid
Xentkeap lMBT. /ITA.

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHSA
roTOBOrO /liKapCbKOro 3acoby - 3amiHa NokasHuka
AKocTi MiporeHHicTb Ha BakTepiasibHi
€HAO0TOKCUHM

3a
peyenmom

UA/8743/02/02

40.

rAPOXNOPTIA3

ua

KpUCTaniyHuii NOpoLLOK
(cy6eTaHuis) y noaginHux
nonieTUIeHoBMX NakeTax
£4ns chapmaueBTUYHOrO
3aCTOCYBaHHS

ToBapucTso 3
06MeXeHot
BignoBiga/IbHICT
10
"GapmMaLeBTUYH
a KoMnaHis
"3popos'a”

YKpaiHa

CTX NIAV®
CAVEHCES3 MBT.
NIMITEA

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
(BnacHvKa peecTpaLiiiHoro noceigYeHHs) (3miHa
agpecy 3aaBHVKa); 3MiHW | TUMy - 3MiHK 3 AKOCTI.
CepTudoikat BignosigHocTi/lE-cepTucpikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HEeOOXiAHICTIO NMPUBEAEHHS Y BigNOBIAHICTL A0
MoHorpadii 4PY abo EBponeicbkol
thapmakonei, abo iHLWOoT HauioHabHOT
thapmakonei gepxasu €C (iHwi 3MiHn) CynyTHsS

UA/12064/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

3MmiHa
- 3MiHK 3 akocTi. APL. KoHTponb A®l. 3miHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
mMarepiany/npoMiXKHOrO MPOAYKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea AdI
(iHwWi 3MiHK y MeTogax BUNpobyBaHHA
(BkNtOUaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXiAHOrO/NPOMIXHOro NPOAYKTY) (NpUBELEHHS
cneumdikaLii Ta MeTogiB KOHTposio A®ly
BiANOBIAHICTb A0 BUMOT MOHorpadii EP
«Hydrochlorothiazide»: - fogaBaHHsA nokasHukKa
«laeHTucpikauis. Metog C ta metog D»; -
YTOYHEHHS KPUTEPIiB MPUIAHATHOCTI Ta METOANKMN
3a NoKa3HWKOM «CyrnpoBifHi AOMILLKWU». - 3MiHa
MeToay BUNPoByBaHHA NOTEHLOMETPUYHE
TUTPYBaHHS Ha MeToZ piAVHHOT XpomMatorpadii
3a NoKa3HWKOM «KifibkicHe BU3HaYeHHs»,
YTOUYHEHHS KpUTEPIiB NPUAHATHOCTI; - BUTyYEHHS
nokasHuka «MikpobionoriyHa unctora»); 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/lE-cepTudpikat BignosigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHSs cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[O0NOMDKHOT peyoBUHU (cepTudikar
BifNOBigHOCTI €Bponelickkili hapmakonei) -
HoBwuii cepTudpikat Bif Bxe 3aTBEpPAKEHOr0
BMPOGHMKa CynyTHS 3MiHa - 3MiHK 3 siKkoCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTMMNX MeX,
BM3HaYeHUX y cneyndikauisx Ha A®l, abo
BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|
(iHWi 3miHW) (NogaHHA HOBOTO cepTudikaTy
BiZiNOBIAHOCTI E€Bponeickkiit hapmakonei Ne R1-
CEP 2008-021-Rev 02 Big BXxe 3aTBEpL)KEHOr0
BMpo6HMKa CTX LIFE SCIENCES PVT.
LIMITED, India. Ak Hacnifok: - yTOYHEHHS Ha3BK
Ta agpecu MicLuenpoBakKeHHs 4isifIbHOCTI
BUPOOHUKA, - 3MiHa TePMiHY nepekoHTposo APl
FapoxnopTiasng; 3aTBepaKeHo: TEPMIH
NPUAATHOCTI: 2 POKK;3anponoHOBaHO: TEPMIH
NepeKoHTPOSI0 — 5 POKIB. - YTOUHEHHS YNaKOBKY;
3aTBepoKeHO: ynakoBKa, 3riJHO HOPpMaTUBHOI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[oKyMeHTauii dpipmy — BUpo6HWMKa (y NoaBiliHMX
nonieTUNEHoBKX NakeTax), 3abesneyeHa
E€TUKETKOH.
3anponoHoBaHo: NepBUHHA: MOABINHI
nosieTuNeHoBi nakeTn. BTopvHHa: nonieTuneHoBI
abo hibposi 6apabaHu.
- YTOUHEHHS yMOB 36epiraHHs; 3aTBepAXeHO: B
opvriHasibHOMY KOHTElHepi Npy TemnepaTypi He
Bue 25 °C;
3anponoHoBaHo: B opuriHanbHii ynakosu,i. Mpu
Temneparypi He BuLle 25 °C, - BUTy4eHHs
NOKa3HUKIB «3asIMLLKOBA KiNIbKICTb OpraHiyHnx
PO3UYMHHWKIBY», «DopmManbaerig», «Po3mip
4acTok» 3i cneyndikauii Ta MeToAiB KOHTPOsI0
AdI)
41. | TPUNEKC MOPOLLIOK A1 OpasIbHOro KOHina6, N CWA BMPOGHMLTBO, Monbwa/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 UA/5737/01/01
XOTAKTUB po34uHy no 4 r B calle, no nepBuHHE Ta Benuka 3MiHuM | TUNY - NOAAaHHSA OHOBIEHOTO cepTudikaTa peyenma
5, abo no 7, a6o no 8 a6o BTOPUHHE BputaHis BiANOBIAHOCTI EBponelicbkiin hapmakonei Ne R1-
no 10 calue B KapTOHHIl nakyBaHHs, CEP 1995-050-Rev 03 an1s Aito4oi peyoBuHM
nauui KOHTPONb Ta BUMYCK Paracetamol Bif Bxe 3aTBep)KeHOro BUpo6HMKa
cepii: TOB HOC 3 BifNOBIAHUMM 3MiHAMKN B afpeci BUPOGHMKa
dapwmauis, MonbLua; A®| Ta 3anpoBakeHHsAM 5-piuHOro nepiogy
BMPOGHMLITBO, NOBTOPHOT NEPEBIPKU; 3MiHW | TUMNY - NoAaHHA
nepBrHHe Ta OHOBJ/IEHOrO cepTudpikaTta BignoBigHOCTI
BTOpPUHHE €sponelicbkinn hapmakonei Ne R1-CEP 1995-
nakyBaHHs, 050-Rev 02 ans gitoyoi pevoBuHy Paracetamol
KOHTpOb cepii: Bifl BXX€ 3aTBEPMAXEHOr0 BUPOGHUKA
BpadToH
Nab6opaTopi3
Nimiten, Benvka
BpuvTaHis
42. | OEKCA- Kpansi o4Hi no 5 mny YPCA®APM HimeuyunHa YPCA®APM HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/5562/01/01
FEHTAMILUVH dhnikoHi-kpanenbHuuj; no 1 | ApuHaimitTens ApuHaiimiTTens 3MiHV | TURY - 3MiHW A0 IHCTPYKUii Ans peyenmom
hnakoHy-KkpanenbHuui y M6X M6X MeAMYHOro 3acToCyBaHHA A0 PO3LiNiB:
KapTOHHIlA KopooLi "B3aemogia 3 iHWMMKM NiKapcbkumm 3acobammn Ta
iHWi BMAW B3aemogiit", "Ocob6nmnBoCTi
3acTocyBaHHs", "TMo6i4HI peakuii” LWoa0 6e3nekun
3aCTOCYBaHHS [it040i pe4oBUHM
43. | OEHIFMA® TabneTkn, BKPUTI KYCYM IHgis KYCYM XENTXKEP | IHgia/ YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/13254/01/01
060n0HKo0, No 5 Mr, No XENTXKEP MNBT NBT NTA, IHAis; 3MiHM | TUNY - BUYYEHHS BUPOOHNYOT AiNlbHUL peyenmom
14 TabneTok y 6nicTepi; nTa anbTepHaTUBHUIA (Brntovaroun ginbHuLi ans A®l, IPOMiKHOro

no 1 6nicTepy B KAPTOHHIM
ynakosui; no 14 TabneTok
y 6nicTepi; no 1 6nictepy

B KQPTOHHII ynakoBLi; Mo

10 KapTOHHMX YNaKoBOK y
KapTOHHIA KOpO6L

BUPOGHMK, L0
3[iiCHIOE BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTi Ta
Bunyck cepii: TOB
"KYCYM ®APM",
YKpaiHa

npoAayKTy abo roToBOro Nikapcbkoro 3acooby,
[AiNbHULI ANA NpoBeAEeHHS NakKyBaHHS,
BUPOGHMKA, BiANOBIAAILHOIO 3a BUNYCK Cepii,
MicLie MpoBeAEeHHS KOHTPO/ILO cepii) abo
nocTavanbHvika BUXigHOTO MaTepiasy, peareHty
ab0 A0NOMDKHOT PEYOBUHY - BUNTYYEHHS
aNlbTepHaTMBHOIO BNpobHmka APl SRIAM LABS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Pvt Ltd, India
44, | OEHIrTMA® TabneTku, BKPUTI KYCYM IHais KYCYM XENTXKEP | IHgia/ YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13254/01/02
06010HKOt0, MO 10 Mmr, Mo XENTXKEP NBT NBT NTA, HAis; 3MiHM | TUNY - BUYYEHHSA BUPOBHNYOT AifIbHUL peyenmom
14 TabneTok y 6nicTepi; nTa anbTepHaTUBHWIA (Brntovaroum ginbHnLi ans A®l, IpoMiXXHOro
no 1 6nictepy B KAPTOHHIl BUPOGHMK, IO npoAayKTy abo rotoBoro Nikapcbkoro 3acooby,
ynakosui; no 14 TabneTok 3[iICHIOE BTOPUHHE OiNbHULI AN\ NpOBeAEeHHSA NakKyBaHHS,
y 6nicTepi; no 1 6nictepy nakyBaHHs, BMPO6HMKA, BiAMoOBIga/TbHOMO 3a BUMYCK Cepil,
B KapTOHHIl ynakoBLi; No KOHTPO/b AKOCTi Ta MicLLe NpoBefEeHHS KOHTPOsItO cepii) abo
10 KapTOHHWNX YNaKoBOK Y Bunyck cepii: TOB noctavyasnbHviKa BUXiAHOTO Matepiany, peareHty
KapTOHHIli KopoobLi "KYCYM ©APM", ab0 4ONOMIXHOT PEYOBVHY - BUSTyHEHHS
YKpaiHa anbTepHaTMBHOro BupobHuka A®l SRIAM LABS
Pvt Ltd, India
45, AEHIFMA® TabneTku, BKpUTI KYCYM IHAjA KYCYM XENTXKEP IHAjA BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: - UA/15791/01/01
060/10HKOI0, M0 5 Mr in XENTXKEP NBT MBT NTA 3MiHU | TUNY - BUNYYeHHS BUPOOHMYOT AiNTbHUL
bulk: no 14 Tabnetoky nTa (Bkovatoum ginbHUi gns A®I, npoMixHoro
6nicTepi, no 200 6nicTepis npoaykTy abo rotToBOro nikapcbKoro 3acooy,
Y KapTOHHili kopobui OiNbHULI ANS NPOBeAEHHS NaKyBaHHS,
BMPOOHMKA, BiAMOBIAaUTLHOrO 3a BUMYCK Cepil,
MicLie NpoBeAEHHS KOHTPOsIHO cepii) abo
nocrayanbHUKa BUXIAHOTO MaTepiany, peareHty
ab0 AONOMIKXHOT PEYOBVHM - BUSTYYEHHS
anbTepHaTuBHOro BMpo6Huka A®l SRIAM LABS
Pvt Ltd, India
46. | OEHIFMA® TabneTkn, BKPUTI KYCYM IHgis KYCYM XENTXKEP IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: - UA/15791/01/02
060n10HKot0, Mo 10 Mmr in XENTXKEP NBT MBT NTA 3MiHM | TUNY - BUYYEHHS BUPOOHNYOT AiNIbHUL
bulk: no 14 TabneTok y nTa (Bnovatoum ginbHuUL ans A®Il, npomMixHoro
6nictepi, no 200 6nicTepis npoAayKTy abo roToBOro Nikapcbkoro 3acooby,
Y KapTOHHiIli kopobui OiNbHULI ANs NPOBeAEeHHS NakyBaHHS,
BUPOGHMKA, BiANOBIAAILHOIO 3a BUNYCK Cepii,
MicLie NMpoBeAEeHHS KOHTPO/ILO cepii) abo
noctayanbHuKa BUXiAHOTO MaTepiany, peareHty
ab0 A0NOMDKHOT PEYOBUHW - BUNTYYEHHS
anbTepHaTMBHOTO BUpobHmka A®l SRIAM LABS
Pvt Ltd, India
47. | ANDEPENIH® MOPOLLIOK Mo 22,5 Mr Ta INCEH ®APMA PpaHuin BMPOGHULITBO, Lselivapis/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/9454/01/02
PO3YMHHWK A48 CyCneHsii nepBuHHE ®dpaHuisa 3MiHM | TUNy - 3MiHa Yy MeTofAax BUNpobyBaHHA peyernmom
Ans iH'exuin 3 nakyBaHHs, A®| abo BUXiAHOrO MaTepiany/MpoMiKHOro

NPOSIOHrOBaHNM
BMBI/TbHEHHAM, 1 chnakoH
3 MOPOLLKOM Y KOMIM/IEKTi 3
PO34YMHHMKOM (BOAA ANA
iH'eKUji1) Mo 2 Mn B
amnynax Ne 1, 1
6nicTepom, wo MictnTb 1
LWINpuL, AN iH'eKLA Ta 2
iH'EKLIHI ronkm y
KapTOHHI KOpO6L

KOHTPO/b AKOCTi Ta
BUMPOOYBaHHA Ha
CTabIiNbHICTb:
MOPOLLIOK:
[Lebiochapm Picepu
eHf
MaHyhakuypuHr
C.A., Weeliuapis;
BUPOBHULTBO,
nepBuHHE
nakyBaHHA Ta

npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci Bupo6Huutea A®| - 3mMiHa y meTogax
BUMPOOYBaHHA NPOMIXHOrO NPOAYKTY
TpUnNTOpeniHy aueTaTy, L0 BUKOPUCTOBYETHLCS B
npoueci BupobHuutea A®l: 3miHa npoueaypu
BMNPOBYBaHHSA BU3HaYeHHS nanagito 3 AAC
(aToMHO abcopbuiiiHoi cnekTpockonii ) Ha GinbL
YyTNMBWA MeToA Mac-cnekTpomeTpii 3
iHOYKTUBHO-3B A3aH0t0 nNnasmoto (I13M-MC));
3MiHu | TUNy - 3MiHa y napameTpax cneumdikauiii
Ta/abo AONYCTUMUX MEX, BUSHAUEHUX Y




57

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

KOHTPO/b SIKOCTI:
PO3YMHHWK: ramesibH
thapmaueBTikan3
mM6X, HimeuunHa,;
CEHEKCI, ®paHLuis;
BTOPUHHE
nakyBaHHs, BUNYCK
cepiii: INCEH
PAPMA BIOTEK,
®paHuisa

cneuudikauisix Ha Adl, abo BMXigHWA/MPOMDKHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTBa APl - 3ByXXEHHSA
rpaHNMYHOro BMICTy nanagito B cneumdikaii Ha
K/I0YOBOMY MPOMIKHOMY eTani OTpUMaHHSA
TpUNTOPEeNiHy aueTary; 3MiHu | Tuny - 3miHa
po3mipy cepii (Bkntovaroun gianasonun) A®| abo
MPOMIDKHOIO NPOAYKTY, SKMIA 3aCTOCOBYETLCA Y
npoueci BupobHuutea AP| (36inbweHHs go 10
pasiB NOPIBHAHO i3 3aTBEPAXXEHUM PO3MIPOM) -
3anpornoHOBaHO: MakCMMasibHUIA po3mip cepii 3
MOSIb; 3MiHM | TUNY - 3MiHa Y MeTogax
BunNpobyBaHHa APl abo BMXigHOTO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea Ad| -
3MiHa po3paxyHKy B METOAUL BU3HAYEHHS
3a/1MLLKOBOT OLTOBOI KUC/I0TK 38 A0MNOMOror
iOHHOIT Xpomartorpadii; 3miHK | Tuny - 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
- YTOYHEHHS crneyndikauii TpunTopeniHy
emboHaTy 3a NOKa3HWKOM «3aU/INLLKOBI KifIbKOCTi
OpraHiYHUX PO3UMHHUKIB»; 3MiHM | TUMY - 3MiHa Y
napamMeTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
- 3MiHa cneuudikauii TpunTopeniHy eMbéoHarty 3a
MOKa3HUKOM «3a/TULLIKOBI KifIbKOCTi OpraHivyHmnX
PO3UMHHYKIB»; 3MiHW | TUNY - 3MiHa Y
napameTpax cneuudikaii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y Npoueci BupobHuutea AdI
(monoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHUM METOA0M BUMNPOOYBaHHS);
3MiHu | TUNy - 3MiHa y napameTpax cneumdikauiii
Ta/abo AONYCTUMUX MEX, BUSHAUEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTHCA Y
npoueci BupobHuutea A®| - 415 NPOMKHOrO
NpoAYyKTY TPUNTOPENiHy aueTaTty BUIy4yaeTbCs
iaeHTudikaLia metogom TLUX. 3anuwaetbcs
iaeHTudikauis metogom BEPX Ta
aMiHOKMCNOTHWIA aHani3; 3MiHuW | Tuny - 3MiHa y
napamMeTpax cneumdikadii Ta/abo AonycTummx
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiQHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCA Y Npoueci BupobHuutea Ad|
- BUNYYEHHS ONTUYHOTO 06EPTaHHSA NPOMIKHOIO
npoAaykTy TpunTopeniHy auetaty (SOR),
OCKI/IbKM NPOAYKTW Aerpagavii MicTaTb Ty camy
OMTWYHY aKTUBHICTb

48.

AIANINMOH®

kancynu no 300 mr no 10
Kancyn y 6nictepi; no 3
abo 6 6nicTepiB y nauui 3
KapTOHyY

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUNy - 3mMiHa y MeToAax BunpobyBaHHS
roTOBOrO JIiKAPCbKOro 3acoby - 3MiHV Y MeTogi
BMMNPOOYBaHHSA 3a NoKa3HUKOM «MikpobiosioriyHa
yncToTa», a caMe BUTyYEeHHS ONUCy NPoBeAEHHS
MeTOAVKM, OCKINIbKM METOAVKA KOHTPOSIIO 3a
[aHUM NOKasHUKOM MPOBOAUTUCA BiANOBIAHO A0
BvMor [1®Y 3 BignNoBIAHUM NOCUNAHHAM Ha
3arasibHy CTaTTio; 3MiHM | TUMY - 3MiHa y MeTogax
BMNPO6YBaHHSA roTOBOrO JIiKAPCLKOro 3acoby
(iHWi 3miHM y MeTogax BunpobyBaHb
(BKHOYAIOUM 3aMiHY @60 [OMOBHEHHS)); 3MiHM |
TNy - nogaHHsa oHosneHoro CEP Ne R1-CEP
2009-004-Rev 01 ana A®l anbcha-ninoesoi
KMCNOTY Bif, 3aTBEPAXEHOr0 BUPOOHUKA 3i
3MiHOI Ha3BU BUPO6HMKa ADI

3a
peyenmom

UA/0794/02/01

49,

AIAHIN NA4 3
BMICTOM
FNHOKO3U 1,36%
M/OB | 13,6
Mrimn

po34nH Ans
nepuToHeaNbLHOro Aianisy
no 2000 M1 PO3UUHY Y
NI1acTMKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
OfIMHapHOMY,
061a4HaHOMY iH'EKLiHUM
NoOpTOM Ta 3'€fjHyBayeM,
a60 y Milwky “TBiH ber”,
061aaHaHOMY iH'EKLiHUM
nopTOM, 3 IHTErpoBaHUM
3a ,0NOMOrot0 ABOX
marictpaneii Ta Y-
3'eHyBaya NoOpPoXHIM
NNacTVKOBUM MiLLKOM ANs
OpeHaxy, BKNageHnx y
Npo30puii NNacTUKOBWIA
nakeT; No 5 KOMMNEKTIB y
KapTOHHI Kopoo6Lii; no
2500 M/ po3ymnHy y
NNacTVKOBOMY MiLLIKy
“Biadpnekc” PL 146-3,
OfIMHaPHOMY,
06/1a4HaHOMY iH'EKLiHUM
nopToM Ta 3'eiHyBavemM,

Bakctep
Xenckea C.A.

Ipnangis

Bakctep Xenckea
C.A., IpnaHgis;
Bakctep
MeHbloghekyepiHr
Cn. 3 0.0., Monbwa

Ipnangis/
Monba

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHKM | TUNY - NOAAHHA OHOBMEHOTO cepTudikaTy
BiAgnoBigHOCTi EBponeiicbkoi chapmakonei Ne R1-

CEP 2006-263-Rev 01 Big, 3aTBEpPAKEHOIO
BMPO6HUKa A®I KanbLjto xiopuay; 3MiHu | Tumny -
noJaHHs OHOB/IEHOro cepTuddikaty BignoBigHOCTI

€sponelicbkoi hapmakonei Ne R1-CEP 1996-
030-Rev 04 Bif 3aTBEpAKEHOrO BUPOGHMKA ADI

II0KO3W MOHOTIAPAT; 3MiHW | TUMY - NOAAaHHSA

OHOBJ/IEHOrO cepTudikaTy BignNoBIAHOCTI

€Bponelicbkoi hapmakonei Ne R1-CEP 2006-

264-Rev 01 Big 3aTBEpAKEHOrO BUPOOHUKA AD|
MarHito xopugy; 3miHu | Tuny - nogaHHs
OHOBJ1IEHOr0 cepTudikaTy BiANOBIAHOCTI

€sponelicbkoi hapmakonei Ne R1-CEP 2010-

194-Rev 00 Big 3aTBEpAXEHOr0 BUPOOHNKa Ad|
MarHito xnopugy; 3miuu | Tuny - nogaHHs
OHOBJIEHOTO cepTudikaTy BiANOBIAHOCTI

€sponelicbkoi hapmakonei Ne R1-CEP 2010-

083-Rev 00 Bif 3aTBEpAKEHOrO BUPO6HMKa ADI
HaTpito xnopuay

3a
peyerimom

UA/12425/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

abo y miwky “TBiH Ber”,
061aaHaHOMY iH'EKLiAHUM
NMoOpTOM, 3 IHTErpOBaHUM
3a [,0NomMOro ABoX
marictpanei ta Y-
3'egHyBaYva NMOPOXHIM
NNacTVKOBUM MILLKOM ANS
ApeHaxy, BKNafeHnx y
Npo30puii NNaCTUKOBWIA
nakeT; no 4 KOMNIEKTN y
KapTOHHIA Kopoo6Lii; no
3000 M1 po3UUHY Y
NNacTVKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
OZIMHaPHOMY,
061agHaHOMY iH'EKLiAHUM
nopTOM Ta 3'efjHyBayeM,
abo y miwky “TBiH ber”,
061agHaHOMY iH'EKLiAHUM
nopTOM, 3 IHTerpoBaHUM
3a ,0NOMOrot0 ABOX
marictpanein Ta Y-
3'eHyBaYa NOPOXHIM
NNacTVKOBUM MiLLKOM NS
[ApeHaxy, BKI1afeHnX y
npo30puii NNacTUKOBWIA
nakeT; no 3 KOMNIEKTN y
KapTOHHI Kopo6Li; Mo
5000 M1 po34UHY Y
N1acTMKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
OfIMHapPHOMY,
06nagHaHOMYy iH'eKLiiHUM
NOpPTOM Ta 3'€fjHyBayeM,
BK1afeHOMY y Npo30pwii
nNacTyKoBUiA NakeT; no 2
KOMM/IEKTW Y KAPTOHHIl
Kopobui

50.

OIAHIN NA4 3
BMICTOM
rMIOKO3W 2,27%
MIOB [ 22,7
Mr/MA

PO34MH ANa
nepuTOHeasIbHOTO Ajiasisy
no 2000 M1 PO3UUHY Y
N1acTMKOBOMY MiLLIKY
“Biadhnekc” PL 146-3,
OfIMHaPHOMY,
061a4HaHOMY iH'EKLiHUM
NOpPTOM Ta 3'€fjHyBayeM,
a60 y Milwky “TBiH ber”,
06/1a4HaHOMY iH'EKLiHUM

Bakctep
Xenckea C.A.

Ipnangis

Bakctep Xenckea
C.A., IpnaHgis;
Bakctep
MeHbtoghekyepiHr
Cn. 3 0.0., Monbwa

Ipnangis/
MonbLwa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTy
BiAgnoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-

CEP 2006-263-Rev 01 Big, 3aTBEpPAKEHOIO
BMPO6HUKa A®I KanbLjto xiopuay; 3MiHu | Tumny -
noJiaHHs OHOB/IEHOrO cepTuddikaty BignoBigHOCTI

€sponelicbkoi hapmakonei Ne R1-CEP 1996-
030-Rev 04 Bif 3aTBEpAKEHOr0 BUPOGHMKa ADI

rI0KO3K MOHOTiAPaT; 3MiHW | TUNy - NoAaHHA

OHOBJ/IEHOrO cepTudikaTy BignoBigHOCTI

3a
peyerimom

UA/12425/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

NoOpPTOM, 3 IHTErpoBaHUM
3a ,0NOMOroto ABOX
marictpanei Ta Y-
3'eHyBaya NoOPOXHiM
NNacTVKOBUM MiLLKOM ANs
[peHaxy, BKNafeHnx y
Npo30puiA N1acTUKOBWIA
nakeT; No 5 KOMNEKTIB y
KapTOHHiiA KopobLyi; no
2500 M1 po3ymnHy y
NNacTVKOBOMY MiLLIKy
“Biadhnekc” PL 146-3,
OfIMHaPHOMY,
061aaHaHOMY iH'EKLiAHUM
nopTom Ta 3'€AHyBayvem,
abo y miwky “TBiH Ber”,
061aaHaHOMY iH'EKLiAHUM
NMOpPTOM, 3 IHTErpOBaHUM
3a [,0NoMOro ABoX
marictpanei ta Y-
3'egHyBaYva NOPOXHIM
NNacTVKOBUM MILLKOM ANs
ApeHaxy, BKNafeHnx y
Npo30puii NNaCTUKOBWIA
nakeT; no 4 KOMNIEKTN y
KapTOHHIA Kopoo6Lii; no
3000 M1 po3UUHY Y
NNacTVKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
OZIMHaPHOMY,
061aaHaHOMY iH'EKLiAHUM
nopTOM Ta 3'efjHyBayeM,
abo y miwky “TBiH ber”,
061agHaHOMY iH'EKLiAHUM
nopTOM, 3 IHTerpoBaHUM
3a ,0NOMOrot0 ABOX
marictpanein Ta Y-
3'eHyBaYa NOPOXHIM
NNacTVKOBUM MiLLKOM NSt
ApeHaxy, BKI1afeHnX y
npo30puii NNacTUKOBWIA
nakeT; no 3 KOMNIEKTN y
KapTOHHI Kopo6Li; Mo
5000 M1 po34UHY Y
N1acTMKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
OfIMHapPHOMY,
061ajHaHOMY iH'EKLiHMM

€sponelicbkoi hapmakonei Ne R1-CEP 2006-
264-Rev 01 Big 3aTBEPOKEHOrO BUPOOHMKA ADI
MarHito xnopugy; 3minu | Tuny - nogaHHs
OHOBJ/IEHOrO cepTudikaTy BignoBiAHOCTI
€Bponelicbkoi hapmakonei Ne R1-CEP 2010-
194-Rev 00 Big 3aTBEpAKEHOr0 BUPOOHNKA AD|
MarHito xnopvay; 3mMiHu | Tuny - nogaHHs
OHOBJIEHOrO cepTudikaTy BiANOBIAHOCTI
€sponelicbkoi thapmakonei Ne R1-CEP 2010-
083-Rev 00 Bif 3aTBEpAKEHOrO BUPOGHMKa ADI
Hatpito xnopuagy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NOpPTOM Ta 3'€fjHyBayeM,
BK1afeHOMY y Npo30pwii
nnacTyKoBUiA NakeT; no 2
KOMM/IEKTW Y KAPTOHHIl
Kopobui
51. | AIAHINNA4 3 pO3unH Ans Bakctep Ipnangis Bakctep Xenckea Ipnangis/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/12425/01/01
BMICTOM nepuTOHeasIbHOTO Ajiasisy Xenckea C.A. C.A., IpnaHgis; MonbLa 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTy peyenmom
FNHOKO3U 3,86% | no 2000 ma po3uuHy y BakcTep BiAgnoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-
MIOB | 38,6 NAacTUKOBOMY MiLLIKY MeHblodhekyepiHr CEP 2006-263-Rev 01 Big, 3aTBEpPAKEHOIO
mrimn “Biadhnekc” PL 146-3, Cn. 3 0.0., Monbwa BMPO6HUKa A®I kanbLjto xiopuay; 3MiHu | Tumny -

OfIMHapPHOMY,
061a4HaHOMY iH'EKLiHUM
NOpPTOM Ta 3'€fjHyBayeM,
a60o y Mmilky “TBiH ber”,
061a4HaHOMY iH'EKLiHUM
nopTOM, 3 IHTerpoBaHUM
3a ,0NOMOroto ABOX
marictpaneii Ta Y-
3'eHyBaya NOPOXHIM
NNacTVKOBUM MiLLKOM ANs
OpeHaxy, BKNaAeHnX y
Npo30puii NNacTUKOBWIA
nakeT; No 5 KOMMNEKTIB y
KapTOHHI Kopo6Li; no
2500 M1 po3yYmnHy y
NNacTVKOBOMY MiLLIKy
“Biadpnekc” PL 146-3,
OfIMHaPHOMY,
06/1a4HaHOMY iH'EKLiAHUM
nopTom Ta 3'e4HyBayvem,
abo y miwky “TBiH Ber”,
06/1a4HaHOMY iH'EKLiAHUM
noOpTOM, 3 IHTErpOBaHUM
3a ,0MOMOroto ABOX
marictpanei Ta Y-
3'eAHyBaya NOPOXHIM
NNacTVKOBUM MILLKOM ANs
ApeHaxy, BKNafeHnx y
NpPO30pUiA NNaCTUKOBUIA
nakeT; no 4 KOMNIEKTN y
KapTOHHIA KopoobLii; no
3000 M1 po3UUnHY Y
NNacTVKOBOMY MiLLIKY
“Biadhnekc” PL 146-3,
ofiViHapHOMy,
061agHaHOMY iH'EKLiAHUM
NnopTOM Ta 3'efiHyBayeM,
abo y miwky “TBiH ber”,

noJiaHHs OHOB/IEHOro cepTuddikaty BignoBigHOCTI
€sponelicbkoi hapmakonei Ne R1-CEP 1996-
030-Rev 04 Bif 3aTBEpAKEHOrO BUPOGHMKa ADI
r/I0KO3K MOHOTIAPaT; 3MiHW | TUNy - NoAaHHA
OHOBJ/IEHOrO cepTudikaTy BignNoOBIAHOCTI
€sponelicbkoi hapmakonei Ne R1-CEP 2006-
264-Rev 01 Big 3aTBEpAXEHOr0 BUPOOHUKA AD|
MarHito xnopugy; 3miHu | Tuny - nogaHHs
OHOBJ/IEHOrO cepTudikaTy BignoBiAHOCTI
€sponelicbkoi hapmakonei Ne R1-CEP 2010-
194-Rev 00 Big 3aTBEpAXEHOr0 BUPOOHNKA AD|
MarHito xnopvay; 3mMiHu | Tuny - nogaHHs
OHOBJIEHOr0 cepTudikaTy BiANOBIAHOCTI
€sponelicbkoi hapmakonei Ne R1-CEP 2010-
083-Rev 00 Bif 3aTBEpAKEHOrO BUPOGHMKa ADI
Hatpito xnopuagy
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

061agHaHOMY iH'EKLiAHUM
nopTOM, 3 IHTerpoBaHUM
3a ,0NOMOrot0 ABOX
marictpanein Ta Y-
3'eHyBaYa NOPOXHIM
NNacTVKOBUM MiLLKOM NS
[ApeHaxy, BKI1afeHnX y
npo30puii NNacTUKOBWIA
nakeT; no 3 KOMNIEKTN y
KapTOHHI Kopo6Li; Mo
5000 M1 po3UUnHY y
N1acTMKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
OfIMHapHOMY,
06nagHaHOMYy iH'eKLiiHUM
NOpPTOM Ta 3'€fjHyBayeM,
BK1afeHOMY y Npo30pwii
nNacTyKoBUiA NakeT; no 2
KOMM/IEKTW Y KAPTOHHIl
Kopobui

52.

JIOLIETAKCEN-
TEBA

KOHLLeHTpaT A/15 po34nHy
ans iHdysii, 20 mr/mn, no
1 mn a6o no 4 mn, abo no
7 mMn'y chnakoHi; no 1
ch1akoHy B KOpOOL

TeBa
dapmaueBTikan
IHpacTpi3 fTa,.

13painb

AkTasic ITani C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHM | TMNy - NnoAaHHsA oHoBrieHoro CepTudikarty
BignosigHocTi EP RO-CEP 2012-105-Rev 02 Ha
A®I foueTakcen Bif 3aTBEPAKEHOr0 BUPOOHNKA;
3MiHM | TUMy - nogaHHsa HoBoro CepTudikarty
BignosigHocTi EP RO-CEP 2016-146-Rev 00 Ha
A®| foueTakcen Bif 3aTBEPAKEHOTO BUPOGHMKA
ScinoPharm Taiwan Ltd Ha 3amiHy DMF

3a
peyerimom

UA/13625/01/01

53.

EKCTPAHIN

PO34MH ANa
nepuTOHeasIbHOro Aianisy
no 2,0 /1 po3ynHy y
NNacTVKOBOMY MiLLKY,
o0bnagHaHOMy iH'EKUIiHM
nopTOM Ta 3'€fjHyBayeM,
BK1aeHOMY y Npo30pwii
n1acTMKOBUIA NakeT; no 5
KOMM/EKTIB Y KApPTOHHIl
Kopobui; no 2,0 1 po3unHy
y NNacTVKOBOMY MiLLIKY,
o0bnagHaHOMY iH'EKUIAHNM
nopTOM, 3 IHTErpoBaHUM
3a JOMOMOroK ABOX
marictpanei i Y-
3'eHyBava NOPOXHiIm
NNacTVKOBUM MiLLKOM NSt
ApeHaxy, BKNafeHnx y
npo30puii NNacTUKOBWIA
nakeT; N0 5 KOMM/IEKTIB y

Bakctep
Xenckea C.A.

IpnaHgais

Bakctep Xenckea
C.A.

IpnaHgais

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaty
BiAgNoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-

CEP 2010-083-Rev 00 Big, 3aTBEpPIKEHOIO

BUpo6bHMKa A®I HaTpito xnopugy ESCO France

SAS (EUROPEAN SALT COMPANY), France;
3MiHKM | TUNY - NOAAHHA OHOBNEHOTO cepTudikaTy
BiAnoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-

CEP 2010-194-Rev 00 Big, 3aTBEpPIKEHOIO
BMpo6HUKa A®I marHito xnopuay Merck,
Germany; 3miHu | Tuny - nogaHHA OHOB/IEHOTO
cepTudpikaTy BignoBigHOCTI €EBponeincbKol
hapmakonei Ne R1-CEP 2006-264-Rev 01 Big,
3aTBepKeHoro BUpobHrka A®| marHito xnopugy
Macco Organiques s.r.o, Czech Republic; 3miHu |
TUMY - NOAAHHA OHOB/IEHOTO cepTudikarty
BiAgnoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-
CEP 2006-263-Rev 01 Big, 3aTBEpPIKEHOIO
BMpo6HUKa A®I kanbLito xnopugy Macco
Organiques s.r.0, Czech Republic

3a
peyenmom

UA/3426/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI/ Kopobui; no 2,5
N1 PO3YMHY y
NacTUKOBOMY MILLIKY,
0b1agHaHOMY iH'EKUIAHM
nopToM Ta 3'eHyBayeM,
BK/1aiEHOMY Y NPO30puii
nNacTVKOBUI NakeT; no 4
KOMMNIEKTW Y KapTOHHIi
Kopobui; no 2,5 1 po3unHy
y N1aCTUKOBOMY MILLIKY,
06n1agHaHOMY iH'EKUIAHNM
NMoOpTOM, 3 IHTErpOBaHUM
3a [,0NoMOro ABoX
marictpaneit i Y-
3'eAHyBayYa NOPOXHIM
NNacTVKOBUM MILLKOM ANS
ApeHaxy, BKNafeHnx y
Npo30puii NNacTUKOBWIA
nakeT; no 4 KOMNIEKTN y
KapTOHHI KopoobLi
54, ENENICO NOpOLLOK NiodinizoBaHmi Mdpainzep CLWA BVMPOGHMLTBO CLUA/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/14379/01/01
[ONs po34nHy AN iHdys3iit Eiiu.Ci.Mi. (cbopmyna, IpnaHgis/ 3MiHM | TUMy - 3MiHa BUPOBHMKa peyenmom
no 200 OJ; 1 chnakoH 3 KopnopeiiLuH acenTuyHe 13painb BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
MOPOLLKOM Y KapTOHHIM HamnoBHEHHS, BMKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoveci AdI,
Kopobui niodpinizayis), abo 3miHa BUpoO6HWKa (BKoHaroun, ae
nepBrHHe Ta Heo6XifHO, MicLie NPOBeAEeHHSI KOHTPOSIIO AKOCTI)
BTOPVHHE A®I (3a BigcyTHOCTI cepTudikaTa BiANOBIAHOCTI
nakyBaHHs1, €Bponelicbkiin hapmakonei y 3aTBepaKeHoMy
MapKyBaHHSs, BUMYCK [0CbE)(3MiHM 10 3aX0piB, NOB'A3aHMX 3
cepii: Papmauis i KoHTposniem A®I, abo gogasaHHsA AinbHULI, Ae
AngxoH KomnaHi NpPOBOANTLCS KOHTPO/L/BUMPOGYBaHHS cepii) -
NNC, CWA,; BBEJEHHS1 HOBOI 1abopaTopii 3 KOHTPOJIO AjtoYoT
KOHTPO/b AKOCTi Npu peyosuHM Tanirnouepasn anbda (byge Aiatn sk
BUMYCKy Ta naboparopisi 3a KOHTPaKTOM /719 BUPOBHNYOI
LOCNiMKEHHsA AinbHuUui MpoTanike 1Ta); 3miHy | Tuny -
cTabinbHOCTI: BWUYYEHHS BUPOOHUYOI AiNbHULI (BKIOYa0UM
Mdpaiizep IpnaHgis AinbHuui ana A®l, npomikHOro npoAykTy abo
dapmacbloTikac, roTOBOrO JIiKAPCbKOro 3acoby, AiNbHULI ANs
Ipnangis; NpOBeEeHHs NaKyBaHHS, BUPOGHYKa,
KOHTPO/b SKOCTi Npn BiANOBIAA/ILHOrO 3a BUNYCK Cepiii, MicLe
BMNYyCKY Ta NpoBeeHHs KOHTPOo cepii) abo
[OCNiKEHHSA nocTavyanbHviKa BUXiAHOTO MaTtepiany, peareHty
cTabinbHOCTI: ab0 4ONOMIXHOT PEYOBVHM - BUSTYHEHHS
Mpotanikc N14., nabopaTopii 3 KOHTPO/O Ai0HOT peHOBUHN
I13painb Tanirnwouepasy anbga
55. ENIFAPA 22,5 MIC | nopowok ans AcTennac Higepnanan BiANOBiAa/IbHWIA 3a HigepnaHngu/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/5758/01/02
NPUroTyBaHHA PO3YUHY dapma KOpon BTOPWHHY YNaKoBKy CLA 3MiHu | TMNY - 3MiHKW 3 KOCTi. FoTOBMIA peyenmom
ANA NigLIKIPHWX iH'eKLiA No b.B. Ta BMNycK cepil: nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
22,5 mMr y nonepeaHbo Actennac ®apma abo BBeAEHHS 40A4ATKOBOI AiNbHNLLI
HarnoBHEHOMY LINpuLy, Opon B. B., BUPOGHMLITBA A/151 YACTMHM abo BCbOro
KOMMNEKT MICTUTb 2 NOTKK: HigepnaHngu; BMPOGHMYOro MPoLecy roToBoro /ikapcbKoro
1 NOTOK MICTUTb BiANOBIAA/IbHWIA 32 3aco0y (AinbHWLSA, Ha Sk NpoBOAATLCA Oy Ab-AKi
nonepegHbO HaNoBHEHWIA BMPOBHNLTBO BUPOGHMYI CTagii, 3a BUHATKOM BUMYCKY cepii,
wnpuL, A 3 PO3YNHHUKOM wnpuua A: KOHTPOJIH0 IKOCTi Ta BTOPMHHOIO NakyBaHHS AN
(moni(DL-nakTna-Ko- Tonmap IHk., CLUA; CTEPUIbHUX NIKaPCbKMX 3ac06iB (BKIOYa0UM
rnikonig)nonimep, N- BiANOBigabHNIA 32 BMPOGEHI aCenTUYHUM METOA0M), KpiM
MeTuN-2-MiposifoH) no BMPOGHMLTBO Nikapcbkunx 3acobiB 6i010r4YHOro/iMyHONOrYHOrO
457 mr, nopweHb wnpuua wnpuua A, wnpuua NOXOKEHHST) (BBEAEHHSA AOAATKOBOI Ai/TbHULL
b Ta nakeTuk 3 B, KiHUEBY ynakoBky BMpOGHMLUTBA Tonmap IHK., 1413 fady Apaiid,
BOZOMNOMNHAUNM Ta KOHTPO/Ib SIKOCTI: ®opT KoniHs, Ko 80524, CLUA (BignoBiganbHuii
areHToMm; 2 10TOK MiCTUTb Tonmap IHk., CLUA, 3a BMPOGHMUTBO Wwnpuua A)
nonepegHbO HaNoOBHEHWIA BifiNOBIAabHUIA 3a
wnpuy, b 3 NOpoLLKOM, BMPOGHMLTBO
CTepusIbHY rosiky Ta wnpuua b:
nakeTuk 3 KaHmxuH 6io®apma
BOJIOrOMNOr/IMHAYUM NNnc., CWA
areHToM, KOMMNIeKT y
KapTOHHI KopoobLi
56. ENIFAPA, 22,5 MIC | nopowlok ans AcTtennac HigepnaHgn BiANOBIAA/IbHWIA 32 HigepnaHngw/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/5758/01/02
NPUroTYBaHHS PO3YNHY dapma tOpon BTOPWHHY yNakoBKy CLWA 3MiHK | TUMY - 3MiHK y Npoueci BUpo6GHMLTBA peyenmom
ANA NigLKIPHYX iH'eKLii no B.B Ta BUNYCK cepil: roTOBOrO NikapCcbKoro 3acoby, BKIYa4u

22,5 Mr, KOMNIEKT MICTUTb
2 notku: 1 NOTOK MICTUTb
nonepegHbO HaNoBHEHWIA
wnpumy, A 3 PO3YNHHNKOM
(noni(DL-nakTna-Ko-
rnikonig) nonimep, N-
MeTuI-2-MiposifoH) no
457 mr, noplweHb wnpuua
B Ta nakeTuk 3
BOJ10rONOINMHAYUM
areHToMm; 2 N0TOK MIiCTUTb
nonepegHbO HaNoBHEHWIA
wnpwvy, b 3 nopoLukom,
CTEPUSIbHY TONKY Ta
nakeTuk 3
BOJ1I0rONOINMHAYUM
areHToMm. Komnnekr y
KapTOHHI KopobLji

Actennac ®apma
Opon b. B.,
HigepnaHau;

BiANOBIAa/IbHNIA 3a
BMPOGHMLTBO

wnpuua A, wnpuua
B, KiHLEBY ynakoBky
Ta KOHTPO/Ib AKOCTI:
Tonmap IHK., CLUA;

BiANOBiAa/IbHNIA 3a

BMPOGHMLTBO
wnpuuya b:
KanmknH 6iodapma
NNc., CWA

MPOMIXHWIA MPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHUWLITBI FOTOBOrO NiKapCbKoro 3acoby - yac
BUKOHaHHS npoLiecy Tpy64yaToro 3mMillyBaHHs,
KW BUKOPUCTOBYETLCA Ans Wnpuua A
3anponoHoBaHo 36inbwnTy 3 1-12 roguH o 2-30
rofvH; 36iMbLUEeHHS Yacy 3MillyBaHHS PO34nHY
in-bulk Wnpuua b 3 «He meHwe 10 XBUANH» Ha
«He MeHwwe 30 XBUMH»; He3HAuHi 3MiHW Yy onuci
npovecy ykynopku wnpuuis Ans Wnpuua B;
36iNbLUEHHS Yacy 36epiraHHs (BUTPUMKN)
po3uuHy in-bulk LWnpuua A Big Makcumym 7 gHiB
00 14 aHiB npu 36epiraHHi B ymoBax 2-8 C; 3MiHM
| TMny - 3MiHK BUNpPOByBaHb abo JOMYCTUMUX
MeX, BCTAHOBJIEHMX Y crieumdikayisx, nig vac
BUPOGHMLTBA FOTOBOIO /1iKAPCLKOro 3acoby -
[0faBaHHA HOBOrO NokKasHuka
BHYTPILLUHBOBUPOOHNYOro KOHTPOsIH0 (y M.
3.2.P.3.4. Control of critical steps and
intermediates. Filter integrity test after filtration
BBEAEHO KpUTepii NPUAHATHOCTI 415 MiHIMaNbHOT
"TOUKM ByNbb6aLloK" L0 3aCTOCOBYETLCA A5
BMpo6Hmka TOLMAR Inc); 3miHu | Tuny - 3miHa
po3mipy cepii (BkoYaroun gianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby - yTOYHEeHHs
PO3Mipy cepii roToBoro sikapcbkoro 3acoby:
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BCTAHOB/IEHO Ki/TbKICTb LUMPWLiB HA OAWH
LiNboBMiA BUXif 3aMiCTb TEOPETUYHOIO
NoKasHWUKa, KifIbKiCTb LUNPULB BUPIBHAHO 15
LWnpuua A i LWnpuua B; BunyyeHo po3mipn cepii
AKi He BUTOTOB/IAOTLCS, BUNPABIEHO pPsg,
[pYKapCbKNX NOMUIOK Y BUPOBHMYIl peLenTypi
57. ENIFCAPA, 45 MI’ MOPOLLIOK ANs AcTtennac HigepnaHgu BiANOBiAA/IbHWIA 3a Hinepnangn/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/5758/01/03
NPUroTyBaHHA PO34UHY dapma KOpon BTOPUHHY yNnaKoBKy CLA 3MiHu | TMNy - 3MiHKW 3 KOCTi. FoTOBUIA peyernmom
ANA NiALWKIPHYX iH'eKLiA no B.B Ta BUNycCK cepil: nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3aMiHa
45 Mr y nonepefHbo Actennac ®apma abo BBeEeHHS 404aTKOBOI AiNbHULI
HanoBHEHOMY LINpuLy, HOpon B. B., BUPOGHMLITBA A/151 YACTUHM ab0 BCbOro
KOMMNEKT MICTUTb 2 NOTKU: Higepnangu; BMPOGHMYOro MPOLEeCy roToBOro /ikapcbKoro
1 NOTOK MICTUTb BiANOBiAA/IbHWIA 3a 3aco0y (AinbHMLSA, Ha Sk NpoBOAATLCA By Ab-AKi
nonepeaHbO HanoBHEHUI BUPOGHMLTBO BMPOOGHUYI CTagil, 3a BUHATKOM BMNYCKY cepil,
wnpuL, A 3 PO3YNHHUKOM wnpuua A: KOHTPOJIH0 AIKOCTi Ta BTOPMHHOIO NakyBaHHS AN
(noni(DL-nakTna-Ko- Tonmap IHk., CLUA; CTEpPUIBHUX NIKapPCbKMX 3aco6iB (BKIOYaoUn
rnikonig)nonimep, N- BiAnoBiganbHUIA 3a BMPOG/IEHI acENTUYHUM METOAOM), KPiM
MeTuI-2-MiposifoH) no BVMPOGHMLTBO Nikapcbkunx 3acobiB 6i010rYHOro/iMyHONOrYHOrO
434 wmr, nopLUeHb wnpuua wnpuua A, wnpuua NOXOXEHHS) (BBEAEHHSA AOAATKOBOI AiTbHULL
b Ta nakeTuk 3 B, KiHUEBY ynakoBky BMPOGHMLUTBA Tonmap IHK., 1413 fady Apaiid,
BOZOMNOMNHAOHNM Ta KOHTPO/Ib AKOCTI: ®opT KoniHs, Ko 80524, CLUA (BignosiganbHuii
areHToMm; 2 10TOK MiCTUTb Tonmap IHk., CLUA, 3a BUpOOHMLTBO Wwnpuua A)
nonepegHbO HaNoBHEHWIA BiNOBIAaIbHUIA 3a
wnpuy, b 3 nopoLukom, BMPOGHMLTBO
CTepusibHY rosiky Ta wnpvua b:
nakeTuk 3 KaHmxuH 6iodapma
BOJIOrOMNOI/IMHAYUM NNnc., CWA
areHToM, KOMMNIeKT y
KapTOHHI KopoobLi
58. | ENIFAPA 45 MIr MOPOLLIOK AN AcTtennac HigepnaHngu BiANOBiAaIbHNIA 3a Higepnangn/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/5758/01/03
NPUroTyBaHHS PO3YNHY dapma HOpon BTOPWHHY YNakoBKy CLA 3MiHW | TUMY - 3MiHK y NpoLeci BUpOGHMLTBA peyernmom
ANA NigLKIPHMX iH'eKLiA no B.B. Ta BUNYCK cepii: roTOBOrO NikapCcbKOro 3acoby, BKIYaK4u

45 Mr, KOMMNEKT MICTUTb 2
NOTKK: 1 TOTOK MICTUTB
nonepeaHbL0 HaNoOBHEHWIA
wnpuy, A 3 PO3YNHHUKOM
(noni(DL-naktng-ko-
rnikonig) nonimep, N-
MeTuI-2-MiposifoH) no
434 Mmr, nopLUeHb Wwnpuua
b Ta nakeTuk 3
BOJ1I0rONOINMHAYUM
areHToMm; 2 f1I0TOK MiCTUTb
nonepeaHb0 HaNoOBHEHWIA
wnpwvy, b 3 nopoLukom,
CTEPUSIbHY TONKY Ta
nakeTuk 3
BOJ10roNOrNMHaYUm

Actennac ®apma
tOpon b. B.,
HigepnaHgu;

BiANoBiAaIbHNIA 3a
BMPOGHMLTBO

wnpuua A, wnpuua
B, KiHLEBY ynakoBKy
Ta KOHTPO/Ib AKOCTI:
Tonmap IHk., CLUA;

BiANoBiAaIbHNIA 3a

BMPOGHMLTBO
wnpuya b:
KanmpknH 6iodapma
NNC., CWA

MPOMIXHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NP
BMPOGHWLITBI FOTOBOIO /liKapCcbKoro 3acoby - yac
BMKOHAHHS npoLiecy TpybyaToro 3millyBaHHs,
SKNIA BUKOPUCTOBYETLCA Ans Lnpuua A
3anponoHoBaHo 36inbwnTy 3 1-12 roguH o 2-30
rofvH; 36iMbLUEHHS Yacy 3MillyBaHHS PO34nHY
in-bulk Wnpuua b 3 «He MeHwe 10 XBUANH» Ha
«He MeHLwe 30 XBUINH»; He3HaYHI 3MiHWN Y ONKCi
npovecy ykynopkv wnpuuis ansa Wnpuua bB;
36iNbLUEHHS Yacy 36epiraHHs (BUTPUMKW)
po3uunHy in-bulk LWnpuua A Big Makcumym 7 AHIB
00 14 aHiB npu 36epiraHHi B ymoBax 2-8 C; 3MiHM
| TMny - 3MiHK BUNpo6yBaHb abo JOMYCTUMUX
MeX, BCTaHOBJ/IEHWX Y cneuuqikayisx, nig vyac
BUPOBHMLTBA FOTOBOIO /iKApCbKOro 3acoby -
[0AaBaHHA HOBOrO NMokKasHuka
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
areHTom. Komnnekr y BHYTPILLHEOBMPOBHNYOro KOHTPOHO (Y M.
KapTOHHIlA KopooLi 3.2.P.3.4. Control of critical steps and
intermediates. Filter integrity test after filtration
BBEAEHO KpUTepii NPUAHATHOCTI 415 MiHIMabHOT
"TOUKM ByNbb6aLlOoK" L0 3aCTOCOBYETLCA AN
Bnpo6Huka TOLMAR Inc); 3miHu | Tuny - 3miHa
po3mipy cepii (BkoYaroun gianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby - yTOYHEeHHs
pO3Mmipy cepii roToBOro nikapcbkoro 3acoby:
BCTAHOB/IEHO Ki/TbKICTb LUMPWLiB HA OAWH
LiNboBMiA BUXif 3aMiCTb TEOPETUYHOIO
NoKa3HWUKa, KifIbKiCTb LUNPULB BUPIBHAHO 15
LWnpuua A i LWnpuua B; BunyyeHo po3mipn cepii
AKi He BUTOTOB/IAOTLCS, BUNPAB/IEHO pPsf,
[pYKapCbKNX NOMUIOK Y BUPOBHMYIl peLenTypi
59. ENIFAPA, 7,5 MI MOPOLLIOK ANs AcTtennac HigepnaHgu BiANOBiAA/IbHWIA 3a Hinepnangn/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/5758/01/01
NPUroTyBaHHA PO34UHY dapma KOpon BTOPUHHY yNaKoBKy CLIA 3MiHu | TMNy - 3MiHKW 3 AKOCTi. FToTOBUIA peyernmom
ANA NiALWKIPHYX iH'eKLA no B.B Ta BUNycCK cepil: nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3aMiHa
7,5 Mr y nonepegHbo Actennac ®apma abo BBeEeHHS 404aTKOBOI AiNbHULLI
HanoBHEHOMY LINpuLy, HOpon B. B., BUPOGHMLITBA A/151 YACTUHM ab0 BCbOro
KOMMNEKT MICTUTb 2 NOTKN: HigepnaHngu; BMPOGHMYOro MPOLEeCy roToBOro NikapcbKoro
1 NOTOK MICTUTb BiANOBiAA/IbHWIA 3a 3ac00y (AinbHMLSA, Ha 5K NpoBOAATLCSA By Ab-AKi
nonepeaHbO HanoBHEHUI BUPOGHMLTBO BMPOOGHUYI CTagil, 3a BUHATKOM BMNYCKY cepil,
wnpuL, A 3 PO3YNHHUKOM wnpuua A: KOHTPOJIH0 SIKOCTi Ta BTOPMHHOIO NakyBaHHS AN
(noni(DL-nakTna-Ko- Tonmap IHk., CLUA; CTEpPUIBHUX NIKapPCbKMX 3aco6iB (BKIOYaoUM
rnikonig)nonimep, N- BiAnoBiganbHUIA 3a BUPOOG/IEHI acENTUYHUM METOAOM), KPiM
MeTuI-2-MiposifoH) no BVMPOGHMLTBO Nikapcbkunx 3aco6iB 6i010rYHOro/iMyHONOrYHOrO
343 mr, nopLueHb Wwnpuua wnpuua A, wnpuua NOXOKEHHSR) (BBeAEHHS A0AATKOBOT AiNbHULL
b Ta nakeTuk 3 B, KiHUEBY ynakoBky BMPOGHMLUTBA Tonmap IHK., 1413 fady Apaiid,
BOZOMNOMNHAOHNM Ta KOHTPO/Ib AKOCTI: ®opT KoniHs, Ko 80524, CLUA (BignosiganbHuii
areHToMm; 2 10TOK MiCTUTb Tonmap IHk., CLUA, 3a BUpOOHMLTBO Wwnpuua A)
nonepegHbO HaNoBHEHWIA BiNOBIAaIbHUIA 3a
wnpuy, b 3 nopoLukom, BVMPOGHMLTBO
CTepusibHY rosiky Ta wnpvua b:
nakeTuk 3 KaHmxuH 6iodapma
BOJIOTOMNOI/IMHAYUM NNnc., CWA
areHToM, KOMMNIeKT y
KapTOHHI KopoobLi
60. ENIFAPA, 7,5 MI' NMopoLLIOK ANs AcTtennac HigepnaHgn BiANOBIAA/IbHWIA 32 Higepnangu/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/5758/01/01
NPUroTyBaHHS PO3YNHY dapma HOpon BTOPWHHY YNakoBKy CLA 3MiHW | TUMY - 3MiHK y NpoLeci BUpOGHMLTBA peyernmom
ANA NigLKIPHMX iH'eKLiA no B.B. Ta BUNYCK cepii: roTOBOrO NikapCcbKOro 3acoby, BKIYaK4u

7,5 Mr, KOMMEKT MIiCTUTb
2 notku: 1 NOTOK MICTUTb
nonepeaHb0 HaNoOBHEHWIA
wnpuy, A 3 PO3YNHHUKOM
(noni(DL-naktng-ko-
rnikonig) nonimep, N-
MeTu/-2-MiposifoH) no

Actennac ®apma
tOpon b. B.,
HigepnaHgu;

BiANoBiAaIbHNIA 3a
BMPOGHMLTBO

wnpuua A, wnpuua
B, KiHUEBY ynakoBKy

MPOMIXHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NP
BMPOGHWLITBI FOTOBOIO /liKapCcbKoro 3acoby - yac
BMKOHAHHS npoLecy TpybyaToro 3millyBaHHs,
SKNIA BUKOPUCTOBYETLCA Ans Lnpuua A
3anponoHoBaHo 36inbwnTy 3 1-12 roguH o 2-30
rofvH; 36iMbLUEHHS Yacy 3MillyBaHHS PO34nHY
in-bulk lWnpuua b 3 «He MeHwe 10 XBUANH» Ha
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
343 mr, nopLueHb Wwnpuua Ta KOHTPO/Ib AKOCTI: «He MeHLue 30 XBUVH»; HE3HAYHI 3MiHW y OnuCi
b Ta nakeTuk 3 Tonmap IHK., CLUA; npouecy ykynopkv wnpuuis ans Wnpuua b;
BOJIOrOMNOr/IMHAYUM BiNOBIAabHMIA 3a 36iNbLUEHHS Yacy 36epiraHHs (BUTPUMKW)
areHToMm; 2 10TOK MiCTUTb BVMPOGHMLTBO po3unHy in-bulk LWnpuua A Big Makcumym 7 gHiB
nonepeaHbO HanoBHEHUI wnpuua b: 00 14 aHiB npu 36epiraHHi B ymoBax 2-8 C; 3MiHK
wnpuy, b 3 nopoLukom, KanmknH 6iodapma | Tuny - 3mMiHn BUNpobyBaHbL abo A0NYCTUMMX
CTEPUsIbHY TONKY Ta nNnc., CWA MeX, BCTAHOB/IEHMX Y crieumdikayisx, nig vac
nakeTuk 3 BMPOGHMLTBA FOTOBOrO /liKapCbKOro 3acoby -
BOJ10TONOINIMHAYUM [ofaBaHHA HOBOrO NMokKasHuka
areHTom. Komnnekr y BHYTPILLHEOBMPOBHNYOro KOHTPOHO (Y M.
KapTOHHIlA KopooLi 3.2.P.3.4. Control of critical steps and
intermediates. Filter integrity test after filtration
BBEAEHO KpUTepii NPUAHATHOCTI 415 MiHIMaIbHOT
"TOUKM ByNbbHaLloK" L0 3aCTOCOBYETLCA AN
BnMpo6Huka TOLMAR Inc); 3MmiHu | Tuny - 3miHa
po3mipy cepii (BkoYaroun gianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby - yTOYHEeHHs
pO3Mmipy cepii roToBOro nikapcbkoro 3acoby:
BCTAHOB/IEHO Ki/TbKICTb LUMPWLiB HA OAWH
LiNboBMiA BUXif 3aMiCTb TEOPETUYHOIO
NoKasHWUKa, KifIbKiCTb LUNPULB BUPIBHAHO 15
LWnpuua A i LWnpuua B; BunyyeHo po3mipn cepii
AKi He BUTOTOB/IAOTLCSH, BUNPAB/IEHO pPaf,
[pYKapCbKNX NOMUIOK Y BUPOBHMYIl peLenTypi
61. | ENO30H® kpem 0,1 % no 30 r y Ty6i, dapma VMopparis dapma WNoppaHis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/10239/01/01
no 1 Ty6i B KAPTOHHiii IHTepHeLLeHan IHTepHeLweHan 3MiHu | TUNy - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuenmom
KopoobLi KomnaHi KomnaHi HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs) - 3MiHa
HallMeHyBaHHs 3asiBHUKa. 3MiHU | TNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaMKEHHS AiSNbHOCTI
BMpOGHUKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIKYAK4M AiNbHUL BUNYCKY cepii abo
MicLie NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTb, 3a SKy BignoBifae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpild) -
3MiHa HalilMeHyBaHHs Ta afgpecu BUpobHuka, 6e3
3MiHM MicL BUPO6HULTBA
62. ENNEPEHOH TabneTkun, BKpUTI My6niuHe Ykpaina Brpo6HMUTBO, Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/12533/01/01
N/1iBKOBOK 060/IOHKOK, MO akuioHepHe aHasli3 Ta BUNycK 3MiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA
25 wr in bulk: 120 000 TOBapucTBo cepiii: nikapcbkuii 3aci6. Cuctema
TabneTokK y noasiiHOMY "HaykoBo- CiHTOH XicnaHis KOHTelHep/3aKynoptoBasibHUIA 3acib. 3miHa
nonieTnIeHoBOMY nakeTi BMPOBHWYNI C.N. PO3Mipy yNnakoBKu roTOBOrO /iKapCbKoro 3acoby
LeHTp (iHWi 3MiHW) - BHECEHHS 3MiH [0 p. «YNaKoBKa»:
"BopLuariBcbkuii
Ximiko-
hapmaL,eBTUYHN

i 3aBoa”
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

63. | ENNEPEHOH TabneTku, BKpUTI My6niyHe YkpaiHa Brpo6HMUTBO, Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: - UA/12533/01/02

NNiBKOBOK 060/I0HKOI0, MO akuioHepHe aHasi3 Ta BunycK 3MiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA

50 wr in bulk: no 60 000 TOBapucTBO cepiii: nikapcbkuii 3aci6. Cuctema

Tabnetok y noaBiiHOMY "HaykoBo- CiHTOH Xicnanis KOHTeliHep/3akynopoBaibHWiA 3aci6. 3MiHa

nosnieTneHoBoMy nakeTi BVPOGHNYNIA C.. pO3Mipy ynakoBKM roTOBOrO likapCbKoro 3acoby

LeHTp (iHLWi 3MiHW) - BHECEHHSA 3MiH [0 P. «YNakoBKa»:
"BopLuariBcbkuii
Ximiko-
hapmauleBTUYHN
1 3aBog"

64. 3MBOKC pO34uH ANs iHgysili, 2 Mcpaiizep IHK. CLIA PdpeseHiyc Kabi Hopseris BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/1969/02/01

mr/mn no 300 mn B Hopre AC 3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS peyenmom

cucTemi gns rOTOBOrO JliKapCbKoro 3acoby (iHLi 3MiHW Yy

BHYTPILLUHbOBEHHOIO MeToAax BUNpobyBaHb (Bk/ItoYaoumn 3amiHy abo

BBEAEHHS; Mo 1 cuctemi B [0MNOBHEHHS)

ynakoBLji 3 1aMiHOBaHOI

donbru
65. | 30/TONEHT® TabneTkun, BKpUTI TOB "KYCYM YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/9814/01/01

060/10HKOI0, PAPM" DPAPM" 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHWU. 3MiHa peyenmom

KMLLKOBOPO34UHHI no 40
Mr, o 14 TabneTok y
6nicTepi; no 1 6nictepy y
KapTOHHIiA ynakosL,i; no 10
TabneTtok y 6nictepi; no 3
6nicTepy y KapTOHHIl
ynakoBLi

HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BnacHuKa peecTpauiiniHoro noceigYeHHs) (3MiHa
Ha3BMW Ta afipecy 3asBHKKa (BacHMKa
peecTpaLiiiHoro nocig4eHHs); 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
BMpO6HUKa/iMnopTepa roToBoro ikapcbkoro
3aco6by, BKIYaK4M AiNbHUL BUNYCKY cepii abo
MicLie NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTB, 3a SKy BignoBifae
BMPOGHMK/iIMNOpTEp, BK/OYAUM BUMYCK Cepiii)
(3miHa Ha3Bu Ta agpecy BUPOGHMKa, 6e3 3MiHK
MicLa BUPO6HULTBA) (TepMiH BBE4EHHS 3MiH
npoTArom 6 micsliB nicns 3aTBepAXEHHS); 3MiHM
| TMny - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AiNbHUL (BKNHOYAOUN AiNbHULI ANA
A®I, NpOMiXXHOTrO NPoAyKTy abo roToBOro
nikapcbKoro 3acoby, AiNbHNL AN NPOBEAEHHS
nakyBaHHs1, BUPO6HYKa, Bi4NOBIgaNLHOrO 3a
BWMYCK Cepiii, MicLie NpOBEAEHHS KOHTPO/IHO
cepii) abo nocTavanbHMKa BUXIQHOrO MaTepiany,
peareHTy ab0 [,ONOMiXHOI pe4OBUHM (AKLLO
3a3HayeHo y focke) (BunyyeHHs BupobHuka Ad|
- Sharon Bio-Medicine Ltd, IHgis); 3MiHun | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) (BHECEHHSA
He3HauHWX pefakuiliHNX NpaBoK Y TeKCT
MapKyBaHHS1 NEPBMHHOI Ta BTOPUHHOI YNakoBOK)
(TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicauiB
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nicnsl 3aTBEPAKEHHS)

66.

30/I0MNEHT®

TabneTku, BKPUTI
060/10HKOIO,
KWLLKOBOPO34MHHI no 20
Mr; o 14 TabneTok y
6nictepi; no 1 6nictepy y
KapTOHHI ynakoBsL,i

TOB "KYCYM
PAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvKa peecTpaLiiHoro noceigYeHHs) (3miHa
Ha3BW Ta agpecu 3asiBHMKa (B/lacHMKa
peecTpauiiHoro nocBig4yeHHs); 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamKeHHs AiSIbHOCTI
BMPO6HMKa/iMnopTepa roToBoro likapcbkoro
3aco0by, BK/IYa4M AinbHULL BUNYCKy cepii abo
MicLe NPOBEeAEHHSI KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepiid)
(3miHa Ha3Bu Ta agpecu BUpPobHUKa, 6e3 3MiHN
Micus BUpo6HuUTBa) (TepmiH BBEAEHHS 3MiH
NpPOTAroM 6 MicALiB Nicna 3aTBepAKeHHs); 3MiHW
| Tuny - AAMiHICTpaTWBHI 3MiHU. BunyyeHHs
BVMPOGHWYOT AinbHNL (BKIHOYAKYMN AiNbHALI ANS
A®I, NpoOMiXHOro nNpoaykTy abo rotoBoro
nNikapcbKoro 3acoby, AibHNLi AN NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BigNoBigabHOMO 3a
BUMYCK CepiiA, MiCLLe NPOBEAEHHA KOHTPOSIO
cepii) abo nocTtavyasibHMKa BUXiAHOTO MaTepiany,
peareHTy abo AOMOMIKHOI PEHOBUHY (SIKLLO
3a3HayeHo y focke) (BunyyeHHs BupobHuka Adl
- Sharon Bio-Medicine Ltd, IHais); 3MiHn | TUny -
3MmiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) (BHECEHHs
He3HauYHWX pefakuiiHnX NpaBokK y TEKCT
MapKyBaHHS MEPBMHHOI Ta BTOPMHHOI YNakKoBOK)
(TepmiH BBEAEHHS 3MiH NPOTArOM 6 MicALiB
nicns 3aTBepMKEHHS)

3a
peyenmom

UA/9814/01/02

67.

IMATEPO®

TabneTku, BKpUTI
NAiBKOBOK 0H60/I0HKOID, NO
100 mr no 10 Tabnetok y
6nicTepi; no 1 a6o 10
6nictepis y Kopobui 3
KapToHy

[eTepo /1a63
Nimiteq

IHAjA

[eTepo /1a63
Nimiteq

IHAjA

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHM | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaum
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAnosigae
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUMYCK Cepild) -
3MiHa agpecu BupobHuka N3, 6e3 3MiHn Micua
BMPOGHMLTBA (3MiHA Ha3BW LWTaTy 3 AHApa
Mpagelw Ha HoBwWiA WTaT TenaHraHa) Ta
npuBeaeHHs Yy BiANOBIAHICTb A0 BUCHOBKY LW040
niaTBEpAXEHHS BiANOBIAHOCTI BUPOGHMLTBA
nikapcbknx 3acobiB BUMOraM HasiexHol
BMPO6HMYOI NpakTukm (GMP), BugaHoro

3a
peyenmom

UA/15837/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

[lepxaBHot0 cyx6010 YKpaiHu 3 NikapCbkux
3acob6is

68.

IMATEPO®

TabneTkn, BKPUTI
N/1iBKOBOK 060/IOHKOMD, MO
400 mr no 10 TabneTtok y
6nictepi; no 1 a6o 10
6nicTepiB y kopobui 3
KapToHY

leTepo /1a63
Nimiteq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BK/oYaoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPO/O AKOCTI. (AiANbHICTb, 3a Ky BiAnoBigae
BMPOGHUWK/IMNOpPTEp, BK/IOYA0UM BUMYCK Cepiid) -
3MiHa agpecu BUpo6bHuKa 13, 6e3 3MiHn MicuA
BMPOGHMLTBA (3MiHa Ha3BW WTaTy 3 AHApa
Mpagew Ha HoBwWiA WTaT TenaHraHa) Ta
npvBeLeHHs y BIANOBIAHICTb A0 BUCHOBKY LLOA0
niATBEPMAKEHHS BiANOBIAHOCTI BUPOGHMLTBA
NikapcbKnx 3ac06iB BUMOraM Has1eXHOT
BMPO6HUYOI npakTukn (GMP), BugaHoro
[lepxaBHOI Cy>60t0 YKpaiHW 3 NliKkapCbKnx
3acobis

3a
peyerimom

UA/15837/01/02

69.

IMYHOI TOBYNIH
-BIOJIIK

pO34nH AN iH'ekuii no 1,5
M (1 gosa) abo 3 mn (2
no3n) B amnynax Ne 10

MAT
"®APMCTAHOA
PT-BIONIK"

YKpaiHa

MAT
"®APMCTAHOAPT-
BIOJIK"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu |l TURy - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmMakoHarnsay.
BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpauiliHoro noceigveHHs,
BK/IOYatoum MnaH ynpasniHHA pusvkamm
(3acTocyBaHHs 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBMMMU
[0AAaTKOBUM AaHVIMK, L0 MaloTb HagasaTucs
KOMNETEeHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom) -
BunkoHaHHS 30608B'A3aHb BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NYHKTY 2
poaatky 15 no Mopagky nposefeHHA
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3aco6u, WO NoAalTbCA Ha AepXaBHY
peecTpadito (nepepeecTpavito), a Takox
eKcrnepTM3n matepiasliB NPo BHECEHHS 3MiH A0
peecTpauiiHux maTepianis NpoTarom aii
peeCTpaLiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/16179/01/01

70.

IMMAS3A

TabneTku no 20 TabneTok
y 6nicTepi; no 1 6nictepy
B KAPTOHHIli KOPOGL

TOB "Martepia
Mepavika-
YkpaiHa"

YkpaiHa

TOB "HB®
"MATEPIA MEOVKA
xonguHre

Pocilicbka
depnepauis

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHM | TUNY - 3MiHW [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA (NpUBELEHHS peaakui
po3ainy IHCTpykuii “Mo6ivHi peakwyii" go iHCTPYKUil
BUPOGHUKA)

6e3
peyenma

UA/5543/01/01

71.

IHPAHPUKC
FEKCA™/INFANR

cycnensis (DTPa-HBV-
IPV) ons iH’ekuii no 0,5

nakcoCmitTKns
nH ExcrnopT

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbrisa

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHu |l TMny - 3MiHM B Npoueci BUpobHuuTea AdI

3a
peyenmom

UA/16235/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
IX HEXA™ mn (1 gosa) Ta niodinizatr Nimiteq (3MiHa CTOCYETbLCSA aKTUBHOI PEYOBVHN
KOMBIHOBAHA (Hib), 1 nonepeaHbLO 6i0/10ri4YHOro/iMyHO/OrYHOr0 MOXOMKEHHS abo
BAKUWHA And HanoBHEHWI 0AHOPA30BUIA BVIKOPUCTAHHA XiMiYHUX AD| y BUPOBHULTBI
APO®INTAKTUKN | wnpwy, (no 0,5 mn (1 nikapcbkoro 3acoby 6i0/10riYHOro/iMyHOMOrIYHOrO
DUNOTEPII, [03a)) Y KOMNNEeKTi 3 MOXOPKEHHS, IKa MOXE MaTu 3Ha4YHUiA BNMB Ha
NPABLA, ABoMa ronkamm ta AKICTb, 6e3neky Ta e(peKTUBHICTb SliKapCbKOro
KALLUMOKY chnakoH 3 niodpinizatom 3aco0by, | He CTOCYETbCSA NPOTOKONY) -
(ALLEENONAPHA (Hib) ana 1 posu, wo BMPOBaXEHHS HOBOro BMXiHOr0O NOCIBHOro
W KOMMOHEHT), | 3miwytoTbcs nepeq, marepiasny, BifIlbHOrO Bif PE4OBUH TBAPUHHOIO
FEMATUTY B, BUKOPUCTAHHAM, Y NOXOKEHHS, /15 OTPMMaHHSA pob0o4MX MOCIBHUX
noniomMienity NIacTUKOBUIA KOHTEHEp; cepiii y npoueci BUpo6HULITBA NPOMIKHOrO
TA no 1 a6o no 10 NPOAYKTY ANCHTEPIHOTO aHaTOKCUHY; 3MiHN 11
3AXBOPIOBAHb, | nnacTukoBuUX KOHTEWHepIB MRy - 3MiHK 3 sikocTi. ADI. MNpoekTHWIA NpocCTip
3bYAHNKOM Y KapTOHHili kopobLi Ta nicispeecTpavyjiiiH1ii NPOTOKON YNpaB/iHHSA
AKX € 3MiHaMu. BHeCeHHs 3MiH y nicnapeecTpauiliHnii
HAEMOPHILUS NPOTOKON YNpas/iiHHA 3MiHamMu ansa Ad| -
INFLUENZAE BHECEHHS 3MiH Yy nicnspeecTpauiiHnii NpoToKos
TANY B ynpasniHHA 3MiHaMu 4na A®| Ta npeacTaBneHHs
MPOTOKO/Y YNPaB/iHHA 3MIHOI A7 BUXiZHOro
NOCIBHOro Marepiny i 3anpoBaxeHHs HOBUX
PO60UMNX NOCIBHMX cepili. BHECEHHA pefakLUiliHuX
npasok B po3ginu 3.2.S Ta 3.2.R peecTpaujiiiHoro
[0Cbe
72, IHPAHPUKC™ cycneHsis gns iH'ekuiin no nakcoCwmiTKns Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13939/01/01
InB 0,5 mn y nonepegHb0 nH Exkcnopt BpuTaHis Bionopxkikans C.A. 3MiHu Il TRy - 3MiHK B Npoueci BUpo6HMuTBa A®l |  peyenmom
KOMBIHOBAHA 3arnoBHeHOMY Nimiteq (3MiHa CTOCYETbCA aKTUBHOT PeYOBUHN
BAKUWHA And 0iHOPa30BOMY LUMPUL Yy 6i010ri4YHOro/iMyHO/ONYHOrO MOXOKEHHS abo
MPO®ITAKTUKN | komnekTi 3 rosikowo; no 1 BVIKOPVCTAHHS XiMiyHUX AD| y BUPOOHNLTBI
DUNOTEPII, a60 10 nonepeAHbO niKapcbKoro 3acoby 6i0N0rivYHOro/iMyHo0r4Horo
NPABLA, 3arnoBHEHMX 0A4HOPa30BMUX MOXOPKEHHS, IKa MOXE MaTn 3HaYHWUIA BNIMB HA
KALLUTIOKA LUINpULIB Yy N1ACTUKOBOMY AKICTb, 6e3neky Ta eheKTUBHICTb JlikapCbKOro
(ALLEENONAPHA KOHTeliHepi; no 1 3acoby, | He CTOCY€ETbCS NPOTOKOAY) -

A KOMIMOHEHT)
TA
nNonioMIENITY

KOHTEiHEPY B KApPTOHHIl
Kopobui

BMNPOBaKEHHSA HOBOrO BYMXiJHOrO NOCIBHOMO
marepiany, BiflbHOr0 Bif pe4OBMH TBAPUHHOIO
NOXOMKEHHSA, ANt OTPUMAaHHSA POBGOYMX NOCIBHUX
cepili y npoueci BUpoOHMLTBA NPOMDKHOrO
NpoAyKTy AMPTEPIAHOr0 aHaTOKCKHY; 3MiHu 1
TUny - 3MiHK 3 skocTi. ADI. MpoekTHWIA NpocCTip
Ta nicispeecTpayjiiHin NPOTOKON yNpaBiHHSA
3MiHamMu. BHeceHHs 3MiH y nicnsipeecTpavinHunii
NPOTOKON YNpaBniHHA 3MiHaMu ansa AdPI -
BHECEHHS 3MiH Yy nicnsipeecTpaLiiHnii NpoToKon
ynpas/iHHA 3MiHaMun Ana A®| Ta npeacTaBeHHs
NPOTOKO/Y YNpaB/liHHA 3MIHOK A/18 BUXIAHOTO
MOCIBHOrO MaTepiny i 3anpoBafKeHHs HOBUX
pOo60UMX NOCIBHUX Cepiil. BHECEHHSA peaaKLiiHuX
npasok B po3ginu 3.2.S T1a 3.2.R peecTpaujitHoro
[0Cbe
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
73. | IHOAHPUKC™ cycneHsis 4ns iH'ekuii no "nakcoCmiTKns Benuka nakcoCmiTKnsiiH Benbrisa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/13939/01/01
InB 0,5 mn1y nonepegHLO H EkcnopT BpuTtaHis Bionompxkikans C.A. 3MiHM | TUNy - 3MiHa y MeToAax BUNpoGyBaHHS peyenmom
KOMBIHOBAHA 3anoBHEHOMY Nimiteq A®| abo BMXiAHOrO MaTepiany/MpoMiKHOro
BAKUVHA ANnA 0HOPA30BOMY LUMPUL Y npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
MPO®INTAKTUKN KOMMNEKTi 3 roNkoto; no 1 npoueci BUpobHuuTBa AP (iHWIi 3MiHM Y MeTogax
ANDTEPII, a6o 10 nonepeaHL0 BUNPOGYBaHHSA (BK/OUaOUM 3aMiHy a6o
NMPABLA, 3arnoBHEHVX 0AHOPA30BUX [0noBHeHHs) A®| abo BUXiAHOro/NpoOMiDKHOTO
KALLUJTFOKA LINPULIB Yy N1aCTUKOBOMY NpPoAYyKTY) - fOAaBaHHSA anbTePHATUBHOMO
(ALENONAPHA KOHTeliHepi; no 1 peareHTy "KOMMIeKC CTpenTaBifiH-nepokcnaasa
A KOMIMOHEHT) KOHTEiHepy B KapTOHHIl XPOHY" 5151 BUKOPUCTAHHSA NpuW SKiCHOMY Ta
TA Kopobui KinlbKicHOMy BU3Ha4yeHHi PRN aHTuUreHy metoom
noniomMienity ELISA. BHeCEHHS peAakLiiiHUX NpaBoK y po3ainun
pocbe 3.2.54.2T123.2.P.5.2
74. IHPAHPUKC™ cycneHsis (DTPa-IPV) ans nakcoCmiTKns Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15832/01/01
INB XIBb / iH’exuin no 0,5 mn (1 gosa) nH Exkcnopt BpuTanis Bionomxikans C.A. 3MiHwn Il Tuny - 3MiHK B Npoueci Bupo6bHuuTea Ad| peyenmom
INFANRIX™ IPV y nonepegHb0 Nimiteq (3MiHa CTOCYETbLCA aKTUBHOI PEYOBVHN
HIB HanoBHEHOMY 6i0N10ri4YHOro/iMyHONIONYHOTO NOXOKEHHSA 260
KOMBIHOBAHA 04HOpa3oBOMY LINpKLL Ne BUKOPUCTAHHSA XiMiYHUX AD| y BUpOOHMUTBI
BAKUUHA ONnA 1y KomMnekTi 3 ABOMA nikapcbkoro 3acoby 6ios10riyHOro/iMyHON0riYHOro
MPO®INTAKTUKN rofikamuv Ta niodpinisat MOXOPKEHHS, SIKa MOXE MaTu 3Ha4YHUiA BNIMB Ha
BUNOTEPII, (Hib) y donakoHri Ne 1, wo AKICTb, 6e3neky Ta eheKTUBHICTb JliKapCbKOro
MNPABLS, 3MilyloTbCA nepes 3aco0y, i He CTOCYETbCSA NPOTOKONY) -
KALLUTHOKY BUKOPUCTAHHAM; no 1 BMPOBaAXEHHS HOBOrO BMXiHOrO NOCIBHOrO
(ALEENKONAPHN nonepeaHL0 marepiany, BiIbHOrO Big PeYOBNH TBAPUHHOIO
" KOMMOHEHT), HanoBHEHOMY NOXOKEHHS, A1 OTPMMaHHSA pob0o4YmMX MOCIBHUX
noniomMienity 0 HOPA30BOMY LUMPULLY Y cepiii y npoueci BUpo6HULTBA NPOMIDXHOMO
TA KOMMNEKTi 3 ABoMa NpoAayKTy AMTEPINHOrO aHaTOKCUHY; 3MiHW I
3AXBOPKOBAHDb, | ronkamu Ta 1 dpnakoHoM 3 MRy - 3MiHK 3 sikocTi. ADI. MpoekTHWIA NpoCTip
3bYAHNKOM niocpinizatom (Hib) y Ta nicnsipeecTpavyiiiH1ii NPOTOKON YNpaB/iHHS
AKX € BaKyYMHIiil CTEPUNbHIl 3MiHamW. BHeceHHs 3MiH y nicnsipeecTpavinHunii
HAEMOPHILUS ynakoBLi; no 1 BakyyMmHii NPOTOKON YNpaB/liHHA 3MiHamMu ansa Adl -
INFLUENZAE CTEPUSIbHIl yNakoBLi y BHECEHHS 3MiH Yy nicnsipeecTpauiiHnii NpoToKos
TANY B KapTOHHIV Kopobui ynpasniHHA 3MiHaMun 4na A®| Ta npeacTaBneHHs
MPOTOKO/Y YNpaBiHHA 3MIHOI A7 BUXiZHOro
NoCciBHOro MaTtepiany i 3anpoBaXeHHs HOBUX
po60oUMX NOCIBHUX Cepiil. BHECEHHNA peaKLiiHnX
npasok B po3ginu 3.2.S Ta 3.2.R peecTpaujiiHoro
[10Cbe
75. IHOAHPUKC™ CycneHsis ans iH'ekuiin no nakcoCwmiTKns Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/15120/01/01
KOMBIHOBAHA 1 posi (0,5mn)y nH Ekcnopt BpuTtaHis Bionompxikans C.A. 3MiHu Il TRy - 3MiHK B Npoueci BUpo6HuuTBa Ad| peyenmom
BAKUWHA ANndA nonepeaHbL0 3anoBHEHOMY Nimiteq (3MiHa CTOCYETLCA aKTUBHOT PEYOBMHA
MPO®ITAKTUKN wnpui Ne 1y KOMNAekTi 3 6i010ri4YHOro/iMyHOONYHOr0 MOXOAKEHHS abo
ANDTEPI, opHieto abo gBoma BVIKOPUCTAHHSA XiMiyHMX AD| y BUPOOHNLTBI
NMPABLSA, ronkamu: no 1 niKkapcbkoro 3acoby 6i0N0rivYHOro/iMyHO0r4YHOro
KALLJTHOKY nonepeaHLo MOXOPKEHHS, ika MOXE MaTu 3Ha4YHWUIA BNIMB Ha
AUENONAPHA HanoBHEHOMY LUNpULY Y AKICTb, 6e3neKy Ta eheKTUBHICTb JlikapCbKOro
OYMLLEHA KOMNEKTi 3 oaHieto abo 3acoby, | He CTOCY€eTbCSA NPOTOKOANY) -
IHAKTUBOBAHA | aBoma rosikamv y BMPOBaKEHHSI HOBOrO BMXiAHOrO NOCIBHOrO
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

PIOKA

nNacTyKoBoMy
KOHTeliHepi; no 1
nnacTyKoBOMYy
KOHTEiHepy B KapTOHHIl
Kopobu,i

marepiany, BiflbHOrO BiJ PE4OBUH TBAPUHHOIO
NOXOMKEHHS, ANt OTPUMAaHHSA POBGOYMX NOCIBHUX
cepiil y npoLieci BUPOGHULITBA MPOMIDKHOTO
NpoAyKTy AMTEPIRHOrO aHaTOKCKHY; 3MiHu I
TNy - NPOEKTHWI NPOCTIp Ta
nicnsipeecTpaLiiHnii NPOTOKON YNpaB/iHHA
3MiHamMK. BHeceHHs 3MiH y nicnsipeecTpavinHunii
NPOTOKON YNpaBniHHA 3MiHaMu ansa Ad| -
BHECEHHS 3MiH Yy nicnsipeecTpauiiiHnii npoTokos
ynpaseniHHA 3MiHamu gns APl Ta npefcTaBeHHA
NPOTOKO/Y YNpaB/iHHA 3MiHOK A/18 BUXIAHOTO
MOCIBHOrO MaTepiny i 3anpoBafpKeHHs HOBUX
pOo60OUMX NOCIBHUX Cepiii. BHECEHHSA peaaKLiiHnX
npasok B po3ginu 3.2.S Ta 3.2.R peecTpaujiiHoro
[10Cbe

76.

IPBETAH

Tabnetku no 300 mr; no 10
Tabnetok y 6nictepi; no 2
6nicTepy B nayi

AT
"KNIBCbKN
BITAMIHHWA

3ABOJ"

YKpaiHa

AT "KWTBCBKIT
BITAMIHHW
3ABOS"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHuKa
(BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3miHa
HalilMeHyBaHHs 3asiBHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu Micauis nicns
3aTBEepXEHHS); 3MiHM | TNy - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLiA NPOBAKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BK/IYa4mM AinbHULL BUNYyCKy cepii abo
MicLe NpOBEeAEHHSI KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3MiHa HallMeHyBaHHS BUPOOHUKa, 6€3 3MiHK
Micus BUpo6HuuTBa) (TepmiH BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB Mic/1A 3aTBEPAKEHHS)

3a
peyenmom

UA/6820/01/01

77.

KANBLEMIH®
AABAHC

TabneTkn, BKPUTI
060/10HKO00, Ne30, Ne 60,
Ne 120 y cpnakoHi Nel y
KapTOHHIl Kopoobui

TOB "baiiep”

Ykpaina

nepBMHHA Ta
BTOPWHHA ynakoBKa,
KOHTPO/b SIKOCTI,
[03BiN Ha BUMYCK
cepii: KoHTpakT
dapmakan
KopnopeiiwH, CLUA;
BMPOGHULITBO in
bulk:
KoHTpakT ®apmakas
KopnopeiiwH, CLUA

CLWA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHKM | TUNY - NOAAHHA OHOBMEHOTO cepTudikaTy
BiAgnoBigHOCTi EBponeiicbkoi chapmakonei Ne R1-

CEP 2009-050-Rev 01 Big, 3aTBEPAKEHOIO
BMpo6HMKa A®| Bitamit D3 (xonekanbundepon)

6e3
peyenma

UA/7110/01/01

78.

KANbLUEMIH®
CINIbBEP

TabneTkun, BKPUTI
o6onoHkoto, Ne 30, Ne 60
y thnakoHax; no 1
(h/1aKOHY B KapPTOHHiiA
Kopobu,i

TOB "Bbaiiep"

Ykpaina

nepBMHHa Ta
BTOPWHHA ynakoBkKa,
KOHTPO/1b SIKOCTI,
[03BiN Ha BUMYCK
cepii: KoHTpakT

CLWA

BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis:
3MiHKM | TUMY - NOAAHHS OHOB/IEHOTO cepTudikaTy
BignoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-

CEP 2009-050-Rev 01 Big, 3aTBEpAKEHOIO
BUpo6HMKa A®I BitamiH D3 (xonekanbumdpepon)

6e3
peyenma

UA/7138/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Papmakan
KopnopeiiwH, CLUA;
BMPOGHULITBO in
bulk:
KoHTpakT dapmakan
KopnopeiiwH, CLUA
79. | KANbUIN-43 TabneTku, BKpUTI Takepa AC Hopgeris BMPOGHMLITBO 3a HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 UA/12921/01/01
HIKOMEQL NNiBKOBOK 060/I0HKOID, MO NOBHUM EcToHia 3MiHu | TUNY - nogaHHsA oHoBneHoro ME- peyenma
KOM®OPTE 30, abo no 60, abo no 90 uvknom: Takega cepTudiikaty BifnoBigHOCTI €BpONenchbkili
Tabnetok y cpnakoHi, mo 1 vm6X, Micue hapmakonei R1-CEP 2009-050-Rev 01 gns
(h/1aKOHY B KapTOHHii BUPOGHMLTBA Xonekasibumdeposny Bif BXe 3aTBEPIKEHOIO
KopoobLi OpaHieHobypr, BMPOGHUKA; 3MiHW | TUMy - BUNyYeHHs ME-
HimeuunHa; cepTudikaTy BiAnoBigHOCTI €BpoNenchbkili
nepBuHHE Ta thapmakonei R1-CEP 2000-140-Rev 03 gns
BTOPUHHE XenaTuHy; 3MiHu | Tuny - BunyyeHHs MNe-
nakyBaHHs: cepTudikaTy BiAnoBigHOCTI €BpoNenchbkili
AciHo EcToHia OY, thapmakonei R1-CEP 2003-036-Rev 01 ans
EcToHis; 8o3Bin Ha xonekanbuudepony Big BupobHuka F. Hoffmann-
BWMYCK Cepil: La Roche Ltd., Basel, Switzerland; 3miHu | Tuny -
Takena Papma AC, noJiaHHs OHOBJIEHOro cepTuddikaty BignoBigHOCTI
EcToHin €Bponelicbkiii chapmakonei R1-CEP 2009-050-
Rev 01 ansa xonekanbundeposny Bif Bxe
3aTBEPAXEHOr0 BUPOGHMKA; 3MiHW | TNy -
BW/TyYEHHS cepTudikaTty BiANOBIAHOCTI
€Bponelicbkin dpapmakonei R1-CEP 2003-036-
Rev 01 ansa xonekanbundepony Bif BUPOOGHMKA
F. Hoffmann-La Roche Ltd., Basel, Switzerland
80. KAMETOH aepo3osb no 30 ry 6anoHi AT "Ctoma" Ykpaina AT "Ctoma" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 6e3 UA/4658/01/01
aepo30/1bHOMY 3MiHK | TNy - 3MiHa B yMOBax 36epiraHHs peuyenma
antoMiHiesomy, no 1 roTOBOrO /likapcbkoro 3acoby. BBegeHHA 3MiH
6as10Hy 3 po3nuoBayeM NpoTArom 6-T1 micsauiB nicnAa 3aTrBepAKeHHsA
B mayuji
81. KAMETOH aepo3osib in bulk: no 30 r AT "Ctoma" YkpaiHa AT "Ctoma" Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/16470/01/01
y 6asioHi aepo30nbHOMY 3MiHM | TUNY - 3MiHa B ymoBax 36epiraHHs in-bulk.
antoMiHiesomy; no 240 BBepfieHHA 3MiH npoTArom 6-tm micauis nicna
6asIoHIB 3 3aXNCHUMMU 3aTBepAKEeHHs
KoBMaykamu Ta
po3nuaBayamu B SLLUKY
82. | KAM®OMEH® aepo30s1b no 30 r y 6anoHi AT "CTtoma" YkpaiHa AT "CTtoma" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 6e3 UA/4361/01/01
3MiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA peuyenma

aepo30s1bHOMY; no 1
6a10Hy 3 po3nusirBavYem
B nauui

nikapcbkuii 3aci6. CTabinbHICTb. 3miHa y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (3miHa B ymoBax
36epiraHHs roTOBOrO JliKapcbKoro 3acoby abo

nicns po3yvHeHHs/BigHOBEHHS) (3MiHa B

ymoBax 36epiraHHs /13 3aTBepaxeHo: «Ipu
Temneparypi He BuLle 40°C»;
3anponoHoOBaHO: «36epirat B OpuriHasbHii
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ynakoBLji npy TeMnepaTypi He BuLle 25°C)
(TepMiH BBEAEHHS 3MiH MPOTArOM 6-TU MicALiB
nicns 3aTBepAKEHHS)
83. | KAM®OMEH® aepo3os1b no 30 ry 6anoHi AT "CTtoma" YkpaiHa AT "CTtoma" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: - UA/16740/01/01
aepo3sosibHoMy; in bulk: no 3MiHu | TMNy - 3MiHKW 3 KOCTi. FoTOBUIA
240 6a1oHIB 3 3aXNCHUMMU nikapcbkuii 3acib. Cuctema
KoBnavkamu Ta KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
po3nuaBaYamu B ALLUKY PO3Mipy ynakoBKW roTOBOroO NiKapcbKoro 3acoby
(iHwWi 3miHW) (BBEAEHHA [0AATKOBOI YNaKOBKM in
bulk: no 240 6anoHiB B AWwKy; no 30 1y 6a/10Hn
aepo30/1bHi a/IlOMIHIEBI 3 K1anaHaMu 403Y4oil
aii. BanoHn 3abe3neyeHi posnuaBavyaMmn 4as
Hoca PH-1 Ta 3axucHumu KoBnavkamu (gns
nojanbLUOl peecTpauii Nikapcbkoro 3acoby B
iHLWKX KpaiHax). MepBuHHWI NakyBasbHWiA
marepian He 3MiHMBCS.
84. KAPAYPA® Tabnetku no 1 mr; no 10 Mcpaiizep IHK. CLA BUPOGHMLTBO HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/5972/01/01
Tabnetok y 6nictepi; no 3 npenapary in bulk, 3MiHu Il Tuny - 3mMiHa napameTpis cneuudikawlii peyenmom
6nicTepy B KAPTOHHIA KOHTPO/b SKOCTi Npy Ta/abo [ONyCTUMUX MEX FOTOBOTO NiKapCbKOro
ynakoBLji BUWMYCKY, NaKyBaHHs, 3aco0y - pO3LUMPEHHS KPUTEepIiB NPUAHATHOCTI B
KOHTPO/Ib SAKOCTI crneungikauii Ha TepMiH NPUAATHOCTI FOTOBOTO
(cTabinbHicTb), NikapCcbKoro 3acoby 3a NOKasHUKOM «BmicT
BMNycK cepii: P- BOJIOMM». 3anponoHoBaHo: 7 %. BBeA€HHA 3MiH
dapm IxepmaHi NpoTArom 6-Tu micAWiB nicna 3arBepaKeHHs
m6X, HimeuunHa,;
BUPOGHMLTBO
npenapary in bulk,
KOHTPO/b SIKOCTi Npy
Bunycky: Mdaiizep
MeHtochekuypuHr
LoiiuneHg Mm6X,
HimeyunHa
85. KAPAYPA® Tabnetku no 2 mr; no 10 Mdpaiizep IHK. CLIA BUPOBHMLTBO HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/5972/01/02
Tabnetok y 6nictepi; no 3 npenapary in bulk, 3MiHuM |l TNy - 3MiHa napameTpiB cneuudikaii peuenmom

6nicTepy B KAPTOHHIiA
ynakoBLUi

KOHTPO/b SKOCTi Npy
BVNYCKY, NaKyBaHHS,
KOHTPO/Ib SKOCTI
(cTabinbHicTb),
BMNycCK cepii: P-
Papm [xepmaHi
M6X, HimeuuunHa,;
BUPOBHMLTBO
npenapary in bulk,
KOHTPO/b SIKOCTi Npu
Bunycky: MNdpaisep
MeHtodhekuypuHr
Loiuneng rméX,
HimeyunHa

Ta/abo [OMYyCTUMUX MEX rOTOBOro NikapCbKoro
3aco06y - PO3LUMPEHHS KpUTEPIIB NPUIAHSATHOCTI B
crneuudikaLii Ha TepMiH NpPUAATHOCTI FOTOBOTO
nNikapcbKoro 3acoby 3a NoKasHMKOM «BMmicT
BOJIOrM». 3anponoHoBaHo: 7 %. BBefAeHHA 3MiH
NPoTArom 6-T1 micsauiB nicnA 3arBepaAXeHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
86. | KAPOYPA® Tabnetku no 4 mr; no 10 Mdpaiizep IHk. CLWA BMPOGHMLTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/5972/01/03
Tabnetok y 6nictepi; no 3 npenapary in bulk, 3MiHu |l Tuny - 3MiHa napameTpiB cneyudikadlii peuenmom
6nicTepy B KAPTOHHIiA KOHTPO/b AKOCTi Npu Ta/abo [OMYyCTUMUX MEX rOTOBOrO NiKapCbKoro
yrakoBLi BVNYCKY, NaKyBaHHS, 3ac006y - pO3LUMPEHHS KPUTEPITB MPUIAHATHOCTI B
KOHTPO/Ib AKOCTI crneuudikaLii Ha TepMiH NPUAATHOCTI FOTOBOTO
(cTabinbHICTb), NiKapcbKoro 3acoby 3a NoKasHUKOM «BMmicT
BUMYCK cepii: P- BO/IOrM». 3anponoHoBaHo: 7 %. BBeaeHHs 3MiH
Papm [xepmaHi NPoOTArom 6-T1 MicsAuiB nicnA 3aTBepAKeHHSA
'M6X, HimeuunHa;
BVMPOGHMLTBO
npenapary in bulk,
KOHTPO/b AKOCTi Npu
Bunycky: MNdaiizep
MeHtodhekuypuHr
[Joiiunens Mv6X,
HimeuynHa
87. KBATTPEKC kancynu no 250 mr, no 10 TOB "dapma Ykpaina TOB "®apma Ctapt" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/12875/01/01
Kancyn y 6nictepi; no 2 Crapt" 3MinHun Il TMny - 3MiHK Woao0 peuyenma
6nicTepn y nayui 3 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
KapToHy BHeceHHs abo 3miHa(v) 4o 3060B'A3aHb Ta yMOB
BMAAYi peecTpauiliHoro noceig4eHHs,
BK/tOYatoum MnaH ynpasniHHA pusvikamu
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMMU
[0AaTKOBUM AaHVIMU, LLO MatoTb HagasaTucs
KOMNETEeHTHUM OpraHoM, OCKI/TbK/ BUMaraeTbCs
CyTTEBa OLiHKa KOMMETEHTHUM OpraHom)
(BukoHaHHS1 3060B'13aHb BiANOBIAHO [0
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NYHKTY 2
poaartky 15 o Mopagky npoBefeHHsA
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
niKkapcbki 3acobu, WO NofalTbCa Ha AepXaBHY
peecTpaLito (nepepeecTpawio), a Takox
eKcnepTM3n Martepianis Npo BHECEHHS 3MiH A0
peecTpavuiiHux MaTepianis NpoTarom Aii
peecTpauiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
88. KNIHAAMILUHY MopoLLOK (cybCcTaHuUis) y ToBapucTso 3 YkpaiHa YKEL3AH Kutaii BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/15224/01/01
DPOCPAT noaBiiHNX 06MexeHo TAHBTAN 3MiHKM | TUNY - NOAAHHA OHOBMEHOTO cepTudikaTy
nonieTuIeHoBUX nakeTax BignoBiganbHICT PAPMACBHKOTIKAN BiAgnoBigHOCTi EBponeiicbkoi chapmakonei Ne R1-
ans dhapmaueBTUYHOro 10 KO., NTA. CEP 2003-060-Rev 04 Big 3aTBEpAXEHOIO
3acTocyBaHHsA "papmMaueBTUYH BMpo6HMKa AD| KniHgamiumHy docdat
a KoMnaHist
"3g0pos's"
89. KNONIAOrPENb- | TabneTtku, BKpUTI TOB "3eHTiBa" Yecbka CaHodi BiHTpon PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/11825/01/01
3EHTIBA nAiBKOBOK 0H60/I0HKOID, MO Pecny6nika IHaacTpia 3MiHKM | TUNy - 3MiHK WoA0 peyenmom

75 mr Ne 14 (14x1): no 14

6e3nekn/edpeKTMBHOCTI Ta thapmakoHarisgy.
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n/n

Hassa

JNliKapcbKo20

3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Tabnetok y 6nictepi; no 1
6nicTepy B KapTOHHiIl
kopo6bui, Ne 30 (30x1), Ne
90 (30x3): no 30 Tabnetok
y 6nictepi; no 1 aéo no 3
6nicTepy B KAPTOHHIiA
Kopobui

BeegeHHs1 abo 3MiHM A0 y3arasibHEeHNX JaHnX
npo cucTemy dhapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHunx Npo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOT 0CO6M 3 hapMakoHarnsay 3asBHuKa
[ONA 34jicHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiZiNOBIfANbLHOI 3a 3jiICHEHHS hapmakoHarnsgy
(BK/THOHAKOUM KOHTAKTHI faHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHoi
0Cco6M 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag: NponoHoBaHa peakuis — Eric
Teo/Epik Teo. 3miHa KOHTaKTHOI 0CO6Y B YKpaiHi
YMOBHOB&XEHOI 0CO6M 3asBHVKA 415 34iACHEHHS
thapmakoHarnsgy: MponoHoBaHa pefakLis —
KniwuH AHTOH MyKonaitoBuy. 3miHa KOHTaKTHUX
JaHNX YNOBHOBaXEHOT 0CO6M. 3MiHa KOHTaKTHUX
[laHnX KOHTaKTHOI 0co6u. 3miHa micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa Homepy MacTep-daiiny
cucteMu hapmakoHarnsgy Ta noro
MiCLLE3HaXOMKEHHS

90.

KOKAPBOKCWUNA

3n

rAPOXIOPU,

niodpinizat Ans po3unHy
Aans iH'ekuii no 50 mr, 5
chnakoHiB 3 niodpinizaTom
y 6nicTepi; no 2 6nictepu
y naulli 3 KapToHy;

5 dhnakoHis 3
niogpinizaTom y KOMMNIeKTi
3 5 amnynamu po3ymHHMKa
(Boga Ans iH'exuiii no 2
mn) y 6nictepi; no 1 a6o 2
6nictepy y nauui 3
KapToHy; no 5 amnyn 3
niodpinizatom y 6nicTepi;
no 1 a6bo no 2 6nictepn y
naJui 3 KapToHy; no 5
amnyn 3 niodpinizatom y
KoMnnekTi 3 5 amnynamu
po3unHHKKa (Boga Ans
iHEKLA no 2 mn) y
6nictepi; no 1 a6o no 2
6nictepn y nauui 3
KapToHy; no 5 amnyn 3
niocpinizatom y 6nictepi
Tano 5 avnyn

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TUNY - AOMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOGHWYOT AinbHuLi (BKIHOYaoum
AinbHuui ana A®l, npomikHOro npoAykTy abo
roTOBOrO JIiKaPCbKOro 3acoby, AiNbHULI ANs
NPOBEefEHHS NakyBaHHS, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiii, MicLe
NpoBeeHHs KOHTPOo cepii) abo
noctayanibHUKa BMXi4HOrO MaTtepiasy, peareHTy
a60 AOMNOMIXXHOT PeyoBUHM (SKLLO 3a3HAYeHo y
[0CbE) (BUNYyYEHHA BUPOBHNYOI AinbHuLi MpAT
«BIOPAPMA», Ykpaina) CynyTHs 3mMiHa
- 3MiHK 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6.
CurcTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBKU rOTOBOrO NikapCbKoro
3aco6y (BWyYEHHS yNakoBKM MEBHOTO PO3MIpY)
(Y 3B’3Ky 3 NPUNMHEHHSIM BUPOBHULTBA
NikapcbKoro 3acoby Ha BUPOBHWYIW AinbHUL
MpAT "Biodhapma”, YkpaiHa, BuyyatTbCcs
yNakoBKM flikapcbKoro 3acoby no 50 mr B
amnynax Ne 5, Ne 10, no 50 mr B amnysiax Ne 5,
Ne 10 B KOMMNEKTi 3 PO3YNHHVKOM MO 2 M/ B
amnynax Ne 5, Ne 10, siki BUpo61sMCh Ha Uit
BMPOGHUYIN AinbHUUI); 3MiHK | TUny - 3MiHK 3

3a
peyenmom

UA/3242/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
pO34nHHKKa (BOAa Ans AKocTi. FoToBwMiA Nnikapcbkuii 3aci6. Cuctema
iHEKL no 2 mn) y KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa
6nictepi; no 1 a6o 2 PO3Mipy yNakoBKM roTOBOrO NiKapCbKOro 3acoby
6nicTepu 3 niogpinizatom (3MiHa KifIbKOCTi 0AMHMLE (Hanpuknag TabneTok,
Tano 1 a6o 2 6nictepu 3 amnys TOLLO) B ynakoBLi:) - 3MiHa y AjianasoHi
PO34MHHMKOM (BOAA ANA 3aTBEPIKEHNX PO3MIPiB YNakoBky (BBEAEHHS
iHEKLiA Mo 2 M) y navyi 3 HOBOrO TVMMOPO3MIpy YNakoBku, a came: no 5
KapTOHY amnyn npenapary BknagatTb y 6nictep 3 naiBku
NONIBIHINXNOPUAHOI, AKUIA NOKPUBAIOTL DOMBIO0
a/IloMiHIEBOIO; MO 5 amnyn po3ynHHUKa (BoAW
ONA iH'eKUiA) BKnagatoTb y 6nicTep 3 nniBkx
NONIBIHINXNOPWAHOI, KNI NOKPUBAIOTL DONBIO0
antomiHieBototo Mo 1 abo no 2 6nictepn
npenaparty Ta no 1 a6o no 2 6nictepu
PO3UYMHHKKA Pa3oM 3 IHCTPYKLE 4159 MeANYHOro
3aCTOCYBaHHSA BK1aAal0Th Y Nauky 3 KapToHY
KOpo60YHOro)
91. KONAPEKC MOPOLLOK A/151 OPa/IbHOTO nakcoCmiTKns Benvka CwmiTKNnsiiH Bivem IcnaHis BHECEHHS 3MiH O peecTpauiiHux maTepianis: 6e3 UA/2560/01/01
XOTPEM 3I pO34MHY MO 5 I NOPOLLKY Y H KoHcblomep BpuTaHis C.A. 3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenma
CMAKOM nakeTuky; no 5 aéo 10 Xenckep (HOK) Ha3BM /iKapCbKOro 3acoby - 3aTBepoKeHo:
NAMOHY NakeTUKIB Y KAPTOHHI TpeigiHr KONAPEKC XOTPEM® JIMMOH. BBegeHHS 3MiH
Kopobui Nimiteq NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPAXKEHHS.

3MiHu | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
(iHLWi 3MiHW) - BHECEHHS 3MiH Y TEKCT MapKyBaHHs
NepBMHHOT Ta BTOPUHHOI YNakKoBKY JiKapCbKOro
3acoby. BBefeHHsA 3MiH NpOTAromM 6-Tu micsuis
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
3MiHN Y KOPOTKili XapakTepucTuLi NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHVIMK 3 SKOCTi, JOKNIHIYHAMW, KAIHIYHUMIN
AaHUMKN Ta AaHumu 3 dpapmakoHarnsagy -
BHECEHI [0 IHCTPYKLii y po3ainu:
"apMakonoriyHi BnactTmeocTi”,
"MpoTunokasaHHs”, "Ocobnvei 3axoan 6esnekn”,
"B3aemogisa 3 iHWKMMKM NiKapcbkumn 3acobammn Ta
iHWi BMAW B3aemogiin", "Ocob6nmnBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta go3n",
"Mepepno3yBaHHA", "Mo6IYHI peakuii”. 3MiHM B
TEKCTi MapKyBaHHS, 30KpeMa BHECEHHS
[04aTKoBOI iHdhopMaLii LWoA0 HasABHOCTI
napaueTamory B fikapcbkoMy 3acobi («MicTuTb
napaveTamosn.») Ha BTOPUHHIN ynakosL,i 3rigHO
IHCTPYKLUi 4O MEeANYHOro 3aCTOCYBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEpPKEHHSA. 3MiHa 3asBHMKa (BNacHMKa
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

peecTpauiiHoro NoCBigYEHHs)
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

92,

KONAPEKC
XOTPEM 3|

CMAKOM MEAY |

NMNMOHY

MOPOLLOK A/151 OPasIbHOTO
pO34mMHy Mo 5 r nopoLuka y
nakeTuky; no 5 a6o 10
NaKeTWKIB y KapTOHHIN
Kopobui

"nakcoCmiTKns

H KoHcblomep

Xenckep (HOK)
TpengiHr
Nimiteq

Benuka
BpuTaHis

CwmiTKnsiiH Bivem
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TUNy - AgMiHICTPaTUBHI 3MiHW. 3MiHa
Ha3BW flikapcbkoro 3acoby - 3aTBepaKeHo:
KONAPEKC XOTPEM® MEJ | IMMOH.
BHeceHHs 3MiH NpoTSArom 6-Tv MicAuiB 3 fatu
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - BHECEHHSI HE3HAYHWX 3MiH Y TEKCT
MapKyBaHHS NMePBUHHOT Ta BTOPUHHOI YNaKoBKM
nikapcbKoro 3acoby. BBegeHHs 3MiH NpoTarom 6-
TV MicALiB nicnsa 3aTBepmKeHHs. 3MiHu Il Tuny -
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKili
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 418 MeANYHOro
3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKTIHIYHMMM, KTIHIYHUMUW AaHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiH1 BHECEHI 40
IHCTPYKLji y po3ainu: "®apmMakonoriyHi
BnacTtusocTi", "MpoTunokasaHHs", "OcobuBi
3axoau 6esnekn", "B3aemogis 3 iHWMMK
nikapcbkrMu 3acobamMu Ta iHLWi BUAn B3aemMogiii",
"Oco6nmBOCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHA Ta fo3un”, "lNepefosysaHHA",
"Mo6iuHi peakwyji”. 3MiHN B TEKCTI MapKyBaHHS,
30KpeMa BHeCeHHs A0AaTKoBOT iHhopmMali Wwoao
HasIBHOCTI NapavueTamosy B flikapcbkoMy 3acobi
(«MicTuTb NnapayeTamorn.») Ha BTOPUHHIi
ynakoBLj 3rifHO IHCTPYKLUIT 0 MEAUYHOIO
3acTocyBaHHs. BBefeHHs 3MiH npoTAarom 6-tu
MiCALIB MiCNA 3aTBepKEHHS. 3MiHa 3asBHMKA
(BNacHvKa peecTpauiiHoro NocBigYEHHs).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

6e3
peyenma

UA/9473/01/01

93.

KONMOMIUWVH
IH'€EKLA

MOPOLLOK A5 PO3YNHY
Ans iH'eKuin, iHdysin abo
iHranauin no 1 000 000
MO, 10 chnakoHiB 3
MOPOLLKOM B KApTOHHIl
Kopoobui

dopecT
JTabopatopi3
IOK Nimiteq

Benvka
BpuTtaHis

BUPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, NEPBUHHA
ynakoBka, KOHTPO/b
cepii: Kcenist
dPapmacbioTikens
AnC, faHisi;
BTOPUHHA YNaKoBKa,
[103BiN Ha BUMYCK
cepii: MNeH
dapmacbioTikan

[anis/ Benuka
BputaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTy
BiAgNoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-

CEP 2000-207-Rev 05, Big 3aTBEpAXEHOrO
BMPO6HUKa AP KonicTuMeTaT HaTpito, K
Hacnifgok, BBeAeHHA nokasHuka «CynposigHi
LOMILLKM» Ta «CTepUNbHICTb», BUSTYUEHHS
nokasHuka «Baxki MeTanu», yToOUHEeHHs
yNakoBKu Ans 36epiraHHa Ad|

3a
peyenmom

UA/7533/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Cepgices JlimiTepg,
Benvka bputaHis
94. | KONOMIUMH MOPOLLIOK A1 PO3UMHY dopect Benuka BVMPOGHMLTBO [anis/ Benvika BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/7533/01/02
IH'EKLIA Ans iH'exuil, iHdysii abo NabopaTtopis BpuTaHis Hepo3dacoBaHoro BputaHis 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudiikaty | peyenmom
iHransuiin no 2 000 000 HOK Nimitepq, NpoAyKTY, NepBUHHA BiAgnoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-
MO, 10 chnakoHiB 3 ynakoBKa, KOHTPO/1b CEP 2000-207-Rev 05, Big 3aTBEpAXKEHOrO
MOPOLLKOM B KApTOHHIlA cepii: Kcenis BMpO6HUKa AP KonicTuIMeTaT HaTpito, K
Kopobui dapmacbioTikens Hacnifgok, BBeAEHHA nokasHuka «CynpoBifHi
AnC, [aHis; OOMILLKM» Ta «CTEPUBHICTb», BUNYYEHHS
BTOPWHHA ynaKoBKa, nokasHuka «Baxkki MeTann», yTOUHeHHs
[03BiN Ha BUMNYCK ynakoBku ans 36epiraHHA Ad|
cepii: MeH
dapmachboTikan
Cepsices JlimiTes,
Benuka BputaHis
95. KOMNOCENTUH TabneTku BariHanbHi, No 6 TOB "TeBa Ykpaina Brpo6HMLTBO 3a ®paHuia/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/3481/01/01
Tabnetok y 6nictepi, no 3 YkpaiHa" NOBHUM LMK/IOM: HigepnaHan 3MiHu | TMNY - 3MiHK Woao peuenmom
6nicTepy B KOPOOL NabopaTtopis 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
MAKOP, ®paHuis; 3MiHa y KOpOTKili XapakTepucTuLi NikapcbKoro
KoHTponb cepii 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
(TiNnbKM MeAUYHOro 3aCToCyBaHHA Ha NigcTasi perysisapHo
MikpobiosoriyHe OHOBJ/IKOBAHOTO 3BiTY 3 6e3neKu NiKapCbKoro
TEeCTyBaHHs): 3acoby, abo gocnimxeHb 3 6e3neku
KoHdhapma dpaHc, 3acTOoCyBaHHS NikapCbKoro 3acoby B
PpaHuis; nicnsapeecTpauiiHnii nepiog, abo Sk pesynbTar
[l03BiN Ha BMNycK OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHNX
cepii: BiANOBIAHO A0 NAaHy negiaTpuyHuX AOCAifKeHb
TeBa (PIP) (iHWi 3MiHK) (BHECEHO A0 IHCTPYKUIT ANns
dapmMacbloTukan3 MeAMYHOro 3acTOCyBaHHSA NMikapCbKoro 3acoby Ao
tOepon B.B., posgainis "lMpoTunokasaHHs", "Oco6ANBOCTI
Higepnanan 3acToCcyBaHHA", "3acTocyBaHHA y nepios
BariTHOCTi abo rogyBaHHsa rpyaat”, "Cnocio
3acTocyBaHHA Ta fo3un”, "lMepefosysaHHA",
"Mo6iuHi peakuyii") (TepMiH BBeAEHHS 3MiH
NPOTArom 3-X MICALIB NiCNa 3aTBEPAXKEHHS);
3MmiHu |l TURYy - 3MiHK Wwopao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay.
3MiHM y TepaneBTUYHUX NOKa3aHHAX (f04aBaHHS
HOBOrO TeparneBTUYHOro NokasaHHA abo 3miHa y
3aTBepXeHOMY nokasaHHi) (BHeceHo 0
IHCTPYKLUT ANA MEAUYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby o posginy "MokasaHHA")
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicALiB
nicns 3aTBepPKEHHS)
96. KOPIMPEH 10 TabneTkn, BKPUTI PekopgaarTi IpnaHgis Pekopgarti IHgacTpia ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/11927/01/01
MI/10 MIr NNiBKOBOK 060/10HKO0, 10 Aineng Ntp, Ximika e 3MiHK | TUNY - NOAAHHSA HOBOTO cepTudikaTy peuenmom
Mmr/10 Mr no 14 TabneTok y PapmacesTika BifNoBigHOCTI €Bponelickkili hapmakonei R1-
6nictepi; no 1, 2 abo 4 C.n.A. CEP 2000-053-Rev 03 Big HOBOro BUpOGHUKa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepy y KapTOHHIl Ailo40T pevoBVHN eHananpuay manear
Kopobui
97. KOPIMPEH 20 TabneTkun, BKpUTI Pekopgari Ipnangis Pekopgarti IngacTpia ITanisa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/11927/01/02
MI/10 MIr N1iBKOBOK 060/10HKOMD, 20 Aineng Ntg, Ximika e 3MiHM | TUMY - NogaHHA HOBOro cepTudikaTty peyenmom
Mr/10 Mr no 14 Tabnetok y dapmacesTika BiANOBIgHOCTI EBponeiickkili hapmakonei R1-
6nicTepi, no 1, 2 abo 4 C.n.A. CEP 2000-053-Rev 03 Big HOBOrO BUPOOHUKA
6nicTepy y KapTOHHIl Ailo40T pevoBVHN eHananpuay manear
Kopobui
98. KYTIBEAT™ mMa3b 0,005 % no 15ry nakcoCwmitTKns Benuka nakcoCmiTKnsiiH MonbLla BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/2677/01/01
Ty6i; Mo 1 Ty6i y KapTOHHil nH Exkcnopt BpuTaHis PapmacboTnkan3 3MiHM | TUMy - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO peyenmom
ynakoBLi Nimiteq C.A. nNpvBeAEHHN Y BIANOBIAHICTbL A0 MOHOrpadii AdPY
abo €sponeiicbkoi hapmakonei, abo iHLwol
HauioHanbHOI dhapmakonei gepxasun €C -
3BY)XEHHSA KpUTEPIiB NPUIAHATHOCTI 3a
nokasHunkom «Related impurities content by
HPLS (% area) y nigpo3gini 3.2.5.4.1
Creuundikauis gnsa APl dnoTvkasoHy nponioHaT
Yy BifnOBifgHICTb 0 BUMOT flito4oi MoHorpadii EP
99. KYTIBEAT™ Kpem 0,05 % no 15ry "nakcoCmiTKns Benuvka nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/2677/02/01
Ty6i; no 1 Ty6i y KapTOHHiIl H EkcnopT BpuTaHis PapmacboTrKan3 3MiHKW | TUNY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO peyenmom
ynakoBLUi Nimiteq C.A. NpvBEeAEHHN Y BIAMOBIAHICTb A0 MOHOrpadii AdY
abo €sponelicbkoi hapmakonei, abo iHLol
HaujoHanbHOI thapmakonei aepxasu €C -
3BY)XKEHHS KpUTEPIiB NPUIAHATHOCTI 3a
nokasHukom «Related impurities content by
HPLS (% area) y nigpo3gini 3.2.5.4.1
Creundoikauis gnsa A®| dnoTvkasoHy nponioHaT
Y BIigNOBIAHICTb 10 BUMOr Ait040i MoHorpadii EP
100. | IAHOTAH® T Kpanni 04Hi, po3ynH no 2,5 MAT "dapmax” YkpaiHa MAT "dapmax” Ykpaina BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/14936/01/01
My donakoHi; no 1 3MiHM | TUNY - 3MiHa y MeToAax BUNpoGyBaHHS peyenmom
dhnakoHy y nauui 3 A®| abo BUXiAHOrO MaTepiany/MpomMiKHOro
KapToHy npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6bHnuTBa APl (He3HauHi 3MiHM y
3aTBEpPXXEHNX MeToax BUNPO6YBaHHS); 3MiHK |
MRy - 3MiHK 3 akocTi. A®Il. KoHTponb A®I (iHLwi
3MiHK)
101. | JIEBO®J/IOUVUH TabneTku, BKPUTI TOB "dapma Ykpaina TOB "®apma Ctapt" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/2397/01/01
250 NAiBKOBOK 060/I0HKOID, MO Crapt" 3MiHu | TMNy - 3MiHK Woao peyenmom

250 mr no 5 TabneTtok y
6nictepi; no 1 6nictepy B
naJui 3 KapToHy

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHN) -

3MiHN BHECEHI B IHCTPYKLiIO 4518 MeANYHOro

3acTocyBaHHS, a came AofaHHs iHhopmawi

LLIOZ10 KOHTaKTIB i3 NMTaHb WoA0 6e3nekun Ta
no6iuHux edekTiB. BBeaeHHA 3MiH npoTsarom 6

MicAUIB Mic/A 3aTBepXEHHS. 3MiHu | Tuny -

3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnsagy (iHwi 3MiHW) - OHOBMEHHS

3aTBEPAKEHOIO TEKCTY MapKyBaHHS NepBUHHOT
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ta BTOPVHHOI YNakoBOK J13 3 BHECEHHSIM 3MiH A0
TEKCTY MapKyBaHHS: BUMyYEHHS MapKyBaHHS
POCilicbKOH MOBO, @ TaKOX BHECEHHS
pefakuiiHnx npaBok. BBegeHHA 3MiH npoTsrom 6
MicALiB nicna 3aTBepaKeHHs
102. | IEBO®/IOUUH TabneTkn, BKPUTI TOB "dapma Ykpaina TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/2397/01/02
500 N/1iBKOBOK 060/IOHKOLD, MO Crapt" 3MiHu | TURY - 3MiHK Woao peyenmom
500 mMr no 5 Tabnetok y 6e3nekn/edyekTBHOCTI Ta thapMakoHarnagy
6nictepi; no 1 6nictepy B (iHWi 3MiHN) -
nauuj 3 KapToHy 3MiHU BHECEHI B iHCTPYKLi0 4519 MeAn4HOro
3acToCyBaHHs, a came AofaHHA iHhopmaui
LLIOA0 KOHTAKTIB i3 MUTaHb LWoAo 6esnekn Ta
no6ivyHunx edpekTiB. BBeaeHHA 3MiH mpoTsarom 6
MicsILiB nicns 3aTBepMKEHHS. 3MiHK | Tuny -
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS
3aTBEPAKEHOrO TEKCTY MapKyBaHHS NepBUHHOT
Ta BTOPVHHOI YNakoBOK /13 3 BHECEHHSAM 3MiH A0
TEKCTY MapKyBaHHS: BUNYYEHHS MapKyBaHHS
POCIiCbKOI0 MOBOIO, @ TaKOX BHECEHHS
pefakuiiHnx npasok. BeegeHHs 3miH npoTsarom 6
MicsILiB nicnsa 3aTBepAKEHHs!
103. | MIAOKCAH NbOAAHUKN, 5 Mr/1 Mr TOB "CaHpo3 Ykpaina Bunyck cepiii: CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/16168/01/01
NNMOH Ne24 (12x2) y 6nictepax YkpaiHa" ek Benbris TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyenma
PapmaneBTUYHa 23.07.2015 Ne 460)
KoMnaHisa g.4., BunpaBneHHs TEXHIYHOI NOMUSIKN Y
CnoseHis; nepiofMYHOCTI NOAaHHSA PerynsipHo
BMPOGHMLTBO 3a OHOBJ/IKOBAHOTO 3BITY 3 6e3neku.
NMOBHUM LK/IOM: 3a3HauyeHe BUNpaB/IEHHS BigNoBiaae
Na6opaTtopia mMarepianam peecTpauiiHoro fOcCbe.
Ksanidhap HB
(Ksanidhap HB),
Benbris
104. | NIAOKCAH cnpei ans potoBof TOB "CaHpo3 Ykpaina Bunyck cepiii: CnoseHisa/ BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 6e3 UA/16227/01/01
NIMOH CIPEN NMOPOXHUHU, 2 Mr/0,5 Mr Ha YkpaiHa" Nex Benbrist TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peuyenma
1 mn; no 30 MmNy chnakoHi, dapmaueBTUYHa 23.07.2015 Ne 460)
no 1 dpnakoHy B KOpoo6Li KomnaHia g.4., BunpasneHHs TeXHIYHOT NOMUIKN Y
CnoBeHis; NnepiognYHOCTI MOAAHHST PErysIsipHO
BMPOGHMLTBO 3a OHOBJ/IKOBAHOTO 3BITY 3 6e3neku.
NMOBHUM LK/IOM: 3a3HauyeHe BMNpaB/IeHHS BigNoBIAae
JlabopaTopia MaTepianiam peecTpauiiHoro AocChke.
Keanicdhap HB
(Ksanichap HB),
Benbrisa
105. | NIAOKCAH NbOAAHNKN 5 Mr/1 mr Ne24 TOB "CaHpo03 YkpaiHa Bunyck cepii: CnoseHis/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 6e3 UA/16208/01/01
MEHTON (12x2) y bnictepax YkpaiHa" Jlek Benbrist TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peuyenma
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
PapmaueBTUYHa 23.07.2015 Ne 460)
KoMnaHisa g.4., BunpaBneHHs TEXHIYHOI NOMUSIKN Y
CnoseHis; nepiofMYHOCTI NoAaHHSA PerynsipHo
BMPOBHMLTBO 3a OHOBJ/IHOBAHOTO 3BITY 3 6e3neku.
MOBHUM LK/IOM: 3asHaueHe BMMpaB/IeHHS BigNoBifae
Na6opaTtopia mMaTepianam peecTpauiliHoro foche.
Keanichap HB
(Ksanidhap HB),
Benbris
106. | NMIAOKCAH cnpeii ans poToBoi TOB "CaHpo3 Ykpaina Bunyck cepiii: CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/16228/01/01
MEHTO/ CMNPEA | nopoxHuHy, 2 Mr/0,5 Mr Ha YkpaiHa" ek Benbris TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyenma
1 mn; no 30 My donakoHi, dapmaveBTUyHA 23.07.2015 Ne 460)
no 1 chnakoHy B KOopobL,i KoMnaHisa g.4., BunpaBneHHs TEXHIYHOI NOMUSIKN Y
CnoseHis; nepiognMYHOCTI NoAaHHSA PerynsipHo
BMPOGHMLITBO 3a OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn. 3azHaveHe
MOBHUM LK/IOM: BUMNPaB/IeHHS BiAMoBifae matepianam
Na6opaTtopia peecTpauiiHoro JOcCbE.
Keanichap HB
(Ksanidhap HB),
Benbris
107. | NMISAK® TabneTkn AN CMOKTaHHS MAT "®dapmak” Ykpaina MAT "®dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/10649/01/01
3i CMakoM aHicy i M'aTu, no 3MiHun Il TUny - 3MiHKn 3 AKocTi. AdI. peyenma

10 TabneTok y 6nicTepi,
no 2 6nictepu B naJui; no
6 TabneTok y 6nictepi, no
2 6nicTepu B nayui abo no
10 TabneTok y 6nictepi,
no 1 6nictepy B naui

Brpo6HMUTBO. 3MiHa BUPOOHUKA
BUXIAHOTO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTbCH Y BUPOOHUYOMY npoveci AdI,
abo 3miHa BUpOOHWKa (BKoHarun, ae
HeobXifHO, MicLie NPOBEeAEHHS KOHTPOSIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoMy
[ocbe)(BBEAEHHS HOBOro BUPOGHMKa AdI 3
HajaHHAaM macTep-chainna Ha A®l) (BBefeHHs
HOBOrO BMPOOHYKA Ait040i PEHOBUHU Ni30LMMY
rigpoxnopugy supobHuuTea Bouwhuis Enthoven
B.V., The Netherlands); 3miHu Il TRy - 3MiHK 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHa BUPO6HUKa
BUXIAHOIO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoveci AdI,
abo 3miHa BUpOOHWKa (BKoHarun, ae
HeobXifHO, MicLie NPOBEeAEHHS KOHTPOSIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BiANOBIAHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOro BUPOGHMKa AdI 3
HajaHHAM macTep-chainna Ha A®l) (BBefeHHS
HOBOrO BMPOOHYKA Ait040i PeHOBUHU Ni30LMMY
rigpoxnopmay BupobHuuTBa Lyzocym
Manufacturing Company B.V., The Netherlands)
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

108.

NIBAK®

TabneTkn AN CMOKTaHHSA
3i CMakoMm MasimHu, no 10
Tabnetok y 6nictepi, no 1
6nicTepy B mauui

MAT "®dapmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu 1l TUny - 3MiHK 3 AKkocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BMXiHOro/MpoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOGHUYOMY npoueci AdI,
abo 3miHa BUpOBHYKa (BKkNoYaroun, ae
HeobXxiAHO, MicLie NPOBEeAEHHS KOHTPOJ/THO SKOCTI)
A®I (3a BigcyTHOCTI cepTudcbikata BianoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[0cbe)(BBEAEHHS HOBOrO BUpO6OHUKa AdI 3
HafaHHAM macTep-chaiina Ha A®l) (BBeAeHHS
HOBOTO BMPOGHMKA Ait04OT PEYOBUHM Ni3oLuMy
rigpoxnopuay BMpo6HuuTBa Bouwhuis Enthoven
B.V., The Netherlands); 3miHu Il Tuny - 3miHK 3
akocTi. A®l. BUpobHMLUTBO. 3MiHa BUPOGHUKaA
BWXiHOro/MpoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCH Y BUPOGHMUYOMY npoueci AdI,
abo 3miHa BUpOoOHWKa (BKkNoYaroun, ae
HeobXxiAHO, MicLie NPoBEeAEHHS KOHTPOJTHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikata BianoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaxeHOMY
[0Cbe)(BBEAEHHS HOBOrO BUpO6OHUKa AdI 3
HafaHHAM macTep-chaiina Ha A®l) (BBeAeHHS
HOBOTO BMPOGHMKA Ait04OT PEYOBUHM Ni3oLuMy
rigpoxnopuay BupobHuuTea Lyzocym
Manufacturing Company B.V., The Netherlands)

6e3
peyenma

UA/16033/01/01

109.

NISAK®

TabneTkn ANsi CMOKTaHHS
3i cMakom LuoKonagy, no 6
Tabnetok y 6nictepi, no 2
6nicTepu B nayuj; no 10
Tabnetok y 6nictepi, no 1
6nictepy B navui

MAT "®apmak”

Ykpaina

MAT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3miHu |l Tuny - 3MiHK 3 sKocTi. AL,
Bupo6bHMLTBO. 3MiHa BUPO6HMKA
BWXiHOro/MpOMKHOro NpoAyKTy/pearenTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOBHUYOMY npoveci AdI,
ab60 3MiHa BMPOGHWMKa (BKOYatoun, ae
HeobXxifHO, MiCLie NPOBEAEHHSA KOHTPO/IHO SKOCTI)
A®I (3a BigcyTHOCTI cepTuddikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOroO BUPOGHNKa AdI 3
HajaHHAM macTep-chaiina Ha A®l) (BBeaeHHS
HOBOr0O BMPOGHUKA Ait040T pevyoBrHN Ni3ouumy
rigpoxnopuay smpo6HuuTea Bouwhuis Enthoven
B.V., The Netherlands); 3miHn Il Tuny - 3miHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHA BUPOGHMKA
BUWXiHOro/MpOMKHOro NpoAyKTy/pearenTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOBHUYOMY npoveci AdI,
a60 3MiHa BMPOGHWMKa (BKOYatoun, ae
HeobXxifHO, MiCLie NPOBEAEHHSA KOHTPO/IIO SKOCTI)
A®I (3a BiAgcyTHOCTI cepTudikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOro BUPOGHNKa AdI 3

6e3
peyenma

UA/10650/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

HajaHHAM macTep-chaiina Ha A®l) (BBefeHHS
HOBOrO BMPOOGHYKA Ail04H0i PEHOBUHU Ni30LMMY
rigpoxnopvay BupobHuuTea Lyzocym
Manufacturing Company B.V., The Netherlands)

110.

NIBAK®

TabneTkn AN CMOKTaHHSA
3i CMakom anesibCuHy, no
6 TabneTok y 6nictepi, no
2 6nictepu B nayui; no 10
Tabnetok y 6nictepi, no 1
6nicTepy B mauui

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TMNYy - 3MiHK 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y ckiagi
(8ONOMKHMX peyoBMHAaX) roTOBOro NiKapcbKoro
3acoby (cMakoBi J06aBKkn abo 6apBHUKN) -
[lopaBaHHs, BUTy4YeHHs abo 3amiHa (3miHa y
cknagi MNN3: 3amiHa WTY4YHOro 6apBHMKA «KOBTUIA
3axig» Ha cymill 6apBHUKIB — XXOBTOrO Ta
YepBOHOrO OKCUAIB 3a/1i3a, K HACAiA0K 3MiHW Y
po3aini «Cknag» Ta «lgeHtudikauis») (Tepmi
BBE/EHHSA 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBepMKEHHS); 3MiHu Il Tuny - 3MiHM 3 AKOCTI.
A®I. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BUWXiHOro/MpoMKHOro NpoAyKTy/pearenTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHUYOMY npoveci AdI,
a60 3MiHa BMPOGHWMKa (BKOYatoun, ae
HeobXxifHO, MiCLie NPOBEAEHHSA KOHTPO/IHO SKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOroO BUPOGHNKa AdI 3
HajaHHAM macTep-chaiina Ha A®l) (BBeaeHHS
HOBOr0O BMPOGHUKA Ait040T pevyoBrHN Ni3ouumy
rigpoxnopuay smpo6HuuTea Bouwhuis Enthoven
B.V., The Netherlands); 3miHn Il Tuny - 3miHuK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHA BUPOGHMKA
BWXiHOro/MpOMKHOro NpoAyKTy/pearenTy, Lo
BMKOPWCTOBYIOTbCS Y BUPOBHUYOMY npoveci AdI,
ab60 3MiHa BMPOGHWMKa (BKOYatoun, ae
HeobXxifHO, MiCLie NPOBEAEHHSA KOHTPO/IHO SKOCTI)
A®I (3a BigcyTHOCTI cepTuddikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOroO BUPOGHNKa AdI 3
HajaHHAM macTep-chaiina Ha A®l) (BBeaeHHS
HOBOr0O BMPOGHUKA Ait040T pevyoBrHN Ni3ouumy
rigpoxnopvay BupobHuuTtea Lyzocym
Manufacturing Company B.V., The Netherlands)

6e3
peuyenma

UA/10651/01/01

111.

NIHEKC®

Kancynu Teepai no 32
Kancynu y cnakoHi; no 1
th/1aKoOHY B KapTOHHii
Kopobui; no 8 kancyny
6nicTepi; no 2, a6o no 4;
abo no 6 6nictepiB y
KapTOHHIl KopoobLi

CaHpo3
dapmacbloTikan
34.40.

CnoBeHisa

BMPOBHULTBO in
bulk, nakyBaHHs;
BMNycK cepii: Jlek
hapmaLeBTUyHA
KOMMaHis 4.4,

CnoBeHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
TeXHiYHa NoMuKa y MeToAax KOHTPOJIO SKOCTI, Y
mMeToZi BUnpobyBaHHs "KislbkicHe Bu3ayeHHs"

6e3
peuyenma

UA/14267/01/01

112.

MAA/IOKC®

Tabnetkn Ne 40 (10x4): no

TOB "CaHodi-

YKpaiHa

CaHodpi C.n.A.,

ITanis

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis:

6e3

UA/9220/02/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

10 TabneTok y 6nictepi;
no 4 6nictepy B KAPTOHHINA
KopoobLi

ABEHTIC
YkpaiHa"

ITanis; CAHO®I
C.IM.A,, ITanisa

3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTy
BiANoBIgHOCTI E€Bponeiickbkili hapmakonei R1-
CEP 2008-264-Rev 00 Big, 3aTBEpPAKEHOIO
BMPOGHMKA Ait040T PEYOBVIHW asTlOMIHiIO
rigpokcuay, 3MiHa Ha3BW BNacHUKa Ta BUpobHUKa
A®I; 3MiHM | TUNY - NOAAHHSA OHOB/IEHOTO
cepTudikaTy BiAnoBigHOCTI €BpoNenchbkili
thapmakonei R1-CEP 2008-190-Rev 00 Big
3aTBEPKEHOro BUPOGHYMKA Aito40i pe4oBUHN
MarHito rigpokcuay, 3mMiHa Ha3Bu BNacHuka Ta
BMpo6HUuKa A®I, 3miHa agpecu BnacHuka CEP

peyernma

113.

MATHIKYM-
AHTUCTPEC®

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOI0, NO
10 TabneTok y 6nicTepi;
no 6 6nicTepis y naui;

no 12 tabnetok y
6nictepi; no 4 abo 5
6nicTepiB y nauui

AT

"KNIBCbKW

BITAMIHHWA
3ABOJ"

Ykpaina

AT "KI/ITBCbKICII/I
BITAMIHH1N
3ABO"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asaBHUKaA
(BNacHuKa peecTpauinHoro NocBigYeHHS) - 3MiHa
HaliMeHyBaHHSA 3asiBHVKa. BBeeHHsA 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAKEHHS.
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPoBaPKeHHS AiS/IbHOCTI BUpoBHUKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BKIYaKUM
AiNbHULI BUNYCKY cepii abo MicLie MpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAgnosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpild) -
3MiHa HaliMeHyBaHHs BUPOOHUMKa, 6e3 3MiHN
Micusi BUpoOHULTBA. BBEEHHS 3MiH NPOTSArom 6-
TN MiCALB NiCNa 3aTBEPMKEHHS. 3MiHW | Tuny -
3MiHu 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBKU rOTOBOrO NikapCbKoro
3aco6y (3MiHa KinbKoCTi oanHNLbL (Hanpukiag,
TabneTok, amnyn TOLLO) B ynakoBLi:) - 3MiHa y
Aiana3oHi 3aTBepAKEHNX PO3MIPIB YNakoBKM -
BBE/leHHS 10AaTKOBUX BUAIB yNakoBoK no 12
Tabnetok y 6nictepi no 4 abo 5 6nictepiB y
nauuji: BeegeHHs 3miH npoTtsarom 6-Tv micsuis
nicnsa 3aTBepKeHHs.
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHa TEKCTY MapKyBaHHs
ynakoBKM ikapCbKoro 3acoby, a came y p.
«|HWe» BHeCTu Haanuc «Mg B6» Ta cnoraH
«MarHito uutpar+BiTamiH B6». BBeAeHHS 3MiH
NPOTArom 6-Tv MicALiB NicAs 3aTBEPAXKEHHS.

6e3
peyenma

UA/16534/01/01

114.

MATEPUHKIA
TPABA

Tpasa no 50 r y naukax 3
BHYTPILLHIM NakeToMm; no
1,5 r y chinbTp-nakeTi; no
20 dhinbTp-nakeTiB y naui

MpAT
dapmMaLeBThYHa
habpuka
"Biona"

Ykpaina

MpAT
dapmMaLeBThYHa
thabpuka "Biona"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHWU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BNacHvKa peecTpauiiniHoro NocBigYeHHs) (3MiHa

6e3
peyenma

UA/2358/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
agpecy 3asiBHMKA)
115. MEHAKTPAI/ po34nH ANs iH'ekuiii no 0,5 | CaHodi MacTep CLIA CaHodpi MacTep IHk. CLIA BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13009/01/01
MENACTRA M (1 gosa) y chnakoHax IHK. 3MiHu Il TURy - 3MiHa iMnopTepa/3MiHu, LWo peyenmom
BAKUVHA Ne 1 Ta Ne 5 CTOCYIOTbCSI BUMYCKY Cepil Ta KOHTPO/IO AKOCTI
MEHIHTOKOKOB roTOBOrO JIiKapCbKOro 3acoby - 3aMiHa AiNbHULI
A 07151 KOHTPOJIO SAKOCTi FOTOBOTO NiKapCbKOro
MNONICAXAPUOH 3acoby; 3miHu Il TMny - 3MiHa BUPOGHMKa
A CEPOIPYN A, BUXIAHOrO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
C, Y TA W-135 BMKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoveci AdI,
KOH''OFOBAHA abo 3miHa BUpoO6HWKa (BKoHaroun, ae
ONOTEPIAHAM Heo6XifHO, MicLie NPOBEeAEeHHSI KOHTPOSIIO AKOCTI)
AHATOKCUHOM A®I - 3amiHa AiNbHULI 4718 KOHTPOA sKocTi APl
116. MEPALA30/ TabneTku, BKpUTI MPAT Ykpaina MPAT "®ITO®APM" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/6924/01/01
NAiBKOBOK 0H60/I0HKOID, NO "®ITOPAPM" 3MiHKM | TNy - 3MiHW B npoueci BUpobHuuTBa Adl; peuenmom
500 mr, no 10 TabneTok y CYMyTHS 3MiHa: 3MiHa y napameTpax
6nicTepi; no 1 a6o no 2 cneuudikaLiin Ta/abo gonycTMMNX MEX,
6nictepn y nauyui BM3HaUYeHUX y cneyndikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpOAYKT/pearexT, Wwo
BMKOPVCTOBYIOTHCSA Y Npoueci BupobHuutea AdI
(aopaBaHHA abo 3aMiHa (32 BUHSATKOM aKTUBHOI
PEYOBUHM 6iOAOTYHOTO a0 IMyHO/IOMYHOro
NOXOPKEHHS) napameTpa cneumdikauii 3
BiANOBIAHMM METOA0M BMNPOOYBaHHA 3a
pesynbTaTamu 4OCNigKeHb 3 6e3nekn abo
SAKOCTI)
117. METANISE® niogpinizar gns po3unHy Bepinrep HimeuunHa Bepinrep HimeuunHa BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/8168/01/01
A8 iv'exuii no 10 000 O IHrenbxainm IHrenbxanm d®apma 3MiHK | TNy - 3MiHK 3 SIKOCTi. [OTOBWI peyenmom
(50 wmr), 1 donakoH 3 IHTEpHEeLLHN vM6X i Ko. KI' nikapcbkuii 3aci6. Cuctema
nioghinizatom Ta 1 wnpuy M6X KOHTelHep/3akynoptoBasibHKiA 3aci6 - Ha
3 PO3YMHHUKOM M0 10 MN KapTOHHY KOPOOKY HaHOCATLCA [Bi HaKNenkn ans
(BOAa ANns iH'ekuiin) y 3aXUCTY Bif, HECAHKLLiOHOBAHOIO BiAKPUTTSA
KOMMNEKTI 3i CTEPU/TBHUM BTOPUHHOI ynakoBku. BBefeHHs1 3MiH NpoTArom
nepexigH1M NpPUCTPOEM 3-X micsLiB nicnsa 3aTBepAKeHHA
Ons donakoHa Ta
CTEPUSIBHO
0/[IHOPa30BOI0 rOJIKO Y
KapPTOHHI KOpOoOLi
118. METONPONON Tabnetkn no 100 mr Ne 50 AT "3eHTiBa" CnoBaubka BUpPO6HULTBO /13, CnoBaubka BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/1585/01/02
3EHTIBA (10x5): no 10 TabneTok y Pecny6nika nepBUHHE Ta Pecny6nika/ 3MiHM | Tuny - 3mMiHa napameTpiB cneyudikawii peyenmom
6nictepi; no 5 6nictepiB y BTOPVHHE Yecbka Ta/abo [OMYyCTUMUX MEX rOTOBOro NiKapCbKoro
KapTOHHI KOpO6L nakyBaHHs, Pecny6nika 3acoby - 3MiHM fo nigposainy 3.2.P.5.1.

KOHTPO/b Ta BUMYCK
cepiii: AT "CaHeka
dapmacbloTikans”,

Cnosaubka
Pecnyb6nika;
TOB "3eHTiBa",
Yecbka Pecny6rika;

Cneuudpikauisi(-1) maTepianis peecTtpauiiHoro
[OCbE 3a NOKa3HWKOM «OHOPIAHICTb [030BaHNX
oavHuLb» (EP 2.9.40) (3aTBEpAKEHO:
«OpgHopigHicTb Macu» (EP 2.9.40)), 6e3 3miH y
3aTBepxeHnx MKH I13)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BTOPUHHE
nakysaHHsa: OITA
BUPOBHNUNIA
Koonepatus
iHBanigis, Yecbka
Pecny6nika
119. | MIKAPOUNC® Tabnetkun no 80 mr no 7 Bepinrep HimeuunHa BepiHrep HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/2681/01/01
Tabnetok y 6nictepi; no 2 IHrenbxaim IHrenbxaiim ®apma peuis 3MiHKM | TUNY - NOAAHHA OHOBEHOTO cepTudikaTy peuenmom
abo no 4 6nictepu B IHTepHeLLHN v6X i Ko. K, BIANOBIAHOCTI EBpONeicbkoi thapmakonei Ans
KapTOHHIli KopoobLi M6X HimeuuunHa; A®I| TenmicaptaH Ne R1-CEP 2009-054-Rev 00
BepiHrep Bif, 3aTBEPAKEHOTO BUPOOHMKA 3 OAHOYACHUM
IHrenbxanm Ennac BUYYEHHAM BUPOOHNYOT AiNIbHUL
A.E., Ipeuis
120. MINAPOHAT® pO34uH AN iH'ekuiid, 0,5 AT "I'piHaekc" NaTtsis BCi cTagii CnosayuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3419/01/01
r/5 mn no 5 mn 'y amnyni; BMPOGHMYOTO Natsis 3MmiHu | TMRY - 3MiHKW 3 AKoCTi. FoToBUIA peyenmom
no 5 amnyn y KOHTYpHIiA npovecy, Kpim nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Yy
YapyHKOBIli ynakoBLj BMNYCKY cepil: TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
(nigaoHi); no 2 a6o 4 XBM dapma c.p.o., rOTOBOrO NiKAPCbKOro 3acoby (36iNbLUeHHs
KOHTYPHI YapyHKOBI CnosayuyvHa; TEpPMiHy NpuAaTHOCTI rOTOBOrO NikapCbKoro
ynakoBku (NigaoHu) B BUPOGHUK, SKWiA 3acoby) - 1N Toprosoi ynakoBku
nauuj 3 KapToHy Bignosigae 3a (nigTBEPAKYETLCA AaHUMK peasibHOro vacy) -
BMNYCK cepil, 36inbLUeHHs TepMiHy npugaTHocTi 13
BK/IHOHAKOUN 3aTBepakeHo: 4 poku 3anponoHoBaHoO: 5 poki..
KOHTpONb cepii/
BMNPOGYBaHHSA:
AT "T'piHaekc",
NatBis
121. MIONOKAPA, pO34uH ANs iH ek, 100 TOB Ykpaina MpAT "Nekxim- Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15151/01/01
Mr/mn, no 5 mn B amnyni "®APMACEN" Xapkis" 3MiHu | TMNY - 3MiHKW 3 AKOCTi. FToTOBUIA peyenmom

CKNSHIN, No 5 amnyn y
6nicTepi; no 2 6nictepu B
nauuj 3 KapToHy

NiKapCbKuii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHN Y
npoLieci BUPOGHULITBA FOTOBOrO iKapCbKoro
3aco6y, BKOYaoUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCSA MPU BUPOGHULTBI FOTOBOTO
nikapcbkoro 3acoby (iHLi 3MiHK) (3MiHa
TEXHO/OrYHOro 061agHaHHs, a came:
BCT@HOB/IEHO a/IbTEPHATUBHY iHCMEKLiAHY
MalUWHy 151 aBTOMATN30BaHOro0 KOHTPO/I0
MeXaHi4YHMX BK/OYEHb Ta FePMETUYHOCTb
amnyn); 3MiHn | Tuny - AGMIHICTpaTVBHI 3MiHW.
3MmiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaPKeHHs AisNIbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BK/oUaoun
AiNbHULI BUNYyCKy cepii abo MicLie NpoBeAeHHS
KOHTPOIO AKOCTI. (AiANbHICTb, 3a Ky BifnoBsigae
BUPOGHMK/IMMOPTEP, BK/THOYAKYMN BUMYCK CEpiif)
(3miHa cpopmy BNacHocTi BiANOBIAHO A0 3aKOHY
YkpaiHu «po akLioHepHi ToBapucTBa», a Takox
3MiHa agpecy BUpobHuka /13; 3MiHa Ha3BK
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BY/IMLL 3rigHO 3akoHy «[1po AekoMyHi3auio», 6e3
3MiHV MicLt BUpO6HUMLTBA) (TepMiH BBEAEHHS
3MiH NpoTArom 3-X MicAuiB Nicns 3aTBepAKEHHS)
122. | MI®PEHAKC® kancynv TBepgi no 250 mr TeBa I13painb AT YropuHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/11519/01/01
no 10 kancyn y 6nictepi, dapmaLeBTikan dapmaLleBTUYHNI 3MiHuM | TUNY - NOAAHHSA OHOBNEHOTO cepTudiikaTa | peyenmom
no 3 a6o 10 6nictepis y IHpacTpi3 N1a. 3asog TEBA BiANOBIAHOCTI EBponeiicbkiin thapmakonei Ne R1-
Kopobui CEP 2005-239-Rev 01 ans fito4oi peyoBuHM
Mycophenolate mofetil Big Bxe 3aTBEpIKEHOr0
BMPOGHUMKaA
123. MOMEJEPM® masb, 1 mr/r no 151y 1y6i, | TOB "BAJIEAHT Ykpaina $apm3asog Enbha BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/10968/01/01
no 1 Ty6i B KAPTOHHiiA PAPMACBLIOTIK A.T., MonbLya 3MiHKM | TUNY - NOAAHHA OHOBNEHOTO cepTudikaTy peuenmom
KopoobLi AN3", Ykpaina BiAgnoBigHOCTI E€Bponeiicbkoi chapmakonei Ne R1-
CEP 2007-225-Rev 01 Big, 3aTBEpPIKEHOIO
BMPO6HUKa AdI
124. MOMETA3OH- cnpeli Has3anbHUiA, TeBa I13painb BMPOBGHMLTBO 3a Yecbka BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/15611/01/01
TEBA cycneHsisa 50 mkr/go3a, no dapmaLeBTikan NOBHUM LMK/IOM: Pecny6nika/ 3MiHKM | TUNY - 3MiHW [0 IHCTPYKUIT Ans peuenmom
101 (60 £03), y dorakoHi 3 IHpacTpis N14. Tesa Yex IHgacTpi3 Benuvka Me[MYHOro 3aCTOCYBaHHA y po3ginu: "Baaemogis
[03YH4YMM Crpeii-Hacocom c.p.o., Yecbka BpuTaHis 3 iHWMMK iKapCbkMK 3acobamu Ta iHWi BUAN
Ta po3nuaBavem, Pecny6nika; B3aemogii", "Ocob/MBOCTi 3aCTOCyBaHHA",
3aKpUTUM KOBMaykoMm; no 1 KOHTpOb cepii 3a "Mo6ivHi peakui™ BigNOBIAHO 4O OHOBEHOT
(pNakoHy B KAPTOHHIl NMOKa3HNKOM iHchopMmawii 3 6e3nekn Ajit4oi pe4OBUHN.
KopoobLi "Bu3HayveHHs BBepeHHs 3MiH npoTarom 3-x MicAuis nicns
MOMeTa30Hy 3aTBePAKEHHA
dypoaty y Masimx
Kpannax/yacTkax":
MenbbypH
CaliHTndik Nimiteq,
Benuka bputaHis
125. | MO®J/IAKCA® TabneTkun, BKpUTI KPKA, a.4., CnoseHis BiNOBIAabHMIA 3a CnoseHis/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/14876/01/01
N/1iBKOBOK 06G0JIOHKOHD, MO HoBo mecTo NOBHUIA LMK Xopsarisi/ 3miHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
400 mr no 5 TabneTok y BUPOGHULTBA, HimeuyunHa nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
6nicTepi, no 1 6nictepy B BK/IO4AI0UN BUMYCK TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsA
KapTOHHI Kopobui; no 7 cepii: rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUeHHS

Tabnetok y 6nictepi, no 1
abo no 2 6nictepu B
KapTOHHI/ Kopobui; no 10
Tabnetok y 6nictepi, no 1
6nicTepy B KAPTOHHiIl
Kopobui

KPKA, a.4a., Hoso
mecTo, C/loBeHis;
BiANOBIAA/IbHWIA 32
KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
BiANoOBigabHNIA 32
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b cepii Ta
BWMYCK Cepii:
KPKA-®APMA
0.0.0., XopBarisi;
TAL ®apma 'M6X,

TepMiHy NpuaaTHOCTI rOTOBOro NikapcbKoro
3acoby) - 18 Toprosoi ynakoBku
(nigTBEPOKYETLCA AaHMMK peasibHOro Yacy)
(B.I.a.1. (6)-1. 1B)
36inbLlUeHHs TepMiHy npugaTtHocTi M3 3 2-x
pokiB A0 3-X pokiB BBeAeHHs 3MiH NpOTArom 6-1m
MicALiB nicna 3aTBepaKeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Himeuynna
126. HATPIIO pO34uH ANs iHgysil, 9 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13841/01/01
XNOoPUA - mr/mn no 200 mn abo no "GapmMaueBTNYH "®apmMaueBTnYHa 3MiHY | TUNY - 3MiHK LWoA0 peyenmom
AAPHNUA 400 mn 'y chnakoHax a chipma thipma "AapHuusa” 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
"fNapHuus” BBefeHHA abo 3MiHW [0 y3arasibHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHux npo cucTemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobum,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapmakoHarnagy 3asBHuKa
[ANA 3aiiCHEeHHs dhapMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapMmakoHarnsgy
(BK/IKOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT|
0cobu BigNoBifaNbHOT 3a 34iCHEHHS
thapmakoHarnagy. [irova pegakuis - CMOBX
CranicnaBa AHaToniiBHa. lNponoHoBaHa
pegfakuis - Cipaxos Irop OnekcaHApoBmY
127. HAOTUDIH Kpem, 10 mr/rno 15ry ToBapucTBo 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/16051/03/01
Ty6i; o 1 Ty6i B KOpPOO6Li 3 06MexeHo 0bMexeHo 3MiHY | TUNY - 3MiHK LWoAao peyenma
KapToHy BignoBiganbHICT BiANOBIA&/IbHICTIO 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
10 "®apmMaueBTnYHa BBefeHHst ab0 3MiHU [0 y3araslbHeHUX AaHuX
"@apmaueBTUYH thipma "BepTekc”, npo cuctemy papmakoHarnsgy (BBefeHHs
a hipma YKpaiHa y3arasibHeHUX AaHux Npo cuctemy
"BepTtekc" (BMPOGHMLTBO 3 hapmakoHarnsgy, 3MmiHa ynoBHOBaXXeHoi 0cobu,
npoaykuii in bulk BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsaay;
ToBapucTBa 3 KOHTaKTHOI 0c0o6M 3 chapmakoHarnagy 3asBHuKa
06MexeHo [ONA 3ajicHeHHs dhapmakoHarnagy B YkpaiHi,
BifNOBIAA/IbHICTIO SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
"®apmMaueBTUYHA BiANOBIAaA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
KOMMaHis (BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHW y
"3p0pos'a”, pO3MilLieHHi MacTep-chaiina cuctemm
YkpaiHa) hapmakoHarnsagy) - fivoya pegaxuis —
KosaneHko HOnis BagumisHa; MponoHoBaHa
pepakuis — KagywkmHa tonis BonogvmMmupisHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEeHHA ddapmakoHarnsgy
128. HIKOMEKC pO34uH ANs iH ey, 50 TOB Ykpaina MpAT "Nekxim- Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/15072/01/01
Mr/MA, No 2 Mn B amnyni "®APMACEN" Xapkis" 3MiHu | TMNY - 3MiHKW 3 AKOCTi. FToTOBUIA peyenmom

CKNSHIM; no 5 amnyn y
6nicTepi; no 2 6nictepu B
nauti 3 KapToHy; No 5 Mn B
amnyni CKAsHIR; no 5
amnyn y 6nictepi; no 1
6nicTtepy B navui 3
KapToHY

nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUeHHs
TepMiHy NpuAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - 115 ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK peasibHOro Yacy)
( 36i/IbLLEHHSI TEPMIHY NPUAATHOCTI TOTOBOTO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

nikapcbKoro 3acoby (3 2-x go 3-x pokis) (TepmiH
BBEJEHHS 3MiH MPOTAroM 3-x MicsiLiB nicns
3aTBEPKEHHS); 3MiHM | TUNy - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
Micusi NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapCbKoro
3aco0y, BKIH0YAKuM Ai/bHULL BUNYCKY cepii abo
MicLie NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3MiHa HalilmeHyBaHHs Ta afpecu BUPOOHNMKA)
(TepmiH BBEAEHHSA 3MiH NPOTATOM 3-X MicsuiB
nicns 3aTBepmKXeHHs); 3MiHu | Tuny - 3miHn 3
sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HULTBA
roTOBOrO /1iKapCbKOro 3acoby, BK/I0Yaun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHULITBI FOTOBOTO NiKAPCbKOro 3acoby (iHLwi
3MiHV)(BCTAHOB/IEHHS IHCMEKLiHOT MalIMHN A1s
aBTOMaTWN30BaHOrO KOHTPO/0 MeXaHiuHUX
BK/IIOYEHb Ta repMeTUYHOCTI amnyn); 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW)(BHECEHHS 3MiH Y
MapKyBaHHA BTOPVHHOI YNakoBKW /iKapCbKOro
3acoby: goAaBaHHA Hanwvcy "BignyckaeTbcs no
peLenTy"; BHECEHHS 3MiH Y MapKyBaHHSA
NepBNHHOT YakoBKM NikapCbKoro 3acoby:
[0AaBaHHA Ha3BW Nikapcbkoro 3acoby Ha
aHrNincbKili MOBI, BHECEHHS CKOPOYEHUX
no3HayeHb o0 crnocoby BBeAEeHHS NiKapCbKoro
3aco6y) (TepmiH BBeAEHHS 3MiH MPOTAroM 3-x
MicAILiB nicns 3aTBepmKeHHs); 3MiHu Il Tuny -
3MiHn 3 aKocTi. A®l. BupobHuLTBO. 3MiHa
BMPOGHMKA BUXIZHOr0/NPOMIKHOTO
npoAayKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®|, abo 3miHa
BMPO6HMKa (BK/IHOYaKUM, e HeobXigHo, micue
npoBeAeHHS KOHTPO/I0 AkocTi) APl (3a
BifICYTHOCTI cepTudikara BifnoBigHOCTi
€Bponeliicbkiin hapmakonei y 3aTBepaKeHOMY
[ocbe)(BBEAEHHS HOBOro BUPOGHMKa AdI 3
HafaHHAM MacTep-thaiina Ha A®1) CynyTHs
3miHa: 3miHu 3 AkocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneuudikayiii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikaisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|

(aofaBaHHA abo 3aMiHa (32 BUHATKOM aKTUBHOI
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

peyYoBUHM 6I0NOrYHOro abo IMYHO/IOMYHOTO
NOXOPKEHHS) NapameTpa cneumdikauii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pe3ynbTatamun gocnigxeHb 3 6esneku abo
AKoCTi) CynyTHA 3MiHa: 3MiHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs
A®| abo BMXigHOrO MaTepiany/npoMiKHOTO
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWi 3MiHK B
MeToAax BUMPOo6yBaHHSA (BK/0Yaoum 3amiHy abo
[IOMOBHEHHSA) /15 peareHTy, Lo He CpUYMHSAE
iCTOTHOTO BN/MBY Ha AKicTb API)(BBEAEHHSA
anbTepHaTUBHOrO BUPOGHMKa s AdI
ETunmeTuarigpokennipuamnHy cykumHat TOB
«®APMXIM», YkpaiHa (3aTsepgxeHo: TOB
«BIOH», Pociiicbka ®egepadisi) , Sk HacNigoK,
BHECEHHS 3MiH [0 crneyndikauii Ta MeToais
BMNPOBYBaHHA BXiAHOT0 KOHTpONo AdI,
30Kpema: - NoKa3HMkM "Ko/bopoBIiCTb PO3UMHY",
"CynpoBigHi gomilkn", "BakTepiasibHi
€HJO0TOKCUHMN" [OMOBHEHI BUMOramu LLoA0
KOHTPO/I0 aNlbTEPHATMBHOI CybCTaHL,ii HOBOro
BMPOGHUWKA;- 3a Moka3HvKamu "Mpo3opicTb
po3unHy", "KonoposicTb po3umHy”, "pH"
3a3Ha4YeHHs Onucy NPUroTyBaHHA PO3UNHY S;

- 32 NOKa3HWKOM "Baxkki MeTasin" MeTos
BMNPOOYyBaHHA AONOBHEHO NPO6OMIAroTOBKO
BUNPOOYBa/ILHOTO PO3YMHY 4719 KOHTposio AdI
BUpo6HUKa TOB "®APMXIM"; - 3a NOKa3HUKOM
"PO3UYMHHICTB" BUTyYEHO OLLIHKY PO3YMHHOCTI B

"edpipi P" BignoBsigHo go matepianis DMF Ta
BigNOBIAHO A0 TexHonorii BUpobHuuTea M13;- 3a
nokKasHukom "laeHTucpikauis” 3asHaveHo
nocunaHHs BUKOPUCTaHHA TecTiB A, B, B ana
3aTBepAxeHoro Bupo6Huka TOB "BIOH";
BMKOPUCTaHHSA TecTiB A, B 419 3anponoHOBaHOro
BMpo6HMKa TOB "®APMXIM" 3rigHo matepianis
DMF) (TepmiH BBefieHHSA 3MiH NPOTArom 3-x
MicsLIB MiCN1SA 3aTBEPKEHHS)

129.

HITPO®YHIH
HEO

PO34MH A/18 30BHILUHBOrO
3acTocyBaHHs, 0,11 r/25
M no 25 MmN 'y chnakoHi;
no 1 dpnakoHy B KapTOHHIl
Kopobui

TeBa
dapmaLeBTikan
IHpacTpi3 N1a.

13painb

TeBa Yex IHpgacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHM | TUny - 3MiHa napameTpiB cneyudikawii
Ta/abo foMyCTUMUX MeX 418 [OMNOMKHOI
PEYOBUMHM - AONOBHEHHS cneuudikauii Ha
[OMNOMiXHY peyoBUHY TPUETUNEHTNIKOb HOBUMU
napameTpamu 3 BigNOBIAHUMMN aHTITUYHUMMN
MeTogamu: BBeeHHs T. «BigHocHa ryctuHa npu
20 0C» (EP 2.2.5), «BMiCT TpueTuUneHrnikoso,
ETUIEHITIKON, AIETUAEHTNIKO/TH»

6e3
peyenma

UA/6640/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(BM3HaA4alOTLCA 3a JOMOMOrOK BigBanigoBaHuX
BHYTPILLHIX MeToank QEX0036654 1.0 Ta
QEX0036679 1.0), BBegeHO napameTp
«3aMLLKOBI po3UnHHKKM» (EP 5.4.), peaakuiiiHi
3MiHM B HyMepaLjii Ta KofyBaHHi MeTOAMNK
KOHTPO/IO JONOMKHOI pevyoBuHK, 6e3 iX 3MiH
130. | HOKCOH TabneTku, BKpUTI NnAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 UA/15232/01/01
nniBKOBOK 060/10HKOD, N0 | "KuiBMegnpenap "Knismegnpenapar” 3MiHu | TMNy - 3MiHKW 3 KOCTi. FoTOBUIA peyenma
450 mr, no 10 TabneTok y at" nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa Yy
6nicTepi; no 2 6rictepu 'y TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
nauui roTOBOrO iKapCbKOro 3acoby (36iNbLUeHHs
TepMiHy NpUaaTHOCTI FOTOBOTO J1iKapCbKOro
3acoby) - 115 TOproBoi ynakoBKu
(niaTBEPOKYETHCA AAHUMW PEASIbHOIO Yacy) -
36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
NikapcbKoro 3acoby 3aTBeppkeHo: 2 POKU.
3anponoHoBaHo: 3 pokn. BBeaeHHS 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS.
131. HYTPU®DINEKC emynbCia Ans iHdysiit; no B. bpayH HimeyunHa Brpo6HMUTBO, HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/13247/01/01
ninia nepli 1250 mn a6o no 1875 mn Menb3yHreH Al nepBuHHa Ta 3MiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBMIA peyernmom
YMiLLKax N1acTUKOBUX BTOPUHHA ynakoBkKa, NiKapcbKuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHa
TpUKamMepHux; no 1 Miwky BMNYCK cepil: iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUNYCKY cepil
nnacTykoBoMy B. BpayH Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
TpUKamepHomy y Menb3yHreH Arl, 3acoby (3amiHa abo JofaBaHHA AibHUL, Ha KR
3aXMCHOMY MiLLKY; No 5 HimeyunHa,; 3[iICHI0ETLCA KOHTPO/L/BUNPOBYBaHHS cepil) -
3aXMCHUX MILLKIB B KoHTponb cepil: BBE/EHHSI AiNbHUL Ha SIKil 3AiICHI0ETLCSA
KapTOHHI KOpOOLii B. BpayH KOHTPO/b CEepil FOTOBOrO /NiKapCbKoro 3acody Ta
Menb3yHreH Arl, 3a3Ha4YeHHs hyHKLioHaIbHMX 060B'A3KIB
HimeyunHa BUPOGHUKIB.
BBefeHHs 3MiH npoTarom 3-x MicauiB nicas
3aTBEPAKEHHS.
132. OKCANMINNATUH KOHLIEHTpAT A1 PO3UUHY EBEBE ®apma ABCTpIs NOBHUIA LIMKN AscTpisi/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/6314/02/01
"EBEBE" A8 iHdysild, 5 mr/mn no Fec.m.6.X. BMPOGHMLTBA: HimeuunHa 3MiHn | TNy - 3MiHW 3 SKOCTIi. [OTOBMIA peyenmom
10 mn (50 mr), a6o 20 mn Hdpr.KI EBEBE ®apma nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
(100 wmr), a6o 30 mn (150 lFec.m.6.X. Hopr. KT, iMnopTepa/3aMiHu, LLIO CTOCYIOTLCA BUNYCKY cepil
mr), a6o 40 mn (200 wmr) y ABCTpISi; Ta KOHTPO/I0 SIKOCTi FTOTOBOTO /1iKapCbKOro
hnakoHi; no 1 dpnakoHy B KOHTPO/b/ 3acoby (3amiHa abo foAaBaHHA AiNbHUL, Ha SKil
KapTOHHIA KOpO6L BMNPOGYBaHHSA cepii: 3AiiICHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii) -
Nab6op 1+ C AT, BBE/[EHHS 40A4ATKOBOI Ai/TbHWLi 4151 KOHTPO/THO
HimeyunHa cepii roToBOro sikapcbkoro 3acoby. 3azHaueHHs
chYHKLi paHilue 3aTBepAXXEHOro BUPOGHUKA.
133. | OKTAIAM 10% po34nH ANna iHdysi 10%, OkTadapma ABCTpIsi BMPOGHUK, Lsewis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/15583/01/01
no 20 mn, 50 mn, 100 mn dapmaLeBTnka BiANoBigabHNIA 3a ABcTpisi/ 3MiHu Il TUnYy - 3MiHK Woa0 peuenmom
a60 200 MA po3unHy A5 MpopykTioHcrec BMPOBHMLTBO 3a HimeuyunHa 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
iHdpy3ilA y chnakoHi; mo 1 M.6.X. NOBHUM LK/IOM: BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB

(h/1aKOHY B KapTOHHii Oktathapma AB, BMAAui peecTpauiiHoro noceigYeHHs,
KopoobLi Lseujs; BK/tOYatoum MnaH ynpasniHHA pusmkamu
OkTadapma (3acTocyBaHHs 3MiH(M), siki(a) BUMaratTb(€)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
dapmaueBTuka noAasIbLLIOro 06r'PyHTYBaHHS HOBUMU
MpopaykTioHcrec [0AaTKOBUM AaHVIMK, L0 MaloTb HagasaTucs
M.6.X., ABCTpis; KOMMNETEHTHUM OpraHoM, OCKI/IbKU BUMAraeTbecs
OxTadapma, CyTTEBA OLLiHKA KOMMETEHTHMM OpraHom) -
PpaHuis; BukoHaHHs 3060B'A3aHb BiAMNOBIAHO A0
BMPOGHUK, nignyHkTy 1.8.2 nyHkTy 1.8 gogartky 5 go
BiANOBiAa/IbHNIA 32 Mopsaky NpoBeAEeHHS ekcnepTr3n
BTOPVHHE peecTpauiiiHux maTepiasiB Ha nikapcbki 3acobu,
nakyBaHHs: LLIO MOAAITLCA Ha AepxaBHYy peecTpawiio
OkTtacapma 'm6X, (nepepeecTpauito), a TakoXx ekcnepTuan
[eccay, HimeuunHa mMaTtepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHix maTepiasnis npoTsarom i
peecTpauiiHoro NocBigYeHHs, 3aTBEPKEHOT0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big, 23.07.2015 Ne 460). 3MiHu
BHECEHO [0 iHCTPYKLT 4151 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"Ocob6nmBocCTi 3acTocyBaHHs", "Mo6iuHI peakwuji”.
TepMiH BBEAEHHS 3MiH - 4 MicsiLi.
134. MAKNITAKCEN KOHLEHTpAaT 4151 pO34nHy EBEBE ®apma ABCTpist NOBHUIA LMKN ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0714/01/01
"EBEBE" Ans iHdysii, 6 mr/mn no 5 lec.m.6.X. Hdr. BMPOGHMLTBA: HimeuunHa 3MiHY | TUNY - 3MiHK LWoA0 peyenmom
mn (30 mr) abo 16,7 mn Kl EBEBE ®apma 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.

(100 wr), a6o 25 mn (150
Mr), a6o 35 mn (210 wmr),
abo 50 mn (300 mr) y
hnakoHi, no 1 dpnakoHy B
KapTOHHI Kopobui

Fec.m.6.X. Hdor. KT,
ABCTpISi;
TecTtyBaHHA: MMM/
Mikpo6ionoriwec
Mptochnabop M6X,
ABCTpiIst;
Nab6op 1+ C AT,
HimeuunHa

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHux npo cucTemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobum,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapmakoHarnagy 3asBHuKa
[ONs 3aiiCHeHHs dhapMakoHarniaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapMmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - YnosHoBaxeHa ocoba
3aABHUKa 419 34jiliCHeHHs hapmakoHarnagy:
[itoua pepakuis — CebacTbsiH XopH/Sebastian
Horn. MponoHoBaHa pegakuis — Mabpiena Xekep-
Bap3a/Gabriele Hecker-Barth. KoHTakTHa oco6a B
YKpaiHi ynoBHOBaXXEHOI 0CO6M 3asiBHMKA ANs
3[jiicHeHHs1 hapmakoHarnaay: [iroya pegakuis —
BaweHko BikTopis CepriiBHa.
MponoHoBaHa pegakuis — Opnos B’avecnas
BikTOpOBMY. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0C06U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOi 0cO6U. 3MiHa MicLA 3AiACHEHHSA
OCHOBHOI AisiNIbHOCTi 3 hapmakoHarnsgy. 3miHa
agpecu macTtep-aiina. 3miHa Homepa macTep-
dhaiina
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

135.

NAPALIETAMON

MOPOLLIOK KPUCTaUTIYHWIA
(cyb6eTaHuif) y naketax
noABiHMX
nonieTUIeHoBUX AN
dhapmaL,eBTUYHOro
3aCTOCYBaHHSA

MpAT
"@apmaueBTUYH
a cthipma
"fapHuus"

YkpaiHa

AHKI0 Jly'aH
®apmac'toTukan Ko.,
nTa.

Kutaii

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TUNy - nogaHHsA Hosoro CEP Ha A®|
MapaueTtamon Bif, BXe 3aTBePIKEHOI0
BMPOGHWKA, SIK HACMNIAOK, BUTYYEHHS 3i
cneuudikauii A®I BunpobyBaHb 3a NokasHukamu
«Xnopuaun», «Cynbtatun», «Cynbdign»,
«3a/VLLKOBI PEYOBUHM NICNA CNaslloBaHHA» Ta
«PeyoBUH, LLLO Nerko 06BYIAITLCA» 3rigHO
BMMOT OHOBJIEHOI MOHorpadii EP 9.0 Ta
HagaHoro CEP; 3miHum |l Tuny - 3miHa y
napameTpax cneuudikadii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea Adl;
CYNyTHSA 3MiHa: 3MiHa y MeTogax B1npobyBaHHA
A®| abo BMXigHOrO MaTepiany/npoMiXKHOTO
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuutea AdI

UA/5783/01/01

136.

niHOCON®

Ma3b Ha3asibHa no 10 r
Mmasi B Ty6i, no 1 Ty6i B
KapTOHHI Kopobui

AT "3eHTiBa"

Cnosaubka
Pecny6nika

AT "CaHeka
PapmacbloTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHKM | TNy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHnX
npo cucTemy dhapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHunx Npo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOT 0CO6M 3 papMakoHarnsay 3asBHuKa
[ONA 3ajiicHeHHs dhapMakoHarniagy B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOHAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MilLLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHOi
0Cco6yM 3as1BHKKA, BignoBigasibHOI 3a
thapmakoHarnsag: fitoya pegakuis — Amel
Benkritly. MponoHoBaHa pegakuis — Eric
Teo/Epik Teo. 3miHa KOHTaKTHOI 0CO6Y B YKpaiHi
YNOBHOBaXXEHOi 0C0OM 3asaBHMKa A1 3MiACHEHHSA
hapmakoHarnagy: ditoya pegakuis — BoliTeHKo
AHTOH [eopriiioBny. MponoHoBaHa pefakuis —
KniwuH AHTOH MykonavioBuy. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6UN. 3MiHA KOHTaKTHMX
[aHNX KOHTaKTHOI 0cobu

6e3
peyenma

UA/2457/02/01

137.

MIHOCO/®

Kpanni Ha3asibHi no 10 mn
y (hbnakoHi 3 KOBNa4KoM-
KpanenbHuueto, no 1
(h/1aKOHY B KapTOHHii
Kopobu,i

AT "3eHTiBa"

Cnosaubka
Pecny6nika

AT "CaHeka
dapmacbloTikanis"

Cnosavbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHY | TURY - 3MiHK LWoAo
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX faHnX
npo cucTtemy chapmakoHarnsgy (BBefeHHs

6e3
peuyenma

UA/6369/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

y3ara/ilbHeHUX JaHvx npo cucTemy
thapmMakoHarnagy, 3mMiHa ynoBHOBaXeHO! 0ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0cOo6M 3 thapmakoHarnagy 3asBHuKa
[ONA 3aiiCHeHHs dhapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsagy
(BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
po3milLeHHi MacTep-thaiina cucremm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
0ocobu 3asiBHUKA, BiANOBIAA/ILHOI 3a
thapmakoHarnag: firova pegakuis — Amel
Benkritly. MponoHoBaHa pepaxuis — Eric
Teo/Epik Teo. 3MiHa KOHTaKTHOT 0CO6M B YKpaiHi
YMNOBHOBaXXEHOI 0C0BM 3asBHWKa A1 3MiACHEHHS
thapmakoHarnagy: [itoua pefakuis — BoiiteHko
AHTOH [eopriiioByy. MponoHoBaHa pefakLis —
KniwuH AHTOH MyKonaitoBuy. 3miHa KOHTaKTHUX
[aHnX YNOoBHOBaXXEHOT 0CO6U. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu

138.

niHOCON®

cnpei HasaslbHUIA, PO3YWH
Ne 1: no 10 mn y donakoHi
B KOMMJIEKTi 3 HACOCOM-
£,03aTOpOM 3
po3nunioBayYem
Ha3a/1bHOr0 NPU3HAYEHHS;
no 1 chiakoHy y KapTOHHiIl
Kopobui

AT "3eHTiBa"

Cnosaubka
Pecny6nika

BiANOBiAa/IbHNIA 3a
BMPOGHMLTBO
PO34MHY, NEPBUHHE
Ta BTOPUHHE
nakysaHHs: MAT
"Papmak”, YkpaiHa;
BiANOBIAa/IbHNIA 3a
KOHTPO/b Ta BUMYCK
cepiii: AT "CaHeka
dapmacbloTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHY | TUNY - 3MiHK LWOA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHyx npo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0co6M 3 chapmakoHarnagy 3asBHuKa
[ONA 34jiicHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BK/IHOYAIOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHoTl
0ocobu 3asiBHUKA, BIANOBIAA/IBHOI 3a
thapmakoHarnag: fitoua pegakuis — Amel
Benkritly. MponoHoBaHa pepakuis — Eric
Teo/Epik Teo. 3miHa KOHTaKTHOI 0CO6Y B YKpaiHi
YNOBHOB&XEHOT 0CO6M 3asBHMKA A1 34iACHEHHS
thapmakoHarnagy: [itoua pefakuyisa — BoiiTeHko
AHTOH [eopriiioBny. MponoHoBaHa pefakuis —
KniwwnH AHTOH MyikonaiioBmy. 3MiHa KOHTaKTHUX
[aHnX YNOBHOB&XEHOT 0CO6U. 3MiHA KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu

6e3
peyenma

UA/6606/01/01

139.

NIPNAOKCAN-5-
DOCDAT

MOPOLLIOK KpUCTaNiuHUi
(cybcTaHuis) B noABiHUX
nonieTueHoBMX nakeTax

TOB "TK
"ABpopa"

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHKM | TUNYy - 3MiHK 3 AkocTi. APIl. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6b (iHLWi 3MiHK)

UA/16450/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ans hapmauesTnuHoro "Ximdpapmsasog, - OHOBJIEHHS 3aTBEPKEHOrO TEKCTY MapKyBaHHS
3aCcToCyBaHHA "UepBoHa 3ipka" ETUKETKN
140. NMNABIKC® TabneTkn, BKPUTI TOB "CaHodi- YkpaiHa CaHocdpi BiHTpon ®paHuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/9247/01/02
NNiBKOBOK 060/I0HKOID, MO ABEHTIC IHpacTpia 3MiHY | TUNY - 3MiHK LWoA0 peyenmom
300 mr Ne 10 (10x1): no 10 YkpaiHa" 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
Tabnetok y 6nictepi; no 1 BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX
6nicTepy B KapTOHHiIl npo cuctemy chapmakoHarnsgy (BBefeHHS
KOpOO6L y3arasibHeHUX JaHyx npo cucTemy
hapmakoHarnisgy, 3MiHa yNnoBHOBaXXEHOI 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0cobM 3 chapmakoHarnagy 3asBHuKa
[ONA 34jiicHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BK/IHOYAIOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHoTl
ocobu, BiAnoBifabHOI ANS 3A4ICHEHHSA
chapmakoHarnsgy: MponoHoBaHa pefakLis -
KniwuH AHTOH MykonaioBuy. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOi 0coby, BiANOBIAA/IbHOI
00151 340jCHEHHSA dhapmakoHarnsay
141. NMPAAAKCA® Kancynu TBepai no 75 wr, BepiHrep HimeuyunHa BepiHrep HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/10626/01/01
no 10 kancyn y 6nictepi; IHrenbxainm IHrenbxanm d®apma 3MiHK | TUNY - 3MiHa y napameTpax cneumdikauii peyenmom
no 1 a6o 3, abo 6 IHTEpHEeLLHN v6X i Ko. KI Ta/abo fonNyCTUMMUX MEX, BUSHAYEHUX Y
6nictepiB y Kopobui 6X

cneumdikauisix Ha Adl, abo BMXigHWUIA/NPOMIKXHWIA
npoayKT/peareHT, WO BUKOPUCTOBYOTHCA Y
npoueci BUpobHuuTBa A®I - 3MiHN [0 METOAVKN
BMNPOGYBaHHA XpomatorpadivyHoi YncToTn
(BIBR 1048 diamine)— kpuTepii NPUAHATHOCTI
TecTy xpomaTorpadiyHoT YncToTu: nik 3, 6 Ta 7
He ByayTb iAeHTUAIKyBaTMCSA | 3aMiCTb LIbOro
6yAe BHECEHO HOPMYBaHHS «KOXHOT
iHAMBIAYa/IbHOT HeifeHTNIKOBaHOT AOMILLIKU»;
3MiHK | TNy - 3MiHa y MeToAax BUNpobyBaHHS
A®| abo BMXigHOrO Matepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®I - 3miHa ymoB
XpomaTorpadyBaHHs 418 aHaNiTUYHOT METOAMKM
XpomarorpadiyHa yictota (BIBR 1048 diamine)
MEeTOLOM piavHHOI Xxpomartorpadii (AP TBepga
hasa KOMOHKM, LIBUAKICTb NOTOKY Ta YMOBM
rpagieHTy); 3MiHu | Tuny - 3mMiHa y metogax
BunpobysaHHsA APl abo BMXiAHOrO
marepiany/npoMiKHOr0 NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA y NpoLieci BUpo6HMLUTBa ADI -

3MiHM O METOAMKM BUMPOGYBaHHS 3a po3aifiom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

«XpomaTtorpadivHa unctota» (NV ta NV2) ans
NpoMixHoI pevoBuHY BIBR 1048 amidine TS:
3MIHEHO KifbKiCTb BUMPOOYBaHUX PO3UMHIB —

3aMiCcTb BOX PO34MHIB ByAyTb BUKOPUCTOBYBATM
OIMH PO34MH. TeXHiYHi KoperyBaHHs TePMiHiIB;

3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHSA
A®| abo BMXigHOrO MaTepiany/npoMiKHOTO
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTea A®| - 3MiHN [0 METOAVKN
BM3HayeHHs Managiymy (NV ta NV2) ans
NpoMixHoi pevoBuHY BIBR 1048 amidine TS —
3MiHW Y TUNi Ka1iBPOBKK, 3MiHW B KOHLEHTpaLil
CTaHAapTy Ta ymoBax neuyi; 3miHu | Tmny - 3miHa y
mMeTogax BunpobysaHHa APl ab6o BuxigHoro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI -
3aMiHa Ailo4oi MeToANKN BU3HAYEHHS
nonimopdismy Il cyb6eTaHLii Ha HOBY METOANKY

(Temnepartypy niky nnaBneHHs ans mogudikawi
1 Ta 2 Ta NiMIT KiNIbKICHOro BU3Ha4YeHHs 6y10

3MiHeHO) (BIBR 1048 MS); 3miHu | Tuny - 3miHa y
mMeTofdax BunpobyBaHHs A®| abo BUXigHOro

mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo

BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea Ad| -
B/J0OCKOHa/IEHHA METOANKN BU3HAYEHHS
OpraHiYHUX OOMILLOK — 3BY)XEHHS KpUTepiiB Ans
napameTpy aktopa cumeTpii 4nsa Tecty
NPUAATHICTb CUCTEMU Ta 3BY)XXEHHS KpUTEPITB
nNpuitHATHOCTI Ana RSD, 6a3yrunchb Ha
nepeoLjiHLi aHaNiTUYHOI METOAMKM Ta faHnX
Banigauji (BIBR 1048 MS). JopaTkoBo 6yno
3MIHEHO CTaBI/NIbHICTb A9 FPaHNUYHUX PO3UYMHIB,
PO34unHY 415 NepeBipKM NPUAATHOCTI CUCTEMM Ta
BMNPOGYBAHOrO PO34YMHY. TEXHiYHi KOpEryBaHHs
TEePMIiHiB; 3MiHV | TUNY - 3MiHa Y MeToax
BunpobysaHHA APl abo BMXigHOTO
mMarepiany/npoMiXKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI -
3BY)XXEHHS KpUTEPITB NPUAHATHOCTI Anst RSD ans

CTaHAApPTHOro PO3UMHY Y METOANL, KiIbKiCHOTO

BM3HauyeHHa ans BIBR 1048 MS (gabiratpaHy
eTekcunar mesunar2 nd gen B3) Ha ocHOBI

nepeoLiHKM AaHnx Banigaii. TeXHIYHi
KOperyBaHHs TepMiHiB; 3MiHW | TUny - 3MiHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
mMarepiany/npoMiXKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI -
3MiHV 0 METOAMKM BUMPOGYBaHHS 3a po3aifiom
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

«3a/IMLLKOBI KifIbKOCTi OpraHiyHUX PO34YMHHUKIB»
(NV 1a NV2) gnsa BIBR 1048 MS - gitoya
meToAvKa Byna nokpatieHa 3a paxyHok

3BY)XEHHS BUMOT 0 (hakTopy cUMeTpii Ans
aueToHy 3a pesynibTaTamy NepeoLiHkn
aHaniTMYHOI METOAMKM Ta AaHuX 3 Bastigauii.

Takox 6yno BBeA€HO BUMOTM 0 CeIeKTVBHOCTI

AN gnxnopMeTany; 3mMiHu | Tuny - 3miHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
mMarepiany/npoMiXKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTa AdI -
3MiHV Y METOAULI BU3HAYEHHS asikin

meTaHcynbgoHaTy (NV Ta NV2) ans BIBR 1048
MS. fitoua meToguka metogom X 6yna

nokpatleHa 3BY>XXEHHAM KpuTepiiB Ana dakropa

cumMeTpil B BUMOrax NpuaaTHocCTi cuctemu 3a
pesynbTatamu pe-sanigauii Aito4oi MeToaNKN.
TexHi4Hi KoperyBaHHs TEpMiHiB

142.

NPAOAKCA®

kancynv TBepgi no 110 wr,
no 10 kancyn y 6nictepi;
no 1 a6o 3, a6o 6
6nicTepiB y Kopobui

Bepinrep
IHrenbxaim
IHTEepHeLLHN

M6X

HimeuunHa

BepiHrep
IHrenbxaiim ®apma
vm6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHY | TUny - 3MiHa y napameTpax cneuudgikadiii
Ta/abo JonyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®| - 3MiHN [0 METOAVKN
BMNPOGYyBaHHA XxpoMaTorpadivyHoi YyncToTn
(BIBR 1048 diamine)— kpuTepii NPUAHATHOCTI
TecTy xpomarorpadiyHoi uncToTu: nik 3, 6 Ta 7
He 6yayTb iAeHTMAIKyBaTMCS | 3aMiCTb LibOro
6y/ile BHECEHO HOPMYBAaHHS «KOXHOT
iHAMBIAYaNbHOI HEIfEHTU(IKOBAHOIT AOMILLKU»;
3MiHM | TUMY - 3MiHa y MeToAax BUNpoGyBaHHS
A®| abo BMXiAHOrO MaTepiany/MpoMiKHOro
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®| - 3MiHa ymMoB
XpomatorpadyBaHHs 411 aHauTiTUYHOT METOANKN
XpomarorpadiyHa ynctoTa (BIBR 1048 diamine)
MeTOAO0M piAnHHOI Xxpomatorpadii (AP TBepaa
chaza KONOHKH, LWBMAKICTb NOTOKY Ta YMOBU
rpagieHTy); 3aminm | Tmny - 3mMiHa y metogax
BunNpobyBaHHa APl abo BMXigHOTO
mMaTtepiany/npomiKHOro NPoAayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea Ad| -

3MiHM 40 METOAMKM BUNPOBYBaHHSA 3a po3ifioM

«XpomaTtorpadiuHa unctota» (NV ta NV2) ans
npomikHoi peyoBuHM BIBR 1048 amidine TS:
3MIHEHO KiNlbKiCTb BUNPOBYBaHNX PO3UYUHIB —

3aMiCTb [1IBOX PO34/HIB 6yAyTb BUKOPUCTOBYBATH

3a
peyenmom

UA/10626/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

OAMH PO34MH. TexHiYHi KoperyBaHHs TEPMIHIB;
3MiHU | TUNy - 3MiHa Yy MeToAax BUNpoGyBaHHSA
A®| abo BMXigHOrO Matepiany/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6HULUTBa AP - 3MiHM 40 METOAVKN
BM3HayeHHs Managiymy (NV ta NV2) ans
npomMikHoi peyoBuHM BIBR 1048 amidine TS —
3MiHW Y TUNi KanibpoBKK, 3MiHW B KOHLEHTpaLil
CTaHAapTy Ta ymoBax neuyi; 3miHu | tvny - 3miHa y
mMeTofdax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea Ad| -
3amiHa Ait40i MeTOANKN BU3HAYEHHS
nonimopdismy Il cybeTaHLii Ha HOBY MeToAMKY
(Temnepartypy niky nnaeneHHs gns mogaudikawii
1 Ta 2 Ta NiMIT KifIbKiCHOro BU3Ha4YeHHs 6yno
3MiHeHo) (BIBR 1048 MS); 3miHu | TUNYy - 3miHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
mMarepiany/npoMiKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI -
BLIOCKOHa/IEHHA METOANKN BU3HAYEHHS
OpraHiYHUX JOMILLOK — 3BY)XEHHS KpUTepiiB A5
napameTpy chakTopa cumeTpii NS Tecty
NpUAATHICTb CUCTEMM Ta 3BY)XXEHHS KpUTEpIiB
nNpuiHATHOCTI Ana RSD, 6a3ylounchb Ha
nepeoLjiHLi aHaNiTUYHOI MeTOAMKM Ta JaHnX
Bastigauii (BIBR 1048 MS). ljogatkoso 6yno
3MIHEHO CTaBINIbHICTb A/15 FPaHNYHUX PO3YUMHIB,
PO34MHY A4N19 NepeBipky NPUAATHOCTI cucTemu Ta
BMNPOGYBaAHOr0 PO3UMHY. TEXHIYHI KOperyBaHHs
TEPMiHiB; 3MiHU | TUNY - 3MiHa Y MeTogax
BuNpobyBaHHa A®l abo BMXigHOrO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI -
3BY)XEHHSA KpUTEPIiB NpuiAHATHOCTI Ana RSD ans
CTaHAAPTHOro PO34MHY Y METOANL, KiIbKiCHOTO
BM3Ha4eHHs Ansa BIBR 1048 MS (aabiratpaHy
eTekcunar mesunar2 nd gen B3) Ha OCHOBI
nepeoLiHkM AaHnx Banigaii. TeXHIYHI
KOperyBaHHsi TEPMIHIB; 3MiHM | Tuny - 3MiHa y
mMeTogax BunpobysaHHsa APl ab6o BuxigHoro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI -
3MiHW 40 MEeTOAMKM BUNPOBYBaHHSA 3a po3ifioM
«3a/TMLLKOBI KifIbKOCTI OpraHiyHnX PO3UYNHHUKIB»
(NV Ta NV2) ana BIBR 1048 MS - gitoua
meToAvKa byna nokpatleHa 3a paxyHok
3BY)XEHHS BUMOT 10 (hakTopy CUMeTpIi Ans
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

aLeToHy 3a pesy/sibTaTtamy NepeoLiHkmn
aHaniTMYHOT MeTOAMKN Ta AaHux 3 Basigauii.
Takox 6y/10 BBEAEHO BUMOM A0 CENEKTUBHOCTI
ANA AnxnopMeTany; 3MiHu | Tuny - 3miHa y
mMeTogax BunpobysaHHsa APl ab6o BuxigHoro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI -
3MiHW Y METOAMLI BU3HAYEHHS asikin
meTaHcynbdoHaTy (NV Ta NV2) ans BIBR 1048
MS. [itoua meToguka metogom X 6yna
nokKpaLleHa 3BY)XeHHSIM KpuTepiiB Ans dpaktopa
CMMeTpIi B BUMOrax npuaatHoCTi cucTemm 3a
pe3ynbTatamu pe-Banigauii Ailo4oi METOAVKN.
TexHi4YHi KoperysaHHs TepPMiHIB

nocsio4YeHHs

143.

NMPAOAKCA®

kancynu Teepgi no 150 wr,
no 10 kancyn y 6nictepi;
no 3 abo no 6 6nictepis y
KapTOHHI Kopoobui

Bepinrep
IHrenbxainm
IHTEepHeLLHN

6X

HimeyunHa

Bepinrep
IHrenbxavim ®apma
'M6X i Ko. KI'

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHM | TUNy - 3MiHa y napameTpax cneuudikadiii
Ta/abo AONyCTUMUX MEX, BUSHAUEHUX Y
cneumngikayisax Ha A®l, abo BUXIGHWIA/MPOMDKHWI
NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y
npoueci BUpobHuLUTBa API - 3MiHM 40 METOAVKA
BMNPOGYBaHHS XpomaTorpacdiuHoi YncToTn
(BIBR 1048 diamine) — kpuTepii NpUAHATHOCTI
TecTy xpomaTorpadiyHoi YncToTu: nik 3, 6 Ta 7
He 6yayTb iAeHTUdIKyBaTMCS | 3aMiCTb LibOro
6yfie BHECEHO HOPMYBaHHS «KOXHOT
iHAMBIAYa/IbHOT HeifeHTN(IKOBaHOIT AOMILLIKM»;
3MiHM | TUNY - 3mMiHa y MeToAax BUNpobyBaHHA
A®| abo BMXigHOrO MaTtepiany/npomMixKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®| - 3mMiHa ymoB
XpomatorpadyBaHHs 418 aHauTiTUYHOT METOANKN
XpomartorpacivHa unctota (BIBR 1048 diamine)
MeToAOM piAnHHOI Xxpomatorpadii (AP TBepaa
chaza KONOoHKW, WBWAKICTb NOTOKY Ta YMOBU
rpagieHTy); 3MiHu | Tuny - 3mMiHa y metogax
BunpobysaHHa APl abo BMXigHOTO
mMarepiany/npoMiXKHOrO NPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI -
3MiHV [0 METOAMKM BUMPOGYBaHHSA 3a po3aisiom
«XpomatorpacivHa unctota» (NV 1a NV2) ans
NpoMixHoi pevoBuHK BIBR 1048 amidine TS:
3MIHEHO KiflbKiCTb BUMPOOYBaHUX PO3UMHIB —
3aMiCcTb BOX PO34MHIB ByAyTb BUKOPUCTOBYBATM
OIMH PO34MH. TeXHiYHI KoperyBaHHs TePMIiHiIB;
3MiHM | TUNY - 3mMiHa y MeToAax BUNpobyBaHHSA
A®| abo BMXigHOrO MaTtepiany/npomMixKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®| - 3MiHM 0 METOAVKN

3a
peyerimom

UA/10626/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BM3HaueHHs Managiymy (NV ta NV2) gns
NpoMixHoi pevoBuHY BIBR 1048 amidine TS —
3MiHW Y TUNi Ka1iBPOBKK, 3MiHW B KOHLEHTpaLil

CTaHAapTy Ta ymoBax neuyi; 3miHu | Tmny - 3mMiHa y
mMeTogax BunpobysaHHsa APl ab6o BuxigHoro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI -
3aMiHa Aito4oi MeToANKN BU3HAYEHHS
nonimopdismy Il cyb6ecTaHLii Ha HOBY METOANKY
(Temnepartypy niky nnaBneHHs ans mogudikawii
1 Ta 2 Ta NiMIT KiNIbKICHOro BU3Ha4YeHHs 6y10
3MiHeHO) (BIBR 1048 MS); 3miHu | Tuny - 3miHa y
mMeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea Ad| -
B/J0OCKOHa/IEHHA METOANKN BU3HAYEHHS
OpraHiYHUX OOMILLOK — 3BY)XEHHS KpUTepiiB Ans
napameTpy aktopa cumeTpii 4nsa TecTty
NPUAATHICTb CUCTEMU Ta 3BY)XXEHHS KpUTEPITB
nNpuitHATHOCTI Ana RSD, 6a3yrunchb Ha
nepeoLjiHLi aHaNiTUYHOI METOAMKM Ta faHnX
Banigauji (BIBR 1048 MS). JopaTkoBo 6yno
3MIHEHO CTaBI/NIbHICTb A9 FPaHNUYHUX PO3UYMHIB,
PO34unHY 415 NepeBipKM NPUAATHOCTI CUCTEMU Ta
BMNPOGYBAHOrO PO34YMHY. TEXHiYHi KOpEryBaHHs
TEePMIiHiB; 3MiHV | TUNY - 3MiHa Y MeToax
BunpobysaHHa APl abo BMXigHOTO
mMarepiany/npoMiXKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI -
3BY)XXEHHS KpUTEPIiB NPUAHATHOCTI Ans RSD ans
CTaHAApPTHOro PO3UMHY Y METOANL, KiIbKiCHOTO
BM3HauyeHHa ans BIBR 1048 MS (gabiratpaHy
eTekcunar mesunar2 nd gen B3) Ha ocHOBI
nepeoLiHKM AaHnx Banigaii. TeXHIYHi
KOperyBaHHsA TepMiHiB; 3MiHW | Tuny - 3MiHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
mMarepiany/npoMiXKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI -
3MiHV fO METOAMKM BUNPOGYBaHHS 3a po3aifiom
«3a/IMLLKOBI KifIbKOCTi OpraHiyHnX PO34YMHHUKIB»

(NV 1a NV2) gnsa BIBR 1048 MS - gitoya

mMeToAvKa Byna nokpatieHa 3a paxyHok

3BY)XEHHS BUMOT 10 (haKkTopy cUMeTpii Ans
aueToHy 3a pesynibTaTamy nepeoLiHkn
aHaniTMYHOI METOAMKM Ta AaHuX 3 Bastigauii.
Takox 6yno BBe/eHO BUMOTM A0 CEeNIeKTVBHOCTI
AN gnxnopMeTany; 3miHu | Tuny - 3miHa y
mMeTofax BunpobysaHHss A®| abo BuxigHoro
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

mMarepiany/npoMiKHOTO MPOAYKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI -
3MiHV Y METOAULI BU3HAYEHHS asikin
meTaHcynbgoHaTy (NV Ta NV2) ans BIBR 1048
MS. fitoua meToguka metogom X 6yna
nokpatleHa 3BY>XXEHHAM KpuTepiiB Ana dakropa
cumMeTpil B BUMOrax NpuaaTHocCTi cuctemu 3a
pesynbTaTamu pe-Banigauii Aito4oi MeToanKN.
TexHiYHi KoperyBaHHs TEpMiHiB

144.

APUMONIOT-
HOP

Tabnetku no 5 mr; no 10
Tabnetok y 6nictepi; no 6
6nicTepiB y KAPTOHHIN
nauui

Baiiep Al

HimeuunHa

Baiiep Balimap
'M6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TUny - 3MiHKM 3 AKkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHs cepTudikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[O0NOMDKHOT peyoBUHU (cepTudikat
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei) -
OHOBNeHWi cepTuddikaT Bif, y)Xe 3aTBepaAXeHOro
BUPOGHMKA - NOAAHHA OHOBMIEHOro cepTudpikaty
BiANOBIAHOCTI EBponeiicbkiin thapmakonei Ne R1-
CEP 2000 111-Rev 03 Big 3aTBEpAXEHOr0
BUpo6HUKa APl HopetuctepoHy auertar, BAYER
PHARMA AG, Germany. Sk Hacnigok, 3miHa
Ha3BW BMPOG6HMKIB APl HopeTuctepoHy auetat
Ta CEP xongepa. 3miHa 3asBHUKa (BnacHuka
peecTpaLiinHOro Noceig4YeHHs)

3a
peyenmom

UA/3057/01/01

145.

APONIA®

pO34MH A4 iH'eKUiA, 60
Mr/MA nNo 1 MA po3unHy B
CKMSiHOMY MonepeaHbo
HarnoBHEHOMY LINpuL, 3
rO/IKOK0, 3aKpPUTOI0
KOBMAYKoM, i3 3aXMCHUM
NPUCTPOEM Bif,
BUMNaJKOBOrO YKoy
ro/ikoto; no 1 nonepesHsLo
3aMN0OBHEHOMY LUMPULY 3
3aXMCHUM MPUCTPOEM B
6nicTepi; no 1 6nictepy B
KapTOHHI Kopobui; no 1
M/1 PO3UMHY B CKISIHOMY
nonepeAHbO 3arnoBHEHOMY
LLNPWL 3 rOJIKOH,
3aKPUTOIO KOBNAYKOM; No 1
nonepeAHbO 3anoBHEHOMY

AmmpkeH €spona
B.B.

Higepnanan

BVPOGHMK
Hepo3dhacoBaHOT
npoayKuii: AMIXeH
MaHyekuypiHr
Nimiten, CWA;
BMPOGHWK ANA
nakyBaHHs Ta
BMNYCKY cepil:
AmIKeH €spona
B.B., Higepnanaun

CLUA/
HigepnaHan

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHu | TUNy - 3MiHa NocTavasibHUKa
nakyBas/IbHUX MaTepianis abo KOMMIEKTYUNX -
[0AaBaHHA a/lbTEPHATUBHOIO NocTavaibHUKa
Nuova Ompi gns uuniHgpy wnpuua 3
NpUKpINAeHoto ronkoto, Stelmi — ana koBnauka,
West Pharmaceutical Services (West) — anis
nnayHxepa; 3mMiHu | Tuny - fofaBaHHS
BMPOGHMYOro kopnycy AML-14 Ha BUPOGHMUIl
AinbHUU AMaxeH MaHydekuypiHr flimites (AML)
po3TalloBaHiii B IxaHkoc, MNyepto-Piko, CLUA, B
AKOCTI anbTepHaTUBHOI BUPOGHNYOI NAOLLUHN
AN BUPOBHMLTBA Ta aCENTUYHONO HANOBHEHHS
Mponia, nonepefHbO HANOBHEHI LINPULKW; 3MiHW 11
TUMY - 3MiHa Y NEPBUHHII yNakoBL,i rOTOBOro
nikapcbKoro 3acoby (Tvn KoHTeliHepa abo
[0faBaHHs HOBOrO KOHTENHEPA) - BHECEHHS 3MiH
0o p. 3.2.P.7. Cucrema

3a
peyenmom

UA/12077/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
wnpuy B 6nictepi abo KOHTeliHep/3aKynopoBa/ibHWi 3acib — 3MiHa Y
6e3 bnictepa, onuci Ta maTepianiax cUCTEMU KOHTeliHepa aNns
MOMILLEHOMY B KAPTOHHY nonepeAHbL0 3anoBHEHUX LUNPULAX, a came,
KOpO6KY; Mo 1 M po3unHy maTepiasly KoBnayka. BBefeHHA 3MiH npoTarom
B CKNSAHOMY (priakoHi; no 1 6-Tn MicALiB nicnsa 3aTBepAKeHHA
(h/1aKOHY B KapPTOHHiiA
Kopo6ui
146. NMPOCKAP® TabneTku, BKPUTI Mepk LWapn i LLiBeiiLapis BUPOBHUK CLIA/ Benuka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0485/01/01
N/1iBKOBOK 060/IOHKOIO, MO [oym lgea IHK. Hepo3acoBaHHOI Bputanis/ 3MiHM | TUNYy - 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
5 Mr no 14 tabnetok y npogaykuii: AIAC HigepnaHngu afpecy MicLs NPOBaXEHHS Ais/IbHOCTI
6nictepi; no 1 a6o no 2 IHTepHeLwwHN dapma, BMpO6HMKa (BK/TKOYaKOUK, 3a HEOOXIAHOCTI, Micue
6nicTepy B KAPTOHHIi TOB, CUWA; NpoBefEeHHSA KOHTPOJIIO AKOCTI), abo BnacHuKa
yMakoBLi nepBuHHE macTep-haiina Ha Adl, abo nocTavanbHuKa
nakysaHHs: Mepk Adl/BuxigHoOro matepiany/peareHTy/npoMixXHOro
LWapn i floym NPOAYKTY, L0 3aCTOCOBYIOTbLCS Y BUPOOHULTBI
NimiTen, Benvka A®| - 3MiHa agpecy BUPO6HMYOI AinbHuyi F.1.S. -
BpuvTaHisi; BTOpUHHE Fabbrica Italiana Sintetici S.p.A., Italy, 6e3 3MiHK
nakyBaHHs1, BUNYCK Micus BUPOBHWLTBA; 3MiHW | TUNY - BUNYYEHHS
cepii: Mepk Wapn i BVMPOGHWYOT AinbHNL (BKIHOYAKYMN AiNbHALI ANS
Joym B.B., A®I, NpoOMiXHOro nNpoaykTy abo rotoBoro
Higepnangu nNikapcbKoro 3acoby, AibHNLi AN NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BigNoBigabHOMO 3a
BUMYCK CepiiA, MiCLLe NPOBEAEHHA KOHTPOSIO
cepii) abo nocTtavyasibHMKa BUXiAHOTO MaTepiany,
peareHTy abo fOMNOMKHOT peYOBUHY -
BWUJ/TyYEHHS1 BUPOOHUYOT AinbHULI Aesica
Pharmaceuticals Limited, UK
147. MPOCKAP® TabneTku, BKpUTI Mepk LWapn i LLiBefiuapis BVPOGHMK CLUA/ Benuka BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/0485/01/01
NAiBKOBOK 0H60/I0HKOID, NO [oym lgea IHK. Hepo3dgacoBaHHOI BpuTaHisa/ BUMPABIEHHS TEXHIYHOI NOMU/IKM B IHCTPYKLT peuenmom
5 wr; no 14 Tabnetok y npogaykuii: AIAC HigepnaHngu A5 MeAMYHOro 3acTocyBaHHS y p. "BUpo6HUKN"
6nicTepi; no 1 a6o no 2 IHTepHewHn ®apma,
6nicTepy B KAPTOHHii TOB, CUWA;
ynakoBLi nepBuHHE
nakyBaHHs: Mepk
LWapn i Joym
NimiTen, Benvka
BpuTaHisi; BTOpUHHE
nakyBaHHs1, BUNYCK
cepii: Mepk Wapn i
[Joym B.B.,
Higepnanan
148. MPOTAPIron MOPOLUOK 4151 PO3UNHY TOB "cTok- YkpaiHa BMPOBHMLTBO, Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/15042/01/02
BEBI [ONs1 iHTpaHasasibHOro Mntoc" nepBuHHE Ta 3MinHu Il TUny - 3MiHn Woao0 peyenma
3actocyBaHHA no 0,11, 1 BTOPVHHE 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
(pNakoH 3 MOPOLLUKOM Y nakyBaHHs1, BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta YMOB

KOMMNEKTi 3 PO3UMHHUKOM
no 10 mn (Boga Ans
iH'EKLLI) B 04HOA,030BOMY

KOHTPO/1b SIKOCTI,
BiNOBIAaNbHUIA 3a
BMNYCK cepil:

BMAAui peecTpauiiHoro noceig4YeHHs,
BK/IOYatouM MnaH ynpaBniHHA pusvkamu
(3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTh(€)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTEHepI 3 KPULLIKOIO- TOB "WUcTok-Mntoc”, noAasbLIOro 06r'pyHTYBaHHSA HOBMMMU
KpanenbHULE y KOpooLli YkpaiHa; [0AaTKOBUM AaHVIMK, L0 MaloTb HagasaTucs
3 KAPTOHY BUPOBHNMK KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
PO3UMHHYIKA: CyTTEBA OLjiHKA KOMMNETEHTHUM OpraHoMm) -
BUPOBHULTBO, BukoHaHHs 3060B'A3aHb BiAMNOBIAHO A0
nepBuHHe nignyHkTy 1.8.2 nyHkTy 1.8 gogartky 5 go
nakyBaHHs, Mopsaky NPoBeAEeHHS ekcnepTusn
MapKyBaHHs, peecTpauiiiHux maTepiasiB Ha nikapcbki 3acobu,
KOHTPO/b SIKOCTI: LLIO NOAAI0TLCSA Ha flepXaBHy peecTpaLiiio
TOB "tOpis-®apm", (nepepeecTpauito), a TakoXx ekcnepTuan
Ykpaina mMaTtepianis Npo BHECEHHS 3MiH [0
peecTpauiiiHix maTepiasnis npoTsarom i
peecTpauiiHoro NocBigYeHHs, 3aTBEPKEHOT0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Hakasy MO3 Big 23.07.2015 Ne 460).
149. | NYNbMOBPI3® TabneTku, BKpUTI Mosi Xenc 'm6X | LUBeiiuapis CaBa Xenckea JITz, IHgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 UA/10212/01/01
060/10HKOI0, M0 9 IHAis; Ipeuis/ 3MiHu Il TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA peuenma
Tabnetok y 6nictepi; no 1 Knesa CA, lpeuis; IHAiA nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
6nicTepy B KapTOHHiIl Bannec (AONOMDKHUX PEYOBMHAX) FOTOBOrO NiKapCbKOro
ynakosLi; no 20 Tabnetok dapmacbloTikanc 3aco06y (iHLWi AONOMDKHI pevoBUHKM) - 3MiHa, ska
y 6nicTepi; no 1 a6o no 2 Met. N14., IHAiA NiATBEPMAXKYETLCA JOCAIMKEHHAMN 3

6nicTepy B KAPTOHHIi
ynakoBLi

6ioekBiBanieHTHOCTI - 3MiHa Ao p. "Cknag”
BW/IyYEHHSI KOHCEPBaHTIB (MeTunnapabeHy Ta
nponinnapa6eHy) Ta AONOMiIXXHUX PeYOBUH
(BaHiniH, Len03a MiKpokpucTanivyHa 3i cknagy
aapa Tabnetkv Ta BBEAEHHS NaKTo3n
MOHOTrigpaTy, KpOCNOBIAOHY, HATPIlO
naypwicynbgaty, ofil pOC/IMHHOI
riiporeHizoBaHoi Ao cknagy saapa TabneTtkm ons
NOKPALLEHHSA 3MaLLyBaslbHUX BNACTMBOCTEN
CYMiLli Ta CMaKOBUX XapakTepncTuK. 3amiHa
[OMOMiXKHUX PEYOBWH NIBKOBOTO NOKPUTTA Ha
rotosi npommcioBi cymiwi Opadry 200 orange Ta
Opaglos - 2 CynyTHs 3MiHa - 3MiHW 3 SKOCTi.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHKM y npoLieci BUPO6HMLTBA FOTOBOIO
niKapcbKoro 3acoby, BK/IKOHYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI
roTOBOro NikapcbKoro 3acoby (CyTTeBa 3miHa y
npoLeci BUpo6bHULITBA, Sika MOXe MaTu iCTOTHUI
B/IMB Ha SKICTb, 6e3neky Ta e(peKTUBHICTb
NiKapcbKoro 3acoby) - Y 3B 513Ky 3 OHOBJIEHHAM
cknafy AOMOMXKHUX PEYOBUH BHECEHO
OHOB/IEHHS TEXHOMOTIYHOrO NpoLecy
BMPOGHMLTBA Ha eTanax: MnpocitoBaHHA (3MiHa
napameTpiB cuTa Ta NopaAKy BUKOHaHHSA
NPOCIitOBaHHA ); 3MiLLyBaHHSA( 3MiHa Nopsaky
BMKOHAHHS ); rpaHynsuii; cywku (3miHa
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

napameTpiB CyLLUKV rpaHy/1 Ta NpocCiloBaHHA
rpaHy”n); 3MeHLLUEHHA po3Mipy (3MiHa napameTpis
cuTa); NepemillyBaHHA Ta 3mMalllyBaHHs (3MiHa
NOPSAAKY BUKOHAHHS ); NPecyBaHHs; NNiBKOBOrO
MOKPUTTS; BUNYYEHO eTany 4 - Bosiore
noApibHeHHs; BBEAEHHA eTany 8 - NoKpUTTA 3i
CMakoM. 3MiHM 3 AKOCTi. [0TOBWIA NikapcbKuii
3aci6. KOHTpo/1b rOTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW) - BunyyeHHs n. "KinbkicHe
BM3HAYEHHA KOHCEpBaHTIB" 3i cnevudikauii y
3B A3KY 3 OHOBJ/IEHHSAM CKNagy LOMOMDKHUX
peyvoBWH

150.

NYNbMOBPI3®

TabneTkn, BKPUTI
060/10HKOI0, in bulk: no
10000 TabneTok y
noABINHNX
noslieTuIeHOBMX NakeTax

Mosi Xenc MreXx

LLisefuapis

CaBa Xenckea Jitg,
IHAis;
Knesa CA, Npeuisi;
Bannec
dapmacbloTikanc
Met. N14., IHAIA

IHpis/
Ipeuis/
IHais

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHun |l Tuny - 3MiHK 3 AKkocTi. FoToBWMiA
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y ckiagi
(40ONOMIKHUX pEeYOBMHAX) FOTOBOrO NiKapCbKOro
3ac006y (iHLWi AONOMiXHI peYoBMHY) - 3MiHa, SKa
NiATBEPMKYETLCA [OCNIMHKEHHAMM 3
6ioekBiBaNIEHTHOCTI - 3miHa go p. "Cknag"
BW/TyYEHHSI KOHCEPBAHTIB (MeTunnapabeHy Ta
nponinnapabeHy) Ta AONOMKHUX PeYOBUH
(BaHiniH, Lenon03a MikpokpucTaniyHa 3i ckiagy
Aaapa Tabnetkv Ta BBeAEeHHS NaKTo3n
MOHOriparty, KpOCNOBIAOHY, HATPIlO
naypwncynbgaty, onii pOCIMHHOI
rigporeHizoBaHoi Ao ckiagy sapa Tabnetkv gns
NOKpaLLEHHSA 3MallyBaslbHUX BNacTMBOCTEN
CYMiLLi Ta CMaKOBWX XapakTepncTuk. 3amiHa
[OMOMIKHUX PEYOBVH N/IIBKOBOTO NOKPUTTA Ha
rotosi npomucosi cymiwi Opadry 200 orange Ta
Opaglos - 2 CynyTHsi 3MiHa - 3MiHW 3 SKOCTI.
[oTOBWIA Nlikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHM y npoueci BUPOBHULITBA TOTOBOIO
NiKapcbKoro 3acoby, BKIOUYAUM NPOMIKHNIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI
roTOBOro Nikapcbkoro 3acoby (cyTTeBa 3miHa y
npoLeci BUPOGHULITBA, SIKa MOXEe MaTu iCTOTHUIA
B/IMB Ha SKICTb, 6e3neKy Ta eqdeKTUBHICTb
NiKapcbKoro 3acoby) - Y 3B 513Ky 3 OHOB/IEHHAM
cKnagy AOMOMDKHUX PeYOBUH BHECEHO
OHOB/IEHHS TEXHOMNOTIYHOrO NpoLecy
BMPOGHMLTBA Ha eTanax: MNpPOoCiloBaHHA (3MiHa
napamMeTpiB cuTa Ta NopsaKy BUKOHAHHS
npocitoBaHHS ); 3milLyBaHHs( 3MiHa nopsaKy
BMKOHAHHSA ); rpaHynsauii; cyLku (3miHa
napamMeTpiB CYLUK/ rpaHy/ Ta npocitoBaHHS

UA/10213/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
rpaHy’); 3MeHLUEeHHS po3Mipy (3MiHa napameTpis
cuTa); NepeMillyBaHHsA Ta 3MallyBaHHs (3MiHa
nopsaAKy BUKOHAHHS ); NpecyBaHHs; NNiBKOBOrO
MOKPUTTS; BUYYEHO eTany 4 - Bosiore
noApibHeHHS; BBEAEHHA eTany 8 - NoKpUTTA 3i
CMakoM. 3MiHM 3 AIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKoro 3acoby
(iHWi 3MiHW) - BunyyeHHs n. "KinbkicHe
BM3HAYEHHS1 KOHCepBaHTIB" 3i cneumdikauii y
3B AI3KY 3 OHOBJ/IEHHAM CKNay A0MOMIKHUX
peyoBMH
151. PUCNEPOH® TabneTku, BKPUTI 3AT JinToBCcbKa AkTasBic exd., IcnaHpis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13764/01/01
NAiBKOBOK 060/I0HKOID, MO "OAPMNITA" Pecny6nika IcnaHgis; Bonrapis 3MiHKM | TUNY - NOAAHHSA OHOBMEHOTO cepTudikaTy peyenmom
4 mr no 10 TabneTok y BankaHdapma- BiAgNoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-
6nictepi, no 3 6nictepu y OynHuus AL, CEP 2002-151-Rev 05 Big, BXe 3aTBEpAXEHOro
KapTOHHIW nayuyi Bonrapis BMpO6HUMKa API pucnepnaoHy
152. PUCNEPOH® TabneTku, BKpUTI 3AT JNnToBCbKa AkTaBic exd., Icnangis/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/13764/01/02
NAiBKOBOK 0H60/I0HKOID, NO "PAPMNICA" Pecny6nika IcnaHgis; Bonrapis 3MiHKM | TUNY - NOAAHHA OHOBNEHOTO cepTudikaTy peuenmom
2 mr no 10 TabneTok y BankaHdapma- BiAgnoBigHOCTI EBponeiicbkoi chapmakonei Ne R1-
6nicTepi, no 3 6rictepu 'y AynHauusa AL, CEP 2002-151-Rev 05 Big, BXe 3aTBepAKeHOoro
KapTOHHI nayui Bonrapis BMpO6HUKa AD| pucnepnoHy
153. PUTYKCUM KOHLIEHTpAT 4151 PO34nHYy ®.XodhhmaHH- LLIseliyapis BUPOBHMLTBO LLseliyapisi/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: - UA/15276/01/01
Ans iHdysiii no 100 mr/10 Na Pouw Ntg, Hepo3dhacoBaHOT HimeuyunHa 3MiHM | TUNy - 3MiHa y napameTpax cneuudikadiii
M in bulk: no 10 mny NpoAyKLUii, NnepBuHHe Ta/abo fonyCTUMMUX MEX, BUSHAYEHUX Y
donakoHi; no 200 hnakoHiB nakyBaHHs1, crneumgikauisx Ha A®Il, abo BUXIZHWIA/MPOMDKHWI
y noninponineHosil BUNPOBGYBaHHSA NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
kopo6ui; in bulk: no 50 mn KOHTPOO AKOCTI, npotieci Bupo6HuLTea AP| (4ONOBHEHHS
y thnakoHi; no 50 BMNYCK cepil: crneungikauii HOBUM NOKA3HMKOM SIKOCTi Ta
hnakoHiB y . XodhdpmaHH-/15 BiANOBIAHUM MEeTOA40M BUNPOOYBaHHS) -
noninponifeHoBi kopobui Pow ltg, [OMNOBHEHHA crieumdikaLii HOBUM NOKa3HUKOM
LLIseliyapis; SKOCTi 40 MeToAY KifIbKiICHOro aHanisy [MnikaHy:
BMPOGHMLTBO cyma agpykosusntoBaHux rnikaHis (GO-F,G10-F,
Hepo3chacoBaHol Man5), BBejeHHA A04aTKOBOrO BUNPOGYBaHHSA
npoAyKLUii, NepBNHHE MiKPOGiO/IOrNYHOr0 HaBaHTAXKEHHS Y
nakyBaHHs, cneumadikauito npu sunycky A®I; amiHu | Tuny -
BTOPUHHE 3MiHa y MmeTogax BunpobysaHHA AdP| abo
nakyBaHHs1, BUXIAHOTO MaTepiasy/MpoMiXXHOro
BUNPOBYBaHHSA NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y

KOHTPOO AKOCTI,
BMNYCK cepii: Poww
[LiarHocTrke TM6X,
HimeuunHa;
BTOPUHHE
naxyBaHHs,
BUNpobyBaHHA
KOHTPOJO SIKOCTI:

npoteci Bupo6HuuTea AP (iHWwi 3MiHN y MeTodax
BMNPOOGYBaHHs (BK/IOUaOUM 3aMiHy abo
[0NoBHEHHs) A®| abo BUXiAHOro/NpoMiDKHOTO

NpOAyKTY) - 3aMiHa meToay CE-LIF (kaninapHwii
enekTpodopes 3 /lyopecLeHTHUM

netekTyBaHHAM) MeTogoMm 2-AB HILIC-UHPLC —
(ynbTpa-B1CoKOeEKTUBHOT PiANHHOI

xXpomarorpadii) A58 adyKo3uIBaHNX [/likaHiB
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
®.XochbdmaHH-/15 (Glycan); 3miHu | TUMY - 3MiHM BUNpobyBaHb abo
Pow JTa, [OMYyCTUMNX MEX, BCTAHOB/IEHNX Y
LLBeliLapis cneuudikalisix, nig yac BUPOOGHULITBA FOTOBOMO
NiKapcbKoro 3acoby - 3MiHN B NPOLIEC KOHTPO/THO
BMPOOHULITBA - 3MiHM YMOB iHKybaLii Media fills
test BignoBsigHo Ao sumor EP. BBeeHHA 3MiH
NMPOTArom 6-T1 MicsLiB NicnA 3aTBepAKEHHs
154. PISBAMIFPEH Tabnetkn no 5 mr no 1 a6o ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14053/01/01
3 Tabnetkn y 6nictepi, no 06MexeHot 06MexeHo 3MiHW | TUMY - 3MiHW [0 IHCTPYKUiT Ans peyenmom
1 6nicTepy y kopo6ui 3 BiAMNOBIga/bHICT BiANOBIAANLHICTIO MeJMYHOro 3aCTOCYBaHHS y po34inu:
KapToHy 10 "®apmaueBTnyHa "Oco6nMBOCTI 3aCTOCyBaHHA", "3acToCyBaHHS Y
"papmMaueBTUYH KomnaHis "3gopos'a” nepiog, BaritTHocTi abo rogyBaHHs rpyaar”,
a KoMnaHis "MepenosyBaHHA" BiAMOBIAHO A0 iHhopmav,i
"3popos'a” LLOA0 MEAMNYHOT0 3aCTOCYBaHHSA pediepeHTHOro
nikapcekoro 3acoby (MAXALT®, tablets 5 mg, 10
mg, He 3apeecTpoBaHnii B YkpaiHi). BBegeHHSA
3MiH npoTArom 3-x micauiB nicns
3aTBEpPAKEHHsA
155. PISAMIFPEH Tabnetkn no 10 mr no 1 ToBapucTBo 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/14053/01/02
a6o 3 TabneTtkm y 06MeXeHo 06MeXeHo 3MiHKM | TUNY - 3MiHW 40 IHCTPYKUIT ANns peuenmom
6nictepi, no 1 6nictepy y BignoBiga/IbHICT BiANOBIAA/TbHICTIO MEeAMYHOro 3aCTOCYBaHHSA y PO34inu:
KOpOO6LLi 3 KApTOHY 10 "®apmaueBTnyHa "Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Y
"papmMmaueBTUYH KoMnaHisa "3gopos'a” nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
a KkoMnaHis "MepenosyBaHHA" BiAMOBIAHO A0 iHchopmav,i
"3p0pos'a” LLIOA0 MEAMNYHOTO 3aCTOCYBaHHSA pediepeHTHOro
nikapcbkoro 3acoby (MAXALT®, tablets 5 mg, 10
mg, He 3apeecTpoBaHnil B YKpaiHi). BBegeHHsA
3MiH npoTArom 3-X micslwiB nicns
3aTBepAKEHHSA
156. PATIBHUK® kKpem no 15ra6o 30ry MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/5062/01/01
Ty6i, 1 Ty6a B nauui "Knismegnpenap "Knismegnpenapar” 3MiHW | TUNY - 3MEHLUEHHS nepioAy NOBTOPHOIO peyenma
at" BMNpo6yBaHHA 4118 AD|. 3anponoHoBaHO:
[Mepiof NOBTOPHOrO BMNPOGYBaHHs — 18 micAuiB
157. CEHTOP® TabneTku, BKpUTI BAT "leneoH YropwmHa BAT "leneoH YropwmHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/7042/01/01
N1iBKOBOK 060/IOHKOIO, NO PixTep" PixTep", YropwuHa; Monbla 3MiHY | Tuny - 3MiHK Wwoao peyenmom

50 mr no 10 TabneTtok y
6nicTepi; no 1 a6o no 3
6nicTepY Y KApPTOHHIl
yrakoBLi

TOB "l'egeoH Pixtep
Monbwa”, NMonbLa

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B's13aHb Ta YMOB
BMAAYi peecTpauiliHoro noceig4YeHHs,
BK/IOYaoum MnaH ynpasniHHA pusvikamu
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBMMM
[0AATKOBUM AaHVIMK, L0 MatoTb HagasaTucs
KOMMNETEeHTHUM OpraHoM, OCKI/TIbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom) -
BukoHaHHS 3060B'A3aHb BiAMNOBIAHO A0
nignyHKTy 2.3 NyHKTY 2 gofatky 15 go Mopsaky
NpOBeEHHs eKcnepTn3n peecTpaviiHnx
MaTepianis Ha Nikapcbki 3acobu, Wo NoAaTbes
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Ha AepXaBHy peecTpadito (nepepeecTpauiio), a
TaKoX eKCrnepTn3n MaTepiasliB Npo BHECEHHS
3MiH A0 peecTpauiliHux MaTtepianis NpoTAarom fji
peecTpauiiHoro NocBigYEHHs, 3aTBEPKEHOTO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

158.

CEHTOP®

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO, MO
100 mr no 10 Tabnetok y
6nicTepi; no 1 abo no 3
6nicTepy y KapTOHHiIl
ynakoBLi

BAT "TeneoH
PixTep"

YropuwmHa

BAT "TeneoH
PixTep", YropwuHa;
TOB "T'egeoH Pixtep
Monbwa®, Monbwa

YropwwHa/
MonbLa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TNy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpauiiHoro nocBigYeHHs,
BK/HOYatouM MnaH ynpasniHHA pusvkamu
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararTb(€)
noAasnbLIoro 06rpyHTYBaHHS HOBUMU
[04AaTKOBUM AaHVIMK, L0 MatoTb HajaBaTucs
KOMMNETEHTHUM OpraHoM, OCKI/TbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHoMm) -
BukoHaHHS 3060B'A3aHb BiAMOBIAHO A0
nignyHkTy 2.3 NyHKTY 2 gogatky 15 go Mopsagky
NpoBefeHHs eKkcnepTu3n peectpauiiHnx
mMarepianis Ha fikapcbki 3acobw, Lo nogatTbes
Ha AepXaBHy peecTpadito (nepepeecTpauiio), a
TaKoX eKCrnepTM3n MaTepiasliB Npo BHECEHHS
3MiH [0 peecTpauiliHix martepianis NpoTArom fii
peecTpauiiHoro NocBigYeHHs, 3aTBEPAXKEHOT0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/7042/01/02

159.

CIMBPUH3A®

Kpansi o4Hi; no 5 mny
dhnakoHax-KpanenbHULsAX
"Apon-TeliHep®"; no 1
abo 3 chnakoHn y
KapTOHHIlA KopooLi

Hosaprtic ®apma
Al

LLiBefiuapis

AnkoH-KyBpbop

Benbrisa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHM | TUny - 3MiHa y napameTpax cneuudikauiii
Ta/abo JonyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWA/NPOMDKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHLCA Y
npoueci BupobHuuTea APl (3ByKeHHS
[OMYCTUMMX MEX, BU3HAUYEHUX Yy crieundikadii);
3MiHK | TNy - 3MiHa y MeToAax BUNpobyBaHHS
A®| abo BMXigHOrO Matepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa A®I - He3HayHa 3MiHa y
meToauui koHTponto APl BpuHzonamugy 3a
nokasHukom «ldentity IR» BUpobHMLTBA
Carbogen AMCIS AG; 3miHu | TUny - 3miHa y
mMeTofax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTea AdI -
He3HauyHa 3MiHa y MeToauLi KoHTposto Ad|
BpuHsonamuay 3a nokasHukom «Chiral HPLC»
BUpo6HMUTBa Carbogen AMCIS AG; 3MiHu | Tuny
- 3MiHa y MeTogax BunpobysaHHa APl abo

3a
peyenmom

UA/15669/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BVXifHOrO Martepiany/npoMixXHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa A®| - He3HayHa 3miHa y
mMeToauui koHTposno Ad| BpuHzonamuay 3a
nokasHukoM «Loss on Drying» BUpo6HULITBA
Carbogen AMCIS AG; 3MiHu | Tuny - 3miHa y
mMeTofdax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea Ad| -
He3HauHa 3MiHa y MeToauLi KOHTposo Ad|
BpuHzonamupy 3a nokasHukom «Heavy Metals»
BMpo6HuuTBa Carbogen AMCIS AG; 3minu | Tuny
- 3MiHa y MeTogax BunpobyBaHHa Adl abo
BUXIAHOrO MaTepiany/npomixXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®| - HesHauHa 3miHa y
mMeToauui KoHTponto APl BpuHsonamigy 3a
nokasHunkom «ldentity IR» Bupo6HuLTBa Finorga
SAS; 3miHu | TUNY - 3MiHa y MeTogax
BuNpobyBaHHa A®l abo BMXigHOrO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI -
He3HayHa 3MiHa y MeToauLi KOHTponio AdI
BpuH3sonamigy 3a nokasHukom «Chiral HPLC»
BMpO6HMUTBA Finorga SAS; 3miHu | Tuny - 3MiHa
y MeTogax sunpobysaHHA AP abo BUXiAHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI -
He3HayHa 3MiHa y MeToauLi KOHTponio AdI
BpuHsonamigy 3a nokasHukom «HPLC Purity»
BMpO6HMUTBA Finorga SAS; 3miHu | Tuny - 3MiHa
y MeTogax sunpobysaHHA AP abo BUXiAHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI -
He3HayHa 3MiHa y MeToauLi KOHTponio AdI
BpuH3onamigy 3a nokasnumkom «HPLC Assay»
BMpO6HMUTBA Finorga SAS; 3miHu | Tuny - 3MiHa
y MeTogax sunpobysaHHA APl abo BUXiAHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI -
He3HayHa 3MiHa y MeToauLi KOHTponio AdI
BpuH3onamigy 3a nokasHukom «Loss on Drying»
BMpO6HMUTBA Finorga SAS; 3miHu | Tuny - 3MiHa
y MeTogax sunpobysaHHA APl abo BUXIAHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI -
He3HayHa 3MiHa y MeToauLi KOHTponio AdI
BpuH3onamigy 3a nokasHukom «Heavy Metals»
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n/n

JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

160.

COJEPM

Kpem 0,1 % no 25r,50ry

BMpO6HMUTBA Finorga SAS; 3miHu | Tuny - 3MiHa

MeX, BU3HaueHux y cneyudikaisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
- [LONOBHEHHSA cneundikauii 4nsa gitoyoi
peyoBuHM BpuH3onamvigy Bupo6HuuTBa Finorga
SAS HOBMM MeTOoA0M BUNpobyBaHHA «ldentity by
TLC» 3 BignosigHum nimitom «Complies with that
of the reference substance»; 3miHu | TUny - 3miHa
y napameTpax cneuudikayiii Ta/abo gonycTummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
- [LONOBHEHHSA cneuudikauii 4nsa aitoyoi
peyoBuHM BpuH3onamvigy Bupo6HuuTBa Finorga
SAS HOBVMM MeTOZOM BUNPOBYBaHHA «Impurity
by TLC» 3 nimiToM «NMT 0,5%>; 3miHu | TNy -
3MiHa y MmeTogax BunpobysaHHs Ad| abo
BUXIAHOIO MaTepiany/npoMixXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci Bupo6Huutea A®| (iHwi 3MiHM y MmeTogax
BUNPOGYBaHHS) - OHOBJIEHHA po3g4iny 3.2.S.5.
CraHgapTHi 3paskv abo npenapatu
(Brinzolamide, Carbogen AMCIS AG); 3MiHu |
TUMy - 3MiHa y MeTtogax BunpobysaHHs A®l abo
BUXiHOrO Matepiany/npoMiXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpo6bHULTBa APl - OHOBJIEHHA PO3ainy
3.2.S.5. CraHpapTHi 3pasku abo npenapatu
(Brinzolamide, Finorga SAS); 3miHu | Tuny -
3MiHa y napameTpax crneumdikauiii Ta/abo
[OMNYCTUMMX MEX, BU3HAUEHMX y cnevudikauisax
Ha A®|, abo BYXiZHWIA/MPOMIKHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npovueci Bupo6HuLTea A®| - BUNYYEHHS [OMILLKM
G (RRT 1,4-1,6) 3 nimitom «<NMT 0,15 %» 3i
crneundikauii A®1 BpuHsonamigy BUPOGHULITBA
Carbogen AMCIS AG

y napameTpax cneuudikayiii Ta/abo gonycTummx

nocsio4YeHHs

nauuj

Ty6i, No 1 Ty6i B KAPTOHHIA

[Jepmachapm Al

HimeuunHa

mibe MmM6X
ApuHalimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHKM | TNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHnX
npo cucTemy dhapmakoHarnsgy (BBeAeHHs
y3arasibHeHUX JaHuX Npo cUcTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;

KOHTAKTHOT 0cO6M 3 dpapMakoHarnsay 3asiBHuKa

3a
peyenmom

UA/10254/03/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

[ONA 34iicHeHHs dhapMakoHarniagy B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiZiNOBIfANbLHOI 3a 3[jiICHEHHS hapmakoHarnsgy

(BK/THOHAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MilLieHHi MacTep-thaiina cuctemu
thapmakoHarnagy) - 3MiHa KOHTaKkTHOI ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsagy
B YKpaiHi: MponoHoBaHa pepakuisi — banabalu
Bitaniii MvukonaiioBuny. 3mMiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0C06MU, BigNoBiganbHOI 3a 34iAiCHEHHS
chapmakoHarnsgy

161.

COAEPM

Ma3b 0,1 % no25r,50ry
Ty6i, Mo 1 Ty6i B KApTOHHIiA
nauui

[epmachbapm Al

HimeyunHa

mi6e MmeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHY | TUNY - 3MiHK LWoAo
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
BeefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOI 0cobm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0co6M 3 chapmakoHarnagy 3asBHuKa
[ONA 34jiicHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3mMiHa KOHTakTHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
B YkpaiHi: MponoHoBaHa pepakuis — banabalu
BiTaniin MukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co6M, BiANOBIAaUIbHOI 3a 34iICHEHHS
chapmakoHarnsgy

3a
peyerimom

UA/10254/02/01

162.

COAEPM

emy/bCcis HawkipHa 0,1 %
no 20 mn, 50 mny
hnakoHi, no 1 dpnakoHy B
KapTOHHI nayw,i

Oepmachapm Al

HimeyunHa

mi6e MmeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHY | TURY - 3MiHK LWoAo
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHux npo cucTemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
Bi4NoBiga/IbHOI 3a 34jCHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6m 3 thapmakoHarnagy 3asBHuKa
[ANA 34jiCHEHHs dhapmMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKkTHOI ocobu,
BiANOBIAaA/IbHOI 3a 34ilicHEHHA hapmakoHarnsgy
B YkpaiHi: [litova pegakuis — MapTuHiok Onbra

3a
peyenmom

UA/10254/04/01




113

n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

BoraaHiBHa. MNMponoHoBaHa pepakuis — banabalu

BiTaniin MukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX

KOHTaKTHOI 0c06MK, BiANOBifa/IbHOT 3a 34iCHEHHS
chapmakoHarnsgy

163.

COAEPM

PO34MH HaLlKipHuii 0,1 %
no 15 mn, 30 mn, 50 mn,
100 mn y chnakoHax 3
KpanenbHuLeto; no 1
pNakoHy B KApTOHHIl
nauui

Jepmachapm Al

HimeyunHa

Mi6e MmeX
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHY | TUNY - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHux npo cucTemy
hapMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapmakoHarnagy 3asBHuKa
[ONA 3aiiCHeHHs dhapMakoHarniaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dhapMmakoHarnsagy
(BK/IKOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTaKkTHOI ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
B YKpaiHi: MponoHoBaHa pegakuis — banabalu
BiTaniii MukonaiioBuy. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0co6WU, BiAMNOBIfaIbHOI 3a 34iACHEHHS
hapmakoHarnsgy

3a
peyenmom

UA/10254/01/01

164.

COHMIN

TabneTku, BKpUTI
NAiBKOBOK 0H60/I0HKOID, NO
15 wr; no 10 TabneTok y
6nicTepi; no 1 a6o 3
6nictepu B navuj

AT
"KNIBCbKN
BITAMIHHWA

3ABOJ"

YKpaiHa

AT "KNIBCbKUN
BITAMIHHAN
3ABOA"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHM | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvKa peecTpauiiiHoro noceig4YeHHs) (3MiHa
HaliMeHyBaHHs 3asiBHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBepKeHHs); 3MiHu | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BKIKYaK4M AiNbHULL BUNYCKy cepii abo
MicLe NpoBefEeHHS KOHTPOJIHO SKOCTI.
(aisnbHICTb, 3a SAKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3MiHa HalilMeHyBaHHS BUPOOHUKa, 6e3 3MiHU
Micusl BUpo6HULTBa) (TepMiH BBEAEHHS 3MiH
NPOTArom 6-Tv MicALIB MiC/A 3aTBEPAKEHHS)

6e3
peyenma

UA/5288/01/01

165.

COPUTMIK

Tabnetku no 160 mr; no 10
Tabnetok y 6nictepi; no 2
6nicTepy B nayi

AT
"KNIBCBbKWN
BITAMIHHWIA

3ABOJ"

YkpaiHa

AT "KTBCBKIT
BITAMIHHUA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHWU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKa
(BnacHvKa peecTpauiintHOro NocBigYeHHs) (3MiHa
HalilMeHyBaHHs 3asBHUKa) (TepMiH BBeAEHHS
3MiH NpOTArom 6-Tu micauis nicns
3aTBEPAKEHHS); 3MiHK | TNy - AgMiHiCTpaTMBHI

3a
peyenmom

UA/4543/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
Micusi NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapCbKoro
3aco6y, BK/IH0YAKuM AiTbHULL BUNYCKY cepii abo
MicLie NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
(3MiHa HalilMeHyBaHHS BUPOGHUKa, 6€3 3MiHU
Micus BUpo6HuLTBa) (TepMiH BBEAEHHS 3MiH
NpPOTSArom 6-Tv MicsILiB Mic/1s 3aTBepPAKEHHS)

166.

COPUTMIK

Tabnetku no 80 mr; no 10
Tabnetok y 6nictepi; no 2
6nictepy B navi

AT

"KUIBCKWMN

BITAMIHHUIA
3ABOA"

YKpaiHa

AT "KUIBCbKUN
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asiBHUKa
(BnacHvka peecTpaLiiiHoro noceigYeHHs) (3miHa
HalilMeHyBaHHs 3asBHUKa) (TepMiH BBeAEHHS
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBepKEHHS); 3MiHU | Tuny - AgMiHICTpaTuBHI
3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo agpecu
MiCLiAl NPOBaKEHHS AiS/TbHOCTI
BMpPOGHUKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIYaK4M AiNbHULL BUNYCKY cepii abo
MicLie NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTb, 3a SKy BignoBifae
BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK CEpiii)
(3MiHa HalilMeHyBaHHS BUPOOHUKa, 6€3 3MiHU
MicLa BUPO6HULTBA) (TepMiH BBE4EHHS 3MiH
NpoTArom 6-T1 MiCALIB NiCA 3aTBEPAXKEHHS)

3a
peyenmom

UA/4543/01/02

167.

CVPT
KAM®OPHWIA

PO34MH A/19 30BHILUHBOrO
3actocyBaHHA 10 %,
cnupToBMiA No 40 mn'y
dhnakoHax cknsiHUx abo
noniMepHux; no

40 mn 'y hakoHi
CKNsiHOMY a60
noniMepHomy; no 1
donakoHy B nauui 3
KapTOHY

MpAT
dapmaLeBThyHa
thabpuka
"Biona"

YKpaiHa

MpAT
PapmaLeBTUyHa
thabpuka "Biona"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHu | TUNYy - AgMiHICTPATUBHI 3MiHWU. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvka peecTpauiiHoro noceigyeHHs) (3miHa
aapecy 3asaBHuKa) (TepMiH BBeEHHS 3MiH
NpoTArom 3-x MicALIB MiC/1A 3aTBEPLKEHHS);
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHWU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKkovaoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTep, BK/IOYaUM BUMYCK Cepiid)
(3miHa agpecu BUpo6HKKa /13, 6e3 3MiHM MicLA
BMpOo6HULTBA) (TEepMiH BBEAEHHS 3MiH MPOTAroM
3-X MicsUiB nicns 3aTBEPAYKEHHS)

6e3
peyenma

UA/8343/01/01

168.

CTONMIrPEH

TabneTkun, BKPUTI
M/1iBKOBOK 060JIOHKOLD, MO
50 mr; no 6 TabneTok y
6nictepi; no 1 6nictepy B
nayui

AT

"KNIBCbKWM

BITAMIHHW
3ABOJ"

Ykpaina

AT "KUIBCbKWIA
BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis:
3MiHM | TMNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo afpecu 3asBHUKa
(BnacHvKa peecTpaviiHoro noceigYyeHHs) (3MiHa
HaliMeHyBaHHs 3asiBHVKa) (TepMiH BBEAEHHS

3a
peyenmom

UA/7229/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3MiH NpOTArom 6-Tu MicauiB nicns
3aTBepKeHHS); 3MiHK | Tuny - AgMiHICTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MiCLiAl NPOBaKEHHS AiS/TIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6by, BKIKYaKUM AiNbHULL BUNYCKY cepii abo
MicLie NpoBeAEeHHS KOHTPOJIIO AKOCTI.
(aisnbHICTb, 3a SKy Bignosigae
BMPOGHWK/IMNOPTEpP, BKIHOYAKOYN BUMYCK CEPiid)
(3MiHa HalilMeHyBaHHS BUPOOHUKa, 6€3 3MiHU
MicLa BUPOGHULTBA). TepMiH BBEAEHHSA 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPAKEHHS.

169.

CTONMIrPEH

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOID, MO
100 wmr; no 3 TabneTkn y
6nicTepi; no 1 6nictepy B
nauui

AT

"KNIBCbKN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KWTBCBKIT
BITAMIHHW
3ABOS"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TUNy - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvKa peecTpauiiiHoro noceig4YeHHs) (3MiHa
HalilMeHyBaHHs 3as1BHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu Micauis nicns
3aTBEepPKEHHS); 3MiHM | TNy - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLiA NPOBAKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BK/IYa4M AinbHULL BUNYCKy cepii abo
MicL,e NPOBEeAEHHS KOHTPOJIHO SKOCTI.
(misnbHIiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3MiHa HallMeHyBaHHS BUPOOHUKa, 6€3 3MiHK
Micusl BUPO6HULTBA). TEPMIH BBEAEHHS 3MiH
NPOTArom 6-Tv MicALIB NicAs 3aTBEPAKEHHS.

3a
peyenmom

UA/7229/01/02

170.

CTPENTOKIHA3
A-BIODPAPMA

niodpinizat Agnsa po3unHy
Ans iHduysin no 1 500 000
MO, 1 chnakoH 3
niogpinizatom y 6nictepi;
no 1 6nictepy y nauuj 3
KapTOHY

TOB "®3
"BIO®APMA"

Ykpaina

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHuW | TNy - 3MiHW 0 [HCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA [0 po3ainy

"Oco6nMBOCTI 3aCTOCYyBaHHA"

3a
peyerimom

UA/6778/01/02

171.

CYNNbBAKTOMAK
C

MOPOLLOK A1 PO3UNHY
Aans iv'ekuiid, 500 mr/250
mr, 1 donakoH (Ha 10 mn) 3
MOPOLLUKOM Y KapTOHHIi
KopoobLi

Mini Xenckepe
Nimiteq

Benuka
BpuTaHis

BeHyc Pemegic
Nimitep, IHAis;
Csicc lNepeHTepasic
Nta., IHgis

IHgis

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MmiHu | TMNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3amiHa
ab0 BBeAEHHS 40A4ATKOBOI AiNbHALI
BMPOGHMLITBA A1 YACTMHM ab0 BCbOro
BMPOGHMYOro MpoLecy roToBoro NikapcbKoro
3aco6y (AibHMUSA, Ha AKIK NPoBOAATLCS By ab-SKi
BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPOJIH0 SKOCTi Ta BTOPUHHOTO MakyBaHHSA A1
CTEepPW/IbHMX NiKapCbKUX 3ac06iB (BKIOUaAun
BMPOGEHI acenTUYHUM METOA0M), KpiM
NikapcbKunx 3acobiB 6i010r4HOro/iMyHONOrYHOrO
NOXOPKEHHS) - BBEJEHHSA [0jaTKOBOI0

3a
peyenmom

UA/6154/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BMpobHuka M3 - Ceicc MNMepeHTepanc /1T4.,
IHAisA. BBeAeHHSA 3MiH NPOTAroM 6-Tu MicALiB
nicns saTeeppkeHHs. CynyTHs 3MiHa - 3MiHu 3
AKocTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOGHUUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHULI BUPOBHULTBA /19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3acoby (AinbHMULA AN BTOPUHHOTO NakyBaHHS) -
BBEeHHS 404aTKoBOro BupobHuka M3 - Ceicc
MepexTepanc N14., IHgis.

BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUMYCKY
cepii Ta KOHTPOJIt0 SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHSA BUPOGHKKA, Lo
Bignosigae 3a BBe3eHHA Ta/abo BUnyck cepir) -
Bkntoyaroun KoHTposb/BUNpobyBaHHA cepii -
BBE/IeHHSA [0AaTKOBOro BUPOOHWKA, BBEAEHHS
[opartkoBoro BupobHuka 13 - Ceicc
MepexTepanc N14., IHAiA. BBefeHHs 3MiH
NpOTArom 6-Tu MiCALIB MiCNA 3aTBEPIXKEHHS.
3MmiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag, (iHwi 3mMiHu) -
3a3HayeHHs B p. «Cknafy» KiJIbKOCTi 4ilounx
PEyYoBWH Y BUrNAAI Macu akTVBHOTO KOMMOHEHTA.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKEHHS. 3MiHu Il Trny - 3MiHM 3 AKOCTI.
A®I. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BUWXiHOro/NPOMKHOro NpoAyKTy/pearenTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY npoueci APl
ab60 3MiHa BMPOGHWMKa (BKNOYatouu, ae
HeobXxifHO, MicLie NPOBEAEHHS KOHTPO/IO AKOCTI)
A®I (3a BigcyTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBEAEHHS HOBOroO BUPOGHNKa AdI 3
HagaHHAM mMacTep-thaiina Ha A®l) - ans
BMpo6Huka M3 - Ceicc MNepeHTepanc NT4., HAaia
BBE/lEHHS 40aTKOBOro BUpPOo6HMKka API
LledpTpiakcoHy HaTpito Ta CynbbakTamy HaTpito -
Aurobindo Pharma Limited, IHgis.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.

172.

CYNMbBAKTOMAK

C

MOPOLLOK A/15 PO3YNHY
Ans iH'ekuii, 1000 mr/500
mr, 1 donakoH (Ha 20 mn) 3
NMOPOLLKOM Y KOpo6Li

Mini Xenckepe
Nimiten

Benvka
BpuTtaHis

BeHyc Pemegic
Nimviten, HAajs;
Csicc lNepeHTepanc
nra., IHais

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MmiHu | TMny - 3MiHK 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
ab0 BBeleHHA 404ATKOBOI AiNbHALI
BMPOGHULITBA A1 YACTUHU ab0 BCbOTO

3a
peyenmom

UA/6154/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMPOGHNYOro NpoLecy roToBOro MikapCbKoro
3aco6y (AinbHMLSA, Ha SiKili NPoBOAATLCA By Ab-SKi

BUXIAHOrO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoLeci AdI,

Heo
AD

€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMy

[ocbe)(BBEAEHHS HOBOro BUPOGHMKa AdI 3
HafaHHAM MacTep-thaiina Ha AdI) - ans

BMpo6Huka 13 - Ceicc MepeHTepaic /1T4., IHAIA

nikapcbkuii 3aci6. Onuc Ta cknag (iHwi 3MiHu) -
3a3HayeHHs B p. «Cknagy» KiflbKOCTi Aioumnx
PEYOoBWH Y BUrNAAI Macu akTVBHOTO KOMMOHEHTa
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAXKEHHSA. 3MiHM Il TMNY - 3MiHK 3 AKOCTI.

BMPOOHUYI CTagji, 3a BUHATKOM BUNYyCKy cepil,
KOHTPOJTHO SKOCTi Ta BTOPUHHOTO NMakyBaHHA A1
CTEPUNBHUX NiKapPCbKMX 3aco6iB (BKIOUaUM
BMPOGEHI acenTUYHUM METOA0M), KpiM
nNiKapcbKnx 3acobiB 6io/10r4YHOro/iMyHOMOrYHOrO
NMOXOPKEHHS) - BBELEHHS [,04aTKOBOrO
BMpo6HUka M3 - Ceicc MNepeHTepanc NT4,.,
IHAis. BBEAEHHSA 3MiH NpOTAroM 6-Tu MicsuiB
nicnsa 3aTBepmxeHHs. CynyTHA 3MiHa - 3MiHU 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOG6HMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
LinbHUL BUPOBHULTBA A/18 YACTUHN a0 BCbOro
BMPOGHMYOro NpoLecy roToBoro NikapcbKoro
3aco6y (AinbHMLA AN BTOPUHHOTO NakKyBaHHS) -
BBeEHHS [04aTKoBOro BupobHuka M3 - Ceicc
Mepextepanc N14., IHgis.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpPKEHHSA. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapcbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJt0 AKOCTi FOTOBOTO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0
BiANOBigae 3a BBe3€HHA Ta/abo Bunyck cepi) -
Bkitoyaroum KOHTPosb/BUNPOBYBaHHA cepii -
BBE/IEHHS 10aTKOBOro BUPOOHMKA, BBEAEHHS
popartkoBoro BupobHuka 13 - Cicc
MepeHnTepanc /1T4., IHAiS. BBegeHHs 3MiH
NpOTArom 6-Tn MIiCALIB NiCNA 3aTBEPIXKEHHS.
3miHu | TMNY - 3MiHKW 3 AKoCTi. FoToBUIA

A®I|. BupobHuLTBO. 3MiHa BUPOGHMKa

abo 3miHa BUpo6HWKa (BkoHaoun, ae
6Xxi4HO, MicLie NpoBeAEHHS KOHTPOJIIO AKOCTI)
| (3a BiAgcyTHOCTI cepTudpikaTa BiANOBIAHOCTI

BBeJEHHS [04aTKOBOro BUPO6HUka Adl
LledpTpiakcoHy Hatpito Ta CynbbakTamy HaTtpito -
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Aurobindo Pharma Limited, IHgis.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

173.

CYNb®AQNMET
OKCWUH-
JAPHULA

Tabnetku no 500 mr no 10
Tab1eToK Y KOHTYpHii
YapyHKOBIli ynakosLyj; no 1
KOHTYPHIli YapyHKOBIi
ynakosLi y nayui; no 10
TabneToK y KOHTYPHUX
YapyHKOBUX ynakoBKax

MpAT
"@apmaueBTUYH
a chipma
"fapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
dipma "lapHnua”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHKM | TNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHnX
npo cucTemy dhapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHunx Npo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOT 0CO6M 3 papMakoHarnsay 3asBHMKa
[ONA 3aiicHeHHs dhapMakoHarniagy B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOHAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MilLieHHI MacTep-thaiina cuctemu
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBifanbHOI 3a hapmakoHarnsag.
3arBepmxeHo: CmoBx CTaHicnaBa AHaToniiBHa.
3anponoHosaHo: Cipaxos Irop OnekcaHgposumy

3a
peyenmom

UA/2999/01/01

174.

CYNb®OKAM®O
KAIH-AAPHULIA

pO34MH ANa iH'ekuiid, 100
Mr/MA Mo 2 M B amnyni;
no 5 amnyn y KOHTYpHIi
YapyHKOBIli ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yMakoBKU B mauLli

MpAT
"®apmaueBTUYH
a chipma
"fapHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
thipma "apHnua”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHKM | TNy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (sBefeHHs
y3arasibHeHVX AaHunx Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 papMakoHarnsay 3asiBHuUKa
[ONA 34jicHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEeHH:A ddapmakoHarnsagy
(BK/IHOHAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBifanbHOI 3a hapMakoHarnisag.
3arBepaxeHo: CmoBx CTaHicnasa AHaTtoniiBHa.
3anponoHoBaHo: Cipaxos Irop OnekcaHapoBsumy

3a
peyenmom

UA/7392/01/01

175.

CYNEPBIT

TabneTku xyBasbHi; no 10
Tabnetok y 6nictepi; no 3
6nictepn y nauui

AT

"KNIBCbKN

BITAMIHHWUIA
3ABOA"

YKpaiHa

AT "KUIBCBKUN
BITAMIHHA
3ABOA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
(BnacHvka peecTpaLiiiHoro noceigyYeHHs) (3miHa
HaliMeHyBaHHs 3asiBHVKa) (TepMiH BBEEHHS
3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBepKeHHs); 3MiHu | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLSt NPOBaMKEHHS AisiSTbHOCTI

6e3
peyenma

UA/5698/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BK/IYaumn AinbHULL BUNYycKy cepii abo
MicLe NpoBefEHHsI KOHTPOJIHO AKOCTI.
(misnbHIiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, BK/IOUAUM BUMYCK Cepiif)
(3miHa HaliMeHyBaHHSA BUPO6HYKa, 6e3 3MiHK
Micus BUpo6HuuTBa) (TepmiH BBEAEHHS 3MiH
NPOTArom 6-Tv MicALIB Nic/A 3aTBEPAKEHHS)

176.

TAY®OH-
JAPHULA

Kpansi O4Hi, po3unH, 40
mr/mn no 5 ma a6o 10 mn
y thnakoHi; no 1 donakoHy
B nauuj

MpAT
"®apmaueBTUYH
a hipma
"fapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "OapHuus"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHY | TUNY - 3MiHK WoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHyx npo cucTemy
hapmakoHarnsgy, 3MiHa yNnoBHOBaXXEHOI 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0co6M 3 chapmakoHarnagy 3asBHuKa
[ONA 34jiicHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHoTl
ocobu, BiAgnoBifanbHOI 3a hapmakoHarnag.
3arBepmkeHo: CmoBx CTaHicnaBa AHaToniiBHa.
3anponoHosaHo: Cipaxos Irop OnekcaHApoBuY

3a
peyerimom

UA/1894/01/01

177.

TEMOAAN®

kancynu no 20 mrno 1
kancyni y cawe; no 5 abo
no 20 calle y KapTOHHiii
Kopobu,i

Lepinr-Mnay
CeHTpan Ict Al

LLiBefuapis

BMPOGHMLTBO
Hepo3dhacoBaHoT
nNpoAayKLUii, NepBnHHa
ynakoBka Ta
KOHTPO/b AKOCTI:
OpioH ®apma,
PiHNAHA)S;
nepBunHHa Ta
BTOPWHHA YNaKoBKa,
[03BiN Ha BUMYCK
cepii: WepinHr-Mnay
Na6o H.B., benbris

diHnangisa/
Benbrisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHuM | TNy - 3MiHK WoA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHst ab0 3MiHU [0 y3araslbHeHUX AaHnX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo cucTemy
thapmMakoHarnsgy, 3mMiHa yNnoBHOBaXXEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0c0o6M 3 chapmakoHarnagy 3asBHuKa
[ONA 3ajicHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAaA/IbHOI 3a 34ilicHEHHA hapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHW y
pO3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnagy) - [itoya pefakuis:
yNOBHOBaXKeHa 0co6a, BignoBiganbHa 3a
3ailicHeHHs chapmakoHarnagy: Xanet
Xopm6peii. MponoHoBaHa peaakLisi:
yNOBHOBaXKeHa 0co6a, BignoBigasbHa 3a
3piicHeHHs dhapmakoHarnagy: fJokrop ai
Jemon. 3MiHa KOHTaKTHUX JaHuX. 3MiHa Y
po3MilLeHHi MacTep-dainy

3a
peyerimom

UA/4893/01/02
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Kopobu,i

nNpoAayKLUii, NepBnHHa

ynakoBka Ta

6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
BBefeHHst abo 3MiHMU [0 y3arasibHeHUX AaHWX

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
178. | TEMOOAN® kancysv no 100 mr no 1 LWepinr-Mnay LLiBefiuapis BMPOGHMLTBO diHnangis/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/4893/01/03
Kancyni y cawe; no 5 abo CeHtpan Ict Al Hepo3dhacoBaHOT Benbris 3MiHKM | TNy - 3MiHK WoA0 peyenmom
no 20 calle Y KapTOHHIl NpoAyKLuii, NnepBuHHa 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
Kopobui yrnakoBka Ta BBefeHHs1 ab0 3MiHU [0 y3arasibHeHUX AaHKX
KOHTPO/b SIKOCTI: npo cucTemy dhapmakoHarnsgy (BBeAeHHs
OpioH ®apwma, y3arasibHeHNxX AaHnx npo cuctemy
PiHnAHAIS; hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
nepBrHHa Ta BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
BTOPWHHA ynakoBkKa, KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHVKa
[03BIiNT Ha BUMYCK [ONA 34jiCHeHHs dhapmakoHarniagy B YkpaiHi,
cepii: WepiHr-Mnay AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
Na6o H.B., benbris BiZiNOBIfANbLHOI 3a 3jiICHEHHS hapmakoHarnsgy
(BK/THOHAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [irova pegakuis:
yMoBHOBaXeHa 0co6a, BiAnoBiga/ibHa 3a
3fjiicHeHHs hapmakoHarnagy: XXKaHet
Xopmb6peii. MponoHoBaHa peaakuis:
yMoOBHOBaXeHa 0co6a, BiAnoBiga/ibHa 3a
3piicHeHHs dhapmakoHarnsagy: fJokrop lai
[Jemon. 3miHa KOHTakTHUX AaHunx. 3miHa y
PO3MiLLEHHI MacTep-goaiiny
179. | TEMOAAN® kancynu no 140 mr no 1 LWepiHr-Mnay LLiBeiiapis BUPOGHMLTBO ®iHnsaHgia/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/4893/01/05
Kancyni y cawe; no 5 abo CenTtpan lct Al Hepo3chacoBaHo| Benbrisa 3MiHY | TUNY - 3MiHK WoAo peyenmom
no 20 calue y KapTOHHii NpoAyKLuii, NnepBUHHa 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
Kopobui yrnakoBka Ta BBefeHHA abo 3MiHW [0 y3arasibHeHUX AaHnX
KOHTPO/b AKOCTI: npo cuctemy thapmakoHarnsgy (BBefeHHS
OpioH ®apma, y3ara/lbHeHUX JaHux npo cucTemy
PiHNAHAIA; hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHO! 0cobu,
nepBMHHa Ta Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
BTOPWHHA ynakKoBKa, KOHTaKTHOI 0co6M 3 thapmakoHarnagy 3asBHuKa
[03BiN Ha BUMNYCK [ONA 3aiiCHeHHs dhapMakoHarnaay B YkpaiHi,
cepii: WWepiHr-Mnay AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
Na6o H.B., benbris BiANOBIAA/IbHOI 32 34ilicCHEHHA dhapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - [itoya pegakuis:
yNOBHOBaXeHa 0coba, BifnosiganbHa 3a
3fjificHeHHs thbapmakoHarnsagy: XKanet
Xopmb6peii. MponoHoBaHa pegakuis:
yNOBHOBaXeHa 0coba, BifnosiganbHa 3a
3piiicHeHHs hapmakoHarnagy: floktop ai
[Jemon. 3miHa KOHTaKTHUX AaHux. 3miHa y
pO3MiLLEeHHI MacTep-ghaiiny
180. | TEMOAAN® kancynv no 180 mr no 1 Lepinr-Mnay LLiBefuapis BMPOGHMLTBO diHnangisa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/4893/01/06
Kancyni y cawe; no 5 abo CeHTpan Ict Al Hepo3dhacoBaHoT Benbris 3MiHuM | TNy - 3MiHK WoA0 peyenmom
no 20 calle y KapTOHHiii
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTPO/b SIKOCTI: npo cucTemy dpapmakoHarnsgy (BBefeHHs
OpioH ®apma, y3araibHeHUX JaHyX Npo cucTemy
PiHNAHA)A; hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
nepBuHHA Ta BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
BTOPWHHA ynakoBKa, KOHTaKTHOI 0co6m 3 chapmakoHarnagy 3asBHuKa
[03BiN Ha BUMYCK [AnA 34iiCHEHHA dhapmakoHarnsgy B Ykpaii,
cepii: WWepiHr-Mnay AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
Na6o H.B., benebris BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy
(BKIHOYAIOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [itova pefakuis:
yNOBHOBaXKeHa 0co6a, BignosiganbHa 3a
3gjificHeHHs chbapmakoHarnsagy: XKaxet
Xopm6peii. MponoHoBaHa pefakLis:
yNOBHOBaXKeHa 0co6a, BignosiganbHa 3a
3pificHeHHs hapmakoHarnsagy: fokrop ai
[emon. 3MiHa KOHTaKTHUX AaHuX. 3MiHa Y
po3MilLeHHI MacTep-chaiiny
181. | TEMOOAN® kancysv no 250 mr no 1 LWepiHr-Mnay LLiBefiuapis BMPOGHMLTBO diHnangisa/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/4893/01/04
Kancyni y cawe; no 5 abo CeHTpan lct Al Hepo3dghacoBaHO! Benbris 3MiHKM | TNy - 3MiHK WoA0 peuenmom
no 20 calue y KapTOHHii NpoAyKuii, NnepBuUHHa 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy.
Kopobui ynakoBka Ta BBefeHHs1 abo 3MiHU [0 y3arasibHeHUX AaHKX
KOHTPO/b SIKOCTI: npo cucTemy dhapmakoHarnsgy (BBeAeHHs
OpioH ®apwma, y3arasibHeHNxX AaHnx npo cucremy
diHNAHAIS; hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
nepBrHHa Ta BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
BTOPWHHA ynakoBkKa, KOHTaKTHOI 0cO6M 3 chapmakoHarnagy 3asBHuKa
[03BIiNT Ha BUMYCK [ONA 3ajiicHeHHs dhapMakoHarniagy B YkpaiHi,
cepii: Wepinr-Mnay AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
Na6o H.B., Benbris BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOHAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MilLLeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - [irova pegakuis:
yMoBHOBaXKeHa 0co6a, BiAnoBigasibHa 3a
3ailicHeHHs thapmakoHarnsagy: XXawet
Xopmbpeii. MponoHoBaHa pegakuis:
yMoBHOBaXKeHa 0co6a, BiAnoBifasibHa 3a
3pilicHeHHs dhapmakoHarnsagy: fJokrop ai
[Jemon. 3miHa KOHTakTHUX AaHunx. 3miHa y
PO3MiLLEHHI MacTep-goaiiny
182. | TEMOAAN® NMOPOLLOK A1 PO3UNHY LWepiHr-Mnay LLiBeiiuapis BUPOGHMLTBO HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/4893/02/01
Ans iHdysii no 100 wmr, 1 CeHTpan Ict Al Hepo3chacoBaHo| /benbris 3MiHY | TURY - 3MiHK LWoAo peyenmom

¢hNakoH 3 NOpPOLLKOM Y
KapTOHHIlA KopooLi

nNpoAyKLuii, NnepBnHHe
nakyBaHHs Ta
KOHTPO/b AKOCTI:
Bakctep OHkonoaxi
M6X, HimeyunHa;
BTOpPWHHE

6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHux npo cucTemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
Bif4noBiga/IbHOI 3a 34iCHEHHST chapMakoHarnsay;
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nakyBaHHS Ta [03BiN
Ha BUMycK cepii:
LepiHr-Mnay Na6o
H.B., Benebris

KOHTaKTHOI 0cOo6M 3 thapmakoHarnagy 3asBHuKa
[ONA 3aiiCHeHHs dhapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsagy
(BK/KOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3milLeHHi MacTep-thaiina cucremm
thapmakoHarnagy) - [irova pegakuis:
ynoBHOBakeHa 0co6a, BiAnosiganbHa 3a
3ailicHeHHs thapmakoHarnsgy: Xaxet
Xopmbpeii. MponoHoBaHa pepakuis:
ynoBHOBakeHa 0co6a, BiAnosiganbHa 3a
3pilicHeHHs dhapmakoHarnsagy: Jokrop ai
[Jemorn. 3miHa KOHTakTHUX AaHunx. 3miHa y
pO3MiLLEeHHI MacTep-ghainy

183.

TETPAKCUM/
TETRAXIM
BAKLUMHA ANnsi
MPODIIAKTUKN
ANDTEPI,
MPABLS,
KALLI/TIOKY
(ALENONAPHU
1 KOMMOHEHT)
TA
nonioMienITy
ALCOPBEOBAHA,
IHAKTUBOBAHA,
PIAKA

CycneHsis Ans iH'ekuii no
0,5mn (1 gosa) y
nonepeAHbLO 3arnoBHEHOMY
LINpUL 3 MPYKPINIEHO
ronkoto (abo 2-ma
okpemumMu ronikamm) Ne 1

CaHodpi Nactep
C.A

®paHuis

CaHocpi MacTep C.

A., ®paHuis; 3AT

"CaHodpi-ABeHTIC",
YropLlmHa

PpaHuin/
YropumHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHY | TUNY - 3MiHK LWoAo
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
BeefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHnX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHyx Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0co6M 3 chapmakoHarnagy 3asBHuKa
[ONA 34jiicHeHHs dhapmakoHarnagy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BK/IHOYAIOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-chaiina cuctemm
hapmakoHarnsagy) - 3MiHa ynoBHOBaxeHoTl
0ocobu 3asiBHUKA, BiANOBIAA/IBHOI 3a
dhapmakoHarnsg. 3arsepgkeHo: dpaHuyasa
CinnaH/Francoise Sillan. 3anponoHoBaHo: Epik
Teo/Eric Teo. 3MiHa KOHTaKTHOI 0CO6M
YMOBHOBaXeHOT 0c06M 3asBHUKA B YKpaiHi.
3arBepaxeHo: HeuvenypeHko MapuHa
BacunisHa. 3anponoHoBaHo: KnilwmH AHTOH
MwukonainoBuy. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOBaXEHOI 0CO6M 3asiBHMKA. 3MiHA
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu.
3a3HayeHHs Homepa Ta 3MiHa
MicLLe3HaxX0MKEHHST MacTep-haiina. 3miHa micus
3[iACHEHHS OCHOBHOI AisNIbHOCTI 3
chapmakoHarnsgy

3a
peyerimom

UA/13069/01/01

184.

TIAMIHY
XNnoPuJ-
JAPHULA
(BITAMIH B1-
JAPHULS)

PO34uH AN iH'ekuUiid, 50
Mr/Mn no 1 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLj, no 2
KOHTYPHi 4apyHKOBI

MpAT
"papmMaueBTUYH
a hipma
"fNapHuus"

YKpaiHa

MpAT
"PapmaueBTnyHa
ipma "dapHuus”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHY | TURY - 3MiHK LWoAo
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX faHnX
npo cucTtemy chapmakoHarnsgy (BBefeHHs

3a
peyenmom

UA/5489/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

YynakoBKU B naqui

y3ara/ilbHeHUX JaHvx npo cucTemy
thapmMakoHarnagy, 3mMiHa ynoBHOBaXeHO! 0ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0cOo6M 3 thapmakoHarnagy 3asBHuKa
[ONA 3aiiCHeHHs dhapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapmakoHarnsagy
(BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
po3milLeHHi MacTep-thaiina cucremm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBifanbHOI 3a hapMakoHarnsag.
3artBepakeHo: CmoBx CTaHicnasa AHaToniiBHa.
3anponoHoBaHo: CipaxoB Irop OnekcaHApoBMY

185.

TIAPA YO

TabneTku, BKPUTI
MNNiBKOBOK 060/10HKOI0, MO
160 mr/25 mr no 7
Tab1eToK Y KOHTYpHii
YapyHKOBIli ynakoBLj, no 2
ab60 no 4 KOHTYpHi
YapyHKOBi YNakoBKu Y
nauuj

MpAT
"GapmMaueBTNYH
a chipma
"fNapHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHY | TUNY - 3MiHK LWoA0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHux npo cucTemy
hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHO! 0cobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapmakoHarnagy 3asBHuKa
[ONA 3aiiCHeHHs dhapMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 32 34ilicCHEHHA dhapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT
ocobw, BignoBiganbHOI 3a hapMakoHarnsag.
3anponoHosaHo: Cipaxos Irop OnekcaHgposumy

3a
peyenmom

UA/16280/01/01

186.

TIAPA 4YO

TabneTku, BKpUTI
N1iBKOBOK 060/IOHKOIO, MO
160 mr/12,5 mrno 7
Tab1eToK y KOHTYpHii
YapyHKOBIli ynakosLj, no 2
ab60 no 4 KOHTYpHi
YapyHKOBi YNakoBKu Y
nauui

MpAT
"®apmaueBTUYH
a chipma
"fapHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
thipma "lapHnua”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHKM | TNy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (sBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 papMakoHarnsay 3asBHuUKa
[ONA 34jicHeHHs dhapMakoHarniagy B YkpaiHi,
SKLLO BOHA BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEeHH:A ddapmakoHarnsagy
(BK/IHOHAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi
ocobu, BignoBifanbHOI 3a hapMakoHarnisag.
3anponoHoBaHo: Cipaxos Irop OnekcaHApoBuY

3a
peyenmom

UA/16280/01/02

187.

TIAPA YO

TabNeTKkn, BKPUTI

MpAT

YKpaiHa

NpAT

YKpaiHa

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis:

3a

UA/16280/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NNiBKOBOK 060/10HKOK, MO | "dapmavueBTuH "dapmaneBTnyHa 3MiHK | TRy - 3MiHW Wopao peyernmom
80 mr/12,5 mr no 7 a hipma ipma "dapHuus” 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
Tab1eToK Y KOHTYPHii "fNapHuus" BBegeHHs abo 3MiHM [0 y3arasibHeHVX JaHnX
YapyHKOBIli ynakoBLj, no 2 npo cuctemy chapmakoHarnsgy (BBefeHHS
ab0 no 4 KOHTYpHI y3araibHeHUX JaHyX Npo cucTemy
YapyHKOBI YNakoBKW Yy hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
nauui BiANOBIA&/IbHOI 3a 34iiCHEHHSA hapmakoHarnsaay;
KOHTaKTHOI 0co6m 3 chapmakoHarnagy 3asBHuKa
[AnA 3giiCHEHHA dhapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BK/IHOYAIOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-thaiina cuctemm
thapmakoHarnsagy) - 3MiHa ynoBHOBaXeHoT
ocobu, BiAgnoBifabHOI 3a hapmakoHarnag.
3anponoHoBaHo: CipaxoB Irop OnekcaHApoBMY
188. | TIAPA TPIO® TabneTku, BKPUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15070/01/01
nAiBKOBOK 060/10HKO, N0 | “"dapmaleBTUYH "®apmaueBTnyHa 3MiHKM | TUNy - 3MiHK WoA0 peyenmom
5 mr/12,5 mr/160 mr Ne 14 a chipma thipma "AapHuusa” 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
(7x2), Ne 28 (7x4), Ne 35 "OapHuus” BBefeHHA abo 3MiHW [0 y3arasibHeHUX AaHnxX
(7x5) y KOHTYpHUX npo cuctemy thapmakoHarnsgy (BBefeHHS
YapyHKOBUX yNakoBKax B y3ara/lbHeHUX JaHvx npo cucTemy
nauui hapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobum,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cOo6M 3 thapmakoHarnagy 3asBHuKa
[ONA 3aiiCHEeHHs dhapMakoHarnaay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dhapmakoHarnsagy
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHO|
ocobw, BignoBiganbHOI 3a hapMakoHarnsg.
3arBepakeHo: CmoBx CTaHicnaBa AHaToniiBHa.
3anponoHoBaHo: CipaxoB Irop OnekcaHApoBMY
189. | TIOMEHTAN niodpinizat Ans po3vnHy MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/3916/01/01
ans iH'ekuii no 0,5 ; "Kuismegnpenap "Kuismegnpenapart" 3MiHM | TUny - 3MiHa Ha3BW BUPO6HUKa AdI, 6e3 peyenmom
dhnakoHu 3 nioghinisatom at" 3MiHM MiCLii BUPOGHMLITBA, 3 BiANOBIAHUMY
3MiHamu a0 p. «Ckiag»
190. | TIOMEHTAN niodpinisat Ans po3umHy MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/3916/01/02
ans iv'ekuii no 1,0, "Knismegnpenap "Knismegnpenapar” 3MiHM | TUNY - 3MiHa Ha3BK BMPOGHMKa AdI, 6e3 peyenmom
thnakoHu 3 niodpinisatom at" 3MiHW MicLis BUPOGHMLITBA, 3 BiANOBIAHUMY
3MiHamu ao p. «Ckrag»
191. | TOPBAKAPO® 10 | TabneTku, BKpUTI TOB "3eHTiBa" Yecbka AT "CaHeka CnoBaubka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3849/01/01
nAiBKOBOK 060/I0HKOID, MO Pecny6nika dapmacbloTikans" Pecny6nika 3MiHKM | TRy - 3MiHK WoA0 peuyenmom

10 mr Ne 30 (10x3), Ne 90
(10x9) y bnicTepax

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUX fJaHnX Mpo CUCTeMy
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOT 0CO6M 3 papMakoHarnsay 3asBHuUKa
[ONA 34jicHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiZiNOBIfANbLHOI 3a 3jiiCHEHHS hapmakoHarnsgy
(BK/THOHAKOUN KOHTAKTHI JaHi) Ta/abo 3miHW y
pO3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHoi
ocobu, BignoBifasbHOI 3a hapMakoHarniag.
3aTtBepmkeHo: Ludmila Filipova.
3anponoHosaHo: Eric Teo/ Epik Teo. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0Cco6M
3asBHMKa B YKpaiHi. 3aTBepmxeHo: BoliTeHko
AHTOH eoprilioBny. 3anponoHoBaHo: KnilumH
AHTOH MyKoNaioBmy. 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOI 0c06U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0c06M. 3MiHa MicLs 34iiCHEHHS
OCHOBHOI AisifIbHOCTi 3 hapmakoHarnsagy. 3miHa
afpecu MicLie3HaxoKeHHss macTep-daiina.
3miHa Homepa macTep-aiina

192,

TOPBAKAPA® 20

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOID, MO
20 mr Ne 30 (10x3), Ne 90
(10x9) y 6nicTepax

TOB "3eHTiBa"

Yecbka
Pecny6nika

AT "CaHeka
PapmacbloTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHKM | TNy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHnX
npo cucTemy dhapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHunx Npo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOT 0CO6M 3 papMakoHarnsay 3asBHuKa
[ONA 3aiicHeHHs dhapMakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
(BK/THOHAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MiLLLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
ocobwu, BignoBifanbHOI 3a hapmakoHarnsag.
3aTtBepmkeHo: Ludmila Filipova.
3anponoHoaHo: Eric Teo/ Epik Teo. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKeHOT 0cobm
3asBHMKa B YKpaiHi. 3aTBepaxeHo: BoliTeHko
AHTOH [eopriioBny. 3anponoHosaHo: KniwwH
AHTOH MyKoNaioBmy. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0C06U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOi 0cO6U. 3MiHa MicLA 3AiACHEHHSA
OCHOBHOI AisiNIbHOCTi 3 hapmakoHarnsgy. 3miHa
afpecu MicLie3HaxokeHHss macTep-aiina.
3miHa Homepa macTep-gainna

3a
peyenmom

UA/3849/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

193.

TOPBAKAPA® 40

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOI0, MO
40 mr Ne 30 (10x3), Ne 90
(10x9) y 6nicTepax

TOB "3eHTiBa"

Yecbka
Pecny6nika

AT "CaHeka
PapmacbloTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHKM | TNy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHEHNX JaHnX
npo cucTemy dhapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHunx Npo cuctemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOT 0CO6M 3 hapMakoHarnsay 3asBHuKa
[ONA 34jiCHeHHs dhapmakoHarniagy B YkpaiHi,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiZiNOBIfANbLHOI 3a 3jiICHEHHS hapmakoHarnsgy
(BK/THOHAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MilLieHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
ocobwu, BignoBifabHOI 3a hapMakoHarniag.
3aTtBepmkeHo: Ludmila Filipova.
3anponoHoaHo: Eric Teo/ Epik Teo. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0Cco6M
3asBHMKa B YKpaiHi. 3aTBepmaxeHo: BoliTeHko
AHTOH eoprilioBny. 3anponoHoBaHo: KnilumH
AHTOH MyKoNaioBmy. 3MiHa KOHTaKTHUX AaHuX
YMNOBHOB&XEHOI 0C06U. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0c06M. 3MiHa MicLS 34iiCHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsagy. 3miHa
afpecu MicLie3HaxoKeHHss macTep-aiina.
3miHa Homepa macTep-aiina

3a
peyenmom

UA/3849/01/03

194.

TPUKAPA

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOID, MO
20 wr; no 10 TabneTok y
6nicTepi; no 3 6rictepu 'y
nauui

AT

"KNIBCbKN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KWTBCBKIT
BITAMIHHW
3ABOS"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TUNy - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHviKa peecTpauiiiHoro noceig4YeHHs) (3miHa
HalilMeHyBaHHs 3asiBHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu Micauis nicns
3aTBEepPXEHHS); 3MiHM | TNy - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLiA NPOBAKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro likapcbkoro
3aco0by, BKIYa4mM AinbHULL BUNYyCKy cepii abo
MicLe NPOBEeAEHHSI KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3MiHa HallMeHyBaHHS BUPOOHUKa, 6€3 3MiHK
Micus BUpo6HuuTBa) (TepmiH BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB Mic/1A 3aTBEPAKEHHS)

3a
peyenmom

UA/7597/01/01

195.

TPUXOMNON®

Tabnetku BariHanbHi 500
mr, no 10 Tabnetok y
6nictepi; no 1 6nictepy y
KapTOHHI Kopobui

dapmaLeBTUYHN
i1 3aBOf
"MONb®APMA"
C.A.

MonbLla

dapmaueBTUYHN
3aBog
«Monbthapmax» C. A.

MonbLla

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHWU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa

3a
peyerimom

UA/1306/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
roTOBOrO /1iKapCbKOro 3acoby, BK/IoUaoun
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky BifAnoBigae
BMPOGHMK/IMNOPTEp, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecun. BeBeeHHs 3MiH NpoTAroM 6-u
MicsLiB NicNs 3aTBEPAKEHHS
196. | TPYNICITI PO34MH A4 iH e no Eni Ninni HigepnaHgu BUPO6HUYMBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/15601/01/01
0,75 mr/0,5 mn no 0,5 mn Hepepneng 6.B. 00308aHoOI chopmu, cuwA/ 3MiHu | TMNy - 3MiHKW 3 KOCTi. FoTOBUIA peuenmom
PO3YMHY B CKISTHOMY KOHMpPOJ/ib ITanis/ nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3aMiHa
LINpuLi, BKNageHoMy B BetTep ®apma- IpnaHgis abo BBeEeHHS 404aTKOBOI AiNbHULI

04HOPa30BY LUMPULL-PYUKY;
no 4 nonepegHb0
3arnoBHEHVX LLUMPULL-PYYKU
B yrnakoBLi

PepTiryHr FM6X i
Ko. KI, HimeuyunHa;
BUPOGHUYMBO 3a
MOBHUM YUK/IOM:
BUPOGHUYMBO
0do308aHoi chopmu 8
wrpuyax,
rnakysaHHsi ma
mapkysaHHs1, 36ip
wrnpuy-pyyKu,
KOHMPO/Ib, BUMYCK
cepii 20mosozo
JliKapCbKo20 3acoby
Eni Ninni eng,
Komnani, CLUA,
BMOPUHHA
ynakoska,
KOHMpPO/ib, 0038i/
Ha Burnyck cepii:
Eni Ninni Itanisa
C.N.A., Itanis;
KOHMPO/b:

Eni Ninni KiHcenn
Nimiten, lpnaHgis;
KOHMPO/b:
Yapnb3 Pisep
Na6opaTopi3
Alipneng Nimitepn,
Ipnangis

BUPOGHMLITBA A/151 YACTUHM ab0 BCbOro
BMPOGHMYOro MPOLEeCy roToBOro /ikapcbKoro
3aco6y (AinbHMLA AN BTOPUHHOTO NakyBaHHS) -
[ofaBaHHsA AinbHULI BUPOBHULITBA,
BiANOBIA&/IbHOI 3@ BTOPUHHE NakyBaHHs, a came
Eni Ninni Itanis C.M.A., Itanis/ Eli Lilly Italia
S.P.A,, ltaly. 3miHun Il TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbknii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa iMnopTepa/3aMiHK, L0 CTOCYIOTLCS BUMYCKY
cepil Ta KOHTPOJt0 AKOCTi FOTOBOO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHsi BUPOOHUKA, L0
BiANOBigae 3a BBe3€HHA Ta/abo Bunyck cepi) -
Bktovaoum KOHTPOsb/BUNPOGYBaHHA cepii Ans
nNiKapcbKoro 3acoby 6i0N0rivYHOro/iMyHO10r4YHOro
NOXOPKEHHSA Ta OMH 3 METOAIB aHanisy, Wo
3aCTOCOBYETLCA Ha AiNbHULI, €
6i0N10rYHUM/IMYHONOTIYHUM/IMYHOXIMIYHWM
MeToAoM - [lofaBaHHA AiNbHULI BUPOOHNLTBA,
BiANoBiAa/IbHOT 32 KOHTPO/b Ta BUMYCK cepil, a
came Eni Ninni Itanis C.MN.A., Itanis/ Eli Lilly
Italia S.P.A., Italy; noaaBaHHS finbHAL
BMPOBHMUTBA, Bi4NOBiAaNbHOI 3a KOHTPO/Ib, a
came Eni Nlinni KiHcenn Nimiteg, Ipnangis/Eli Lilly
Kinsale Limited, Ireland Ta Yapnb3 Pisep
NabopaTtopi3 AipneHg, Niviten, Ipnangis/
Charles River Laboratories Ireland Limited,
Ireland. 3minHu Il TMNy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
3MiHN Y KOPOTKili XapakTepucTuLi NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHVIMK 3 SKOCTi, JOKNIHIYHAMW, KAIHIYHUMIN
AaHuMun Ta gaHumu 3 hapmakoHarnagy - 3miHmn
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3aCTOCyBaHHA MikapcbKoro 3acoby [0 po3ainis
"®apmMakonoriyHi BnactueocTi", "3aaTHicTb
BM/IMBATW Ha LWBMAKICTb peakLii npy KepyBaHHI
aBTOTPaAHCMOPTOM ab0 iHLWMMMN MexaHiamamu',
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
"Cnoci6 3actocyBaHHs Ta fo3un", "MobiuHi
peakuir”.

197. | TPYNICITI pO34nH A1 iH ekuin no 1,5 Eni Ninni Higepnangu BUPOBHUYMBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/15601/01/02
mr/0,5 mn no 0,5 mn Hepnepneng B.B. do308aHoI ¢hopmu, CLUA/ 3MmiHu | TMNY - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
PO34MHY B CKISSHOMY KOHMPpOJ/ib ITania/ nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
LNpuLi, BKNaaeHoMy B BetTtep ®apma- Ipnangis ab0 BBeAEHHA A04ATKOBOI AifIbHUL
0HOPA30BY LUNPUL-PYUKY; ®epTiryHr MM6X i BMPO6GHULITBA A1 YACTUHU abo BCbOro
no 4 nonepegHLo Ko. KI', HimeuunHa; BMPOBHMYOro NpoLecy roToBOro JlikapCbKoro
3arMoBHEHMX LUNPUL-PYYKM BUPOGHUYMBO 3a 3aco6y (AiNnbHMLA AN BTOPUHHOTO NakyBaHHS) -

B ynakoBLj MOBHUM YUK/TOM: [lopaBaHHsa AinbHULI BUPOGHMLTBA,
BUPOBHUYMBO BiiNOBifa/1bHOT 332 BTOPMHHE MakKyBaHHs, a came
00308aHoI hopmu 8 Eni Ninni Itania C.MN.A., ITanisa/ Eli Lilly Italia
wrpuyax, S.P.A., Italy. 3miHu Il TMny - 3MiHW 3 AKOCTI.
nakysaHHsi ma [0TOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
MapKyBaHHs1, 36ip 3MiHa iMnopTepa/3MiHu, WO CTOCYOTLCS BUMYCKY
wripuy-pyyKu, cepii Ta KOHTPOJI AKOCTi FOTOBOTO /liKapCbKOro
KOHMPOJib, BUIMYCK 3acoby (3amiHa abo fofaBaHHSA BUPOOHMKA, LLLO
cepii 20mosozo BignoBigae 3a BBe3eHHA Ta/abo BMnyck cepii) -
JliKapCcbKo20 3acoby Bkitoyaroum KoHTposb/BUNpobyBaHHA cepii Ans
Eni Ninni eHg niKapcbKoro 3acoby 6i0N0rivYHOro/iMyHo0r4Horo
Komnani, CLUA; NOXOA)KEHHS Ta OAMH 3 METOZIB aHani3y, Wwo
BMOPUHHA 3aCTOCOBYETHCSA Ha AiNbHUL, €
Ynakoska, 6i0noriYHNM/IMyHONOTYHUM/IMYHOXIMIYHUM
KOHMPO/ib, 0038/ MeToAoM - [logaBaHHsA AiNbHULI BUPOOHNLTBA,
Ha BunyckK cepii: BiANOBIAA/IbHOI 32 KOHTPOSb Ta BUMYCK cepii, a
Eni Ninni lITania came Eni flinni Itania C.M.A., Itanis/ Eli Lilly
C.M.A., ITanis; Italia S.P.A., Italy; noaaBaHHSA finbHAL
KOHMPO/ib: BMPOGHMLITBA, BiANOBIAA/IbHOT 3@ KOHTPO/b, &
Eni Ninni KiHcein came Eni flinni KiHceiin Nimiteg, Ipnanais/Eli Lilly
Nimiteq, lpnangis; Kinsale Limited, Ireland Ta Yapnb3 Pisep
KOHMPO/Ib: NabopaTtopi3 AiipneHg, Nivitea, Ipnangis/
Yapnb3 Pisep Charles River Laboratories Ireland Limited,
Na6opaTopi3 Ireland. 3minHu Il Tvny - 3miHn Woao
Alipneng Nimiteps, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
IpnaHgais 3MiHU Y KOPOTKili XapakTepucTuLi NikapcbKoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUW
AaHVMU Ta fjaHumy 3 dpapmakoHarnsagy - 3miHm
BHECEHO A0 IHCTPYKUii AnS MeanyHoro
3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnactusocTi', "3aaTHicTb
BM/IMBATU Ha LWUBWAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNOPTOM ab0 iHLWMMK MexaHiamamu',
"Cnoci6 3acTocyBaHHs Ta fo3n", "Mo6iyHi
peakuii”.
198. | YPCO/IB kancynu no 250 mr no 10 Mera TainaHg Mera flaiichcaiieHcis TainaHg BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12805/01/01
Kancyn y 6nictepi; no 5 NaidycaiieHci3 Mabnik Komnani 3MmiHu | TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepiB y Kopobui Mabnik Komnani Nimiteq HaliMeHyBaHHs Ta/abo agpecu micus
Nimiteq NPOBaXEHHS AisS/IbHOCTI BUPOGHMKa/iMnopTepa
roTOBOro MikapCbKOro 3acoby, BKIYaK4M
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAgnosigae
BMPOGHWK/IMNOPTEpP, BKHOYAOUN BUMYCK CEPiid)
(3miHa agpecu BMpO6HUKa, 6€3 3MiHM Micus
BMPOGHMLTBA)
199. PEHICTUN Kpansi opasibHi, 1 mr/mn Hosapric LLIseliyapis HoBapric LLiBeiLapis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/9377/01/01
no 20 mn y chnakoHi 3 KoHcblomep KoHcblomep Xenc 3MiHK | TUNY - NOAAHHSA OHOB/IEHOTO cepTudikaTty peyenma
KpanenbHuueto; no 1 Xenc C.A. CA BiANOBIAHOCTI EBponeiickkili hapmakonei ans
h1aKoHy B KapTOHHIi [il040i peYoBVHY AUMETHAEHY Masiear Bif
Kopobui 3aTBEPAXEHOro BUPOOHUKa (3anponoHOBaHo:
R1-CEP 2000-145-Rev 06); 3miHu | Tvny -
NnoAaHHA OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI
€Bponelicbkiin hapmakonei 4ns ait4oi
PEeyoBVHM AUMETMHAEHY ManeaT Bif
3aTBEPAKEHOr0 BMPOGHYMKA, 3MiHa Ha3BM
BMpo6HuKa AP (3anponoHoBaHo: R1-CEP 2000-
145-Rev 07, OLON S.P.A,, Italy)
200. ®PEHTAHINT M TpaHcaepmasibHUi CaHpo3 CnoseHis Fekcan Al HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10842/01/01
CAHAO3® nnactup, no 25 mkr/rog no | ®apmMacbloTikas 3MiHu | TUNy - nogaHHA oHoBfieHoro CeptudiikaTty |  peyernmom
1 nnacTupy B NakeTuky; no 3A4.0. BignosigHOCTI EP Ha akTBHY cybCcTaHLiio
5 nakeTukis y Kopoobuii dheHTaHiN Bif 3aTBEPAXEHOr0 BUPOOHUKA:
3anponoHoBaHo: R1-CEP 2005-153-Rev 02
201. GEHTAHIT M TpaHcaepMasibHU CaHpo3 CnoseHisa ekcan Al HimeuyunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/10842/01/02
CAHAO3® nnactup, no 50 mkr/rog no dapmacboTikan 3MiHK | TUNY - noAaHHs oHoBfieHoro CepTudpikaTy |  peyenmom
1 nnacTupy B NakeTuky; no 34.0. BignosigHocTi EP Ha akTvBHY cy6cTaHLjio
5 nakeTukis y KopoobLii dheHTaHiN Bif 3aTBEPKEHOr0 BUPOOHMKA:
3anponoHoBaHo: R1-CEP 2005-153-Rev 02
202. ®EHTAHINT M TpaHcaepMasibHUl CaHpo3 CnoseHis ekcan Al HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/10842/01/03
CAHAO3® nnactup, no 75 mkr/rog no | ®apmacbioTikas 3MiHM | TUNy - NnoAaHHA oHoBreHoro CepTudikaty |  peyernmom
1 nnacTvpy B MakeTuky; no 34.0. BignosigHocTi EP Ha akTvBHY cybcTaHLjito
5 nakeTukiB y KopoobLli heHTaHiN Big, 3aTBEPIKEHOr0 BUPOBHMKA:
3anponoHosaHo: R1-CEP 2005-153-Rev 02
203. | PEHTAHIN M TpaHcaepMasbHUI CaHpos CnoBeHis lekcan Al HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/10842/01/04
CAHAO3® nnactup, no 100 mkr/rog, dapmacbloTikan 3MiHu | TUNy - nogaHHsa oHoBfeHoro CeptudikaTty |  peyenmom
no 1 nnacTupy B NakeTuky; 34.4. BignosigHocTi EP Ha akTvBHY cy6cTaHLjiio
no 5 nakeTukiB y kopobu, doeHTaHiN Bif 3aTBEPAXEHOr0 BUPOOHUKA:
3anponoHosaHo: R1-CEP 2005-153-Rev 02
204. | ®NIOPA enikcmp Ans opasibHoOro ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/6419/01/01
3acTocyBaHHs, no 100 mn 06MexeHo 0bMexeHo 3MmiHu | TMNY: 3MiHK 3 AKocTi. FoToBWMiA peyenma
y thnakoHi; no 1 donakoHy BignoBigabHICT BiANOBIA&/IbHICTIO nikapcbkuii 3aci6. Cuctema
y Kopob6uj; no 100 mn y 10 "PapmaueBTnyHa KOHTelHep/3akynoptoBasibHWIA 3acib. 3miHa
NAALWL "papmMaueBTUYH KoMnaHisa "3gopos'a” napameTpiB cneyndikauii Ta/abo gonycTummx
a Komnais MeX NepBUHHOT YNakoBKW rOTOBOrO NikapCbKoro
"3p0pos'a” 3ac00y (3BY)XEHHS JOMYCTUMUX MEeX,

BU3HaYeHMX y cneumduikauii) CynyTHS 3miHa:
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

3MiHu 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.
3miHa y MeTofax BUNpobyBaHHSA NepBUHHOT
yMakoBKM FOTOBOTO NiKapCbKOro 3acoby (He3HauHi
3MiHW Y 3aTBEeppKEHNX MeTofax BUNPobyBaHb)
(3mMiHa o cneumdikaLii Ta METOZAIB KOHTPOO
NepBUHHOT YNakoBKM (KPULLKU NOJiIMEpPHI) 3a
NnokasHUKoM «Mikpo6ionoriyHa YncToTa»,
npuBefeHHs y BIANOBIAHICTL 40 MaTepianis
BMPOGHWKIB); 3MiHW | TMny: 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
dhopmun abo po3mipy KOHTelHepa un
3aKynoproBasibHOro 3acoby (nepBMHHOT
ynakoBKK) (HeCTepubHi Nikapcbki 3aco6u)(3MiHn
po3MmipiB 3aTBEpPAKEHMX KpULWKK 1.1. Ta NPO6KM
HinesnbHOI 2.1 TOB «®apmalu», YkpaiHa, y
3B'A3Ky 3 OHOBJ/IEHHAM [OKYMeHTaLii BUPO6HUKa
NepBUHHMX MaTepianis); 3MiHu | Tuny: 3miHu 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby (f0NoBHeHHs cneuudikauii
HOBWM MOKA3HWMKOM 3 BiANOBIAHUM METOA0M
BMNPOGYBaHHS)([0NOBHEHHS cneundikauii M3
HOBWM MOKa3HNKOM «MeTaHon i 2-NnponaHosn» Ta
«O6’em BMICTY ynakoBKW» i3 BiANOBIAHUMY
meToAamy BUNpoOyBaHHA y 3B'A3KY i3
npusefeHHAM Ao BumMor AdY); 3minu | Tuny:
3MiHU 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOrO NikapcbKoro 3acoby. 3MiHa
napamMeTpiB cneyudikauii Ta/abo gonycTummx
MEX roTOBOro NiKapCbKoro 3acoby (iHLui
3MiHN)CynyTHSA 3MiHa: 3MiHM 3 AKOCTi. [oToBWIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y MeToaax
BMMPOGYBaHHS roTOBOrO JliKapcbKoro 3acoby
(iHWi 3miHM y MeTogax BuNpobyBaHb
(BKtOYALOUM 3aMiHy @60 [AONOBHEHHS))(3MiHN [0
cneundikauii Ta MeTogis KoHTposio [N13: - 3a
nokasHukoMm «MikpobiosioriyHa unctora»
npuBeAEHHS [0 BUMOT Ailo4oro BugaHHs oY
[N POCIMHHMX NIKapPCbKMX 3aco6iB; - BBEAEHHSA
nocunaHb Ha fjitoue BugaHHs DY, 6e3 3MiHU
KpUTEPITB NPUAHATHOCTI Ta METOANK KOHTPOSO,
3a po3ginamu «Onuc», «laeHtudikayis», «Cyxui
3aU/IMLLOK», «ETaHoM», «Baxkki MeTanmn»,

«KifnbkKicHe BU3HAYEHHSI»); 3MiHu | Tuny: 3MiHK 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX pevoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo fONyCTUMUX MEX NSt
[OMOMiXXHOT PEUOBWHM (3BY)XXEHHS AONYCTUMUX
MexX)(3MiHN y cneundikaii BXifHOro KOHTPOI0
[OMOMiXHOI peyoBVHM BapBHWK XOBTWIA 3axig,
FCF (E 110), 3By)X€HHS1 KpUTEPIiB NPUAHATHOCTI
3a NokasHukaMn «Pe4oBMHU HEPO3UMHHI Y BOAI»,
«KinbKicHe BU3HAYEHHS (aKTUBHWIA GapBHUK)», Y
3B’A3KY 3 MPMBEAEHHAM 40 BUMOT BUPOOGHUKA);
3MiHu | TUNy: 3MiHK 3 skocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiZANOBIAHICTb A0 MOHOrpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHOI chapmakonei gepxasu €C (3miHa y
cneumdikaLlisix, Nos'A3aHa 3i 3aMiHO0 BUMOT
MoHorpadii 4PY abo iHLWOI HalioHanbHOT
thapmakonei gepxasu €C Ha BUMOrM MOHorpadit
€sponeiicbkoi thapmakonei) CynyTHsa 3miHa:
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTPO/b JONOMIDKHUX PEHOBUH. 3MiHa Yy
MeTofax BUNPO6YyBaHHS AOMNOMIXHOI PevyoBUHN
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPO6YBaHb) - NpUBEAEHHA crneundikaLii Ta
MeTOZIB KOHTPO/O AOMNOMIKHUX PEYOBUH Y
BiANOBiAHICTb Ao BMMor AdY Ta EP: - kucnota
JIMMOHHa MOHOTipaT, LlyKop — Nicok, kapamesb
cynbaty amiaky( E 150 d), apomatusaTtop
XapuoBuii «Abpukoc 696», 6apBHUK YKOBTWIA
FCF (E 110) 3a noka3HukoMm «MBUY» npuBeaeHHs
0o AdY; - kucnota ackop6iHoBa (3MiHN y
cneuudikauii y BignosigHocTi Ao Bumor EP 3a
nokKasHMkamy «PO34MHHICTb», «Migb», «3anizo»;
3MiHM A0 cneundikauii Ta METOAMK KOHTPO/IIO: 3a
nokasHukamm «MBY»; BUNyYEHHS MOKa3HWKIB
«Kucnota Laenesa» Ta «Baxki metanu»;
[0faBaHHA NOKa3HWKIB: «oMiwka E» Ta
«CynyTHi AOMILLKM»), - BOAA OuuLLeHa (3MiHN y
MeTofax KOHTPO/O Y BignoBigHOCTI 0 BUMOT
LY 33 NoKasHNKOM «Badkki MeTasin»; 3MiHN y
cneumdikauii Ta MeToAax KOHTPOs y
BignoBigHOCTI A0 APY 3a NOKa3HNKOM
«MikpobionoriyHa unctota»); 3MiHn | TUNYy: 3MiHK
3 akocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii

hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

205.

HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo E€Bponeicbkoi
thapmakonei, abo iHLWOoT HauioHaIbHOT
thapmakonei gepxasu E€C (3miHa 'y
crneundikalisx, nos'a3aHa 3i 3amiHamy B 1dY,
abo €sponelicbkiii hapmakonei, abo iHLWii
HaujioHasbHIli hapmakonei gepxasu €C)
CynyTHs 3mMiHa: 3MiHK 3 siKOCTi. [OTOBWMIA
NiKapCcbknii 3aci6. KOHTPOIb fONOMDKHUX
peyoBuWH. 3MiHa y MeTofax BUNPOOyBaHHS
[OMOMDKHOT PEYOBUHU (HE3HAUHI 3MiHW Y
3aTBEPMKEHNX MeToAax BUNPOOYyBaHb)
(npvBegeHHs crneumdikaLii Ta MeTOAiB KOHTPO/IIO
[O0NOMDKHMX PEYOBUH Y BifNOBIAHICTL 4O BUMOT
EP: - kncnota nMMoHHa, MoHorigpar (3miHu y
cneuudikaLii Ta MeTogax BXiAHOro KOHTPOIO: 3a
NoKasHWKOM «laeHTudpikauis :metog B»,
BWNYYEHHS MOKa3HKKa «Badkki MeTasin»; 3mMiHn Ao
cneuudikaLii 3a NokasHMKOM «Ko/bOpoBIiCTb
PO3UKHY»), - eTaHoN 96% (3MiHU y
cneuudikaLisx Ta MeTofax BXifHOro KOHTPOIO:
3a NokasHWKoOM «laeHTudikauis :metog B» Ta
«MBUY»); 3miHun | Tuny: 3miHu 3 sKocTi. FoToBUiA
nikapcbkuii 3aci6. Onuc Ta cknag, (iHWwi 3miHn)
(NpuBeAEeHHA Ha3B POC/IVIHHOT CUPOBUHK Ta
CniBBIAHOLLEHHS CPOBUHA/OTPUMAHWIA EKCTPaKT
BiANOBIAHO A0 BUMOr ®Y. 3MiHW BHECEHI Y
po3gin "Cknag" B iHCTPYKLi0 415 MeUYHOro
3acTocyBaHHS, K HACNifoK - 3MiHU B TEKCTI
MapKyBaHHS yrNakoBKM iKapCbKoro 3acoby)
(TepmiH BBEAEHHSA 3MiH MPOTArOM 3-X MicsLiB
nicns 3aTBepKEHHS)

LE®YPOKCUM
CAHJ03®

TabneTkn, BKPUTI
N/1iBKOBOK 060/IOHKOLD, MO
250 Mr no 7 Tabnetok y
6nictepi; no 2 6nictepn B
KapTOHHIli KopoobLi

CaHpo3
dapmacbloTikan

30.4.

CnoBeHisa

CaHpo3 'mM6X —
TexOnc, ABCTpis;
BUPOGHUK iH 6asiK,

KOHTPO/b Cepii,

nakyBaHHs: MNeHled
dapma N'vbX,
HimeuunHa

AscTpisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHM | TUny - 3amiHa abo BBeAEHHS [0AaTKOBOI
LiNbHUL BUPOBHULITBA A/181 YACTUHN ab0 BCbOro

BMPOGHMYOro MPOLEeCy roToBOro /ikapcbKoro
3aco0y (AinbHMLSA, Ha 5K NpoBOAATLCA By Ab-AKi

BMPOGHUUI CTagji, 3a BUHATKOM BUMYCKY Cepii,

KOHTPO/I0 AIKOCTI, NEPBUHHOIO Ta BTOPUHHOIO

nakyBaHHS, 4151 HECTEPUSIbHUX NIKAPCbKUX
3aco6iB) - BBeIeHHS 404aTKOBOT BUPOGHUYOIT
AinbHuui Aurobindo Pharma Ltd., IHgis
(nigpo3gain 3.2.P.3.1. Bupo6bHuk(-1)
peecTpauiiHoro f0CkE), WO 3AiMCHI0E nepLuy
CTagjilo BUPOGHMLITBA rOTOBOMO NiKapCbKOro

3acoby - spray drying; 3MiHu | TURY - 3MiHW Y

npoweci BUPO6HULITBA rOTOBOrO NiKapCbKoro

3ac06y, BKNOYaUy NPOMKHWIA MPOAYKT, WO

3a
peyerimom

UA/5447/02/02




133

n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHULITBA) - HE3HAYHA 3MiHA Y NPOLLeCi
BMPOGHMLITBA [,0aTKOBOrO BUPOOHMKA
Aurobindo Pharma Ltd., IHAis Ha cTagji spray
drying

206.

LE®YPOKCUM
CAHAO3®

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOID, MO
500 Mr no 7 Tabnetok y
6nicTepi; no 2 6rictepu B
KapTOHHIlA KOopooLi

CaHpos
dapmacbloTikan

34.0.

CnoBeHis

CaHpo3 F'M6X —
TexOnc, ABCTpis;
BMPOGHWK iH 6asK,

KOHTpOnb cepii,

nakysaHHs: MeHlUed
dapma M'v6X

ABCTpIs
[HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TUNy - 3amMiHa abo BBeAEHHS 404aTKOBOT
AiNbHULI BUPOBHMLTBA 4719 YacTUHM abo BCbOro

BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3aco6y (AinbHULSA, Ha Skl NPOBOAATLCA BYAb-siKi

BMPOGHUUI CTagji, 3a BUHATKOM BUNYCKY Cepii,

KOHTPOJTI0 SKOCTi, NEPBMHHOIO Ta BTOPUHHOIO

nakyBaHHS, 415 HECTePUSIbHUX NIKAPCbKNUX
3ac06iB) - BBEAEHHS [0AATKOBOI BUPOOGHMYOT
AinbHuUUi Aurobindo Pharma Ltd., IHgis
(nigpo3gin 3.2.P.3.1. BUpPO6HUK(-1)
PeECTpaLiiHOro AOCHE), L0 34iACHIOE nepLuy
CTagito BUPOBHMLITBA FOTOBOrO JiKapCbKOro
3acoby - spray drying; 3MiHu | TUny - 3MiHK Y
npoueci BUpOOHNLTBA FOTOBOTO NiKapCbKOro
3aco6y, BK/IH0YAuM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOrO
niKkapcbKkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLITBA) - HE3HAYHA 3MiHa Y NpoLieci
BMPOGHMLITBA [,0aTKOBOrO BUPOGHMKA

Aurobindo Pharma Ltd., IHgist Ha cTagii spray

drying

3a
peyenmom

UA/5447/02/03

207.

LUMNCNNATUH-
TEBA

KOHLIeHTpaT 413 po34nHy
ans iHdysii, 0,5 mr/mn no
20 mn a6o no 50 mn, abo
no 100 mn y cpnakoHi; no 1
hakoHy y nauui

TeBa
dapmaueBTikan
IHpacTpi3 fTg,.

13painb

dapmaxewmi b.B.,
Higepnangn; AT
dapmaleBTUYHNI
3aBofg TEBA,
YropLmHa

HigepnaHngwn/
YropmHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUny - 3mMiHa 6yAb-KOT YacTUHN
maTepiasly NepBMHHOT yNakoBKK, LLIO He

KOHTaKTye 3 rOTOBWM J1iKapCbKUM 3ac060M -

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:

BBE/IeHHS1 a/lbTepHATVMBHOIO Matepiany MydTu

onakoHy (OMNC), wo 6ion0riYHO po3KNafaeTbCcs

(HaHeceHHs Ha dh1akoH MPO30pPO0i 060IOHKM 3

opieHToBaHoro nonictepona (OrC)) 3

BignoBigHMMU 3MiHamu y p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoploBasibHWIA 3aci6, p.

3.2.P.3.3. Onuc Bupo6HMYoro npotecy Ta

KOHTpO/t0 npovecy Ta p. 3.2.P.3.5. Banigauin

npouecy Ta noro ouiHka. BHeCeHHs pegakuiiHnx
3MiH y po34inu matepianis peecTpayjiiiHoro

[0CbE: - BUNPaB/IEHHS APYKAPCbKOi NOMUIIKA Y

nigpo3aini «3arasibHi METOANKM BUPOOHULTBA

PO34uHIB Ans iH'ekui» p. 3.2.P.3.3. Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOSIO NpoLecy:
NMOMW/IKOBO 3a3HA4YeHO, L0 OTPUMaHWin po3yumH

3a
peyenmom

UA/7552/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nigaarTb CTEPUIbHIN dinbTpauii i 36rpatoTb y
cenTuyHili 30Hi knacy 100, sika Hacnpasgi
3BUYANHO € aCENTUYHOLD; - AN 2-TO BUPOOHMKA
Teva Pharmaceutical Works nepesipky siKoCTi
repmeTu3awii B onuci NpoLecy i NOTOYHI cxemi
6yN10 NOMUIKOBO BiAHECEHO [0 KOHTPOSIO B
npovueci BUpobHULTBA, B TOI Yac Ak ue
BMNPOBYBaHHs He BK/ItoYeHo Ao p. 3.2.P.3.4
KOHTPO/b KPUTUYHKX CTagili i NPOMiXHOT
NPOAYKLIi K napameTp KOHTPOJI0 B NPOLECi
BUpo6bHuuTBa (p. 3.2.P.3.3. Onnc BUpo6HMYOro
npoLecy Ta KOHTPOJIo npotecy 6y/10 NpuBeeHo
y BignosigHicTb go p. 3.2.P.3.4.); -y p. 3.2.P.7.
CuncTeMa KoHTelHep/3aKynopioBasibHUiA 3aci6
Ha3By noctavasibHuKa CKNsiHUX doriakoHis Nipro
Glass Germany AG 3miHeHO Ha Nipro
PharmaPackaging Germany GmbH; -y p.
3.2.P.7. CncTema koHTeliHep/3aKkynoproBasibHUiA
3acib Ha3By NocTavasibHVKa CKISHUX (h1akoHIB
Schott Forma Vitrum Kft. 3miHeHo Ha Schott
Hungary Kft; 3miHu | Tuny - 3miHn y npoueci
BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAK0UN MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
NiKapCbKOro 3acoby - He3HaYHi 3MiHM y NpoLieci
oropTaHHs donakoHiB MydToto (38415
NOKpaLLLEeHHs KOCTi Ta 36iNbLUEHHS LWBWUAKOCTI
npoLecy HaHeceHHa MyhTu, a Takox ans
3MeHLLEHHS 3a6pyAHEHHS HABKONMMLLIHBLOTO
cepefoBuLLA Y BiHOLLEHHI MaTepiasly pykasa Ta
AHVLWA My(PTN NPONOHYETLCA a/IbTEPHATNBHA
MalUMHa 418 HaHeCeHHs1 MydTH Ta
anbTepHaTUBHUIA MaTepian MydTh). OHOBNEHHS
p. 3.2.P.3.3. Onuc BUpoGHMYOro npouecy Ta
KOHTponto npouecy Ta 3.2.P.3.5. Banigauis
npouecy Ta Aoro oujiHka (nepeHeceHHs
iHchopmaw,ii LWoAo npouecy HaHECEHHS MyddTL 3
po3giny 3.2.P.3.3. Onuc BMpo6HUYOro npotiecy
Ta KOHTpO/to npouecy go p. 3.2.P.3.5. Banigauis
npotecy Ta/abo 1oro ouiHka); Basligauito
npouecy 3 BUKOPUCTaHHAM L0AATKOBOI MalUVHW
Ta [A0AAaTKOBOro matepiany Myt fofaHo Ao
po3giny 3.2.P.3.5.)

208.

LUMNCNNATUH-
TEBA

KOHLIeHTpaT 419 po3ynHy
Ans iHdysii, 1 mr/mn no
100 mn y chnakoHi; no 1
dhnakoHy y nauui

TeBa
dapmauesTikan
IHpacTpi3 N7,

13painb

dapmaxemi b.B.,
Higepnangn; AT
dapmaleBTUYHNI
3aBof TEBA,
YropLumHa

HigepnaHnau/
YropLmHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TUny - 3mMiHa ByAb-AKOT YaCcTUHK
maTepiasly NepBMHHOT yNakoBKK, LLIO He

KOHTaKTy€e 3 FOTOBUM J1iKapCbKUM 3ac060M -

BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis:

3a
peyenmom

UA/7552/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BBE/IeHHs1 a/lbTePHATVBHOIO matepiany MydTu
chnakoHy (OrC), wo 6ionoriyHo po3knagaeTbcs
(HaHeceHHs Ha dh1akoH NPO30pPOoi 060I0HKM 3
opieHTOBaHoro nonicrepona (OMNC)) 3
BignoBiAHMMU 3MiHamMun y p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUIA 3aci6, p.
3.2.P.3.3. Onuc Bupo6HMYoro npotecy Ta
KOHTpOsIt0 npouecy Ta p. 3.2.P.3.5. Banigauia
npoLecy Ta ioro ouiHka. BHeCeHHs peaakuUiiHnX
3MiH y po34inun matepianis peecTpauiinHoro
[0CbE: - BUMPaB/IeHHS APYKaPCbKOi NOMUIIKA Y
nigpo3aini «3arasibHi METOANKM BUPOOHULTBA
PO34uHIB Ans iH'ekui» p. 3.2.P.3.3. Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOSI0 NpoLecy:
MOMMJIKOBO 3a3HayeHo, L0 OTPYMAHWIA PO34KH
nigaarTb CTEPUIbHIN dinbTpauii i 36rpatoTb y
cenTuyHili 30Hi knacy 100, sika Hacnpasgi
3BUYANHO € aCENTUYHOLD; - ANt 2-TO BUPOOHMKaA
Teva Pharmaceutical Works nepesipky siKoCTi
repmeTu3avii B onuci NpoLecy i NOTOYHI cxemi
6yN10 NOMUIKOBO BiAHECEHO [0 KOHTPOSIO B
npovueci BUpo6bHULITBA, B TOI Yac Ak ue
BMNPOBYBaHHs He BK/ItoYeHo Ao p. 3.2.P.3.4
KOHTPO/b KPUTUYHKX CTagili i NPOMiIXHOT
NPOAYKLIi K napameTp KOHTPO/I0 B NPOLECi
BUpobHuuTBa (p. 3.2.P.3.3. Onnc BUpo6HMYOro
npoLecy Ta KOHTPOJIo npoecy 6y/10 NpuBeeHo
y BignosigHicTb go p. 3.2.P.3.4.); -y p. 3.2.P.7.
CurcTeMa KoHTelHep/3aKynopioBasibHUiA 3aci6
Ha3By nocTavasibHuKa CKNsiHUX doriakoHis Nipro
Glass Germany AG 3miHeHO Ha Nipro
PharmaPackaging Germany GmbH; -y p.
3.2.P.7. CncTema koHTeliHep/3aKkynoproBasibHUiA
3acib Ha3By nocTavasibHMKa CKISHUX (h/1akoHIB
Schott Forma Vitrum Kft. 3miHeHo Ha Schott
Hungary Kft; 3miHu | Tuny - 3miHn y npoueci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAK0UN MPOMIXHWIA NPOAYKT, WO
3aCTOCOBYETLCA NPV BUPOOHULITBI rOTOBOrO
NiKapCbKOro 3acoby - He3HaYHi 3MiHM y NpoOLLeCi
oropTaHHsA donakoHiB MydToto (38415
NOKpaLLLEeHHs SKOCTi Ta 36iNbLUEHHS LWBWUAKOCTI
npoLecy HaHeceHHa MydhTu, a Takox ans
3MeHLLEHHS 3a6pyAHEHHS HABKONMMLLHBLOTO
cepefioBuLLA Y BifHOLLEHHI MaTepiasly pykasa Ta
AHVLA My(PTN NPONOHYETLCA a/IbTEPHATNBHA
MallUMHa 418 HaHeCeHHs1 MydITH Ta
anlbTepHaTUBHUIA MaTepian MydTh). OHOBNEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
p. 3.2.P.3.3. Onuc BUpoGHMYOro npouecy Ta
KOHTponto npouecy Ta 3.2.P.3.5. Banigauis
npoLecy Ta Aoro oujiHka (nepeHeceHHs
iHchopmaw,ii LLoAo npouecy HaHECEHHS MyddTL 3
po3giny 3.2.P.3.3. Onuc BUpo6HUYOro npotecy
Ta KOHTpO/to npouecy Ao p. 3.2.P.3.5. Banigauis
npotecy Ta/abo 1oro ouiHka); Basligaito
npouecy 3 BUKOPUCTaHHAM L0AATKOBOI MalUvHN
Ta [0AAaTKOBOro Mmatepiasly Myt gogaHo Ao
po3giny 3.2.P.3.5.)
209. LUMUHY KBiTKM, N0 201,401,501y MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/2478/01/01
NILWAHOIo naukax 3 BHyTpILIHIM dapmaLeBTnyHa PapmaLeBTUyHa 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
KBITKA naketom; no 1,5ry habpuka habpvika "Biona" HalilMeHyBaHHs Ta/abo agpecu 3asiBHUKa
inbTp-nakeTi; no 20 "Biona" (BnacHvka peecTpaLiiiHoro noceigYeHHs) (3miHa
iNbTP-NakeTiB y nayi afpecy 3asiBHMKA)
210. FOHIBIT TabneTku, BKpUTI AT Ykpaina AT "KNIBCbKWN Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 6e3 UA/5450/01/01
NAiBKOBOK 0H60/I0HKOID; NO "KNIBCbKM BITAMIHHW 3MiHu | TUNy - AgMiHICTpaTBHI 3MiHW. 3MiHa peuyenma
10 TabneTok y 6nicTepi; BITAMIHHWIA 3ABO" HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
no 3 6nictepun y nauui 3ABO4" (BnacHvKa peecTpauiiiHoro noceig4YeHHs) (3MiHa

HaliMeHyBaHHs 3asiBHUKa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBepKeHHs); 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /likapcbkoro
3aco0by, BKIKYaK4M AiNbHULL BUNYCKy cepii abo
MicLe NpoBeAEHHS KOHTPOJIHO SKOCTI.
(aisnbHICTb, 3a SAKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3MiHa HalilMeHyBaHHS BUPOOHUKa, 6€3 3MiHU
Micusl BUpo6HULTBa) (TepMiH BBEAEHHS 3MiH
NPOTArom 6-Tv MicALIB MiC/A 3aTBEPAKEHHS)

HauyanbHuK YnpaBniHHA dphapMmaleBTUYHOI

BIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. 1acKkoBCbKUM




MEPENIK
NIKAPCbKMX 3ACOBIB (MEANYHMX IMYHOBIO/TOTNYHNX NPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH O PEECTPALUINHNX MATEPIANIB

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

05.06.2018 Ne 1071

TA AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

NbOASAHVKIB B

Ne Ha3ssa Popma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa rMiocmasa lMpoyedypa
n/n JNliKapcbKo20
3acoby
1. ANMETUNCYNIb® pignHa abo NAT YkpaiHa MAT YkpaiHa | 3acigaHHa HTP BigmoBuTM y flepXXaBHili peecTpauii - peectpauisi Ha 5 pokis
oKcua KpucTanu "Tannudapm” "Tannudrap Ne 12 Big ) N ] ) o ) )
(cy6eTaHujs) y M" 29.03.2018 BifjMOBa B [epXaBHili peecTpauljii Ha eTani cnewjiani3oBaHOi ekcnepTu3n Bi4NoBIgHO
Boukax BUCHOBKY  [enapTameHTa ®apMaueBTUYHOI  AiSIbHOCTI - B MaTepianax
nosliMepHUX ans peecTpauiiHoro [oCbe BIACYTHS IHdopMauis LWofo npouecy BUMPOGHMUTBA i
thapmaLieBTUYHOT KOHTPO/II0 SIKOCTi cybCTaHLii aumeTuncynbdokenay Bif Bupo6Hrka Gaylord Chemical
0 3aCTOCYBaHHS Company, CLUA, HasBHUWiA nuwe cepTudikaT AKOCTi 6e3 3a3HauyeHHsA rpeigy 1 um
rpeiigy 2 npo Sk y BigANOBiAI Ha 3ayXaHeHHs ekcnepTta nosigomnse [MAT
"Tannudpapm”, YkpaiHa.HagaHa y p[ogaTkoBux — Martepianax  6osok-cxema
TEXHOJI0MYHOro npovecy Ans cybcTaHuUil «mMacna KacTOpoBOro» He Mae BifiHOLLUEHHSI
00 iHWMX po3diniB  peecTpauiiHoro pgocbe. Takum 4MHOM iHchopmavis  Wwogo
BMpOGHMUTBA He Bignosigae Bumoram ICH Q11 «DEVELOPMENT AND
MANUFACTURE OF DRUG SUBSTANCES (CHEMICAL ENTITIES AND
BIOTECHNOLOGICAL/BIOLOGICAL ENTITIES)» Ta EMA/454576/2016 Guideline
on the chemistry of active substances», a came: He MiCTUTb JOCTaTHLOI iHchopMmaLi
npo SKiCTb BUXIAHWX MaTepiasiiB Ta iX NpU3HAYeHHs, He NpeacTaB/ieHi fadi npo
KPUTUYHI napaMeTpu NpoLecy Ta X KOHTPO/Ib, HE BKa3aHO BCiX BUPOOHUKIB ki 6epyTb
yyacTb Yy BUpOOHMYOMY npoueci Ta ix doyHkuii. HeobxigHicTe duinbTpauii
aoumeTuncynbokeuay He niagTsepakeHa pesynbtataMu BignoBigHWUX AOCIAKEHb, K
6 [eMOHCTpyBaUn HasiBHICTb MeXaHiYHMX BK/TIOYEHDB B cybcTaHuii
avmetuncynbdokengy BupobHuutBa Gaylord Chemical Company, CLUA npwu
BXiJHOMY KOHTpO/i
2. AOKTOP MOM® 3l | nbogsAHuKM; no 4 TOB Ykpaina HOHiK IHAjs 3acigaHHa HTP BigmoBuTM y 3aTBepKeHHi - BUMPaBfieHHA TEXHIYHOI MOMWMKM Yy MeToAax
CMAKOM NbOASHUKN Y "[I>KOHCOH i dapmacbioT Ne 16 Big KOHTPO/II0  SIKOCTi TOTOBOrO /liKapCbKOro 3acoby, Npu MepeHeceHHi iHdopmauii 3
AMENbCUHA cTpwvni; no 5 L[bKOHCOH nkan 26.04.2018 Martepianis peecTpauiliHoro pgocbe (po3gin 3.2.P.5.2 ); a came y aHaniTUuHii
CTpuniB y YkpaiHa" NabopaTopi mMeToauui «KinbkicHe Bu3HauyeHHs. MeHTon» Yy XxpomaTorpadpiyHux ymoBax 3a
KapTOHHIiA 3 po3ginom «HocuTenb» HENpaBWIbHO 3a3HA4YeHO CepefHi0 MOMeKyNApHY Macy
Kopobui; no 8 (BipAineHHs nonietuneHrnikosno — «150 000»( Toproea Ha3sa «Carbowax 20 M»), a NOBUHHO ByTn
NbOASIHVKIB Y ipmun "x. — «15 000», 3a3Ha4yeHe BUMpaB/IEHHA He Bi4NoOBigae MaTepianam peecTpauiiHoro
6nicTepi; no 2 abo B. Kemikans [OCbE 5iKi NpeAcTaBeHi B apxiBi, OCKi/IbKM B MaTepianax peectpavuiiiHoro gocke (y p.
no 3 6nictepu B eHa 3.2.P.5.2) 3a3HayeHa MonekynsipHa maca nonietuneHrnikonto -150 000. BignosigHo
KapTOHHIW dapmacbioT 00 n.2.4 po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pefaxuii Hakasy
Kopo6ui; no 1 nKan3 MO3 YkpaiHn Big 23.07.2015 p Ne 460), TexHiyHa nomwusika — HeBiAMNoBiAHOCTI,
NbOAAHUKY B nrp.) LOnyLUeHi y 3aTBepKeHUX Npu peecTpauii JoKyMeHTax
nnisui; no 100
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(7x3) ab0 Ne 42
(7x6) y bnictepax;
no 1000 mr Ne 21
(7x3) abo Ne 42
(7x6) y bnictepax

Ne Hassa dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa riocmasa lpoyedypa
n/n JliKapcbKo20
3acoby

nnisui y 6aHuj

3. AOKTOP MOM® I3 | nbogsAHuKM; no 4 TOB YkpaiHa HOHiK IHAjs 3acigaHHa HTP BigmoBuTM y 3aTBepKeHHi - BUMPaBfIEHHA TEXHIYHOI MOMWMKM Yy MeToAax

ArigHAM NbOASHVKN Y "[XOHCOH i dapmacbioT Ne 16 Big KOHTPO/II0 SIKOCTi TOTOBOrO /liKapCbKOro 3acoby, Npu MepeHeceHHi iHdopmauii 3
CMAKOM cTpwvni; no 5 L[bKOHCOH nkan 26.04.2018 Martepianis peecTpauiiHoro gocbe (po3gin 3.2.P.5.2 ); a came y aHaniTU4Hii

cTpuniB y YkpaiHa" Na6opaTopi mMetoauui «KinbkicHe Bu3HaueHHs. MeHTon» y xpomaTorpadiyHmx ymoBax 3a
KapTOHHIi 3 po3ginom «HocuTenb» HENpaBWIbHO 3a3HA4YeHO CepefHi0 MOJMEKyNApHY Macy
Kopobui; no 8 (BipLineHHs nonietunexrnikosno — «150 000»( Toproea Ha3sa «Carbowax 20 M»), a NOBUHHO ByTn
NbOASIHVKIB Y pipmun "x. — «15 000», 3a3Ha4yeHe BUMpaB/IEHHA He Bi4nNoBigae MaTepianam peecTpauiiHoro
6nicTepi; no 2 abo B. Kemikana [OCbE 5K MpeAcTaBeHi B apxiBi, OCKI/IbKM B MaTepianax peectpauiiiHoro gocke (y p.
no 3 6nictepu B eHa 3.2.P.5.2) 3a3HayeHa MonekynsipHa maca nonietuneHrnikonto -150 000. BignosigHo
KapTOHHIW dPapmacboT 0o n.2.4 po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pefaxuii Hakasy
Kopo6ui; no 1 nkans MO3 Ykpainu Big 23.07.2015 p Ne 460), TexHiyHa MOMWIKA — HEBiANOBIAHOCTI,
NbOAAHWNKY B nrp.) LOnNyLUeHi y 3aTBepKEeHUX Npu peecTpauii JoKyMeHTax
nnisui; no 100
NbOASIHVKIB B
nnisLi y 6aHui

4, YBIPOMEL TabneTku, BKpUTI yoprPna Ipysia yopna Type | 3acigaHHs HEP BiamoBuTY y AepXaBHiili peecTpauii - peecTpauis Ha 5 pokiB
NAiBKOBOIO MEANLUWMH MEOMUMH yumH | Ne 05 Big . . . .
OBONOHKOIO, MO nta AU CAH. a 15.03.2018 BiAmMOBa BIANOBIAHO A0 e.KCI'IepTHOI'OmBl-/ICHOBKy .ﬂ6ﬂapTaM§HTa ‘G)apMaLI,EBTVIHHOI
500 mr Ne10 BE TIK. JianbHocTi. TMpepactaBneHi peecTpawiiHi mMaTepianu He  BiANOBiAaIOTL  BUMOram
(10x1) a6o Ne 21 ALLL nopagky 1V Hakasy MO3 YkpaiHn Ne 426 Big 26.08.2005 (B pepakuii Hakasy Ne 460

Big 23.07.2015), ockinbku: 3a pesynbTatamu eKcnepTu3n peecTpauiiiHoro [AOCbe
Mogaynb 3 po3gin «®apmaueBTMyHa po3pobka» Ta NpeAcTaB/IEHUM 3BITOM in-vitro
ons 6io-cepii Ta pedhepeHTHOro sikapcbkoro 3acoby Valtrex®, 500 mg film-coated
tablets; Valtrex®, 1000 mg film-coated tablets BcTaHOBNEHO, L0 NPOiNi pO3UNHEHHS
po3pobeHOro KiHLEBOro cknagy Ans 060X A03yBaHb He BifgnosigaloTb nNpodinam
PO3YMHEHHS NpeACTaB/IeHUM Y 3BITi in-vitro: BIAMIHHICTb NPOMINI0 PO3UYNHEHHA ANA
060X [03yBaHb B CepefoBuLLI aueTaTtHoro 6ydepHoro posunHy 3 pH 4,5 ans Touku
KOoHTponto 15 xB cknagana Big 28% no 34%, onsa Toukm 30 xB cknagana Big 40% ao
50%, onsa Toukn 45 xB cknagana Bif 38% [0 42%; BiAMIHHICTb NPOIN0 PO3UNHEHHS
0ns 060X [03yBaHb B cepefoBulli pocdaTHoro 6ydepHoro po3umHy 3 pH 6,8 ons
TOukM KoHTposto 15 xB cknagana 6nusbko 30%, Ansa Toukm 30 xB cknagana Bif 65 %
0o 67 %, ansa Toukn 45 xB cknagana 6113bko 72%. Tomy, BignoBiAHO [0 3a3Ha4yeHol
BuLe iHdopMmauil, B po3gini «PapmaueBTUYHa po3pobka» He npeacTaB/eHo
po3pobky cknagy Ta BWPOGHMYOrO Mpouecy A8 /iKapcbKoro 3acoby, Lo
BMKOPWCTOBYBABCS B in-Vitro AoCNiMKeHHsIX 6io-cepili 3 pedyepeHTHUM JikapCbkum
3aco60M. OujiHBaHHA HasBHOI iHchopmauii B po3gini 3.2.P.5 Ta B po3gini 3.2.P.8 He
€ [OUiIbHUM, BPaxoBYOUMN 3ayBadkeHHs 40 po3giny «PapmauesTuyHa po3pobkar»
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HauyanbHuK YnpaBniHHA chapMmaleBTUUYHOI
BIANBbHOCTI Ta AKOCTI (papmaueBTUYHOT NpoAYyKUiT T.M. NIAcKOBCbLKUIA
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